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MpeancnoBune

Lienu v npyHuunel ctaHgapTusaumm B Poccuiickon eaepaunm yctaHosneHbl PeaepansHbIM 3aKOHOM OT
27 nekabpsa 2002 r. Ne 184-d3 «O TeXHUYECKOM perynmposaHuny», a Npasuna NpUMeHeHus HauuoHasbHbIX
craHgaptoB Poccuiickon ®egepaumm — FNOCT P 1.0—2004 «CtaHgapTtusaunsa B Poccuitckon ®egepaunn.
OCHOBHbIE NONOXEHUsI»

CBepneHusi o ctaHaapTe

1 NOArOTOBNEH Na6opaTtopueii npobnem knuHuko-nabopatopHoi gnarHoctukn FOY BMO «Mockos-
ckas MeauumHckas akagemus um. .M. CeyeHoBa» Ha OCHOBE COBCTBEHHOMO ayTEHTUMHOrO NepeBoaa Ha pyc-
CKWIA A3bIK CTaHAapTa, YKa3aHHOTO B MyHKTe 4

2 BHECEH TexHu4eckum komuTeToM no craHgaptusaummn TK 380 «MeanumHckme nsgenusa ana anar-
HOCTWKW in Vitro»

3 YTBEPXIEH W BBEAEH B AENCTBUE Mpukasom GeaepansHOro areHTCTsa no TeXHUYeCKoMy
perynupoBaHuto n meTponorin Poccuiickoin deaepaumm ot 23 Hoabpa 2010 r. Ne493-ct

4 Hactoawumin ctaHaapT MAeHTUYEH MexayHapogHoMy ctangapty UCO 20776-2:2007 «KnuHuyeckue
nabopaTtopHble UccneaoBaHNsa U AnarHocTu4eckne TecT-cucTemsl in vitro. ccnegoBaHue 4yBCTBUTENbHOCTU
WHEKUMOHHBIX areHToB U oLeHKa pyHKLMOHANbHBIX XapakTepUCTUK U3Aenuin Ans nccnenoBaHUa YyBCTBU-
TENbHOCTY K aHTUMUKPOGHEIM cpeacTBam. HacTtb 2. OueHka byHKUMOHaNbHBIX XapakTepucTuk nsgenqin ans
ncnblTaHus aHTUMUKPOBHOM vyBCTBUTENBHOCTUY (ISO 20776-2:2007 «Clinical laboratory testing and in vitro
diagnostic test systems — Susceptibility testing of infectious agents and evaluation of performance of
antimicrobial susceptibility test devices — Part 2: Evaluation of performance of antimicrobial susceptibility test
devices»).

Mpun npumeHeHUn HacTosILLero cTanaapTa pekoMeHayeTCs Cnonb3oBaTb BMECTO CCbINOYHBIX MeXayHa-
poAHbIX CTAaHAAPTOB COOTBETCTBYHOLLME UM HauuoHanbHble cTaHgapTel Poccuiickoin ®egepauum n Mexrocy-
AapCTBeHHble CTaHAapThl, CBEAEHNSA O KOTOPbIX NPUBEAEHbI B AOMOMHUTENBHOM Npunioxerni A

5 BBEJEH BINEPBbIE

UHgpopmayusi 06 USMEHEHUSX K HacmosiueMy cmaHOapmy rybrukyemcs 8 exe2o0Ho U3dasaeMoMm
UHGOpMaUUOHHOM yKazamerie «HalyuoHarnbHele cmaH8apmbly, a mekem U3MeHeHUU U rorpasok — 8 eXXeMe-
CAYHO U3dasaeMbix UHGHOPMaUUOHHBIX yKasamensx « HayuoHansHbie cmaHdapmei». B ciiyyae nepecmompa
(3amMeHb!) unu ommeHsl Hacmosiueao cmarHlapma coomeememeyiolyee ygedomeHue 6ydem onybrnukoeaHo
8 exxeMecsIYHO u30asaeMoM UHPOPMaUUOHHOM yKkasamere «HayuoHansHbie cmaHOapmei». Coomeememesy-
rowjas UHehopmayusi, yeedoMIeHuUe U meKkecmbl pa3Melaomesi makxe 8 UHGhopMayuoHHol cucmeme obuwezo
r10/1b308aHUs1 — Ha oghuyuaisHoM catime @edepalibHO20 a2eHmcemea o MexXHUYeCKoMYy peayiupo8aHuro U
memporioeuu 8 cemu VIHmepHem

© CraHgapTtuHdopm, 2011

HacTtosiwuii ctaHaapT He MoXeT BbITb MOMHOCTBIO UMW YaCTUYHO BOCMPOU3BEAEH, TUPaXUpPOoBaH 1 pac-
npocTpaHeH B kauecTBe oduLmansHOro nsgaHnsa 6es paspelueHns degepanbHOro areHTCTBa No TeXHUYecKo-
MY perynmpoBaHuio U METPOOTN
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roCcTP UCO 20776-2—2010

HALULWOHANbHBIA CTAHJOAPT POCCUUCKOMNW SEJEPALUMN

KNMMHNYECKUE NABOPATOPHBIE UCCINEAOBAHUA
N AMArHOCTUYECKUE TECT-CUCTEMBbI IN VITRO.
NCCNEQOBAHUE YYBCTBUTENBbHOCTU MHPEKLUMOHHBIX ATEHTOB U OLIEHKA
®YHKLUMNOHANBHbLIX XAPAKTEPUCTUK USAENUA ONA UCCNEAQOBAHUSA
YYBCTBUTENbHOCTU K AHTUMUKPOBHbLIM CPEJCTBAM

YacTtb 2

OueHka (byHKLMOHANbLHbIX XapaKTe pUCTUK U3AEeNuil ANA UCNbITaHUS
aHTMMUKPOGHON YyBCTBUTENBHOCTHU

Clinical laboratory testing and in vitro diagnostic test systems. Susceptibility testing of infectious agents and evaluation
of performance of antimicrobial susceptibility test devices. Part 2. Evaluation of performance of antimicrobial susceptibility
testdevices

