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REF| 412219/423800
ETEST® Amikacin (AK) (0.016-256 pg/mL)

Etest AK AMIKACIN — E-TecT amukaumH 256 (danee no Tekctys ETEST, ETEST AK, ETEST Amikacin) IVD

051832 - 01 - 2021-01 @

HA3HAYEHUE

ETEST — 9TO py4HOW KONMMYECTBEHHbIN METO, ONpeAerieHnsl Y4yBCTBUTENbHOCTM K aHTUMUKPOOHbLIM NpenapaTtam
rpamoTpuLaTenbHbIX Y rPaMMONOXUTENbHbIX a3PObHLIX GakTepuit, U GakTepPUIA CO CROXHBIMWU NUTATENbHBIMU
notpebHocTamu. Cuctema COCTOUT U3 CTaHAAPTHOMO rpagueHTa aHTMOMOTMKA, KOTOPbIA UCMONb3yeTcst AN
onpegeneHns MUHUManbHON HIMbupytoLen koHueHTpaumn (MUK, BbipaKeHHON B MKI/MIT), pasnunyHblX aHTUMUKPOOHbIX
npenaparoB A5 MUKPOOPraHM3MOB NMOCPEACTBOM KyNbTUBUMPOBAHWSI HA MMTATENbHOM arape B TeYeHMEe HOuW.

NMOKA3AHUA K NPUMEHEHUIO
MeTton ETEST AK mMoxHO ncnone3oBatb Anst onpegeneHns MVK amykaunHa B OTHOLLIEHUN CRieayroLmX
MUKPOOPraHn3MOoB:
* A3pobbi:
o [pamoTpuuartensHble aspobbl: Enterobacterales, Pseudomonas aeruginosa, Stenotrophomonas maltophilia,
Acinetobacter
o pamnonoxwuTtensHble asapobbl: Staphylococcus, Enterococcus.

nPMHUUN
ETEST npeacraBnsieT cobor TOHKYH, UHEPTHYHO, Ale! B
HeMopwCTYIo NNacTMKOBYIO TECT-NOMOCKY. Ha oaHy CTOPOHY Kon A8
TecT-nonocku (A) HaHeceHa Wwkana MWK B mkr/mn, a Ha AHTUMAKDOGHOTO |y a
< npenapata 256
APYrylo — CTaHAAPTHbLIN rPagueHT aHTnbuoTuka. o 4
Korga TecT-nonocKy HaHOCAT Ha 3aCesiHHYHO KyTsTYpOn b
MWKPOOpPraHn3ama noBepPXHOCTb arapn3oBaHHOW cpeapl, i
npeaBapuTenbHO COOPMUPOBAHHBIV FpadUeHT Weams MUK | § Secnonesanuri
KOHLIEHTpaLuun aHTMBMOTUKa HEMEOSIEHHO NPOHMKaEeT (rasr/ian) |3 anTUMEpOGHa
o K rpagueHT
B arap, a 3aTeM obpasyeT CTabunbHbIN, i3 P
HenpepbIBHbIA, 3KCMIOHEHLMANbHbIA rPaaneHT 3
KOHLIEHTpaLMN aHTMONOTMKA HENOCPEACTBEHHO NOA TECT- "A'%g%
nonockon. lNocne nHky6aumm, B pesynsrate KOTOpon o v
- 032
GakTepmanbHbI POCT CTAHOBUTCSI 3aMETHbIM, BOOMNb TECT- 023 b
MOMOCKN MOXHO YBMAETb CUMMETPUYHBIVA 3NNnmnc
nHrmbmposaHua. 3HadeHne MUK cuntbiBaeTca co Lwkansbl O6pasey, mecm-rionocku ETEST

B MKI/MM NpY NOMHOM UHrMBUpoBaHWUM pocTa Gaktepuii
B MeCTe nepeceyeHnst 3a0CTPEHHOro KOHLA annunca
C TECT-MOSIOCKON.

(6 3asucumocmu om rperiapama OOCleyI'IHbI pasfiudHble
wkKaribl cqumblsaHu,q)

HecmoTpsi Ha cxoacTBO € AMCKO-ANddY3MOHHBIM METOLOM
(aHanornyHas npouenypa NPUroToBMNeHUs MOCEBHOM
KynbTyphbl, BbIOOP NUTATENbLHON CPeabl U YCIoBUS
nHky6aummn), ETEST He sBnsieTcs AUcKo-aAnddY3nNOHHbIM
METOOM U NOMHOCTBIO OTNMYAETCS OT 0ObIYHbIX AMCKOBbIX
MeToAoB. 'pagneHT KOHLEHTpaUUM aHTUMUKPOBHOIo
npenapata B ETEST npeaBaputenbHo chopMUpoBaH,
npegonpeneneH n ctabuneH, u He 3aBUCUT OT AMddy3nK.

COCTAB HABOPA

MHauBuayanbHas ynakoBka: Kaykgas TecT-nonocka cooeput:
412219 30 TecT-nonocok * OnanasoH MUK amukauuna: 0,016—-256 mkr/mn

YnakoBKka Ha HECKOMbKO KapTPUmKeN:
423800 * 10 KapTpuaxen, B KaXXgom no

10 TecT-nonocok n 1 nakeTuky
BraronornoTuTens

* 1 KpbllwKa

1 MHCTPYKLMSA NO NPYMEHEHNIO, KOTOPYIO MOXHO 3arpy3nTb € canta www.biomerieux.com/techlib
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HEOBXOAUMbIE MATEPUAIbI, HE BKITIOYEHHBLIE B KOMIJIEKT

MaTtepuanbi
» Ob6wenabopaTopHoe MyKpobuonornyeckoe obopynoBaHme
* TamnoHbl (CTepUnbHbIE, HETOKCUYHBIE U HE CIINLLKOM MITOTHO CKPYyYEHHbIE) M NPOBUPKN.
+ PyyHolt annnukatop [Hanpumep, Mini Grip-It (Homep no katanory 411200), BakyymHbIi nnHueT NEMA C88™ (Homep
no karanory 559804), nnHUET nnNn aHanorM4Hoe yCTporcTBO].

* McFarland Standard — Ha6op ctaHgapTtoB myTHocT1 Mak®apnaHaa (Homep no katanory 70900) unu emy
aHanornyHblu.

* WHkybaTop (+35 °C £ 2 °C).

* MukpoopraHuambl Ans KOHTPONS KayecTsa.

 Wnokynatop RETRO C80™ (mononHutensHo) (Homep no kartanory 559803).

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

PekomeHayemble nuTaTenbHble cpeabl

[nsa onpenenennsi 4yBCTBUTENBHOCTU K aHTUMUKPOOHBIM npenapatam (AST) cnegyeT ucnonb3oBatb
BbICOKOKa4YeCTBEHHbIE Cpefbl ONpeaerieHHOro coctaBa, 0becneynBaroLLme XOpoLLUi pocT (CcM. Tabnuuy 1 B KOHLE
pasgena «/IHCTPYKUMsi MO NPUMEHEHMIO» HAacTOSLLEro BKNaabllla B ynakoBky). [ins obecneveHns nonyvyeHms TOYHbIX
1 gocToBepHbix nokasatenen MUK npoaykums BbiIOpaHHOM TOProBON Mapku AOMKHA MMETb XOPOLLYHO
BOCMPOU3BOAUMOCTbL OT NapTuM K NapTuu.

