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HA3HAYEHUE

ETEST — 370 py4HOM KONMYECTBEHHbIV METOZ ONPeAeneHns YyBCTBUTENBHOCTU K aHTUMUKPOBHBLIM npenapartam
rpamoTpuLaTenbHbIX U FPaMMONOXUTENbHBIX a9POOHbIX BakTepuit, 1 6akTepuin Co CROXHBIMU NMUTaTENbHBIMM
notpebHocTamMu. Cuctema cocTouT U3 CTaHAapTHOrO rpagneHTa aHTMbroTrka, KOTOpbIA UCNONb3yeTcs ANs
onpegerneHs MMHUManbHON MHIMbupytowen koHueHTpaummn (MUK, BeipaKeHHOM B MKI/MIT), pasnuyHbiX aHTUMUKPOOHbIX
npenapaToB ANt MUKPOOPraHNM3MOB NOCPEACTBOM KyIbTVBUPOBaHMSA Ha MUTATENbHOM arape B TEYEHME HOYU.

NOKA3AHUA K MPUMEHEHUIO

MeTton ETEST TP moxHO ncnonb3oBaTtb ans onpegenexHms MUK TelikonnaHMHa B OTHOLLEHUW CrieayroLmx

MUKPOOPraHn3MOoB:
* A3po0bl:
o pamnonoxuTtenbHble asapobbl: Staphylococcus aureus, Enterococcus
nPUHUUN
ETEST npeactaBnsieT coboi TOHKYH, MUHEPTHY!O, Ag] B
HEeMnopuCTYI0 MIAacTMKOBYIO TECT-MOMNOCKY. Ha ofHy CTOpPOHY Koa AB
TecT-nonocku (A) HaHeceHa wkana MWK B mkr/mn, a Ha AHTUMAKDOGHOTO |y a
APYryl0 — CTaHAAPTHbIN rpaAUeHT aHTUBUOTHKA. e igsé 4
Korga TecT-nonocky HaHOCAT Ha 3acesiHHYI0 KyrbTypoi &
MWKPOOpPraHn3ma NoBepPXHOCTb arapn3oBaHHOW cpeapl, i
npeaBapuTenbHO CPOPMUPOBaHHbIV rpadnueHT Wkana MUK | & EA———
KOHUEHTpauun aHTMb1oTrKa HeMeANeHHO NPOHMKaeT (awrhan) 3 aHTINKpOGHbI
B arap, a 3aTem 06pasyeT CTabunbHbI, i A
HenpepbIBHbIA, 3KCMOHEHLMANbHBIA rPaaneHT §§
KOHLUEHTpauumn aHTMONOTHKA HENOCPEACTBEHHO Noa, TECT- 2
nonockoMn. MNocne uHkyGaumm, B pesynsrate KOTOpou ed v
GakTepuanbHbI PpOCT CTAHOBUTCS 3aMETHbIM, BAOMNb TECT- -§$§ b
MOOCKM MOXHO YBUAETb CUMMETPUYHbIN SNNUMC T
UHrMbnpoBaHus. 3HaveHne MUK cumTbiBaeTcs co Lkanbl O6pasey mecm-nonocku ETEST

B MKI/MI Npy NONTHOM MHIIMOUPOBaHMK pocTa GakTepuii
B MECTe NnepeceveHunst 3a0CTPEHHOro KOHLa annunca
C TECT-NMOIOCKON.

(6 3agucumocmu om rnperiapama Oocmyng/ pasfiudyHble
wkKarbl cqumblsaHu,q)

HecmoTpst Ha cxoacTBO € AMCKO-ANGdY3MOHHBIM METOLOM
(aHanornyHas npouenypa NpUroToBMneHNs MOCEBHOMN
KynbTypbl, BbIOOP NUTATENbHON CPeAbl U YCIOBUSA
nHKyGaumm), ETEST He siBnaeTca aucko-gnuddy3moHHbIM
METOAOM U MOMHOCTBIO OTNMYAETCH OT OObIYHbLIX ANCKOBbIX
MeTOA0B. ['pagmneHT KOHLEHTPaLMN aHTUMUKPOBHOro
npenapata B ETEST npeaBaputenbHO chopMUpPOBaH,
npegonpeneneH n ctabuneH, n He 3aBUCUT OT AMdY3nK.

COCTAB HABOPA

MHavBmayanbHas ynakoeka: Kaxnasa TecT-nonocka Cooepxur:
412461 30 TecT-Nonocok * OuanasoH MUK tenkonnaxHmHa: 0,016—256 mkr/mn

YnakoBka Ha HECKOMbKO KapTpUmKen:
423795 * 10 KapTpuaxen, B KaXxgom no

10 TecT-nonocok 1 1 nakeTuky
BriaronornoTuTens

* 1 KpblwKa

1 MHCTPYKLMSA NO NPUMEHEHNIO, KOTOPYIO MOXHO 3arpy3nTb € canta www.biomerieux.com/techlib
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HEOBXOAUMbBIE MATEPUAIbI, HE BKIMFOYEHHbIE B KOMIMJEKT

MaTepuanbi
» ObwenabopartopHoe Mukpobuonornyeckoe obopynosaHme
* TamnoHbl (CTepusbHble, HETOKCUYHBIE Y HE CIIULLKOM MMOTHO CKPYYeHHbIE) 1 MPOBOMPKN.
+ PyyHoit annnukatop [Hanpumep, Mini Grip-It (Homep no katanory 411200), BakyymHbIi nnHLeT NEMA C88™ (Homep
no katanory 559804), nMHUET 1NN aHanorM4yHoe yCTponCTBO].

* McFarland Standard — Ha6op ctaHgapToB myTHocT! Mak®apnaHga (Homep no katanory 70900) unu emy
aHanornyHbIn.

* WHkybaTtop (+35 °C = 2 °C).

* MukpoopraHuambl Anst KOHTPONS KayecTBa.

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

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

PekomeHayeMble nuTaTenbHbIe cpeabl

[ns onpeneneHunst 4yBCTBUTENBbHOCTU K aHTUMMUKPOOHbIM npenapaTtam (AST) cnegyet ncnonb3oBatb
BbICOKOKa4eCTBEHHbIE CPeLbl ONpedeneHHoro cocrara, obecrnevmBatoLLme XopoLUmMin pocT (CM. Tabnuuy 1 B KOHUe
pasgena «IHCTPYKUusi Mo NPUMEHEHMIO» HAcTOSLLEro BKNaabllla B ynakoBKy). [Ins obecneveHns nonyvyeHms TOYHbIX
1 foocToBepHbIx nokasatenen MUK npoaykums BbiIOpaHHOM TOProBOM Mapku AOMKHA MMETb XOPOLLYHO
BOCMPOU3BOAUMOCTb OT NapTuM K NapTuu.

