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ETEST® Clindamycin (CM) (0.016-256 ug/mL)

Etest CM CLINDAMYCIN — E-TecT knuHaamuumH 256 (ganee no tekcty ETEST, ETEST CM) |VD|

052419 - 01 - 2020-06 @

HA3HAYEHUE
ETEST — 9T0 py4HOW KONMMYECTBEHHLIV METOA onpeAeneHns YyBCTBUTENBHOCTM K aHTUMUKPOBHBLIM npenapaTtam
rpamoTpuLaTenbHbIX U FPamMMnoNoXMTENbHbIX adPOOHbIX HakTepuit,  6akTepuin Co CROXHBIMU NMUTATENbHBIMM
notpebHocTamMu. Cuctema COCTOUT U3 CTaHAAPTHOrO rpagueHTa aHTMBUOoTMKa, KOTOPbIV UCMONb3YyeTcs AN
onpegeneH’s MMHUManbHON Hrbupytolen koHueHTpauum (MUK, BbipakeHHOW B MKI/MA), pa3nuyYHbIX aHTUMUKPOBOHbBIX
npenapaToB Ans MUKPOOPraHM3MOB NOCPEACTBOM KYNbTUBUPOBAHWUSI HA NUTATENbHOM arape B TeYeHUe HOuW.
NMOKA3AHUA K NPUMEHEHUIO
MeTtog ETEST CM moxHO ncnonb3oBatb Ans onpegenexHus MUK knnHaaMumumHa B OTHOLLEHUU CriegyoLmnx
MUWKPOOPraHNU3moB:

* Aspobbl:

o pamnonoxwutensHble asapobbl: Staphylococcus, Enterococcus

 Streptococcus
+ Streptococcus pneumoniae
* AHaspoObbl:
o [pamoTtpuuatensHble aHaspobbl: Bacteroides, Fusobacterium

o pamnonoxwutenbHble aHasapobebl: Clostridium, HecnopoobpasyoLLme rpamnonoXnTENbHbIE MNanoyKu,
rpamMnonoXuTenbHbIE KOKKM

nAPUHUUN
ETEST npeacraBnsieT coboi TOHKY0, UHEPTHYHO, Ale B
HEMopuCTYH MIAacTUKOBYO TECT-NOMOCKY. Ha oHy CTOPOHY Kon AB
TecT-nonocku (A) HaHeceHa wkana MUK B mkr/mn, a Ha AHTUMIKPOGHOTO a
o npenapata 256
OPYryt0 — CTaH4apTHbIA rpagueHT aHTuburoTuka. }ggﬁg A
Korga TecT-nonocky HaHOCAT Ha 3acesiHHYH0 KynbTypoi §§
MMKpOOpraH1Mama NoBEPXHOCTb arapM3oBaHHONM cpeapl, ?é
Y 8
npeaBapuTenbHO ChOPMUPOBAHHBIN FPaaneHT Wrana MAK | § SxcroperuanoHb
KOHLIEHTpaLMK aHTUBMOTMKA HEMELNEHHO NMPOHMKaET wwe/an) |3 AHTHMMKPOGHDI
-~ R rpagueHT
B arap, a 3atem obpasyeT CTabunbHbIn, 17§
HenpepbIBHbIN, 3KCMOHEHUMANbHbIA rpagneHT gg
KOHLIEHTPaLMK aHTMOMOTMKA HENOCPEACTBEHHO NOA TECT- -j,'z},
nornockoMn. MNocne nHkybauum, B pesynsrate KOTOpow Q64 !
o 032
GakTepuanbHbIi POCT CTAHOBUTCSI 3aMETHbIM, BOOSb TECT- 023 b
MOIOCKM MOXHO YBUAETb CUMMETPUYHbIV 3IUMC
MHrnbmposaHus. 3HavyeHne MUK cumTbiBaeTCs CO LiKanbl O6pasey mecm-nonocku ETEST

B MKI/MI Npy MOSTHOM MHIIMOUPOBaHMM pocTa GakTepuii
B MECTE NnepeceveHnst 3a0CTPEHHOMO KOHLa annunca
C TECT-MOMOCKON.

(8 3asucumocmu om nipenapama 0oCmyrHbl Pasiu4yHbIe
wiKarbl CHUMbI8aHUS)

HecmoTps Ha cxoacTBO € AMCKO-aNAdY3MOHHBIM METOAOM
(aHanoruyHas npouenypa NPUroToBNEHNs MOCEBHOM
KynbTypbl, BbIOOP NUTaTensbHON CPpeabl U YCroBuS
uHky6aummn), ETEST He aBnaeTcsa gucko-andy3noHHbIM
METOAOM U MOMHOCTBI0 OTNMYAETCS OT OObIYHBIX ANCKOBbIX
MeTOA0B. ['paAMeHT KOHLEHTpaUUn aHTUMUKPOBHOTro
npenaparta B ETEST npeaBaputenbsHo coopMUpoOBaH,
npegonpeaeneH n ctabuneH, u He 3aBnUCUT OT Anddy3nu.
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COCTAB HABOPA

WHaunemayansHas Kaxxgaa TecT-nonocka CoaepxuT:
412315 ynakoBka: 30 TeCT-Nomnocok » [nanason MUK knuHgamumumHa: 0,016—-256 mkr/mn

YnakoBKka Ha HECKOMbKO
423808

KapTpuoxen:
* 10 kapTpuoxen,
B Kaxkagom no 10 Tect-
NnorocoK u 1 nakeTuky
BNaronornoTuTens

* 1 KpblwKa

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

HEOBXOAUMbIE MATEPWUAITbI, HE BKIMTIOYEHHBLIE B KOMIMIEKT

MaTtepuansl

» O6wenabopaTtopHoe Mukpobuonormyeckoe obopynoBaHue

» TamnoHbl (CTEPUIbHBIE, HETOKCUYHbBIE U HE CIIULLIKOM MAOTHO CKPYYEHHbIE) 1 MPOBUPKY.

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

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

* WHkybaTtop (+35 °C £ 2 °C).

» MukpoopraH13ambl Ans KOHTPOMS KayecTsa.

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

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

PekomeHpyemble nuTaTenbHble cpeabl

[nsa onpenenennst 4yBCTBUTENBHOCTU K aHTUMMKPOOHBIM npenapartam (AST) cnegyet ncnonb3oBaTb
BbICOKOKaUYeCTBEHHbIE Cpefbl ONpeaeneHHOro coctaBsa, obecneumBaroLLme XOpoLLmnn pocT (CM. Taénuuy 1 B KOHUe
pasgena «/IHCTPYKUUS NO NPUMEHEHMNIO» HACTOSALLIEro BKNaablla B ynakoBky). [ng obecneyeHnss nony4eHns TOHHbIX
1 goctoBepHbix nokasatenen MUK npogykums BeIGpaHHOM TOProBoM Mapku A0MKHA MMETb XOPOLLIYHO
BOCMPOU3BOAUMOCTbL OT NapTuX K NapTuu.