YT1006bI npoBepuUTb Ka4eCTBO Ccpeabl, npoBeanTe nccrnegoBaHme ¢ NoOMoOLLbO noaxoaAawmx WrtamMmmMmoB MUKPOOPraHM3mMoB
Ons KOHTpons kadecTtBa. CM. BKnagbiw B YNakoBKY, npegocTaensieMbli NPON3BOANTENEM CPeab.

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

NMPEOOCTEPEXEHUA N MEPbI NPEAOCTOPOXHOCTU
* TonbKko Ansa AuarHOCTUKWM in vitro.
» Tonbko gnsA npodeccMoHanbLHOro UCNONb30BaHUA. [JaHHbIV TECT NpeaHa3HayYeH Ansi UCNONb30BaHMS
KBanMuLUMpoBaHHbLIMK COTPYAHMKaMKN nabopaTopuu.
» Bcerga cobnitogaiite npaBuna acenTuky Bo BpeMsi paboTbl ¢ obpasuammn bakTepuanbHbix Kynstyp. Heobxoanmo
CTporo cobnoaaTtb YCTaHOBMNEHHbIE MEPbl NPEAOCTOPOXXHOCTN B OTHOLLEHMN MUKPOBMONOrMYECKMX PUCKOB.
» TecT-nonocku npegHa3HaveHbl TONbKO A4S OAHOKPATHOIO MPUMEHEHMUS U HE OOMMKHbI UCMOMb30BaTbCSA MOBTOPHO.

YCnoBudA XPAHEHUA U CTABUITbHOCTb
Ona vHoMBMAyanbHOW YNaKOBKM:
» XpaHuTb Npu TemnepaType, yKasaHHOM Ha ynakoBKe.
* He ncnonb3yiite peareHTbl NOCne NCTeYEHNs CPOKa roAHOCTU, YKa3aHHOIO Ha yNaKkoBKe.
» Tect-nonockn ETEST Heobxooumo Bcerga XpaHnTb B CyXOM, MPOXMagHOM, 3allULLEHHOM OT BO3AENCTBUSA SPKOro
cBeTa MecTe.
* He xpaHnute TecTt-nonockn ETEST, ocTtaBLumnecs nocrne BCKPbITUA MHANBUOYANbHON YNaKoBKWU.

[lnsa ynakoBKN Ha HECKONbKO KapTPpUAXKen:

» XpaHuTe He BCKPbITblE M BCKPbITbIE KAPTPUAXKM NPU TeMnepaTtype, yka3aHHON Ha ynaKkoBKe.

* He ncrnonb3ynte He BCKPbITbIE KAPTPUOXKM NOCHE NCTEYEHNS CpoKa roAHOCTH, YKa3aHHOrO Ha yNnakoBKe.

» Tect-nonocku ¢ ETEST, ocTaBLuMecs Hen3pacxoAoBaHHbIMW U3 BCKPLITOTO KapTpyaKa, CrnefyeT XpaHUTb B CyXOM
mMecTe. He BblHMMaWnTe BnaronornoTuTerib Nocrne BCKPbITUA 1 3aKpbiBanTe KapTpuaK (BXOASALLEN B KOMMNMNEKT
KPBILLKOW) Cpa3y nocne Ucrnonb30BaHus.

» Tect-nonockn ETEST Heob6xooumo Bcerga XpaHnTb B CyXOM, MPOXMagHOM, 3allULLEHHOM OT BO3AENCTBUSA SPKOro
cBeTa MecrTe.

 [locne BCKPbITUSA KAPTPUAXK MOXHO XPaHUTb B TEYEHME KONMYeCcTBa AHEW, YKa3aHHOro Ha HeM cOOKy. 3anuwmTte
[aTy BCKPbITUSI KapTpuaxa psagom ¢ cumsonom [1il. Mepes vcnosnb3oBaHneM OCTaBLUMXCS TECT-MOMIOCOK
ybeamTech, YTO CPOK XpaHeHUsi nocne BCKpbITUS (14 nnn 31 AeHb B 3aBUCMMOCTU OT MOSIEKYSbl) He MpeBbILlaeT
CPOK roAHOCTW, YKa3aHHbI Ha YNaKkoBKe.

* [Mocrne BCKpbITMSA KapTPUAX MOXHO HECKOMBKO pa3 3aKkpbiBaTb M OTKpbIBaTb. [py Hagnexallem xpaHeHun
1 obpalleHnn 310 He BNusieT Ha cTabunbHoCcTb. KonmyecTBo 6enbix MPAMOYronbHMKOB B KBagpaTe, HaneyaTtaHHbIX
Ha NpaBol CTOPOHE, 03HAYaEeT, CKOMNbKO pa3 MOXHO OTKPbITb KAPTPUK, BKIOYas BCKpbiTMe (3 pa3afsnnu 4 pasa A3
B 3aBMCUMOCTM OT MOsekynbl). YTobbl 3adhmkcrpoBaTh 3TO YMCHO, 3aKpackTe OAMH U3 6enbiX MPAMOYrofbHVKOB Mpu
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BCKPbITUM KapTpyaKa 1 3aTeM 3akpaluvBanTe no ogHoOMy 6enomy npsiMOyrorbHUKY Kaxabl pa3, OTKpbIBas
1 3aKpblBasi KAPTPUOXK.

lMpumepsbi (3MukemKu HUXe npueoodsIMCsi MOSIbKO 8 CrPasoYHbIX UersxX):

ETEST® XXX 0.016-256 ug!rl]L ETEST® XXX 0.016-256 ug.-‘n_'_lL
EE - - <14D || [:B] - - —=3p 00
—_— = =— = — 0999501 (][] —— = o= == == 09999801 (1]
« lNocne Toro kak kapTpuak GyAeT OTKPLIT MakCMMarnbHOe KONMYECTBO pas, BCE OCTaBLUMECS TECT-MOMOCKN creayet
YyTUNM3NPOBaTb.

* Bxopgslen B KOMMMEKT KPbILLKON MOXHO 3aKpblBaTb TOMbKO KApTPUAKM U3 TOTO Xe KomnnekTa. He ncnonessynte
KPbILLKM OT APYrMX NapTuin nnm npenapaTos.
» KpbILKy cnepyeT yTunManposaTtb Mocne ee ncnonb3oBanusa ¢ 10 kapTpuaKamm n3 ynakosku.

MCNONb30OBAHUE

 lMepen ncnomnb3oBaHem TecT-nonocok ETEST 13 HepacKkpbITON ynakoBku HeOB6XOAMMO OCMOTPETh YNakoBKy Ha
npegmeT OTCYyTCTBUS NMOBpEeXAeHU. He ncnonb3ynte B cnyyae, ecnv ynakoBka Obina noBpexaeHa.

