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ETEST® Ceftriaxone (TX) (0.016-256 ug/mL)

Etest TX CEFTRIAXONE — E-TecT uedTprakcoH (Bblcokas KOHLeHTpauus) 256 IVD
(manee no tekcty ETEST, ETEST TX)

052411 - 01 - 2020-07 @

HA3HAYEHUE

ETEST — 3TO py4HOI KONMMYECTBEHHbI METO, ONpPeAerieHNst Y4yBCTBUTENbHOCTM K aHTUMUKPOOHbLIM NpenapaTtam
rpamoTpuLaTenbHbIX U rPaMMONOXUTENbHbLIX a3PObHLIX GakTepuii, U GakTepPUIA CO CROXHBIMU NUTATENbHBIMU
notpebHocTamMu. Cuctema COCTOUT U3 CTaHAAPTHOMO rpagueHTa aHTMOMOTMKA, KOTOPbIA UCMONb3yeTcst A1
onpeaeneHns MUHUManbHON MHIMbupytoLen koHueHTpaumn (MUK, BbipaKeHHON B MKI/MIT), pasnnyHblX aHTUMUKPOOHbIX
npenaparoB A5 MUKPOOPraHM3MOB NMOCPEACTBOM KyNbTUBUPOBAHWST HA MUTATENbHOM arape B TeYEHMEe HOYUN.

NOKA3AHUA K NTPUMEHEHUIO
MeTton ETEST TX MoxHO ncnonb3oBatb Ansa onpegenexqms MUK uedtprnakcoHa B OTHOLLEHMM CREeayOLWNX
MUWKPOOPraHNM3MOB:
* A3apobbi:
o pamoTpuuatensHblie aapobbl: Enterobacterales, Pseudomonas
o [pamnonoxuTenbHble asapobbl: Staphylococcus

» Streptococcus pneumoniae

nPMHUUN
ETEST npeacraBnseT cobor TOHKYH, UHEPTHYHO, Ale! B
HeMopwCTYyIo NNacTUKOBYIO TECT-NOMOCKY. Ha oaHy CTOPOHY Kon A8
TecT-nonocku (A) HaHeceHa Wwkana MWK B mkr/mn, a Ha AHTUMAKDOGHOTO |y a
< npenapata 256
APYryl — CTaHAAPTHbLIN rPagueHT aHTnbunoTuka. o 4
Korga TecT-nonocKy HaHOCAT Ha 3aCesiHHYH KyTsTYpOn b
MWKPOOpPraHn3ama noBepPXHOCTb arapn3oBaHHOW cpeapl, i
npeaBapuTenbHO COOPMUPOBAHHBIV FpadUeHT Weams MUK | § O—
KOHLIEHTpaLumn aHTMBMOTUKa HEMEOSIEHHO NPOHMKaeT (rasr/ian) |3 anTiMspOGHah
o K rpagueHT
B arap, a 3aTeM obpasyeT CTabunbHbIN, i3 P
HenpepbIBHbIN, SKCMOHEHUMANbHbIVA rpagnueHT gg
KOHLIEHTpaLMN aHTMONOTMKA HENOCPEACTBEHHO NOA TECT- "A'%g%
nonockon. lNMocne nHky6aumm, B pesynsrate KOTOpon o v
- 032
GakTepmanbHbI POCT CTAHOBUTCSI 3aMETHbIM, BOOMNb TECT- 023 b
MOMOCKN MOXHO YBMOETb CUMMETPUYHBIA 3Nnnmnc
nHrmbmposaHua. 3HadeHne MUK cuntbiBaeTca co Lwkansbl O6pasey, mecm-ronocku ETEST

B MKI/MM NpY NOMHOM UHrMBUpoBaHUM pocTta Gaktepuii
B MeCTe nepeceyeHnsi 3a0CTPEHHOro KOHLA annunca
C TECT-MOSIOCKON.

(6 3asucumocmu om rperiapama OOCleyI'IHbI pasfiudHble
wkKaribl cqumbleaHu;?)

HecmoTpsi Ha cxoacTBO € AMCKO-ANGdY3NOHHBIM METOLOM
(aHanornyHas npouenypa NPUroToBMneHNs MOCEBHOM
KynbTyphbl, BbIOOP NUTaTENbLHON CPpeabl U YCIOBUS
nHky6aummn), ETEST He sBnsieTcs AUCcKo-aAnddY3NOHHBbIM
METOOM U NOMHOCTBIO OTNMYAETCS OT 0ObIYHbIX AMCKOBbIX
MeToAoB. 'pagneHT KOHLEHTpaUUM aHTUMUKPOBHOIo
npenapata B ETEST npeaBaputenbHo chopMUpoBaH,
npegonpeneneH n ctabuneH, u He 3aBUCUT OT AMddy3nK.
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COCTAB HABOPA

MHaveumayanbHas ynakoeka: Kaxxpas TecT-nonocka CoaepXuT:
412301 30 TecT-nonocok * OuanasoH MUK uedtpuakcoHa: 0,016—256 mkr/mn

YnakoBKka Ha HECKOMbKO KapTpUmKen:
423772 * 10 KapTpuaXen, B KaXxgom no

10 TecT-nonocok 1 1 nakeTuky
BraronornoTuTens

e 1 KpbllKa

1 MHCTPYKUMA MOXET ObITb 3arpyxeHa c cavita www.biomerieux.com/techlib

HEOBXOOUMbIE MATEPWUAITbI, HE BKITIOYEHHBLIE B KOMIMJIEKT

MaTtepuanbi

» ObwenabopaTopHoe MMKpoburonornyeckoe obopyaoBaHme

* TamnoHbl (CTepUnbHbIE, HETOKCUYHBIE U HE CIINLLKOM MITOTHO CKPYyYEHHbIE) M MPOBUpPKK.

+ PyyHon annnukatop [Hanpumep, Mini Grip-It (Homep no katanory 411200), BakyyMHbIi nnHueT NEMA C88™ (Homep
no karanory 559804), nuHUET nnNx aHanorMyHoe yCTporcTBO].

* McFarland Standard — Habop ctangapTtoB myTHoCcTM Mak®apnaHaa (Homep no katanory 70900) unu emy
aHanorMyHbIi.

* WHkybaTop (+35 °C + 2 °C).

* MukpoopraHuambl Ans KOHTPONS KayecTsa.

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

+ Annnukatop SIMPLEX C76™ (mononHuTensHo) (Homep ro katanory 559802).

PekomeHayemble nuTaTenbHble cpeabl

[ns onpepeneHnst 4yBCTBUTENbHOCTU K aHTUMUKPOOHbLIM npenapaTtam (AST) cnegyet ncnons3osatb
BbICOKOK@4YeCTBEHHbIE Cpefbl OnpeaeneHHoro coctara, obecneynBaoLLme XOpoLUnin pocT (cM. Tabnuuy 1 B KOHLUE
pasgena «IHCTpYKUUsi Mo NPUMEHEHMIO» HACTOSILLErO BKNaabllla B ynakoBky). [Ins obecneveHns nonyvyeHmst TOYHbIX
1 focToBepHbIx nokasatenen MUK npogykums BbiIGpaHHOM TOProBOM Mapku AOMKHA MMETb XOPOLLYHO
BOCMPOU3BOAUMOCTb OT NapTuM K NapTuu.