YT06bI NPOBEPUTL KAYECTBO CPeAbl, NPOBEAUTE UCCIe0BaHME C MOMOLLBIO NOAXOASALMX LTaMMOB MUKPOOPraHM3MoB
Ans KOHTpons kadectBa. CM. BKNagplll B YNaKOBKY, NPeAOCTaBNseMbli NPOU3BOAMTENEM CPebI.

Y6enutecs, 4To TonwmMHa arapa B valuke Netpu coctaensiet 4,0 £ 0,5 mm 1 umeet pH 7,3 £ 0,1.

I'IPEHOCTEPE)KEHMFI U MEPbI MPEOOCTOPOXHOCTU
» TonbKo AnNsi AUarHOCTUKM in vitro.
» Tonbko Ansi npoheccUoHanbLHOro UCNoNb30BaHUA. [laHHbIii TECT NpedHasHa4YeH A UCMoNb30BaHKsA
KBanM@ULMPOBaHHbIMK COTPYAHMKaMK NabopaTopum.
» Bcerga cobniogaiite npasuna acenTuky BO BpeMsi paboTbl ¢ obpasuamu 6akTepuanbHbiX KynsTyp. Heobxogmumo
cTporo cobrtofaTth YyCTaHOBMEHHbIE Mepbl NPEeAOCTOPOXHOCTY B OTHOLLEHUM MUKPOGUONOrMYECKMX PUCKOB.
 TecT-nonocku npegHasHa4YeHbl TOMbKO AJ1s1 OAHOKPATHOMO NPUMEHEHUS! U HE OOSHKHbI MCMOMNb30BaTbCA MOBTOPHO.

yCcnoBudAa XPAHEHUA U CTABUTIBHOCTb
Ona vHoMBMAayanbHOW yNaKkoBKU:
* XpaHuTb Npu TeMnepaType, yKasaHHOM Ha ynakoBKe.
He ncnonb3ynTte peareHTbl NOCHe NCTEYEHNS CpOKa rOAHOCTH, YKa3aHHOro Ha ynakoBKe.
» Tect-nonockun ETEST HeobxoamMMo Bcerga XxpaHuTb B CYXOM, NPOXIagHOM, 3aLLMLLEHHOM OT BO3LEWCTBUS SPKOro
cBeTa MecTe.
He xpanuTte TecT-nonockn ETEST, ocTtaBlumecs nocrne BCKpbITUSE MHONBUAYANbHOW YMaKOBKM.

[inA ynakoBKM Ha HECKONbKO KapTpUAXen:

» XpaHuTe He BCKPbITblE N BCKPbITblE KApTPUAXKM NpU TeMnepaTtype, yka3aHHON Ha ynakoBKe.

* He ncnonb3yinTe He BCKPbITbIE KAPTPUMXKM NOCHE UCTEYEHNS CpoKa MOAHOCTH, YKa3aHHOro Ha ynakoBKe.

» Tect-nonocku ¢ ETEST, ocTaBLunecs Hem3apacxoAoBaHHbIMU 13 BCKPLITOrO KapTpuaxa, crnegyet XpaHuTb B CyXOM
MecTe. He BbIHMMaWTe BnaronornoTuTenb Nocrne BCKPbITUA 1 3aKpbiBaviTe KapTpUmK (BXOASLLEN B KOMNIEKT
KPbILLIKOWN) cpady Nocre MCrnonb30BaHus.

» Tect-nonockn ETEST Heob6xoanmo Bcerga XpaHuTb B CyXOM, NPOXNagHOM, 3alULLEHHOM OT BO3AENCTBUS SSPKOro
cBeTa mMecTe.

* [Nocne BCKPbITUSA KapTPUAX MOXHO XpPaHWUTb B TEYEHUE KONnYecTBa AHEN, ykasaHHOro Ha Hem cboky. 3anuwmTe
[aTy BCKPbITUS KapTpumka psaaom ¢ cumeoriom [ilepea vcnonb3oBaHMeM OCTaBLUMXCS TECT-MOMOCOK y6eanTecs,
YTO CPOK XpaHeHus nocne BekpbITus (14 nnm 31 geHb B 3aBUCMMOCTM OT MOJIEKYbI) HE NPEeBbILLAeT CPOK FOAHOCTH,
yKa3aHHbIVi Ha ynakoBKe.

* Nocne BCKPbITUSA KapTPUAX MOXHO HECKONbKO pa3 3akpbliBaTb 1 OTKPbIBATL. [py Hagnexalliem xpaHeHun
1 obpaLleHun 3To He BMusieT Ha cTabunbHocTb. Konnyectso 6enbix NpsiMOyrofibHUKOB B KBagpaTe, HanevyaTaHHbIX
Ha NpaBoOW CTOPOHE, O3HaYaeT, CKOMbKO pa3 MOXHO OTKPbITb KapTpUXK, BKMoYas BekpblTMe (3 pa3afs unm 4 pasa AF
B 3aBVMCMMOCTY OT MOreKyrbl). YTo6bl 3adhukcupoBaTth 3TO YMCNO, 3aKpackTe OAMH U3 GenbiX NPAMOYrOfbHUKOB NPy
BCKPbITUM KapTpWAKa 1 3aTeM 3akpalumsainTe no ogHoMy 6enomy npsMOoyronbHUKY Kaxabl pas, OTKpblBas
1 3aKpblBasi KApTPUAX.
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lMpumepsbi (3MuKemKu HUXe npueoosIMCcsi MObKO 8 CrPaBoYHbIX UErsX):

ETEST® XXX 0.016-256 pg/mL ETEST® XXX 0.016-256 pg/mL
EIﬂ . - <1p WO [T - - =310 00O
—_—— === == = 0%9999-01 (][] —— o= e 09999801 [1[]
+ Tocne Toro kak kapTpumk ByaeT OTKpbIT MakcymanbHoe KOMMYeCTBO pas, BCe OCTaBLUMECS TECT-NOMOCKK crieayeT
yTUNM3NpOBaTb.

* BxopgsLier B KOMMMIEKT KPbILLKON MOXHO 3aKpbiBaTb TOMBKO KApTPUAPKM U3 TOTO XKe KommnnekTa. He ncnonesynte
KPbILLKM OT APYrMX NapTui niv npenapaTos.
» KpbILKy cnegyeT yTunManpoBaTtb Mocne ee ncnonb3oBanus ¢ 10 kapTpuaKamm n3 ynakoBKu.

MCMOJIb3OBAHUE

* lNepea ncnonb3oBaHmeM TecT-nonocok ETEST 13 HepacKkpbITOM ynakoBkM HEOOXOAMMO OCMOTPETb YNaKoBKY Ha
npeaMeT OTCYTCTBUSA MOBPEXAeHWN. He ncnonb3synte B crnyyae, ecnv ynakoska bbina nospexaeHa.

