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Etest PM CEFEPIME — E-tecT uedenum 256 (nanee no tekcty ETEST, ETEST PM) IVDl
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HA3HAYEHUE

ETEST — 9T0 py4HOW KONMMYECTBEHHLIV METOA onpeAeneHns YyBCTBUTENBHOCTM K aHTUMUKPOBHBLIM npenapaTtamM
rpamoTpuuaTenbHbIX U FPamMnoNoXMTENbHbIX adPOBHbIX BakTepuin, n 6akTepuin Co CROXHBIMU MUTaTENbHBIMM
notpebHocTaAMK. CuctemMa COCTOMT U3 CTaHOAPTHOTO rpagneHTa aHTMBMOTKKa, KOTOPLIW MCNONb3yeTcs Ans
onpegeneHs MMHUManbHON nHrbupytolen koHueHTpauum (MUK, BeipakeHHOW B MKI/MA), pa3nnyYHbIX aHTUMUKPOBHbLIX
npenapaTtoB AN MUKPOOPraHM3MOB NOCPEACTBOM KyNETUBUPOBaHWUS Ha NUTATENLHOM arape B TEYEHNE HOYM.

NMOKA3AHUA K NTPUMEHEHUIO
MeTtog ETEST PM moxHo ucnone3oBaTb Anst onpegenenns MUK uedenvma B OTHOLIEHUN CReayoLLmMX
MWKPOOPraHn3MOB:

* A3pobbl:

o pamoTtpuuatenbHble a3pobbl: Enterobacterales, Pseudomonas aeruginosa, Stenotrophomonas maltophilia,
Acinetobacter
 Streptococcus pneumoniae
* Haemophilus influenzae

nPUHUWN
ETEST npeacraBnsieT cobol TOHKY0, UHEPTHYHO, Ale B
HeMopWCTYI0 NNacTUKOBYIO TECT-MOMOCKY. Ha oAHy CTOPOHY Kon AB
TecT-nonocku (A) HaHeceHa wkana MUK B mkr/mn, a Ha AHTAMVKPOGHOTO a
o npenapata 256
APYrylo — CTaHAAPTHLIN rPagneHT aHTubunoTuka. i 'y
Korga TecT-nonocKy HaHOCAT Ha 3aCesHHYIO KyNBTYpO @
MWKPOOpPraHn3ma noBepxXHOCTb arapu3oBaHHOW cpeapl, i
npeaBapuTenbHO ChOPMUPOBAHHBIA TpaaneHT s MK | § Sncnopennane
KOHLEHTpauun aHTMBNOTMKa HEMeOIEHHO NPOHMKAET faxr/n) |3 aHTUiARpOGHLA
o . rpagueHT
B arap, a 3atem obpasyeT cTabuUnbHbIN, i3 P
HenpepbIBHBINA, 3KCNOHEHLManbHbIN rpagueHT 3
KOHLIEHTpauun aHTMBMOTMKa HENOCPEACTBEHHO Nog TeCT- i
nornockoMn. MNocne nHkybauum, B pesynsrate KOTOpow tg’?ﬁ !
GakTepumarnbHbIi POCT CTAHOBUTCS 3aMETHbLIM, BAOMb TECT- 023 b
MOSOCKM MOXHO YBMAETb CUMMETPUYHBIA SNnnnc
nHrmbmposaHus. 3HadeHne MUK cunTbiBaeTca €O LWKanb! O6pasey mecm-nonocku ETEST
B MKI/MM NP NOSTHOM MHrMBUpOBaHMM pocTta bakTepui 5
B MecTe nepeceyeHusi 3a0CTPEHHOTO KOHLA annunca (6 3asucumocmu om ripenapama 0CMyMHbI Pa3/IuHbIe
¢ TECT-NOMOCKOIA wiKarbl CHUmbI8aHuUs)

HecmoTps Ha cxoacTBO € AMCKO-ANMEY3MOHHBIM METOAOM
(aHanornyHas npouenypa NPUroToBNEeHNs MOCEBHOMN
KynbTypbl, BbIOOP NUTaTENnsHON CPefbl U YCroBuS
uHky6aummn), ETEST He aBnaeTca AUcKo-anddy3nNOHHbIM
METOAOM U MOMHOCTLIO OTAMYaETCSA OT OObIYHBLIX ANCKOBbIX
MeToA0B. ['paAneHT KOHLUEHTpaunm aHTUMUKPOBHOTro
npenaparta B ETEST npegsaputensHoO cchopMUpoBaH,
npegonpeaeneH n ctabuneH, u He 3aBUCKT OT Andy3nn.
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COCTAB HABOPA

- MuauBuayanbHas ynakoBka: Kaxxgas TecT-nomnocka CoaepXuT:
412273 30 TecT-nonocok » [OunanasoH MUK uedennma: 0,016—256 mkr/mn

YnakoBka Ha HECKOMbKO KapTPUKEN:
423796 * 10 kKapTpuoxKen, B KaXa0oMm no
10 TecT-nonocok 1 1 nakeTuky
BnaronornoTuTens

* 1 KpblLKa

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

HEOBXOOUMbBIE MATEPUAIbI, HE BKINIOYEHHbBIE B KOMIMNEKT

MaTepuanbi

+ O6wenabopaTopHoe Mukpobuonormyeckoe obopynoBaHue

* TamnoHbl (CTepunbHble, HETOKCUYHbBIE Y HE CAMLLKOM MIIOTHO CKPYYEHHbIE) U NPOBUpPKN.

+ PyuHon annnukatop [Hanpumep, Mini Grip-It (Homep no katanory 411200), BakyymHbIi nuHueT NEMA C88™ (Homep
no karanory 559804), nuHUET Ny aHanorn4Hoe yCTponCTBO].

* McFarland Standard — Ha6op ctangaptoB myTtHocTn Mak®apnaHaa (Homep no katanory 70900) unu emy
aHanornyHbIN.

* UHkybatop (+35 °C + 2 °C).

* MwukpoopraH13mbl Ans KOHTPOMS KayecTBsa.

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

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

PekomeHayeMble nuTaTenbHble cpeabl

[ins onpeaeneHns 4yBCTBUTENBHOCTU K aHTUMWKPOOHBIM nNpenapatam (AST) cnegyet ucnonb3osatb
BbICOKOKa4YeCTBEHHbIE Cpefbl OnpeaeneHHoro coctaBsa, obecneumsatoLme XopoLLmn pocTt (CM. Tabnuuy 1 B KOHUe
pasgena «/IHCTPYKUUS NO NPUMEHEHNIO» HacTOSALLEero BKnaabla B ynakosky). [ng obecneyeHns nony4eHns TOHHbIX
n poctoBepHbIx nokasatenen MUK npoaykums BeIGpaHHOM TOProBor Mapku A0MKHa MMETb XOPOLLYHO
BOCMPOU3BOAUMOCTb OT NapTUX K NapTuu.

YT1006bI npoBepuUTb Ka4eCTBO Cpeabl, NpoBeanTe nccnegosaHme ¢ NOMOLLbO nogxoaAawmx WraMmmoB MUKPOOPraHM3moB
Ana KOHTpOoNA Ka4yecTBa. Cwm. BKnagpiw B ynakoBKY, npegocTaBnsieMbli NPOM3BOAUTENEM CPpeabl.