YT1006bI npoBepuUTb Ka4eCTBO Cpeabl, npoBeanTe nccrnegosaHmne ¢ NOMOLLbIO NnoaxoaAaAmnx WTaMmMoB MUKPOOPraHM3mMoB
AnA KOHTPOA KadyecTBa. Cwm. BKnagbILl B YNakoBKYy, npegocTaBnsieMbli NPON3BOANTENEM Cpeabl.

Y6eauTecn, 4TO TonwmMHa arapa B vawke lMetpu coctaensiet 4,0 + 0,5 mm 1 umeet pH 7,3 £ 0,1.

NPEOOCTEPEXEHWUA U MEPbI NPEJOCTOPOXXHOCTU
* TonbKo ANsi AMarHOCTUKM in vitro.
* Tonbko AnsA npodeccrmoHanbLHOro UCNorb30BaHUsA. [JaHHbIN TECT NpegHa3HayYeH Ans NCNoNb30BaHNs
KBanMuLMpPOBaHHbIMU COTPYAHUKaMU nabopaTopum.
» Bcerga cobniogavite npaBuna acenTuku Bo BpeMs paboTel ¢ obpasuammn 6aktepranbHbix Kynstyp. Heobxogumo
CTporo cobnoaaTtb yCTaHOBMEHHbIE MEPbI NPEAOCTOPOXKXHOCTU B OTHOLLEHMN MUKPOOMONOrMYeCKMX PUCKOB.
¢ TecT-nonocku npeaHasHa4yeHbl TONbKO O5d OAHOKPAaTHOro NpUMeHeHUa 1 He OO0JKHbl UCNONb30BaTbCA NMOBTOPHO.

ycnoBua XPAHEHUA U CTABUJIbHOCTb

Ona vHoMBMAayanbHOW yNakoBKU:
» XpaHuTb Npu TeMnepaType, yKasaHHOM Ha yNnakoBKe.
* He ncnonb3ynte peareHTbl NOCHe NCTEYEHNS CpOKa rOAHOCTH, YKa3aHHOroO Ha YNaKkoBKe.
» Tect-nonocku ETEST HeobxoamMMo Bcerga XxpaHuTb B CYXOM, NPOXIaAHOM, 3aLUMLLEHHOM OT BO3LEWCTBUSA SSPKOrO
cBeTa MecTe.
* He xpaHnute TecT-nonockn ETEST, ocTaBLunecs nocrne BCKPbITUS MHANBUAYaANbHON YNaKOBKU.

[nsa ynakoBKU Ha HECKONbKO KapTpUIKeN:

» XpaHuTe He BCKPbITbIE M BCKPbITbIE KApTPUIXKU NpK TemnepaType, yKasaHHOW Ha ynakoBKe.

* He ncnonb3yiiTe He BCKPbITblE KAPTPUIXKM NOCNEe UCTEYEHUS] CPOKA FOAHOCTU, YKa3aHHOMo Ha yNakoBKe.

» Tect-nonocku ¢ ETEST, ocTaBLIMecs HEM3PacXo40BaHHbIMM 3 BCKPLITOTO KapTpuaxa, crefyeT XpaHUTb B CYXOM
mecTe. He BbIHMMAiiTe BNnaronornoTuTenb Nocrie BCKPbITUSA U 3aKpbiBaiTe KapTpuaxK (BXOAALWEN B KOMMNEKT
KPbILLKOW) cpasy Mnocre 1Ucnosnb3oBaHUs.

» Tect-nonockv ETEST HeoGXxoanMo Bceraa XpaHuTb B CyXOM, NPOXMagHOM, 3aLUMULLEHHOM OT BO3AENCTBUS SPKOro
cBeTa MecTe.
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* [Mocne BCKPbITUSA KapTPUAK MOXHO XPaHWUTb B TEHEHUE KONM4YecTBa AHEW, yKa3aHHOro Ha HeM cOoky. 3anumnTe
[aTy BCKPLITUS KapTpuaka psiaom ¢ cumeoriom LIl Mepen ncnonb3oBaHNeM oCTaBLUKMXCS TECT-NONOCOK y6eamnTec,
YTO CPOK XpaHeHus nocne BCkpbITUs (14 unu 31 AeHb B 3aBMCMMOCTM OT MOMEKyrbl) He NPEBbILLIAET CPOK FOAHOCTH,
yKasaHHbI/ Ha ynakoBKe.

* [Mocne BCKpbITUA KapTPUAPK MOXHO HECKONBKO pas 3akpblBaTb M OTKpbIBaTh. [1pn Hagnexaluem xpaHeHum
1 obpalleHnn 3To He BNNSIET Ha CTabunbHOCTb. KonnyecTBo Genbix NpsSIMOYroNbHUKOB B KBagpaTe, HanevyaTaHHbIX
Ha NpaBON CTOPOHE, 03HaYaeT, CKOMbKO pa3 MOXHO OTKPbITb KapTpuaXK, BKMovasa BekpbiTue (3 pasa B unu 4 pasa 55
B 3aBMCUMOCTM OT MoreKynbl). YTobbl 3adhmkcupoBaTh 3TO YMCIO, 3aKpackTe OAMH U3 BenbIX MPSIMOYrONbHUKOB NpK
BCKPbITUM KapTpuaxa 1 3aTeM 3akpaluvMBanTe no ogHoOMYy 6enomy npsaMOyronbHUKY Kaxabli pas, oTKpbiBas
1 3aKpbiBast KapTpuoxX.

lMpumepsbi (3MukemKu HUXe npueoodsIMCcsi MOSIbKO 8 CrIPaBoYHbIX UersxX):

ETEST® XXX 0.016-256 ug!rl]L ETEST® XXX 0.016-256 ug.-‘n_'_lL
EE - - <.14D | I:m - - =3Dp OO
—_— = =— = = 09999901 (][] —— o= == == 09999801 (1]
« lNocne Toro kak kapTpuopk GyAeT OTKPLIT MakCMMarnbHOe KONMYECTBO pas, BCE OCTaBLUMECS TECT-MOMOCKM crneayet
YyTUNM3NPOBaTb.

* Bxopgsier B KOMMMIEKT KPbILLKON MOXHO 3aKpblBaTb TOMBbKO KAPTPUAKM U3 TOTO e KomnnekTa. He ncnonessynte
KPbILLKM OT APYrMX NapTun nim npenapaTos.
» KpblLKy cnepyeT yTunuanposaTtb Nocne ee ncnonb3oBanus ¢ 10 kapTpuaxamm n3 ynakosKu.

MCNONb30OBAHUE

* [lMepen ncnomnb3oBaHem TecT-nonocok ETEST 13 HepacKkpbITON ynakoBku HEOBGXOAMMO OCMOTPETh YNaKkoBKy Ha
npegmMeT OTCYTCTBUS NMOBpEeXAeHU. He ncnonb3ynte B cnyyae, ecnv ynakoBka Obina noBpexaeHa.