YTto6bI npoBepuTb Ka4eCTBO Cpeabl, NpoBeanTe nccrneaosaHmne ¢ NOMOLLbO noaxoaAawmx WraMmmoB MUKPOOPraH3mMoB
OnNa KOHTPONA KadecTsa. CM. Bknagbilw B ynakoBKYy, ﬂpe,D,OCTaBﬂﬂeMbIIZ npoussoauTenemM cpeabl.

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

NMPEQOCTEPEXEHUA U MEPbI NPEOOCTOPOXHOCTHU
* Tonbko AnA AMarHOoCTUKM in vitro.
* Tonbko Ans npod)eccMoHanbLHOro UCNOoNb3oBaHUA. [JaHHbIA TECT NpeAHa3HayYeH ANs UCNONb30BaHMS
KBanNMuLMpOBaHHbIMU COTPYAHUKaMKU nabopaTopuu.
» Bcerga cobniogaiite npaBuna acenTuku Bo Bpemsi paboTbl ¢ obpasuamu 6akTepranbHbix KynsTyp. Heobxogumo
cTporo cobntofatb YyCTaHOBMNEHHbIE MepPbl NPEAOCTOPOXHOCTA B OTHOLLEHNM MUKPOOMONOrMYECKMX PUCKOB.
» TecT-nonocku npegHasHaveHbl TONbKO AN 04HOKPATHOIO NPUMEHEHUS U He AOMKHbI MCMONb30BaTbCS NOBTOPHO.

ycnoBusa XPAHEHUA U CTABUIIBHOCTDb

[Ana nHaMBuAyanbHOM YNaKOBKM:
» XpaHuTb Npu TemnepaType, yKasaHHOW Ha ynakoBKe.
* He ncnonb3ywte peareHTbl MOCNe NCTEYEHMSA CPOKa rOAHOCTU, YKa3aHHOro Ha ynakoBKe.
» Tect-nonocku ETEST Heobxoaumo Bcerga XxpaHuTb B CYXOM, MPOXaAHOM, 3alULLEHHOM OT BO34ENCTBUS SPKOro
cBeTa MecTe.
* He xpanuTe TecT-nonockn ETEST, ocTtaBumnecs nocne BCKPbITUA MHAVBUAYANbHOWN YNaKOBKM.

AnsA ynakoBKU Ha HECKONbLKO KapTpUaXKei:
+ XpaHuTe He BCKPbITbIE U BCKPbIThIE KAPTPUIKU NPy TemnepaType, yKasaHHOW Ha ynaKoBKe.
* He 1cnonbayiiTe He BCKPbITble KAPTPUKM MOCHE UCTEYEHMSI CPOKa FOAHOCTU, YKa3aHHOTO Ha YNaKoBKe.
« Tect-nonocku ¢ ETEST, ocTaBlumecs HemspacxoaoBaHHbIMM U3 BCKPLITOTO KapTpupka, CrefyeT XpaHUTb B CYXOM
mecTe. He BbIHMMaiiTe BNaronornoTuTesb Nocrie BCKPbITUA U 3aKpbiBaiTe KapTpuak (BXOASLWEN B KOMMNIEKT
KPbILLKOW) cpa3sy nocre MCrnonb3oBaHus.
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» Tecrt-nonockm ETEST HeobxoamMmo Bcerga xpaHuTb B CyXOM, MPOXIaAHOM, 3aLLMLLEHHOM OT BO34EWCTBUSA SIPKOro
cBeTa MecTe.

* MNocne BCKpbITUS KapTPUOPK MOXHO XpaHWUTb B TEYEHME KONNYECTBA AHEW, YKa3daHHOro Ha HeM cOoKy. 3anuwmTe
[aTy BCKPbITUS KapTpumpka psagomM ¢ cumeoriom [1i]. Mepen Ucrnonb3oBaHMeM OCTaBLLKUXCS TECT-MOMNOCOK y6eamnTecs,
YTO CPOK XpaHeHus nocne BekpblTus (14 nnm 31 geHb B 3aBUCMMOCTM OT MOMEKYMbl) HE NPeBbILLaeT CPOK FOAHOCTH,
YKa3aHHbI Ha yMaKoBKe.

* Mocne BCKpbITUS KAPTPUIPK MOXHO HECKOMNbKO pa3 3aKkpbiBaTb M OTKpbIBaTh. [py Hagnexalem xpaHeHun
1 obpalleHnmn 3TO He BNMUSIET Ha cTabunbHocTb. KonnyecTBo Genbix NpsMOYronbHUKOB B KBaApaTe, HanevyaTaHHbIX
Ha NpaBoOK CTOPOHE, 03HAYaET, CKOMbKO pa3 MOXHO OTKPbITb KapTpuax, Bktoyasa BCkpbiTue (3 pasaltnnu 4 pasa 55
B 3aBMCUMOCTM OT MoJekyrbl). YTobbl 3adhmkcnpoBaTh 3TO YNCHO, 3aKpackTe OAMH U3 BenbIX NPSAMOYroNbHUKOB NpK
BCKPbITUM KapTpuapka 1 3aTeM 3akpalluBanTe no ogHomMy 6enomMy NpsiMoyronbHUKY Kaxabli pa3, OTKpbIBast
1 3aKpbiBas KapTpULX.

Mpumepb! (3MuKemku 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-MOMNOoCKN crieayeT
yTUNU3NPOBaTH.

» Bxopsuien B KOMMNEKT KPLILLKON MOXHO 3aKpblBaTb TOMbKO KapTPUOXKM U3 TOTO Xe KoMmnnekTa. He ucnonssynte
KPbILLKM OT APYrMX NapTun nnv npenaparos.
» KpblwKy cnegyeT yTunmanpoBsaTb nocne ee ucnonb3osaHus ¢ 10 kapTpuaxamm ns ynakosku.

MCNONb30OBAHUE

* MNepepn ncnonb3oBaHvem TecT-nonocok ETEST u3 HepacKpbITON ynakoBku HEOOGXOAMMO OCMOTPETh YNaKkoBKy Ha
npeameT OTCYTCTBUS NOBPEXAEHWA. He ncnonb3yinte B Cnyvae, ecnv ynakoska Obina noBpexaeHa.

* lNocne n3bATMA U3 XONOAUNBHNKA/MOPO3UITbHNKA HEOOXOAMMO BblAepXKaTb UHAMBUAYAIBHYIO YNAKOBKY UNnu
YMaKoOBKY Ha HECKOIbKO KapTpuaXen npu KOMHaTHON TeMnepaTtype A0 BCKpbITUS (0kono 15 MuHyT, ecnu
Temneparypa XxpaHeHus coctaenana +4 °C, unu okorno 30 MUHYT, ecrnv TemnepaTypa XpaHeHusi cocTaBnana
-20 °C). UsBnekaTb TECT-NOMOCKY N3 YNAKOBKM CrieAyeT HEMOCPEACTBEHHO nepen ucnons3oBaHuem.lNepen
BCKPbITUEM YNaKOBKM HEOOXOAMMO [0XKAATbCA MOJTHOro MCNapeHus BriarM, KoTopas Morfa CKOHOEHCMPOBaTLCH Ha
BHELLHEN NOBEPXHOCTU YNaKOBKM.

