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[lpeaucnoBue

Llenn u npuHuMnel ctTaHgapTusauum B Poccumnckon PeagepaumyctaHoBneHbl PegepanbHbIM 3aKOHOM OT
27 nekadbpst 2002 r. Ne 184-03 «O TeXHUYECKOM perynmpoBaHiun», a npasuna NnpuMeHeHnst HauMoHanbHbIX
cTaHaapToB Poccunckon egepaunmmn — OCT P 1.0—2004 «CtaHpgapTtusauma B Poccunckon Peagepauun.
OCHOBHbIE MNONOXEHUAY

CBeneHNnAa o ctaHaapTe

1 NMOAINOTOBJIEH NabopaTopuen npobnem kKnuHmnko-nadopartopHou agnarHoctukn FOY BINMO « MockoB-
ckad meauunHekas akagemus um. MU.M. CeueHoBa» Ha 0CHOBe CODCTBEHHOMo ayTeHTUMHOIC NepeBoa Ha pyc-
CKUW A3bIK cCTaHAdapTa, ykasaHHOro B nyHkTe 4

2 BHECEH TexHn4yeckum komutetom no ctaHgaptmnsaumm TK 380 «MeguumHckme nsgenns gnga guar-
HOCTWKW In VItro»

3 YTBEPXXOEH W BBEAEH B JEWCTBUWE MMpukasom PeaepanbHOro areHTCcTBa no TEXHNYECKOMY
perynupoBaHuio n metponornmn Poccunckon ®egepauunm ot 23 Hos16psa 2010 1. Ne 493-cT

4 HacTtodawun ctaHgapT ngeHTudeH mexayHapoaHomy ctaHgapty NCO 20776-2:2007 «KnnHndeckme
nabopaTtopHble UCCneaoBaHUA U AnarHocTuYeckne TecT-cuctemsl in vitro. IccneaoBaHme YyBCTBUTENBHOCTU
MHJPEKLMOHHBIX areHToB U oueHKa PyHKLUUOHaNbHBIX XapakTepucTuk nsgennun ana nccneaoBaHua YyBCTBU-
TeNbHOCTU K aHTUMUKPODOHBIM cpeacTeam. HacTts 2. OueHka yHKUNOHANLHBIX XapakTepucTuk nsaennm ans
MCNbITAHUA aHTUMUKPOOHOM YyBCcTBUTENBHOCTUY (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»).

[Tpu NnpMMeHeHUN HACTOALLEero ctTaHaapTa pekoMeHAOYyeTCs UCNONb30BaTh BMECTO CChINTOYHBLIX MeXayHa-
POAHLIX CTAHOAPTOB COOTBETCTBYOLWME UM HauoHanbHble cTaHgapTel Poccunckon @egepaln 1 MEXrocy-
OapCcTBEHHbIE CTaHOAapPThl, CBEAEHUA O KOTOPbIX MPpUBeAeHbl B AOMONMHUTENbHOM Npunoxexunn A

5 BBEAEH BINEPBbIE

VIHipbopmMmayuss o6 UBMEHEeHUSX K HacmosweMy cmaHoapmy rnybnuKkyemcs 8 eXe200H0 u3oasaeMoM
UHOPpMaUUOHHOM YKazamerne «HalyuoHalbHble cmaHOapmabi», a mekcm UaMeHeHUU U rornpasoK — 8 eXXeMe-
CAYHO U30asaeMbiX UHPOPpMaUUOHHbLIX yKazamernsax « HayuoHanbHbele crmaHOapmely. B criydae riepecmompa
(3aMeHbl) Ui OMMeHbI Hacmosauwe20 cmaHOapma coomeemcemesyrouiee yeeoomreHue byoem ornybnukosaHo
8 eXKeMeCsI4HO U30asaeMoM UHpopMaylUOHHOM yKkazamerne «HayuoHarnbHbie cmaHOapmbly. Coomeemcmaeay-
rowasi UHgopmMmayus, yeeooMIIeHUe U meKkcmsl pa3Melliaromcsi makxe 8 UHpopMallUuoHHOoU cucmeme obujez2o
rob308aHuUss — Ha ogulyuanbHOM calime PedepallbHO20 a2eHmemea rno mexHU4ecKoMy peayrnupogaHuro U
MempoJsiozauu e cemu MIHmepHem