* [Nocne n3bATUS 13 XONoANIbHMKA/MOPO3UIbHMKA HEOBXOAMMO BblAepXaTb MHAMBUAYaNbHYO YNaKoBKY Unu
YNaKoBKy Ha HECKOIbKO KapTpuaxewn npu KOMHaTHOW TeMnepaTtype A0 BCKPbITUS (0komno 15 MUHYT, ecrn
TemnepaTtypa xpaHeHus coctasnana +4 °C, unm okono 30 MMHYT, ecnn TemnepaTtypa XpaHeHus cocTasnsana
-20 °C). M3BnekaTb TeCT-NMOMNOCKY M3 YNaKOBKN CriedyeT HenocpeacTBEHHO nepes ucnonb3osaHnem. Nepen
BCKPbITMEM YNaKOBKM HE0BX0AMMO AOXAATbCs MOSIHOMO NCNapeHns Bnaru, Kotopas Morfna CKOHAEHCMPOBaTbCS Ha
BHELLHeN NMoBEPXHOCTM YMaKoBKK.

* He npukacavitecb K NOBEPXHOCTW TECT-MONOCKM, HA KOTOPOW HAXOAUTCHA rPafAMEHT (K CTOPOHE, NPOTUBOMOIOXHOW
wkane MUK). Ans B3sTua Tect-nonocok ETEST pekomeHayeTca ncnonb3oBaTh pyvHON annankaTop [Hanpumep,
Mini Grip-It (puc. 1), BakyymHbiin nuHueT NEMA C88™ (puc. 2), nuHueT unv nogobHoe MM yCTporcTBo]. B cnyyae
n3BneyeHns Tect-nonocok ETEST Bpy4Hyt0 MUMHLETOM 1N nogo6HbIM YCTPOMCTBOM pa3peLlaeTcs npukacaTbes
TOMbKO K KOpeLLKam (TOMY MECTY, Ha KOTOPO€e HaHECEH 2- Unn 3-0yKBEHHbIV KOA).

Puc. 2
W3BneyeHne Tect-nonockn ETEST 13 nHamemayansHon M3BneyeHune tect-nonocku ETEST 13 kapTpuaka ¢ NOMOLLbIO
ynakoBku ¢ nomotpto Mini Grip-It BakyymHoro nuHueta NEMA C88™

* UHCTpyKuuM Ans MHAMBUAYarbLHON YyNaKoBKMU:

[pexge 4em oTkpbIBaTh YyNakKoBKY, OCTOPOXHO NocTy4ynte yrlaKOBKOI;I no TBEPAON NOBEPXHOCTY,
4YTOObI TECT-MONOCKA OKa3anach Ha aHe YNaKoOBKK!, 3aTeM 3aXXMUTE YNAKOBKY MexXay 6onbLnm
M yKasaTtenbHbIM nanbuamMmun, NnOMeCcTnB KOHYUK GonbLioro nansua B yrny6neHMe Ha 3agHen
CTOpOHe.

HaxmuTe GonblunmM nasnbLeM Briepe 1 ykasaternbHbIM nanbLeM Hasag, YToObl OTNOMUTL
antoM1H1eBy 060MoYKy, NP 3TOM BIaronornoTUTeNb AOMKEH OCTaTbCA B BEPXHE YacTu
YNaKoBKM.

OTorHute BEPXHK YaCTb Hasapg, YTOObI MONMHOCTLIO OTKPbITb YNAaKOBKY.
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MaBneknTe TecT-nonocky ETEST 13 ynakoBku C NOMOLLBIO MUHLIETA UNX APYroro annnukaTopa.

* MHCTpyKUMM ANA ynakoBKU Ha HECKONIbKO KapTPUAXKEN:

MogHMMUTE A3bIYOK 13 PONbIY B BEPXHEW YacTu KapTpuaxa n noTsaHuTe Hasag,
YTOObI MOMTHOCTBLIO CHATB.

Mpumeyvanune: Y6eautech, Y4TO NOCNe BCKPLITUSA HA KapTpUaKe He 0cTanoch
donbru, MOCKOMNbKY OHa NOMeLLAaeT Kak crnedyeT 3aKpbiTb €ro KpPbILLKON.

B kapTpuaxe HaxoauTcsa NakeTUK KannesngHon opmebl ¢ Bnaronornotutenem. He MU3BJieKaUTe BraronornoTuTenb
nocre BCKpPbITUA.

* MeTog pyyHoi ob6paboTku:
o Ecnu ncnonb3syeTcsa BakyyMHbI
nuHueT NEMA C88™ unu
annnukatop Mini Grip-It

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

o 3arpyaute KapTpuUoKM C TECT-

(pekomeHayeMble MeToAbI):
BosbmuTe BepxHioto TecT-
nonocky ETEST, He kacasicb
BMaronornoTuTens.

nonockamm ETEST Hanpsimyto B
aBTOMaTWYECKUI annivkaTop
SIMPLEX C76™ (MHCTpyKLMM CM.
B PYKOBOZCTBE Monb3oBaTernsi

annnukatopa SIMPLEX C76™).

o Ecnu ncnonb3yetcsa nuHLET unm
aHanornmyHoe yCTpomncTBo:
HaxmuTte ykasatensHbiM
nanbLeM Ha Y3K1UI KoHel,
nakeTuka c Bnaronornotutenem,
4YTOObI NPUNOAHATL TECT-
nonocku. He HaxumanTe Ha
oKpyrnyto yactb. [Npuaepxmsas
nanbLem BNaronornoTuTens,
N3BIIEKUTE BEPXHIOK TECT-
nonocky ETEST u3 ynakoBku
NMUHLETOM UM aHaNOMYHbIM
YCTPOWCTBOM.

Cpasy nocne 1cnonb3oBaHNSA HaAEeHbTE KPbILLKY Ha KapTpuax (B NpaBUIibHOM
NMONOXEHUN) N XpaHuTe ero, kak ykazaHo B pasaene YCIIOBUA XPAHEHUA
U CTABUNIbHOCTb.

054384-01

MHCTPYKUUA NO MPUMEHEHUIO

MpurotoBneHune cycneH3mm n noces

1. [oseawute cpepy u TecT-nonockn ETEST oo komHaTHOM Temneparypsbl.

