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HA3HAYEHUE
ETEST — 9T0 py4HOW KONMMYECTBEHHLIV METOA onpeAeneHns YyBCTBUTENBHOCTM K aHTUMUKPOBHBLIM npenapaTtam
rpamoTpuuaTenbHbIX U rPamMmnonoXUTENbHBIX a3pobHbIX 6akTepui,  BakTepuii CoO CIOXHBIMU NUTATENbHLIMU
notpebHocTaAMK. CucTtemMa CoOCTOMT U3 CTaHOAPTHOTO rpagueHTa aHTMBbMoTHKa, KOTOPBIV MCNONb3yeTcs Ans
onpefeneHns MMHUMarnbHON MHIMBMpYtoLLen KoHueHTpauun (MUK, BbipaeHHOW B MKI/Mi), pasnnyHbIX aHTUMUKPOGHBLIX
npenapaTtos AN MUKPOOPraHNM3MOB NOCPEACTBOM KyNETUBUPOBaHWUS Ha NUTATENLHOM arape B TEYEHNE HOYM.
NOKA3AHUA K MIPUMEHEHUIO
MeTtog ETEST TC moxHO ucnonb3oBatb Ans onpeaeneHna MUK TeTpaumknmHa B OTHOLLEHMU CrieayoLmx
MWKPOOPraHn3MOB:
* A3pobbl:
o pamoTpuuatenbHble a3pobbl: Enterobacterales
o pamnonoxwutensHble asapobbl: Staphylococcus, Enterococcus, Streptococcus

* Haemophilus influenzae
 Streptococcus pneumoniae
* Neisseria gonorrhoeae
* AHaspoObI:
o [pamoTpuuatenbHble aHaapobbl: Bacteroides, Fusobacterium, Prevotella

o [pamnonoxuTenbHble aHaspobbl: Clostridium, HecnopoobpasyoLLme rpaMnonoXUTENbHbIE MANOYKH,
rPaMmnonoXuTENbHbIE KOKKM

nPMHUUN
ETEST npeacraBnset cobor TOHKYI0, UHEPTHYHO, Ae B
HEenopuCTYH NIacTUKOBYIO TECT-MONOCKY. Ha oaHy CTOPOHY Kon AB
TecT-nonocku (A) HaHeceHa wkana MUK B mkr/mn, a Ha AHTVIMUKPOGHOTD oy a
o npenapata 256
APYryrto — CTaHAapTHbIA rpagueHT aHTubunoTuka. i 'y
Korga TecT-nonocky HaHOCAT Ha 3acesiHHYIO KynbTypOn §§
MWKPOOpPraHn3ma noBepxXHOCTb arapu3oBaHHOW cpeapl, ?g
npeasapuTensHO ChOpMUPOBaAHHBIA rpagueHT kana MUK g Secropeuans i
KOHLIEHTpauum aHTMbMOTMKa HeMeaIeHHO NPOHMKaeT akr/n) £ 3 anTiAKpOGHLIA
-~ K rpagueHt

B arap, a 3aTeM obpasyeTt CTabunbHbIN, 13
HenpepbIBHbIN, 3KCMOHEHUMarnbHbIA rpagmeHT 3
KOHLeHTpauum aHTMbnoTMka HenocpeacTBEHHO nog TecT- 2
nornockoMn. MNMocne uHky6auum, B pesynsrate KOTOpoW Qea !

~ 032
6akTepmanbHbI POCT CTAHOBUTCS 3aMETHbIM, BAOMb TECT- 025 b
MOMOCKN MOXHO YBMOETb CUMMETPUYHBIA aNnunc
UHrMbnpoBaHus. 3HaveHne MUK cunTbiBaeTcs co Lwkanbl O6pasey mecm-nonocku ETEST
B MKI/MI Np1 NOMHOM UHTMBUpoBaHUK pocTa bGakTepuii 3
B MeCTe nepeceyeHunsi 3a0CTPEHHOTO KOHLa annunca (6 sasucumocmu om rpenapama 0oCMmyHe! pasnuHeie
C TECT-NONOCKOIA WwiKasbl CHUMbI8aHUs)

HecmoTpst Ha cxoacTBO € AMCKO-ANAdY3MOHHBIM METOAOM
(aHanornyHas npouenypa NPUroToBNEHNs MOCEBHOM
KynbTypbl, BbIOOP NUTaTENbHON CPeLbl U YCIoBUS
uHky6aummn), ETEST He aBnsaeTca gucko-andy3noHHbIM
METOIOM U NONMHOCTBIO OTNMYAETCS OT 0ObIYHBIX ANCKOBbIX
MeToA0B. ['paaneHT KOHLEHTpaUnn aHTUMUKPOBHOIro
npenapata B ETEST npeaaputenbHo cdoopMUpOBaH,
npegonpeneneH n ctabuneH, u He 3aBUCUT OT Anddy3nu.
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COCTAB HABOPA

MHauBuayanbHas ynakoBka: Kaxxgas TecT-nomnocka CoaepXuT:
412471 30 TecT-nonocok * OumanasoH MUK tetpaumknuna: 0,016-256 mkr/mn

YnakoBKa Ha HECKOMbKO KapTPUKEN:
423818 * 10 kapTpuoKen, B KaXxgom no

10 TecT-nonocok 1 1 nakeTuky
BnaronornoTuTens

* 1 KpblLLKa

1 MHCTPYKLMSA NO NPUMEHEHUIO, KOTOPYHO MOXHO 3arpy3nTb ¢ canta www.biomerieux.com/techlib

HEOBXOAUMbIE MATEPWUAIbI, HE BKIMTIOYEHHBLIE B KOMIMIEKT

MaTtepuansbi:

+ O6wenabopaTopHoe Mukpobuonormyeckoe obopynoBaHue

 TaMnoHbI (CTepUIIbHbIE, HETOKCUYHBIE U HE CITULLIKOM MIIOTHO CKPYYeHHbIE) U NPOBUPKM.

+ PyuHon annnukatop [Hanpumep, Mini Grip-It (Homep no katanory 411200), BakyymHbIii nnHLeT NEMA C88™ (Homep
no katanory 559804), nMHUET UnNn aHanorM4yHoe yCTpOMCTBO).

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

* WHkybaTtop (+35 °C £ 2 °C).

« MUWKpOOpraHuambl 4t KOHTPOMS KayecTBa.