Data BBegenna — 2012—03—01

1 O6nacTb NpMMeHeHus

HacToAwuin ctaHaapT ycTaHaBnMBaeT KpUTepuu npuemneMbiX (yHKUUOHAmNbHBLIX XapaKTepucTUK
YCTPOWCTB AN UCMbITaHUA aHTUMUKPOGHON YYBCTBUTENBHOCTU, KOTOpbIE NPUMEHSIOTCA ANA onpeaeneHus
MWHUManbHOW noAaBnsawLwen KoHueHTpaumun (MMK) u/wunu MHTepnpeTUBHBLIX KaTeropuin knaccudukauum
«YYBCTBUTENbHBIX», KMPOMEXYTOUHBIX» U € PE3UCTEHTHBIX» (YCTOMYMBLIX) LUTAMMOB GakTepuii N0 OTHOLIEHUIO
K @HTUMUKPOOHBLIM areHTam B MeauUMHCKMX NabopaTtopusix. Hactosawuin ctaHaapT yctaHasnueaeT Tpebosa-
HUSA K yCTPOWCTBaM A1 UCTIbITaHUS aHTUMUKPOGHOW YyBCTBUTENBbHOCTU (BKMtoYas And dy3noHHbIe TecT-cuc-
TeMbl) U MeToAMKaM A9 OLeHKM YHKUMOHAMbHBIX XapakTepucTuk Takux cuctem. CtaHgapT onpeaenser,
Kakum obpas3oM AomKHa NPOBOAUTLCS OLEHKa (hYHKUMOHASBHBIX XapakTepUCTUK YCTPOUCTB ANA UCMbITaHWUS
aHTUMUKPOBHON uyBCTBUTENbHOCTU. HacTtoswwi craHaapT paspabotaH ¢ Uenbid NpeaocTaBuTb
N3roTOBUTENAM PYKOBOACTBO MO MPOBEASHUI0 UCCNea0BaHUA AN OLEHKU pYHKLUMOHAMNBHBIX XapakTepucTuk.

2 HopmatuBHbIe CCbINKH

B HacTosLwweM cTaHAapTe UCMOb30BaHa CCbifika Ha crneayowmnii HOPMaTUBHBIA SOKYMEHT:

NCO 20776-1 KnuHuueckne nabopaTopHble UCcreqoBaHUa U AnarHocTudeckne TeCT-cucTeMsl in vitro.
UccnenosaHue 4yBCTBUTENBHOCTU MH(PEKLMOHHBIX areHTOB M oLUeHKa (hYHKLMOHaNbHBIX XapakTepucTuk nsae-
nMn ana nccneaoBaHns YyBCTBUTENBHOCTU K aHTUMUKPOGHBLIM cpeacTBaM. HYacTb 1. PedhepeHTHBIN MeToA,
nabopaTopHOro uccrieoBaHUs akTUBHOCTU aHTUMUKPOGHBLIX areHTOB NpPOTUB GLICTPOpacTyLMX a3poBHbIX
6aKTepuid, Bbi3blBaoLLMX MHEKLUOHHBIE GoNeaHn

3 TepMuHbI M onpeaeneHns

B HacToAWeM cTaHaapTe NPUMeHEeHb! cneayolime TePMUHEI C COOTBETCTBYHOLLIMMU OfpeAeneHnsaMA:
3.1 cornacoBaHue pe3ynbLTaToOB UCNbITaHUN (agreement of test result):

3.1.1 kareropum cornacoBaHus (category agreement, CA): CornacoaHue pesynbTaToB kiaccudpu-

Kauumn 6aKTepuin Kak «4yBCTBUTESIbHBIEY, KMPOMEXYTOYHBIE» U «pe3ncTeHTHbIe» (SIR) Mexay TecTom norpa-
HUYHbBIX 3Ha4YeHWU unm Tectom MIMK n pecdepeHTHEIM MeTogoM (MCO 20776-1).

U3panve opnumanbHoe
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Opyroe npegcraBneHne KoHUENLUA:
Nea-100
N ’
rae Nga — 4ncro 6akrepuarbHbIX U30MATOB ToM e kateropun SIR, 4To 1 kaTeropun no pegepeHTHOMY MeToay;
N — obuee yncno uccneaoBaHHbIX 6akTepuanbHbIX U30MATOB.

MpumeyaHwue— O6wee CA BbipaKeHO B MPOLEHTAX.

3.1.2 cywecTBeHHOoe cornacoBaHue (essential agreement, EA): PesynbtaTt MIK, nonyyeHHbIn ¢ npu-
MEHEeHWeM yCTpoNCTBa AN UCNbITAHUA aHTUMUKPOBHON YyBCTBUTENBHOCTW, KOTOPLIA HAXOAWTCS B Npeaenax
NSI0C UMM MUHYC O4HO ABOMHOE passefeHue oT 3HaveHus MIK, ycTtaHoBneHHoro pedepeHTHLIM MeToA0M
(MCO 20776-1).

Apyroe npeacraBneHue KoHUeNUUA:

Nga -100
N

rae N, — uucno 6akrepuanbHbiX U30naTos ¢ EA,;
N — obuiee 4Acno uccneaoBaHHbIX 6akTepnasnbHbIX U3ONATOB.

MpumeyaHwue— Obwee EA BbipaxeHO B NPOUEHTAX.

3.2 usgenue gNA UCNbITaHUA aHTUMUKPOGHON YyBCcTBUTENbLHOCTU (antimicrobial susceptibility test
device): Magenue, Bknovatouee Bce cneundguieckne KOMNOHEHTLI, NCoMb3yeMoe ANA NOAyYeHNs pesynb-
TaTOB UCMbLITAHUIA, HA OCHOBE KOTOPLIX BO3MOXHA Knaccudukaumsa 6akrepuil Ha «HyBCTBUTENbHBIEY, «NPOMe-
XKYTOUHBIE» N K PE3UCTEHTHBIEY MO OTHOLLEHWIO K ONpeaeneHHbIM aHTUMUKPOBHBIM areHTam.

MpwuMedaHn e — Cneunduryeckne KOMMNOHEHTbI BKMIOHAIOT B Ce651 MHOKYNSATOPLI, pacXogHble MaTtepuarbl v pe-
areHTbl, cpeabl, AUCKM U cUMTBIBaKOWME YCTPOUCTBA (puaepsl). Hecneunduyeckme KOMNOHEHTBI, TAKWE KaK TAMIOHbI, M-
neTky 1 NPOBUPKK, He SIBMSIIOTCA YacTbio AaHHOTO U3AENus.

3.3 norpaHuydHoe 3HaveHue (breakpoint): Cneuudunyeckoe sHa4eHne napameTpa, Takoro kak MIMK, Ha
OCHOBE KOTOpOro bakrepus MOXeT BbITb OTHECEHa K KNUHUYECKON KaTeropum «4yBCTBUTENbHAA» , KNIPOMEXY-
TOYHAsA», «PE3UCTEHTHANAY.

MpwumedaHune— Tekywyne ceegeHnss 06 NHTEPNPETUBHBIX NOFPAHUYHBIX 3HAYEHWSX MOXHO MOMNMYyYUTb B NO-
cnegHVX No BpemeHu nybnukaumax opraHusaumi, NPUMEHSIOWMX AaHHBIN pedepeHTHbIn MeTog, (Hanpumep, CLSI n
EUCAST).