* [Mocne n3bATUA N3 XONOAMIBHUKA/MOPO3UITbHUKA HEOOXOAMMO BbiAepXaTb MHAMBUAYAINbBHYH YNaKOBKY UM
YMaKOBKY Ha HECKOMbKO KapTpuaXKen npu KOMHaTHOWM TemnepaTtype A0 BCKpbITUs (0koro 15 MuHyT, ecnu
Temnepartypa xpaHeHus coctaenana +4 °C, unm okono 30 MUHYT, ecnun TemnepaTtypa XpaHeHUsi cocTaBnsna
-20 °C). UsBnekaTb TECT-NOMOCKY 13 YNAKOBKM CrieyeT HeNOCPEeACTBEHHO nepes ucnons3oBaHnem.lNepen
BCKPbITMEM YNaKOBK/ HEOOXOAMMO [OXAATHCS MOJIHOrO MCNapeHus Briarv, KoTopas Morfna CKOHOEHCMPOBaTLCH Ha
BHELLHEN NOBEPXHOCTMN YNaKoBKM.

* He npukacainTecb kK MOBEPXHOCTM TECT-NMOJSIOCKM, HA KOTOPOW HAXOAUTCS rPaamneEHT (K CTOPOHE, MPOTUBOMOSIOXKHON
wkane MUK). ns B3sTua Tect-nonocok ETEST pekomeHayeTca ncnonb3oBaTb pyvHON anmninkaTop [Hanpumep,
Mini Grip-It (puc. 1), BakyymHbiit nuHLeT NEMA C88™ (puc. 2), nuHueT unu nogobHoe uM ycTpoincTso]. B cniyvae
n3sneyeHns Tect-nonocok ETEST Bpy4Hyt0 MUHLETOM Mnn nogo6HbIM YCTPOMCTBOM pa3peLuaeTcs npmkacaTbes
TOMbKO K KOpeLLKaMm (TOMY MECTY, Ha KOTOpO€e HaHEeCEH 2- Unun 3-6yKBEHHbIV KOa).

Puc. 1
M3BneyeHwne Tect-nonockn ETEST 13 nHamemayansHon M3BneyeHune tect-nonockn ETEST 13 kapTpuaka C NOMOLLbIO
ynakoBku ¢ nomotpto Mini Grip-It BakyymHoro nuHueta NEMA C88™

e VIHCTpyKUMM ONA MHAMBUAYaNbHOW YNaKOBKM:

[Mpexge 4em oTkpbIBaTb YNakKoBKY, OCTOPOXHO NocTty4ynTe yl'laKOBKOI;I no TBEPAON NOBEPXHOCTH,
4YTOObI TECT-MONOCKA OKa3anach Ha AHe YNaKOBKW, 3aTE€M 3aXXMUTE YNaKOBKY Mexay 6onbLmm
M yKasaTtenbHbIM nanbuamMmun, NOMeCTnB KOHYUK GonbLioro nanbua B yrny6neHMe Ha 3agHen
CTOpOHe.
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HaxmuTte 6onbluvM nanbLem Bnepe v ykasatesnbHbIM nanbuem Hasag, 4YTOObI OTNIOMUTL
antoMnHNEBYHO O6OJ'IO‘-IKy, npwn 9TOM BNaronorfoTUTeNb LOMKEH OCTaTbCA B BEPXHEN YacTu
YynaKoOBKWN.

OTOrHMTE BEPXHIOK YacTb Ha3ag, YTOObI MONMHOCTbLIO OTKPbITb YNaKOBKY.

MaBnekute TecT-nonocky ETEST 13 ynakoBku ¢ NOMOLLIO MUHLIETA UMK APYroro annnukaropa.

* WHCTpYKUMM ANS yNakoBKU HA HECKOMNbKO KapTpUIKeN:

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

( Mpumeyvanune: Y6eautech, Y4TO NOCNe BCKPbITUSA HA KapTpuaKe He ocTanoch
donbry, MOCKOMbKY OHa NOMELLAET Kak CriefyeT 3aKkpbiTbh €70 KPbILLKOW.

B kapTpmaxe HaxoauTcsa NakeTUK KannesnagHom opmbl ¢ Bnaronornotutenem. He nasnekamte Bnaronornotutenb
nocrie BCKpPbITUA.

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

* MeTop aBTOMaTU4eckom o6paboTku ¢
NMOMOLLIbI0 aBTOMaTUYECKOro
annnukatopa SIMPLEX C76™:

> 3arpysute kapTpuaxu c TecT-

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

Ecnu ncnonbayetcsa nUHLET Unu
aHarnorn4yHoe ycTpomncTBeo:
Haxmute ykasatensHbiM
nanbLeM Ha Y3KUIN KoHel,
nakeTuka C BraromnornoTuTenem,
4YTOObI NPUNOAHATL TECT-
nonocku. He HaxumanTte Ha
oKpyrnyto yacTtb. [Npuaepxmsas
nanbLemM BnaronornoTutens,
N3BMNEKNTE BEPXHIOK TECT-
nonocky ETEST 13 ynakoBku
MVHLETOM MMM aHamNorM4HbIM
YCTPOWCTBOM.

nonockamm ETEST Hanpsimyto B
aBTOMaTMYECKWIA annskaTop
SIMPLEX C76™ (MHCTpyKLMM CM.
B PYKOBOACTBE Mofb3oBaTens
annnukatopa SIMPLEX C76™).

Cpasy nocne 1cnonb3oBaHUs HaAeHbTE KPbILLKY Ha KapTpuax (B NpaBUibHOM
NONoXeHUN) 1 XpaHuTe ero, kak ykaszaHo B pasaene YCIIOBUA XPAHEHUA
U CTABUNIBHOCTb.

054384-01
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WMHCTPYKUUA NO NPUMEHEHUIO
lMpuroroBneHne cycneHsumn u noces

1. [oseawute cpepy u Tect-nonockv ETEST oo komHaTHOM Temneparypsbl.

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

3. TllogroToBbTE CYCMEH3MI0: CyCNEHAMPYNTE XOPOLLIO N30NMPOBaHHbIE KOMOHMM, BbIPOCLLME Ha Yallke C arapoM
B TeYeHne HoYU. [Ins MUKPOOPraHNM3MOB CO CITOXKHBbIMU NUTaTENbHBIMU NOTPEOHOCTAMMN, TAKUX KaK MHEBMOKOKKM,
CTPENTOKOKKMN, FOHOKOKKM, aHaapobbl n Haemophilus spp., nCnonb3ynte CycrneH3uto, NPUroToBneHHyio B BynboHe
B TeyeHne 15 MuHyT. Y6eanTecb B HanMymMm B NOCEBHOW CyCneH3umn npaBunbHoro konnyectsa KOE/mn
(konoHneobpasyLLas eanH1LA) OTHOCUTENBHO COOTBETCTBYOLLEro cTaHAapTa no wkane McFarland. JaHHbIA nyHKT
0COBEHHO BaXXeH Ans MUKPOOPraHN3MOB CO CIIOXHbIMU NUTaTENbHBIMU MOTPEOHOCTAMMU, U CAIN3UCTBIX KONTOHUI
MWKPOOPraHn3moB. [pn npaBuUNbHOM NPUroTOBMEHNM CYCNEH3UM NOCne KyNsTUBUPOBaHNUS OOMKEH ObITb Mony4eH
CNIOLIHON MM NPaKTUYECKN CMMOLLIHOM POCT Ha NOBEPXHOCTU Cpebl.