Y6eaunTecnb, 4TO TomnwMHa arapa B vawke MeTtpu coctaenset 4,0 £ 0,5 mm 1 umeet pH 7,3 £ 0,1.

I'IPEJJ,OCTEPE)KEHVIH M MEPbI NPEOOCTOPOXHOCTHU
» Tonbko Ana ANarHoCTUuKu in vitro.
+ Tonbko AnA npodecCUoHaNbLHOro UCNOMb30BaHUA. [JaHHbIN TECT NpegHa3HayYeH Ans UCMOoNb30BaHNs
KBanuuLMpPOBaHHbIMU COTPYAHUKaMuU nabopaTtopuu.
» Bcerga cobniogarite npaBuna acenTuku Bo Bpems paboTel ¢ obpasuamu 6aktepranbHbix KynsTyp. Heobxogumo
CTporo cobnoaatb yCTaHOBMNEHHbIE MEPbI MPEAOCTOPOXHOCTM B OTHOLLEHUM MUKPOOMONOTMYECKNX PUCKOB.
» TecT-nonocku npeaHa3HavyeHbl TONbKO ANA OAHOKPAaTHOro npMMeHeHusa n He OO0JKHbl UCNONb30BaTbLCA MOBTOPHO.

ycnosua XPAHEHUA U CTABUIIBHOCTb

Onsa nHagMBuAyanbHOW YNaKoBKM:
* XpaHuTb Npu TeMnepaType, yKasaHHOW Ha ynakoBKe.
* He ncnonb3yiite peareHTbl NOCNe UCTEYEHUS CpOKa rOAHOCTU, YKa3aHHOro Ha ynaKkoBKe.
» Tect-nonockm ETEST HeobxoamMmo Bcerga xpaHuTb B CyXOM, MPOXaAHOM, 3aLLMLLEHHOM OT BO34EWCTBUSA SIPKOrO
cBeTa MecTe.
* He xpanuTe TecT-nonockn ETEST, ocTtaBLumnecs nocne BCKPbITUS MHAUBUAYANbHON YNaKOBKU.

[ns ynakoBKW Ha HECKONMbKO KapTPUAXeN:

» XpaHuTe He BCKpbITblE U BCKPbITbIE KAPTPUAXKM NPU TemnepaTtype, ykasaHHON Ha ynaKkoBKe.

* He ncnonbayiTe He BCKPbITblE KAPTPUAXKM NOCIE NCTEYEHUS CpOoKa roAHOCTU, YKa3aHHOro Ha ynakoBKe.

» Tect-nonocku ¢ ETEST, ocTaBlumecs HenspacxofoBaHHLIMW U3 BCKPLITOTO KapTpuapka, CneayeT XpaHUTb B CyXOM
MecTe. He BbIHMMaTe BnaronornoTuTesnib Nocrne BCKPbITUA 1 3aKpbiBalTe KAPTPUAXK (BXOASLLEN B KOMNNEKT
KPbILLKOW) cpasy nocrne ucnosb3oBaHus.

» Tect-nonocku ETEST Heobxoaumo Bcerga XxpaHuTb B CyXOM, MPOXMagHOM, 3allULLIEHHOM OT BO3AENCTBUSA SPKOro
cBeTa MecrTe.
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* NMocne BCKpbITUS KAPTPUOXK MOXHO XpaHWUTb B TEYEHNE KONMUYECTBa AHEW, YyKa3aHHOro Ha HeM cOOoKy. 3anunTe
[aTy BCKPbITUSI KapTpuaKa psiaom ¢ cumsonom LI, Mepen Mcnonb3oBaHMEM OCTaBLLMXCS TECT-MOMNOCOK y6eauTech,
YTO CPOK XpaHeHUsi nocrne BCkpblTus (14 unu 31 AeHb B 3aBUCMMOCTM OT MOMEKYbl) HE NPEBLILIAET CPOK FOAHOCTH,
yKa3aHHbI Ha yNaKoBKe.

* Mocne BCKpbITUSI KAPTPUOXK MOXHO HECKOIBKO pa3 3aKpblBaTb M OTKpPbIBaTh. [1pu Hagnexallem XxpaHeHuu
1 obpalleHnn 3To He BNUsieT Ha cTabunbHocTb. KonuuecTBo Genbix NpssMOYronbHUKOB B KBagpaTe, HaneyaTaHHbIX
Ha NpaBON CTOPOHE, O3HAYaET, CKOMbKO pa3 MOXHO OTKPbITb KapTpUaX, BKMoYas BCKpbiTMe (3 pasa BE unu 4 pasa 55
B 3aBMCUMOCTM OT MorneKyrbl). YTobbl 3adorkcMpoBaTh 3TO YMCIO, 3aKpackTe oauH U3 6enbix NpsMOYronbHUKOB Npu
BCKPbITUM KapTpuaa v 3aTeM 3akpaluMBainTe no ogHoMy 6ernomy npsiMoyronbHUKY Kaxabli pas, OTKpbiBast
1 3aKpblBasi KApTPUOX.

Mpumepb! (3MuKkemku Huxe MpueodsiIMcsi MOIbKO 8 CrPagoYHbIX UErTsiX):

ETEST® XXX 0.016-256 pg/mL ETEST® XXX 0.016-256 ug/mL
- - “.14D |l Em - - <31p 00O
I:Iﬂ_ —_ =— — = — 0gogog01 [1[] ——— = = e 08989901 (1
+ Mocne Toro Kak KapTpuax 6yaeT OTKPLIT MakcMMarbHOe KONMyYecTBO pas, BCe OCTaBLUMECS TECT-MOMNOCKN crieayeT
yTUNU3NPOBaTH.

» Bxopsuen B KOMMNEKT KPbILLKOW MOXHO 3aKpblBaTb TOMbKO KapTPUOXKM U3 TOTO e KoMmnnekTa. He ucnonessynte
KPbILLKM OT APYrMx NapTun nnu npenaparos.
» KpblwKy cnegyeT yTunmanpoBsaTb nocne ee ucnomnb3osaHus ¢ 10 kapTpuaxamm ns ynakosku.

MCMNOJNIb3OBAHUE

* lMepen ncnonb3oBaHnem TecT-nonocok ETEST 13 HepackpbITOM ynakoBKkM HEO6XOAMMO OCMOTPETh YNakoBKy Ha
npeameT OTCYTCTBUS NOBPEXAEHWA. He ncnonb3yite B cnyvae, ecnv ynakoska obina noBpexaeHa.

+ lMocne n3baTna N3 XoNoAuIbHUKA/MOPO3nIbHMKa HEO6X0AMMO BblAEpXKaTb MHAVBUAYANbHYH YNaKoBKy UIn
YMaKoBKY Ha HECKOIbKO KapTpuaXer npu KOMHaTHON TeMnepaTtype A0 BCKpbITUS (0Kkono 15 MuHyT, ecnu
Temnepartypa XxpaHeHus coctaenana +4 °C, unu okorno 30 MUHYT, ecnv TemnepaTypa XpaHeHusi cocTaBnana
-20 °C). UsBnekaTb TECT-NOMOCKY 13 YNAKOBKM CrieayeT HeNoCpeACTBEHHO nepes ucnonb3oBaHnem. MNMepen
BCKPbITUEM YNaKOBKM HEOOXOAMMO A0XAATbCA MOJHOro MCnapeHus Briar, KoTopas Morfna CKOHOEHCMPOBaTLCH Ha
BHELLHEN NOBEPXHOCTU YNaKOBKM.