3.3.1 yyBcTBUTENnbHLIN (susceptible, S): BakTepnanbHbIN WTaMM, NOAABNAEMbIN in Vitro KOHLEHTpa-
Luen aHTUMUKPOBHOro areHTa, KoTopas ¢ BLICOKOMW cTeneHbo Nogobua couetaeTcs ¢ TepaneBTUYECKUM ycne-
XOM.

NMpumevaHnune 1—bakrepnanbHble WTaMMbl KNACCUDULUMPYIOTCH KakK «4yBCTBUTENbHbIE» MYTEM NPUMEHe-
HWUA COOTBETCTBYIOLMX MOTPAHNYHBIX 3HAYEHWIA B TECT-CUCTEME onpeaeneHHoro eHotTuna.

NMpumeyaHune 2— [laHHoe NOIPaHUYHOE 3HAYEHNE MOXET BbITb MU3MEHEHO BCNEeACTBUE U3MEHEHWUN B YCIOBU-
AX (Hanpumep, U3MeHeHUst 06bIMHO NPUMEHSIEMON J03UPOBKU Npenapara, BO3HUKHOBEHUE HOBbLIX MEXaHU3MOB pe3unc-
TEHTHOCTH).

3.3.2 npomexyTouHbIf (intermediate, 1): BakTepuanbHbIA WITAMM, UHIMBUPOBAHHBIN in Vitro KOHLUEH-
Tpaunen aHTUMUKPOBHOro areHTa, KoTopas accouuupyeTcsl € HeonpefdeneHHbIM TepaneBTUYecKUM
acpchekTom.

NMpumeyaHune 1—bakrepuanbHble WTaMMbI MOTYT 6biTb KnaccuUUMPOBaHbI KaK «NPOMEXYTOUHbLIEY» NMYTEM
NPUMEHEHUs1 COOTBETCTBYIOLLMX MOTPAHUYHBIX 3HAYEHUIA B TECT-CUCTEME ONpeaeneHHoro eHotTuna.

MpumMeyaHwue 2— [1aHHbi KNAcC YyBCTBUTENBHOCTU O3HAYaET, 4YTO UHGEKUWS, BbI3BAHHASA U30MNSITOM, MOXET
6bITb COOTBETCTBEHHO NPONeYeHa B TeX yJacTKax Tena, rae NekapcTBeHHbIN npenapat hu3nonorMyecku KOHLEHTPUpYeTCst
WK KOTAa NPUMEHSIETCS BbICOKas 4O3VMPOBKA Nnpenapara.

NMpumeyvaHnune 3—[aHHbIl KNAcc ykasbiBaeT Ha Hanuune «BydepHOM 30HbI», MPeAoTBPaLLas BO3MOXHOCTb
BNNAHUIA HEBONbLUMX HEKOHTPONMPYEMbIX TEXHUHECKMX (DaKTOPOB Bbi3blIBaTb CEPLE3HBLIE MPOTUBOPEYUSI B MHTEPNPETALUK
pe3ynbLTaTtoB.

NMpumeyaHune 4— [laHHble NOrPaHNYHbIE 3HAYEHNUA MOTYT BbITb U3MEHEHLI BCIIEACTBUE N3MEHEHWI 06CTORA-
TENLCTB (HAaNpUMep, M3MeHeHNs1 0BbIYHO NPUMEHAEMON A03MPOBKN NpenapaTta, BO3HUKHOBEHUE HOBbLIX MEXaHU3MOB pe-
3UCTEHTHOCTH).

2
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3.3.3 ycTtoiluuBbIin, pe3ucTeHTHbIN (resistant, R): BakrepuanbHbli WTamM, UHIMBUPOBaHHbIN in vitro
KOHLeHTpaLnein aHTUMUKPOBHOTro areHTa, koTopasi acCoLMMPYETCS C BbICOKON BEPOATHOCTbIO TepanesTuyec-
KoM Heyaauw.

MpumMmeyaHune 1— bakrepuanbHble WTaMMbl KNacCu@ULMPYIOTCH KaK «PE3UCTEHTHbIE» NYTEM MPUMEHEHUs
COOTBETCTRYOLLMX MOrPaHUYHbIX 3HA4YEHUN B TECT-CUCTEME ONpeaeneHHoro heHoTmna.

MpumMmedaHune 2— [aHHOe NorpaHUYHOE 3Ha4YeHe MOXeT ObiTb M3MEHEHO BCNeacTBUE 3MeHeHus1 06CTos-
TenbCTB (Hanpumep, nameHeHns o6bIYHO NPYMEHSIEMON JO3MPOBKU NpenapaTa, BO3HUKHOBEHME HOBbIX MEXaHU3MOB pe-
3UCTEHTHOCTH).

3.3.4 HeuyBcTBUTENbHLINA (Non-susceptible, NS): BakrepunanbHbIiA LWTAMM, A1 KOTOPOro pesynbTart
NCTMbITAHWUA NPEBLILLAET NorpaHNYHoOe 3Ha4yeHne YyBCTBUTENbHOCTU U AJ151 KOTOPOro He YCTaHOBIEHO norpa-
HUYHOE 3Ha4YeHWe NPOMEXYTOYHbIX UMW PE3UCTEHTHBLIX CBONCTB.

MpumeyaHwne— 370 06bI4HO CBSI3AHO C OTCYTCTBUEM LUTAMMOR C PE3NCTEHTHOCTBIO K aHTUMUKPOBHOMY areH-
TY, KOrga NorpaHNYHbIe 3Ha4YeHWs onpeaeneHs.

3.4 TecT norpaHuU4yHoro 3HaveHusa (breakpoint test): TecT, OCHOBHOW 3aJadelt KOTOPOro SABNSAETCS
AaTb pesynbTaT O KaTeropum YyBCTBUTENbHOCTU MUKpoopraHuama (SIR).

MpumeyaHune—[daHHbIN TECT MOXET BKIIOYATL B ce0s1 orpaHuYeHHbIV Anana3oH TeCTOB C pa3BeAeHneM unm
AN DY3NOHHBIX TECTOB.

3.5 koopguHaTop (coordinator): Jluuo, yNnOrHOMOYEHHOE M3roTOBUTENEM WMU UchbITaTeneM ObiTb
OTBETCTBEHHbIM 33 BCHO OLIEHKY (DYHKLMOHASbHBIX XapaKTepUCTHK.