* [Mocne n3baTA N3 XONOANINBHUKA/MOPO3UITbHUKA HEOOXOAMMO BbiAepXaTb MHAMBUAYAIbBHYIO YNaKOBKY Unn
YMaKoOBKY Ha HECKOIbKO KapTpuapKen npu KOMHaTHOM TemnepaType 40 BCKpbITUSA (OKONOo 15 MuUHYT, ecniv
Temnepartypa xpaHeHus coctaenana +4 °C, unm okono 30 MUHYT, ecnun TemnepaTtypa XpaHeHusi cocTaBnsna
-20 °C). M3sBnekaTb TECT-MONOCKY U3 YNAKOBKM crieayeT HEMOCPEACTBEHHO nepes ucnonb3osaHnem. Mepen
BCKPbITMEM YNaKoBK/M HEOOXOAMMO [OXAATbCA MOJHOro MCNapeHus Briarv, KoTopas Morfna CKOHOEHCMPOBAaTLCH Ha
BHELLHEN NOBEPXHOCTMN YNaKoBKM.

* He npukacantecb K NOBEPXHOCTW TECT-NOMOCKM, Ha KOTOPOW HAXOAMTCH rPafAMEHT (K CTOPOHE, NPOTUBOMONOXHOW
wkane MUK). Ans B3sTua Tect-nonocok ETEST pekomeHayeTca ncnonb3oBaTb pyvHON annnunkaTop [Hanpumep,
Mini Grip-It (puc. 1), BakyymHbiit nuHLeT NEMA C88™ (puc. 2), nuHueT unu nogobHoe uM ycTpoincTeo]. B cnyyae
n3sneyeHns Tect-nonocok ETEST Bpy4Hyt0 MUHLIETOM Mnn nogo6HbIM YCTPOMCTBOM paspeLlaeTcs npukacaTbes
TOMbKO K KOpeLLKaM (TOMY MECTY, Ha KOTOpO€e HaHeCeH 2- unun 3-6yKBEHHbIV KOa).

M3Bne4veHne TecT-nonockn ETEST 13 nHgmemayansHom M3BneyeHune tect-nonocku ETEST n3 kapTpuaka C NOMOLLbLO
ynakoBku ¢ nomotpeto Mini Grip-It BaKyymHoro nuHueta NEMA C88™

* VIHCTpYKUMK ONa MHAUBUAYaNbHOW YNaKOBKM:

Mpexae Yem OTKPbIBaTb YNakoBKY, OCTOPOXHO MOCTY4YMTE YNaKOBKOW MO TBEPAON NOBEPXHOCTY,
YTOGbI TECT-NOMOCKA OKasanach Ha [He YNakoBKU, 3aTEM 3aXKMUTE YMaKOBKY Mexay 6omnbLunmM
1 yKazaTenbHbIM NanbLaMu, MOMEeCTUB KOHUYMK GOMbLUOro nanbua B yriybneHve Ha 3agHen
CTOpOHE.

HaxmuTe GonblummM nanbuemM Breped 1 ykasarternbHbIM nanbLemM Hasag, YTobbl OTNOMUTL
antoM1H1eByo 060MoYKy, NMpY 3TOM BNaronornoTUTenb AOMKEH OCTaTbCA B BEPXHE YacTu
YNaKoBKM.
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OTorHute BEPXHKO 4YaCTb Hasapg, YTOObI MONMHOCTLIO OTKPbITb YNaKOBKY.

M3Bnekute Tect-nonocky ETEST 13 ynakoBkv ¢ MOMOLLBIO NYHLETa Uy ApYyroro annnukaTopa.

* WHCTpyKUMM ANS yNakoBKU HA HECKOMNbKO KapTpUIKeN:

MogHMMUTE A3bI4OK N3 PONbIY B BEPXHEW YacTu KapTpuaxa u notTaHuTe Hasag,
YTOObI MONTHOCTBLIO CHATD.

( Mpumeyvanune: Y6eautech, Y4TO NOCne BCKPLITUA HA KapTpuUaKe He 0cTanoch
donbry, MOCKOMbKY OHa NOMELLAET Kak CriefyeT 3aKpbiTb €70 KPbILLKOW.

B kapTpuaxe HaxoauTcsa NakeTUK KannesngHon opmebl ¢ Bnaronornotutenem. He MU3BJieKaUTe BraronornoTutenb
nocrie BCKpPbITUA.

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

* MeTop aBTOMaTU4ecKkom o6paboTku ¢
NMOMOLLIbI0 aBTOMaTUYECKOro
annnukatopa SIMPLEX C76™:

o 3arpysute KapTpuoXKu ¢ TeCT-

(pexomeHayemble MeToabl):
Bo3bMuTEe BEpxHIOKO TECT-
nonocky ETEST, He kacasice
BMaronornoTuTens.

nonockamu ETEST Hanpsimyto B
aBTOMaTM4eCKuIA annnmkaTop
SIMPLEX C76™ (MHCTpYKLMM CM.
B PYKOBOZACTBE MNOMb30oBaTensi

annnvkatopa SIMPLEX C76™).

o Ecnu ncnonbsyeTcsd NUHLET Unn
aHanornyHoe ycTpomncTeo:
HaxmuTte ykasatensHbiM
nanbLeM Ha y3KUIn KoHel,
nakeTuka C BraronorfnoTuTenem,
4TOObI NPUNOAHATL TECT-
nomnocku. He HaxxumanTe Ha
oKpyrnyto yactb. [Npuaepxmsas
nanbLemM BnaronornoTuTens,
N3BNEKNTE BEPXHIOI TECT-
nonocky ETEST 13 ynakoBku
MVHLETOM MMM aHaNorM4HbIM
YCTPOWCTBOM.

Cpasy nocrie ncnonb3oBaHus HaAeHbTE KPbILKY Ha KapTpuax (B NpaBuiibHOM
NONoXeHUN) 1 XpaHuTe ero, kak ykazaHo B pasaene YCIIOBUA XPAHEHUA
N CTABUIIbHOCTb.

054384-01

MHCTPYKUMWA NO NPUMEHEHUIO

MNpurotoBneHue cycneH3uu u nNoces

1. Hosegute cpeny un Tect-nonockv ETEST oo komHaTHOWM Temnepatypsl.

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

3. TlNoaroToBbTE CyCNEH3uMi0: CyCneHaMpynTe XOPOLLO N30NMPOBaHHbIE KOMOHWMW, BbIPOCLLME Ha YallKe C arapoMm
B TEYEHMEe HOoYM. YOeanTechb B HanMymMm B NOCEBHOW CyCneH3nmn npaBunbHoro konnyectsa KOE/mn
(konoHneobpasytoLLasn eanHMLa) OTHOCUTENBHO COOTBETCTBYOLLEro ctaHaapTa no wkane McFarland. [JaHHbIA nyHKT
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0C0BEHHO BaXeH AN MUKPOOPraHU3MOB CO CIOXHbIMU NUTaTEeNbHLIMU NOTPEBHOCTAMM, U CIIM3UCTbIX KONOHWUIA
MWKPOOpPraHvM3amoB. Mpy NpaBnnbLHOM NPUIOTOBIIEHWMN CYCNEH3WN NOCHE KyNBTUBMPOBaHUS AOMKEH BbiTb NnonyyeH
CMNIOLUHON MW NPaKTUYECKM CMIOLLHON POCT Ha MOBEPXHOCTM Cpedbl.