* He npukacanTecb K MOBEPXHOCTU TECT-MOMOCKW, Ha KOTOPOW HaxoAWTCH rpaaneHT (K CTOPOHE, MPOTMBOMONOXHON
wkane MUK). Ons B3stua Tect-nonocok ETEST pekomeHayeTca ncnonb3oBaTh pyyYHON annnuvkaTop [Hanpuvep,
Mini Grip-It (puc. 1), BakyymHbiii nuHueT NEMA C88™ (puc. 2), nuHueT unmn nogo6Hoe UM ycTpoincTseo]. B crnydae
n3BrneyeHns Tect-nonocok ETEST Bpy4Hyt0 MUHLETOM M nogoOHbIM YCTPOMCTBOM pa3peLuaeTcs npukacaTbes
TONbKO K KOPELLKaM (TOMy MEeCTY, Ha KOTOPOEe HaHeCeH 2- unu 3-6yKBEHHbIN KOA).

‘u

Puc. 1 Puc. 2
M3Bne4veHne Tect-nonockm ETEST 13 unamemayansHom M3BeneyeHne Tect-nonockm ETEST 13 kapTpuaka ¢ NnomMoLblo
yNakoBKu ¢ noMolLLbio Mini Grip-It BakyymHoro nuHueta NEMA C88™

* VIHCTpyKUMM NS MHAUBMAOYalbHOW YNaKoBKU:

Mpexae Yem OTKpbIBaTb YNAKOBKY, OCTOPOXHO NMOCTYYUTE YNAKOBKOW MO TBEPAOW NOBEPXHOCTH,
4YTOObI TECT-NONOCKA OKa3anach Ha iHe YNaKoBKW, 3aTeM 3aXKMUTe YNakoBKy Mexay 6onbLumm
W yKasaTenbHbIM nanbLamu, MOMeCT!B KOHYMK 6OnbLUOro nansua B yrnybneHve Ha 3agHen
CTOpPOHe.
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HaxmunTe GonblunmM nanbuemM Brepes 1 ykasarternbHbIM nanbLem Hasag, YTobbl OTNOMUTL
anoM1MH1eByo 060roYKy, NMpyY 9TOM BaronornoTUTeNb OOMPKEH OCTaTbCA B BEPXHEN YacTu
yNaKoBKK.

OTorHute BEpPXHIOK 4acCTb Ha3aj, YTOObI MOMTHOCTBIO OTKPbITb YNAaKOBKY.

M3BneknTe TecT-nonocky ETEST 13 ynakoBKku C NOMOLLbIO MUHLIETA UMW APYroro annnukaTopa.

MogHMMUTE A3bIYOK 13 PONbrv B BEPXHEN YacTu KapTpuaxa u noTaHWTe Hasag,
YTOObI MONHOCTBLIO CHATB.

MpumevaHue: Ybeamtech, Y4TO NOCHE BCKPbITUA HA KAPTPUAXE He OCTanoch
donbrn, MOCKOMbKY OHa NMOMELLAET Kak CrieAyeT 3aKpbiTb €70 KPbILLKOW.

B kapTpuaxe HaxoguTcsa NakeTUK KannesmaHom opMel ¢ Bnaronornotutenem. He M3BrieKanTe BraronornoTutenb
nocrne BCKpPbITUA.

* MeTog py4How ob6paboTku:
o Ecnun ncnonbsyeTcs BakyyMHbIN
nuHueT NEMA C88™ unu
annnukaTtop Mini Grip-It

* MeTtoa aBTOMatu4yeckon obpaboTkM ¢
NMOMOLLLbI0O aBTOMaTUYECKOro
annnukatopa SIMPLEX C76™:

> 3arpysute KapTpuaxu c TecT-

f

(=
|

(pexomeHayemble MeTOabI):
Bo3bmMuTE BEPXHIOKO TECT-
nonocky ETEST, He kacasicb
BraronornoTuTens.

Ecnu ucnone3yeTcsa nMHUET Unu
aHanorn4yHoe ycTponcTBo:
HaxmunTe ykasaTenbHbIM
nanbLeM Ha Y3KuUI KOHeL,
nakeTuka c BNaronornoTutenem,
YTOObI NPUNOAHSTL TECT-
nonocku. He HaxxumanTte Ha
oKpyrnyto vactb. Npuaepxmeas
nanbLeM BNaronornoTuTens,
N3BINEKUTE BEPXHIOKD TECT-
nonocky ETEST 13 ynakoBku
NUHLETOM UK aHamNorM4YHbIM
YCTPOWCTBOM.

nonockamu ETEST Hanpsimyto B
aBTOMaTMYECKUIA annnnkaTop
SIMPLEX C76™ (MHCTpYKLWK CM.
B PYKOBOACTBE Mofb3oBaTens
annnukatopa SIMPLEX C76™).

Cpasy nocrne ncnonb30oBaHUs HaAEHbTE KPbILLKY HA KapTpuaX (B NpaBUIIbHOM
NONOXEHUN) N XpaHUTE ero, kak ykasaHo B pasgene YCIOBUA XPAHEHUA
N CTABUIIbHOCTbD.

054384-01
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MHCTPYKUMUA NO NPUMEHEHUIO

MpurotoBneHue CyCcneH3uun U noceB

1. [osegwute cpepny u Tect-nonockn ETEST go koMHaTHON TeMnepaTtypbl.

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

3. TlloaroToBbTE CYCMNEH3MI0: CyCneHaNPYNTE XOPOLLO N30NMPOBaHHbIE KOMIOHUW, BbIPOCLUME Ha YallKe C arapoMm
B TeYeHne Houm. [Ins MUKPOOPraHM3MOB CO CIIOXHbLIMU NUTaTENbHLIMU NOTPEBHOCTAMU, TaKMX Kak MHEBMOKOKKY,
CTPENTOKOKKM, FTOHOKOKKW, aHaapobbl n Haemophilus spp., CNOnNb3ynTe CyCneH3uto, NPUroToBrEHHY0 B OynboHe
B TeyeHne 15 muHyT. Y6eanTech B HanMymMm B NOCEBHOWM CyCcneH3uun npasunbHoro konnyectsa KOE/mn
(konoHneobpa3sytoLLasn eanHULa) OTHOCUTENbHO COOTBETCTBYOLLEro cTaHaapTa no wkane McFarland. JaHHbIA nyHKT
0COBEHHO BaXKeH A5 MUKPOOPraHN3MOB CO CIIOXHBIMU NMUTaTENbHBIMU MOTPEBHOCTAMMU, N CAIU3UCTBLIX KONOHUI
MUKpoOpraHn3amos. [pn npaBunNbEHOM NPUroTOBEHUN CYCMNEH3UN NOCcne KyNsTUBUPOBaHUS OOMKeH BbITb Nony4eH
CNMOLUHON MW NPaKTUYECKM CMNIOLLHOW POCT Ha NOBEPXHOCTH cpeapbl.