3.6 pacxoxpeHus (discrepancies):

3.6.1 6onbloe pacxoxaeHue (major discrepancy): PesynbTaTt ucneitaHna pedepeHTHbLIM MeTo40M
NHTEpPNPeTUPOBaH Kak «4yBCTBUTENbHbIAY, a pesynbTaTt M3aenus AnsA UCTblTaHna aHTUMUKPOBHON YyBCTBU-
TENbHOCTU MHTEPMPETUPOBAH KaK « PE3UCTEHTHBINY.

[Opyroe npeacTtasneHne KoHLeNumn:

Nyp - 100
NSREF '

rae Nyp — 4vcno TecToB € 60MbLINMUN PACXOXKAEHNAMMN Pe3ynbTaToB;
Nggrgr — YMCIIO YYBCTBUTEMNbHBLIX GakTepuanbHbIX W30MIATOB, ONpeAeneHHbIX pechepeHTHbIM MEeTOAoM
(NCO 20776-1).

MpumeyaHune— Obwee Ynmcno BOMNbLINX PACXOXKAEHUI BbIPaXaloT B NPOLEeHTax.

3.6.2 manoe pacxoxpaeHue (minor discrepancy): PesynbtaT ucnblTaHus pedepeHTHBIM MeToaoM
NHTepnpeTUPOBaH KaK « pe3UCTEHTHBIN» UMK «4YBCTBUTENbHbINY, @ pe3ynbTaTt u3genns 41 UcrbiTaHuA aHTu-
MUKPOBHOI YyBCTBUTENBbHOCTM, KNaccupULMPOBaHHBIN KaK « TPOMEXYTOUHBIAY; UN pecbepeHTHbIA pesy b-
TaT WHTEPNPEeTUPOBaH KaK «MNPOMEXYTOYHbIA», a pesynbTaT M3denus Ans UChbITaHUs aHTUMUKPOGHOMN
YYBCTBUTEMBHOCTN — KaK «Pe3UCTEHTHbIN» NN «HYBCTBUTENbHbIAY .

[lpyroe npeacTasneHne KoHUenuuu:

Nup-100
N ’

rae Nyp — YACIIO TECTOB C MasibiMW pacXoXaeHUsIMU pe3ybTaTos;
N — obLee 4icno uccneanoBaHHbIX bakTepuanbHbIX N3OMNATOB.

MpunmedaHune— ObWee YMCMNO MarbIX PACXOXAEHUI BbipaXatoT B NPOLIEHTaX.

3.6.3 oueHb Gonblloe pacxoxaeHue (very major discrepancy): PesynbTaT TecTa, BbINOSHEHHOIO
pedepeHTHEIM METOAOM, NHTEPNPETUPOBAH KaK «Pe3UCTEHTHBINY, a pe3ynbTaT, NOMyYEeHHbIA C NOMOLLbIO
n3genus 4ns oLeHKU aHTUMUKPOBHOW YYBCTBUTENBHOCTW, UHTEPNPETUPOBAH KaK «4YBCTBUTENBHBINY .

[Ipyroe npeacTasneHne KoHUenuuu:

Nymp - 100
NRREF

s

rae Nyyp — YACHO TeCTOB € GOMbLUMMU PACXOXKAEHUSMU Pe3yNbTaTos;
Ngger — YMCIIO PE3UCTEHTHBIX GakTepuarnbHbIX U3OMSITOB, ONpPeAeneHHbIX pedepeHTHBIM MeToaoM
(UCO 20776-1).

MpumeyaHu e— ObLee YMCTO O4EHb GONBLIMX PACXOXAEHUIN BbIPAXAIOT B NPOLIEHTAX.
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3.7 nnaH oueHku (evaluation plan): OnucaHue 3annaHUpPoBaHHON OLIEHKU (PYHKLIMOHATIbHBIX XapakTe-
PUCTHUK.

3.8 otueT 06 oueHke (evaluation report): OnucaHve W 3aknioyeHWe No oueHke YHKLMOHANBbHBIX
XapakTepuCTUK.

3.9 knuHuueckue nsonaTol (clinical isolates):

3.9.1 cBexun uzonar (fresh isolate): M3onar, nonyyeHHbIN U3 KNMHUYECKON NPOBLI B TeYeHUe cemn
npeawecTBYIOLWNX AHEN, KOTOPbIA He BbiN 3aMOpoXKeH Unu cybKynNbTypupoBaH (NepecesiH) 6onee Nt pas.

3.9.2 HepaBHu u3onAaT (recent isolate): Usonat, nonyyeHHbIN U3 KNMHUYECKON Npobbl B TeueHne 12
npeawecTBYIOLWUX MECSALIEB.

3.9.3 6a3oBbiiusonar(stockisolate): M3onaTt, nonyyYeHHbIN M3 KMMHUYECKON Npobkl, koTopasa noaaep-
XUBanacb, XpaHUnacb Uim Nony4eHa U3 KoNseKUMm KynbTyp.

MpwumeyaHwune— ba3oBbiit N30nAT OGLIYHO BKMIOYAIOT B UCCIIEA0BaHUe, MOCKOIIbKY OH 0bnajaeT U3BecTHbIM
W1 peakumM MexaHM3MOM PE3NCTEHTHOCTM NN SBINSIETCS BUAOM UMW POAOM, AT KOTOPOro aHTUMUKPOGHBIN areHT yka3aH,
HO KOTOpBbI 06bIMHO He U3onupyeTcsl. Takue opraHu3Mbl ManoBepPOSITHO 0OHAPYKUTB B CBEXUX KITMHUYECKUX U30NSITax, Nc-
nonb3yembix B NPOLIECCe OLEHKN.

3.10 ucnbiTatenn (investigator): Jlnuo, oTBeTCTBEHHOE 3a NpoBeAeHMEe OLEHKU (PyHKUMOHAMNbHBIX
XapaKTepuUCTUK B ornpeaesieHHoM MecTe.

3.11 MuHMManbHaa nogasnAwWwan koHueHTpauusa, MK (minimum inhibitory concentration, MIC):
Haunbonee HU3Kasi KOHLEHTpaLUusl, KoTopasi B onpeaeneHHbIX YCroBusIX in vitro npegoTeBpallaeT BUAUMBIA pocT
6akTepuii1 B TeueHne onpeaeneHHoro nepuoaa BpeMeHu.

Mpwnmedyanune— MMNKebipaxaioT 8 Mr/n.

3.12 Tect MIK (MIC test): UcneiraHune, koTopoe cnocobHo onpeaenuts MIK, nokpbisatoLuyto, o kpan-
Hell Mepe, NATb Nocrie4oBaTeNbHbIX pa3BeAeHUA, U AN KOTOPOro MOXeT BbITb onpeaeneHo cylecTBeHHOe
pasnuune.

