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Etest PG BENZYLPENICILLIN — E-TecT 6eH3unneHnumnimvH (Bbicokasi KoHLeHTpauus) 256

(nanee no Tekcty ETEST, ETEST PG)

D)

HA3HAYEHUE

ETEST — 370 py4HOW KONMYECTBEHHbIN METOA OnpeaeneHns YyBCTBUTENbHOCTM K aHTUMUKPOGHBLIM Npenapatam
rpamoTpuLaTenbHbIX U rPaMnoNoXUTENbHBIX a3pobHbIX 6akTepuit, n 6akTepuii Co COXHBIMU NUTATENbHLIMU
notpebHocTaAMK. CucTeMa COCTOMT U3 CTaHAAPTHOTO rpagueHTa aHTMbrnoTrKa, KOTOPbIV UCNONb3yeTcd Ans
onpegerneHns MYMHUManbHON MHIMbupytoLlen koHueHTpaumm (MUK, BeipaXKeHHOM B MKI/MIT), pasfnyHbiX aHTUMUKPOOHbIX
npenaparoB A9 MUKPOOPraHM3MOB NOCPEACTBOM KyIBTMBUPOBaHWNS Ha NUTATENbHOM arape B TEYEHME HOYU.

NOKA3AHUA K MPUMEHEHUIO

ETEST PG npepHasHaveH ons onpegenenns MUK 6eHannnennumnnnHa ons cregyrowmx MUKPOOpraHM3moB:

* A3po0bl:

o pamnonoxuTtenbHble aspobbl: Staphylococcus, Enterococcus

* AHaspobbi:

o [pamoTpuuartensHble aHaspobbl: Bacteroides, Fusobacterium
o pamnonoxuTensHble aHaapobbl: Clostridium, HecnopoobpasytoLue rpaMnonoXnTENbHbIE NaNoYKu,

rpamMmnofioXnTeNbHbIE KOKKU

NMPUHLUNN

ETEST npeacraBnsieT OO0 TOHKYH, MHEPTHY!O,
HeMopwCTYIo NNAacTUKOBYIO TECT-NONOCKY. Ha ogHy CTOPOHY
TecT-nornocku (A) HaHeceHa wkana MUK B mkr/mn, a Ha
APYrylo — CTaHAAPTHbIN rPagueHT aHTnbuoTuka.

Korga TecT-nonocky HaHOCAT Ha 3aCesHHYIO KyrbTypon
MUKPOOpPraHn3Ma noBepXHOCTb arapM30BaHHOW Cpefbl,
npegBapuTensHO COOPMUPOBAHHBIN FPpagneHT
KOHUEeHTpauuy aHTMbnoTrKa HeMELEHHO NMPOHMKaeT

B arap, a 3atem obpasyeTt cTabunbHbIN,

HenpepbIBHbIN, 3KCMIOHEHLMANbHbIV rPagneHT
KOHLEeHTpauum aHTMb1oTrKa HenoCpeaCTBEHHO Nog TecT-
nonockon. MNocne nHkybaumm, B pedynsrate KOTOpow
HakTepuanbHbIi POCT CTAHOBUTCS! 3aMETHbIM, BOOMNb TECT-
MOSIOCKM MOXHO YBMAETb CUMMETPUYHBIV 3NMUMIC
nHrmbnposaHus. 3HaveHne MUK cumTbiBaeTcs co Likansl
B MKI/MI Npu1 NOMTHOM MHIMGMpoBaHuW pocta bakTepui

B MecCTe nepeceyeHnst 3a0CTPEeHHOro KoHLa annunca

C TeCT-MONOCKOMN.

HecmoTps Ha CXOACTBO € ANCKO-ANPdDY3NOHHBIM METOAOM
(aHanornyHas npouegypa NpuroToBfieHNs NOCEBHON
KynbTypbl, BbIGOP NUTaTensbHOM cpeapl 1 YCroBus
uHky6aummn), ETEST He aBngeTcsa Aucko-andy3noHHbIM
METOAOM W MOMHOCTbLIO OTIIMYAETCHA OT OObIYHBIX ANCKOBbIX
MeTOoAO0B. ['paAMeHT KOHLIEHTpaLMM aHTUMUKPOBHOIO
npenaparta B ETEST npeaBapuTenbHO chOpMUPOBaH,
npegonpeneneH n ctabuneH, n He 3aBMcuT OT AU dy3nK.

Ale] B
Kon AB

aHTUMWKPOBHOTO
npenapata 256

Ilikana MWK
(mrr/mn)

SKCNOHEHLWanbHbIIA
AHTUMUKPOBHBIN
rpagueHT
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Obpasey mecm-nosocku ETEST

(6 3asucumocmu om nperiapama Oocmyngl pasrfiu4Hble
wkKarsbl C'-IumbleaHUﬂ)
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COCTAB HABOPA

- MHavBmayanbHasa ynakoBka: Kaxxgas TecT-nonocka coaepxuT:
412263 30 TecT-nonocok * INnanasoH MUK 6eH3nnneHmumnnuna: 0,016—

YnaKoBKa Ha HECKOTbKO KapTpUIKeN: 256 MKr/mn
423764

* 10 kapTpuoxen, B KaXxgom no
10 TecT-nonocok n 1 nakeTuky
BriaronornoTuTens

e 1 KpblKa

1 MHCTPYKLMSA NO NPYMEHEHNIO, KOTOPYIO MOXHO 3arpy3uTb € canta www.biomerieux.com/techlib

HEOBXOOAUMbBIE MATEPUAIbI, HE BKIIOYEHHbBIE B KOMIMNEKT

MaTepuanbi

» ObwenabopaTtopHoe Mukpoburonornyeckoe obopynosaHue

* TamnoHbl (CTepUnbHbIE, HETOKCUYHBIE Y HE CIMLLKOM MIOTHO CKPYYEHHbIE) N MPOBUPKK.

* PyyHon annnukatop [Hanpumep, Mini Grip-It (Homep no katasnory 411200), BakyyMHbIi nuHueT NEMA C88™ (Homep
no karanory 559804), nuHUET nnu aHanormM4yHoe yCTPOMCTBO).

* McFarland Standard — Habop ctangaptoB myTHocTn Mak®apnanaa (Homep no katanory 70900) unun emy
aHanornyHbIw.

* UHkyBaTtop (+35 °C £ 2 °C).

* MukpoopraHuambl Ans KOHTPONS KayecTBa.

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

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

PekomeHayeMble nuTaTenbHble cpeabl

[nst onpegeneHnst 4yBCTBUTENBbHOCTU K aHTUMUKPOOHBIM npenapaTtam (AST) cnegyeT ucnonb3oBaTb
BbICOKOKa4YeCTBEHHbIE Cpeibl ONpeaeneHHoro coctara, obecneymBaroLLme XopoLmin pocT (CM. Tabnuuy 1 B KOHUe
pasgena «/HCTpyKLUMSA No NPYMEHEHNIO» HacTOSILLEro BKnaabllla B ynakoBky). [Ins obecnevyeHns nony4yeHns TOYHbIX
1 JoCcToBepHbIX nokasatenent MUK npoaykums BbIGpaHHOM TOProBOM Mapku A0MMKHA MMETb XOPOLLIYHD
BOCMPOU3BOAMMOCTb OT MapTUM K NapTUw.