4. CtaHpapTbl MyTHOCTM Mo wwkane McFarland He rapaHTUpyOT NpaBUIIbHOTO KONMYECTBA XN3HECTOCOOHbIX BakTepuii B
cycneHsun. Heobxoanmo NpoBoauTb perynspHblil NoAcHeT KOMOHWUIA AN NPOBEPKM Toro, obecneymBaeT nm
ucnonb3yemasi MeToAuKa NoceBa Mosly4YeHne Hy)KHOro KOnm4yecTBa XM3HecnocobHbix 6aktepuin (B KOE/mn).
Cwmotpute pasgen KOHTPOJIb KAYECTBA.

5. BbINONHMTE NOCEB: OKYHUTE B MOCEBHYIO CYCMEH3MI0 CTEPUNbHbIA, HETOKCUYHbBIVA U HE CIINLLKOM TYrO CKPYY€EHHbI
TamnoH. Yoanute nabbITOK XXUOKOCTU, NPUKaB TaMMOH K BHYTPEHHEN NMOBEPXHOCTU CTEHKM Npobupky. Yaanute
fonblue XNAKOCTKW, Koraa AenaeTcs Noces Ha yallky AvameTpoM 90 MM, M MeHbLLE NpY 3aCEBaHUM YaLlKn
anameTtpom 150 mm. TwatensHo pacnpegenuTe CyCcrneH3unio No NOBEPXHOCTM arapa LWTpuxamm B TPEX HanpaBreHusx,
Kaxxablii pa3 noBopaynsas Yaluky Ha 60 rpagycoB, 4Tobbl obecneyunTs paBHOMEPHOE pacnpeneneHne NoceBHOro
maTepuana. B kauecTse ankTepHaTVBbl MOXHO MCNOMNb30BaTh MHOKynsatop RETRO C80™ ans acbdekTneHOro
pacrnpeferneHus NOCEBHON CyCneH3nn No NoBepxHoOCTK arapa (puc. 3) (MHCTPYKLUK CM. B PYKOBOACTBE Monb3oBaTens
nHokynstopa RETRO C80™). aiite n3bbITKy BNaru ancopbuposaTthcst B TedeHne 15—20 MUHYT, Tak YTobbl
NOBEPXHOCTb Obifia NONMTHOCTLIO CyXOM nepen HaHeCeHUEeM TecT-NorlIocok ¢ rpaaueHTom ETEST.

7

Puc. 3

MoceB Ha YallKy ¢ arapoM € NoMoLLbo MHoKynsTopa RETRO C80™

HaHeceHune TecT-nONocoK 1 NHKybauus

1. YBeautecb, 4TO 3acesHHas NOBEPXHOCTb arapa NOSTHOCTLIO CyXasi.

2. Ortkponte ynakoBky ETEST, kak ykazaHO B MHCTPYKLMM NO BCKPbITUIO U paboTe ¢ TecT-nonockamu.

3. Tect-nonockn ETEST MOXHO HaHOCUTb Ha 3acesiHHY0 NOBEPXHOCTb arapa C NOMOLLbIO PyYHOro annnukaTopa
[Mini Grip-It, BakyymHoro nuHueta NEMA C88™ (puc. 4), nMHLEeTa 1nu Apyroro aHanornyHoro yctponcTeal nnéo
aBTOMaTMyeckoro annnukatopa SIMPLEX C76™ (puc. 5). Paamectute Tect-nonocky ETEST wkanoi MUK Beepx
(Mo HanpaBneHWIo K KPbILLKE YaLLKW) 1 MakCUMarbHOW KOHLEHTpaunen bnmxke k kpato Yawku (puc. 4 n 5).

Luw

Puc. 4 Puc. 5
HaHeceHue TecT-nonocku ETEST Ha noBepxHOCTb HaHeceHue TecT-nonocku ETEST Ha noBepxHOCTb
arapu3oBaHHOW cpefbl C MOMOLLbIO BaKyyMHOrO NuHLEeTa arapu3oBaHHOW cpefibl C MOMOLLbIO aBTOMaTU4YECKOro
NEMA C88™ annnukatopa SIMPLEX C76™

4. MOXHO 1cnonb3oBaTh WabnoH Ans onTUManbHOro nomMelleHus Tect-nonocok ETEST paBHOyaaneHHo apyr ot
Apyra B Yaluke ¢ arapoM. B ogHow yaluke auameTtpom 150 MM ¢ arapom MOXHO pa3MecTUTb A0 LLECTU TeCT-MONOCOK
ETEST (puc. 6a), a B ogHon vawke agnametpom 90 mm ¢ arapoM — A0 AByX (puc. 66). [na MukpoopraHuamon
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C OXXMOAEMOW BbICOKON YyBCTBUTENBHOCTBIO UCMOMNb3YNTE MEHbLLE TECT-NMOMOCOK Ha Yallke agnametpom 150 Mm
N TOMbKO OfHY TECT-NOMNOCKY Ha YaLuke guameTpom 90 MM.

Puc. 6a. Puc. 66.

LLlabnoH ans 6 TecT-nonocok B yaluke guametpoM 150 mm LLlabnoH gns 2 TecT-nonocok B yaiuke guametpoM 90 Mm

Heobxoanmo y66,D,I/ITbC$|, YTO TECT-NMOSIOCKA MOSTHOCTLIO NpUNeraeT K NOBEPXHOCTM arapa. He cnenyet pasmellaTtb
TECT-NONOCKY B NepeBepHYTOM MOSOXXEeHWW, TaK Kak afnmnc VIHFVI6VIpOBaHVIF| He o6paayeTc;|, NOCKOJIbKY aHTUBNOTUK
HE MOXET NPOHNKHYTb Yepe3 HENOPUCTYHO NNaCTUKOBYH) TE€CT-NOJ10CKY. Mpwn HeobxoaMMOCTN MOXHO yoannTtb
BO34yLHbl€ NMONoCTn, BUoNMble Noa TECT-NOSIOCKON, OCTOPOXKHO HaXKMMasi Ha TECT-NONOCKY (He asuras ee) KOHYMKOM
anniunkartopa unn nMHUETOoM, Nnpu 3TOM HanpaBlrieHne OBMXXeHnA OOIMKHO ObITb OT MUHUMAIbLHOW KOHUEeHTpaunn

K MakcumarnbHon. ManeHbkne Ny3bIPbKN HE BINUAKOT Ha pe3ylbraTbl TECTUPOBAHUA. Mocne HaHeceHus TecT-
NONTOCKY Henb3A caoBUratb, MOCKONMbKY nponcxoanut MrHoBeHHoe BbICBOGOXAEHMEe aHTUOMOTUKA B arap.
KyJ'IbTVIBVIpOBaTb YallKy ¢ arapoM cnenyet B nepeBepHYyTOM NONOXeHUn (KprI.IJKOI7I BHVI3), nocCTaBNeHHbIMWU OPYyT Ha
npyra, HO He 6onee 5 yallek, B COOTBETCTBUM C yCcnoBumaMnU, npnBeaeHHbIMU B PYKOBOACTBE HUXKE.