4. CrtaHpapTbl MyTHOCTM Mo wkane McFarland He rapaHTMpPyHOT NPaBUbHOIO KOMMYECTBA XU3HECNOCOOHbIX DakTepun B
cycneHsun. Heobxoanmo NpoBOANTL PErynsipHbIA NOACYET KOMOHWIA ANA NPOBEPKM Toro, obecnevmBaeT nu
ucrnonb3yemasi MetTogmka nocesa MosyvyeHre HyXXHOro KonmyecTBa Xn3HecnocobHbix 6aktepuit (B KOE/mn).
Cwmotpute pasgen KOHTPOJIb KAYECTBA.

5. BbINonHUTE NOCEB: OKYHWUTE B MOCEBHYIO CYCMEH3UNI0 CTEPUIIbHBIV, HETOKCUYHBIN U HE CMMLLKOM TYrO CKPYY€HHBbIN
TaMMoH. Yaanute nsbbITOK XXUAKOCTH, MPUXaB TaMMOH K BHYTPEHHEN NMOBEPXHOCTUN CTEHKM NPOBUpKX. YaanuTe
BonbLue XMAKOCTU, KOrAa AenaeTcsa Noces Ha Yawky AgnameTpom 90 MM, 1 MeHbLUE MPY 3aceBaHUM YaLLKK
anameTtpom 150 mm. TwatensHO pacnpegenvTe CyCrneH3unio Mo NOBEPXHOCTH arapa WTpuxamm B Tpex
HanpaBneHunsix, Kaxxapln pa3 noBopaymBas Jaluky Ha 60 rpagycoB, 4ToObl 06ecneynTb paBHOMEPHOE pacnpeneneHne
noceBHOro MaTtepuana. B kauecTse ansTepHaTBbl MOXHO UCMONb30BaTh NHoKynsTop RETRO C80™ ans
3PP eKTMBHOrO pacnpeaerneHns NoOCEBHON CyCneH3nn no noBepxHocTn arapa (puc. 3) (MHCTPYKLUK CM. B
PYKOBOACTBE nonbk3osatens nHokynatopa RETRO C80™). lanTe n3bbiTky Bnary agcopbuposaTthcs B TedeHne 15-20
MUWHYT, Tak YTOObI MOBEPXHOCTb Oblfia MOJIHOCTHLIO CyXOM Nnepen HaHeCEeHUeM TeCT-NMOJIOCOK C rPagueHTOM
ETEST.

Puc. 3

MoceB Ha YallKy C arapoM ¢ NOMOLLbI0 MHoKynsTopa RETRO C80™

HaHeceHune TecT-NnONOCOK U UHKYbOaLusa

1. Y6eputech, YTO 3acesiHHasi MOBEPXHOCTb arapa NMosIHOCTbIO CyXas.

2. OtkponTe ynakoBky ETEST, kak yka3aHO B MHCTPYKLMM MO BCKPLITUIO U paboTe C TECT-NOMOCKaMM.

3. Tect-nonockn ETEST MOXHO HAaHOCWTb Ha 3aCesiHHY0 MOBEPXHOCTb arapa C MOMOLLbIO PYYHOro annnvkaTopa
[Mini Grip-It, BakyymHoro nuHueta NEMA C88™ (puc. 4), nuHLeTa 1nu Apyroro aHanorniHoro yctponcTeal nnéo
aBTOMaTMyeckoro annnukatopa SIMPLEX C76™ (puc. 5). Paamectute Tect-nonocky ETEST wwkanoii MUK Beepx
(no HanpaBneHuIo K KpbILLIKE YaLUK1) 1 MakcUManbHOWM KOHLEeHTpauuen 6nvke K kpato yawku (puc. 4 u 5).

AN

Puc. 4 Puc.5

HaHeceHue TecT-nonocku ETEST Ha noBepxHOCTb
arapv3oBaHHOM cpefbl C MOMOLLbIO BaKyyMHOrO NHLETa
NEMA C88™

HaHeceHwue TecT-nonocku ETEST Ha noBepxHOCTb
arapv3oBaHHOW cpefbl C MOMOLLbI aBTOMaTUYECKOro
annnukartopa SIMPLEX C76™
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pycckum - 5




® .
ETEST" Ceftriaxone (TX) (0.016-256 ug/mL) 052411 - 01 - 2020-07 - ru

4. MoXHO ncnonb3oBaTh WABGMOH ANs ONTMMArbHOro NnoMeLleHus Tect-nonocok ETEST paBHOyaaneHHo apyr ot
Apyra B 4aluke ¢ arapom. B ogHon yaike gnametpom 150 MM ¢ arapomM MOXHO pa3mecTuTb [0 LIEeCTU TeCT-NON0CoK
ETEST (puc. 6a), a B ogHon yaiuke gnameTtpom 90 MM ¢ arapom — A0 AByX (puc. 66). [Ins MmukpoopraHnamos
C OXXMOAEMOW BbICOKON YyBCTBUTENBHOCTBIO UCMONb3YNTE MEHbLLE TECT-NMOMOCOK Ha Yallke gnametpom 150 Mm
N TOMbKO OAHY TECT-NOMNOCKY Ha YaLuke guameTpom 90 MM.

Puc. 6a. Puc. 66.
LLla6bnoH ans 6 TecT-nosocok B yaluke guametpoM 150 mm LLlabnoH ans 2 TecT-nonocok B Yaiuke guametpoM 90 Mm

5. Heobxoaumo y6enuTtbes, YTo TECT-NoNocka NOMHOCTbIO NpUreraeT K NoBEPXHOCTU arapa. He cnegyet pasmellarts
TEeCT-NoNocKy B NEPEBEPHYTOM MOSNOXKEHNM, TaK KaK 3MNUNC UHMMOMPOBaHUS He 06pa3yeTcsl, MOCKOMNbKY aHTUBMOTUK
HE MOXET NMPOHUKHYTb YEPE3 HEMOPUCTYIO NNACTUKOBYHO TECT-NONOCKy. Mpy HEOBXOAMMOCTY MOXHO yAanuTh
BO3AYLUHbIE MONOCTH, BUAVMbIE NMOZ TECT-MOMOCKOW, OCTOPOXHO HaXKUMasi Ha TECT-NOJOCKY (He ABUras ee) KOHYMKOM
annnukaTopa Ui NMHLETOM, MpY 3TOM HanpaBneHWe ABMXKEHNS! JOIMKHO ObiTb OT MUHMMAIIbHON KOHLEHTpaLmm
K MakcumarbHoON. ManeHbkve ny3blpbKy He BIUSIIOT Ha pedynbTaThl TecTupoBaHus. Mocne HaHeceHuA TecT-
NomnockKy Hernb3sl CABUraTb, MOCKONbLKY MPOMCXOAUT MrHOBEHHOE BbiCBOGOXAeHNe aHTUGMOTHKA B arap.