3.13 pesynbTtat MIK TecTa Ha wkane (on-scale MIC test): Pesynbtat MINK Tecta, npu koTopom pocT
oBHapyxeH, Mo KpaitHe Mepe, NpU OAHOM, HO HE NPU BCEX UCTIbITAHHbIX KOHLEHTpaLmsiX.

3.14 pedepenTHbIN MeTOA (reference method): PedepeHTHbI MeToq, onucaHHbin B UCO 20776-1.

3.15 punameTp 30HBI (zone diameter): [lnameTp (B MM) 30HBI TOPMOXEHWA POCTA BOKPYT AMCKa, coaep-
XKallero aHTUMUKPOOHbI areHT npu TecTte anddysum B arape.

4 O6uwue TpebGoBaHUA K oLUeHKe (PYHKLMOHaNbHbIX XapaKTepucTUK

MN3roToBUTENb UMK UCTLITATENb HECeT OTBETCTBEHHOCTb 3a Hauano 1 NposeAeHne OLeHKN DYHKLIMO-
HarbHbIX XapaKkTepUCTUK B COOTBETCTBUM C MaHOM OLeHKW. MI3roToBUTENb A0MKeH onpeaenuTb OTBETCTBEH-
HOCTb M B3aMMOOTHOLLEHWS BCEro MNepcoHana, KoTopblidi opraHuayeT U NpoBOoaUT OLEHKY (PYHKLIMOHAMbHBIX
XapaKTepuUCTUK.

MN3roToBWUTENb UMK UCTIBITATE b AOIPKEH HA3HAYMTL KOOPANHATOPA C 06LLEe OTBETCTBEHHOCTLIO 32 OLIeH-
Ky dyHKLMOHAMBHLIX XapaKTepucTUK U oTYeT o Hell. KoopOuMHaTOp AOMKEH OLEeHUTb U AOKYMEeHTUpOoBaTb
NCMONb30BaHHbIE KPUTEPUM NMOTPaHUYHBIX 3HAYEH I M yKa3aTb, KakUM 3asiBNeHHBIM (pyHKLMOHAMNbHBIM Xapak-
TEpUCTMKaM OHM COOTBETCTBYHOT.

5 MeToab! ncnbitTaHum

5.1 O6wuin o630p

OueHka, npoeegeHHaA N3rotoBuTenem, 4o/mkHa COCTOATb U3 UcnbITaHUM npaBuibHOCTK, BOCNPOKU3BOAN-
MOCTUW U KOHTPONS Ka4uecTBa, BbINONHEHHbIX, N0 KpalHel Mepe, B TpeX pasnuyHbIX naﬁopaTopMﬂx, N3 KOTOPbIX
MaKCMMyM odHa MOXeT 6bITb na60paTopV|e|7| nsrotosuTens. cnblTaHus AomKHEl BbiTb nposeaeHbl C UCNOJSb-
30BaHWEeM KaK UCNbITyeMoro yCTpOVICTBa, Tak u pepepeHTHOro MeToaa.

5.2 MeToabl

5.2.1 Bbibop wramma

MporpamMmma oLieHKM AOMKHa NpedycMaTpuBaTh, Mo kpanHen Mmepe, 300 KMUHUYECKUX USONATOB MO OTHO-
LUEHWIO KaHTUMUKPOGHOMY areHTy. [lomkeH GbITb BKIOYEH TOMBKO OAWH U30NAT Ha pod M Ha naumneHTa. Konnek-
UMs OOMKHa BKIYaTb CBEXWe WM HegasBHWe M30MATbl M3 MHOMMX BWOOB M podoB, B paMkax
npegnonaraeMoro UCnonb3oBaHns ycTponcTea. Konnekuus omKHa BKIOYaTb HACTOMbKO MHOMO He OTHOCSA-
LUMXCH K AeNY LWTaMMOB, NPeACTaBNAOLLMX PasfIMyHbIe CTENEeHW YyBCTBUTENbHOCTY K aHTUMUKPOBHOMY areH-
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TY, HacKoOmMbKO 3TO BO3MOXHO. Ecnin ycTpocTBO NpeAHasHavYeHo Anst UccrnegoBaHus OONHOYHBIX BUAOB N
pPOAOB, AOMKHO BbITb U3y4eHO No MeHblien Mepe 100 KNMHUYeCKUX M3onsaToB. MoryT 6bITb MCNOMbL30BaHSI
6a3oBble U30NATHI B AOMOMHEHME K CBEXUM WU HeJaBHUM M3onsTam Ans Toro, YTobbl NpeacTaBUTb pesncTeH-
THbl€ LITAMMbI C PasfUYHBEIMU MEXaHU3MaMun pesncTeHTHocTU. CriegyeT onpeaenuTe Habop WTaMMoB ANns
OLEHKN BHYTPU- U MexnabopaTopHON BOCNPOU3BOAMMOCTUA YCTPOMCTBA AN UCTbITAaHUA aHTUMUKPOGHON
YYBCTBUTENLHOCTU. KOonnekums WTaMMOB ANt KOHTPOMS KavyecTBa AOMKHAa, Kak MUHUMYM, BKNoYaTk B cebs
LITaMMbl, yka3aHHble B MHCTPYKLMMN K YCTPOWCTBY U Apyrve WTaMmmMbl, Heobxognmele Ans NonyyveHurs wrkanbl
pesynLTaToB.

5.2.2 MMporpaMma UCNbITaHUA U3ONSITOB

WcnbiTaHne U30MATOB ANA YCTPOMCTBA AOMKHO COOTBETCTBOBATbL UHCTPYKLMK NO NPUMEHeHNto, npea-
cTaBneHHoW nsrotosuTenem. CpasHMBaOT pe3ynbTaThl TECTUPOBAH WS, NOMyYeHHbIE C MOMOLLbIC YCTPONCTRA,
¢ MINK pedpepeHTHOro MeToaa 1 COOTBETCTBEHHO MPoV3BeAeHHbIe NHTeprnpeTaLuu.

MpwumeyaHune— B HekoTopbiX criy4asnx, Hapsgy ¢ pesynsratamum onpegeneHna MK pedepeHTHbIM METOAOM,
MOryT GbITb MUCMONb30BaHbI APYrMe WMPOKO pacnpocTpaHeHHble MeToabl. Hanpumep, TecTbl, KOTopble 0GHapYXMBatoT crie-
uMuYeckuil reH PeanCTeHTHOCTM, TakoM Kak mecA reH (Koavpylowmin peamcteHTHoCcTb K oxacillin) unv npoaykt rena
(PBP 2a), WHWpOKO UCMOMNb3yOTCsl U paccMaTpuBatoTCsl Kak pedepeHTHble MeTodbl OOHapYyXeHUsI Pe3UCTEHTHOCTM K
oxacillin y cTagmnokoKKoB.