+ Wnokynstop RETRO C80™ (gononHuTtenbHo) (Homep no katanory 559803).

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

PekomeHayemble nuTaTenbHble cpeabl

[nsa onpenenennst 4yBCTBUTENBHOCTU K aHTUMMKPOOHBIM npenapartam (AST) cnegyet ncnonb3oBaTb
BbICOKOKa4YeCTBEHHbIE Cpefbl ONpeaeneHHOro coctaBsa, obecneumBatoLLme XOpoLmnn pocT (CM. Taénuuy 1 B KOHUe
pasgena «/IHCTPYKUUS NO NPUMEHEHNIO» HAcTOSALLIEro BKNaablla B ynakoBky). [ing obecneyeHnss nony4eHns TOYHbIX
1 goctoBepHbix nokasatenen MUK npogykums BeIGpaHHOM TOProBor Mapku A0MKHA MMETb XOPOLLYHO
BOCMPOU3BOAUMOCTb OT NapTuX K NapTuu.

YTto6bI npoBepuTb Ka4eCTBO Cpeabl, NnpoBeanTe nccrnenosaHmne ¢ NOMOLLbO noaxoaAawmx WrtaMmmMmoB MUKPOOPraH3mMoB
Ona KOHTPONA KayecTBa. CM. BKnagbilw B ynakoBKYy, ﬂpe,ﬂ,OCTaBﬂﬂeMbllZ npoussoaguTenem cpeabl.

Y6eauntecn, 4TO TomnwMHa arapa B Yalke MeTpu coctaenset 4,0 £ 0,5 mm 1 umeet pH 7,3 £ 0,1.

NMPEQOCTEPEXEHUA U MEPbI NPEOOCTOPOXHOCTU
* Tonbko AnNA AMarHoCTUKM in vitro.
* Tonbko Ansa npod)eccMoHanbLHOro UCNoNb3oBaHUA. [JaHHbIA TECT NpeAHa3HayYeH ANs UCMONb30BaHMUS
KBanMuLMpOBaHHbIMU COTPYAHUKaMKU nabopaTopuu.
» Bcerga cobniogaiite npaBuna acenTuku Bo Bpemsi paboTbl ¢ obpasuamu 6akTepranbHbix KynsTyp. Heobxogumo
cTporo cobntofatb YyCTaHOBMNEHHbIE MepPbl NPEAOCTOPOXHOCTA B OTHOLLEHNM MUKPOOMOMNOrMYECKMX PUCKOB.
» TecT-nonocku npegHasHaveHbl TONbKO AN 04HOKPATHOIO NPUMEHEHUS U He AOMKHbI MCMONb30BaTbCS NOBTOPHO.

ycnoBusa XPAHEHUA U CTABUIIBHOCTDb

[Ana nHaMBMAyanbHOM YNaKOBKM:
» XpaHuTb Npu TemnepaType, yKasaHHOW Ha ynakoBKe.
* He ncnonb3ynte peareHTbl MOCNEe NCTEYEHMSA CPpOKa rOAHOCTU, YKa3aHHOroO Ha ynakoBKe.
» Tect-nonocku ETEST Heobxoaumo Bcerga XxpaHuTb B CyXOM, MPOXMaAHOM, 3alULLEHHOM OT BO3AENCTBUS SPKOro
cBeTa MecrTe.
* He xpanuTe TecT-nonockn ETEST, ocTtaBumnecs nocne BCKPbITUA MHOAVBUAYANbHOWN YNaKOBKM.

[ns ynakoBKWU Ha HECKONMbLKO KapTpUaXen:

 XpaHuTe He BCKPbITbIE U BCKPbIThIE KAPTPUIKM NpY TemnepaType, yKasaHHOW Ha ynaKoBKe.

* He vcnonbayiiTe He BCKPbITble KAPTPUKM MOCHE UCTEYEHMSI CPOKa FOAHOCTU, YKa3aHHOTO Ha yNaKoBKe.

« Tect-nonocku ¢ ETEST, ocTaBlumecs HeMspacxoaoBaHHbIMM U3 BCKPLITOTO KapTpuka, CrefdyeT XpaHUTb B CYXOM
mecTe. He BbIHMMaiiTe BNaronornoTuTesb Nocrie BCKPbITUA U 3aKpbiBaiTe KapTpuak (BXOASLWEN B KOMMIEKT
KPbILLKOW) cpa3sy nocrne MCrnonb3oBaHus.

« Tect-nonockn ETEST HeoGxoaMMo BCeraa XpaHuTb B CyXOM, NPOXMagHoOM, 3allyLLEeHHOM OT BO3AENCTBUS 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 I:m - - <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.

MCNONb30OBAHUE

* MNepepn ncnonb3oBaHvem TecT-nonocok ETEST u3 HepacKpbITON ynakoBku HEOOXOAMMO OCMOTPETb YNaKkoBKy Ha
npeameT OTCYTCTBUS NOBPEXAEHWA. He ncnonb3yinte B Cnyvae, ecniv ynakoeka obina noBpexaeHa.

* lNocne n3bATMA 13 XONOAUNBHNKA/MOPO3UITbHNKA HEOOXOAMMO BblAepXKaTb UHAMBUAYAINBHYIO YNTAKOBKY Unu
YMaKoBKY Ha HECKOIbKO KapTpuaXen npu KOMHaTHON TeMnepaTtype A0 BCKpbITUS (0kono 15 MuHyT, ecnu
Temneparypa XxpaHeHus coctaensana +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 [0XAATbCA MOJHOro MCNapeHns Briar, KoTopas Morfa CKOHOEHCMPOBAaTLCH Ha
BHELLIHEN NOBEPXHOCTMW YNaKOBKM.

* He npukacaritecb K NOBEPXHOCTM TECT-MOMOCKU, HA KOTOPOW HAXOAUTCH rPafMeEHT (K CTOPOHE, NPOTUBOMOIIOXKHOW
wkane MUK). Ons B3stua Tect-nonocok ETEST pekomeHayeTcs ncnonb3oBaTh pyyYHON annnuvkaTop [Hanpuvep,
Mini Grip-It (puc. 1), BakyymHbiit nuHueT NEMA C88™ (puc. 2), nuHueT unun nogo6Hoe UM ycTpoicTso]. B crnyyae
n3BrneyeHns Tect-nonocok ETEST Bpy4Hyt0 MMHLETOM M Nogo0HbIM YCTPOMCTBOM pa3peLuaeTcs npukacaTbes
TONbKO K KOpELLKaM (TOMy MECTY, Ha KOTOPOEe HaHeCeH 2- unu 3-6yKBEHHbIN KOA).