* He npukacaritecb K NOBEPXHOCTM TECT-MOMOCKU, HA KOTOPOW HAXOAUTCH rPaMeEHT (K CTOPOHE, NPOTUBOMOIIOXHOW
wkane MUK). Ons B3stua Tect-nonocok ETEST pekomeHayeTcs ncnonb3oBaTh pyyHON annnuvkaTop [Hanpuvep,
Mini Grip-It (puc. 1), BakyymHbiit nuHueT NEMA C88™ (puc. 2), nuHueT unmn nogo6Hoe MM ycTpoincTseo]. B crnyyae
n3BneyeHns Tect-nonocok ETEST Bpy4HYt0 MUHLETOM M Nogo0OHbIM YCTPOMCTBOM pa3peLuaeTcs npukacaTbes
TONBKO K KOpeLlKkaM (TOMy MEeCTy, Ha KOTOPOe HaHeCeH 2- nnu 3-6yKBEHHbIN KOA,).

g

Puc. 1 Puc. 2
M3Bne4veHne Tect-nonockm ETEST 13 unamemnayansHom M3BneyeHne Tect-nonockm ETEST 13 kapTpuaka ¢ NnoMoLLblo
ynakoBKu ¢ nomolLLbio Mini Grip-It BakyymHoro nuHueta NEMA C88™
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* VIHCTpyKUUM Ans MHAUBUAYaNbHOW YNakoBKu:

Mpexpae YeM OTKPbIBaTb YMaKOBKY, OCTOPOXHO NMOCTYYMTE YNakoBKOW MO TBEPAON NOBEPXHOCTY,
YTOGbI TECT-MONOCKA OKa3anach Ha AHE YMaKOBKU, 3aTeM 3aKMUTE YNaKoBKy Mexay 60rbLimm
1 yKasaTenbHbIM ManbLamMu, NOMeCTUMB KOHYMK GOMbLLOro nasnbLa B yriyoneHue Ha 3agHew
CTOpOHE.

HaxmunTe GonblunmM nanbuemM Brepes 1 ykasarternbHbIM nanbLem Hasag, YTobbl OTNOMUTL
anoM1MH1eByo 060MoYKy, NMpyY 9TOM BNaronornoTUTeNb OOMMKEH OCTaTbCA B BEPXHE YacTu
yNaKoBKK.

OTOrHMTE BEPXHIO YacTb Ha3af, YToObl MONIHOCTbLIO OTKPbITb YNAKOBKY.

M3BneknTe TecT-nonocky ETEST 13 ynakoBku ¢ NOMOLLbIO MUHLIETA UMW APYroro annnukaTopa.

MogHuMUTE A3bIYOK U3 PONbrM B BEPXHEN YacTu KapTpuaxa 1 NoTaHUTe Hasag,
YTOObI MOMHOCTBLIO CHATb.

MpumeyvaHue: Y6eamTech, YTO NOCIe BCKPLITUSA HA KapTpUaXKe He ocTanoch
donbru, NOCKOSbKY OHa NOMELLAET KaK CrieQyeT 3aKpbiTh €ro KPbILIKOM.

B kapTpuaxe HaxoguTcsa NakeTUK KannesmaHom opMebl ¢ Bnaronornotutenem. He M3BlieKanUTe BraronornoTutenb

nocrne BCKpPbITUA.

* MeTog py4How ob6paboTku: * MeTtoa aBTOMaTtu4yeckon obpaboTkM ¢

o Ecnu ncnonbayeTcs BakyyMHbIN MOMOLLbI0 aBTOMATUYECKOro
nuHuet NEMA C88™ unu annnukatopa SIMPLEX C76™:
annnukaTtop Mini Grip-It o 3arpyaute KapTpuaxm c TecTt-
(pexkomeHayemble MeTOabI): nonockamn ETEST Hanpsimyto B
Bo3bmuTe BEPXHIOKW TECT- aBTOMaTM4eCKWI annnukaTop
nonocky ETEST, He kacasick SIMPLEX C76™ (MHCTpYKLWK CM.
BRaronormnoTuTens. B PYKOBOACTBE NOMb30oBaTensi

annnukatopa SIMPLEX C76™).
o Ecnu ncnonb3yetcs nuHUeT unu

aHanorMyHoe yCTpomncTBO:
HaxmuTe ykasaTtenbHbIM
nanbLeM Ha y3Kuii KoHeL

nakeTuka c BMnaronornotTuTenem,
4YTOObI NPUNOAHSATL TECT-
nonocku. He HaxumanTe Ha
oKkpyrnyto vactb. Npuaepxmeas

nanbLemM BnaronornoTuTens,
N3BMEKNTE BEPXHIO TECT-
nonocky ETEST 13 ynakosku
MWHLETOM WIN aHanornyHbIM
YCTPOWCTBOM.
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Cpaay nocne 1Mcnonb30BaHWs HaJeHbTe KPbILKY Ha KapTpyapK (B NpaBUibHOM
NONOXEHUN) N XpaHUTE ero, kak ykasaHo B pasgene YCIIOBUA XPAHEHUA
N CTABUIIbHOCTb.

054384-01

MHCTPYKUUA NO NPUMEHEHUIO

MpurotoBneHune cycneH3nm n noces

1. [Hosegute cpeny u TecT-nonocku ETEST oo koMHaTHOM TemMnepaTypbl.

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

3. lMoaroToBbTe CycneH3nto: CycneHaMpyTe XOpOLLO N30NNMPOBaHHbIE KONOHUMW, BbIPOCLLUME Ha YallKe C arapoM
B Te4yeHne Houn. [Ins MMKPOOpraHM3mMoB CO COXHBIMU NMUTaTENbHbIMU NOTPEOHOCTAMM, TaKUX Kak MHEBMOKOKKM,
CTPEenTOKOKKM, TOHOKOKKM, aHaapobbl  Haemophilus spp., nCcnonb3ynte cycrneH3uto, NPMroToBneHHyio B 6ynboHe
B TeyeHue 15 muHyT. Y6eantech B HaNuyYnm B NOCEBHON CYCMNeEH3MM NpaBunbHoro konnyectsa KOE/mn
(konoHneobpasyowas eamH1La) OTHOCUTENBHO COOTBETCTBYHOLLEro cTaHgapTa no wkane McFarland. [aHHbIA NyHKT
0CODOEHHO BaXKeH ANnsi MMKPOOPraHW3MOB CO CMOXHBIMU NUTaTENbHbIMW MOTPEOHOCTAMM, U CAU3UCTBIX KONIOHWIA
MWUKPOOPraHn3moB. [pu npaBuibHOM NPUrOTOBIIEHNW CYCMEH3WM MOCIE KyNbTUBUPOBAHUS AOMKEH ObITb NonyyveH
CNIIOLIHON MNW NPaKTUYECKM CMITOLLHOM POCT Ha NOBEPXHOCTU CPeAbl.

