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ETEST® Rifampicin (RI) (0.002-32 pg/mL)
Habop peareHToB Ans naeHTUdUKaLmMm n onpegeneHns 4yBCTBUTENbLHOCTA MUKPOOTrpaHM3MOB K aHTUBMOTHKaM:
Etest RI RIFAMPICIN — E-tecT pudamnuumH (ganee no tekcty: ETEST, metog ETEST RI, ETEST Rifampicin,

Tect-nonocku ETEST, TecT-nonocku, metog ETEST)

VD)

Ha3HauyeHue

ETEST — 370 py4HOV KONMMYECTBEHHbIN METOA, ONPEAENEHUs YyBCTBUTENBHOCTU K aHTUMMKPOGOHBIM NpenapaTtam
rpaMoTpuLaTenbHbIX Y IPaMMONIOKUTENbHBIX a3POBHBLIX GaKTEPUI, U GaKTEPUI CO CIOXHBIMU NUTATENBHLIMU
noTpebHocTAMK. CUCTeMa COCTOUT U3 CTaHAAPTHOTO rpaJveHTa aHTUGNOTUKA, KOTOPLIV UCNOSb3yeTcs As
onpeaeneHns MMHUMarbHOW UHIMBupytoLlen koHueHTpauun (MUK, BelpakeHHOM B MKI/MIT), pasnuyHbIX aHTUMUKPOGOHbBIX
npenapaTtoB A1 MMKPOOPraHM3MOB NMOCPELCTBOM KySbTUBMPOBAHWUS Ha MUTATENIbHOM arape B TEYEHUE HOuUM.

lNMoka3aHusA K npUMEeHeHun

Tect ETEST RI moxHO ucnonb3oatb ans onpeaenenHna MUK pugpamnmumHa B OTHOLLEHWUM CReaYoLWmnX

MWKpPOOPraHW3MOoB:
* A3pobbi:

o pamnonoxwutensHble asapobbl: Staphylococcus, Enterococcus

 Streptococcus pneumoniae

MpuvHUMN

ETEST npeactaBnsieT coboi TOHKYH0, MHEPTHYH,
HeMopWCTYIO NNacTUKOBYIO TECT-MOMOCKY. Ha ogHy CTOPOHY
TecT-nonocku (A) HaHeceHa wkana MUK B mkr/mn, a Ha
APYrylo — CTaHAAPTHLIN FPagneHT aHTubunoTuka.

Korga TecT-nonocky HaHOCAT Ha 3aCesHHYH0 KynbTypoW
MUWKpPOOpPraHn3ma noBepXHOCTb arapn3oBaHHOW cpeabl,
npegBapuTernbHO COOPMUPOBAHHBIN rpagueHT
KOHLUEHTpauun aHTMObNOTNKa HEMEANEHHO NPOHMKaeT

B arap, a 3atemM obpasyeTt CTaburbHbIN,

HenpepbIBHbINA, SKCMOHEHLManbHbIN rpagueHT
KOHLUEHTpauumn aHTMbMOoTNKa HeNnocpeaCcTBEHHO Nof TecT-
nonockon. lNMocne nHkybaumm, B pesynsrate KOTOpon
BakTepunanbHbI POCT CTAHOBUTCHA 3aMETHbIM, BOOMb TECT-
MOITOCKM MOXHO YBUAETb CUMMETPUYHbIV 3MUMC
UHrMbnposaHus. 3HaveHne MUK cunTbiBaeTcs co Lwkanbl
B MKI/MM NpW NOSTHOM MHrMB1poBaHWUM pocTta bakTepui

B MeCTe nepeceyeHns 3a0CTPEHHOro KoHLa annuvnca

C TECT-MOMOCKOMN.

HecmoTps Ha cxoAcTBO € AUCKO-ANAEY3NOHHBIM METOAOM
(aHanornyHas npouenypa NpUroToBNeHNA NOCEBHON
KynbTypbl, BbIOOP NUTaTEnsHON CPefbl U YCroBuS
uHky6aummn), ETEST He aBnsaeTcsa AUCKO-AUdDDY3NOHHBIM
METOAOM W MOSHOCTLIO OTAMYaETCA OT OObIYHBLIX ANCKOBbIX
MeToA0B. [[paaneHT KOHLUEeHTpaunm aHTUMUKPOBHOro
npenaparta B ETEST npeasaputensHo cchopmMUpoBaH,
npegonpeaeneH n ctabuneH, n He 3aBUCUT OT Anddy3nn.

CocTtaB Habopa
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Obpaszey mecm-nonocku ETEST

(8 3asucumocmu om nipenapama 0ocmyriHbl pas3nuyHbIe
wiKarbel cHuUmbi8aHus)

bioMérieux SA

pycckui - 1



® o -
ETEST® Rifampicin (RI) (0.002-32 pg/mL) 059047 - 01 - 2021-11 -ru

MHavemayanbHas ynakoBka: Kakaas TecT-nonocka coaepxur:
412450 30 TecT-nonocok » OumanasoH MUK pudamnuumHa®: 0,002—32 mkr/mn

423825 yna';%BKa Ha HECKONbKO KapTpumken: *IponcxoxaeHune: NonyCUHTETUYECKNA
KapTpuipkeu, B kaxaom no MUKPOOMONOrnyeckui.

10 TecT-Nonocok 1 1 nakeTuky
BnaronornoTuTens

* 1 KpblLwKa

MHCTpyKUMS NO NPUMEHEHMIO, MOXHO 3arpy3untb ¢ canta www.biomerieux.com

Heob6xoaumbie MaTepuanbl, He BKNHO4YeHHbIe B KOMNJIEKT

MaTepuanbi

+ O6wenabopaTopHoe Mukpobuonormyeckoe obopyaosaHmne

* TamnoHbI (CTEpUIbHbIE, HETOKCUYHBIE U HE CMMLLIKOM NOTHO CKPYYEHHbIE) M NPOBMpPKN.

» PyyHon annnukatop [Hanpumep, Mini Grip-It (Homep no katanory 411200), BakyymHbIi nuHueT NEMA C88 (Homep
no karanory 559804), nuHUeT nnn aHanormyHoe yCTponCTBO].

* PeareHTbl (peakTvBbl) ANs MAEHTUdMKALUN MUKPOOPraHW3MOB 1 onpeaeneHns YyBCTBUTENbHOCTY K
aHTUMUKPOOHBIM npenapatam: McFarland Standard — Habop ctaHgaptoB myTHocTu Mak®apnaHga (Homep no
katanory 70900) nnv emy aHanornyHbIn.

* UHkybGaTop (+35 °C £ 2 °C).

* MwukpoopraHmambl ANS KOHTPONSA KayecTsa.

* UHokynatop RETRO C80 (gononHutensHo) (Homep no katanory 559803).