‘u

Puc. 1 Puc. 2
M3Bne4veHne Tect-nonockn ETEST 13 uHamemnayansHom M3BeneyeHne Tect-nonockm ETEST 13 kapTpuaka ¢ NnoMoLLblo
yNakoBKu ¢ nomolLLbio Mini Grip-It BakyymHoro nuHueta NEMA C88™

* UHCTpyKUUM onsa nHaMBMAYyansLHOW YyNakoBKMU:

Mpexae Yem OTKPbIBaTb YNAKOBKY, OCTOPOXHO NOCTYYNTE YNAKOBKOW MO TBEPAOW NOBEPXHOCTH,
4YTOObI TECT-NONOCKA OKa3anach Ha iHe YNaKoBKW, 3aTeM 3aXKMUTEe YNakoBKy Mexay 6onbLumm
W yKasaTenbHbIM nanbLamu, MOMeCT!B KOHYMK 6OonbLUOro 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

bioMérieux SA pycckui - 4



ETEST® Tetracycline (TC) (0.016-256 ug/mL)

051838 - 01 - 2021-02 -ru

MHCTPYKUKUA NO NPUMEHEHUIO
MpuroTtoBneHue cycneHsum u noces

1.
2,
3.

Hosepnute cpeay n Tect-nonockn ETEST fo KOMHaTHOM TemnepaTypbl.
Cwm. Tabnuuy 1 B KOHLIe 3TOro pasgena.
MoaroToBbTE CycneH3uto: CyCneHanpyiTe XOPOLLO M30NMPOBAaHHbIE KONOHUMW, BbIPOCLLME Ha YallKe C arapoM
B Te4yeHne Houn. [Ins MMKpOOpraHM3mMoB CO COXHBIMU NMUTaTENbHbIMUA NOTPEOHOCTAMM, TaKUX Kak MHEBMOKOKKM,
CTPENnTOKOKKM, TOHOKOKKM, aHaapobbl  Haemophilus spp., ncnonb3ynte cycrneH3uto, NPUroToBneHHyio B 6ynboHe
B TeyeHue 15 muHyT. Y6eanTechb B HaNuyMm B NOCEBHOWN CyCMNEH3MW NpaBunbHoro konnyectsa KOE/mn
(konoHneobpasylowas eamHMLa) OTHOCUTENBHO COOTBETCTBYIOLLEro cTaHaapTa no wkane Mak®apnanga. JaHHbIn
MYHKT 0COBEHHO BaXkeH Ans MUKPOOPraHW3MOB CO CIOXHBIMU NMUTaTENbHbIMW MOTPEOHOCTAMM, U CAM3UCTBIX KONIOHWIA
MWUKPOOPraHn3moB. [pu npaBuibHOM NPUrOTOBIIEHNM CYCMEH3MM MOCIE KyNbTUBMPOBAHUS AOMKEH ObITb NonyyveH
CNIIOLIHON MNW NPaKTUYECKM CMITOLLHOM POCT Ha NOBEPXHOCTU CPeAbl.
CraHpapTbl MyTHOCTYM Mo wkane Mak®apnaHga He rapaHTMpyoT NPaBUIIbHOTO KONMYECTBA XU3HECNOCOBHbIX
H6akTepuin B cycneH3unn. Heobxoanmo npoBoauTb perynsipHbI NogcyeT KONIOHWI Ans NpoBepku Toro, obecneunsaeT
N1 ucnonb3yemasi METOAUKA NOCEBA MOJNyYEHNE HYXXHOMO KONMM4YecTBa XMU3HeCcnocobHbix 6aktepuint (B KOE/mn).
CmoTtpute pasgen KOHTPOJIb KAYECTBA.
BbIinonHUTE Noces: OKYHUTE B NOCEBHYIO CYCNEH3MNI0 CTEPUIbHBIN, HETOKCUYHBIN U HE CIWLLKOM TYro CKPYyYeHHbIN
TaMmnoH. Yaanute nsbbITOK XXMAKOCTU, MPUKaB TaMMOH K BHYTPEHHEN NOBEPXHOCTU CTEHKM Npobupku. YaanuTe
Bonblue XMAKOCTK, Koraa AenaeTcs Noces Ha Yallky AvametpoM 90 MM, M MEHbLLE NPY 3aceBaHUN YaLlku
AvameTtpom 150 mm. TwatensHO pacnpegenuTe CycrneHsuio No NOBEPXHOCTU arapa LTpMxamu B Tpex
HanpaBneHusix, Kaxxabln pas noBopaymsas vaLuky Ha 60 rpagycos, 4yTobbl obecneunTs paBHOMEpHOe pacnpeaeneHue
NoceBHOro MaTepuana. B kauecTse ansTepHaTVBLl MOXHO MCMOnb3oBaTh UHoKynaTop RETRO C80™ ans
3a(pdeKTUBHOrO pacnpeaeneHs NoceBHON CYyCneH3nn no NoBepXHOCTM arapa (puc. 3) (MHCTPYKLUMKU CM. B
PYKOBOZCTBE nonb3osaTtens uHokynatopa RETRO C80™). NaiiTte u3bbITky Bnarm ancopbupoBaThes B TedeHne 15—20
MUHYT, Tak YTOObI MOBEPXHOCTb Oblfla MONMTHOCTLIO CYyXOW Nnepea HaHeCEeHMeM TeCT-MOJNIOCOK C rpagueHToOM
TEST

Puc. 3

Moces Ha yallKy ¢ arapoM € NOMOLLLIO MHoKynsTopa RETRO C80™

HaHeceHune TecT-nONOCOK N UHKYOauusa

1.
2,
3.

Y6epuTtech, 4TO 3acesHHas NOBEPXHOCTb arapa NOSTHOCTLIO CyXasi.