5.2.3 MogroToBKa MHOKYMIOMa

PedepeHTHbIN MeToa U yCTPONCTBO A5t UCMbITaHWA AOMKHbI ObITb 324€ACTBOBaHbI B OAUH 1 TOT Xe AeHb
C NCMONb30BaHNEM OAHOMO 1 TOTO e UCTOUHMKA MHOKYNtoMa. CTaHaapTU3aUns MHOKyoMa ANs n3genus ans
NCMbITaHWU AoMKHa ObiTb NPOBeAEHa B COOTBETCTBUN C MHCTPYKLMER MO MPUMEHEHNIO OT U3rOTOBUTENA.

5.2.4 UcnbiTaHWe BOCMPOU3BOAUMOCTU YCTPOUCTBA

TpoiHoe UCMbITaHWe Kak MUHUMYM AECATU LUTaMMOB (BCSKMA pas, MO BO3MOXHOCTW, BKNOYAs TOT
LUTaMM, KOTOPbIA AaeT pesynbTaThl uccnegoBaHmsa MK Ha Wwkane gns ncnbITyemMoro aHTUMUKpoBHOro areHTa)
OOMXHO BbITb NPOBEAEHO B TeYEHME TpeX AHeN B KaXKA0M U3 MeCT, r4e BbiNOSIHAETCA OLeHKa yCTponcTBa Ans
NCMbITAHUS aHTUMUKPOGHOI YyBCTBUTENbHOCTA. YNCNO N30NATOR, AaBLIMX pe3ynbTaTthl uccnegosaHuna MMK
Ha LWWKane, AOKHO BbITb yKasaHo B OKOHYaTenbHOM oTveTe. Mpu ycTaHOBNEHUU NOrPAHUYHOTO 3HAYEeHWUA
YCTPOWCTB (McKtovan AUcK-anddysnoHHbIe TecTbl), BeIbnpasa WTamMmbl, He criedyeT BKOYaThb WTaMMbl C
OAHWUM pasBegeHNeM OT NOrpaHNYHOTO 3HAYEHNS.

5.2.5 KoHTponb kavyecTBa pecepeHTHOro metoga

KOHTponbHble WTaMMbl 4OMKHbI UCMBbITLIBATbCS €XKeAHEBHO, KOrA4a NpoBOAUTCS UCNbITAHUE YCTPONCTBRA.
Ecnu pesynbTaTtbl KOHTPONSA kavyecTBa AN KOMOBUHaALUN «aHTUMUKPOOHLIA areHT/6akTepusi» okasanucb BHE
AnanasoHa pedepeHTHOro MeTofa M aHTUMUKPOBHbLIA areHT UMeeT TOMNMbKO OZIMH OPraHU3M, aBLUNA pe3ynbTa-
Tbl ccnegosanuns MK no wkane, Bce UCMbITaHUSA AAHHOTO AHSA AOIPKHBI ObiTb NOBTOPEHbI AN AAHHOTO aHTU-
MUKPOGHOro areHta ¢ pedepeHTHbIM MeToAoOM W ¢ usdenMeM OfS UCNbITAHUA  AHTUMUKPOGHON
YYBCTBUTENLHOCTMU.

K @aHTUMUKpPOBHbIM areHTaM ¢ ABYMS U GONbLLIMM YUCTIOM OPraHU3MOB, AaBLINX pe3ynbTaTel uccneno-
BaHust MK no wkane, npMMeHsItoT cnefyoline AeUCTBUS:

a) ecnu pesynbTaTbl KOHTPOMSA KayecTBa AN OQHOW KOMOUHALUN «aHTUMUKPOBHLIN areHT/6akTepusi»
oKasanucb BHe guanasoHa pedyepeHTHOro MeToaa, Toraa Kak Apyroi (Me) KOHTPONbHbIA WwTamMm (ki) Aan(u)
pesynbTaThl B Npedenax oXuaaeMoro gManasoHa; pesynbTaThl UCMbITAaHUSA 4aHHOW KOMBUHALMN «aHTUMUK-
po6HbIA areHT/6akTepusy» AaHHOrO AHA MOTYT ObiTb NPUEMINEMBIMU, €CNIN pe3ynbTaTbl KOHTPONA KavyecTBa B
npegenax oxuaaemMoro ananasoHa Ha crnefyoLni eHb UCTIbITaHW;

b) ecnu pesynbTaTthl KOHTPONSA KadecTBa AN KOMGUHaAUUN «aHTUMUKPODHbLIN areHT/6akTepusi» okasa-
nncb BHe AnanasoHa pedpepeHTHOro MeToa B Te4eHne AByX nocneaoBaTenbHbIX AHeN, 06a AHEBHbIX pe3yb-
TaTa AOJMKHbI OblTb MOBTOPEHbBI A8 AaHHOrO aHTUMUKPOGHOro areHTa kak ¢ peepeHTHBIM MeTOAO0M, Tak U C
nsaenvem Ans ncnblTaHNsa aHTUMUKPOBHOM YyBCTBUTENBHOCTU;

C) ecnu pesynbTaTbl KOHTPOA KaYeCcTBa Ars ABYX 1 6oree opraHn3MoB, AaBLUnNX pe3ynbTaThl uccneno-
BaHus MIMK no wkane, koMGMHaL MM «aHTUMUKPOBHbIN areHT/6akTepus», okazanuck BHe AnanasoHa pedepeH-
THOrc MeToAa Ans KOMBUHALMN «aHTUMUKPOOGHLIV areHT/6akTepusi» B TeYeHNe 04HOro AHA, BCe UCTbITaHUSA,
BbIMOIHEHHbIE B TeYeHWe aHHOro AHS, A0MKHbI GbiTb MOBTOPEHLI 418 AaHHOMC aHTUMUKPOBOHOro areHTa Kak ¢
pedepeHTHbIM METOAOM, Tak U C U3aennem Ans UCnbiTaHUs aHTUMUKPOBHON YyBCTBUTENBHOCTU.