4. CtaHpapTbl MyTHOCTM Mo wwkane McFarland He rapaHTUpyOT NpaBUNBHOrO KONNMYECTBA XM3HECNOCOOHbIX BakTepuii B
cycneHsun. Heobxoanmo NpoBOAUTL perynsapHbIn NoACHET KONOHUMA A4S NPOBEPKK Toro, obecneynsaeT nu
ucnonb3yemasi MeToauka nocesa nosny4yeHne Hy>KHOro Konm4ecTBa XnsHecnocobHblx 6aktepun (B8 KOE/mn). CmoTpuTe
pasgen KOHTPOJIb KAYECTBA.

5. BbInonHuWTe NOceB: OKYHUTE B MOCEBHYHO CYCMEH3UI0 CTEPUIbHBIN, HETOKCUYHBIN U HE CIULLKOM TYro CKPYYeHHbIN
TamnoH. Yaanute nsbbITOK XXUAKOCTU, MPUXKaB TaMMOH K BHYTPEHHEN NOBEPXHOCTU CTEHKM Npobupkn. YaanuTe Gonblue
XMAKOCTU, Koraa AenaeTcs noceB Ha yaluky anametpom 90 MM, U MeHbLLE NpY 3aceBaHUK Yalku anameTpom 150 mm.
TwaTenbHO pacnpeaenuTe CycrneH3nto No NOBEPXHOCTU arapa LUTPUXaMun B TpeX HanpaBlneHusix, Kaxabli pas
noBopaymnBas vallky Ha 60 rpagycoB, 4ToObl 06ecneunTb paBHOMEPHOE pacnpeneneHe NoceBHOro Matepuana. B
KayecTse ansTepHaTUBbl MOXHO UCMONb30BaTh HoKynsTop RETRO C80™ ans adhdeKTMBHOro pacnpeaerneHus
MOCEBHOW CYCMEeH3MM Mo NOBEPXHOCTH arapa (puc. 3) (MHCTPYKLMM CM. B PyKOBOACTBE MONb30BAaTENs MHOKYNATOpa
RETRO C80™). anTe n3bbiTky Bnarv agcopbuposathbes B TedeHne 15-20 MUHYT, Tak 4To6bl NOBEPXHOCTHL Obina
NMOJIHOCTLIO CyXOM Nepen HaHeCeHUueM TecT-NoJIocokK ¢ rpaaueHTom ETEST.

Puc. 3

lMoces Ha yallKy ¢ arapoM ¢ NOMOLLbIO MHoKynsTopa RETRO C80™

HaHeceHue TecT-nonocok u nHKy6aums

1. Y6egutecb, YTO 3acesiHHas NOBEPXHOCTb arapa NOMHOCTbIO Cyxast.

2. Ortkponte ynakoky ETEST, kak ykazaHO B MHCTPYKLMM MO BCKPLITUIO U paboTe C TeCT-NOMNockamu.

3. Tect-nonockn ETEST MOXXHO HaHOCUTb Ha 3aCesiHHYI0 MOBEPXHOCTb arapa ¢ NOMOLLbI0 PyYHOro annnmkaTopa
[Mini Grip-It, BakyymHoro nuHueta NEMA C88™ (puc. 4), nMHUETa 1nv Apyroro aHanorniHoro ycrponcreal nnéo
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aBTOMaTUYeckoro annnukatopa SIMPLEX C76™ (puc. 5). PaamecTtute Tect-nonocky ETEST wkanoii MUK Beepx
(no HanpaBneHWIo K KPbILLKE YaLlku) U MakCUManbHOWM KOHLEHTpaLwmei bnvke K Kpato vallkv (puc. 4 u 5).

B

Puc. 4

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

Puc. 5

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

4. MoXHO ucnomnb3oBaTh WAbMOH A8 ONTUMANbHOro NoMeLleHus Tect-nonocok ETEST paBHoyaaneHHo apyr ot
Apyra B Yaluke ¢ arapom. B ogHon vawke gnametpom 150 Mm ¢ arapoM MOXHO pa3mecTuTb [0 LEeCTU TeCT-NON0COoK
ETEST (puc. 6a), a B ogHoM Yawke guametpom 90 mm ¢ arapom — o AByx (puc. 66). ns MMKpoopraHM3moB
C OXVAaemMou BbICOKON YyBCTBUTENBHOCTbLIO MCNOMb3YNTE MEHbLLE TECT-MOMOCOK Ha Yaluke avameTpoM 150 mm

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

Puc. 6a.

LLlabnoH ansi 6 TecT-nonocok B Yaluke agnameTpom 150 mm

Puc. 66.

LLlabnoH Ans 2 TecT-nomnocok B Yalluke auameTpom 90 Mm

5. Heobxogumo ybeanTbes, 4TO TECT-MOMNOCKa NOMHOCTLIO MpUNeraeT kK NOBepPXHOCTW arapa. He cnegyet pasmeluars
TECT-MONOCKY B MEPEBEPHYTOM MOMOXEHWM, Tak KaK annunc MHrmbnposaHus He obpasyeTcs, NOCKONbKY aHTUBUMOTUK
He MOXeT NPOHUKHYTb Yepes HENOPUCTYIO NNacTUKOBYIO TECT-NOMOCKY. [1py1 HEOBXOAUMOCTN MOXHO YAANUTL
BO3AYLUHbIE NOMOCTW, BUAMMbIE NOL TECT-NOMOCKON, OCTOPOXKHO HaXMMasi Ha TECT-MOMNOCKY (He ABUras ee) KOHYMKOM
annnukaTopa unu NUHLUETOM, NPW 3TOM HanpasneHue ABMXEHNS AOIMKHO ObiTb OT MUHMManbHOW KOHLEHTpaLuum
K MakcumarnbHoW. ManeHbkve nysbipbku He BAUSIIOT Ha pesynsTaTthl TecTupoBaHus. locne HaHeceHUsA TecT-
NONoCKy Henb3A cABUraTb, NOCKONbKY MPOUCXOAUT MITHOBEHHOE BbICBODOXAEHUEe aHTUOMOTHKa B arap.