YT0o0bI npoBepnTb KavyeCTBO Cpeabl, NpoBeanTe uccrnegosaHne ¢ NOMoOUWbO noaxogdawmnx wraMmmoB MUKPOOpPraHM3moB
OnAa KOHTPONA KadecTBa. Cwm. BknagbIw B YNakoBKY, I'Ipe,D,OCTaBJ'IﬂeMI:II;I npoussoauTenem cpeibl.

Y6eauTecn, 4TO TorwMHa arapa B Yaluke lNetpu coctasnset 4,0 £ 0,5 mm n nveet pH 7,3 £ 0,1.

I'IPE,EI,OCTEPE)KEHVIFI U MEPbI MPEOOCTOPOXHOCTHU
» TonbKo AnNs AMarHOCTUKM in vitro.
» Tonbko Ans npodeccUoHaNbLHOro UCNonb3oBaHUA. [JaHHbIV TECT NpedHa3HaYeH AN UCMOoMNb30BaHMs
KBanMuULMpOBaHHbIMK COTPYAHMKaMK NabopaTopun.
 Bcerga cobniogaiite npasuna acenTuky Bo BpeMsi paboTbl ¢ obpasuamm 6aktepuarbHbiX KynbTyp. Heobxoaumo
CTporo cobntofaTh yCTaHOBIEHHbIE MEPbI MPEAOCTOPOXKHOCTY B OTHOLLIEHUM MUKPOBMOMOrMYECKMX PUCKOB.
 TecT-nonocku npegHasHayYeHbl TOSbKO A1 OAHOKPATHOO NMPUMEHEHNS U HE [OSHKHbI MCMOMNb30BaTbCA NOBTOPHO.

ycnoBua XPAHEHUA U CTABUJNIbHOCTb

Ons nHogMBuAyanbHOW YNaKoBKU:
* XpaHuTb Npu TeMmnepaTtype, yka3zaHHOW Ha ynakoBKe.
* He ncnonb3yite peareHTbl NOCHEe UCTEYEHMS CPOKa FOAHOCTM, YKa3aHHOro Ha yrnaKkoBKe.
» Tect-nonockn ETEST Heobxoammo Bcerga xpaHuTb B CyXOM, MPOX/aAHOM, 3aLLMLLIEHHOM OT BO34ENCTBUSI APKOro
cBeTa MecTe.
* He xpaHute TecT-nonockm ETEST, ocTaBLuMecs Nocne BCKPbITUS UHAMBUAYAINBHOW YNaKOBKU.

[ns ynakoBKU Ha HECKOJIbKO KapTpuaKen:

» XpaHuTe He BCKPbITbIE U BCKPbITblE KAPTPUOXKM NpY TeMnepaTtype, yKazaHHOW Ha ynaKkoBKe.

* He ncnonb3ayite He BCKPbITbIE KAPTPUOKM NOCNE NCTEYEHNS CpOoKa rOAHOCTHM, YKa3aHHOrO Ha ynakoBKe.

» Tect-nonocku ¢ ETEST, ocTaBlunecsi Hem3pacxo4oBaHHbIMU U3 BCKPLITOTO KapTpuaXa, crieyeT XpaHUTb B CyXOM
MecTe. He BblHMMaTe BnaronornoTuTesb nocre BCKPbITUA 1 3aKpbiBalNTe KapTpuaX (BXOOsALWEN B KOMMNEKT
KPbILLKOW) cpa3y nocne 1crnosib30BaHus.

» Tect-nonockn ETEST Heobxooumo Bceraa xpaHuTb B CyXOM, MPOXIafHOM, 3allULLeHHOM OT BO34ENCTBUS SIPKOro
cBeTa MecTe.
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 [locne BCKpbITUSA KApPTPUOPK MOXKHO XPaHUTb B TEYEHME KOMNMMYECTBA OHEN, YKa3aHHOro Ha HeM cOoky. 3anuwimnTe
AaTy BCKPbITUS KapTpumka psaom ¢ cumeorniom LI Mepen ncnonb3oBaHneM 0CTaBLUMXCS TECT-NONOCOK yBeamuTecs,
YTO CPOK XpaHeHusi nocne BCKpbITHS (14 unun 31 AeHb B 3aBMCUMOCTM OT MOFEKynbl) HE NMPeBbILLAaeT CPOK FOAHOCTH,
yKa3aHHbI Ha yrnaKoBKe.

* [Mocne BCKpbITUSA KapTPUIK MOXHO HECKONBbKO pa3 3akpblBaTb M OTKpbIBaTh. [1py HagnexallemM xpaHeHum
1 obpalleHun 3To He BNNSIET Ha CTabunbHOCTb. KonnyecTBo Genbix NpsiMOYroNbHUKOB B KBagpaTte, HanevyaTtaHHbIX
Ha MpaBO CTOPOHE, 03HAYaET, CKOMbKO pa3 MOXXHO OTKPbITb KAPTPUIK, BKIOYas BCKpbiTMe (3 pasa ff unu 4 pasa 57
B 3aBMCUMOCTM OT MoreKyrbl). YTobbl 3admKeupoBaTh 3TO YMCIO, 3aKpackTe OAMH 13 Gernbix NPSIMOYroNbHUKOB Npu
BCKPbITUM KapTpuaxa 1 3atemM 3akpaluvMBante no ogHoMmy 6enomy npsMoyronbHUKY KaXabli pas, oTKpbiBast
1 3aKpbiBasi KapTpuox.

lMpumepsbi (3Mukemku HUXe npueodsIMCcsi MOJIbKO 8 CrIPagoYHbIX UErsixX):

ETEST® XXX 0.016-256 pug/mL ETEST® XXX 0.016-256 pug/mL
] _ <140 WO [T - - =310 OO
[:El__ —_ —  — — pgososg1 10 —— = —— =  0gg889-01 (1]
+ TMocne Toro Kak KapTpuak 6yaeT OTKPLIT MakcMMarbHOe KONMYecTBO pas, BCe OCTaBLUMECS TECT-MOMOCKM creayeT
yTVIﬂI/|3V|pOBaTb.

» Bxopsier B KOMMMEKT KPbILLKON MOXHO 3aKpblBaTb TOMbKO KapTPUOKM M3 TOTO Xe KoMnnekta. He ucnonesynte
KPbILLKM OT APYrMxX NapTui Unm npenapaTos.
» KpblLKy cnegyeT yTunManpoBaTtb rnocne ee ucnonb3osanHus ¢ 10 kapTpuaxamu ns ynakosku.

MUCMNMONb30OBAHUE

* [Mepen ncnonb3oBaHvem TecT-nonocok ETEST 13 HepackpbITOM ynakoBkM HEOGXOAMMO OCMOTPETb YNaKoBKY Ha
npegmeT OTCYyTCTBMS NMOBpexaeHni. He ncnonb3ynte B criyyae, ecnv ynakoska bbina noBpexaeHa.

* [Mocne n3bATA N3 XONOANNBHNKA/MOPO3MIbHUKA HEOOXOAMMO BblAepXKaTb UHAMBUAYANBHYIO YNAaKOBKY Un
yNakoBKY Ha HECKOMbKO KapTpUaXen Npy KOMHaTHOW TemnepaTtype A0 BCKPbITUS (0kono 15 MuHyT, ecnin
Temnepartypa xpaHeHus coctasnsana +4 °C, unu okono 30 MUHYT, ecnun TemnepaTtypa XpaHeHust cocTaensna
-20 °C). N3BnekaTb TeCT-NOMOCKY M3 yNakoBKWN CriefyeT HeNnoCpeaCTBEHHO nepes ucnonb3osaHuem. Mepen
BCKPbITMEM YNaKOBKM HEOBX0AMMO [0XAAaTbCA MNOMIHOMO UCNapeHus Braru, KotTopas Morna CKOHAeHCUpoBaTbCS Ha
BHELLHEN NOBEPXHOCTU YNaKOBKU.