4. CrtaHpapTbl MyTHOCTM Mo Lwkane McFarland He rapaHTUpyOT NpaBUIIbHOIO KONMYECTBA XM3HECTIOCOOHLIX BakTepuii B
cycneHsmn. Heo6xoamMmo NpoBoAWTL PErynspHeI NOACHET KOMOHWUIA NSt NPOBEpPKM Toro, obecneymBaeT nu
ucnonb3yemasi METOAUKA MOCEBA MOSNyYEHNE HYXKHOTO KONMMYeCTBa XMU3HEeCNoCoOHbIX 6akTepuin (B8 KOE/mn).
CmoTtpute pasgen KOHTPOJIb KAYECTBA.

5. BbINONHWTE NOCEB: OKYHWUTE B MOCEBHYIO CYCMEH3NI0 CTEPUIbHBIW, HETOKCUYHBIA U HE CIINLLKOM TYrO CKPYYEHHbI
TamnoH. Yaanute nsbbiTOK XXNAKOCTU, MPUKaB TaMMOH K BHYTPEHHEN NOBEPXHOCTN CTEHKM Npobupku. YaanuTe
Bonblue XMAKOCTK, Koraa AenaeTcsa Noces Ha Yalky gvametpoM 90 MM, M MEHbLLE NPY 3aCeBaHUN YaLlKu
AvameTtpom 150 mm. TwatensHO pacnpegenuTe CycrneHsunio No NOBEPXHOCTU arapa LTpMxamu B Tpex
HanpaBneHusix, Kaxxabln pa3 noBopaymsas vaLuky Ha 60 rpagycos, 4yTobbl obecneunTs paBHOMEpPHOE pacnpeaeneHne
NOCEeBHOro MaTepuana. B kauecTse ansTepHaTVBbl MOXHO MCMoNb3oBaTh UHokynatop RETRO C80™ ans
3(pbdheKTMBHOIO pacnpeaeneHs NoCEBHOW CYCNeH3nn No NOBEPXHOCTM arapa (puc. 3) (MHCTPYKLUMKU CM. B
PYKOBOZCTBE Nonb3osaTtens nHokynatopa RETRO C80™). NaiiTte u3bbITky Bnarm ancopbupoBaThes B TedeHne 15-20
MUHYT, Tak YTOObl MOBEPXHOCTb Oblfia MONTHOCTLIO CYyXOW Nnepea HaHeCEeHMEeM TeCT-NMOJNIOCOK C rpagueHToOM
ETEST.

Puc. 3

lMoces Ha YallKy ¢ arapoM ¢ NOMOLLbIO MHOKynsTopa RETRO C80™

HaHeceHune TecT-nONocoK 1 MHKyb6aumusa

1. Y6egutecb, 4YTO 3acesiHHasa 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 C NOMOLLLI PYYHOro annnmkaTopa
[Mini Grip-It, BakyymHoro nuHueta NEMA C88™ (puc. 4), nMHLETa 1nn Apyroro aHanorniHoro ycrponcTeal nnéo
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aBTOMaTUYeckoro annnukatopa SIMPLEX C76™ (puc. 5). PaamecTtute Tect-nonocky ETEST wkanoii MUK Beepx
(Mo HanNpaBMNeHUIO K KPbILLKE YaLlkW) U MakCMMarnbHOW KOHLEHTpaumen brivke K kpato yallku (puc. 4 n 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 nomelleHnst 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 — 1o AByx (puc. 66). ns MMKpoopraHM3moB
C OXVAaemMou BbICOKON YyBCTBUTENBHOCTbLIO MCNOMb3YNTE MEHbLLE TECT-MOMOCOK Ha Yaluke avameTpoM 150 mm

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

Puc. 6a.

LLlabroH ansi 6 TecT-nonocok B Yaluke agnameTpom 150 mm

Puc. 66.

LLlabnoH Ans 2 TecT-nomnocok B Yailuke guametpom 90 Mm

5. Heobxogumo ybeanTbes, 4TO TECT-MONOCKa NOMHOCTLIO MpUNeraeT kK NOBepPXHOCTW arapa. He crnegyet pasmeluars
TECT-MONOCKY B MEPEBEPHYTOM MOMOXEHWM, Tak KaK arnunc MHrmbuposaHns He obpasyeTcs, NOCKONbKY aHTUOMOTUK
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

lpynna ArapusoBaHHas lMoceBHOW MaTepuan KynbTuBupoBaHue
MWKPOOPraHu3 | nuTatenbHas OnTuueckas
Wik cpena MuTaTensHas MOTHOCTb |TemnepaTypa o | Bpems (4achl)
) p
cpena @ 0). B) (mo wkane (#¥2°C) TS 2] A)
McFarland)
A3pobbl Mtionnepa- 0,85 % NaCl (1nmn 0,5 +35 °C Okpy>xatoLas 16-20
XvHTOHa COneBou pacTeop) cpena
bioMérieux SA pyccKkum - 6
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Mpynna Arapun3oBaHHas MoceBHoW maTepuan KynstuBupoBaHune
MWKPOOPraHu3 | nuTaTeneHas Oniteckas
MOE cpena MuTtatensHas nnoTHoCTb |TemnepaTtypa o | Bpems (yachbl)
) p
cpena @) 6). 8) (no wkane (¥2 °C) ATIBEEERE A)
McFarland)
Streptococcus Mionnepa- BynboH Mionnepa- 0,5 +35 °C 5% CO, 20-24
pneumoniae | XvuHTOHa + 5 % XuHTOHa (Mnn (1, ecrm
" CTpen';'OKOKKVI KpoBM (no coneBsow pacTBop KO]‘I OHUST
e cTaHgapTam unun GynboH
CLSI) C CepaeyHo- cusncTas)
MO3roBbIM
Ml\/TrEn:e?):p akcTpakToMm (BHI))
XWHTOHa And
NPUXOTANBbIX
MWKPOOPraHn3m
oB (no
cTaHgaptam
EUCAST)
AHaspobbl *) Arap Brucella BynboH ana 1 +35 °C 80-85 % N,/ 48-723)
¢ 5 % kpoBwu, Brucella nnu 5-10 % CO,/ | B 3@B1cnmocTn
BuTammHom K | 6ynboH Mionnepa- 02 oT BMAA.
(1 mKr/mn) XuHTOHa (Mnn 10 % Hy
1 FTEMUHOM OynboH
(5 mKr/mn) Lennepa + Butamu
H K3)

MpumeyaHus:

+ a) Bbino ycraHoBneHo, 4to coneBor pacteop (Homep no katanory V1204) coBmectum ¢ ETEST.
» 6) Bbino ycraHoBneHo, 4to Schaedler Broth + vit. K3 - Legnepa 6ynboH ¢ BuTamuHom K3 (Homep no katanory
42106) (aanee no Tekcty «6ynboH Leanepa + sButammnH K3») coBmectum ¢ ETEST.
+ B) bbino ycraHoBneHo, 4to «Brain-heart infusion broth - CepaeyHo-mo3rosoi 6ynboH (N0 TEKCTY «BynboH C
cepaeyHO-MOo3roBbIM aKkcTpakTom»)» (BHI) (Homep no katanory 42081) coBmectum ¢ ETEST.
* 1) MNoHwxkeHne pH npy KyNnsTMBUMPOBaHUM NPUXOTNMBLIX MUKpOOpraHuamoB B 5 % CO, MOXeT HeraTMBHO ckasaTbCH
Ha AencTeuy nuHko3amuaos. CnegyeT yunTbiBaTh, YTO MOMYT ObITb MONYyYeHbl pa3Hble pesynbTaTthl B 3aBUCMMOCTH
OT TOro, MHKyOMPYIOTCS N MONOCKW B OKpyXatoLem Bosgyxe unu B CO,.
» 1) Ybeoutecs, 4YTO YallKa C arapoM KyNbTUBMPOBanach B TEHYEHNe PeKOMeHO0BaHHOro Neprnoaa BpeMeHu, npexae
YeM CHUMATb NokasaHus, 0COBEHHO B Cry4ae 3amearnieHHOro NPOsIBNEHNS YCTOMYMBOCTU U MEONIEHHO PaCTyLLUX
NPUXOTNMBBLIX MUKPOOPraHW3MOB.
* e) Bkntoyaet R-remonuTtunyeckne ctpentokokku rpynn A, B, C n G n rpynny CTpenToKOKka BUpuaaHc S. mutans,
S. mitis, S. sanguis n S. bovis.

X) Ons obnuratHbIx aHa3poboB cnenyeT yoeamTbes, YTO Ha NPOTSXKEHUN UCCNeA0BaHNS NOAAEPXKMBAOTCS
aHaspobHble ycnoeusa. HE CMELLINBATD.

3) YbeauTech, YTO Yallka C arapoM KynbTMBMpOBanach B TedeHne nonHeix 48 yacos, npexae yem onpegenate MUK
KNMHaaMuLmMHa ons aHaspobos.

PE3YJIbTATbl U UHTEPMPETALIUA
YyeT pesynsraTtoB

Korga poct 6aktepuii XopoLlo 3ameTeH, cuntanTe 3HadeHne MUK B mecTte, rae annunc nHrmbuposaHus nepecekaet
TecT-nonocky. KoHeuHble 3HaueHns MUK B metoge ETEST 06bI4HO 4eTKO BbipaXkeHbl, HO MOryT HabnoaaTbes

N pasnuyHble KapTuHbI pocTa/MHrbrposaHus. Cm. nnncTpauum Huxe (pucyHkun ¢ 7 no 11).

He yunTbiBanTe pesynsraThl, €Cnuv KynsTypa BbIrMSANT CMELLaHHON UK eCnv POCT BakTepuin 04eHb
HEe3HauYUTENbHbLIN UMK CAULLKOM rycTou. lMoBTopuTe TecT.

[ns 6akTepuocTtaTnyecknx npenapaTos, TakmMxX Kak KMMHAaMULMH, MPU Hann4um Bce BO3pacTaloLwmx Co BpeMeHeM
KOHeYHbIX 3Ha4YeHu MUK, cHumanTe nokasaHus B Touke 90 % nHrMbupoBaHus (B NEPBO TOYKE 3HAYNTENBLHOIO
MHrMB1pOBaHMs, BUAVMON HEBOOPYXEHHBLIM rna3om). Ecnv annuncel MHIMbmpoBaHna A4Na KNuHAaMuumHa y
KOHEYHOro 3Ha4YeHns «nagatoT», akcTpanonupymnte 3HadeHns MUK B mecte HavanbHoro otctyna (7. e. Ha 0,5-1
pasBefeHe Bbllle nepeceyveHns).

PocTt Boonb Bcero rpagmeHTa (OTCyTCTBME 3nnmnca MHrMbupoBaHus) o3HadvaeT, 4To 3HavyeHne MUK Bbiwe unu
paBHO HaMBbICLLEMY 3HAYEHWIO Ha LKane. Annunc MHIMBUPOBaHNS HKE rpagneHTa o3HadvaeT, 4To 3HadeHne MUK
HWXe, Yem Hanbornee HU3Koe 3Ha4YeHne Ha LuKane.

M36biTo4Has Bnara B Yallkax nepen noceBoM, He[OCTaTOYHO BbICYLLIEHHasA NOBEPXHOCTb Nepes HanoxXeHnem TecT-
NonocoK W/vnu HepaBHOMEPHO 3aCesHHbIE LLUTPUXOM NMOBEPXHOCTN MOTYT NPUBECTM K OTCYTCTBUIO CMIOLLHOIo pocTa
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unu 3ybuyatbiM kpasim annunca. MNoBTopuTe TECT, eCnn y4eT KoHeYHbIX nokasatene MUK 3atpygHeH. B cnyyae
HepoBHbIX nepeceyeHnin MUK ¢ nonockon yuntbiBanTe 6onbluee 3HadeHue. Ecnu passegeHunt > 1, noBTopuTe TECT.
* B cnyyae TyHHenbHOro pocta npeHebperaTe TOHKOW NMMHWEN pocTa BAOMb TECT-MOMOCKU.

Mpumepbl yyeTa pe3ynLTaTtoB

3
2
1
1

NO BN

WU N
RBSoonNeEo®

..J
%
T

Puc.7
S. aureus E. faecalis S. pneumoniae (-CO,)
ATCC®29213™ ATCC® 29212" ATCC® 49619™
MWK = 0,047 mkr/mn MWK = 8 mkr/mn MUK = 0,064 mkr/mn

PucyHok 11
S. pneumoniae (+CO,) B. fragilis
ATCC® 49619™ ATCC® 25285™
MWK = 0,094 mkr/mn MWK = 1,5 mkr/mn

UHTepnpeTauus
Ons uHtepnpetaunm 3HaveHnin MUK, nonyyeHHbix ¢ nomolbio Metoga ETEST, MOXHO Nonb3oBaTbCst MOPOroBbIMA
3HadyeHusiMm MUK ans onpegeneHns Kateropuin MHTepnpeTaumm, onyornmMkoBaHHbIMU YpaBneHnemM no KOHTPOro

KayecTBa NuLLEBbIX MPOAYKTOB U nekapcTBeHHbIx cpeacts (FDA)/CLSI, EUCAST w/wnu BawmMm HaumoHanbHbIM
KOMUTETOM.

TekyLime norpaHn4YHble 3HaYeHUsi NpuBegeHbl Ha Takux Beb-cavtax: https://www.fda.gov n/mnuhttps://clsi.org n/vnm
www.eucast.org.