OtkponTe ynakoky ETEST, kak ykazaHO B MHCTPYKLUW MO BCKPLITUIO 1 paboTe € TeCT-Nonockamm.
TecT-nonockn ETEST MOXHO HaHOCMTb Ha 3acesiHHY0 MOBEPXHOCTb arapa C NOMOLLbIO PYYHOro annnvkaTopa
[Mini Grip-It, BakyymHoro nuHueta NEMA C88™ (puc. 4), nuHLEeTa Unu Apyroro aHanorniHoro ycTponcTaal
nmbo
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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 ncnonb3oBath WabnoH Anst onTMMarnbHOro nomeleHnst Tect-nonocok ETEST paBHoyaaneHHO opyr ot
Apyra B Yaluke ¢ arapom. B ogHon vawke gnametpom 150 Mm ¢ arapoM MOXHO pa3mecTuTb [0 LEeCTU TeCT-NON0COoK
ETEST (puc. 6a), a B ogHoM Yawke guametpom 90 mm ¢ arapom — 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

Ipynna Arapu3oBaHHas MoceBHoW maTepuan KynbTtusrpoBaHve
MUKPOOPraHU3MOB | nuTaTensHas cpeaa @) %) OnTeckan
NMoTHOCTb (MO Temnepatypa
n 8), 1), A) A e) | B x)
nTaTtenbHasa cpega Kane (#2°C) TMOocchepa pems (4achbl)
Mak®dapnanga
A3pobbl Mionnepa-XvHToHa 0,85 % NaCl (unu coneson 0,5 +35°C OkpyxatoLias 16-20
pacTBop) A, ecnm cpena
KOMNOHMWSI
cnusuctas)
bioMérieux SA pyccKkum - 6
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pynna Arapun3oBaHHas MoceBHon matepuan KynetBupoBaHue
MUKPOOPraHM3MoB | nuTatenbHas cpeaa 2) ©) OnTriecKas
MutatensHas cpeaa &)1 A) nno;:l;acj;r: o Tenzzzpiag)ypa ATtmocdepa © | Bpems (uachl) *)
Mak®PapnaHga
Streptococcus Mionnepa- BynboH Mionnepa-XuHToHa 0,5 +35°C 5% CO, 20-24
pneumoniae XuHToHa + 5 % kpoBu | (MnK conesow pacTBop MK (1, ecrm
1 CTPEeNTOKOKKM 2) (no craHgaptam CLSI) 6ynbOoH C cepaeyHo- KONOHMS
MHF — arap Mionnepa- MOSIOBBIM SKCTPAKTOM cnuauncras)
XuWHTOHa ans (BHI))
NPUXOTINBbIX
MUWKPOOPraHn3moB (Mo
ctaHpaptam EUCAST)
AHaspobi 1) Arap Brucellac 5 % BynboH ans Brucella nnn 1 +35°C 80-85 % Ny / 24-48-72
KpOBM, BUTaMMHOM K 6ynboH Mionnepa-XuHToHa 5-10 % CO, / B 3aBNCMMOC-TN
(1 MKr/mMn) U reMMHOM (vnu BynboH oT Buga.
(5 mkr/mn) LWepnepa + ButamunH K3) 10 % H, Heobxoanmo
NOATBEPANUTL
pesynbTaThl
YYBCTBUTENBHOC
™ (S/1) yepes 48
Yacos.
Haemophilus HTM — TecT-cpena ans BynboH 0,5 +35°C 5 % CO, 20-24
influenzae reMounbHbIX GakTepuii | Mionnepa — XuHToHa, unu (1, ecrm
(no crangaptam CLSI) 6ynboH HTM (vnu 6ynboH KOTIOHNS!
MHF — arap Mionnepa- BHI) cnusuctas)
XuHTOHa ans
NPUXOTNMBbIX
MVKpPOOPraHu3MoB (no
craHgaptam EUCAST)
Neisseria OcHoBa GC- BynboH Mionnepa-XuHToHa 0,5 +35°C 5% CO, 20-24
gonorrhoeae ¥) arapa + onpegeneHHble | (Mnu 6ynboH C cepaeYHo-
nob6asku (CLSI) MO3rOBbIM 3KCTPAKTOM
LLlokonapHbIn arap (BHI)
Mionnepa-XuHToHa

Mpumevarwns:

a) CopepxaHue kanbumsa B arape Mionnepa-XvHToOHa MOXET OTNINYaTbCS B 3aBUCUMOCTU OT NPOU3BOAMTENS U
cepuu. HeobxoanMo NPOBOANTL KOHTPOSb Ka4eCcTBa KaXaon cepumn arapnsoBaHHON cpefbl.

6) CopepxaHue marHusa B arape Mionnepa-XuHTOHa MOXET OTNMYaTbCs B 3aBUCUMOCTU OT NPOU3BOANTENS U
cepun. Heob6xoaMMO NPOBOANTL KOHTPOSb KAYeCTBa KaX4on cepun arapoBoi cpeapi.

B) BbIno ycraHoBneHo, 4To cycneHananbHbIM pacTBop (Homep no katanory V1204) coBmectum ¢ ETEST.

r) Bbino ycraHoBneHo, 4to «Brain-heart infusion broth - Cepae4Ho-mo3roeor 6ynboH (Mo TeKCTY «BynboH ¢
cepaeyHO-MOo3roBbIM akCTpakTom»)» (BHI) (Homep no katanory 42081) cosmectum ¢ ETEST.

4) Bbino ycraHoBneHo, 4to 6ynboH LWWeanepa + ButamuH K3 (kat. Homep 42106) coBmectum ¢ ETEST.

€) MoHwxeHne pH npu KynsTUBMPOBAHUM NPUXOTIMBBIX MUKPOOPraHn3amoB B 5 % CO, MOXET HEraTMBHO CKa3aTbCsl
Ha AencTBun TeTpaumknvHos. CrnefyeT yunTbiBaThb, YTO MOTYT BbITb NONYyY€eHbl pasHble pesynsraThbl B 3aBUCMMOCTU
OT TOro, MHKyOMpYIOTCS N MONOCKK B OKpyXatoLem Bosgyxe unm B CO,.

X) Yb6eauTtecn, 4TO Yallka C arapoM KynsTYMBUPOBarnach B TeYEeHNEe PeKOMEeHA0BaHHOro nepvoga BpeMeHu, npexae
YeM CHUMaTb NokasaHus, 0COBEHHO B Cryvae 3amearnieHHOro NPOsBNEHNS YCTOMYMBOCTU U MEONEHHO PaCTyLLUX
NPUXOTANBbLIX MUKPOOPraHU3MOB.