* He npukacaintech K NOBEPXHOCTU TECT-MONOCKN, Ha KOTOPOW HaXoAWUTCH rpagueHT (K CTOPOHe, NMPOTUBOMONOXHOM
wkane MUK). ns B3aTusa TecT-nonocok ETEST pekomeHayeTcsa MCnonb3oBaTb pyYHOW annnukaTop [Hanpumep,
Mini Grip-It (puc. 1), BakyymHbIi nuHLeT NEMA C88™ (puc. 2), N1HLET unv nogobHoe UM ycTponcTao]. B cnyyae
n3BneveHunsi Tect-nonocok ETEST Bpy4Hyto NMHLETOM Unv NoA406HBIM YCTPOMCTBOM paspeLlaeTcs npukacaTbes
TOJBKO K KOpELLKam (TOMY MECTY, Ha KOTOPOE HaHeCeH 2- Unu 3-0yKBEHHbIN KOA).

Puc. 2
M3BneyeHune Tect-nonockn ETEST 13 nHgusugyansHomn M3BneyeHune tect-nonockn ETEST 13 kapTpuaxa ¢ NOMOLLbIO
ynakoBKu ¢ nomoLbio Mini Grip-It BakyymHoro nuHueta NEMA C88™

* VIHCTpyKUMM ANna MHAUBMAYarbHOW YNaKOBKU:

Mpexage 4yem oTkpbIBaTL YNakKoBKY, OCTOPOXHO NOCTy4uTe yﬂaKOBKOVI no TBEPAON NOBEPXHOCTH,
4YTOObI TECT-MONOCKA OKasanach Ha gHe YyNakoBKWK, 3aTeM 3aXMUTE YNakKOBKY Mexay GonbLwmm
M yKasaTenbHbIM nanbuamMmu, NOMeCcTuB KOHYUK fonbLioro nanbua B yrny6neH|/|e Ha 3agHen
CTOpPOHeE.
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HaxmunTte 6onbliMM nanbLem Bnepen u ykasatesbHbiM Nanbuem Hasag, 4YTOObI OTNOMUTL
antoMUHUEBYHO O60]'IO‘-IKy, npun 3TOM BNaronornoTUTENb SOMKEH OCTATbCHA B BEPXHEN YacTuh
YNakoBKU.

OTOrHMTEe BEPXHIOK YacTb Ha3ag, YTOObI MOMHOCTLIO OTKPbITb YNaKOBKY.

M3Bnekute TecT-nonocky ETEST 13 ynakoBku ¢ NOMOLLbIO NMUHLIETA UM APYroro annnukatopa.

* VHCTpyKUMM ANs yNakoBKU HA HECKOMNBbKO KapTpUaXKeN:

MogHMMUTE 93bI4OK 13 hONbI B BEPXHEN YacTu KapTpuaxa 1 NOTAHUTE Ha3ag,
YTOObI MONMHOCTLIO CHATB.

( MpumevaHue: Ybeamtech, 4TO NOCME BCKPbITUA HA KAPTPUAXKE He OCTanoch
Oonbrn, MOCKOMbKY OHA MOMELLAET Kak CrieayeT 3aKpbiTb €r0 KPbILLKOW.

B kapTpuoke HaxoguTca NnakeTuk KannesmaHom opMel ¢ Bnaronornotutenem. He MU3BreKanTe BraronornoTuTenb
nocrie BCKpPbITUA.

* MeTtoga py4Hon 0bpaboTku: * MeTog aBTOMaTMYECKOM 06pabOTKM C
o Ecnu ucnonb3yeTcs BakyyMHbIN MOMOLLbI0 aBTOMaTUYECKOrO
mHueT NEMA C88™ unu annnukatopa SIMPLEX C76™:
annnukaTtop Mini Grip-It o 3arpy3ute KapTpuaXW C TECT-
(pekomeHayemble MeToabl): nonockamu ETEST Hanpsamyto B
BosbmuTE BEpXHIOKO TECT- aBTOMaTUYECKUIA annnukaTop
nonocky ETEST, He kacasicb SIMPLEX C76™ (MHCTpYKLMM CM.
BMaronornoTuTens. B PYKOBOZCTBE NoMb3oBaTens
annnukatopa SIMPLEX C76™).
o Ecnu ucnonbsyeTcs nuHUET unm

aHanornyHoe yCTponcTBo:
HaxmuTte ykasaTenbHbIM
nanbLeMm Ha Y3KUiA KOHeL|
nakeTuKa C BrarornornoTuTenem,
4YTOObI NPUNOOHATL TECT-
nonocku. He HaxumanTe Ha
OoKpyrnyto vacTb. Npuaepxmsasi
nanbLUem BraronornoTuTenb,
W3BEKUTE BEPXHIOK TECT-
nonocky ETEST 13 ynakosku
NMUHLETOM UI aHanorM4HbIM
YCTPOWCTBOM.

Cpasy nocne ncnonb3oBaHUA HageHbTE KPbILLKY Ha KapTpuaK (B NpaBUnbHOM
NOMNOXEHUN) N XpaHUTe ero, kak ykasaHo B pasgene YCIOBUA XPAHEHUA
N CTABUINIbHOCTbD.

054384-01
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MHCTPYKUUA MO NPUMEHEHUIO

lMpuroToBneHue cycneHsmm n noces

1. [osepuTte cpeny un Tect-nonockn ETEST o komHaTHOM TemnepaTypbl.

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

3. [lloaroToBbTE CYCMNeH3unto: CyCneHanmpynTe XopoLULo U30NMPOBaHHbIE KONTOHMU, BLIPOCLLME Ha YallKe C arapom
B Te4eHne Houun. [Ins MMKPOOPraHM3MoB CO CIOXHBLIMU MUTATENbHLIMW NOTPEBGHOCTAMM, TaKUX Kak MHEBMOKOKKH,
CTPENTOKOKKMN, FOHOKOKKM, aHaapobbl n Haemophilus spp., nCNonb3ynte CycneH3nto, NpUroToBneHHyto B GynboHe
B TeyeHne 15 muHyT. Y6eauTech B Hanmm4mMm B NOCEBHOW CycneH3un npaBunbHoro konmdectsa KOE/mn
(konoHneobpa3syoLLasn eanHMLA) OTHOCUTENBHO COOTBETCTBYIOLLEro cTaHaapTa no wkane McFarland. [JaHHbIA nyHKT
0COBEHHO BaxkeH AN MUKPOOPraHM3MOB CO CMOXHBIMU MUTATENbHLIMW NOTPEOHOCTAMM, N CIIN3NCTBIX KOMOHWUIA
MWKPOOPraHn3MoB. [pu npaBunbHOM NPUroTOBMEHNM CYCNEH3UW NOCNe KyNbTUBNPOBaHNS AOMMKEH ObIiTb NonyyeH
CMNIOLUHON MIN MPaKTUYECKUN CMIOLLHOW POCT Ha NMOBEPXHOCTM CPeAbI.