Tabnuua 1. YkasaHua no BbIGOpy nutTaTesnibHbIX cpen, NnoAroToBKke NoCeBHOro Mmatepuana u KynbtuBMpoBaHuio

pynna ArapunsoBaHHas NoceBHoW mMaTepuan KyneTBrpoBaHue
MVKpPOOpraHu3 nutatenbHas .
), 6) MuTatenbHa:
OB cpepa V: ; J;b; & nnoTHocTb (No wkane | Temnepatypa (2 °C) Atmocdepa Bpems (4achbl) ”
e McFarland)
A3pobbl Mionnepa- 0,85 % NaCl (unu 0,5 +35°C Okpyxatowasi cpefa 16-204)
XVHTOHa COneBoKn pacTeop) (1, ecnu KonoHus: 20-24 © gnst
cnuauctas) Acinetobacter spp. n
S. maltophilia
MpymeyaHus:

a) CopepxaHue kanbumsa B arape Monnepa-XvHToHa MOXET OTNMYaTbCA B 3aBUCMMOCTU OT MPOM3BOAUTENS U
cepun. Heo6xoamMmMo NpoBOAWTL KOHTPOIb KayecTBa Kaxkaow Cepymn arapnsoBaHHOW cpeapbl.

6) CopepxaHue mMarHus B arape Mionnepa-XuHToHa MOXET OTNM4aTbCs B 3aBUCMMOCTY OT NPOM3BOANUTENS 1
cepun. Heob6xoaMMo NPoBOANTL KOHTPOIb Ka4eCcTBa KaXK4oW Cepuy arapoBow cpebl.

B) BbIno yctaHoBneHo, 4Tto conesou pacteop (Homep no katanory V1204) coemectum ¢ ETEST.

r) Ybegutech, 4TO Yallka C arapoM KyInbTUBMPOBanach B TEHEHNe peKOMEHO0BAHHOIO Nepuoaa BpeMeHH, npexae
YeM CHUMaTb NokasaHusi, 0COGEHHO B Crlyvae 3ameaneHHOro NPosIBIEHNS YCTONYMBOCTU U MEAMNEHHO PacCTYLLUMX
MUWKPOOPraHM3MOB.

4) Ons MmeaneHHo pacTywmux n3onsatoB Pseudomonas spp. BpeMs KynbTMBMPOBaHUS crneayeT YBENUYnUTbL 40

48 yacos.

e) [ina MmeaneHHo pacTyLwmx usonatos Acinetobacter spp. n S. maltophilia iikybupyite oo 48 yacos.

PE3YJIbTATbI U UHTEPMPETALUA
YyeT pe3synsraTtoB

Korga poct 6akTepuii XopoLLo 3ameTeH, cunTanTe 3HavyeHne MUK B mecTe, rae annunc MHrmbupoBaHus nepecekaeT
TecT-nomnocky. KoHeuHble 3HaveHns MUK B metone ETEST 06bI4HO YETKO BblpaXeHbl, HO MOryT HabnaaTbes

1 pasnunyHble KapTuHbI pocTa/uHrimbrposaHusa. Cm. nnncTpauum Huxe (puc. 7, 8, 9 n 10).

He yunTbiBanTe pesynsraThbl, €Cnv KynbTypa BbIrMSAUMT CMELLaHHON UK eCn pocT BaKkTepuin 04YeHb
HEe3Ha4YUTENbHbIN UMK CIIULLKOM rycTol. MNMoBTopuTe TECT.

[ns 6akTepuumaHbIX NpenapaToB, TakUX Kak aMUKaumH, KoHe4yHoe 3HadeHne MUK criegyeT yunTbiBaTh B MecTe
NOMHOro MHrMbrposaHus pocTa. [oMyTHEHNE 1 MaKpPO- UMM MUKPOKOMOHWUM B Npefenax 3 MM OT TECT-MOSIOCKU
cnegyeT yunTbiBaTh Kak poCT.
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» PocT Boonb Bcero rpagueHTa (OTCyTCTBME annunca MHrMbupoBaHus) o3HavaeT, YTo 3HavyeHne MUK Bbiwe nnm paBHo
HaMBbICLLEMY 3HAYEHMIO Ha LuKarne. Onnunc MHrMBMPOBaHKSA HXE rPagueHTa o3HadaeT, YTo 3HaveHne MUK Huxe,
YeM Hanbonee HU3KOE 3HaYEeHWEe Ha LUKane.

* M36biTovHas Bnara B Yallkax nepes noceBoM, HeAOCTaTOYHO BbICYLLUEHHAsS MOBEPXHOCTb Nepes HanoXeHneM TecT-
NOroCOK /1NN HEPaBHOMEPHO 3aCesiHHbIE LUTPUXOM MOBEPXHOCTU MOTYT NPUBECTU K OTCYTCTBUIO CMIIOLLHOMO pocTta
unu 3ybyatbiM kpasim annunca. NMoBTopuTe TeCT, ecnun y4eT KoHeYHbIx nokasatenen MUK satpygHeH. B cnyyae
HepoBHbIX NepeceyeHnin MUK ¢ nonockow yunTbiBaiiTe bonbluee 3HadeHre. Ecnv pa3segenuii > 1, noBTopuTe TECT.

» [1na To4HOrO onpeaeneHnst KoHeyHbIx 3HadeHnn MUK onsa sHTepokokkoB, Acinetobacter spp. n
Stenotrophomonas spp. HaKNOHUTE YaLUKy WU NCNonb3ynTe yBENUYUTENBHOE CTEKITO.

* B cnyyae TyHHenbHOro pocta npeHebperante TOHKON NMHWEN pocTa BOOMNb TECT-MOMOCKM.

Mpumepbl yyeTa pe3ynsratoB

858

96
48

2
24
16
12

NWAO

96
64
48
32
24
16
12
8
6
4
3
2]
M5
1.0
75
50
.38
25
-19)

=
1.0
75
.125. 4
004
.047
032
.023
16-
Puc. 9
S. aureus E. coli P. aeruginosa E. faecalis
ATCC®29213" ATCC® 25922" ATCC® 27853™ ATCC® 29212™
MWK = 2 mkr/mn MWK = 2 mKkr/mn MWK = 3 mKkr/mn MWK = 256 mkr/mn

UHTepnpeTauus

[ns nHtepnpetaummn 3HaveHnn MUK, nonyyeHHbIx ¢ noMoLubio Metoda ETEST, MOXHO nonb3oBaTbCs MOPOroBbIMU
3HaveHusiMu MUK onsa onpegeneHust Kateropuin MHTepnpeTauum, onybnmkoBaHHbIMK YNpaBrneHneM no KOHTPOIo
KayecTBa NuLLEeBbIX NPOAYKTOB 1 nekapcTBeHHbIX cpeacts (FDA)/CLSI, EUCAST w/unu BawmmM HauMoHarnbsHbIM

KOMUTETOM.