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

3. TlloaroTtoBbTE CYCMNEH3MI0: CyCNEHAMPYNTE XOPOLLIO N30NMPOBaHHbIE KOMOHMM, BbIPOCLLME Ha YallKe C arapoM
B TeYeHne Houn. Yb6eamnTecb B HanNu4mMm B MOCEBHOWM CyCrneH3nn npaBunbHoro konuvectsa KOE/mn
(konoHneobpasyLLas eanH1LA) OTHOCUTENbHO COOTBETCTBYOLLEro cTaHAapTa no wkane McFarland. JaHHbIA nyHKT
0COBEHHO BaXXeH ANs MUKPOOPraHN3MOB CO CIIOXHbIMU NUTaTENbHBIMU MOTPEOHOCTAMU, U CAIN3UCTBIX KONTOHUI
MUKpPOOpPraHm3amoB. [1py npaBuiibHOM NPUrOTOBMEHUN CYCMEH3MM NOCIE KYNLTUBMPOBAHNUS AOIMKEH ObITb NonyyYeH
CNIOLHON MM NPaKTUYECKN CMOLLHOW POCT Ha NOBEPXHOCTU Cpebl.

4. CrtaHpapTbl MyTHOCTM Mo wwkane McFarland He rapaHTUpyOT NPaBUIBHOTO KONMYECTBA XXU3HECTOCOOHbIX 6akTepuii
B cycrneH3un. HeobxoammMo npoBoanTbL PErynsipHbIA NOACHET KOMOHWI ANs NPOBEPKM TOro, obecnevmBaeT nv
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ncnonb3yemas Metoavka nocesa MnornyyeHne HyXHOro KonnyecTea xunsHecrnocobHbix 6aktepun (8 KOE/mn).
CwmotpuTte pasgen KOHTPOITb KAYECTBA.

5. BbINOMHUTE NOCEB: OKYHUTE B MOCEBHYHO CYCMNEH3NI0 CTEPUIBbHBIN, HETOKCUYHBINA 1 HE CIINLLKOM TYrO CKPYY€HHbIV
TaMnoH. Yganure n3bbITOK XMUAKOCTU, MPWXaB TaMMOH K BHYTPEHHEW NOBEPXHOCTU CTEHKM Npobupkn. YaanuTe
BonbLue XMAKOCTU, Korga Aenaercs noces Ha Yalky anameTpom 90 MM, 1 MeHbLLE MPY 3aceBaHUM YaLUKu
Avametpom 150 mm. TwiatenbHO pacnpefenvTe CyCrneH3nto No NOBEPXHOCTM arapa LUTPMXamu B TPEX HanpaBreHusXx,
Kaxablii pa3 noBopaymBas yallky Ha 60 rpagycos, 4ToObl 06ecneunTs paBHOMEPHOe pacnpeneneHne NnoceBHoro
maTepuana. B kayecTse ansTepHaTUBbl MOXHO MCMONb30BaTh MHOKynsaTop RETRO C80™ ans addekTBHOMO
pacnpefeneHns NOCEeBHOM CYCNeH3nn No NOBEpPXHOCTU arapa (puc. 3) (MHCTPYKLUMM CM. B PYKOBOACTBE NOMb3oBaTens
nHokynsTopa RETRO C80™). faiite n3bbiTKy Bnaru aacopbuposatscst B TedeHne 15—20 MUHYT, Tak YTo6bl
NOBEPXHOCTb Obisla NOSIHOCTLIO CYXOM Nepen HaHeCeHUeM TecT-NosNocok ¢ rpagueHTom ETEST.

7

Puc. 3

MoceB Ha YallKy C arapoM € NoMOLLbIo MHOKynsTopa RETRO C80™

HaHeceHune TecT-nonocok n NHKybauusa

1. Y6eauTtecb, 4To 3acesHHas NOBEPXHOCTb arapa NOSTHOCTLIO CyXasi.

2. Ortkponte ynakoBky ETEST, kak ykazaHO B MHCTPYKLMM MO BCKPLITUIO U paboTe ¢ TecT-nonockamu.

3. Tect-nonockn ETEST MOXHO HAHOCUTL Ha 3acesiHHYI0 MOBEPXHOCTb arapa ¢ MOMOLLbIO PyYHOro annnukatopa
[Mini Grip-It, BakyymHoro nuHueta NEMA C88™ (puc. 4), nuHLEeTa 1nu Apyroro aHanorniHoro yctponcTeal nnéo
aBTOMaTMyeckoro annnukatopa SIMPLEX C76™ (puc. 5). Paamectute Tect-nonocky ETEST wwkanoi MUK Beepx
(no HanpaBneHuIo K KpbILLIKE YaLlK1) 1 MakcuManbHOWM KOHLeHTpauuen bnvke K kpato yalku (puc. 4 u 5).

(u\

N

Puc. 4 Puc. 5
HaHeceHue TecT-nonocku ETEST Ha noBepxHOCTb HaHeceHue TecT-nonocku ETEST Ha noBepxHOCTb
arapu3oBaHHOW cpefbl C MOMOLLbIO BaKyyMHOTO NuHLETa arapu3oBaHHO cpefibl C MOMOLLbIO aBTOMaTUYECKOro
NEMA C88™ annnukatopa SIMPLEX C76™

4. MoxHO 1cnonb3oBaThb WabnoH Ans onTuManbHOro nomelleHus tect-nonocok ETEST paBHoyaaneHHo apyr ot
Jpyra B 4aluke ¢ arapoM. B ogHow yaluke auametpom 150 MM ¢ arapom MOXHO pa3mMecTUTb A0 LECTU TeCT-MONOCOK
ETEST (puc. 6a), a B ogHon valike gnametpom 90 MM ¢ arapoMm — Ao AByX (puc. 66). [na mukpoopraHu3moB
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C OXXMOAEMOW BbICOKON YyBCTBUTENBHOCTBIO UCMOMNb3YNTE MEHbLLE TECT-NMOMOCOK Ha Yallke agnametpom 150 Mm
1 TOMbKO OfHY TECT-NOMNOCKY Ha YaLuke guameTpom 90 MMm.

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,VITbC$|, 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 NNaCcTUKOBYH TE€CT-NOJ10CKY. Mpn 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 YallKky ¢ 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

NoceBHoM matepuan KynsTvBmMpoBaHue
ArapusoBaHHas
Fpynna I'IVITaTeJ':bHaﬂ cpepa 2) onTqucKa(w|
’ NNoTHOCTb (NO Temnepatypa
MUKpPOOpraHM3MoB MutatensHas cpeaa ® ATtmocdepa Bpewms (4acbl) "
6) pen LKane (#2°C) ep pewmsi ( )

McFarland)

A3pobbl Mionnepa-XuHToHa 0,85 % NaCl (unmn 0,5 +35 °C OkpyxatoLas 16-20 A

COneBon pacTBop) cpena
MpumeyaHus:

a) CogepxaHue kanbuua B arape Mionnepa-XvHTOHa MOXeT OTNMYaTbCs B 3aBUCMMOCTU OT NPOU3BOANUTENS U
cepun. Heob6xoaMmMo NpoBOAWTL KOHTPOIb Ka4ecTBa Kaxaow cepun arapusoBaHHOW cpeapbl.