4. CrtaHpapTbl MyTHOCTU Mo wKane McFarland He rapaHTUpyOT NpaBUNbHOIO KONMYECTBA XU3HECTOCOOHbIX BakTepuii B
cycneHsun. HeobxoamMmMo nNpoBoANTbL PerynspHbIA NOACHET KOMOHWI ANsi NPOBEPKM TOro, obecneyvBaeT nm
ncrnonb3yemas MeToAuKa noceBa Nosy4YeHne Hy>KHOro Konm4yecTBa XM3HecnocobHbix 6aktepuin (B KOE/mn). CmoTtpute
pasgen KOHTPOIIb KAYECTBA.

5. BbINonHuTe Noces: OKyHUTE B MOCEBHYIO CYCMEH3NI0 CTEPUIbHBIN, HETOKCUYHBIN U HE CIULLIKOM TYTrO CKPYYEHHbIN
TamnoH. YaanuTe nabbITOK XXUOKOCTW, NMPUKaB TaMMoH K BHYTPEHHEN NMOBEPXHOCTU CTEHKM Npobupku. YaanuTte 6onbLue
XUOKOCTK, KOrAa AenaeTcs NoceB Ha Yawky anaMmeTpom 90 MM, 1 MeHbLUE NMpu 3aceBaHnu Yawku gunameTpomM 150 mm.
TwaTtenbHO pacnpegenvTe CyCneH3unio No NOBEPXHOCTH arapa WTpuxamn B TpeX HanpaBreHnsX, Kaxabln pa3
noBopaumBas 4allky Ha 60 rpagycoB, 4TobObl 06ecneunTb paBHOMEPHOE pacnpeaeneHme NnoceBHOro Mmatepuvana. B
KauecTBe ansTepHaTVBbl MOXHO UCMONb30BaTh NHoKynsTop RETRO C80™ ans adhdeKTMBHOro pacnpeaeneHus
MOCEBHOW CYCMEH3UN No NOBEPXHOCTM arapa (puc. 3) (MHCTPYKLUMKU CM. B PYKOBOACTBE NOMb3oBaTens MHOKynsaTopa
RETRO C80™). daiTe n3bbiTky Bnary ancopbupoBaTbes B TedeHne 15—-20 MUHYT, Tak 4ToBbl NOBEPXHOCTL Gbina
MOJIHOCTbIO CyXOW Nepen HaHeCeHueM TecT-NosIocok ¢ rpaaueHTom ETEST.

Puc. 3

Moces Ha yallKy ¢ arapoM ¢ NOMOLLbI0 MHokynsTopa RETRO C80™

HaHeceHune TecT-NONOCOK 1 MHKybauus
1. Y6eautech, 4TO 3acesHHas NOBEPXHOCTb arapa NosiHOCTbIO CyXasi.
2. Ortkponte ynakoBky ETEST, kak ykasaHo B UHCTPYKLMU MO BCKPLITUIO 1 paboTe ¢ TECT-NOMNockamMm.

3. Tecr-nonockn ETEST MOXHO HAHOCUTb Ha 3acesHHY0 NOBEPXHOCTb arapa C MOMOLLbK PYYHOro annnukatopa
[Mini Grip-It, BakyymHoro nuHueTa NEMA C88™ (puc. 4), nMHUETa unv Apyroro aHanormyHoro ycrpoiicteal nnéo
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aBTOMaTMyeckoro annnukatopa SIMPLEX C76™ (puc. 5). PasmecTtute Tect-nonocky ETEST wkanon MUK sBeepx
(Mo HanpaBneHWIO K KPbILLKE YallKW) U MakCMMarnbHOW KOHLEHTpaumen bnvke K kpato valuku (puc. 4 n 5).

I~

Low \

&
S

Puc. 4

Puc. 5

HaHeceHnue TecT-nonockn ETEST Ha noBepxHOCTb
arapv3oBaHHOM cpefbl C MOMOLLBIO BaKyyMHOIO NyHLETa
NEMA Cc88™

HaHeceHnue Tect-nonockn ETEST Ha noBepxHOCTb
arapusoBaHHOW cpefbl C MOMOLLbIO aBTOMaTUYECKOTO
annnvkatopa SIMPLEX C76™

4. MOXHO Mcnonb3oBaTh WabMoH Anst oNTMMarnbHOro noMmelleHust Tect-nonocok ETEST paBHoyganeHHo apyr ot

Apyra B yaluke ¢ arapom. B ogHon yawke gunametpom 150 MM ¢ arapom MOXHO pa3MecTUTb A0 LIECTU TECT-NOMOCOK
ETEST (puc. 6a), a B ogHon Yawke guametpom 90 mm ¢ arapoM — A0 AByX (puc. 66). s MukpoopraHm3moB
C OXMOAEMOW BbICOKON YyBCTBUTENBHOCTBIO UCMOMNb3yNTE MEHbLLE TECT-NOMOCOK Ha Yallke agnameTpom 150 mm

1 TOMbKO OAHY TECT-MOMOCKY Ha Yaluke agnameTpom 90 MMm.

Puc. 6a.

LLlabnoH Ans 6 TecT-Nonocok B Yaluke AguameTpom 150 Mm

Puc. 66.

LLlabnoH Ans 2 TecT-nonocok B Yaiuke avametpoM 90 Mm

5. Heobxogumo y69}:|,VITbCF|, YTO TECT-NOSIOCKa MOSIHOCTLIO NpUeraeT K NOBEPXHOCTU arapa. He cneagyet pasmelLaTb

TECT-NOJIOCKY B NepeBEepPHYTOM MONMOXEeHUN, TaK Kak annunc VIHFVI6VIpOBaHVIFI He 06pa3yeTc9|, NOCKOIbKY aHTUOMOTHUK

He MOXET MPOHUKHYTb Yepes HEMOPUCTYIO MIAaCTUKOBYIO TECT-NONOCKY. Mpy HEOGXOAMMOCTM MOXHO yAanuTh
BO3AYLUHbIE MOMOCTU, BUAMMbIE NMOA TECT-MONOCKOM, OCTOPOXHO HAXKMMas Ha TeCT-NMOJSIOCKY (He ABWUrasi ee) KOHYMKOM
annnukaTopa Unu NMHLETOM, MNPy 3TOM HanpasreHne OBVKEHNS! OOMMKHO BbiTb OT MUHUMATbHOM KOHLEHTPaLMK
K MakcvumarnbHoi. ManeHbkue nysblpbky He BIUSAKOT HA pesynsTaThl TecTupoBaHus. Mocne HaHeceHns TecT-
NONOCKY HeNnb3sl CABUraThb, MOCKOMbKY MPOMCXOAUT MIHOBEHHOE BbICBOGOXAEeHUe aHTMOMOTHKa B arap.

6. KynbTMBMpOBaTb Yallky C arapoM criefyeT B NEPeBEPHYTOM MONOXEHWUU (KPBILLKOW BHK3), NOCTaBMEHHbIMU APYT Ha
[pyra, HO He Boree 5 yallek, B COOTBETCTBUM C YCTIOBUAMM, NPUBEOEHHbIMI B PYKOBOLCTBE HIXKE.