3) Bkntouaet B-remonutudeckme ctpentokokku rpynn A, B, C n G u rpynny cTpenTokokka BupmnaaHc S. mutans,

S. mitis, S. sanguis n S. bovis.

n) Ina obnuratHbIX aHaspoboB cnepyeT yoeanTbes, Y4TO Ha NPOTSHXKEHUN UCCreAoBaHNA NOAAEPXKNBAIOTCA
aHaspobHble ycnoeusa. HE CMELLINBATbD.

K) [N roHOKOKKOB crieflyeT ucnonb3oBaTb Makc. 3—4 nonocku/yaky 150 MM Ansa obnerdyeHns cUUTbIBaHUS
pesynsTaTos.
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PE3YJNIbTATbI U UHTEPMPETALUA

YyeT pe3ynsraTtoB

» Korpga poct 6akTtepuit XopoLlo 3aMeTeH, cuuTante 3HadyeHme MUK B mecTte, roe annmnc MHrMbrnpoBaHus nepecekaeT
TecT-nonocky. KoHeuHble 3HayeHus MUK B metoge ETEST 06bI4HO 4eTKO BbipaXeHbl, HO MOryT HabnogaTbcs
1 pas3nunyHble KapTUHbI pocTa/uHrmbnposanns. Cm. nnnctpauun Huxe (puc. 7-13).

* He yunTbiBanTe pesynbraThl, €CNW KynbTypa BbIrMAAWMT CMELUAaHHOW UMy eCnin pocT 6akTepuin O4eHb
HEe3HauYUTENbHbIN UMK CIIULLKOM rycTou. MoBTOpUTE TECT.

» [Ina 6akTepuocTaTyeckmx NpenapaToB, TakUX kak TETPALUKINH, NPY HanNMyYMm BCce BO3pacTaloLLUX CO BpEMEHEM
KOHeuHbIX 3HavyeHnn MUK, cHumarite nokadaHusi B mecte 80 % MHrMbupoBaHus (B NepBoM TOYKE 3HAYUTENBHOIO
MHrMGMPOBaHNS, BUAVMOIN HEBOOPYXXEHHBIM F1a3oMm).

» Poct Boonb Bcero rpagueHTa (OTCyTCTBUE annunca MHrMbupoBaHusi) o3HavaeT, 4to 3HaveHme MUK Bbiwe nnm
paBHO HaMBbICLLEMY 3HAYEHWIO Ha LUKane. Annunc MHIMGUPOBaHNS HXKE rpagneHTa o3HavaeT, 4yTo 3HadeHne MUK
HXe, YeM Hanbonee HU3Koe 3HAYEHUE Ha LUKane.

* M3bbiTouHas Bnara B Yallkax nepes noceBoM, HeOCTATOYHO BbICYLLIEHHAs NOBEPXHOCTL Nepes HanoXeHnem TecT-
NonocokK M/vnu HepaBHOMEPHO 3aCESIHHbBIE LUTPUXOM MNOBEPXHOCTU MOTYT NPUBECTM K OTCYTCTBUIO CMIOLLIHOIO pocTa
unu 3ybyaTeiM Kpasm annunca. B cnyvae HepoBHbIx nepecedeHnii MUK ¢ nonockon yunteiBante 6onbliee
3Ha4veHue. Ecnu passegeHuin > 1, noBTopuTe TECT.

* B cny4yae TyHHenbHOro pocta npeHebperavite TOHKOW NMMHWEN pocTa BAOMb TECT-NMOMOCKW.

Mpumepsbl yyeTa pe3ynLTaTtoB
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Puc. 9

S. aureus
ATCC® 29213™
MWK = 0,125 mkr/mn

E. coli
ATCC® 25922™
MWK = 1 mkr/mn

H. influenzae
ATCC® 49247™
MWK = 8 mkr/mn

N. gonorrhoeae
ATCC® 49226™
MWK = 0,19 mkr/mn
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S. pneumoniae
ATCC® 49619"™
MWK = 0,125 mkr/mn
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Puc. 12
E. faecalis
ATCC® 29212"
MUK = 8 mkr/mn

T
H

Puc. 13

B. fragilis
ATCC® 25285™
MWK = 0,19 mkr/mn

WHTepnpeTtauus

[ns wHtepnpeTtaunm 3HaveHnn MUK, nonyyeHHbIx ¢ nomoLlbio metoga ETEST, MOXHO Nonb30BaTbCst MOPOroBLIMA
3HaveHnsmm MUK anst onpegenexHns Kateropuin MHTeprnpeTauumn, onyonnMKoBaHHbIMIW YNpaBneHNeM Mo KOHTPOSTHO
Ka4ecTBa MuLLEBbIX MPOAYKTOB U nekapcTBeHHbIx cpeacts (FDA)/CLSI, EUCAST w/wnu BawmM HauMoHanbHbIM

KOMUTETOM.

TekyLMe norpaHnYHbIe 3HAYEHWs NPUBEAEHbI HA Takux Beb-cavtax: https://www.fda.gov n/vnu https://clsi.org n/vnun

www.eucast.org

Byay4yn nonHocTblo KonNuyecTBeHHbIM MeTofom onpeaenerdna MUK, ETEST gaeT Bo3amoxHOCTb nabopatopum
coobwuTb TovHbIe 3HaveHus MUK BmecTe ¢ kaTeropuewn nHtepnpetaunn. ETEST onpepenset 3HaveHns MUK no
HenpepbIBHON LLUKane u MOXeT Noka3aTb pesyrnbsTaThbl B MPOMEXYTOYHOM MOMOXKEHUN MexXay TpaguLMOHHbLIMU
OBYKpaTHbIMW passBedeHnsmu (B nonpassegexus). Ecnn snavenne MUK no metogy ETEST HaxoauTca mexay
CTaHAapTHbIMU ABYKpPaTHbIMW pa3BedeHnsMu, TO ero cnegyeT OKpYrnuTb A0 Gnvkaniero BepxHero 3Ha4eHnst
OBYKpaTHOro pa3BefeHns nepeq TeM, Kak KaTeropusmpoBartb.

lMpumep nopozosbix 3Ha4eHuli MUK EUCAST (mka/mn):

S
)
HyscmeumernbHocmb npu R
YyecmeumensHocmbs npu .
cmaHdapmMHOM pexume o Yemod4usocms
yeenu4yeHHoMm 8o30elicmeuu
0o3uposaHusi
<0,06 0,12-1 22

MWK 1 mkr/mn no metogy ETEST kaTeropuanpyetcst kak HyBCTBUTENbHOCTb NPU yBENUYEHHOM BO3aencTeuu (1), B TO Bpemsi Kak

KOHLUeHTpaums 1,5 okpyrnsercs 4o 2 MKr/MI U KaTeropusmpyeTcs Kak ycTonumeocTb (R).