Byay4n nonHocTbo KoNuYecTBeHHbIM MeTofom onpeaenerdns MUK, ETEST gaeT Bo3moxHOCTb nabopatopum
coo6WnTL ToYHble 3HadYeHnst MUK BmecTe ¢ kaTeropuei nHTepnpetaumn. ETEST onpegensieT 3HadeHms MUK no
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HenpepbIBHON LLUKane 1 MOXET NoKa3aTb pe3yrbTaThl B MPOMEXYTOYHOM MOMOXEHUN MeXAY TPaguLMOHHbIMU

OBYKpaTHbIMW pa3BeaeHnsimu (B nonpassegeHust). Ecnv aHavenne MUK no metogy ETEST HaxoauTca mexay
CTaHAapTHbIMU ABYKpPaTHbIMU pa3BedeHNsiMU, TO ero crneayeT OKPYIMUTb A0 GrnvbkanLlero BEpXHeEro 3Ha4eHus

[OBYKpaTHOro pa3BefieHnsi Nepes TeM, Kak KaTeropusmpoBarb.

lpumep nopoeoebix 3Ha4eHul MUK EUCAST (mka/mn):

S I R
HysecmeumenbHocmb ripu HyecmeumernbHocmb ripu Yemotiyusocmb
cmaHdapmHoOM pexxume ysenu4yeHHoM 8o3delicmauu
do3uposaHusi
< 0,06 0,12-1 22

MWK 1 mkr/mn no metogy ETEST kaTeropmsnpyeTcs kak 4YyBCTBUTENbHOCTb MpW yBENnYeHHOM Bo3aewncteum (1), B TO
BpeMS Kak KOHUeHTpauus 1,5 okpyrnsaeTca 4o 2 MKr/MI 1 KaTeropusmpyeTcs Kak ycTton4msocTb (R).

KOHTPOJ1Ib KAYECTBA

YT06bI NpoBEepUTL paboure xapakTepucTukn Habopa peareHToB ETEST, kayecTBO cpef, MOCEBHOrO MaTepuana

1 ncnosb3yeMblx npoueanyp, NPoTecTUpyvTe WTaMMbl 415 KOHTpons kavectsa (KK), npvBedeHHbIe B cniegytoLlen
Tabnuue. PeareHTbl 1 ncnonb3dyemMble NpoLeaypbl CYATAIOTCS YOAOBNETBOPUTENBHBIMU, €CNX NoNy4YeHHble 3HaveHns MUK
COOTBETCTBYIOT CreayoLwmnM cneundmrKaunsiM KOHTPOIs KavecTsa:

MUK KOoa LUTAMMBI ONA KK ETEST OUVATMA3OHbI MUK ONA KK ETEST
AHTUMWUKPOBHOIO (mxr/mn)
MPEMAPATA (mkr/mn)

KnuHaamMuumH CM S. aureus ATCC® 29213™ 0,064-0,25 2). 6)
0,016-256 E. faecalis ATCC® 29212™ 4-16 9
S. pneumoniae ATCC® 49619™ 0,032-0,125 2. 6)
(-CO2)
S. pneumoniae ATCC® 49619™ 0,064-0,25
(+CO2)
B. fragilis ATCC® 25285™ 0,5-2 @
MpnmeyaHus:

+ a) CLSI M100: Performance Standards for Antimicrobial Susceptibility Testing, 29t Edition (CLSI M100.
HopmaTuBHble Noka3aTenu TeCTUPOBaHUS aHTUMUKPOOHONM YyBCTBUTENBHOCTH, 29-e U3naHue).

* 6) EUCAST: European Committee on Antimicrobial Susceptibility Testing, version 9.0, valid from 2019-01-01
(EUCAST: EBponeickuii KOMUTET MO TECTUPOBAHMIO aHTUMUKPOOHON YyBCTBUTENBLHOCTH, Bepcust 9.0,
penicteuTenbHa ¢ 01.01.2019 r.).

Pesynbrathl aHanM3a naumeHTa He cneayet cooblatb, ecnu pesynstathl KK BeIXoaaT 3a npeaens! yTBEPXKAEHHbIX
3HadeHuin KK. Yactota npoeeneHus KK gomkHa yctaHaBnmuBaTbes kaxaoun nabopartopuei MHOMBUAYanbHO.
PykoBogsLue npuHUMNbI NpeacTaBneHbl B JOKYMEHTax Mo onpeaeneHnto YyBCTBUTENbHOCTU K aHTubmnotmkam CLSI
cepuit MO7, M11 1 M100.1.2.3

Mpepenbl 3HaveHun ana KK metoga ETEST moryT otnmyaTecs ot cneuudukaunii CLSI n (nnn) EUCAST B HEKOTOpbIX
cnyyasx. MNpepensl 3HaveHun ana KK metopa ETEST ocHoBbiBatoTCA Ha obwmpHor 6ase, cobpaHHO Npu KOHTPOINIbHOM
TECTMPOBaHUN OOMbLLIOIO YMCIa CepUii peakTMBOB B TEYEHNE HECKONbKUX NET, U BKIYAOT AaHHbIE MHOMOLLEHTPOBbIX
nccnenoBaHUn.

Ecnn 3HaveHns MUK B oTHoweHun wtammoB ansa KK HaxogsaTtca Ha nonpassefeHuns Hke HkHero npegena KK, mnx
cnegyeT OKpYMuTb A0 GrnvbkanLiero BepxXHero 3Ha4eHnst BYKpaTHOrO pa3BedeHnsi nepeq TeM, Kak yCTaHOBUTb
cootBetcTBue KK. Nogo6HbIM obpasom, ecnn 3HaveHnsa MUK HaxogsaTca Ha nonpasBefeHns Bbille BEPXHEro npegerna
KK, nx cnegyet cuntatb HecooTBeTCcTBYOWMMN KK.

Heobxoanmo npoBoaAnTb perynsipHbii NOACHET KOMOHUIM AN NPOBEpKM Toro, obecnevmsaeTt Ny nonyvyeHHasi NNoTHOCTb
CyCMeH3un NOCEeBHOro Marepmana nonyvyeHne A0CTaToMHOro KONMYeCcTBa XM3HecnocobHbIx 6aktepuin B KOE/mn.
MpuroaHbIi MaTepuan Ana nocesa AacTt NpubnuautensHo ot 1-5 x 108 KOE/mn.
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CTtaHpapTbl MyTHOCTM no wkane McFarland He rapaHTUpPYIOT NpaBUILHOrO KONIMYECTBA XXU3HEeCNOCOBHbIX
6aktepun B KOE/mn.