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

Tabnuua 1. YkasaHusa no BbIGOpy nuTaTenbHbIX cpes, NOAroTOBKe MOCEBHOro MaTepvana U KynbTMBUPOBaHUIO

MoceBHow MaTepuan KynbTusrpoBaHve
Ipynna ArapusoBaHHas ) Ontuyeckas
a),
MUKPOOPFaHU3MOB nuTaTenbHas cpena MuTatensHas cpena NMoTHOCTb (Mo Temnepartypa TG Bpems (uace)
6) wikare (#2°C)
McFarland)
—20 ")
0,5 16-20
—. )
0,85 % NaCl (nm (1, ecrmn OkpyxatoLas 20-24 A pna
A3pobbl Mionnepa-XuHToHa . ’ +35 °C i
P! p: COMeBoit pacTeop) KONOHUS: cpena Acinetobacter sp
cnmancTas) P

n S. maltophilia
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[MoceBHow maTepuan KynetuBnpoBaHue
pynna ArapusoBaHHas Onmmdeckan
MMKPOOPraHM3MOB nuTaTenbHas cpena lMuTatensHas cpega @ | nNoTHOCTb (Mo Temnepartypa St e (rae
5) wkane (£2 °C)
McFarland)
Mionnepa-
XuHToHa + 5 % kpoBu
(no ctangaptam CLSI) Byneon Mionnepa- 0,5
Streptococcus MHF — arap XWHTOHa (MK coneson (1, ecnin
pneumoniae Mionnepa-XvHToHa ans PacTEop Ui Gyikok KOJ‘IOHMﬂ +35°C 3% CO; 20-24
C CepAe4HO-MO3roBbIM
NPUXOTIUBbIX akcTpakTom (BHI)) cnuaucTas)
MUWKPOOPraHn3moB (rno
ctaHpaptam EUCAST)
HTM — TtecT-cpega
Anst remounbHbIX
6akTepuin (no
cTtaHpapTam CLSI) y Eynbo; 0.5
Haemophilus tonnepa — XMHTOHa, 1, ecnun o
influenzae MHF — arap W Gynbo HTM (mmm }((OHOHVIH +35°C 5% CO, 20-24
Mionnepa-XuHtoHa ans 6ynboH BHI) crvancras)
NPUXOTNNBbIX
MWKPOOPraH13MoB (Mo
ctaHgaptam EUCAST)
MpumeyaHus:

a) Beino yctaHoBneHo, 4To conesow pacteop (Homep no katanory V1204) coemectnm ¢ ETEST.

6) bbino yctaHoBneHo, 4To «Brain-heart infusion broth - CepaeyHo-mo3roBori 6ynboH (Mo TEKCTY «BYNboH C
cepaeyHO-MOo3roBbIM aKkcTpakTomy»)» (BHI) (Homep no katanory 42081) coBmectum ¢ ETEST.

B) Yb6eauTecs, 4YTO Yallka C arapoM KynbTUBMPOBanach B TEHYEHWe peKOMeHA0BaHHOro Neprnoaa BpeMeHu, npexae
YeM CHUMaTb NoKasaHusl, 0cCO6eHHO B Cryyae 3ameaneHHOro NPosiBeHNs YCTOMYMBOCTM U MEANEHHO PacTyLmnX
NPUXOTANBbLIX MUKPOOPraHM3MOB.

r) Ana meaneHHo pacTywwmx n3onatoB Pseudomonas spp. BpeMsi KynsTUBMPOBaHWSA criegyeT yBenuunTb Ao

48 yacos.

) Ans MmegneHHo pacTywmx nsonsaTtoB Acinetobacter spp. n S. maltophilia vHkybupyiite 0o 48 yacos.

PE3YJNIbTATbl U UHTEPNPETALUA

Yyer pe3ynbraToB

Korga poct 6akTepuii XxopoLlo 3ameTeH, cuntariTte 3HavyeHne MUK B mecTe, rge annunc nHrmbnposaHus nepecekaet
TecT-nonocky. KoHeuHble 3HaveHnss MUK B meToge ETEST 06bI4HO YETKO BbipaxeHbl, HO MOryT HabnogaTbes

1 pasnuyHble KapTUHbI POCTa/MHIIMBupoBaHus. CM. NNCTpaummn Huxe (PUCyHok 7-10).

He yunTbiBaiiTe pesynsraThl, €Cru KynsTypa BbIrMsSanT CMELLaHHOM U ecnn pocT BakTepuii o4eHb
He3HauuTeNbHbIA UMK CIMLLKOM rycTol. MNoBTOpUTE TECT.

Onsa 6akTepyumnaHbIX NpenapaToBs, Taknx kak uedenum, koHedyHoe 3HadveHne MUK cnegyeT cuntbiBaTh B TOUKe
NOnHOro UHrMbupoBaHusi pocta. NMoMyTHeHVe 1 Makpo- UM MUKPOKOSIOHWUM B NMpeAenax 3 MM OT cTpuna creayet
yunTbIBaTb KaK poCT.

PocT BOoonb Bcero rpagmeHTa (OTCYyTCTBUE annunca UHrmbupoBaHus) o3HavaeT, 4To 3HaveHne MUK Bbiwe unm
pPaBHO HaMBbICLLEMY 3HAYEHWIO Ha LWKane. NIMnc UHMOMPOBaHUS HDKe rpagueHTa o3HavaeT, 4To 3HaveHne MUK
HWXe, 4eM Hanbonee HU3Koe 3HaYeHue Ha LuKarne.

MN3bbiTouHas Bnara B Yallkax neped noceBoM, HeOCTaTOYHO BbICYLLIEHHAsi MOBEPXHOCTb Nepes HanoXeHWem TecT-
NonocoK W/vnu HepaBHOMEPHO 3aCesiHHbIE LLUTPUXOM NMOBEPXHOCTN MOTYT NMPUBECTU K OTCYTCTBUIO CMIOLLHOro pocTa
unu 3ybyaTbim kpasm annunca. lNMoBTopuTe TECT, ecnn y4eT KoHeYHbIX nokadaTteneh MUK 3atpyaHeH. B cnyyae
HepoBHbIX nepeceyeHnint MUK ¢ nonockoi yumTeiBaTe Gonbluee 3HaveHue. Ecnu pa3segeHun > 1, noBTopuTe TECT.
[nsa ToyHoro onpegeneHns koHeuHbIx 3HadeHnn MUK ons nHeBmMokokkoB, Acinetobacter spp.

n Stenotrophomonas spp. HaKNOHWTE YalluKy U/Unn NCNONb3yNTe YBENUYUTENBHOE CTEKIO.

B cnyyae TyHHenbHOro pocta npeHebperante TOHKON NMHWEWR POCTa BAOSb TECT-MOMOCKM.

bioMérieux SA pycckui - 7
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Mpumepbl yyeTa pe3ynsraToB

256
192
128

256
192
2
32 32
24 24
16 24
12 3
8 8
6 6
- 4
3 3
2 2
15 1 15
1.0 i 1.0
3 £ B
38 38 38
25 25 25
19 19 19
& & i
e & =
o 5
Puc.7 Puc. 8 Puc.9 Puc. 10
E. coli P. aeruginosa H. influenzae S. pneumoniae
ATCC® 25922 ATCC® 27853" ATCC® 49247™ ATCC® 49619"
MWK = 0,047 mkr/mn MWK = 1 mkr/mn MWK = 0,75 mkr/mn MWK = 0,094 mkr/mn
UHTepnpeTtauus

Onsa natepnpetaumm 3HaveHnin MUK, nonyyeHHbIx ¢ nomowbio Metoga ETEST, MOXHO Nonb30BaThCA NOPOroBbIMU
3HayeHusmm MUK ans onpegeneHns Kateropuin MHTeprnpeTaumm, onybrnmkoBaHHbIMKY YpaBneHneM no KOHTPOIo
Ka4ecTBa MuLLIEBbIX MPOAYKTOB U nekapcTBeHHbIx cpeacts (FDA)/CLSI, EUCAST w/unu BawmM HauMoHanbHbIM
KOMUTETOM.