» Annnukatop SIMPLEX C76 (gononHutensHo) (Homep no katanory 559802).
PekomeHAayeMbie nUTaTenbHbIE cpeabl

[ina onpegenexHns 4yBCTBUTENbHOCTM K aHTUMUKPOGHBLIM npenapatam (AST) cneayeT ncnonb3osaTtb
BbICOKOKa4YeCTBEHHbIE CpeAbl OnpeaeneHHoro coctara, obecnedmBaroLLme XopoLwwnin pocT (cM. Tabnuuy 1 B kKOHUE
pasgena «MHCTpyKums N0 NPUMEHEHMIO» AaHHON MHCTPYKUuuK). [insa obecneyeHuns nonyYyeHns TOYHbIX U AOCTOBEPHbIX
nokasatenen MUK npogykums BeiGpaHHOM TOProBovi Mapku AOMMKHA MMETb XOPOLLYH BOCMPOM3BOAMMOCTb OT NapTum
K napTuu.

Y1006l npoBepuUTb Ka4eCTBO Cpeabl, NpoBeanTe nccnegoBaHme ¢ NoMoLlbo noaxoaAawmnx WraMmmMmoB MUKPOOPraHM3mMoB
Ons KoHTpons kayecTtea. CM. Bknagbil B YNakoBKY, npegocTaBnseMbli NPON3BOANTENEM CpPeabl.

Y6eauTech, YTO TONLMHa arapa B Yawke Metpu coctaBnseT 4,0 £ 0,5 Mm 1 umeet pH 7,3 £ 0,1.

MpenocTepexeHus n Mepbl NPELOCTOPOXHOCTH

* Tonbko ANA ANAarHOCTUKM in vitro.

+ Tonbko AnA npodgeccUoHaNbLHOro UCNonb30BaHUA. [JaHHbIN TECT NpegHa3HayYeH Ans UCMOoNb30BaHNs
KBanuULMpPOBaHHbIMU COTPYAHUKaMu nabopaTtopuu.

» Bcerga cobniogarite npasuna acenTuku Bo Bpems paboTbl ¢ obpasuamu 6akTepranbHbix KynsTyp. Heobxogumo
cTporo cobnogaTb YyCTaHOBIEHHbIE MEPbI MPESOCTOPOXHOCTY B OTHOLLIEHWUN MUKPOBUONOrMYECKNX PUCKOB.

» TecT-nonocku npeaHa3HavyeHbl TONbKO ANA OAHOKPAaTHOro nNpMMeHeHusa n He OO0JKHbl UCNONb30BaTbCA NMOBTOPHO.

YcnoBusi XpaHeHUs U cTabunbHOCTb

Ansa vHaMBMAayanbLHON yNnakoBKM:
+ XpaHuTb Npu TemnepaType, ykasaHHOW Ha yrnakoBKe.

* He MCI’IOJ'IbSyIZTe peareHTbl nNocne Ncrted4eHna cpoka roaoHoOCTU, yKa3aHHOro Ha ynakoBkKe.

» Tect-nonockm ETEST Heobxoammo Bcerga xpaHuTb B CyXOM, MPOXaAHOM, 3aLLMLLEHHOM OT BO3OEWCTBUS SIPKOro
cBeTa MecTe.

* He xpaHute TecT-nonocku ETEST, octaBlumecs nocne BCKPbITUSA MHOMBUAYANbHOW YNaKOBKN.

[lnAa ynakoBKN Ha HECKONbKO KapTpuaxen:
* XpaHuTe He BCKPbITbIE U BCKPbITbIE KAPTPUAKN NpY TeMnepaType, yKasaHHOW Ha yNnakoBKe.
* He ncnonb3yiiTe He BCKPbITbIE KapTPUOXKM NOCIE UCTEYEHMS CpOKa rOAHOCTM, YKa3aHHOro Ha ynakoBKe.
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» Tecrt-nonocku ETEST, ocTaBluMecsa Hen3pacxo4oBaHHbLIMW U3 BCKPLITOTO KapTpuapka, cneayeT XpaHUTb B CyXOM
MecTe. He BbIHMMaWTe BnaronornoTuTenb Nocrie BCKPbITUSA 1 3aKpbiBaWTe KApTPUAXK (BXOASILLEN B KOMMNIEKT
KPbILLKOW) cpa3y nocre Ucnorb30BaHus.

» Tect-nonockm ETEST HeobxoamMmo Bcerga xpaHuTb B CyXOM, MPOXaAHOM, 3aLLMLLEHHOM OT BO34EWCTBUSA SSPKOro
cBeTa MecTe.

* MNocne BCKpbITUS KapTPUOK MOXHO XpaHWUTb B TEYEHME KONNMYECTBA AHEW, YKa3daHHOro Ha HeM cOoKy. 3anuwmTe
[aTy BCKPbITUS KapTpumpKa psgoM ¢ cumeoriom (3. Mepea ncnonb3oBaHMeM OCTaBLLMXCH TECT-MOMOCOK
ybeautech, 4TO CPOK XpaHeHus nocne BCkpblTs (14 nnn 31 geHb B 3aBMCMMOCTM OT MOMEKYIbI) HE NpeBbIlaeT
CPOK roHOCTW, YKa3aHHbIA Ha yNakoBKe.

* Mocne BCKpbITUS KAPTPUIPK MOXKHO HECKOMbKO pa3 3aKkpbiBaTb M OTKpbIBaTh. [py Hagnexallem xpaHeHun
1 obpalleHnmn 3TO He BNUSIET Ha cTabunbHocTb. KonnyecTBo Genbix NpsMOYronbHUKOB B KBaApaTe, HanevyaTaHHbIX
Ha NpaBoK CTOPOHE, 03HAYaET, CKOMbKO pa3 MOXHO OTKPbITb KapTpuax, Bktoyasa BCkpbiTue (3 pasaltnnu 4 pasa 55
B 3aBMCUMOCTM OT MOoJeKyrnbl). YTobbl 3adhmkenpoBaTh 3TO YNCHO, 3aKpackTe OAMH 13 BenbIX NPSMOYroNbHUKOB NpK
BCKPbITUW KapTpuapka 1 3aTem 3akpalluBanTe no ogHomy 6enomMy NpsiMoyronbHUKY Kaxabli pa3, OTKpbiBast
1 3aKpbiBas KapTpULXK.

Mpumeps! (3MuKkemku Huxe MpueodsiIMcsi MOIbKO 8 CrPagoYHbIX UErTsiX):

ETEST® XXX 0.016-256 pg/mL ETEST® XXX 0.016-256 ug/mL
- - “.14D |l Em - - <31p 00O
I:Iﬂ_ —_ =— — = — 0gogog01 [1[] ——— = = e 08989901 (1
+ Mocne Toro Kak KapTpuax 6yaeT OTKPLIT MakcMMarbHOe KONMyYecTBO pas, BCe OCTaBLUMECS TECT-MOMNOoCKN crieayeT
yTVIﬂVI3VIpOBaTb.

» Bxopsuien B KOMMNEKT KPbILLKOW MOXHO 3aKpblBaTb TOMbKO KapTPUOXKM U3 TOTO e KoMnnekTa. He ucnonessynte
KPbILLKM OT APYrMX NapTun nnu npenaparos.

* KpbilKy crneayeT yTunnsupoBaTh nocre ee Ucnonb3oBaHus ¢ 10 kKapTpumkamm 13 ynakoBKu.