TekyLme norpaHnyHble 3HaYeHUs MpUBeAeHbl Ha Takux Beb-canTax: https://www.fda.gov u/vnu https://clsi.org n/unm
www.eucast.org

Byay4yn nonHocTblo KonuyecTBeHHbIM MeTogom onpefeneHns MUK, ETEST pnaet BoamoxHocTb nabopatopum
coobWwmTb ToYHbIe 3Ha4YeHns MK BmecTe ¢ kaTeropuen nHtepnpetaumn. ETEST onpegensiet 3aHadeHus MUK no
HEeNpepbIBHON LLUKarne 1 MOXET nokasaTb pe3ynsTaTbl B MPOMEXYTOYHOM MOMOXEHUN MEXAY TpaauLMOHHbIMU
OBYKpaTHbIMW pa3BedeHnsimu (B nonpassenequst). Ecnv svavenne MUK no metony ETEST HaxoauTca mexay
CTaHAapTHbIMU OBYKPaTHbIMU pa3BedeHUsIMU, TO €ro crieayeT OKpYrnuTb A0 Grvbkanilero BepxXHero 3Ha4eHnst
[OBYKpaTHOro pa3BefieHns nepes TeM, Kak KaTeropusampoBaTb.

lMpumep nopoeossix 3HadeHull MUK EUCAST (mka/mn):

S
)
HyscmeumernbHocmb npu R
HyscmeumernibHocmb npu .
cmaHOapmHOM pexume - Yemoutyusocmb
ysenuyeHHoM 8o3delicmeauu
0o3uposaHusi
<0,06 0,12—-1 22

MWK 1 mkr/mn no metopy ETEST kaTeropuanpyeTcs Kak 4yBCTBUTENMbBHOCTb NPU YBENUYEHHOM Bo3aencTBum (1), B TO BpeMs Kak
KOHUeHTpauus 1,5 okpyrnseTca A0 2 MKI/MI 1 KaTeropusnpyetcs kak yctondmsocTtb (R).
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KOHTPOJ1Ib KAYECTBA

UTo6bl NpoBepuThL paboune xapakTepucTukn Habopa peareHToB ETEST, kauecTBO cpef, NOCEBHOTO MaTepuana

1 1cnornb3yeMbixX NpoLeayp, NPOTeCTUPYIATe WTaMMbl Anst KOHTpons kadecTBa (KK), NnpuBeaeHHble B criedytoLleit
Tabnuue. PeareHTbl 1 UCMOMb3yeMble NPOoLeAypbl CYUTAKOTCS YAOBMNETBOPUTENbHLIMM, €CIN MoMyYeHHble 3HadeHnss MUK
COOTBETCTBYHOT CMEAYIOLLMM CrelmduKkaLmnsam KOHTPOms kavecTsa:

MI/II_IKP,EII-_II;IQ)I\A\/I_II_/IAI\(I(D&E/ZJ?)FO kom LWTAMMbI 1151 KK ETEST OVATIA3OHbI MVIl:Aﬁ;'IFI KK ETEST (mkr/
S. aureus ATCC®29213™ 1-42).6)
AmMKaLnH AK E. coli ATCC® 25922™ 0,5-4 2).6)
0,016-256 P. aeruginosa ATCC® 27853™ 1-42).6)
E. faecalis ATCC® 29212™ 64-256 2)
MpymeyaHus:

« a) CLSI M100: Performance Standards for Antimicrobial Susceptibility Testing, 28t Edition (CLSI M100.
HopmaTvBHbIE Noka3aTenu TeCTUPOBaHUSA aHTUMUKPOOHONM YyBCTBUTENBHOCTY, 28-€ n3gaHue).

* b) EUCAST: European Committee on Antimicrobial Susceptibility Testing, version 8.0, valid from 2018-01-01
(EBponencknii KOMUTET NO TECTUPOBAHUIO aHTUMUKPOBHOW YyBCTBUTENBHOCTK, Bepcus 8.0, AencTBuTeneH 4o
01.01.2018).

PesynbraTthl aHanm3a nauveHTa He cnepyet coobuwatk, ecnu pesynstatel KK BbIXOAAT 3a npeaensl yTBEPKOAEHHbIX
3HayeHun KK. Yactota npoBefeHus KK gomkHa yctaHaBnmBaTbCs kaxkgon naboparopven MHOMBUAYyarnbsHO.
PykoBogsLme npmHUMnbl NpeacTaBrieHbl B JOKYMEHTax Mo OnpeAeneHnto YyBCTBUTENbHOCTU K aHTubrnotmkam CLSI
cepuit MO7 1 M100." 2

Mpenensl 3HaveHun anga KK metoga ETEST moryt otnuuatbes oT cneumdukaumn CLSI n (unn) EUCAST B HEKOTOPbIX
cnyyasx. MNpepensbl 3HadeHunit ans KK metoga ETEST ocHoBbIBatoTCs Ha 06LWMpHON 6a3e, cobpaHHON NpU KOHTPOMbLHOM
TECTUPOBaHMM BONbLLIOIrO YMCra Cepuin peakTUBOB B TEYEHNE HECKOSbKMX NET, 1 BKINOYaoT AaHHbIe MHOMOLEHTPOBLIX
nccnenoBaHun.

Ecnwn 3HadeHns MUK B oTHoweHnn wtammoB ansa KK HaxogaTca Ha nonpasseneHns Huxke HmkHero npegena KK, nx
crnegyeT OKpymuTb A0 GrivkaiLiero BEpXHEro 3HavyeHns ABYKpaTHOro pa3BefeHns nepes TeM, Kak yCTaHOBUTb
cootBetcTBue KK. MNMogobHbiM obpasom, ecnu 3HaveHnss MUK HaxogaTcst Ha nonpasBeAeHUs Bbllle BepXHEro npeaena
KK, nx cnegyet cuntatb HecooTtBeTCTBYHOLWMMN KK.

Heobxoanmo npoBoAnTb perynspHbIi NOACHET KOMOHUIA AN NPOBEPKM TOro, ob6ecneynBaeT v nonyvyeHHas nioTHOCTb
CYCMEeH3Un NOCEBHOro Matepuana nonyyeHne 4OCTaTO4YHOrO KONMYeCcTBa XU3HEeCnocoOHbIxX 6akTepun B KOE/Mn.
MpuroaHbIi MaTepuan Ans nocesa aacT NpubnuanTensHo ot 1-5 x 108 KOE/mn.

CtaHpapTtbl MmyTHocTU no McFarland He rapaHTUpPYIOT NpaBUIIbHOIO KONMYECTBA XU3HEeCNOCOGHbIX 6akTepun
B KOE/mn.