6) CopepxaHve marHust B arape Mionnepa-XuHToHa MOXET OTNM4aTbCA B 3aBUCUMOCTU OT NPOU3BOAUTENS U
cepun. Heob6xoaMmMo NpoBOANTL KOHTPOIb KAYECTBa KaX4oW Cepun arapoBoii cpebl.

B) BbIno yctaHoBneHo, 4Tto conesor pacTeop (Homep no kaTanory V1204) coBmectum ¢ ETEST.

r) Y6eautech, 4TO Yallka C arapoM KynbTUBMPOBanach B TE4EHNe PeKOMEHA0BaHHOro Neproaa BpeMeHH, npexae
YeM CHUMaTb NokasaHusi, 0COGEHHO B Cryvae 3amMeaneHHOro NposiBMEeHNs YCTONYMBOCTU U MEASIEHHO PaCTYLLUMNX
MUWKpPOOPraH1M3MOB.

n) MNoateepanTte pesyneraThl nocrne 24 YacoB MHKy6aUmu.

PE3YINbTATbl U UHTEPMNPETALIUA

Yyer pesynsraTtoB

Korga poct 6aktepuii XopoLlo 3ameTeH, cumTanTe 3HadeHne MUK B mecTe, rae annunc nHrimbmposaHus nepecekaet
TecT-nonocky. KoHeyHble 3HavyeHns MUK B metoge ETEST 06bI4HO Y4eTKO BblpaxeHbl, HO MOryT HabnogaTbes

1 pasnuyHble KapTuHbI pocTa/MHriMbrpoBaHus. CMm. UnncTpauum Hnxe (PUCYHOK 7 1 8).

He yunTbiBanTe pesynsraThbl, €Crnuv KynbsTypa BbIrSAUT CMELLaHHON UK eCrnn POCT BakTepuin 04eHb HE3HaUUTENbHbIN
UK CAWLLKOM rycTow. [oBTopuTe TecT.

[ns 6akTepuumaHbIX NpenapaTos, TakUX Kak TeMKONnaHuH, kKoHevyHoe 3HaveHne MUK cnepyet yunteiBatb

B KOHEYHOW TOYKe MOJIHOr0 MHIMBUpoBaHusi pocta. NoMyTHeHWE 1 Makpo- UM MUKPOKONOHMK B Npegenax 3 Mm oT
cTpUna criefyeT yuuThiBaTh Kak pocT, 3a uckrodeHnem S. aureus ATCC® 29213™ (pucyHok 7). dnnunc
MHMMOMPOBaHUS TENKOMMaHUHA MOXET ObITb TOHKUM. CHMaWTe Noka3aHns B MecTe hakT4YecKoro nepeceyeHns

C NOJIOCKOW, a He y CKOMMeHnst pocta cOoKy Nomnocku (PUCYHOK 9).

PocT BOonb Bcero rpagmeHTa (OTCYTCTBMUE annunca NHrmbuposaHust) o3HayaeT, 4To 3HaveHne MUK Bbilwe nnm paBHO
HaMBbICLLEMY 3HaYeHMWIO Ha LuKane. Qnnnnc MHIMbMpPoBaHNUS HUXe rpagmeHTa o3HavaeT, yTo 3HadeHne MUK Huxe,
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YeM Hanbornee HM3Koe 3Ha4YeHne Ha wkane. KoHeYHbIN nokasatenb Ans TENKONNaHnHa He criefyert yYnTbiBaTh Kak
abdekT nageHns. (pucyHok 10).

* M36biTovHas Bnara B Yallkax nepes noceBoM, HeAOCTaTOYHO BbICYLLUEHHAs MOBEPXHOCTb Nepes, HanoXeHneM TecT-
NOrOCOK /MM HEPaBHOMEPHO 3acCesiHHbIE LUTPUXOM MOBEPXHOCTU MOTYT NPUBECTU K OTCYTCTBUIO CNIIOLLHOMO pocTta
unu 3ybyatbiM kpasim annunca. NMoBTopuTe TeCT, ecnu yyeT KoHeYHbIX nokasatenen MUK satpygHeH. B cnyyae
HepoBHbIX NepeceyeHnin MUK ¢ nonockow yunTbiBaliTe bonbluee 3HadeHre. Ecnv pa3segenuii > 1, noBTopuTe TECT.

» [1n9 TOYHOrO onpeaeneHnst KoHeYHbIX 3HadeHn MK ons SHTEPOKOKKOB HaKNMOHUTE YaLlKy W/Mnun Ucnonb3ymnTe
yBENUYMTENbHOE CTEKNO.

- B cly4vyae TyHHEeNbHOro pocta npeHe6pera|71Te TOHKOW NUHWEN pOoCTa BOONb TECT-MOJTOCKN.

Mpumepbl yyeTa pe3ynsLTaToB

256
128
2
e B
% 48
g
g% 16
pd 12 1
12 : 1
8 2
3 2
i s
10 1.0+
75 75
.50 a
38
25
a9
125
1094
1064
047
Puc. 7 Puc. 10
S. aureus E. faecalis MposiBnsatoLwumiics co ToHkui annunc. KoHeyHbIn
ATCC® 29213™ ATCC® 29212™ BpeMeHeM pocT _ Nokasaterib Ans
(momyTHeHus, TeVKonmnaHvHa He cnegyet
YuntblBanTe 3HayeHve MWK = 0,19 mkr/mn MVKPOKOSIOHMM, YyUMTbIBaThb Kak adpdekT
B MeCTe MOJTHOro MaKpOKOSOHUW). nagexus.
UHrIMBMpoBaHMS. _ -
MponyckaiiTe MWK = 3 mkr/mn MWK = 0,19 mkr/mn
MUWKPOKOSIOHUN.

MWK = 0,38 mkr/mn

UHTepnpeTauus

[ns nHtepnpetaummn 3HaveHnn MUK, nonyyeHHbIx ¢ noMoLubio Metoda ETEST, MOXHO nonb3oBaTbCA MOPOroBbIMU
3HaveHusimu MUK onsa onpegeneHunst Kateropuin MHTepnpeTauum, onybnnkoBaHHbIMK YNpaBneHneM no KOHTPOIo
KayecTBa NuLLEBbIX NPOAYKTOB 1 nekapcTBeHHbIX cpeacts (FDA)/CLSI, EUCAST w/unu BawmmM HaumoHarnbHbIM
KOMUTETOM.