Ucnonb3oBaHue

* MNepepn ncnonssosaHnem TecT-nonocok ETEST u3 HepacKkpbITOn ynakoBku HEOB6XOAMMO OCMOTPETL YNakoBKy Ha
npegmeT OTCYTCTBUS NOBpexXAeHun. He ucnonssyinte B cnyyae, ecnu ynakoska 6bina nospexageHa.

* MNocne n3bATMA U3 XONOAUNBHNKA/MOPO3UIbHNKA HEOBXOAMMO BblAepXKaTb UHAMBUAYANbHYIO YNAKOBKY Unu
YMNaKoOBKY Ha HECKOIbKO KapTpuaxXemn npu KOMHaTHON TemnepaTtype A0 BCKpbITUS (0kono 15 MuHyT, ecnu
Temnepatypa xpaHeHusi coctaensna +4 °C, unu okono 30 MUHYT, ecnu TemnepaTtypa XpaHeHus cocTaensna
-20 °C). UsBnekaTb TECT-MONOCKY U3 YNaKOBKWN CneayeT HEMOCPEACTBEHHO nepep ncnonb3osaxHueM. MNepeq
BCKPbITMEM YNaKoBK/M HEOBXOAMMO AOXAATLCA MOMHOro MCNapeHns Briaru, KoTopas Morfa CKOHOEHCMPOBAaTLCH Ha
BHELLHEN NOBEPXHOCTW YNaKoBKM.

* He npukacaritecb K NOBEPXHOCTM TECT-MOMNOCKUN, HA KOTOPOW HAXOANTCH rPafMeHT (K CTOPOHE, NPOTUBOMOSOXHOW
wkane MUK). ns B3stua Tect-nonocok ETEST pekomeHayeTcs ncnonb3oBaTh pyyYHON annnukatop [Hanpumep,
Mini Grip-It (puc. 1), BakyymHbii nuHueT NEMA C88 (puc. 2), nuHueT nnn nogobHoe um ycTpoincTeo]. B cnyyae
n3BneyeHus Tect-nonocok ETEST Bpy4YHYO0 NUHLETOM MUnn NoAoOHbIM YCTPOMCTBOM paspeLuaeTcs npukacaTbcs
TONbKO K KOpeLLKaM (TOMy MECTY, Ha KOTOPOEe HaHeceH 2- unu 3-6yKBEHHbIN KOA).

‘u

Puc. 1 Puc. 2
W3BneyeHwne Tect-nonocku ETEST 13 nianemayanbHom M3BneyeHne Tect-nonockn ETEST 13 kapTpuayka ¢ NOMOLLbIO
ynakoBku ¢ nomoLsto Mini Grip-It BakyyMmHoro nuHueta NEMA C88

* UHCTpyKuuM Ansa MHAMBUAYanbLHOW YNaKOBKMU:
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Mpexae 4yem oTKpbIBaTh YNakoBKY, OCTOPOXHO NOCTy4nTe yI'IaKOBKOIZ no TBEPAON NOBEPXHOCTH,
4YTOObI TECT-NONOCKA OKa3anach Ha gHe YNakKoOBKWK, 3aTeM 3aXMUTE yNaKOBKY Mexay 6onbLnm
M yKasaternbHbIM nanbuamMmmn, noMeCTtnB KOHYUK 6onbLuoro nanbsua B yrny6r|eHme Ha 3agHen
CTOpOHe.

HaxmuTe 6onblumm nanbuem Brnepea n ykasaTtelbHbIM nanbuem Hadag, YTOObI OTNIOMUTL
antoMnHmneByto 060]10qu, npwv 3TOM BNAaronornoTUTenNb JOSMKEH OCTaTbCA B BEPXHEN YacTu
YNaKOBKW.

OTorHuTte BEpPXHIO 4YacCTb Ha3aj, 4YTOObI MOMHOCTLIO OTKPbITb YNaKOBKY.

MN3BneknTe TecT-nonocky ETEST 13 ynakoBku € NOMOLLbIO MUHLETa MW ApYroro annnukaropa.

MNogHMMUTE 93bI4OK M3 PONBbIM B BEPXHEN YacTu KapTpuaka u NnoTaHuTe Hasag,
YTOObI MONMHOCTLIO CHATb.

MpumeyaHue: Y6eguTtecb, 4To nocne BCKPbITUA Ha KapTpua)Xe He oCTarioCcb
donbrun, MOCKOJIbKY OHa NoMeLllaeT Kak crneayeTt 3akpbiTb ero KPbILLKOW.

B kapTpuaxe HaxoguTcsa NnakeTuk KannesmgHomn dhopmel ¢ Bnaronornotutenem. He nasnekanrte snaronornotutensb
nocre BCKPbITUSA.

* MeToa aBTOMaTu4eckomn obpaboTkm ¢
NMOMOLLIbIO aBTOMaTU4eCKoro
annnukaTtopa SIMPLEX C76:

* MeTog py4Hoi ob6paboTku:
o Ecnn ncnonbsyeTcs BakyyMHbIN
nuHueT NEMA C88 nnn

annnukaTtop Mini Grip-It
(pexomeHayemble MeTOabI):
BosbmuTE BEPXHIOKO TECT-
nonocky ETEST, He kacascb
BMNaronornoTuTens.

Ecnu ucnone3yeTcsa NMHUET Unu
aHanornyHoe yCTponcTBo:
HaxmuTte ykasaTenbHbIiM
nanbLeM Ha y3K1IN KoHel,
nakeTuka c BNaronornoTutenem,
YTOObI NPUNOAHSTL TECT-
nonocku. He HaxumanTte Ha
okpyrnyto yacTb. MNpuaepxvBas
nanbLeM BnaronornoTuTens,
N3BINEKUTE BEPXHIOKD TECT-
nonocky ETEST 13 ynakoBku
NUHUETOM UK aHaNOrMYHbIM
YCTPOWCTBOM.

o 3arpyaute KapTpuoXu C TecT-

nonockamu ETEST Hanpsamyto B
aBTOMaTMYECKUI annnukaTop
SIMPLEX C76 (MHCTpyKUWK CM. B
pyKOBOACTBE NONb3oBaTens
annnukaTtopa SIMPLEX C76).
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Cpaay nocne 1Mcnonb30BaHWs HaJeHbTe KPbILKY Ha KapTpyapK (B NpaBUibHOM
NONOXEHUN) N XpaHUTE ero, kak ykasaHo B pasgene YCIOBUA XPAHEHUA
N CTABUIIbHOCTb.

054384-01

MHCprKLl,I/ISI no npuMeHeHunro

MpurotoBneHue cycneHsmmn u noces

1. [Hosegute cpeny u Tect-nonocku ETEST oo komHaTHOM TemnepaTypbl.