KOHTPOJIb KAYECTBA

YT06bI NpoBEpUTL paboure xapakTepucTukn Habopa peareHtoB ETEST, kayecTBoO cpef, MOCEBHOrO MaTepuana
1 Mcnonb3yemblx Npoueayp, NpoTecTMpynTe WraMMbl Ans KOHTpons kavecTsa (KK), npvBegeHHble B crieaytoLlen
Tabnuue. PeareHTbl 1 ncnone3yemble Nnpouenypbl CHMTaIOTCS yAOBNETBOPUTENBHBIMW, €CMW MOMNyYeHHble 3Ha4YeHns MUK
COOTBETCTBYIOT CreAyLLMM creundmrKauusam KOHTPOss KavecTsa:

bioMérieux SA pycckum - 9
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MI/II_IKP:EII-_IFLVIP'I\A/I_II_/IAI‘(I(D“S(IFS/ZS)FO Kof LWUTAMMbI NS KK ETEST OVAMNA3OHbI MI/II;,JEI,{IFI KK ETEST (mkr/
S. aureus ATCC®29213™ 0,125-12.6)
E. coli ATCC® 25922™ 0,522
TeTpauminmH H. influenzae ATCC® 49247™ 4-322)
0.016-256 TC N. gonorrhoeae ATCC® 49226™ 0,25-12)
S. pneumoniae ATCC® 49619™ 0,125-0,5
E. faecalis ATCC® 29212™ 8-322)
B. fragilis ATCC® 25285™ 0,125-0,5 2
MpumeyaHus:

+ a) CLSI M100: Performance Standards for Antimicrobial Susceptibility Testing, 28t Edition (CLSI M100.
HopmaTuBHbIe Noka3aTenu TeCTUPOBaHUSA aHTUMUKPOBHOW YyBCTBUTENBHOCTU, 28- nsfgaHue).

» 6) EUCAST: European Committee on Antimicrobial Susceptibility Testing, version 8.0, valid from 2018-01-01
(EBponencknii KOMUTET MO TECTUPOBAHWUIO aHTUMWKPOBHOW YyBCTBMTENLHOCTH, Bepcus 8.0, AeicTBuTeneH ¢
01.01.2018).

Pesynbrathl aHanv3a naumeHTa He cnegyet coobuatb, ecnu pesynstatsl KK BbIXOAAT 3a npeaens! yTBEPXXAEHHbIX
3HayeHun KK. Yactota npoBegeHusa KK gomkHa yctaHaBnmBaTbCs kaxkgon naboparopmen MHOMBUAYyarnsHO.
PykoBogsLmne npmHUMnbl NpeacTaBneHbl B JOKYMEHTax Mo onpeaeneHnto YyBCTBUTENbHOCTU K aHTubrnotmkam CLSI
cepuit M07, M11 n M100.1-2.3

Mpepenbl 3HaveHnn ana KK metoga ETEST moryT otnmdaTecs ot cneuundukauni CLSI n (nnn) EUCAST B HekoTopbIX
cnyyasx. MNpegensl 3HaveHnn ans KK metoga ETEST ocHoBbIBatoTCs Ha 06LwmpHon 6a3e, cobpaHHOM Npu KOHTPOMBHOM
TEeCTMPOBaHMN BOMbLLIOIO YMCNa Cepuil PeaKTMBOB B TEYEHNE HECKOIMBbKMX NET, U BKII0YaT AaHHbIE MHOTOLEHTPOBbIX
nccnenoBaHun.

Ecnwn 3HadveHns MUK B oTHowweHun wtammo ans KK HaxogsaTtcs Ha nonpassefeHuns Hke HkHero npegena KK, nx
cnepgyeT OKpYrMuTb A0 GrnvkanLlero BEpXHEro 3Ha4eHnst ABYKpaTHOrO pa3BefeHnsi Nnepes TeM, Kak yCTaHOBUTb
cootBetcTBue KK. MogobHbiM obpasom, ecnu 3HavyeHuss MUK HaxogaTcs Ha nonpassedeHus Bbille BepXHEro npegena
KK, ux cnegyet cuntatb HecooTBeTCcTBYOWMNMN KK.

Heobxoaymo NpoBoAnTbL PErysipHbIV NMOACYET KOMOHWIA ANs NPOBepKM Toro, obecneyvBaeT N Nosy4YyeHHasi NioTHOCTb
CyCreH3un NOCEBHOIO MaTepuana nofy4YyeHue 4oCTaToMHOMO KONMYEeCTBa XKM3HEeCNoCco6HbIX GakTepuii B KOE/mn.
MpurogHLI MaTepuan Ans nocesa Aact NpudnuanTensHo ot 1-5 x 108 KOE/mn.

CraHgapTbl MyTHOCTM No Mak®apnaHay He rapaHTUPYIOT NPaBUNbLHOrO KONM4YeCcTBa XKU3HECNOCOOHbIX
6aktepun B KOE/mn.

OXWOAEMBIE PE3YJIbTATDI

YPOBHU YyBCTBUTENBLHOCTM K aHTMBMOTMKAM AN15 pasnnyHbIx 6ronornyeckunx nonynauunii 6akrepuin 6onblue HeBO3MOXHO
npeackasaTh B CBSA3W C MPOrPECCUMBHBLIM PasBmUTMEM YCTONUMBOCTYU. [oaToMy nabopatopusi AOKHa NONb30BaTLCA
oxunaaeMbiMu pesynstatamn MUK pasnnyHbix aHTUBNOTUKOB ANS pedepeHTHbIX LTAaMMOB KOHTPOSS KayecTBa, YToob
obecneunTb COOTBETCTBME TEXHUKN TECTUPOBAHWUS HEOOXOAUMbIM TpeBGOoBaHMAM M pasyMHYI0 TOYHOCTb NOyYaeMbix
KIMUHNYECKUX PEe3ynbTaToB.