6. KynsTvBUpOBaTb YallK1 C arapoM criefyeT B NepeBepHyTOM MOMOXEHUMN (KPbILIKOW BHW3), MOCTaBNEHHBIMW APYT Ha
Zpyra, Ho He Gonee 5 yallek, B COOTBETCTBUM C YCNOBUSIMU, NMPUBELEHHBIMU B PYKOBOACTBE HUXKE.

Tabnuua 1. YkasaHua no Bbl60py nutTaTesibHbIX cpen, NoAroToBKe NoCeBHOro Mmatepuana u KynbtuBMpoBaHuio

Ipynna ArapusoBaHHas [MoceBHoW maTepuan KynetBrpoBaHve
MWKPOOPraHW3MoB | muTaTtenbHas cpeaa O EEEE
lMutatenbHas cpega | MNoTHOCTL (Mo | Temnepartypa Bpewms
a). 6) wiKane (#2 °C) LTS (vace) B
McFarland)
A3pobbl Mionnepa-XuHToHa 0,85 % NaCl (nnu 0,5 +35°C OkpyxatoLyas 16-20 ")
COrneBon pacTBop) (1, ecrm cpena
KONoHUA
cnmsucras)
Streptococcus Mionnepa- BynboH Mionnepa- 0,5 +35°C 5% CO, 20-24
pneumoniae XuHToHa + 5 % XuHTOHa (Mnu (1, ecrm
KpoBu (no COreBoi pacTeop KO]‘IOHMFI
ctangaptam CLSI) unm 6ynboH crmancras)
MHF — arap C cepaeyHo-
Mionnepa-XuHToHa MOSTOBBIM
NS NPUXOTNBbIX akcTpakTom (BHI))
MVKPOOPraH1u3mMoB
(no cTtaHpapTam
EUCAST)

MpymeyaHus:
 a) bbino ycraHoBneHo, 4To cycneHananbHbIV pacTBop (Homep no katanory V1204) coemectum ¢ ETEST.
* 6) bbino ycraHoBneHo, 4To Brain-heart infusion broth - CepaeyHo-mo3rosori 6yneoH (HoMep no katanory 42081)
(manee no TekcTy ByNbOH C cepaeyHO-MO3roBbiM aKkcTpakTom (BHI)) coBmectum ¢ ETEST.
* B) YGeguTech, 4TO Yallka C arapoMm KynbTMBMpOBanach B Te4eHME PEKOMEHAOBAHHOIO Nepuoaa BpeMeHu, Npexae
YeM CHUMaTb NokasaHusl, 0COOEHHO B Criyyae 3amMefIeHHOro NPOSsIBEHNS YCTONYMBOCTU U MEAJIEHHO PacTyLLUMX
NPUXOTANBBLIX MUKPOOPraHN3MOB.

1) Ang MeaoneHHo pacTyLwux n3onsatoB Pseudomonas spp. BpeMs KynbTMBMPOBaHUA cneayeT yBenuynTb A0
48 yacos.
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PE3YNbTATbI U UHTEPMPETALINA

YyeT pesynsraTtoB

» Korga pocT 6akTepuin XopoLLo 3ameTeH, cunTanTe 3HaveHne MUK B mecTe, rae annunc MHrmbrupoBaHusa nepecekaeT
TecT-nonocky. KoHeyHble 3HadeHns MUK B meToge ETEST 06bluHO YeTKO BblpaxeHbl, HO MOryT HabnogaTbes
N pasnuyHble KapTUHbI pocTa/MHrMbuposaHus. Cm. unncTpaummn Huxe (pucyHkn 7, 8, 9 n 10).

* He yunTbiBaiiTe pesynsraThbl, €Cnu KynbTypa BbIrisaguUT CMeLLaHHON U ecnu pocT BakTepuii o4eHb
He3HauuTeNbHbIA UMK CAWLLKOM rycTol. MNoBTOpMTE TECT.

» [Ina 6akTepuumnaHbIX NpenapaToBs, TakMX Kak LedTprakcoH, koHeyHoe 3HaveHne MUK cneayeT cumTbiBaTh B TOYKe
MOSHOro UHrMBbUpoBaHusi pocTa. NMoMyTHeHVE 1 MaKpo- UM MUKPOKOMOHWK B Npedenax 3 MM OT TeCT-MOMOCKN
cnepyeT yunTbiBaTh Kak pocT (pucyHok 11).

» Poct Boonb Bcero rpagmeHTa (OTCYTCTBME aNMMnca MHIMBMpoBaHns) o3HavaeT, 4To 3HadeHne MUK Boiwe nnm
paBHO HaMBbICLLEMY 3HAYEHWIO Ha LKane. ONnnc MHIMBUPOBaHUS HUXKe rpadneHTa o3HayaeT, 4To 3HaveHne MUK
HWXe, YeM Hambornee HMU3Koe 3HaYeHne Ha LwKarne.

* N3bbiToyHas Bnara B Yallkax nepef noceBoM, HeJOCTAaTOYHO BbICYLLUEHHAs NOBEPXHOCTb Nepes HanoXeHneM TecT-
MONoCoK N/Mnn HepaBHOMEPHO 3acesiHHbIE LUTPMXOM NOBEPXHOCTM MOFYT NPUBECTU K OTCYTCTBMIO CNIIOLLIHOMO pocTa
nnu 3ybyaTbiM kpasm annunca. lNosTopuTe TECT, ecnu y4eT KOHeYHbIx nokasaTenen MUK 3aTpyaHeH. B cnyyae
HepoBHbIX nepeceyeHnn MVK ¢ nonockon yunTeiBanTe 6onbluee 3HadeHne. Ecnu passegeHuii > 1, noBTopute TecT.

» [Ina ToyHOro onpegeneHnst KOHeYHbIX 3HadeHnn MUK ans NHEBMOKOKKOB HaKMOHWUTE YaLluKy U/mnum ucnonb3ymnte
yBENUUYNTENbHOE CTEKMO.

* B cnyyae TyHHenbHOro pocta npeHebperante TOHKON MUHWEN pOCTa BAOIb TECT-MOMOCKN.

Mpumepbl yyeTa pesynLTaTtoB

MWK = 0,064 mkr/mn

MWK = 8 mKkr/mn

96 e
% i
32 %
% 3
12 24
g 16
12
4 8
3 6
15 4
17.g g
50 15
22 10
sk =
.094 25
e 19
032 125
0%
Puc. 7 Puc. 8
E. coli P. aeruginosa S. aureus
ATCC® 25922™ ATCC® 27853™ ATCC® 29213™

MWK = 4 mkr/mn
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Puc. 11
S. pneumoniae Mukpo- 1 MakpoKonoHuun Ans LedanocrnopyvHoB cregyet
ATCC® 49619™ Y4YUTbIBaTb Kak poCT.