Tabnuua 1. YkasaHua no BbIOOpPY NUTaTeNbHbIX cpea, NOAroToBKe NOCEBHOro MaTepuarna v KynsTUBUPOBaHUIO

Mpynna ArapusoBaHHast MoceBHoW MaTepuan KynstuempoBaHue
MVKPOOPraH13MoB nuTaTensHas cpega D
MuTatensHas cpega @ | NMoOTHOCTb (MO Temnepatypa
6) e LKane ( (ﬂp:c)yp ATtmocdepa Bpewms (4achl) B)
McFarland)
A3pobbl Mionnepa-XuHTtoHa 0,85 % NaCl (nnn 0,5 +35°C OkpyxatoLas 16-20
conesoli pacTeBop) cpena
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Ipynna ArapusoBaHHast MoceBHoW maTepuan KynstuBmpoBaHve
MVKPOOPraH13MoB nuTatenbHas cpeaa e —
MutatenbHas cpega @ | nnoTHocTb (Mo Temnepatypa
A B 8)
6) LKane (£2°C) TMocdepa pemsi (4achbl)
McFarland)
AHaspobbi 7 Arap Brucellac 5 % BynboH ans Brucella 1 +35°C 80-85 % Ny / 24-48-72
KpoBw, BuTammHom K | unu 6ynsoH Mionnepa- 5-10 % CO, / B 3aBMCUMOCTY
(1 MKr/MT) U reMrHOM XuHTOHa (Mnn BynboH oT BMAA.
0,
(5 mkr/mn) LWennepa + ButamuH K 10 % H; Heobxoanmo
3) noaTREPANTL
BCE pe3yrnbrarthl
onpepeneHns
YYBCTBUTENBHOC
71 (S/1) yepes
48 yacos.
MpymeyaHus:

.

.

a) bbino yctaHoOBNEHO, YTO CycneH3nanbHbIn pactBop (Homep no katanory V1204) comectum ¢ ETEST.

©0) Bbbino yctaHoBneHo, 4to Schaedler Broth + vit. K3 - Schaedler Broth + vit. K3 - LLlegnepa 6ynboH ¢ BUTaM1HOM
K3 (Homep no katanory 42106) coBmecTtum ¢ ETEST.

B) Y6eauTech, 4TO Yallka C arapoMm KyrnbTMBMpOBanach B TeHEHNE PEKOMEHO0BAHHOMO Nepnofa BpeMeHN, npexae
YeM CHUMaTb NokasaHusl, 0COBEHHO B Crlyyae 3amMmeASIEHHOro NPOSIBIIEHUST YCTOMYMBOCTU Y MEANEHHO PacTyLLUX
NPUXOTANBBLIX MUKPOOPraHN3MOB.

r) Ons obnuratHeix aHaspoboB cneayeT y6eamTbes, YTO Ha NPOTSHKEHUN UCCNEA0BaHNSA NOAOEPKUBAIOTCS
aHaapobHble ycnosus. HE CMELLUMBATb.

PE3YNbTATbl U UHTEPMPETALIUA

YyeT pe3synsraToB

Korga poct 6akTepuii xopoLuo 3aMeTeH, cunTaiTe 3HadeHne MUK B mecTe, roe annunc uHrmbrpoBaHus nepecekaeT
TecT-nonocky. KoHeuyHble 3HaveHuss MUK B metone ETEST 0ObI4MHO YETKO BbIpaXKeHbl, HO MOryT HabnogaTbca

1 pasnuyHble KapTuHbI pocTa/vHrndupoBaHusa. CM. unnoctpaumm Hmke (puc. 7, 8 n 9).

He yuntbiBanTe pesynsraThbl, €CMM KynbTypa BbIrMAAUT CMELLaHHOW U ecrin pocT B6akTepuii o4eHb
He3HauYUTENbHbIN UMK CIINLIKOM rycTon. MNoBTOpUTE TECT.

[ns 6akTepuumaHbIX NpenapaTtoB, TakMx Kak 6eH3UNMEeHNLUNIMH, KOHeYHoe 3HadveHne MUK cnegyet yumTbiBaTh

B MeCTe MOSHOro MHrMbnpoBaHns pocTa. [ToMyTHEHUE 1 MakpO- M MUKPOKONIOHUM B Npeaenax 3 MM OT TecT-
MOMOCKM criefyeT y4YnTbIBaTh Kak pocT.

PocT BOonb Bcero rpagneHTa (OTCyTCTBUE 3nnunca MHrMbnpoBaHns) o3HayaeT, 4To 3HaveHne MUK Bbilwe nnm paBHo
HaVBbICLLIEMY 3HAYEHMIO Ha LuKarne. SNNuUnc UHMIMBMPoBaHKSA HUXKe rpaaneHTa o3HadaeT, YTo 3HaveHre MUK Huxe,
YeM Hanbonee HM3KOEe 3HaAYeHWe Ha LKane.

M36biToyHasa Bnara B Yallkax nepes noceBoM, HEAOCTATOYHO BbICYLLUEHHAsA NOBEPXHOCTb Nepes, HanoXeHneM TecT-
NOMOCOK /M HEPaBHOMEPHO 3aCesHHbIE LUTPUXOM MOBEPXHOCTW MOTYT NPUBECTU K OTCYTCTBMIO CMIOLLHOIO pocTa
unu 3ybyatbiM Kpasm annunca. [MosTopuTe TECT, ecnn y4YeT KOHeYHbIX nokadatenen MUK saTtpyaHeH. B cnyyae
HepoBHbIX nepeceyeHnin MUK ¢ nonockon yunteiBante 6onbluee 3HadeHne. Ecnv passegeHun > 1, noBTopuTe TECT.
[ins To4yHOro onpeeneHns KoHeYHbIX 3HaveHnin MUK ansa sHTepoKOKKoB 1 doy306aKTepUIn HaKMOHUTE YaLlKy n/unm
NCNONb3ynTe yBENMYUTENLHOE CTEKIO.

B cnyyae TyHHenbHOro pocta npeHebperaniTe TOHKOW NIMHWEN pocTa BAOSb TECT-MOOCKU.
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Puc. 7 Puc. 8

S. aureus E. faecalis B. thetaiotaomicron
ATCC®29213™ ATCC®29212™ ATCC® 29741™
MWK = 0,38 mkr/mn MWK = 1,5 mkr/mn MWK = 24 mkr/mn
UHTepnpeTtauus

[ns nHtepnpetaummn 3HaveHmn MUK, nonyyeHHbix ¢ nomollbio metoga ETEST, MOXHO nonb3oBaTbCA NOPOroBbIMM
3HadyeHnsmu MUK onsa onpegeneHvs kateropuii MHTepnpeTauumn, onybnmkoBaHHbIMY YNpaBneHem no KOHTPOro
KayecTBa NMLLEBbIX NPOAYKTOB 1 nekapcTBeHHbIx cpeacts (FDA)/CLSI, EUCAST w/unu Balwumm HaumoHanbHbIiM
KOMUTETOM.

TekyLine norpaHuYHble 3HaYeHUsi NpyMBeaeHbl Ha Taknx Beb-canTax: https://www.fda.gov u/vnuhttps:/clsi.org n/vnu
www.eucast.org.