OXWAOAEMBIE PE3YNbTATDI

YPOBHU YyBCTBUTENBHOCTM K aHTMBUOTMKAM AJ151 pasfnnyHbIX Bronormieckvx nonynsumnii 6aktepuin 6onblue HeBO3MOXHO
npeackasaTb B CBA3M C NPOrPECCUBHBLIM Pa3BUTMEM yCTonNUMBOCTU. [TosTOMy nabopaTopust 4OMKHa NoNb30BaTbCs
oxuaaemMbiMu pesynstatamu MUK pasnnyHbix aHTUBMOTUKOB ANst pedepeHTHbIX LUTAaMMOB KOHTPOIISi Ka4ecTBa, YToOb!
obecneunTb COOTBETCTBME TEXHUKN TECTUPOBAHMS HEOOXOAUMBIM TPEBOBaHNAM U pa3yMHYy0 TOYHOCTb MOMy4aeMblX
KIMMHUYECKNX pe3ynbTaToB.

PABOYUE XAPAKTEPUCTUKU

Pabouve xapaktepuctukun ETEST ana knuHaaMmuumHa 6binmn yCTaHOBMNEHbI C UCMONb30BaHNEM CPaBHUTESBHBLIX OLIEHOK.
311 nccneposaHus nokasanu, 4yto MUK no metoay ETEST CM koppenupyioT ¢ pecdbepeHTHbIMU MeTogamm CLSI M07' n
M113. MeTog ETEST cunTaeTcs no CyLlecTBy akBuBaneHTHolM metogam CLSI, korga 3HaveHns MUK 13 obeunx
npoueayp nokasbiBatoT nonHoe cootsetcTeue (EA) = 90 % B npegenax + 1 passeaeHus.

Pa6oune XapaKTepUucTukm npuBeneHbl HUXxe:

MwuikpoopraHuam LTammel (N) % norHoro cooteeTcTems (EA) @)
pamnonoxuTenbHble aspoobl 384 99
Streptococcus 100 100
S. pneumoniae 318 96
AHaspobbI 768 98

Mpumevanus:
* a) EA — % 3Havennn MUK B npegenax = 1 pasBefeHus pedepeHTHOro Metoaa.

BAXXHbIE SAMEYAHUA

1. WHorga HekoTopble kOMOMHaUMK 6akTepum n aHTMBMOTMKa Oal0T HEOXMAAHHbIE pe3ynbTaThl. B Takmx cnyyasx
MarnoonbITHOMY nepcoHany 6yaeT CroXHO NPUHATL PeLLEHNE No KOHeYHOMY 3HadeHunto MUK. OgHako, 4ToObI
Hay4YnTbCSl NPaBUITbHO ONpeaensiTb KoHeYHble 3HaveHus MUK, coTpyaoHmkn MoryT NpakTUKOBaTbCS, PErynsipHoO
ncnonb3ys peepeHTHbIE LITaMMbl U CPaBHUBAsA CBO paboTy ¢ pe3ynsratamu KBanuuumpoBaHHbIX paboTHNKOB.

2. Kak n Bce gaHHble AST, pesyneratsl ETEST sBRsOTCA TONBKO 3HAYEHUSIMU in Vifro n MOryT ykasbiBaTb Ha
noTeHLManbHy YyBCTBUTENbHOCTb MUKPOOPraHN3MOB in vivo. Vicnonb3oBaHue pe3ynsTaToB Npu BbIOOpe neveHuns
OOJDKHO ObITb €4UHONMYHBIM PeLLIeHNEM N OTBETCTBEHHOCTbLIO Neyvallero Bpayva. OH gormkeH NpuHMMaTh BO
BHUMaHWE MeQULMHCKUIA aHaMHE3 U BCIO M3BECTHYH MHGOPMaLMIo O nauneHTe, hapMakoknHeTuyeckmne
1 bapmakognHamMmyeckme CBOMCTBA aHTUBUOTMKA U KITMHUYECKUI ONbIT NeYeHNst 4aHHbIM NpenapaToM MHAEKLUNA,
BbI3BaHHbIX KOHKPETHbIM 6akTepuanbHbIM NaTtoreHoM. Takke criegyeT y4uTbiBaTb TUM aHTUOMOTKKA, L03Y U PEXUM
[031poBaHMs.

3. [nsa nony4eHus AONOSMHUTENBHON MHPOPMALIN O KOHKPETHBIX OFPaHUYEHUSIX B MHTEPNPETaLun pe3ynsTaTtoB u/mnm
OrpPaHUYEHMUSAX KITMHUYECKOTO NCMONb30BaHUSA aHTMONOTNKA B Pa3nnYHbIX TEPaNeBTUYECKMX CUTYaLMsAX CM. Tabnumupl
M CHOCKM Ha cTaHaapTbl nHTepnpetaumn MUK B nocneaHux Bepcusax pekomenaaumn EUCAST nnu gokymeHtos CLSI
no onpeaeneHnto YyBCTBUTENBHOCTM K aHTMOMOTUKaM Anst npoueayp passenerus (cepmin M07, M11 u M100).1' 2,3,4

YTUITU3ALNA OTXOOO0B
YTUNn3npynrTe ncnosb3oBaHHbIE N HENCMOMb30BaHHbIE peareHThbl, a Takke KOHTAMUHUPOBaHHbIE PacXoHble maTepuansi
B COOTBETCTBUM C TpeboBaHMAMU, NpeabaBnseMbiMy Ana YTUNU3aumum MHMEKLUMOHHbLIX MaTepuarnos.

Kaxpas na6opaTopV|$| o6s3aHa o6pa|.uaTbc;| C Nony4yeHHbIMMN OTXo04aMU U CTOKaMn B COOTBETCTBUN C UX TUMOM U
CTeneHblo ONacHOCTU, a Takxe 06pa6aTbIBaTb N yTunmsnpoBaTb UX B COOTBETCTBMU C YCTAHOBIEHHbIMUW NpaBunamu n
HOpMaMu.

CMUCOK NIUTEPATYPbI

1. CLSI M07: Methods for Dilution Antimicrobial Susceptibility Tests for Bacteria That Grow Aerobically (Latest edition)
(CLSI M07: MeToabl npoBeaeHNst TECTOB Ha onpeaerneHne YyBCTBUTENbHOCTU a3pobHbIX GakTepuii k
aHTUMMKPOOHBLIM NpenapaTtam nyTem pasBedeHus (nocnegHee nsaaHue)).

2. CLSI M100: Performance Standards for Antimicrobial Susceptibility Testing (Latest edition) (CLSI M100.
HopmaTtunBHble noka3aTenu TeCTMpoBaHUS aHTUMUKPOOHON YyBCTBUTENLHOCTY (MOCNeaHee n3gaHue)).

3. CLSI M11: Methods for Antimicrobial Susceptibility Testing of Anaerobic Bacteria (Latest edition) (MeToab!
TECTUPOBaHMSA aHTUMUKPOOHOW YyBCTBUTENBHOCTM aHadpobHbIX BakTepui (nocnegHee nsgaxue)).