MWK = 0,094 mkr/mn MWK = 192 mkr/mn

UHTepnpeTauus

[nsa nHtepnpetaumm 3HaveHnt MUK, nonydeHHbIx ¢ nomoLbto Metoga ETEST, MOXHO nonb3oBaTbCA NOPOroBbIMU
3HadyeHusimm MUK ons onpegeneHns kateropuii MHTepnpeTaLmmn, onybrnmkoBaHHbIMI YNpaBneHnemM no KOHTPOSIo
KayecTBa NuLLEeBbIX NPOAYKTOB 1 nekapcTBeHHbIX cpeacts (FDA)/CLSI, EUCAST w/unu BawmmM HaumoHarnbsHbIM

KOMUTETOM.

TekyLumMe norpaHuyHble 3Ha4eHUsl NpMBeAeEHbI Ha Takux Beb-canTax: https://www.fda.gov u/mnuhttps://clsi.org n/vnu
www.eucast.org.

Byay4n nonHocTblo KonuyecTBeHHbIM MeTogom onpefenedns MUK, ETEST paet BosamoxHocTb nabopatopum
cooOWmTL TOYHbIE 3Ha4YeHns MK BmecTe ¢ kaTeropuen nHtepnpetaumn. ETEST onpegensiet 3HadeHus MUK no
HEeMpepbIBHON LLUKarne 1 MOXET nokasaTb pe3ynbsTaTbl B MPOMEXYTOYHOM NMOMOXEHUN MEXAY TPaauLMOHHbIMA
OBYKpaTHbIMW pa3BeaeHnsimu (B nonpassenexus). Ecnv sHavenne MUK no metogy ETEST HaxoauTca mexay
CTaHAapTHbIMW OBYKPaTHbIMU pa3BedeHUsiMU1, TO ero crieqyeT OKpYrnuTb A0 Grvbkaniiero BepxHero 3Ha4eHnst
[OBYKpaTHOro pa3BefieHns nepen TeM, Kak KaTeropusmpoBaTb.

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

S I R
HyscmeumernbHocmb fpu HysecmeumernbHocmb ripu Ycmotiyusocmb
cmaHdapmHoOM pexxume ysenu4yeHHoM 8o3delicmeuu
0o3uposeaHusi
<0,06 0,12-1 22

MWK 1 mkr/mn no metogy ETEST kaTeropusupyetcs Kak YyBCTBUTENbHOCTb NpU yBenuyeHHom Bo3genctaum (1), B To
BpeMsi Kak KoHUeHTpaums 1,5 okpyrnserca 4o 2 MKr/MN U KaTeropnsmpyeTcst Kak ycTonumeocTb (R).

KOHTPOJIb KAYECTBA

YT06bI NpoBEpUTL paboune xapaktepuctukn Habopa peareHtoB ETEST, ka4ecTBO cpef, NOCEBHOro matepvana

1 MCMonb3yeMbIX NpoLeayp, NpoTeCTUPYNTE WTaMMbl ANs KOHTpons kadecTsa (KK), npvBegeHHble B crieaytoLlen
Tabnuue. PeareHTbl 1 ncnonb3dyemble NpoLiedypbl CHUTAOTCS YAOBNETBOPUTENBHBIMU, €CIN NofyYeHHble 3HaveHuss MUK
COOTBETCTBYIOT CNeAyLLMM cneumdmrKaumsam KOHTPOMS KavyecTsa:
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MUK KoA LUTAMMBI ON1A KK ETEST OWNATA3OHbI MUK OJ1A KK ETEST (mkr/
AHTUMWUKPOBHOIO MIT)
MPEMNAPATA (mkr/mn)
LlecbTpuakcoH X E. coli ATCC® 25922™ 0,032-0,1252).6)
0,016-256 P. aeruginosa ATCC® 27853™ 8-328)
S. aureus ATCC®29213™ 1-82
S. pneumoniae ATCC® 49619™ 0,032-0,125 2). 9)
MpymeyaHus:

+ a) CLSI M100: Performance Standards for Antimicrobial Susceptibility Testing, 29t Edition (CLSI M100.
HopmaTuBHble Noka3aTenu TeCTMPOBaHNS aHTUMUKPOBHONM YyBCTBUTENBHOCTH, 29-€ n3gaHue).

* 6) EUCAST: European Committee on Antimicrobial Susceptibility Testing, version 9.0, valid from 2019-01-01
(EUCAST: EBponeiickuii KOMUTET MO TECTUPOBAHUIO aHTUMUKPOBHOW YyBCTBUTENBHOCTU, Bepcus 9.0,
aevicteutenbHa ¢ 01.01.2019 r.).

» B) NCCLS M7A2: Performance Standards for Antimicrobial Susceptibility Testing, 1992 (NCCLS M7A2: CtaHgapTbl
3PP EeKTUBHOCTY ANA TECTUPOBAHUS aHTUMUKPOBHON YyBCTBUTENBHOCTH, 1992 T.)

PesynbtaTthl aHanu3a naumeHTa He cnegyet coobuath, ecnu pesynstatsl KK BbIXOAAT 3a npeaenbl yTBEPXKAEHHbIX
3HayeHu KK. Yactorta npoBenenusa KK gomkHa yctaHaBnmBaThbCs Kaxaown naboparopuen MHOMBUAYanbHO.
PykoBogsLme npmHUmMnbl NpeacTaBrieHbl B JOKYMEHTax Mo OnpeaeneHnto YyBCTBUTENbHOCTU K aHTnbrotmkam CLSI
cepuit MO7 1 M100. '+ 2

Mpepenbl 3HaveHun ana KK metoga ETEST moryT otnudathes oT cneundukaumii CLSI n (unn) EUCAST B HeKOTOpbIX
cnyyasx.lMpegensl 3HaveHun ana KK metona ETEST ocHoBbiBatoTCa Ha 0OwmpHon 6a3e, cobpaHHOl Npu KOHTPOSIbHOM
TECTUPOBaHMM BONbLLIOIO YMCra CEPU PEaKTUBOB B TEYEHNE HECKOSBKMX NET, 1 BKIOYAOT AaHHbIE MHOMOLEHTPOBbLIX
nccneaoBaHum.

Ecnu 3HaveHusa MUK B oTHoweHun wtammoB ans KK HaxoasTca Ha nonpassegerns Hke HuwkHero npegena KK, mnx
crnegyeT OKpymuTb A0 bGrivkaniero BepxXHero 3Ha4eHns ABYKPaTHOroO pa3BeaeHns nepeq TeM, Kak yCTaHOBUTb
cootBetcTBue KK. MNogobHbim obpasom, ecnu 3HaveHna MUK HaxoasTca Ha nonpasBefeHus Bbille BepXHEro npegena
KK, nx cnegyet cuntatb HecooTBeTcTBYHOWMMN KK.

Heobxoavnmo npoBoAnTb pPerynsipHbIA NOACYET KOMOHWI Asi NPOBEPKU TOro, 06ecnevmBaeT N NoryyYeHHas nroTHOCTb
CyCrneH3uy NOCEBHOIO MaTepurana nonyyeHne 4OCTaTOMHOMO KONMYECTBA XU3HecnocobHbIx GakTepuii B KOE/mn.
MpurogHbI MaTepuan Ans nocesa Aact NpubnuanTensHo ot 1-5 x 108 KOE/mn.