Byay4yun nonHocTblo kKonnyecTBeHHbIM meTogom onpeaenexdus MUK, ETEST naet BoamoxxHOCTbL nabopaTtopumn
cooOWnTL TouHble 3HaveHnst MUK BmecTe ¢ kateropuent nHtepnpetauun. ETEST onpegensiet 3Havyennss MUK no
HenpepbIBHON LLKarne 1 MoOXeT Noka3aTb pe3yrbTaThbl B MPOMEXYTOYHOM MOMOXEHUN MeXAy TPpaauLUMOHHBIMU
OBYKpaTHbIMUK pa3BeaeHusaMu (B nonpassefenus). Ecrniv saHadeHne MUK no metoany ETEST HaxoauTtes mexay
CTaHAapTHbIMW ABYKPaTHbIMU pa3BedeHnsiMU, TO ero crnegyeT OKpYIMuTb A0 Grnvkaiiiero BepXHero 3HavyeHus
[OBYKPATHOrO pa3BeAeHUs Nepea TeM, Kak KaTeropusnpoBaTth.

lMpumep nopozosbix 3HadeHuli MK EUCAST (mka/mn):

S
1
HyscmeumernsHocmb npu R
HysecmeumenbsHocms npu -
cmaHdapMmMHOM pexume - Yemou4yusocms
ysenuyeHHoMm 8o30elicmeuu
0do3uposaHusi
<0,06 0,12-1 >2

MWK 1 mkr/mn no metogy ETEST kaTeropuavpyeTcsi Kak YyBCTBUTENbHOCTb NpW yBenu4yeHHoM Bo3aencTemn (1), B To BpeMs kak
KOHUeHTpauus 1,5 okpyrnsetcs Ao 2 MKr/MI 1 KaTeropusnpyetcs kak yctondmeocTtb (R).

KOHTPOJ1Ib KAYECTBA

UT06bI NpoBepUTL paboune xapakTepucTukn Habopa peareHToB ETEST, kauyecTBO cpef, NOCEBHOro Matepuana

1 UCMonb3yeMblx npoueayp, NPOTeCTUPYTe WTaMMbl Ans KOHTpons kavecTtsa (KK), npuBedeHHble B criedytoLlen
Tabnuue. PeareHTbl 1 UCMOMNb3yeMble NPOLEAYPbl CYATAIOTCA YAOBNETBOPUTENBHBIMM, €CNU NOSyYeHHble 3HadYeHns MK
COOTBETCTBYIOT CMEAyOLWUM crneLuduKkaLmMsamM KOHTPOS KavecTsa:
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MWK AHTUMMNKPOBHOIO KOO LUTAMMBbI ONA KK ETEST ONAMA3OHbBI MUK OJ1A KK ETEST (mkr/
MPEMAPATA (Mkr/mn) MIT)
BeH3NUnneHMLMnnnH PG S. aureus ATCC®29213™ 0,25-12)
0,016-256 E. faecalis ATCC® 29212™ 1-4 0
B. thetaiotaomicron ATCC® 29741™ 8-320)
MpumevaHus:

» a) NCCLS M7A2: Performance Standards for Antimicrobial Susceptibility Testing, 1991 (CtangapTsl
NPOU3BOANTENBHOCTU ANS TECTUPOBaHUS aHTUMMUKPOOHOW YyBCTBUTENBHOCTM, 1991 T.)

+ 6) CLSI M100: Performance Standards for Antimicrobial Susceptibility Testing, 29t Edition (CLSI M100.
HopmaTuBHble Noka3aTenu TeCTUMPOBaHNSA aHTUMUKPOBHOWN YyBCTBUTENBLHOCTH, 29-e nsfaHue).

Pesynbrathl aHanv3a nauveHTa He cnegyet coobuats, ecnu pesynstatel KK BbIXOAAT 3a npeaenbl yTBEPKAEHHbIX
3HadyeHnn KK. Yactota nposeperusa KK gomkHa yctaHaenmeaTbCs kaxaon nabopartopuent MHAMBUAYanNbBHO.
PykoBogsLive NnpuHUmMnbl NpeacTaBreHbl B JOKYMEHTaxX Mo onpeaeneHunto YyBCTBUTENbHOCTY K aHTnbunotukam CLSI
cepwit MO7, M11 1 M100." 2.3

Mpegenbl 3HayveHun ana KK metopa ETEST moryT otnuyatbes ot cneumndmkaumin CLSI u (unn) EUCAST B HEKOTOpbIX
cnyyasx.lMpepensl 3HaveHuin ona KK metoga ETEST ocHoBbIBatoTCA Ha 00LwmMpHON 6ase, cobpaHHON Npu KOHTPOSbHOM
TEeCTUPOBaHMM BONbLLIOIO YMCHa Cepuin PpeakTMBOB B TEYEHME HECKOMbKMX NET, U BKIOYAOT AaHHbIE MHOMOLEHTPOBbIX
nccrneaoBaHui.

Ecnu 3HaueHua MUK B oTHoweHun wtammoB Anst KK HaxoasTca Ha nonpassegeHns Huke HukHero npegena KK, mx
crnegyeT OKpyrnuTb A0 Grvbkaniero BepxXHero 3Ha4eHnst BYKpaTHOroO pa3BefeHns nepeq TeM, Kak yCTaHOBUTb
cootBetcTBMe KK. NMonobHeim o6pasom, ecnm 3HaveHna MUK HaxogsaTca Ha nonpasBefeHus Bbille BEePXHEro npegena
KK, nx cnegyet cuntatb HecooTBeTcTBYytoWMMN KK.

HeobxoavMo NpoBoAWTL pPerynsipHbli NOACHET KOMOHMWI Ansi NPOBEPKU TOro, o6ecneynBaeT v norny4eHHast NoTHOCTb
CYCMEeH31N NOCEBHOIO MaTepuarna nosly4yeHme 40CTaTOMHOrO KONMMYEeCTBa XM3HeCrnocobHbIx Gaktepuii B KOE/mn.
MpurogHbI MaTepuan Ana nocesa Aact NpubnuamTensHo ot 1-5 x 108 KOE/mn.

CrtaHpapTbl MyTHOCTM no wkane McFarland He rapaHTUpyOT NPaBUNbLHOrO KONMYECTBa XXU3HECNOCOOHbIX
6aktepun B KOE/mn.

OXWOAEMbBIE PE3YIbTATbI

YpoBHM YyBCTBUTEJIbHOCTU K aHTNbmnoTnkam ans Pa3nn4yHbIX O1onornyecknx I'IOI'IyJ'IHLl,VIVI 6aKTepm7| Oonblue HeBO3MOXHO
npeackasatb B CBA3WM C NPOrpeccmMBHbIM pa3BUTUEM yCTOVI‘-IVIBOCTVI. |_|03TOMy na60paTopm| OO0JMKHa Nonb30BaTbCA
OXungaemMbiMn pedyrnbratamm MWK paznnyHbix aHTNMBMOTUKOB ANs pedepeHTHbIX LUTAMMOB KOHTPOMS Ka4yecTBa, 4YTOObI
obecneunTb COOTBETCTBME TEXHUKN TEeCTUpOBaHUA HeobxoanMbIM Tpe60BaHVIF|M M pa3yMHYH TOYHOCTb noJfty4aeMblIX
KIMNUHNYECKNX pe3yrnbraToB.