TekyLme norpaHnyHble 3HaYeHUs NpyUBeAeHbl Ha Takux Beb-canTax: https://www.fda.gov n/vnuhttps:/clsi.org n/wnn
www.eucast.org

Byay4yn nonHocTblo KonuyecTBeHHbIM MeTogom onpeaenexHns MUK, ETEST pnaet BoamoxHocTb nabopatopum
coobWwmTb ToYHbIe 3Ha4YeHns MK BmecTe ¢ kaTeropuein nHtepnpetaumn. ETEST onpegensiet 3HadeHus MUK no
HEeNpepbIBHON LLUKarne 1 MOXET nokasaTb pe3ynsTaTbl B MPOMEXYTOYHOM MOMOXEHUN MEXAY TPaauLMOHHbIMU
OBYKpaTHbIMW pa3BefeHnsimu (B nonpasseneHust). Ecnv sHavenne MUK no metony ETEST HaxoauTcsa mexay
CTaHAapTHbIMW OBYKPaTHbIMU pa3BedeHUsIMU, TO €ro crieQyeT OKpYrnuTb A0 Grvbkanilero BepxXHero 3Ha4eHnst
[OBYKpaTHOro pa3BefieHns nepen TeM, Kak KaTeropusampoBaTb.

bioMérieux SA pycckun - 7
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lMpumep nopozosbix 3HadyeHuli MUK EUCAST (mka/mn):

S
I
HyscmeumernsHocmb npu R
HyecmeumenbHocmb npu -
cmaHdapMmMHOM pexume - Yemotiqugocme
yeenu4yeHHoM 8o3delicmeauu
do3uposaHusi
<0,06 0,12—1 22

MWK 1 mkr/mn no metogy ETEST kaTeropuampyeTcsi Kak 4yBCTBUTENbHOCTb NpY YBENUYEHHOM Bo3aencTBum (1), B TO Bpemsi kak
KOHUeHTpauus 1,5 okpyrnsietcs Ao 2 MKr/MI 1 KaTeropusunpyetcs kak yctonumeocTb (R).

KOHTPOJ1b KAYECTBA

UTo6bl NPOBEpUTL paboune xapaktepucTukn Habopa peareHToB ETEST, kauyecTBO cpef, NOCEBHOro MaTtepuana

1 1cnosnb3yeMblx NpoLeayp, NPOTeCTUPYIiTe WTaMMbl Anst KOHTpons kadecTea (KK), npuBeaeHHble B criedytoLueit
Tabnuue. PeareHTbl 1 UCMOMb3yeMble NPoLeAypbl CYUTAOTCS YAOBMNETBOPUTENbHLIMM, €CIN MOoMyYeHHble 3HaYeHnss MUK
COOTBETCTBYHOT CIEAYIOLLMM CrieLmduKkaLmnsam KOHTPONs kavecTsa:

MUK AHTUMWUKPOBHOIO OUVATMA3OHbI MUK OJTA KK ETEST (mkr/
MPEMAPATA (mkr/wn) KOL LUTAMMbI ONNA KK ETEST mn)
TelkonnaHuH S. aureus ATCC® 29213™ 0,25-1 2.6
TP
0,016-256 E. faecalis ATCC® 29212™ 0,125-0,5
MpumeyaHus:

+ a) CLSI M100: Performance Standards for Antimicrobial Susceptibility Testing, 29t Edition (CLSI M100.
HopmaTtusHble nokasaTtenu TeCTMpoBaHUA aHTUMUKPOBHON YyBCTBUTENBHOCTYU, 29-e n3gaHue).

» 6) EUCAST: European Committee on Antimicrobial Susceptibility Testing, version 9.0, valid from 2019-01-01
(EUCAST: EBponemnckmin KOMUMTET NO TECTUPOBAHUIO aHTUMUKPOBHON YyBCTBUTENBHOCTU, Bepcns 9.0,
pencteuTensHa ¢ 01.01.2019 r.).

PesynbraTthl aHanm3a nauveHTa He cnegyet coobuats, ecnu pesynetatel KK BbIXogaT 3a npegensl yTBEPXKAEHHbIX
3HadeHuin KK. Yactorta npoBenenusa KK gomkHa ycTaHaBnmBaTbCs kaxaown naboparopuen MHOMBUAYarnbHO.
PykoBogsLimne NnpuHUMnbI NpeacTaBreHbl B JOKYMEHTax Mo onpeaeneHnto YyBCTBUTENbHOCTU K aHTubnotmkam CLSI
cepuit MO7 n M100. -2

Mpepenbl 3HaveHun ana KK metoga ETEST moryT otnudatbes oT cneundukaumin CLSI n (unn) EUCAST B HEKOTOpbIX
cnyyasx. MNpepensl 3HadeHn ana KK metoga ETEST ocHoBbiBatoTCA Ha 06wwmpHon 6a3e, cCobpaHHON NMpu KOHTPOMbLHOM
TecTMpoBaHMK BOMNbLLOrO YMCra CEPUn PeakTNBOB B TEYEHNE HECKOMBKUX NET, U BKIIOYAKT AaHHbIE MHOMOLEHTPOBbIX
nccneaoBaHun.

Ecnu 3HaveHua MUK B oTHoweHuu wtammoB ans KK HaxoasTcs Ha nonpassegeHus Huke HukHero npegena KK, nx
crnegyeT OKpymuTb A0 BrivkarLiero BEpXHEro 3Ha4YeHns ABYKPaTHOro pa3BeaeHns nepeq TeM, Kak yCTaHOBUTb
cootBetcTBue KK. MNogobHbim obpasom, ecnn 3HaveHns MK HaxoasTca Ha nonpasBefeHus Bbille BePXHEro npegena
KK, nx cnegyet cuntatb HecooTBeTcTBYOWMMU KK.

Heobxoavmo NpoBoAWTL pPerynspHbIi NOACYET KOMOHWI ANsi NPOBEPKU TOro, 00ecnevymBaeT N NoryyYeHHas nrioTHOCTb
CyCrneH3uy NOCEBHOIO Matepurana nonyyYyeHne 4OCTaTo4MHOrO KONMMYECTBA Xu3HecnocobHbix 6aktepuii B KOE/mn.
MpuroaHbI MaTepran Ans nocesa Aact npubnuantensHo ot 1-5 x 108 KOE/mn.

Crangaptbl MyTHOoCcTU no McFarland He rapaHTUpyHOT NpPaBUITbHOTO KOJIMYECTBA XXU3HECNOCOOHbIX GakTepun
B KOE/mn.

OXWOAEMbBIE PE3YJIbTATbI

YpoBHM YYyBCTBUTEJIbHOCTU K aHTbmnoTnkam ans Pa3nnYHbIX Oronornyeckmnx I'IOI'IyJ'IFlLl,VII;I 6aKTep|/|17| 6onbLue HEBO3MOXHO
npeackasaTtb B CBA3U C NPOrpecCuBHbIM pa3BUTUEM YCTOVIHVIBOCTVI. |_|03TOMy na6opaTopMﬂ AOJDKHa Nnonb30oBaTbCA
oxmngaembimun pesynstatamn MUK pasnmnyHbix aHTUOMOTUNKOB AN pedepeHTHbIX LUTAMMOB KOHTPONSA KadyecTBa, YTOObI
obecneynTb COOTBETCTBME TEXHUKN TeCTUpoBaHUA HeobxoauMbIM TpeGOBaHVIHM N Pa3yMHYH TOYHOCTb NoJ1ydaeMbIX
KIMNMHUYECKUX pe3ynbraTtoB.