TeKyLiue norpaHuyHble 3HaYeHUs NprBeaeHbI Ha Takmx Beb-cantax: https://www.fda.gov n/unu hitps://clsi.org n/nnu
www.eucast.org.

Byayun nonHocTelo KonnyecTBeHHbIM MeTogom onpeaenenns MUK, ETEST gaet Bo3amMoxHOCTb nabopatopum
coobwuTb TovHbIe 3HaveHns MUK BmecTe ¢ kaTeropuewn nHtepnpetaunn. ETEST onpeaenset 3Havenns MUK no
HenpepbIBHON LUKane 1 MOXeT NoKa3aTb pe3yrbsTaThl B MPOMEXYTOYHOM MOMOXEHUN MexXay TPaguuMOHHbLIMU
OBYKpaTHbIMK passBedeHnsmu (B nonpassegenus). Ecnv snavenne MUK no metogy ETEST HaxoauTca mexay
CTaHAapTHbIMU ABYKPaTHBIMU pa3BedeHnsiMu, TO ero cnegyeT OKpYrmuTb A0 Grnvbkaniiero BepxXHero 3Ha4eHnst
OBYKpaTHOrO pa3BefeHnst nepeq TeM, Kak KaTeropusmpoBartb.

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

S
)
HyscmeumernbHoCcMb fpu R
YyecmeumenbHocmbs npu .
cmaHOapmMHOM pexume - Yemouiqusocms
ysenu4yeHHom go30elicmeuu
0o3uposaHusi
<0,06 0,12-1 22

MWK 1 mkr/mn no metogy ETEST kaTeropmavpyeTcsi Kak YyBCTBUTENBHOCTb NpU yBENUYEHHOM Bo3aencTBum (1), B To BpeMs kak
KOHUeHTpauus 1,5 okpyrnsieTcs 4o 2 MKI/MN U kaTeropusupyeTcsi kak yctonumnsocTs (R).

KOHTPOIJ1b KAHECTBA

YT06bI NpoBEPUTL paboune xapakTepuctmkn Habopa peareHtoB ETEST, kauecTBO cpef, NOCEBHOrO Matepuarna

1 UCNonb3yeMblX NpoLeayp, NpoTecTMpynTe WwraMmbl Ans kKoHTpons kadectBa (KK), npvBeaeHHble B cnegytoLemn
Tabnuue. PeareHTbl 1 UCnonb3yemMble NPOLEAYPbl CHATAIOTCS YAOBNETBOPUTENBHBLIMU, €CNU NoNy4YeHHble 3HaveHns MUK
COOTBETCTBYIOT CriedyoLum cneumndmrkaumnsM KOHTPONS kavyecTsa:

bioMérieux SA pycckum - 8
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MITI_IKP,E:'LMP'I\A\A_II{IA(I(D“S(BZS)FO Kon WTAMMBI NS KK ETEST OVANA3OHbI MI/II:,I,JEI,;'IFI KK ETEST (mkr/
E. coli ATCC® 25922™ 0,016-0,125 2).6)
Llecpenmm oM P. aeruginosa ATCC® 27853™ 1-4
0,016-256 H. influenzae ATCC® 49247™ 0,5-22)
S. pneumoniae ATCC® 49619™ 0,064-0,25
MpumevaHns:

+ a) CLSI M100: Performance Standards for Antimicrobial Susceptibility Testing, 30t Edition (CLSI M100.
HopmaTuBHble noka3aTenu TeCTUPOBaHWUSA aHTUMUKPOBHON YyBCTBUTENBHOCTH, 30-€ n3gaHue).

+ 6) EUCAST: European Committee on Antimicrobial Susceptibility Testing, version 10.0, valid from 2020-01-01
(EUCAST. EBponerickuii KOMMTET MO TECTUPOBAHMIO aHTUMUKPOBHON YyBCTBUTENBHOCTH, Bepcus 10.0,
pencteuTenbHa ¢ 01.01.2020 r.)

Pesynbrathl aHanm3a naumeHTa He cneagyeT coobuaTh, ecnu pesynbraThl KK BbIxogaT 3a npegenbl YyTBEPXKAEHHbIX
3HaveHu KK. Yactota npoeeaenus KK gomkHa yctaHaBnNmMBaTbCsa Kaxaor nabopatopren MHanBuayansHo.
PykoBogsLme npuHUMnbI NpeacTaBneHbl B AOKYMEHTax No onpeaeneHno YyBCTBUTENBHOCTU K aHTubmoTnkam CLSI
cepuit MO7 1 M100." 2

Mpepenel 3HaveHun ana KK metoga ETEST moryT otnmdaTecs ot cneuundukauyuni CLSI n (nnn) EUCAST B HekoTopbIx
cnyyasx. MNpepensl 3Havenun ana KK metoga ETEST ocHoBbiBatoTCA Ha obwmpHon 6ase, cobpaHHOM Npu KOHTPOINIbHOM
TecTMpoBaHMu 60MNbLLIOrO YMCna Cepuin PpeakTUBOB B TEYEHNE HECKOMbKMX NET, 1 BKITHOYaKT AaHHbIE MHOTOLEHTPOBbIX
nccnenoBaHni.

Ecnu 3HavyeHusa MUK B oTHoweHuu wtammoB Ans KK HaxoasaTtca Ha nonpa3ssegeHnst Huxe HmkHero npegena KK, nx
criegyeT OKpyrmuTb A0 bnnxaiiluero BepxXHero 3Ha4eHusl ABYKpaTHOro pa3BegeHns nepes TeM, kak yCTaHOBUTb
cootBetcTBue KK. MNMogobHbIM o6pasom, ecnm 3HaveHust MUK HaxoasTes Ha nonpasBeneHus Bbille BEPXHEro npeaena
KK, nx cnegyet cuntatb HecooTBeTcTBYOWMMN KK.

Heobxoarmo NpoBoAnTbL PErynsipHbIv NOACHET KOMOHWIA NS NPOBEPKM TOro, obecnevmBaeT N nofyyYeHHasi NNoTHOCTb
CyCneH3un NOCEBHOIO MaTepurana nofnyYyeHne 40CTaToMHOMO KONMMYeCcTBa X13HecnocobHbix 6akTepuii B KOE/mn.
MpuroaHbI MaTepuan Ans nocesa gact npubnuantensHo ot 1-5 x 108 KOE/mn.

CtaHpgapTtbl MmyTHOcTU no McFarland He rapaHTUpyIOT NPaBUNIBHOIO KONMMYECTBA XXU3HECNOCOOHbIX GakTepum
B KOE/mn.

OXWOAEMbBIE PE3YJIbTATbI

YPOBHU YyBCTBUTENBHOCTY K aHTUOMOTUKaM AN pasnuyHbix Guonornyecknx nonynsaummn 6akrepmin 6onbLle HEBO3MOXHO
npeackasaTb B CBA3U C NPOrpeccrBHbIM pa3BuUTMEM YCTONYMBOCTU. [103TOMy nabopaTtopus OOMMKHA NOMb30BaTLCH
oxungaembimu pesynstatamu MUK pasnuyHbix aHTMOMOTHKOB AN pedepeHTHbIX LUTAMMOB KOHTPOMS Ka4ecTBa, YTo0bI
obecneunTb COOTBETCTBUE TEXHUKM TECTUPOBaHNSA HeobxoanMbIM TpeboBaHNSAM 1 pa3yMHYH TOYHOCTb NOMyYaeMbIX
KMMHNYECKNX pe3yrnbLTaToB.