PABOYUNE XAPAKTEPUCTUKUN

Pabouvne xapaktepuctukn ETEST gna 6eH3unneHnumnnmuHa 6binm yCTaHOBMNEHbI C UCNOMb30BaHNEM CPaBHUTENBHBLIX
oLEeHOK. OTn ncecnegoBaHns nokasanu, 4to MUK no metogy ETEST PG koppenvpytoT ¢ pedepeHTHbIMM MeTogamm
CLSI M07" nu M113. Meton ETEST cuutaeTcs no cyliecTsy akemeaneHTHbIM MeToaam CLSI, koraa aHadeHns MUK us
06eunx npouenyp nokasbiBatoT norHoe cooteetcTere (EA) = 90 % B npepenax = 1 passegeHus.

Paboure xapakTeprcTuKkn NpuBeaeHbl HAXE:

MwkpoopraHuam Lrammbl (N) % monHoro cooTBeTcTBMA (EA) @)
pamnonoxuTenbHble a3pobbl 497 96
AHaapobb 0): &) 495 94

MpumevaHus:

* a) EA — % 3Hauyenun MUK B npepenax + 1 pasBeaeHns pechepeHTHOro Metoaa.

* 6) EA <90 % cnyXvT npoTMBOMNOKasaHWeM Ansi TECTUPOBaHUS Ha CrneayroLlwemM MUKPOOopraHnsme:
Fusobacterium spp. (EA 84 %, 31/37 wrtammoB). OgHako, AaHHbIE LWTaMMbl OblfIN NOMHOCTBIO YyBCTBUTENbHLIMU, U
cornacoBaHHOCTb kaTteropum coctasnsana 100 %.

» B) CnocobHoctb ETEST Benzylpenicillin k onpeaeneHunio ycTon4MBOCTY CNeayoLWwmMX MUKPOOPraHN3MOB HEN3BECTHA
n3-3a HeocTaTka YCTOMYMBbLIX LUTAMMOB, OCTYMHbIX BO BPEMS! BbINOSHEHMSI CPaBHUTENbHOIO TECTUPOBAHUS: PO,
Clostridium.
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BAXHbIE 3AMEYAHUA

1. WHorga HekoTopble KOMBMHaLMKM B6akTepym n aHTMOMOTUKA Aal0T HEeOXMAAHHbIe pedynbraThl. B Takux cnyyasx
MaroonbITHOMY NepcoHany 6yaeT CNoXXHO NPUHATb peLLeHne No KoHeYHoMy 3HadeHnio MUK, OgHako, 4TobbI
Hay4YuTbCs MPaBUIbHO ONpeaensTe KoHeYHble 3HadeHns MUK, coTpyaHuKn MOryT NpakTUKOBaTbLCS, perynsapHo
ncnonb3ys peepeHTHbIE LWTaMMbl U CpaBHUBASA CBOK paboTy ¢ pesynsratamm KBannduumpoBaHHbIX paboTHMKOB.

2. Kak u Bce aaHHble AST, pesynbratel ETEST sBNs10TCS TONBKO 3HAYEHUAMU in Vitro 1 MOryT yKa3biBaTb Ha
NOTeHLManbHY YyBCTBUTENBHOCTb MUKPOOPraHn3MOB in vivo. Micnonb3oBaHne pesynsraToB nNpu BbiIbope neveHns
OOMKHO ObITb €QVHONMYHBIM PELLEHNEM 1 OTBETCTBEHHOCTBLIO Nevallero Bpaya. OH AOMmKeH NpUHUMaThL BO
BHUMaHWe MeMLMHCKUIA aHaMHE3 1 BCIO U3BECTHYIO MHAPOPMAaLIMIO O NauueHTe, dapMakoKMHETUYeCKme
1 hapmMakoAmMHaMU4ecKkne CBOMCTBA aHTUBMOTUKE N KITMHUYECKMI ONbIT NeYeHUs AaHHbIM NpenapaToM UHMEKLNN,
BbI3BaHHbIX KOHKPETHbIM BakTepuanbHbiM naToreHoM. Takke crnedyeT yuuTbiBaTb TUM @aHTUOMOTMKA, [03Y U PEXUM
[03VPOBaHus.

3. [nsa nony4eHns JONONHUTENLHON MHPOPMALIMN O KOHKPETHBIX OFPaHNYEHUsX B MHTEpnpeTauumn pesynsratoB u/mnm
OrPaHNYEHNAX KIMHNYECKOro UCNOMNb30BaHUS aHTUOMOTHKA B pa3nnyHbIX TepaneBTUYECKUX CUTYyaumnsix CM. Tabnuupl
1 CHOCKM Ha cTanaapTbl nHTepnpetaumn MUK B nocneaHux sepcusix pekomengaumn EUCAST nnu gokymeHtos CLSI
Mo onpefeneHnio YyBCTBUTENBHOCTM K aHTMBMOTUKaM ANs Npoueayp passeaeHus (cepuit MO7, M11 u M100).1.2. 3.4

YTUIU3ALNA OTXOA0B

yTI/IJ'IVI3I/IpyI7ITe MCnonb30BaHHbIE N HENCNOJb30BaHHbIE peareHThbl, a Takke KOHTaMUHUPOBAHHbIE pacXodHble Matepuanbl
B COOTBETCTBUU C Tpe6OBaHI/I$|MI/I, npeabasndaeMmbiMn Ana ytmnmsaudmmn VIH(*)eKLWIOHHbIX martepunanos.

Kaxxpgas na6opaTopMﬂ obsizaHa o6pau.|,aTbc;1 C Nony4yeHHbIMM OTXo04aMWM U CTOKaM B COOTBETCTBUM C UX TUNOM U
CTeneHb ONacHOCTU, a TakxXe 06pa6aTbIBaTb N yTunm3npoBaTb NX B COOTBETCTBMU C YCTAHOBITIEHHbIMU NpaBuiamMn u
HOpMamMu.

CIMNMUCOK JIUTEPATYPbI

1. CLSI M07: Methods for Dilution Antimicrobial Susceptibility Tests for Bacteria That Grow Aerobically (Latest edition)
(CLSI MO7: MeTtoabl NpoBefeHNsi TECTOB Ha OnpeaereHne YyBCTBUTENbHOCTU aspobHbIx 6akTepumii K
aHTUMKKPOOHbBIM MpenapaTtam nyTem pasBedeHns (nocnegHee nsgaHue)).

2. CLSI M100: Performance Standards for Antimicrobial Susceptibility Testing (Latest edition) (CLSI M100.
HopmaTtuBHbIe NoKka3aTenu TeCTMpOoBaHUS aHTVMUKPOOHONM YyBCTBUTENBHOCTYM (NOCReAHee n3gaHue)).

3. CLSI M11: Methods for Antimicrobial Susceptibility Testing of Anaerobic Bacteria (Latest edition) (MeToab!
TECTUPOBAHWUS aHTUMMUKPOBHOW YyBCTBUTENBHOCTN aHasapoOHbIX BakTepuin (nocneaHee n3naHue)).