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

3. TlloaroToBbTE CYCMEH3MI0: CyCNeHAMPYNTE XOPOLLO N30NTMPOBaHHbIE KOMOHWUW, BBIPOCLLME Ha YaLlKe C arapoMm
B TeYeHne Houu. [Ins MMKPOOPraHM3MOB CO CITOXHbLIMU NUTaTENbHLIMW NOTPEOHOCTAMU, TAKMX Kak MHEBMOKOKKY,
CTPENTOKOKKM, TOHOKOKKW, aHaapobbl n Haemophilus spp., NCNonb3ynTe CyCcneH3uto, NPUroToBrEHHYH0 B OynboHe
B TeyeHne 15 muHyT. Y6eanTecb B HaNnymMm B NOCEBHON CyCNeH3nmn npaBunbHoro konnyectsa KOE/mn
(konoHneoObpasyLlas eanH1LA) OTHOCUTENBHO COOTBETCTBYHOLLIEro cTaHAapTa no wkane Mak®apnaHga. [JaHHbIn
MYHKT OCOBEHHO BaXXeH ANS MUKPOOPraHN3MOB CO CIIOXHBbIMW NUTaTENbHBIMM NOTPEBHOCTAMMU, U CIINM3UCTBIX KOFTOHWIA
MUWKpPOOPraHn3moB. [pn npaBunbHOM NPUroTOBMNEHUW CYCMNEH3UN NOCNEe KyNsTUBUPOBaHNS OOMKEH ObiTb MONny4YeH
CNIOLWHON MMM NPaKTUYECKM CMIOLLIHOW POCT Ha NOBEPXHOCTW cpeapbl.

4. CtaHpapTbl MyTHOCTM MO Wkane Mak®apnaHaa He rapaHTUpyHT NPaBUbHOIO KONMMYECTBA XN3HECTOCOOHbIX
H6akTepun B cycneHann. Heobxoammo npoBoanTb PerynspHbIA NOACHET KOMOHWI ANS NPOBEPKM Toro, obecnevmBaeT
N1 ucnonb3yemasi METOAUKa NOCeBa MoJTy4YeHNe HYXKHOrO KOnm4ecTBa Xn3HecnocobHbix 6akrepun (B8 KOE/mn).
Cwmotpute pasgen KOHTPOJIb KAYECTBA.

5. BbInonHuWTe NOCeB: OKYHUTE B NOCEBHYHO CYCMEH3MNI0 CTEPUIbHBIN, HETOKCUYHBIN U HE CIULIKOM TYro CKpYYeHHbIN
TamnoH. Yaanute nabbiTOK XXUAKOCTU, NPUKaB TaMMOH K BHYTPEHHEN NOBEPXHOCTU CTEHKM Npobupku. YaanuTe
Bonblue XMAKOCTK, Koraa AenaeTcs Noces Ha yallky avameTpoM 90 MM, U MEHbLLE NPY 3aceBaHUM YaLlku
anameTtpom 150 mm. TwaTenbHO pacnpeaenuTe CycrneHsuto no NoOBEPXHOCTU arapa LWTpuxamm B Tpex
HanpaBneHusix, Kaxabli pa3 noBopaymsas 4Yalky Ha 60 rpagycoB, 4Tobbl obecneunTs paBHOMEpPHOE pacnpeaeneHue
noceBHOro matepuarna. B kayecTBe ansrepHaTBbI MOXHO MCNonb3oBaTh MHoKynaTop RETRO C80 ans
3abheKTMBHOIO pacnpeaeneHns NoCceBHON CYyCNeH3UM No NOBEPXHOCTM arapa (puc. 3) (MHCTPYKLMU CM. B
pykoBoacTBe nonb3oBatens nHokynatopa RETRO C80). danTe n3bbiTky Bnarn agcopbupoBatbesi B TedeHme 15-20
MWHYT, TaK 4TOObl MOBEPXHOCTL Gblfla NONMHOCTLIO CyXOM Nepes HaHeCEHNeM TeCT-NOoNIOCOK C rpagueHTOM

TEST

Puc. 3

[MoceB Ha Yallky ¢ arapom ¢ nomolsto nHokynsitopa RETRO C80

HaHeceHue TecT-nonocok u NHKy6aums

1. Y6epuTtechb, YTO 3acesiHHasi NOBEPXHOCTb arapa MoSIHOCTLIO CyXasi.

2. Ortkponte ynakoky ETEST, kak ykazaHO B MHCTPYKLMM MO BCKPLITUIO U paboTe C TeCT-Nonockamu.

3. Tect-nonockn ETEST MOXHO HaHOCUTb Ha 3aCesiHHY0 MOBEPXHOCTb arapa ¢ NOMOLLIbI0 PyYHOro annnmkaTopa
[Mini Grip-It, BakyymHoro nuHueta NEMA C88 (puc. 4), nMHUeTa unv gpyroro aHanorM4yHoro ycrporctea) nnbo
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aBTOMaTUYeckoro annnukatopa SIMPLEX C76™ (puc. 5). PaamecTtute Tect-nonocky ETEST wkanoii MUK Beepx
(no HanpaBneHWIo K KPbILLKE YaLlku) U MakCUManbHOWM KOHLEHTpaLwmei bnvke K Kpato vallkv (puc. 4 u 5).

B

Puc. 4

HaHeceHnue TecT-nonocku ETEST Ha noBepxHOCTb
arapv3oBaHHOM cpefibl C MOMOLLIbIO BaKyyMHOrO NuUHLETa
NEMA C88

Puc. 5

HaHneceHue TecT-nonockn ETEST Ha noBepxHOCTb
arapv3oBaHHOW cpefibl C MOMOLLbIO aBTOMaTU4ECKOro
annnukatopa SIMPLEX C76

4. MoxHo ncnonb3oBath WabnoH Anst onTMMarnbHOro nomeleHnst Tect-nonocok ETEST paBHoyaaneHHO opyr ot
Apyra B Yaluke ¢ arapom. B ogHon vawke gnametpom 150 Mm ¢ arapoM MOXHO pa3mecTuTb [0 LEeCTU TeCT-NON0COoK
ETEST (puc. 6a), a B ogHoM Yawke guametpom 90 mm ¢ arapom — o AByx (puc. 66). ns MMKpoopraHM3moB
C OXVAaemMou BbICOKON YyBCTBUTENBHOCTbLIO MCNOMb3YNTE MEHbLLE TECT-MOMOCOK Ha Yaluke avameTpoM 150 mm

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

Puc. 6a.

LLlabnoH ansi 6 TecT-nonocok B Yaluke agnameTpom 150 mm

Puc. 66.

LLlabnoH Ans 2 TecT-nomnocok B Yalluke auameTpom 90 Mm

5. Heobxogumo ybeanTbes, 4TO TECT-MOMNOCKa NOMHOCTLIO MpUNeraeT kK NOBepPXHOCTW arapa. He cnegyet pasmeluars
TECT-MONOCKY B MEPEBEPHYTOM MOMOXEHWM, Tak KaK annunc MHrmbnposaHus He obpasyeTcs, NOCKONbKY aHTUBUMOTUK
He MOXeT NPOHUKHYTb Yepes HENOPUCTYIO NNacTUKOBYIO TECT-NOMOCKY. [1py1 HEOBXOAUMOCTN MOXHO YAANUTL
BO3AYLUHbIE NOMOCTW, BUAMMbIE NOL TECT-NOMOCKON, OCTOPOXKHO HaXMMasi Ha TECT-MOMNOCKY (He ABUras ee) KOHYMKOM
annnukaTopa unu NUHLUETOM, NPW 3TOM HanpasneHue ABMXEHNS AOIMKHO ObiTb OT MUHMManbHOW KOHLEHTpaLuum
K MakcumarnbHoW. ManeHbkve nysbipbku He BAUSIIOT Ha pesynsTaTthl TecTupoBaHus. locne HaHeceHUsA TecT-
NONoCKy Henb3A cABUraTb, NOCKONbKY MPOUCXOAUT MITHOBEHHOE BbICBODOXAEHUEe aHTUOMOTHKa B arap.