4. EUCAST: European Committee on Antimicrobial Susceptibility Testing (Latest edition) (EUCAST: EBponewickui
KOMMWTET MO TECTUPOBAHMIO YYBCTBUTENBHOCTU K aHTUMMKPOOHBLIM NpenapaTtam (nocnegHee usgaHuve)).
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TAB/TULA CUMBOJIOB U OBO3HAYEHUIA

CumBon O603Ha4yeHne

Homep no karanory

MeaunumHckoe nsgenve ans
[MarHoCcTuku in vitro

MarotoBuTenb

TemnepaTypHbI AnanasoH

Vcnonb3oBatb 4O

10 <LE F[F

Kog naptum

=
o
—

SaHDET Ha NOBTOpPHOE NpuMeHeHne

CpoK XpaHeHUs nocre BCKPbITUS

O6paTtutech K MHCTPYKLMK N0
NPUMEHEHMIo

CoaepxumMoro 4oCTaTovHo Anis
nposeneHna n-konn4yecTtea TeCTOB

[ata nsrotoBneHus

5 <e| B\ ®

OIrPAHNYEHHAA TAPAHTUA

KomnaHusa bioMérieux rapaHTupyert, 4To paboune xapakTepucT1ki JAHHOO N3nennsi COOTBETCTBYIOT YKa3aHHOMY
npenycMOTPEHHOMY Ha3Ha4YeHMWIo B TEYEHME BCEro CPoKa aKCnnyaTaumm npy ycnoBumm, YTo CTporo cobnoaeHsbl Bce
npouenypbl N0 NCMONb30BaHUIO, XpaHEHMo 1 06paboTke 1 Mepbl 6e30nacHOCTH, kKak NOAPOOHO U3MNOXEHO B MHCTPYKLMAX
no aKcnnyaTaumm.

3a 1cknoYeHneM BbllLeyKasaHHbIX Cnyvaes, koMmnaHus bioMérieux He gaeT HUKaKWUX rapaHTuUin, B TOM Yucrne
nogpasymeBaeMbIX rapaHTWIn TOBApPHOrO Ka4ecTBa U rapaHTUIn COOTBETCTBUS NpeanonaraeMoMy UCMomnb30BaHWI, U He
[aeT HUKaknx 06s13aTenbCTB, B TOM YUCTIE IBHO BbIPaXKEHHBIX, MOAPa3yMeBaeMbIX MU KOCBEHHbIX, B OTHOLLEHUM
NCMONb30BaHUs Kakoro-nMbo peareHTa, NporpaMMHoro obecneveHus, Npubdopa n pacxodHbIX MaTepuanos (qanee —
«Cuctemay), OTIMYHOIO OT YKa3aHHOro B UHCTPYKLMSX NO SKCNyaTaumu.

UCTOPUA NEPECMOTPOB
Kateropuu TMnoB nameHeHui

H/M He npumeHumo (nepBoe n3gaHue)

KoppekTypa VcnpasneHue owmnbok B AOKYMeHTaLmm

TexHuuyeckme [ob6asnexuve, nepecMoTp n/vnu yaaneHve kacawwencs npogykta uHdopmMaumnm
N3MeHeHns

AAMUHUCTPATUBHbIE BBeaeHue n3aMeHeHnn HeTEeXHNYECKOro xapaKkTepa, 3aciy>X1BaroLwmnx BHUIMaHNA
N3MEHEeHNs nonb3oBarens

lMpumeyvaHue. HesHayumernbHble munoepaghcKue, 2pammamu4eckue UMeHeHUsT U USMEHEHUSs 8
ghopmamuposaHuU 8 UCMOPUIO NepecMompos He 8KITHYEHSI.

Oara Howmep Bepcumn Tun nameHeHun 0630p M3MEHEHUI
Bblnycka
2020-06 052419-01 [NepBoe n3gaHue H/N
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® . .
ETEST® Clindamycin (CM) (0.016-256 pug/mL) 052419 - 01 - 2020-06 - ru

[ns nony4eHnst TEXHNYECKOWN KOHCYNbTaLun 1 NoaaepXku npocbba o6pallatbes K yNornHOMOYEHHOMY NpeacTaBUTerNio
npounssoguTens Ha Tepputopun Poccuiickon degepaunn:

000 «brnoMepbe Pyc»
Appec: Poccus, 115230, Mockea, 1-bi1 HaratuHckun npoesg, 4. 10, ctp. 1
Ten./dakc: +7 (495) 221 10 79
TenedyoH ropsiven nuHnm: 8 (800) 250 10 79

e-mail: info.russia@biomerieux.com

Beb-canT: www.biomerieux-russia.com

B cnyyae BbisiBNeHWss NOGOYHbIX AEACTBUN, HE YKasaHHbIX B UHCTPYKLMK MO NPUMEHEHUIO UMW PYKOBOACTBE Mo
aKcnnyaTauumM MeamuUmMHCKOro U3AENs, HexenaTerbHbIX peakuuii Npu ero NpuMeHeHnn, ocobeHHocTen
B3aUMOZENCTBUSA MEQULIMHCKUX U3Aenunii Mexay coBGom, hakToB 1 0GCTOATENbCTB, CO34a0LLUIMX YTPO3Y KU3HU U
3[10POBbLI0 TPpaXaaH U MeANLMHCKMX paGOTHUKOB NPU NPUMEHEHWUM W SKCTNyaTaLnMmy MeaUUMHCKUX U3Lenui,
HeoGXoAMMO HanpaBuUTb coobLeHne, codepkallee ykasaHHble cBeeHus, B deneparbHyto cnyxGy no Haasopy B
chepe 30paBoOXpaHEHUs B COOTBETCTBUM C AEMCTBYIOLLMM 3aKOHOAATENbCTBOM.

BIOMERIEUX, norotun BIOMERIEUX, ETEST, Tect-nonocka ETEST, NEMA C88, RETRO C80 n SIMPLEX C76
SIBMSAOTCHA UCMOMNb3yeMbIMU, 32apPErMCTPUPOBAHHBIMU U/UNN HAXOAALWUMNCS B NPOLECCE PErMCTPaLIMN TOBApHbIMU
3HaKkamu, NpuHaanexawmmm komnaHum bioMérieux, ogHOM U3 AOYEPHMX U BXOAALLMX B €€ rpynmny KOMAaHWn.

CLSI siBnsietcst ToBapHbIM 3HakoM, npuHagnexaimm Clinical Laboratory and Standards Institute, Inc.

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

EUCAST o3HauyaeT EBponeiickunic KOMMTET MO TECTUPOBAHMUIO YYBCTBUTENBHOCTM K aHTUMUKPOBHBLIM Npenapatam. 3Tu
AaHHble 6binm npegoctaeneHsl EUCAST Ha 6e3B03me3aHON ocHOBE 1 AOCTYNHbI Ha cante EUCAST: www.eucast.org.
ABTopckue npaea Ha Hux octatotcs y EUCAST. PekomeHpaumm EUCAST yacTto o6HoBnsitoTes. Mx nocneaHue Bepcun
JOCTynHbl Ha Beb-cante www.eucast.org.

,Elpyrl/le Ha3BaHUA N TOBApPHblIE 3HAKN NpUHaanexart Ux 3akKoOHHbIM BriagernbLaMm.

dotorpacmm: 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