4. EUCAST: European Committee on Antimicrobial Susceptibility Testing (Latest edition).

TABJIMLA CUMBOJIOB M OBO3HAYEHUIA

CumBon O603Ha4eHne

Howmep no karanory

MeguumHckoe nsgenve ans
OWNarHoCTUKW in vitro

M3rotoBuTEnb

TemnepaTypHbIi AMana3oH

Vicnonb3oBaTtb A0

Kog naptum

3anpet Ha NOBTOPHOE MPUMEHEHMNE

Cpok XpaHeHUsi Mocre BCKPbITUS

SN @ E I~k EE

Ob6paTnTechb kK UHCTPYKLMKN NO
NPUMEHEHWIO
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CumBon O603Ha4eHne

CoaepXMmMoro 0CTaTouHO A4S
npoeegeHnsa n-konm4yecTtea TeCToOB

M [ata narotoeneHus

OrPAHUYEHHAA TAPAHTUA

KomnaHus bioMérieux rapaHTupyeT, 410 paGoqme XapakTepucTukn oaHHOro n3aenna CooTBeTCTBYHOT YKa3aHHOMY
npeagycMoTpeHHOMY Ha3Ha4YeHUo B Te4eHMne BCero CpokKa akcniyaraumm npm ycnosumn, 41o CTporo cobntogeHbl Bce
npouenypbl N0 UCNOMb30BaHUIO, XPAHEHUIO U o6pa60TKe n Mepbl Ge3onacHoCTH, Kak I'IO,D,p06H0 N3NO0XEHO B UHCTPYKLUAX
no 3Kcnnyartauunn.

3a ncknoYeHem BbilleyKasaHHbIX CrlyYyaeB, KomnaHus bioMérieux He AaeT HUKaKMX rapaHTuii, B TOM Yncne
noApasymMmeBaeMbIX rapaHTVin TOBapHOrO KayecTBa 1 rapaHTUI COOTBETCTBUS NpeanonaraeMomMy UCMONb30BaHUIo, U He
[aeT HMKakmx 06a3aTensbCeTs, B TOM YNCTE SBHO BblPaXeHHbIX, NoApasyMeBaeMbliX Uy KOCBEHHbIX, B OTHOLLEHUN
MCMONb30BaHUA Kakoro-nMbo peareHTa, NporpaMMHoro obecneveHus, npubopa n pacxodHbIX MaTepunanos (aanee —
«Cucrtemay), OTAIMYHOIO OT yKa3aHHOIo B MHCTPYKLUMSIX MO KCyaTaLuun.

NCTOPUA NEPECMOTPOB

Kateropuu TnoB nsameHeHumn

H/M He npumenumo (nepBoe usganve)

KoppekTypa WcnpasneHve owmnbok B AOKYMeHTaLmm

TexHuyeckne [obasneHune, nepecmMoTp W/unu yaaneHue kacarLuencsa npogykra nHgpopmaumm
N3MeHeHus

AAMUHUCTPATUBHbIE BBeaeHune nsmeHeHUi HETEXHMYECKOro XapaKkTepa, 3acny>Kv1BatoLLnx BHUMaHWSA
N3MEHEeHNs nonb3oBarens

lMpumeyaHue. HesHadumernbHble munozpagckue, 2paMMamuyecKue USMEHeHUs U U3SMEeHeHUSs 8
hopMamupogaHUU 8 UCMOPUIO EPECMOMPO8 HE 8KITHOYEHbI.

[arta Bbinycka Howmep Bepcumn Tvn n3ameHeHunn O630p n3MeHeHun
2021-01 052371-01 [NepBoe nsgaHue H/M

[nsa nonyyeHns TEXHNYECKOW KOHCYNbTaL MM 1 Nogaepkkn npocbba obpallaTbesi K yNOTHOMOYEHHOMY NMPeACTaBUTESNIO
npou3BoauTens Ha TeppuTtopumn Poccuiickon ®epepaumm:

000 «6rnoMepbe Pyc»
Appec: Poccus, 115230, Mocksa, 1-bi HaratuHckumn npoesa, a. 10, ctp. 1
Ten./cakc: +7 (495) 221 10 79
TenedoH ropsauen nuHum: 8 (800) 250 10 79

e-mail: info.russia@biomerieux.com

Beb-canT: www.biomerieux-russia.com

B cny4ae BbisiBrieHnsi No604HbIX AEWCTBUM, HE YKa3aHHbIX B MHCTPYKLMM MO NPUMEHEHUIO UM PYKOBOACTBE MO
aKcnyatauum MeaMUMHCKOTO M3Aernusl, HexenaTenbHbIX peakuuil Npu ero NpUMeHeHM, 0CobeHHoCTe
B3aUMOAENCTBUS MEOULMHCKUX U3AENUA Mexay coboi, (pakToB 1 0B6CTOATENLCTB, CO3AAOLMX YTPO3Y KU3HUA 1
3[0POBbI0 rpaxaaH N MEAULIMHCKUX PaBOTHMKOB NpY MPUMEHEHUI 1 SKCIyaTauum MEAULIMHCKUX N3Oernuii,
HeoBXoAMMO HanpaBuUTb COOGLLEHME, CoaepKallee ykasaHHble cBeaeHus, B GefeparnbHyto cryxoy no Haasopy B
chepe 3apaBoOOXpaHEHNS B COOTBETCTBUN C AEMCTBYIOLMM 3aKOHOAATENbCTBOM.

BIOMERIEUX, norotun BIOMERIEUX, ETEST, Tect-nonocka ETEST, NEMA C88, RETRO C80 n SIMPLEX C76
SIBMNSIOTCA MCMONb3yeMbIMU, 3apPErMCTPUPOBAHHLIMU U/UIN HAXOASLWMMUCS B NPOLIECCE PErNCTPaLMN TOBAPHbLIMMA
3HaKamu, NpuHagnexawimm komnaHmm bioMérieux, OAHON N3 AOYEPHUX UM BXOASALLMX B €€ rpynny KOMNaHWM.
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ETEST® Benzylpenicillin (PG) (0.016-256 pg/mL) 052371 - 01 - 2021-01 -ru

CLSI aBnsetca ToBapHbIM 3HakoMm, npuHaanexawwmm Clinical Laboratory and Standards Institute, Inc.

ToBapHbIN 3Hak 1 ToBapHoe nma ATCC, a Takke niobble Homepa no katanory ATCC — ToBapHbIe 3HaKn KOMNaHum
American Type Culture Collection.

EUCAST o3Ha4yaeT EBponeincknii KOMUTET MO TECTUPOBAHUIO YyBCTBUTENBHOCTM K aHTUMUKPOOHbIM Npenaparam. 311
AaHHble 6biny npepoctasnensl EUCAST Ha 6e3B03Me3iHOM OCHOBE M A0CTynHbl Ha caTte EUCAST: www.eucast.org.
ABTopckune npasa Ha Hux octatotca y EUCAST. Pekomenaaummn EUCAST vacTo obHoBnsioTCS. VX nocnegHue Bepcumn
[OCTynHbI Ha Beb-canTte www.eucast.org.

[pyrue HasBaHWs 1 TOBapHbIE 3HaKW NPUHAAEXaT MX 3aKOHHbIM BnagenbLam.
dotorpacuu: bioMérieux SA
[ns nonb3osaTtenen B EBponerickom Cotose (pernameHT (EU) 2017/746) n cTpaHax ¢ aHanornyHbiMyu TpeboBaHnsamMu: B

cny4ae cepbe3HOro nNpoucLLECTBUSA BO BPEMS UCMOMNb30BaHNS 3TOr0 YCTPOWUCTBA UMK B pe3yrnbTaTe ero NCnosb30BaHus
coobwuTe 06 3TOM NPOM3BOAUTENIO 1 (UNN) €ro YNONMHOMOYEHHOMY NPEACTaBUTENNI, a TaKKe B HALMOHANbHbIA OpraH.

673 620 399 RCS LYON
o 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 0459