6. KynbTvBMpoBaTh Yallku C arapom CriefyeT B NepeBEePHYTOM MOMNOXEHUU (KPBILLKON BHW3), NOCTaBNEHHbIMW APYr Ha
apyra, Ho He 6onee 5 vallek, B COOTBETCTBMM C YCNOBUSMU, NPUBEAEHHBIMWN B PYKOBOACTBE HUXE.

Tabnuua 1. YkasaHusa no BbIGOpy nuTaTenbHbIX cpes, NOAroTOBKe MOCEBHOro MaTepvana U KynbTMBUPOBaHUIO

MoceBHoW maTepuan KynbTusnpoBaHvie
Ipynna Arapu3oBaHHas ) OnTueckas
a),
MUKPOOPraHNamMoB nuTaTenbHas cpena MutaTtensHas cpena NNOTHOCTb (No Temnepartypa AT e (e
6) wkane (#2 °C)
Mak®dapnanaa
0,85 % NaCl (unn O
A3pobbl Mionnepa-XuHToHa 0 ( 0,5 +35 °C Kpyxaiolas 16-20
coneBoW pacTBop) cpena

bioMérieux SA
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[MoceBHow maTepuan KynetuBnpoBaHue
Ipynna ArapunsoBaHHas Quiieckad
MUKDPOOPraHI3MOB nuTaTenbHas cpena lMuTatensHas cpega @ | nNoTHOCTb (Mo Temnepartypa St S e
5) wkane (£2 °C)
McFarland)
Mionnepa-
XuHToHa + 5 % kpoBu
(no ctangaptam CLSI) Byneon Mionnepa- ; 0,5
Streptococcus MHF — arap XWHTOHa (MK coneson (1, ecnin
pneumoniae Mionnepa-XvHToHa ans PacTEop Ui Gyikok KOJ‘IOHMﬂ +35°C 3% CO; 20-24
C CepAe4HO-MO3roBbIM
NPUXOTINBbIX akcTpakTom (BHI) cnusncTas)
MUWKPOOPraHn3moB (rno
ctaHpaptam EUCAST)

MpumeyaHuns:

a) bbIno ycTaHOBMNEHO, YTO CycrneH3nanbHbIn pacTBop (MO TEKCTY CONeBON pacTBop) (Homep no katanory V1204)
coBmectum ¢ ETEST.

6) Bbino yctaHoBneHo, 4to Brain-heart infusion broth - CepaeyHo-mo3roBow OynboH (Mo TekcTy OyrnboH ¢
cepaeyHo-Mo3roBbiM akcTpakTom) (BHI) (Homep no katanory 42081) coemectum ¢ ETEST.

B) Y6eauTech, 4YTO YallKa C arapoM KynbTUBMPOBAanach B TEHYEHWe pekOMeH0BaHHOro Nepuoaa BpeMeHH, npexae
YeM CHUMaTb NMoKasaHusi, 0COBEHHO B Criy4ae 3amearieHHOro NPOsiIBNEHNs yCTOWYMBOCTU Y MEOJIEHHO PacTyLLUX
NPUXOTNNBBLIX MUKPOOPraHU3MOB.

PesynbraTtbl 1 MHTEepnpeTaums

Yyer pe3ynbraToB

Korga poct 6aktepuii xopoLlo 3ameTeH, cumTanTe 3HadeHne MUK B mecTte, rae annunc nHrmbuposaHus nepecekaet
TecT-nonocky. KoHeyHble 3HaueHns MUK B metoge ETEST 06bIYHO YETKO BbipaXkeHbl, HO MOTyT HabnaaTbes

1 pasnunyHble KapTuHbI pocTa/uHrnbnposanms. Cm. nnnctpauun Huxe (puc. 7, 8 n 9).

He yunTbiBanTe pesynsraTbl, €Cnv KynsTypa BbIrMSANT CMELLaHHON UK ecnn pocT GakTepuin 04eHb
HEe3HAUYUTENbHbIN UMK CANLLKOM rycTou. lMoBTopuTe TecT.

[ns 6akTepuumaHbIX NpenapaTos, Takux Kak pudamnmuunH, koHeyHoe 3HaveHne MUK cnegyeT cunTbiBaTh B TOYKE
NOMHoOro UHrMbrnposaHusa pocta. [ToMyTHEHUe 1 Makpo- M MUKPOKONIOHUW B NpeAenax 3 MM OT cTpuna cnegyeT
yuYnTbIBaTb Kak poCT.

PocTt Boonb Bcero rpagmeHTa (OTCyTCTBME 3Mnmnca MHrMbupoBaHust) o3HavaeT, 4To 3HavyeHne MUK Bbiwe unu
paBHO HaMBbICLLUEMY 3HAYEHWIO Ha LKane. Annunc MHIMGUPOBaHNS HKE rpagneHTa o3HadvaeT, 4yTo 3HadeHne MUK
HWXe, Yem Hanbornee HU3Koe 3Ha4yeHne Ha Lukane.

M36biToYHas Bnara B Yalukax nepep noceBoM, He[OCTaTOYHO BbICYLLUEHHasA NOBEPXHOCTb Nepes HanoXeHnem TecT-
NonocoK U/vnu HepaBHOMEPHO 3aCesiHHbIE LLUTPUXOM NMOBEPXHOCTN MOTYT NPUBECTM K OTCYTCTBUIO CMIOLLHOIO pocTa
unu 3ybyaTbiM Kpasm annunca. NosTopuTe TecT, ecnu y4eT koHeuHbIx nokasatenen MUK 3atpygHeH. B cnyyae
HepoBHbIX nepeceyeHnn MUK ¢ nonockon yuyuTeiBanTe 6onbluee 3HaveHne. Ecnn passegeHun > 1, noBTopuTe TECT.
[ns ToyHOro onpegeneHnst KoHeYHbIX 3HavyeHn MUK ans NHEBMOKOKKOB M QHTEPOKOKKOB HaKMOHMTE YallKy u/unm
MCMonb3ynTe yBenuyuTenbHoe CTEKmMo.

B cnyyae TyHHenbHOro pocta npeHebperavite TOHKOW NMMHWEN pocTa BAOMb TECT-NMOMOCKW.

bioMérieux SA pycckui - 7
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Mpumepbl yyeTa pe3ynsLTaToB

—

32
24
16
12
8
6
4
3
2

A,
Ao

MWK = 0,012 mkr/mn

MWK = 1 mkr/mn

Puc. 7 Puc. 9
S. aureus E. faecalis S. pneumoniae
ATCC® 29213" ATCC® 29212" ATCC® 49619™

MWK = 0,012 mkr/mn

WHTepnpeTtauus

Onsa natepnpetaumm 3HaveHnii MUK, nonyyeHHbIx ¢ nomoubio metoga ETEST, MOXHO Nonb3oBaThCA NOPOroBbIMU
3HaveHnsmn MUK anst onpegenexnsa kKateropuin MHTeprnpeTauumn, onyonnMKoBaHHbIMIW YNPaBneHUEM MO KOHTPOSTHO
KayecTBa MuLLEBbIX MPOAYKTOB U nekapcTBeHHbIx cpeacts (FDA)/CLSI, EUCAST w/wnu BawmM HauMoHanbHbIM
KOMUTETOM.