5.2.6 PesynbTathl

Ans yctponcts MIMK gomnxkHo 6biTe paccuntaHo obllee cylecTBeHHOe cornacoBaHme. [1ns Bcex MeTo-
0B cornacoBaHue KaTeropui A0MKHO BbITb paccumMTaHo 1 NpeAcTaBNeHO COrNacHo COOTBETCTBYIOWNM UHTEP-
NPeTUBHBLIM MNOrPaHNUYHBLIM 3HAYEHNSM, 3asiBNIEHHBIM U3rOTOBUTENEM.
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5.2.7 WUcnbiTaHue pa3pelleHUs pacxoxneHun

MoxxeT 6biTb BbINMOMHEHO UCTIBITAHWE pPa3peLlleHns pacxoXaeHnin npu 6oMbLWKX 1 o4eHb BonbLUNX pac-
xoxaeHusx. Ecnuumeetcs ybeautensHoe AokasaTenbCTBO TEXHUYECKON OB KU (Hanpumep, UCMbITbIBaNUChL
CMeLLaHHbIe KyNbTYpbl, HeNpaBuibHbIE YCI0BUS MHKYOaLmn), 4OMKHO BbiTb NOBTOPHO NPOBEAEHO UCCNeoBa-
HUe pedepeHTHbIM U UCTIBITYEMbBIM MeTO4aMM U MOSyYeHHbIE MPY 3TOM peayrbTaThl AOSPKHbI 3aMeHUTb NepBo-
HavanbHble pesynbTaThl.

EcnnHeTybeanTenbHbiX AoKasaTerlbCTB TEXHUYECKON OLUMBKN, pacXoAeH e MOXXHO yCTpaHuTb, NpoBe-
Os1 OJHOKpaTHO TPOMHOe naparnnesnbHoe uccrnegoBaHne pedepeHTHbIM MEeTOAO0M, UCMOMb3YS CYCrneH3un
oTAenNbHOro MHokyntoma 6aktepuin. Bua kateropun peaynstarta TPOWHOro uccneosaHus pedepeHTHIM MeTo-
[OM MOXeET 3aMeHUTb NepBoHavanbHbli pesynbTaT Ans Lenein onpeaeneHus pasmepa owmbku Npy cooTBeT-
CTBUMM onpederneHHbiM  Kputepuam. [pexade Bcero, nNpu MOrpaHUYHOM  3HavYeHWu Ans KaTeropuu
MPOMEXYTOUYHON YYBCTBUTEIIbHOCTU, MO KpanHen mepe, ABa 13 TpexX pesyrbTaToB JOJDKHbI AaTb Ty e KaTero-
pUIo COrMacoBaHNsa B COOTBETCTBNW ¢ Tabnmuen 1.

Tabnwuya 1— KombuHaumsa pe3ynbTaTtoB Tpex napannenbHbiX MCCregoBaHuii, KoTopas No3BoNsieT YCTaHOBUTL Npu-
eMIeMblil CornacoBaHHbIV pesynbTaT

MapanneneHbii pedepenTHbin | MapannenbHbii pedepeHTHbIn | MapannenbHbii pedeperTHbIn | MNpuemnemblii cornacoBaHHbIi
pesynbtat Ne 1 pesyneTtat Ne 2 pesynbtar Ne 3 pesynbTat
S S S S
S S | S
S | | |
| | | |
R | | |
R R | R
R R R R

PesynbTaThl TPONHOro NapannenbHoro uccregosaHna pedepeHTHEIM MeTOAOM, He COOTBETCTBYIOLME
KpUTEpusiM, NpeacTaBfieHHbIM B Tabnuue 1, ABASOTCA HeNpUeMeMbIMU, U pe3ynbTaTbl UcCneaoBaHWinl AaH-
HOTO M30NATa A0SKHBI BbITh yAaneHbl N3 BCeX aHanu3os.

[na aHTUMUKPOBHBIX areHTOB, He MMEIOLLMX NPOMEXYTOUHYIO kKaTeropuio, Hanpumep, S/R, ABa us Tpex
3Ha4YeHWn pe3ynbTaToB MOBTOPHLIX UCCeA0BaHWUIA NPEACTaBNAT CornacoBaHHbIA pe3ynbTaT. Bce TpuaHaye-
HWs1 NOBTOPHbIX pedepeHTHbIX nccneaoBannii MIMK gomkHel ObITh B Npegenax uHTepeana Tpex ABOWHLIX pas-
BeAEeHWn 04HO OT ApYroro.

5.2.8 OueHKa cucTeMbl

Bce koMMNoHeHTbI U34enus (To eCTb AEHCUTOMETP, pUaAEep, ONTUKA, anropUTM UHTEpNpeTaLn), UCNoMb30-
BaHHble AN OUEHKW, AOMKHbI ObiTb 3KBUBANEHTHBI KOMMEPYECKOW KoHurypauum nsgenua. MnaH oueHku,
NMPUMEHEHHBIA ANs1 U3ydeHUst U3genus ana onpeaeneHns aHTUMUKPOBHOW YyBCTBUTENbHOCTU, HE AOSKEH
OTKIOHATBCS OT CTaHAAPTHON METOAMKN, YCTAHOBMIEHHOWN U3rOTOBUTENEM.

5.3 AHanus gaHHbIX

[aHHble 4oMKHbI BbITh npoaHannsnposaHbl C NPUMEeHEeHNeM COOTBETCTBYHOLWNX NorpaHNYHbIX 3Ha4YEHUNA,
Bbl6paHHle N3roToBUTENEM U UCNbITaTeneM.

5.4 Kputepum npuemnemoctu

5.4.1 TouyHoOCTb U3penus

MK nagenust ans onpegeneHns aHTUMUKPOBHOR YyBCTBUTENLHOCTM A0MMKHA MMeTb obulyto EA >90 %
npu cpaBHEHUN C pesyrnbTaTamn pedepeHTHOro MeToaa n umeTb obLme oveHb 6onbloe pacxoxaerue (VMD)
n GonbLoe pacxoxaeHue (MD) < 3 % kaxaoe. B Tex cnyvasix, koraa B uccrnenosaHue He 661110 BkoueHo 601b-
LLOE YUCIO Pe3NCTEeHTHbIX n3onAToB, VMD mMoxeT 6biTb >3 %, NOCKOMbKY pacHeT OCHOBaH TOSIbKO Ha Yucne
pPe3NCTEHTHBIX 30NaToB. Hanpumep, ecnin VMD > 3 %, a EA > 97 %, 3T0 NO3BONAET CHUUTATb, UTO U3gernme ume-
eT npvemsemyto TouHocTb. Mcnonb3osaHue EA ansa aToro TMna oueHKkun AaHHbIX Obl10 Gbl y4LIMM pacyeToM
ANl yCTaHOBNEHUS TOYHOCTU. DTOT nogxoa AsnseTcsa Hanbonee 6raronpUATHBIM NPU OTCYTCTBUM NPOMEXY-
TOYHOW KaTeropun A KOHKPETHOro aHTUMUKPOBHOro areHTa, U Bce pesyrnbTaThl ¢ pacxoxaeHnem CA aBnstoT-
csl 6o MD, nn6o VMD. JomkeH GblTb NpoBedeH aHanma 6onbLIMX U o4eHb GONbLUMX pacxoxaeHui, YTobbl
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onpeaenuTb, NopaKeHbl NN KOHKPETHBIE BUALI U He0BX0ANMbI M OrPaHNUYeHWs TpUMEHEHUA 3aenua ana aaH-
HbIX BUAOB 6aKTepuii U 4aHHbBIX aHTUMUKPOBHLIX areHTOB.