PABOYUE XAPAKTEPUCTUKHN

Pabouvne xapaktepuctukun ETEST gnsa TekonnaHuHa Obiny yCTaHOBMEHbBI C UCMONb30BaHWEM CPaBHUTENMbHbIX OLEHOK.
3T nccneposaHns nokasanu, 4yto MUK no metoay ETEST TP koppenupytoT ¢ pedepeHTHbIM metogom CLSI M071.
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MeTton ETEST cuuTtaeTtcs no cyLlecTBy akBMBaneHTHbIM metogam CLSI, korga 3HaveHua MUK n3 obenx npouenyp
nokasbiBaloT nonHoe cooteeTcTBue (EA) 2 90 % B npegenax + 1 passeaeHus.

Pabouve XapaKTePUCTUKN NpuBeaeHbl HXe:

MwukpoopraHuam LTammbl (N) % nonHoro cooteeTcTams (EA) @)
MpamnonoxutenbHble aspobbl 324 97
MpumevaHus:
* a) EA — % 3Hadennii MUK B npegenax + 1 pa3BeneHns pedepeHTHOro MeToaa.
BAXHbIE 3AMEYAHUA

1. VHoraa HekoTopble KOMOMHaLMKN BakTepum 1 aHTUBMOTUKA Aal0T HEOXMAAHHbIE pedynbraThl. B Takux cnydasx
MarnoonbsITHOMY nepcoHany 6yaeT CrnoXHO NPUHATL peLleHne No KoHeyHoMy 3HaveHunto MUK. OpgHako, 4To6bI
Hay4YUTbCsl NPaBUIbHO ONpeaensiT KoHeYHble 3HadeHuss MUK, coTpyaHWKM MOTyT NpakTUKOBATLCS, pPerynspHo
ncnonb3ys peepeHTHbIE LWTaMMbl U CpaBHUBAsA CBOK paboTy ¢ pesyfsratamu KBanuguumpoBaHHbIX paboTHUKOB.

2. Kak v Bce aaHHble AST, pesynbratbl ETEST aBNsOTCA TOMNbKO 3HAYEHUSMM in vitro n MOryT ykasblBaTb Ha
NoTeHUManbHy YyBCTBUTENbHOCTL MUKPOOPraHn3MOoB in vivo. icnonb3oBaHune pesynsTaToB Npu BbIGOpe NneveHus
OOJMKHO ObITb €4UHONMMYHBIM PeLLeHNEM 1 OTBETCTBEHHOCTbLIO Nlevallero Bpada. OH JoMmKeH NpMHUMaTh BO
BHUMaHWE MeOULIMHCKMIA aHaMHE3 1 BCIO M3BECTHYIO MHOPMaLMIO O NaumeHTe, hapMaKkoKMHETMYecKne
1 bapmakoaMHamMm4eckme CBOMCTBa aHTUBMOTUKA U KITMHUYECKUI OMbIT fIe4eHns AaHHbIM NpenapaTtoM MHeKLniA,
BbI3BaHHbIX KOHKPETHbIM GakTepuanbHblM NaToreHoM. Takke crneayeT yunTbiBaTb TUN aHTUOMOTMKA, [O3Y U PEXUM
[031poBaHMs.

3. [ns nony4eHus AONOMHUTENBHOW MHPOPMALIMMN O KOHKPETHBIX OFPaHUYEHUSIX B MHTEPNpEeTaLun pe3ynsraTtoB u/munm
OrPaHUYEHUSIX KITMHUYECKOIO UCMOSb30BaHUS aHTUOMOTMKA B pa3fnnyHbIX TEPaneBTUYECKUX CUTYaLUsIX CM. Tabnuubl
N CHOCKM Ha cTaHgapTbl uHTepnpeTtauun MUK B nocnegHux sepcusax pekomengaumi EUCAST nnu gokymeHtos CLSI
no onpeaeneHno YyBCTBUTENBHOCTU K aHTMOMOTUKam Anst npoueayp passenerus (cepum M0O7 n M100).1v 2,3

YTUNU3ALIUA OTXOOOB

minmsmpyﬁTe MCNOJS1b30BaHHbIE U HENCNOJIb30BAHHbIE peareHTbl, a Takke KOHTaMUHUPOBaHHbIE paCcXodHble MaTtepuarsbl
B COOTBETCTBUU C Tpe6OBaHVIﬂMVI, npeabaBndaemMbiMU ONg ytunmsauumm I/IHqZ)eKLl,I/IOHHbIX Martepunanos.

Kaxpas naGopaTopMﬂ obsizaHa 06pau.|,aTb091 C nony4yeHHbIMM OTXo04aMun U CTOKaMun B COOTBETCTBUM C UX TUNOM U
CTeneHbo ONacHOCTU, a TaKkxe O6pa6aTbIBaTb N yTnnn3npoBsatb UX B COOTBETCTBUU C YCTaAHOBJIEHHbIMU NpaBuiaMn n
HOpMaMu.

CIMUCOK JIUTEPATYPbI

1. CLSI M07: Methods for Dilution Antimicrobial Susceptibility Tests for Bacteria That Grow Aerobically (Latest edition)
(CLSI MO7: MeTtogbl NpoBeAeHNsi TECTOB Ha onpeaerieHne YyBCTBUTENBHOCTM a3pobHbIX GakTepuii K
aHTUMKKPOOHBIM MpenapaTtam nyTeM passedeHns (nocnegHee n3gaHue)).

2. CLSI M100: Performance Standards for Antimicrobial Susceptibility Testing (Latest edition) (CLSI M100.
HopmaTtuBHbIe Noka3aTenu TeCTMpoBaHWs aHTUMUKPOOHONM YyBCTBUTENBHOCTY (NocneaHee nsgaHue)).

3. EUCAST: European Committee on Antimicrobial Susceptibility Testing (Latest edition) (EUCAST: Esponeiickuii
KOMWUTET MO TECTUPOBAHMIO YYBCTBUTENBHOCTU K aHTUMUKPOOHBIM NpenapaTtam (nocnegHee nsgaHuve)).