TekyLMe norpaHnYHbIe 3HAYEHMS NPUBEAEHbI HA Takux BeG-cavtax: https://www.fda.gov n/vnu https://clsi.org n/vnn
www.eucast.org.

Byay4yn nonHocTblO KonNuyecTBeHHbIM MeToom onpeaenernna MUK, ETEST gaeT Bo3amoxHOCTL nabopatopum
coobwuTb TovHbIe 3HaveHns MUK BmecTe ¢ kaTeropuewn nHtepnpetaunn. ETEST onpeaenset 3HaveHna MUK no
HenpepbIBHON LLUKane u MOXeT Noka3aTb pesyrnbsTaThl B MPOMEXYTOYHOM MOMOXEHUN MexXAy TPpaguuMOHHbLIMU
OBYKpaTHbIMW passBegeHnsmu (B nonpassegequs). Ecnn snavenmne MUK no metogy ETEST HaxoauTca mexay
CTaHAapTHbIMU ABYKpPaTHBIMW pa3BedeHnsMu, TO ero cnegyeT OKpYrnuTb A0 Grnvpkaniiero BepxHero 3Ha4eHns
OBYKpaTHOro pa3BefeHns nepeq TeM, Kak KaTeropusmpoBsartb.

lpumep nopozosbix 3Had4eHul MUK EUCAST (mka/mn):

S
I
YyecmeumenbHocmb npu R
YyecmeumenbHocms npu .
cmaHOapMmMHOM pexume . Yemodiqusocms
ysenu4yeHHom 8o30elicmeuu
do3uposaHusi
<0,06 0,12—1 22

MWK 1 mkr/mn no metogy ETEST kaTeropmavpyeTcs Kak 4yBCTBUTENbHOCTb NpU YBENUYEHHOM Bo3aeincTBum (1), B TO BpeMs kak
KOHUeHTpauust 1,5 okpyrnsieTcs 4o 2 MKI/MN U kaTeropusupyeTcst kak yctonumnsocTb (R).

KOHTpO.ﬂb KavyecTBa

UT06bI NPOBEpUTL paboune XxapakTepucTukm Habopa peareHtos ETEST, kauecTBO cpefl, NTOCEBHOrO MaTepuana

1 1cnonb3yeMblx npoLleayp, NPOTeCTUPYiiTe WTaMMbl AN KOHTpons kavecTsa (KK), npuBeaeHHble B criegytoLen
Tabnuue. PeareHTbl U MCMONb3yeMble NpoLedypbl CYNTAOTCS YAOBNETBOPUTENbHBIMW, €CIW NONyYeHHble 3HaYeHust MUK
COOTBETCTBYHOT CreAyOLLMM crielmdrukalmnsam KOHTPONs KayecTea:

bioMérieux SA pycckum - 8
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MWK AHTUMUKPOBHOIO OVAMA3OHbI MUK ONA KK ETEST (mkr/
MPEMAPATA (MKr/mn) Koao LWTAMMBbI ONA KK ETEST e
S. aureus ATCC®29213™ 0,004-0,016 2):9)

PucamnmuunH S _ )

i a
0,002-32 RI E. faecalis ATCC 29212m 0,54

S. pneumoniae ATCC® 49619 0,016-0,064 6)
MpumeyaHus:

+ a) CLSI M100: Performance Standards for Antimicrobial Susceptibility Testing, 30t Edition (CLSI M100.
HopmaTtuBHbIe noka3aTenu TeCTMpOoBaHWS aHTUMUMKPOOHON YyBCTBUTENBHOCTH, 30- n3gaHuve).

» 6) EUCAST: European Committee on Antimicrobial Susceptibility Testing, version 10.0, valid from 2020-01-01
(EUCAST. EBponeiickuii KOMUTET MO TECTUPOBAHMWIO aHTUMUKPOOHONM YyBCTBUTENBHOCTH, Bepcust 10.0,
penicteuTensHa ¢ 01.01.2020 r.).

Pesynbtathl aHanM3a naumeHTa He cneayet coobuatb, ecnu pesynstatbl KK BeIXoaaT 3a npeaens! yTBEPXKAEHHbIX
3HadeHuin KK. Yactota npoeeneHus KK gomkHa yctaHaBnuBaTbes kaxaon nabopartopuei MHOUBUAYanbHO.
PykoBogsLume npuMHUMnbI NpeacTaBneHbl B JOKYMEHTax Mo onpeaeneHnto YyBCTBUTENbHOCTU K aHTubmnotmkam CLSI
cepuit MO7 1 M100.": 2

Mpepenbl 3HaveHun ana KK metoga ETEST moryT otnmyaTecs ot cneuudukauunii CLSI n (nnn) EUCAST B HEKOTOpbIX
cnyyasx. MNpepensl 3HaveHun ana KK metopa ETEST ocHoBbIBatoTCA Ha obwmpHon 6ase, cobpaHHO Npu KOHTPOIIbHOM
TeCTUPOBaHNM BONbLIONO YMCra CEPUN peakTUBOB B TEYEHNE HECKOMBbKMUX NET, U BKIHOYAKOT AaHHbIE MHOTOLEHTPOBbIX
nccneaoBaHun.

Ecnwn 3HaveHns MUK B oTHoweHun wtammoB ansa KK HaxogsaTtca Ha nonpassefeHns Hke HkHero npegena KK, mnx
cnegyeT OKpYIMuTb A0 GrnvbkanLero BepxXHeEro 3Ha4eHnst BYKpaTHOrO pa3BedeHnsi nepeq TeM, Kak yCTaHOBUTb
cootBetcTBue KK. Nogo6HbIM obpasom, ecnn 3HayeHnsa MUK HaxogsaTcsa Ha nonpasBefeHns Bbille BEPXHEro npegerna
KK, nx cnegyet cuntatb HecooTBeTcTBYOWMMN KK.

Heobxoanmo npoBoaAnTb perynsipHbii NOACHET KOMOHUI ANs NPOBEpKM Toro, obecnevmsaeTt Ny nonyvyeHHasi NNoTHOCTb
CyCMeH3un NOCEeBHOro Marepmana nonyvyeHne A0CTaToMHOro KONMYeCcTBa XM3HecnocobHbIx 6aktepuin B KOE/mn.
MpuroaHbIi MaTepuan ansa nocesa aacT npubnuantensHo ot 1-5 x 108 KOE/mn.

CtaHpapTbl MyTHOCTU Nno Mak®apnaHay He rapaHTUPYIOT NPaBUNIBHOIO KONIMYEeCTBA XXM3HEeCNoCcobHbIx 6akTepui
B KOE/mn.