PABOYUE XAPAKTEPUCTUKU

Pabouve xapakrepuctnkun ETEST gnsa teTpauuknuHa 6binm yCcTaHOBIEHBI C UCMOSNb30BaHUEM CPABHUTENBHbBIX OLEHOK.
OTn nccnegoBaHuns nokasanu, 4to 3HaveHnsa MUK, onpegenenHsie no metogy ETEST TC, koppenvpyioT

¢ pedrepeHTHbIMM MeTogamu CLSI MO71 1 M113. Metoa ETEST cunTaeTcsi No CyLLEeCTBY 3KBMBANEHTHLIM METOAaM
CLSI, korga 3HaveHus MUK n3 obenx npouenyp nokaseiBatoT nonHoe coorsetcteme (EA) = 90 % B npegenax

* 1 pasBegeHus.

Pa6oune XapakKTepucTukm npuBeneHbl HUXxe:

MuikpoopraHuam Lrammel (N) % nonHoro cooTeeTcTaus (EA) 2)
A3pobbl 464 97
H. influenzae 388 99
N. gonorrhoeae 357 97
S. pneumoniae 142 97
Streptococcus spp. 110 97
AHaspobbI 130 99
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MpumeyaHus:
* a) EA — % 3Havennit MUK B npepenax * 1 pasBefeHus pepepeHTHOro MeToaa.

BAXXHbIE 3AMEYAHUA

1. WNHoraa HekoTopble KOMBMHauun 6akTepum n aHTMOMOTHKA AalT HEOXKMAAHHbIE pe3ynbTaThl. B Takmx cnyvasx
MarnoonbITHOMY nepcoHany byaeTt CroXHO NPUHATL peLleHne No KoHeYyHoMy 3HadeHnto MUK, OgHako, 4Tobbl
Hay4YnTbCS NPaBUIIbHO ONpeaensTh KOHeYHble 3HavyeHus MUK, coTpyaHvkn MOryT NpakTUKoBaTLCS, PerynspHo
ncnonb3ys peepeHTHbIe LWITaMMbl U CpaBHUBASA CBOO paboTy ¢ pedynsratamun KBanuuumpoBaHHbIX paboTHNKOB.

2. Kak n Bce gaHHble AST, pesynbsratel ETEST ABRSATCA TONbKO 3HAYEHUSIMU in Vitro n MOryT ykasbiBaTb Ha
noTeHUuanbHy YyBCTBUTENbLHOCTb MUKPOOPraHN3MOB in vivo. Micnonb3oBaHue pe3ynsTaToB Npu BbIOOpe nevyeHns
OOMXKHO ObITb €AMHONMNYHBIM PELLEHNEM M OTBETCTBEHHOCTbLIO fnevatlero Bpaya. OH AOMmKeH NpUHUMaThL BO
BHUMaHWE MeAULIMHCKMI aHaMHE3 W BCIO M3BECTHYI MH(OPMaLMIO O nauneHTe, dhapMakoknHeTuyeckmne
n hapMakogmHaMm4eckne CBONCTBa aHTUOMOTUKA N KITMHUYECKMI OMbIT NeYeHns AaHHbIM npenapaToM MHEKLUIA,
BbI3BaHHbIX KOHKPETHbLIM BakTepranbHbIM NaTtoreHoM. Takke criegyeT y4uTbiBaTh TUMN aHTUBMOTHKA, A03Y U PEXUM
[031pOBaHus.

3. [Onsa nony4eHus AONOMHUTENBHOW MHPOPMAaLMMN O KOHKPETHBIX OFPaHNYEHUsIX B MHTEpNpeTauun pes3ynsraTtoB u/mnm
OrPaHUYEHUAX KITMHUYECKOTO NCMONb30BaHUSA aHTMOMOTHNKA B Pa3NNYHbIX TEPaneBTUYECKMX CUTYyaLnsax cM. Tabnmupl
M CHOCKM Ha cTaHaapTbl nHTepnpetaumn MUK B nocnegHux Bepcusax pekomengaumn EUCAST ninm gokymeHtax CLSI
Mo onpeaeneHnio YyBCTBUTENbHOCTY K aHTMBMOTMKaM Ans npoueayp passeaexns (cepum M07, M11 u M100).1.2.3. 4

YTUITU3ALUMNA OTXOOOB
YTunusunpynte ncnosnb3oBaHHbIE N HEWUCMNONb30BaHHbIE PeareHTbl, a Takke KOHTaMUHMPOBAaHHbIE pacXodHble MaTepuarsbl
B COOTBETCTBUM C TpeboBaHMAMU, NpeabaBiseMbiMy ANS YTUAN3aLUM MHEKLMOHHBLIX MaTepuanos.

Kaxpas na60paTopV|ﬂ ob6s3aHa 06anJ,aTbCF| C Nony4YeHHbIMU OTXo04aMn N CTOKaMu B COOTBETCTBUN C UX TUTNIOM U
CTeneHblo ONacHOCTU, a Takxe O6pa6aTblBaTb N yTunm3npoBaTtb X B COOTBETCTBUM C YCTAHOBIIEHHbIMU NMpaBuiiamMmn 1
HOpMaMu.

CMUCOK NUTEPATYPbI

1. CLSI M07: Methods for Dilution Antimicrobial Susceptibility Tests for Bacteria That Grow Aerobically (Latest edition)
(CLSI M07: MeToabl NpoBeAEHUS TECTOB Ha OnpeaerieHne YyBCTBUTENbHOCTM a3pobHbIX GakTepuii k
aHTUMMKPOBHBLIM NpenapaTtam nyTem passefdeHns (nocnegHee nsgaHue)).

2. CLSI M100: Performance Standards for Antimicrobial Susceptibility Testing (Latest edition) (CLSI M100.
HopmaTtuBHble noka3aTeny TeCTMpoBaHWsA aHTUMUKPOOHON YyBCTBUTENBHOCTU (MOCeaHee usgaHne)).

3. CLSI M11: Methods for Antimicrobial Susceptibility Testing of Anaerobic Bacteria (Latest edition) (MeToabl
TECTUPOBAHMUS aHTUMUKPOBHOW YyBCTBUTENBHOCTM aHadpobHbIX BakTepuii (NnocnegHee n3gaHue)).