PABOYUE XAPAKTEPUCTUKU

Paboune xapaktepuctukm ETEST ans uedenmma 6binm ycTaHOBMNEHBI C MCMOMNBb30BaHWEM CPaBHUTENbHbIX OLEHOK. OTK
nccnenosaHus nokasanu, 4to MUK no metogy ETEST PM koppenupytoT ¢ pedepeHTHbIM MeTogom CLSI M071. MeTop
ETEST cuutaetcs no cywiecTBy akBuBarneHTHelM metogam CLSI, korga 3HayeHns MUK 13 o6enx npoueayp nokasbiBatot
nonHoe cooteetcTene (EA) 2 90 % B npegenax + 1 passegeHus.

Paboune XapaKTepucTukn npmuBeaeHbl HNXe:

MwuikpoopraHuam LWTammel (N) % nonHoro cooteeTcTBus (EA)2)
A3pobbl 425 96
H. influenzae © 202 97
S. pneumoniae 208 98

MpumeyaHus:
* a) EA — % 3Hauvennint MUK B npepenax + 1 passBefeHus pedepeHTHOro MeToaa.
» 6) CnocobHocTb ETEST Cefepime K BbIABNEHUIO YCTONYMBOCTY CEeayHLLMX MUKPOOPraHN3MOB HEU3BECTHA, TaK
KaK BO BPEMSI BbIMOJIHEHWNSI CPABHUTENBHOIO TECTUPOBaHMWS He BbINO B HAaNU4umM OCTaTOYHOro KONM4YecTaa
yCTOMUMBbLIX WTaMMOB: H. influenzae.
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LWrammel, ans kotopbix MUK uedenuma = 4 mkr/mn, cnenyer otnpaensTe B pedepeHTHy nabopaTtoputo Ans
AanbHenLwero TeCTMpoBaHus.

BAXHbIE 3AMEYAHUA

1. WHorpa HekoTopble kKOMBMHaLMM BakTepumn 1 aHTMBMOTUKA Jal0T HeoXnAaHHble pe3ynbraTthl. B Takux cnyyasx
ManooneITHOMY nepcoHany 6yaeT CNOoXHO NPUHATb peLleHne No KoHeYHoMy 3HaveHuio MUK. OgHako, 4Tobbl
Hay4MTbCsi NPaBWUIbHO ONpPeAenaTb KOHeYHble 3HadeHnss MUK, coTpyaHMKM MOryT NpakTUKOBaTLCS, PerynsipHo
ncnonb3ys pedepeHTHbIE WTaMMbl M CpaBHMBAs CBOKO paboTy ¢ pesynsrataMmu kBanuuumpoBaHHbIX paboTHUKOB.

2. Kak n Bce gaHHble AST, pesynsratel ETEST ABRSOTCA TONbKO 3HAYEHUSMU in Vitro u MOryT ykasbiBaTb Ha
noTeHLManbHy YyBCTBUTENLHOCTb MUKPOOPraHN3MOB in vivo. Micnonb3oBaHue pesynsTaToB nNpu BbIGoOpe neveHns
OOMXKHO ObITb €AMHOMNYHBIM PELLEHNEM M OTBETCTBEHHOCTbLIO fnevatlero Bpaya. OH JOMmKeH NpUHUMaThL BO
BHUMaHWE MEAULIMHCKMI aHaMHE3 1 BCIO M3BECTHYIO MHGOPMaLMIO O nauneHTe, hapMakoknHeTudeckmne
n hapMakognMHaMm4ecKkne CBOMCTBa aHTUBMOTUKA N KITMHUYECKWI OMbIT NeYeHNs AaHHbIM npenapaToM MHMEKLUIA,
BbI3BAHHbIX KOHKPETHbLIM BakTepuanbHbIM NaTtoreHoM. Takke crnegyeT yuYuTbiBaTh TUN aHTUBMOTHKA, A03Y U PEXUM
[031pOBaHus.

3. [Ansa nony4eHus AONOMHUTENBHON MHPOPMAaLMMN O KOHKPETHBIX OFPaHNYEHUsIX B MHTEpNpeTauumn pes3ynsratos u/mnm
OrPaHNYEHNAX KITMHUYECKOTO NCMOMNb30BaHUSA aHTMONOTNKA B Pa3NNYHbIX TEpaneBTUYECKMX CUTYyaLnsax cM. Tabnuupl
N CHOCKM Ha cTaHgapTbl nHTepnpetaumn MUK B nocnegHux sepcnsax pekomeHgaumn EUCAST nnu gokymentos CLSI
Mo onpeaeneHmnio YyBCTBUTENBLHOCTY K aHTUBUOTMKaM ans npoueayp passeaequs (cepun MO7 n M100)." 2.3

YTUITU3ALNA OTXOAO0B

yTVIJ'Il/I3VIpyl7ITe Mcnonb30BaHHbIE N HEUCNONb30BaHHbIE peareHTbl, a Takke KOHTaMMHUPOBAHHbIE pacXoaHble MaTepuanbl
B COOTBETCTBUU C Tpe60BaHVIFIMVI, npeabasndaemMmbiMn Ang ytmnmsaumm MHEKUMOHHBIX MaTepmanos.

Kaxxgasa nabopatopus o6a3aHa obpallatbCa ¢ NoNyyYeHHbIMU OTX0A4aMN U CTOKaMM B COOTBETCTBUM C UX TUMOM U
CTeneHbl ONacHOCTU, a TakKkxKe 06pa6aTbIBaTb N yTUNmM3npoBaTb NX B COOTBETCTBUN C YCTAHOBIEHHbLIMUW NpaBunamMmu n
HopMaMmu.

CMNMUCOK NUTEPATYPbI

1. CLSI M07: Methods for Dilution Antimicrobial Susceptibility Tests for Bacteria That Grow Aerobically (Latest edition)
(CLSI M07: MeToabl npoBeAeHns TECTOB Ha onpeAeneHne 4yBCTBUTENbHOCTU aapobHbix GakTepuii K
aHTMMUKPOOHBLIM Npenapartam nyTem pasBefeHus (nocrnegHee nsgaHue)).

2. CLSI M100: Performance Standards for Antimicrobial Susceptibility Testing (Latest edition) (CLSI M100.
HopmaTtuBHble nokasaTeny TeCTMpPOBaHNSA aHTUMUKPOBHON YyBCTBUTENBHOCTH (MOCNeaHee usgaHne)).

3. EUCAST: European Committee on Antimicrobial Susceptibility Testing (Latest edition) (EUCAST: EBponenckui
KOMWUTET MO TECTUPOBAHMIO YYBCTBUTENMBHOCTU K aHTUMUKPOBHBLIM Npenapartam (nocnegHee nsgaHve)).