OXWOAEMbBIE PE3YJIIbTATbI

YPOBHU Y4yBCTBUTENBHOCTM K aHTUOMOTUKaM ANs pasnunyHbIX Gronornyeckunx nonynaumn 6akrepun 6onblue HEBO3MOXHO
npeAcKkasaTb B CBSA3W C MPOrpecCMBHbBIM PasBUTMEM YCTONYMBOCTU. [ToaToMy nabopaTopus AOMKHa Nosb30BaTbCA
oxungaemoimun pesdynsratamu MUK pasnuyHbix aHTMBMOTMKOB ANst pedepeHTHbIX LUTAMMOB KOHTPOMS KavyecTsa, YTobbl
obecneunTb COOTBETCTBME TEXHWKM TECTUPOBaHNSA HEOOX0AMMbIM TPEBOBAHUAM U Pa3yMHYt0 TOYHOCTb MOMyYaeMbIX
KMUHNYECKNX pe3ynbLTaToB.

PABOYUE XAPAKTEPUCTUKHU

Paboune xapaktepuctukn ETEST gns ammkauuHa Obinn yCTaHOBMEHbI C MCMOSNIb30BaHNEM CPaBHUTENbHbLIX OLEHOK. OTU
vnccnenosaHus nokasanm, 4to MUK no metoay ETEST AK koppenupytoT ¢ pedbepeHTHbIM MeTogom CLSI M07." MeTtoa
ETEST cuuTaeTtcs no cylectBy akBuBaneHTHbIM Metogam CLSI, korga 3HaveHns MUK 13 o6enx npouenyp nokasbsiaioT
nornHoe cooteeTcTBue (EA) 290 % B npepenax = 1 pa3segeHus.

Pabouve XapaKkTepUCTuKn npmnBeaeHbl HMUXe:

MwukpoopraHuam Lrammer (N) % nonHoro cooteeTcTams (EA) @)

Aapobbl 0 346 99

MpymeyaHus:
* a) EA — % 3Hadennii MUK B npepgenax + 1 pa3BeneHus pedepeHTHOro MetToaa.

bioMérieux SA pycckunm - 8



© A il s
ETEST” Amikacin (AK) (0.016-256 ug/mL) 051832 - 01 - 2021-01 - ru

* 6) CnocobHocTb ETEST Amikacin k BbISBNEHUIO YCTONYMBOCTM CriedyoLmnx MAUKPOOPraHn3MOB HEM3BECTHA, Tak Kak
BO BPEMS BbINOMHEHNSA CPABHUTENBHOrO TECTUPOBAHNS YCTOMYMBBIX LUTAMMOB B HanuM4mmn He 6bino: rpynnel
Staphylococcus.

BAXHbIE 3AMEYAHUA

1. WHoraa HekoTopble kKOMOMHaLMKM B6akTepum n aHTMBMOTUKA Aal0T HeOXMAaHHbIe pedynbraThl. B Takmx crnydasax
MarnoonbITHOMY nepcoHany 6yaeT CroXHO NPUHATb peLueHne No KoHeyHoMmy 3HaveHunto MUK. OpgHako, 4To6bl
Hay4YTbCs MPaBUIIBHO OnpeaensiTe KoHeYHble 3HadeHuss MUK, coTpyaHvKM MOryT NpakTMKOBaTBLCS, PerynspHo
UCnonb3ys peepeHTHbIE LWTaMMbl U CpaBHUBASA CBO paboTy ¢ pe3ynsratamu KBanuumumpoBaHHbIX paboTHUKOB.

2. Kak v Bce aaHHble AST, pesynbratbl ETEST sBNsOTCA TOMbKO 3HAYEHUAMM in Vitro n MOryT ykasblBaTb Ha
NoTeHUManbHy YyBCTBUTENBHOCTb MUKPOOPraHn3MoB in vivo. icnonb3oBaHne pesynsTaToB Npu BbIGoOpe neveHns
OOMKHO ObITb €AUHONUYHBIM PELLUEHNEM U OTBETCTBEHHOCTbIO nevallero Bpada. OH JOmKeH NpuHYMaTh BO
BHMMaHWE MeOULMHCKMIA aHaMHE3 1 BCIO M3BECTHYIO MHAOPMaLMIO O naumeHTe, hapMaKkoKMHeTn4eckne
1 dhapMakoguHaMn4ecKke CBOMCTBa aHTMONOTUKA W KITMHUYECKWI ONbIT NIeYeHUs AaHHbIM NpenapaToM UHAEKLNN,
BbI3BaHHbIX KOHKPETHbIM BaKkTepuanbHbIM NaToreHoM. Takke cnegyeT yunTbiBaTb TUN aHTUOMOTMKA, JO3Y U PEXUM
[03UPOBaHuS.

3. [Onsa nony4eHns AONOMHUTENBHOW MHPOPMALMMN O KOHKPETHBIX OFPaHNYEHUSIX B MHTEpPNpeTauun pesynsraTtoB u/mnm
OrPaHUYEHNAX KITMHNYECKOrO MCNOMNb30BaHUs aHTMBMOTHKA B pa3nnyHbIX TepaneBTUYECKUX CUTYyaumnsix M. Tabnuupbl
N CHOCKM Ha cTaHgapTbl uHTepnpeTtauun MUK B nocnegHux sepcusx pekomengaumii EUCAST nnm gokymeHntoB CLSI
Mo onpeaeneHnio YyBCTBUTENbHOCTY K aHTMBMOTMKaM Ans npoueayp passeneHus (cepun MO7 u M100).1 2.3

YTUITU3ALINA OTXOOOB
YTUnNusnpymnrte ncrnosib3oBaHHbIe N HENCTIONb30BaHHbIE peareHThbl, @ Takke KOHTaMUHUPOBAHHbIE PACXO[HblE Matepuarbl
B COOTBETCTBUM C TpeboBaHMAMU, NpeabaBnseMbiMy ANa YTUNN3aLNM MHEKLVOHHbLIX MaTepuarnos.

Kaxxgas nabopartopusi 06583aHa obpallaTtbCs ¢ Noy4YeHHbIMM OTXOAaMU U CTOKaMy B COOTBETCTBMM C UX TUMOM U1
CTeneHb ONacHOCTU, a TakKxXe 06p863TblBaTb N YTUNn3npoBaTb NX B COOTBETCTBUU C YCTAHOBITIEHHbIMU NpaBuiaMn n
HopMaMmu.

CMUCOK NUTEPATYPbI

1. CLSI M07: Methods for Dilution Antimicrobial Susceptibility Tests for Bacteria That Grow Aerobically (Latest edition)
(CLSI MO7: MeTtogb! NpoBeAeHNsi TECTOB Ha onpeaernieHne YyBCTBUTENbHOCTM a3pobHbIX BakTepuii k
aHTMMUKPOOHBLIM Npenapatam nyTem pasBefeHus (nocnegHee nsgaHue)).

2. CLSI M100: Performance Standards for Antimicrobial Susceptibility Testing (Latest edition) (CLSI M100.
HopmaTtuBHbIe NokasaTenu TeCTMPOBaHWS aHTUMUKPOOHOIN YyBCTBUTENBHOCTY (NOCneaHee nsnaHue)).