4. EUCAST: European Committee on Antimicrobial Susceptibility Testing (Latest edition) (EUCAST: EBponerickui
KOMWUTET MO TECTUPOBAHMIO YYBCTBUTENMBHOCTU K aHTUMUKPOOHBLIM Npenapartam (nocnegHee nsgaHue)).

TABJTIULA CUMBOJIOB U OBO3HAYEHUIA

CumBon O603Ha4eHne

Howmep no katanory

MeauuuHckoe nagenve ans
[MarHoCcTuKu in vitro

<
=]

M3rotoBuTtenb

TemnepatypHbI AnanasoH

Vcnonb3oBatb 4O

Kopg, naptun

3ar|peT Ha NOBTOPHOE NpUMEHEeHne

CpoK xpaHeHusi nocrie BCKPbITUS

(N &[5 00 <K
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CumBon O603Ha4eHne

[:E] OGpaTnTechb K UHCTPYKLMK MO
NPUMEHEHMIO

Copep>XMmMoro oCTaTodHO Ans
npoBedeHNs N-KonmM4yecTBa TECTOB

&I [aTta nsrotoBneHus

OrPAHUYEHHAA TAPAHTUA

KomnaHnus bioMérieux rapaHTupyeT, 4To paboyme xapakTepucTukmM JaHHOTO U3AENUS COOTBETCTBYIOT yKasaHHOMY
npeaycCMOTPEHHOMY Ha3Ha4YeHWIo B TEHEHNE BCEro CpoKa aKCMyaTaLmm npu yeroBum, YTo CTPOro cobniofeHbl Bce
npoLeaypbl N0 UCNOMb30BaHMI0, XpaHeHWo n 0bpaboTke n Mepbl 6e3onacHOCTU, Kak NOAPOGHO M3NOXEHO B UHCTPYKLMAX
Mo 3Kcnyataumu.

3a 1cknoveHnem BbllL€YyKa3aHHbIX Clly4YaeB, KOMMNaHnA bioMérieux He gaeT HUKaKNX rapaHTui, B TOM Yucne
noapasymeBaeMbIX rapaHTu TOBaApHOro Ka4yecTBa U rapaHTUii COOTBETCTBUS npeannonaraeMomMy Ucnosib3oBaHuIo, N He
[aeT HuKaknx 0bs3aTenscTs, B TOM YUCHe SIBHO BbIpaXXeHHbIX, nogpadymMmeBaeMbIX NI KOCBEHHbIX, B OTHOLLUEHUN
MCNONb30BaHWsA Kakoro-nnbo peareHTa, nporpaMMHoOro obecneyeHus, an60pa 1 pacxogHbIX MaTtepuanoB (,qanee —
«CVICTeMa»), OTJIMYHOIO OT YKa3aHHOIo B MHCTPYKUUAX NO 3KCnnyaTtaumn.

MCTOPUA NEPECMOTPOB
KaTteropmm TMnoB nameHeHum

H/M He npumeHnmo (nepsoe nagaHue)

KoppekTypa McnpasneHne owmnbok B AOKyMeHTaLmm

TexHudyeckme [obaenexune, nepecMoTp W/vnu yganeHue KkacaroLencs npogykra MHdopmauum
N3MeHeHus

AAMUHUCTPATUBHbIE BBeaeHne n3aMeHeHnin HeTEXHNYECKOTo XxapakTepa, 3acnyX1BarLMX BHUIMAHNUS
N3MEHEeHNs nonb3oBarens

lMpumeyvaHue. HesHayumernsHble munoepaghckue, 2paMmamuyeckue U3MeHeHUs U USMEHEHUSs 8
ghopmamuposaHUU 8 UCMOPUIO NePECMOMPO8 HE BKITHOYEHI.

[arta Bbinycka Homep Bepcuu Tun nsmeHeHun O630p U3MeHeHUN
2021-02 051838-01 MNepBoe nsgaHue H/N

NS nony4yeHus: TEXHUYECKON KOHCYNBTaLmMmn U Nogaepkki npocbba obGpallaTtbes K yNonHOMOYEHHOMY NpeAcTaBuTeNo
NpOU3BOAMTENS 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 AeACTBUM, HE YKa3aHHbIX B UHCTPYKLMK MO NPUMEHEHUIO UINW PYKOBOACTBE MO
3KCnyaTauumM MeamUMHCKOTO M3AENWs, HexenaTerbHbIX peakuuii Npu ero NpUMeHeHUM, 0COGEHHOCTEN
B3aUMOZENCTBUS MEAULIMHCKUX U3Aenuidi Mexay coGoM, hakToB 1 0GCTOSATENLCTB, CO3AaloLLMX YTPpO3y KU3HU U
3[10POBbLI0 TPpaXkaaH U MEeAULMHCKMX PaGOTHUKOB NPU NPUMEHEHWUM U SKCTNyaTaLnMmu MeaULMHCKUX U3Lenui,
Heo6XoAMMO HanpaBwUTb COOBLLEHNE, codepKallee yKkasaHHble cBefeHus, B deneparbHyto cnyx6y no Haasopy B
cthepe 30paBoOXpaHEHUs B COOTBETCTBUM C AENCTBYIOLLMM 3aKOHOAATENBCTBOM.
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BIOMERIEUX, norotun BIOMERIEUX, ETEST, tecTt-nonocka ETEST, NEMA C88, RETRO C80 n SIMPLEX C76
ABMSAIOTCHA MCMONb3yeMbIMU, 3apPErMCTPUPOBAHHBIMU U/ 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 KOMMaHum
American Type Culture Collection.

EUCAST o3HauvaeT EBponeincknii KOMMTET MO TECTUPOBAHMWIO YYBCTBUTENBHOCTU K aHTUMUKPOOHBLIM NpenapaTtam. 3Tu
OaHHble 6binn npegoctaeneHsl EUCAST Ha 6e3Bo3Me3gHor ocHoBe 1 AocTynHbl Ha cante EUCAST: www.eucast.org.
ABTOpcKkMe npaBa Ha Hux octatotcs y EUCAST. PekomeHngauun EUCAST yvacto obHoBnsoTcA. VX nocneaHve Bepcum
OOCTynHbl Ha Beb-cante www.eucast.org.

,El,pyrme Ha3BaHUA N TOBapHble 3HaKM NpuHagnexXxart 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