CrtaHpapTbl MyTHOCTM no wkane McFarland He rapaHTUpyOT NpaBUIbLHOrO KONMUYeCTBa XKM3HECNOCOGHbIX
6aktepun B KOE/mn.

OXWOAEMbBIE PE3YJIbTATbI

YPOBHM YyBCTBUTENBHOCTM K aHTUBUOTUKAM 5151 pa3nuyHbIX Bruonornyeckux nonynsumin 6aktepuin 6onbLue HEBO3MOXHO
npeackasaTb B CBSA3W C NPOrpecCMBHBIM PasBUTUEM YCTONYMBOCTU. [T03TOMYy nabopaTopus AoMmKHa Nosb30BaThCs
oxungaembimu pesynstatamv MUK pasnuyHbix aHTMBUOTUKOB Anst pedepeHTHbIX LUTaMMOB KOHTPOSIS KayecTBa, YTobbl
obecneunTb COOTBETCTBME TEXHWKM TECTUPOBAHNS HEOOXOAMMbIM TPEGOBAHUSIM U Pa3yMHY TOYHOCTb MOMy4YaeMbIX
KMUHUYECKUX pe3yrbTaToB.

PABOYME XAPAKTEPUCTUKU

Pa6boune xapaktepuctukn ETEST ansa uedpTtprakcoHa Obinn yCTaHOBIEHbI C UCMONb30BaHMEM CPaBHUTENbHbBIX OLIEHOK.
311 uccnenosanus nokasanu, 4to MUK no metogy ETEST TX koppenumpyioT ¢ pedepeHTHbIM MeTogom CLSI MO71.
MeTton ETEST cuuTaeTtcs no cyLlecTBy akBMBaneHTHbIM metogam CLSI, korga 3HaveHua MUK n3 obenx npouenyp
nokasblBatoT norHoe cooteeTcTBue (EA) = 90 % B npepdenax + 1 passegeHus.

Pabouve XapaKTepPUCTUKN npmuBeaeHbl HXe:

MwukpoopraHuam Lrammbl (N) % nonHoro cooteeTcTBus (EA) 2)
A3pobbl 179 99
S. pneumoniae 103 99

MpymeyaHus:
* a) EA — % 3HaveHun MUK B npegenax + 1 passegeHus pedepeHTHOro metoaa.
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BAXHbIE 3AMEYAHUA

1. VHoraa HekoTopble KOMOMHaLMKM B6akTepum n aHTMBMOTUKA 4al0T HEeOXMAAHHbIE pedynbraThl. B Takmx crnydasax
MarnoonbITHOMY nepcoHany 6yaeT CroXHO NPUHATb peLueHne No KoHeyHoMmy 3HaveHunto MUK. OpgHako, 4To6bl
Hay4YnTbCsl MPaBUIIbHO ONpenensiTe KoHeYHble 3HadeHuss MUK, coTpyaHWKM MOryT NpakTMKOBaTBLCS, perynspHo
ncnonb3ys peepeHTHbIE LWTaMMbl U CpaBHUBAsA CBOK paboTy C pesynsratamu KBanuuumpoBaHHbIX paboTHUKOB.

2. Kak v Bce gaHHble AST, pesynbtatel ETEST ABns0OTCA TONBKO 3HAYEHUSIMU in Vitro n MOTyT yKa3sbiBaTb Ha
NoTeHUManbHy YyBCTBUTENbHOCTb MUKPOOPraHn3MOoB in vivo. icnonb3oBaHne pesynsTaToB Mpu BbIGOpe neveHus
OOMKHO ObITb €AUHONMUYHBIM PELLEHNEM U OTBETCTBEHHOCTbLIO Nevallero Bpada. OH JOMmKeH NpuMHYMaTh BO
BHMMaHNE MeOULIMHCKMIA aHaMHEe3 1 BCI M3BECTHYIO MHAOpMaLMIO O naumeHTe, hapMaKoKMHeTu4eckne
1 dbapMakoguHaMn4ecKe CBOMCTBa aHTMONOTUKA W KITMHUYECKWI OMbIT NIeYEeHUs AaHHbIM NpenapaToM UHAEKLUNN,
BbI3BaHHbIX KOHKPETHbIM BaKkTepuanbHbIM NaToreHoM. Takke crneayeT yunTbiBaTb TUM aHTUOMOTMKA, [O3Y U PEXUM
[03MPOBaHuS.

3. [Onsa nony4eHns AONOMHUTENBHOW MHPOPMALMN O KOHKPETHBIX OFPaHNYEHUSIX B MHTEPNpeTaLumn pe3ynstaTtoB u/mnm
OrPaHUYEHNAX KITMHNYECKOTO MCNOMb30BaHUS aHTMBMOTHKA B pa3nnyHbIX TepaneBTUYECKUX CUTYaLMUsiX CM. Tabnuupbl
N CHOCKM Ha cTaHgapTbl nHTepnpetauun MUK B nocnegHunx Bepcusx pekomengauuin EUCAST vnm gokymeHTtoB CLSI
Mo onpeaeneHnio YyBCTBUTENbHOCTY K aHTMBMOTMKaM Ans npoueayp passeneHus (cepun MO7 u M100).1. 2.3

YTUNU3ALMA OTXOO0B
YTmnmsmpyﬁTe MCMOoJIb30BaHHbIE N HEUCMNOJIb30BaHHbIE peareHTbl, a Takke KOHTaMUHNPOBAHHbIE PpacxodHble MaTtepuanbl
B COOTBETCTBUU C Tpe6OBaHI/I$IMI/I, npeabasndaemMbiMU ONa ytunmsauumm MHMEKLMOHHBIX MaTepraros.

Kaxpas na6opaTopV|;| 06s3aHa 06pau.|,aTb09| C nosty4eHHbIMM OTXo04aMn U CToOKaMun B COOTBETCTBUN C UX TUNOM U
CTENeHb ONacHOCTU, a TaKkxe 06pa6aTbIBaTb N yTUnn3npoBatb UX B COOTBETCTBUU C YCTAHOBJIEHHbIMU NpaBuiaMn n
HOpMaMu.

CMUCOK NUTEPATYPbI

1. CLSI M07: Methods for Dilution Antimicrobial Susceptibility Tests for Bacteria That Grow Aerobically (Latest edition)
(CLSI MO7: MeToabl NpoBeAeHUs TECTOB Ha onpeaeneHne YyBCTBUTENbHOCTM adpobHbIX BakTepuii k
aHTMMUKPOOHBLIM Npenapatam nyTem pasBefeHus (nocnegHee nsgaHue)).

2. CLSI M100: Performance Standards for Antimicrobial Susceptibility Testing (Latest edition) (CLSI M100.
HopmaTuBHble noka3aTenu TeCTUPOBaHUSA aHTUMUKPOOHON YyBCTBUTENBHOCTYM (MOCNEAHEE U3aHue)).

3. EUCAST: European Committee on Antimicrobial Susceptibility Testing (Latest edition) (EUCAST: EBponeiickuii
KOMMWTET MO TECTMPOBAHUIO YyBCTBUTENBHOCTM K aHTUMUKPOOHBLIM Npenapartam (nocnegHee nsgaHue)).