TABJIMLA CUMBOJIOB M OBO3HAYEHUIA

Cumeon O603Ha4eHne

Homep no KaTtanory

MepguumnHckoe nsngenuve ans
[JMNarHoCTUKW in vitro

M3rotoBuTtenb

TemMnepaTypHbIi Auana3oH

Mcnonb3osaTb A0

10<L [FJE

=
o
—

Kopg naptum

3anpeT Ha NOBTOPHOE NpuMeHeHne

CpoK XpaHeHUs nocre BCKPbITUS

Ne
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CumBon O603Ha4eHne

[:E] O6paTuTech K UHCTPYKLIMK NO
MPUMEHEHMIO

Copep>XMmMoro oCTaTodHO Ans
npoBedeHNs N-KonmM4yecTBa TECTOB

&I [aTta nsrotoBneHus

OrPAHUYEHHAA TAPAHTUA

KomnaHusa bioMérieux rapaHTupyeTt, 41O pa60qme XapakTepucTtukn oaHHOro n3genna CoOoTBeTCTBYyOT yYKasaHHOMY
npeaoycMoTpeHHOMY Ha3Ha4eHUI0 B Te4eHne BCero Cpoka akcniyaraumm npmn ycnoBumn, 4To CTporo cobrntogeHsl Bce
npouenypbl No0 NCNONb30BaHUID, XPaHEHUIO U O6p860TKe n Mepbl Ge3onacHocTu, Kak I'IOD,DO6HO M3N0XEHO B UHCTPYKLUMAX
no akcnnyaraunn.

3a 1cknoYeHnem BbllLE€YyKa3aHHbIX Clly4YaeB, KOMMNaHnA bioMérieux He AaeT HUKaKNX rapaHTui, B TOM Yucrne
noapasymeBaeMbIX rapaHTui TOBaApHOro Ka4yecTBa U rapaHTUin COOTBETCTBUS npeannonaraemMomMy Ucnosib3oBaHuto, N He
[aeT HUKaknx 0bs3aTenscTB, B TOM YMCe SIBHO BbIpaXeHHbIX, nogpadymMmeBaeMbIX NI KOCBEHHbIX, B OTHOLLUEHUN
MCNOMb30BaHWsA Kakoro-nnbo peareHTa, nporpaMmMHoOro obecneyeHus, np|/|6opa N pacxogHbIX MaTtepuanoB (,qanee —
«CVICTeMa»), OTJIMYHOIO OT YKa3aHHOIo B MHCTPYKUUAX NO 3KCnnyaTtaumn.

NCTOPUA NMEPECMOTPOB

KaTteropmm TMnoB nameHeHum

H/M He npumeHnmo (nepsoe nagaHue)

KoppekTypa McnpasneHne owmnbok B AOKyMeHTaLmm

TexHudyeckme [obaenexune, nepecMoTp U/vnu yganeHue KkacatoLencs npogykra MHdopmauum
N3MeHeHus

AAMUHUCTPATUBHbIE BBeaeHne naMeHeHnin HeTeXHNYECKOro xapakTepa, 3aciy>X1BaroLmnx BHUIMaHNA
N3MEHEeHNs nonb3oBarens

lMpumeyvaHue. He3HayumernsHble munoepagbckue, 2pamMmamuyeckue U3MeHeHUs U USMEHEHUSs 8
ghopmamuposaHUU 8 UCMOPUIO NePeCMOMPO8 HE BKITHOYEHI.

[arta Bbinycka Homep Bepcuu Tun nsmeHeHun O630p U3MeHeHUN
2021-01 052417-01 MNepBoe nsgaHue H/N

NS nony4yeHus: TEXHUYECKON KOHCYNBTaLmMmn U Noaaep Kk npocbba o6pallaTtbes K yNonHOMOYEHHOMY NpeAcTaBuTeNo
NpPOU3BOAMTENS Ha TeppuTopumn Poccuiickorn deaepaumm:

000 «brnoMepbe Pyc»
Appec: Poccus, 115230, Mocksa, 1-bit HaratuHckun npoesg, a. 10, ctp. 1
Ten./dakc: +7 (495) 221 10 79
TenedoH ropsyen nuHnm: 8 (800) 250 10 79

e-mail: info.russia@biomerieux.com

Beb-canT: www.biomerieux-russia.com

B cnyyae BbisiBNeHWs1 NOGOYHbIX AeACTBUN, HE YKa3aHHbIX B UHCTPYKLMK MO NPUMEHEHUIO UINW PYKOBOACTBE MO
aKCnyaTauumM MeamUMHCKOTO M3AENWs, HexenaTerbHbIX peakuyii Npu ero NpUMeHeHnM, 0COGEHHOCTEN
B3aUMOZENCTBUS MEAULIMHCKUX U3Aenuii Mexay coGoM, hakToB 1 0GCTOSATENLCTB, CO3AaloLLIMX YTPO3y XU3HU U
3[10POBbLI0 TPpaXkaaH U MEeAULMHCKMX PaGOTHUKOB NPU NPUMEHEHWUM U SKCTNyaTaLumu MeaULMHCKUX U3Lenui,
Heo6XoAMMO HanpaBUTb COOBLLEHNE, codepKallee yKkasaHHble cBefeHusi, B deneparbHyto cnyx6y no Haasopy B
cthepe 30paBoOXpaHEHUst B COOTBETCTBUM C AENCTBYIOLLMM 3aKOHOOATENBCTBOM.
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® .
ETEST® Cefepime (PM) (0.016-256 pg/mL) 052417 - 01 - 2021-01 - ru

BIOMERIEUX, norotun BIOMERIEUX, ETEST, tecTt-nonocka ETEST, NEMA C88, RETRO C80 n SIMPLEX C76
ABMSAIOTCHA MCMOMNb3yeMbIMU, 3apErMCTPUPOBAHHBIMU U/MNN HAXOAAWMMKCS B NPOLECCe perncTpaummn ToBapHbIMU
3HaKkamu, npyHagnexawumm komnaHum bioMérieux, ogHON 13 AOYEPHUX UMM BXOASALUMX B €€ rpynny KOMMaHun.

CLSI sBnsietcs ToBapHbIM 3HakoM, npuHagnexaiwmm Clinical Laboratory and Standards Institute, Inc.

ToBapHbI 3HaK 1 ToBapHoe nmsa ATCC, a Takke nobble Homepa no katanory ATCC — ToBapHble 3HaKu KOMMaHWm
American Type Culture Collection.

EUCAST o3HauvaeT EBponeinckunii KOMMTET MO TECTUPOBAHMWIO YYBCTBUTENBHOCTU K aHTUMUKPOOHBLIM NpenapaTtam. 3Tu
OaHHble 6binn npegocTaenenHsl EUCAST Ha 6e3Bo3Me3nHoN ocHoBe 1 AocTynHbl Ha canTe EUCAST: www.eucast.org.
ABTOpcKkMe npaBa Ha Hux octatotcs y EUCAST. PekomeHngauumn EUCAST yvacto obHoBnsoTcA. VX nocneaHve Bepcum
OOCTynHbl Ha Beb-cante www.eucast.org.

,El,pyrme Ha3BaHMA N TOBaApHble 3HaKM NpuHagneXxat Ux 3aKOHHbIM Blagenbuam.

doTorpadcum: bioMérieux SA

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

69280 Marcy-I'Etoile - France


http://www.eucast.org