Oxunpaemble pe3ynbsraThl

YpoBHM YYBCTBUTESIbHOCTU K aHTUMbmnoTnkam ans pPa3nnyHbIX Bronorn4ecknx I'IOFIyJ'IﬂLI,I/IIZ 6aKTep|/||7| 6onblue HEBO3MOXHO
npeackasaTtb B CBA3W C NPOrpecCmnBHbIM pa3BUTUEM yCTOW—MBOCTM. I'I03Tomy na6opaTop|/|9| AOJNKHa Nnonb3oBaTbCA
OXungaembiMn pesynbratamm MWK pasnuyHbix aHTNbMOTUKOB ANs pedepEHTHLIX LUTAMMOB KOHTPOSS KadecTBa, 4TOObI
obecneynTb COOTBETCTBMNE TEXHUKU TEeCTUpOBaHUA HeobxoanmbIM Tpe6OBaHVI$|M N pasyMHYHK TOYHOCTb nojly4aemMblX
KINMMHUYECKMNX pe3ynbraToB.

Paboune xapakTtepucTuku

Pabouve xapaktepuctukun ETEST gnsa pudpamnuumHa 6binm ycTaHOBMEHbI C UCMOSIb30BAHMEM CPABHUTENbHbBIX OLEHOK.
3Tn nccneposaHus nokasanu, yto MUK no metoay ETEST RI koppenupytoT ¢ pedepeHTHbIM MeTogom CLSI MO71.
MeTon ETEST cunTtaeTcs no cyliecTBy akBMBaneHTHeIM metogam CLSI, korga 3HaveHus MUK u3 obenx npouenyp
nokasblBatoT nornHoe cootseTcTBue (EA) = 90 % B npegenax + 1 passegeHus.

Pabouve XapaKTepuCTukn npuBeaeHbl HMXe:

MwuikpoopraHuam LTammel (N) % nonHoro cooteeTcTBMs (EA)2)
MpamnonoxuTensHblie aapobbl 6 150 98
S. pneumoniae ©) 319 99

MpumeyaHunsa:
* a) EA — % 3HaveHun MUK B npegenax + 1 passegeHusi pecpepeHTHOro Metoaa.
» 6) CnocobHocTb ETEST Rifampicin k BbIsBNEHNIO PE3UCTEHTHOCTU CNEAYIOLINX MUKPOOPraHU3MOB HEM3BECTHA, Tak
KaK BO BPEMS BbIMNONIHEHWNS CPABHUTENBHOIMO TECTUPOBAHUSA PE3UCTEHTHbIX LUTAMMOB B HanM4mmn He 6bino:
S. pneumoniae, 'pamnonoxuTeneHble aspobsbl.
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BaxHble 3ameyaHun

1. WHoraa HekoTopble kKOMOMHaUMK B6akTepum u aHTMBMOTMKa Oal0T HEOXMAAHHbIE pe3ynbTaThl. B Takmx cnyyasx
MarnoonbsITHOMY nepcoHany 6yaeT CroXHO NPUHATL PeLLEHNE No KOHeYHoMY 3HadeHuto MUK. OgHako, 4ToObI
Hay4YnTbCsl NPaBUITbHO ONpeaensiTb KoHeYHble 3HaveHus MUK, coTpyaoHmkn MOryT NpakTUKOBaTbLCS, PErynsipHO
ucnonb3ys peepeHTHbIE LITaMMbl U CPaBHUBAsA CBO paboTy ¢ pe3ynsratamu KBanuuumpoBaHHbIX paboTHUKOB.

2. Kak n Bce gaHHble AST, pesynsratsl ETEST sBRsOTCA TONBKO 3HAYEHUSIMU in Vitro n MOryT ykasbiBaTb Ha
noTeHUanbHy YyBCTBUTENbHOCTE MUKPOOPraHN3MOB in vivo. Vicnonb3oBaHue pe3ynsTaToB npu BbIOOpe neveHus
OOJKHO ObITb €4UHOMMYHBIM peLLleHNEM N OTBETCTBEHHOCTbLIO Nevallero Bpadva. OH gormkeH NpuHMMaTh BO
BHUMaHWE MeOULMHCKUIA aHaMHE3 U BCIO U3BECTHYH MHAOPMaLMIo 0 naumeHTe, dapMakoknHeTuydeckmne
1 bapmakognHamMmyeckme CBOMCTBA aHTUBMOTMKA U KITMHUYECKUIA ONbIT NeYeHNst 4aHHbIM NpenapaToM MHAEKLUNA,
BbI3BaHHbIX KOHKPETHbIM 6aKkTepranbHbIM NaTtoreHoM. Takke criegyeT y4uTbiBaTh TUM aHTUOMOTHKA, L03Y U PEXUM
[031poBaHMs.

3. [nsa nony4eHus AONOSMHUTENBHON MHPOPMALMN O KOHKPETHBIX OFPAHUYEHUSIX B MHTEPNPETaLUnN pe3ynsTaTtoB u/mnm
OrPaHUYEHUSAX KITMHUYECKOTO NCMOb30BaHUSA aHTMONOTHNKA B Pa3nnYHbIX TEPaNeBTUYECKMX CUTYaLMSAX CM. Tabnumupl
W CHOCKM Ha cTaHgapTbl MHTepnpeTtauun MUK B nocnegHux Bepcusax pekomeHgaunn EUCAST nnn gokymenTtoB CLSI
no onpeaeneHnto YyBCTBUTENbBHOCTM K aHTUBUOTUKam Ans npoueayp passeaeHus (cepum MO7 n |\/|100)_1, 2,3

YTnnusauumsa orxogoB

yTMﬂMSMpyI;ITe MCnonb30BaHHbIE N HEUCMNONb30BaHHbIE peareHTbl, a TakXke KOHTaMMHUPOBaAHHbIE pacXoaHble MaTepunanbl
B COOTBETCTBUU C TpeGOBaHVIFlMVI, npeabasndaemMbiMn Ana ytmnmsaumm MHMEKUMOHHBIX MaTepranos.

Kaxpas naGopaTopMﬂ 06s3aHa o6pa|.uaTbcg C Nony4yeHHbIMMN OTXo04aMU U CTOKaMn B COOTBETCTBUN C UX TUMOM U
CTeneHblo ONacHOCTU, a TakxXe O6pa6aTbIBaTb N yTunm3npoBaTb UX B COOTBETCTBMU C YCTAHOBINEHHbIMU NpaBunamu n
HOpMaMu.

Cnucok nutepatypbl

1. CLSI M07: Methods for Dilution Antimicrobial Susceptibility Tests for Bacteria That Grow Aerobically (Latest edition)
(CLSI MQ7: MeToabl npoBeaeHMs TECTOB Ha onpeaeneHne YyBCTBUTENBbHOCTM a3po6HbIX BakTepui K
aHTUMMKPOOBHLIM NpenapaTtam nyTem pasBefeHus (NocnegHee nsgaHue)).

2. CLSI M100: Performance Standards for Antimicrobial Susceptibility Testing (Latest edition) (CLSI M100.
HopMaTtuBHbIe nokasaTeny TeCTMPOBaHWS aHTUMUKPOBHON YyBCTBUTENBHOCTU (MOCreaHee usnaHue)).