TABTULA CUMBOJIOB U OBO3HAYEHUI

CumBon O603Ha4YeHne

Howmep no katanory

MeauuuHckoe usnenue ans
[OVNarHoCTUKW in vitro

<
w)

M3rotoBuTenb

TemnepaTypHbIN uana3oH

Vicnonb3oBaTb A0

I~ E

Kog naptum

-
o
|

3anpeT Ha NOBTOPHOE NPYMEHEHNE

CpoK XpaHeHUs NMocre BCKPbITUS

OGpaTtnTechb K UHCTPYKLUN MO
NPUMEHEHNIO

Cooepxumoro 4ocTaToqHo Ans
nposegeHnaA n-konm4yectea TeCTOB

< BT\ 6
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CumBon O603Ha4eHne

& [laTa nsrotoBneHus

OrPAHUYEHHAA TAPAHTUA

KomnaHus bioMérieux rapaHTupyeT, 4To paboune xapakTepucTUKN aHHOTO U3OEeNnst COOTBETCTBYIOT YKa3aHHOMY
npenycMOTPEHHOMY Ha3Ha4YeHUI0 B TEYEHME BCEro CPOKa SKCMyaTaumm npy yCroBum, YTo CTPOro cobrnogeHsl Bce
npouenypbl NO NCMOMb30BaHUIO, XpaHEeHNo 1 06paboTke 1 Mepbl 6€30MacHOCTH, Kak NOAPOOHO N3MOXEHO B MHCTPYKLMSX
no aKcnnyaTaumm.

3a UcKYeHeM BbllleyKasaHHbIX CllyvaeB, KomnaHus bioMérieux He JaeT HUKaKknx rapaHTuin, B TOM Yucne
nogpasymeBaeMbIX rapaHTUIn TOBAPHOTO KayecTBa M rapaHTUii COOTBETCTBMSA NpeanonaraeMoMy UCMonb30BaHuIo, U He
[aeT HUKaknmx 0b6513aTenbCTB, B TOM YMCIE ABHO BbIPaXXEHHbIX, Nogpa3yMeBaeMblX Ui KOCBEHHbIX, B OTHOLLEHUN
Mcnonb3oBaHWs Kakoro-nubo peareHTa, NporpaMMHoro obecneyeHus, npubopa n pacxogHblix matepuanos (4anee —
«Cuncteman), OTIIMYHOIO OT YKa3aHHOro B MHCTPYKLUMAX MO SKCMyaTauuu.

UCTOPUA NEPECMOTPOB
Kateropuu TnoB nameHeHum

H/M He npumeHumo (nepsoe nagaHve)

KoppekTypa WcnpasneHve owmnbok B AOKYMEHTaLMm

TexHuyeckne [ob6asneHune, nepecmMoTp n/unun yaaneHue kacarLlencs npoaykra nHdopmamm
N3MeHeHUs

AAMUHUCTPATUBHbIE BBeaeHne naMeHeHnin HeTEXHMYECKOro xapakTepa, 3aciy>X1BatoLmnx BHUIMaHNA
N3MEHEeHNs nonb3oBarens

lMpumeyaHue. HesHadumernbHble murnogpagckue, 2paMmMamuyeckue USMEHEeHUs U USMEHEeHUSsI 8
hopmMamupogaHuU 8 UCMOPUIO NEPECMOMPO8 HE BKITHOYEHI.

[arta Bbinycka Howmep Bepcumn Tun nameHeHun OB630p n3MeHeHum
2020-07 052411-01 [NepBoe n3gaHne H/M

[na nony4eHns TEXHUYECKOWN KOHCYIbTaLmmn 1 noaaepxkv npocbba obpallatbes K ynonHOMOYEHHOMY NPeaCTaBUTENHO
npounssoauTenst Ha Tepputopumn Poccuiickon denepaumu:

000 «broMepbe Pyc»
Appec: Poccus, 115230, Mocksa, 1-bin HaratuHckmii npoesa, a. 10, cTp. 1
Ten./dpakc: +7 (495) 221 10 79
TenedoH ropsayen nuHmm: 8 (800) 250 10 79

e-mail: info.russia@biomerieux.com

BebO-canT: www.biomerieux-russia.com

B cnyyae BbisiBNeHMs NO60YHbIX AENCTBUIA, HE YKa3aHHbIX B MHCTPYKLMM MO NPUMEHEHUIO UM PYKOBOACTBE MO
aKcnnyaTaumMm MeguLMHCKOro U3Aennsi, HexenaTtenbHbIX peakuuii Npy ero NpUMeHeHUn, 0cobeHHocTen
B3aMMOAEWNCTBUSA MEANLIMHCKUX N3genuii Mexay cobor, hakToB 1 06CTOATENLCTB, CO34atoLLMX YrPo3y XKU3HU U
300POBbI0 IPaXXAaH U MEANLMUHCKUX PaBOTHUKOB NPU NMPUMEHEHUU 1 SKCMyaTauum MeauUMHCKUX U3Aenun,
HeobxoauMo HanpaBuTb COOBLLIEHNE, CoaepXallee yka3aHHble cBeaeHns, B PefepanbHyto cnyx0Oy no Haa3opy B
cepe 30paBOOXpPaAHEHUSA B COOTBETCTBUM C AENCTBYOLUM 3aKOHOAATENBLCTBOM.

BIOMERIEUX, norotun BIOMERIEUX, ETEST, Tect-nonocka ETEST, NEMA C88, RETRO C80 n SIMPLEX C76
SIBMSIOTCS UCMOMNb3yEMbIMU, 3aPETMCTPUPOBAHHBLIMU U/UINM HAXOAALWMMUCS B NPOLECCE perncTpauum ToBapHbIMM
3HaKamu, NpuHagnexawmmy komnaHum bioMérieux, oAHON U3 AOYEPHUX UMW BXOASLLMX B €€ rpynny KOMNaHum.

CLSI aBnsieTcsa ToBapHbIM 3HakoMm, npuHaanexawum Clinical Laboratory and Standards Institute, Inc.

ToBapHbIN 3HaK 1 ToBapHoe nmsa ATCC, a Takke niobble Homepa no katanory ATCC — ToBapHbIe 3Hakv KOMMNaHum
American Type Culture Collection.
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ETEST" Ceftriaxone (TX) (0.016-256 ug/mL) 052411 - 01 - 2020-07 - ru

EUCAST osHavaeT EBponencknit KOMMTET N0 TECTUPOBAHMIO YyBCTBUTENBHOCTM K aHTUMUKPOOHBLIM npenapatam. 3Tu
AaHHble 6binn npegocTtaBneHsl EUCAST Ha 6e3Bo3Me3aHON OcHOBe 1 AocTynHbl Ha cante EUCAST: www.eucast.org.
ABTOpckune npaBa Ha Hux octatotest y EUCAST. PekomeHgauun EUCAST vacto obHoBRsitoTCS. VIX nocnegHue Bepcum

[OCTynNHbl Ha Beb-cante www.eucast.org.
[pyrve HasBaHWS 1 TOBapHble 3HaKM NpuHaanexar nx 3aKoHHbIM BnagenbLuam.
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