TABJIMLA CUMBOJIOB 1 OGO3HAYEHUN

CumBon O603HavYeHne

Homep no KaTtanory

Vv MeauuuHckoe usnenve ans
OVNarHoCTUKW in vitro

)

M3rotoBuTenb

TemnepaTypHbIn uana3oH

Vicnonb3oBaTb A0

I~k

-
o
|

Kog naptum
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CumBon O603Ha4eHne

3anpeT Ha NOBTOPHOE NPUMEHEHNEe

CpoK XpaHeHusi nocre BCKPbITUS

O6paTnTech K MHCTPYKLMM MO
NPUMEHEHNIO

Comepxumoro 4ocTaToqHo ans
nposegeHna n-konm4yecTtea TeCTOB

[aTta nsrotoBneHus

L <t B\

OrPAHUYEHHAA TAPAHTUA

KomnaHusa bioMérieux rapaHTMpyeT, 4To paboune XxapakTepuCTVKW [aHHOMO U3AENus COOTBETCTBYIOT ykasaHHOMY
npeayCcMOTPEHHOMY Ha3HaYEHUI0 B TEYEHME BCEro CpOKa IKCMryaTaumm Npy yCroBUmM, YTO CTPOro coGrnoaeHsl Bce
npoueaypbl MO UCMOSb30BaHMUIO, XpaHeHWo U 06paboTke U Mepbl 6e30MacHOCTH, Kak MOAPOGHO USNOXKEHO B MHCTPYKLMSAX
Mo aKcnyaTauum.

3a ncknoYeHem BbileyKasaHHbIX ClyvyaeB, KomnaHus bioMérieux He JaeT HUKaKknx rapaHTuin, B TOM Yucne
nogpasymeBaeMbIX rapaHTMI TOBapHOTO Ka4ecTBa ¥ rapaHTUin COOTBETCTBUS NpeanonaraeMomy UCNonb30BaHuio, U He
[aeT HMKakmx 06s3aTensbCTB, B TOM YMCNE SBHO BbIPaXXEHHbIX, MOApa3yMeBaeMblX UMM KOCBEHHbIX, B OTHOLLEHWN
NCMONb30BaHUs Kakoro-nmbo peareHTa, NporpaMMHoro obecneyeHmns, npubopa n pacxofHbIX MaTepuarnos (ganee —
«Cucrtemay), OTAMYHOTO OT YKa3aHHOro B MHCTPYKLMSIX MO SKCNyaTaLumn.

NCTOPUA NEPECMOTPOB

Kateropuu TnoB nameHeHuin

H/M He npumeHumo (nepBoe nsgaHue)

KoppekTypa WcnpasneHve owmnbok B AOKYMeHTaLmm

TexHuyeckne [obasneHune, nepecmMoTp n/unu yaaneHne kacarLlencs npoaykra nHopmaumm
N3MeHeHUs

AAMUHUCTPATUBHbIE BBeaeHne nsameHeHnin HeTEXHMYECKOro XxapaKTepa, 3aciyX1BatoLmnx BHUIMaHNA
N3MEHEeHNs nonb3oBaTens

lMpumeyaHue. HesHadumernbHble muroapagckue, 2paMmMamuyeckue USMEHEeHUs U USMEHeHUsI 8
hopmMamupo8aHUU 8 UCMOPUIO NePEecMompPo8 He 8KITHOYEHI.

[aTta Bbinycka Howmep Bepcumn Tvn nsmeHeHun 0O630p n3MeHeHum
2021-02 052413-01 MepBoe n3naHue H/N

[nsi nony4yeHus: TEXHUYECKON KOHCYNbTaLMmn U NoaaepKku npocbba ob6pallaTbesi K yNonHOMOYEHHOMY NpeACcTaBuTENto
npousBoauTens Ha Tepputopumn Poccuiickon eaepaumu:

000 «broMepbe Pyc»
Appec: Poccuga, 115230, Mocksa, 1-bi1 HaratuHckun npoesg, a. 10, ctp. 1
Ten./cbakc: +7 (495) 221 10 79
TenedoH ropsyen nuHmm: 8 (800) 250 10 79

e-mail: info.russia@biomerieux.com

BebO-canT: www.biomerieux-russia.com
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B cnyyae BbisBneHnsa No6oYHbIX AEVCTBUN, HE YKa3aHHbIX B MHCTPYKLMM MO NPUMEHEHWIO NNy PyKOBOACTBE MO
aKcnnyataumum MmeguumnHCKOro nagenuna, HexxenarternbHbIX peaku,mﬁ npu ero npuMeHeHun, ocobeHHocTeN
B3aVMOOEVICTBUA MEAULMHCKNX U3AENUA Mexay cobow, hakToB 1 06CTOATENBLCTB, CO3AAOLLMX YrPO3y XU3HN 1
300pPOBbIO rpaxgaH U MeAULIMHCKNX paGOTHI/IKOB npun npuMeHeHnn n akcnnyataumm meanumHCKnUX manenmﬁ,
HeobxoQuMOo HanpaBuTb COOBLLIEHNE, coaepXallee yka3aHHble cBeaeHns, B PefepanbHyto cnyx0Oy no Haa3opy B
cchepe 34paBoOOXpaHEHUSI B COOTBETCTBUM C AEWCTBYIOLLMM 3aKOHOAATENbCTBOM.

BIOMERIEUX, norotun BIOMERIEUX, ETEST, tect-nonocka ETEST, NEMA C88, RETRO C80 n SIMPLEX C76
ABMSAOTCHA UCMONb3yeMbIMU, 3aPErMCTPUPOBAHHBIMW M/UNM HAXOOALMMUCS B NMPOLECce pernctpauum ToBapHbIMM
3HaKamu, NpMHaanexawumm KomnaHum bioMérieux, 0QHON N3 [OYEPHUX UINN BXOASLLMX B €€ rpynny KOMNaHuin.

CLSI saBnsietcst ToBapHbIM 3HakoM, npuHagnexaiimm Clinical Laboratory and Standards Institute, Inc.

ToBapHbIl 3HaK 1 ToBapHoe nmst ATCC, a Takke ntobble Homepa no katanory ATCC — ToBapHble 3HaKM KOMMaHUn
American Type Culture Collection.

EUCAST o3HavyaeT EBponeincknii KOMMTET MO TECTUPOBAHMIO YyBCTBUTENBHOCTM K aHTUMUKPOOHBLIM npenapatam. 3Tu
AaHHble 6bin npegocTtaBneHsl EUCAST Ha 6e3B03Me3aHON OCHOBE 1 A0CTynHbl Ha cante EUCAST: www.eucast.org.
ABTOpckuMe npaBa Ha Hux octatotest Y EUCAST. PekomeHgauun EUCAST vacto obHoBRsitoTCS. VX nocnegHue Bepcum
[OCTynHbl Ha Beb-cante www.eucast.org.

D,pere Ha3BaHMUA N TOBApPHblE 3HAKM NpuUHaanexat Ux 3akoOHHbIM BriagernbLuaMm.
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