3. EUCAST: European Committee on Antimicrobial Susceptibility Testing (Latest edition) (EUCAST: EBponetickui
KOMUTET MO TECTUPOBAHUIO YYBCTBUTENBHOCTU K aHTUMUKPOOHBLIM Npenapartam (nocnegHee nsgaHue)).

Tabnuua cumBonoB n 0603Ha4YeHUN

Cumson O603Ha4eHne

Homep no kaTanory

MepguumnHckoe nsnenuve ans
JNarHoCTUKW in vitro

MarotoBuTtenb

TemMnepaTypHbI Auana3oH

Mcnonb3oBaTb A0

Kog naptum

3anpeT Ha NOBTOPHOE NpuMeHeHne

SIS EE
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CumBon O603Ha4eHne

CpoK XpaHeHus nocre BCKPbITUS

NPUMEHEHMIO

Coaepxumoro 4OCTaToqHO Ans
nposeneHna n-konm4yecTtea TeCToOB

)
I:E:I OB6paTnTech K MHCTPYKLMM NO

&I [aTta nsrotoBneHus

OrpaHquHHaﬂ rapaHTua

KomnaHusa bioMérieux rapaHTupyert, 4To paboune xapakTepucT1kM JAHHOTO U30ennsi COOTBETCTBYIOT YKa3aHHOMY
npenycMOTPEHHOMY Ha3Ha4YeHWIo B TEYEHME BCEr0 CPOKa SKCMnyaTaumm npu ycrnoBum, YTo CTPOro cobnoaeHbl Bce
npoueaypbl NO NCMONb30BaHUIO, XPaHEHWIO 1 06paboTke 1 Mepbl 6e30NacHOCTH, Kak NOAPOOHO U3MOXEHO B MHCTPYKLMSAX
no aKcnnyaTaumm.

3a UCKMYeHeM BbilLeyKasaHHbIX CryvaeB, KoMnaHus bioMérieux He faeT HUKaKnx rapaHTun, B TOM Yucne
nogpasymeBaeMbIX rapaHTUI TOBapPHOrO Ka4ecTBa 1 rapaHTMI COOTBETCTBUSA NpeanonaraeMoMy UCrornb30BaHWIo, U He
[aeT HUKaknx 0653aTensbCTB, B TOM YUCTE SBHO BbIPaXEHHbIX, MOApa3yMeBaeMbIX NN KOCBEHHbIX, B OTHOLLEHUN
NCMNonNb30BaHUS Kakoro-nmbo peareHTa, nporpaMMHoro obecneveHus, npubopa n pacxogHbIX MaTepuanos (qanee —
«Cucrtemay), OTAMYHOTO OT YKa3aHHOro B MHCTPYKLMSAX NO SKCNNyaTaumu.

UcTopusa nepecmotpoB

Kateropuu TMnoB nameHeHui

H/M He npumeHnmo (nepsoe nagaHue)

KoppekTypa McnpasneHve owmnbok B AOKyMeHTaLmm

TexHuuyeckme [o6asnexuve, nepecMoTp n/vnu yaaneHve kacatowencs npogykra uHdopmMaumnm
N3MeHeHUs

AAMUHUCTPATUBHbIE BBeaeHne n3aMeHeHnn HeTEeXHNYECKOro xapakTepa, 3aciy>X1BaroLmnx BHUIMaHNA
N3MEHEeHNs nonb3oBarens

lMpumeyvaHue. HesHayumernbHble munoepaghcKue, 2pamMmamu4eckue U3MeHeHUs U USMEHEeHUSs 8
ghopmamuposaHUU 8 LUCMOPUIO NepecMompo8 He GKITHYEHbI.

[arta Bbinycka Homep Bepcumn Tun nsmeHeHunn O630p U3MeHeHUN
2021-11 059047-01 MepBoe n3naHue H/N

[ns nony4yeHus: TEXHUYECKON KOHCYNbBTaLmMmn U Nopgaepkki npocbba ob6pallaTtbes K yNonHOMOYEHHOMY NpeACcTaBuTENo
Npou3BOAMUTENS Ha TeppuTopumn Poccuiickorn deaepaunm:

000 «brnoMepbe Pyc»
Agpec: Poccus, 115230, Mocksa, 1-bii HaratuHckuin npoesa, a. 10, cTp. 1
Ten./cpakc: +7 (495) 221 10 79
TenecdoH ropsayen nuHmm: 8 (800) 250 10 79
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B cnyyae BbisiBNeHWss NOGOYHBIX AeACTBUN, HE YKasaHHbIX B UHCTPYKLMK MO NPUMEHEHUIO U PYKOBOACTBE Mo
aKCnnyaTauumM MeamuUmMHCKOTo U3AENs, HexenaTerbHbIX peakuuii Npu ero NpuMeHeHnn, ocobeHHocTen
B3aUMOAENCTBUSA MEQULIMHCKUX U3Aenuii Mexady coBGom, hakToB 1 0GCTOATENLCTB, CO34a0LLUMX YrPO3Y XKU3HU U
3[0POBbLI0 rPaXaaH U MEOULMHCKUX PaBOTHMKOB NpY NMPUMEHEHNN 1 SKCNyaTauum MeAMLMHCKUX U3aenui,
HeoGXoaMMO HanpaBuTb cooblueHne, codepkallee ykasaHHble cBedeHus, B deneparbHyto cnyxGy no Haasopy B
cihepe 3npaBoOXpaHEHUst B COOTBETCTBUM C OEMCTBYIOLLMM 3aKOHOAATENbCTBOM.

BIOMERIEUX, norotun BIOMERIEUX, ETEST, ctpun ETEST, NEMA C88, RETRO C80 v SIMPLEX C76 sBnsitotcs
NCNONb3yeMbIMU, 3apErMcTPUPOBAHHBLIMU U/UNMN HAXOASLMMAUCS B NPOLIECCE PErNCTPaLMN TOBAPHBLIMI 3HaKaMu,
npvHagnexawmMmm komnaHum bioMérieux, ogHON N3 4OYEPHUX NN BXOAALMX B €€ rpynny KOMNaHWM.

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

ToBapHbIN 3Hak 1 ToBapHoe nma ATCC, a Takxke ntobele Homepa no katanory ATCC — ToBapHble 3HaKu KOMMaHWUm
American Type Culture Collection.

EUCAST o3HauvaeT EBponeiickunii KOMMTET MO TECTUPOBAHMWIO YYBCTBUTENBHOCTU K aHTUMUKPOOHBLIM NpenapaTtamM. 3Tu
AaHHble 6binm npegoctaeneHsl EUCAST Ha 6e3Bo3me3gHON ocHoBe 1 AOCTYMHbI Ha cante EUCAST: www.eucast.org.
ABTopckue npaea Ha Hux octatotcs y EUCAST. PekomeHpgaumnm EUCAST yacTto ob6HoBnsitoTcs. Mx nocneaHue Bepcun
JOCTynHbl Ha Beb-cante www.eucast.org.

[pyrve Ha3BaHMA U TOBapHbIe 3HAKM NpUHaAexaT ux 3aKoHHbIM BragenbLam.
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