Nspenua ansa onpegeneHns aHTUMUKPOBHON YyBCTBUTENbHOCTA, UCMONb3YOLME NOrPaHUYHbIe 3HaYe-
HUSA, AOIMKHbBI UMeTb 06LLyto CA > 90 % npu cpaBHeHUN ¢ pesynbTaTamn pedepeHTHOro MeToaa uMMeTb o6 LLmne
VMD 1 MD <3 % kaxgas. [JonmkeH 6biTb NpoBeAeH aHann3 60nbLWMX U 04eHb DONMbLUMX PacXoXaeHUI, YTobbI
ornpeaenuTb, NopakeHsl N1 KOHKpPeTHbIE BUABI 1 HEOBXO0AMMbI M OrpaHUYEHNA NPUMEHEHWUA U3AeNUA ANS AaH-
HbIX BAOB B6aKkTepuii U AaHHBIX aHTUMUKPOGHBIX areHTOoB.

5.4.2 KoHTponb KayecTBa usgenus

KoHTporbHble LWTaMMbl, Uccnedyemble € MOMOLUbIO M34enna Ans onpegeneHuss aHTUMUKPOGHOM
YYBCTBUTEMbHOCTW, AOIKHbI ObITh B Mpegenax, yctaHosneHHbix UCO 20776-1 ans npumepHo 90 % pesynbTa-
TOB 3a Nnepunog NpoBeaeHNs UCNbITaHNA naaenus. Anga anck-auddy3noHHbIX TECTOB AnamMeTp 30Hbl KOHTPOSb-
HbIX LITaMMOB A0MKeH GbiTb B COOTBETCTBYHLLEM OXWAaemMom AuanasoHe (Hanpumep, BSAC, CLSIY,
CA-SFM?, DIN) ans, no kpanHen Mepe, 95 % pesynbTaTos 3a nepuo NpoBeAeHUs UCTbITaHA U3AenNns.

5.4.3 BocnpousBoaumMocTb U3genus

BocnpounssogumocTs nsgenus ans onpegenexus MK gomkHa 6biTb B Npeaenax + 1 passegeHve Buaa
AaHHOro aHTUMUKpobHoro areHTa ans = 95 % pesynbtaToB. Ecnuunagenuve BbigaeT Tonbko pesynbTaTthl SIR (3a
ncknoveHnem anck-aunudysMoHHOro MeToaa), BOCNpon3BoanMOoCTb AoKHA BbITb 95 % No cpaBHeHUIO ¢ Hau-
6onee YacTbliM pe3ynbTaToM, ecnn 3T0T pesynbTaTt S nnu R. BocnponssognmocTs pesynbtaTos Auck-auddy-
3MOHHBIX U3aennin 4omnkHa BbiTh B Npedenax £ 3 MM pasmepa gvaMeTpa 30Hbl (Npeden 7 MM) Ana AaHHOro
aHTUMKKpoBHoro areHTa ans 95 % pesynbTaToB.

5.5 [10KyMeHTbl, CBSI3aHHble C UCMbITAHUEM

OnvcaHue NpoayKTa 1 niaH oueHKN 4oMkHbI BbITb COCTaBMeHbl A0 Havamna UcnbITaHUA. 3aKnoYnUTe -
HbI OTYeT AorkeH BbITh COCTaBIeH, ICHO YKaablBast (PyHKLMOHabHbIE XapakT epUCTUKN U3aenna Ansa onpeae-
NeHna aHTUMUKPOBHO YYBCTBUTENBHOCT MO CPAaBHEHMIO C pedepeHTHLIM METOA0M ANA KAXKAOTO OTAESNLHOMO
ByAa GaKTepWil U ANS KaXKA0ro aHTUMUKPOBHOTO areHTa. dyHKLMOHATIbHbIE XapaKTepUCTUKU U3AENUA U UHTEP-
NPEeTUBHbIE NOrpaHUYHbIE 3HAaYEHUSA, UCNOSb30BAHHbIE AN OLeHKM, A0MKHbI BbITh YCTaHOBMNEHbI AN KaXA0r0
aHTUMUKPOBHOro areHTa. [LomkHbl 6bITh NepedncneHsl nabopaTopuu, ydacTBOBaBLUME B NTPOBEAEHUN OLIEHKM.

" WHCTUTYT KnnHndeckmx u nabopatopHeix ctanaaptos (CLLA).
2 Komuret aHTMBMoOTMKOrpamm PpaHLy3ckoro obuecTea MMKpobuonoros.
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MpunoxeHnne OA
(cnpaBoyHoOe)

CBefileHUA 0 COOTBETCTBUM CChINTOYHbIX MeXAYHapoAHbIX CTaHOapToOB
CCbINTIOYHbIM HaLUOHaNbHbLIM cTaHAapTaM Poccunckon ®egepauum

Ta6nuuya OAA

O603HaYeHMe CCbINTOYHOro CreneHb

OB03Ha4YeHue 1 HavMeHOBaHue COOTBETCTBYHOLLEro HaunoHanbHOro cTaHaapTa
MeXAyHapoaHoro craHgapra COOTBETCTBUA

NCO 20776-1:2006 IDT FOCT P CO 20776-1—2010 «KnuHnuyeckune nabopaTopHble uccne-
JOBaHWS U ANarHoCTMYECKNe TecT-cucTemsl in vitro. ViccnepgoBanve 4yB-
CTBUTENBHOCTU UH(DEKUMOHHbBIX areHTOB U OLeHKa (PYHKLMOHABHbIX Xa-
paKTepUCTUK U3AENWIA AN UCCreg0BaHUsi HYyBCTBUTESNTBHOCTU K aHTUMMK-
po6HbIM cpefactBaMm. Yactb 1. PedepeHTHbI MeToa nabopaTopHOro
MCCNeaoBaHUs akTMBHOCTM aHTUMUKPOOHbIX areHTOB MPOTUB ObICTpO-
pacTyLwmx aspobHbIX HakTepuit, Bbi3biBatOWMX MHPEKUMOHHBbIE BONEe3HN»

MpwumedaHne—B HacTosIWel Tabnuue UCNoNbL30BaHO criegytollee ycnoBHoe o603Ha4veHne cTeneHun cooT-
BETCTBMWSI CTAaHOAPTOB:
- IDT — naeHTU4YHbIN cTaHaapT.
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