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

TABJIMLIA CUMBOJIOB Y OBO3HAYEHUI

CumBon O603HayeHne

Homep no katanory

MeguuuHckoe usnenve ans
OVNarHoCTUKW in Vvitro

<
o

M3rotoBuTenb

TemnepaTypHbIN Ananas3oH

Vicnonb3oBatb 40

I~k

=
o
r

Kog naptum

3anpeT Ha NOBTOPHOE NPUMEHEHNEe

CpOK XpaHeHusi nocre BCKPbITUS

(Ne
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CumBon O603HayeHne
[Iﬂ OB6paTuTech K MHCTPYKLMU MO
NPUMEHEHNI0
CoOepXXMmMoro 4oCTaToqHO Ans
npoBeaeHUsl N-KonM4yecTBa TECTOB
@ [aTta nsrotoBneHus

OIrPAHUYEHHAA TAPAHTUA

KomnaHusa bioMérieux rapaHTupyeT, 4To paboune xapakTepucTukn 4aHHOIO U3Oennsi COOTBETCTBYIOT YKa3aHHOMY
npenycMOTPEHHOMY Ha3Ha4YeHUI0 B TEYEHME BCEro CPOKa SKCyaTaumm npy ycroBuu, YTo CTporo cobrnogeHsl Bce
npouenypbl NO NCMONb30BaHUIO, XpaHEeHNo 1 06paboTke 1 Mepbl 6e30NacHOCTH, Kak NOAPOOHO U3MOXEHO B MHCTPYKLMSAX
no aKcnnyaTaumm.

3a 1cknoYeHneM BbllleyKasaHHbIX CrlyvaeB, komnaHus bioMérieux He 4aeT HMKaKuUX rapaHTuin, B TOM Yncne
nogpasymeBaeMbIX rapaHTUI TOBApHOTO Ka4ecTBa ¥ rapaHTUn COOTBETCTBUSI NpeanoiaraeMoMy UCMONb30BaHUIo, U He
[aeT HUKakmx 06s3aTenbCTB, B TOM YUCTE SIBHO BbIpaXKEHHbIX, MOApa3yMeBaeMblX UMM KOCBEHHbIX, B OTHOLLEHWN
MCMONb30BaHUs Kakoro-nmbo peareHTa, NporpaMMHoro obecneyeHmnst, npubopa n pacxofHbIX MaTepuarnos (aanee —
«Cucrtemay), OTNMYHOIO OT YKa3aHHOro B MHCTPYKLUSIX MO SKCNyaTaLuun.

NCTOPUA NMEPECMOTPOB
Kareropuu TMnoBe nameHeHun

H/M He npumeHumo (nepsoe nagaHve)

KoppekTypa WcnpasneHve owmnbok B AOKYMEHTaLMm

TexHuyeckne [ob6aeneHune, nepecmMoTp U/unun yaaneHue KkacatLlencst npogykta nHdopmaumm
N3MEeHEeHNs

AAMUHUCTPATUBHbIE BBeaeHne nsaMeHeHni HeTEXHMYECKOro xapakTepa, 3aciy>X1BaroLmnx BHUIMaHNA
N3MEHEeHNs nonb3oBarens

lMpumeyaHue. HesHadyumernbHble munogpagckue, 2paMmMamuyeckue USMEHEHUsI U USMEHEeHUSsI 8
hopmMamuposaHuUU 8 UCMOPUIO NePECMOMPO8 HE BKITIOYEHI.

[arta Bbinycka Howmep Bepcumn Tvn nsmeHeHun 0O630p U3MeHEHUI
2021-01 051832-01 [MepBoe n3gaHune H/N

[na nonyyeHns TEXHUYECKOW KOHCYIbTaLMmn 1 NogaepXkm npocbba obpallaTtbest K yNomHOMOYEHHOMY NpeacTaBUTENo
npovsBoguTens Ha Tepputopumn Poccuickon Pepepaumm:

000 «6roMepbe Pyc»
Appec: Poccus, 115230, Mocksa, 1-bin HaratuHckumin npoesa, a. 10, cTp. 1
Ten./dakc: +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 NOGOYHbIX AEUCTBUNA, HE YKa3aHHbIX B UHCTPYKLIMU MO NPUMEHEHUIO UMK PyKOBOACTBE MO
aKcnnyaTaumm MegULUHCKOro U3nenusi, HexenartenbHbIX peakuuii Npu ero npuMeHeHnn, ocobeHHoCTeN
B3aMMOAENCTBUSA MEANLIMHCKUX 3aenuii Mexay cobor, hakTtoB 1 06CTOATENLCTB, CO34atoLLMX Yrpo3y XKU3HU U
300POBbI0 rpaXaaH U MegULUHCKMX PabOTHUKOB NpY NPUMEHEHUN U SKCnnyaTaumMm MeauunHCKUX U3aenuin,
HeobxoauMo HanpaBuTb COOBLLEHNE, coaepXalliee yka3aHHble cBeaeHns, B PefeparnbHyto cnyx0Oy no Haasopy B
cepe 34paBoOXpaHeHst B COOTBETCTBMMN C AENACTBYHOLLMM 3aKOHOAATENbCTBOM.
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ETEST® Amikacin (AK) (0.016-256 pg/mL) 051832 - 01 - 2021-01 - ru

BIOMERIEUX, norotun BIOMERIEUX, ETEST, tecTt-nonocka ETEST, NEMA C88, RETRO C80 n SIMPLEX C76
ABMSOTCHA UCMONb3yEMbIMU, 3apErMCTPUPOBAHHBIMW U/UNW HAXOOALWMMUCS B NPOLECCe perncTpauum ToBapHbIMM
3HaKamu, npuHagnexawymy komnaHum bioMérieux, ooHON 13 AOYEPHUX NN BXOAALLMX B €€ rpynny KOMNaHum.

CLSI aBnsieTca ToBapHbIM 3HakoMm, npuHaanexawmm Clinical Laboratory and Standards Institute, Inc.

ToBapHbIN 3HaK 1 ToBapHoe nmsa ATCC, a Takke niobble Homepa no katanory ATCC — ToBapHbIe 3Hakv KOMNnaHuu
American Type Culture Collection.

EUCAST o3HavaeT EBponeickuii KOMMTET MO TECTUPOBAHMIO YyBCTBUTENBHOCTM K aHTUMUKPOOHBLIM Npenapatam. 3Tu
AaHHble 6binm npepoctasneHsl EUCAST Ha 6e3B03mMe3aHOM ocHoBe 1 JocTynHbl Ha cante EUCAST: www.eucast.org.
ABTopckue npasa Ha Hux octatotca y EUCAST. Pekomengaummn EUCAST yvacTto o6HoBRsitoTCA. VX nocnegHne Bepcum
[OCTYnNHbl Ha Beb-cante www.eucast.org.

,El,pyrvle Ha3BaHUA N TOBapHbIe 3HAaKN NpuHagnexXart X 3aKOHHbIM BflagenbLaMm.
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