© CtaHgapTuHgopm, 2011

HacTtoawumn ctaHaapT He MoXeT ObITb NOMHOCTLIO UITU YacTUYHO BOCTNIPOU3BEAEH, TUPaXXNPOBaH U pac-
MpocTpaHeH B KayecTBe oduumanbHoro nsgaHma o6es paspeweHnsa PegepanbHOro areHTcTBa Mo TeEXHNYECKO-
MY PerynmpoBaHuo U MeTPOoorum



OCT P UCO 20776-2—2010

CopepxaHue

1 OBMACTB MPUMEHEHUSL. . . . . . . o e e e e e e e e e e e e e e e e e e e e e, 1
2 HOPMATUBHBIE CCBIMTKM . . . . . . e e e e e e e e e e e e e e e e e e s s e s s e 1
3 TEPMUHBI M OMNPEAEIIEHUST . . . . . o o o e e e e e e e e e e e e e e e e e 1
4 Obuwmne TpeboBaHUA K OLLEHKE (DYHKUMOHATMBHBIX XaPAKTEPUCTUK . . . . . o o v o e e e e e e e e e e e e e s 4
5 MeToabl UCTIBITAHUW . . . . . . . . o e e e e e e e e e e e 4
5.1 OBWMN OB30D . . . . . o o e e, 4
5.2 METOOBI . . . . s, 4
5.3 AHANMU3 OAHHDBIX . . . . . o e e e e e e e b
5.4 KPUTEPUU MIPUEMIIEMOCTU . . . . . . . . o e e e e e e e e e e e e e e e e e s e, o
5.5 HOKYMEHTHI, CBAIZAHHBLIE C UCTIBITAHUEM. . . . . . . . . . o e e e e e e e e e e e e e e e e e e e /

[MpunoxeHue A (cnpaBo4vHoe) CBeaeHusi 0 COOTBETCTBUM CChINMOYHBIX MeXayHapoaHbIX CTaHOapTOB
CCLITOYHBIM HauuoHanbHbIM cTaHaapTam Poccunuckon @egepaum . . . . . . . . . . . . .. 8
BUBNUOrpamMmnst . . . . . e 9



[OCTP WUCO 20776-2—2010

HAUUWOHANBbHBILU CTAHOAPT POCCUUCKOWNW OGEOLEPAUUNMN

KIIMHU4ECKUE JIABOPATOPHbBIE UCCIIEJOBAHUA
U ONATHOCTUYHECKUE TECT-CUCTEMBbBI IN VITRO.
NWCCIIEQOBAHUE YYBCTBUTENIBHOCTU MHOEKLUMNOHHBIX ATEHTOB U OLLEHKA
OYHKLMUOHAIBbHbLIX XAPAKTEPUCTUK U3OAENUU ONA UCCNEOOBAHUSA
YYBCTBUTEJIbHOCTU K AHTUMUKPOBHbBIM CPEOCTBAM

HacThb 2

OueHKka pyHKLUUOHANbHbIX XapakTepUCcTUK U3aenum 4na ucnbiTaHuUs
AaHTUMUKPOOHON YYBCTBUTENLHOCTHU

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

[laTta BBeaeHna — 2012—03—01

1 Ob6nacTb NpUMeHeHus

HacTtosawmnn crtaHgapT ycTaHaBNMBAET KPUTEpUUM NpUeMnemblX PYHKUMOHANbHBLIX XapaKTepUucTuk
YCTPOWUCTB ANA UCMNbITaHUA aHTUMUKPODHOW YYBCTBUTENBHOCTU, KOTOPbLIE NMPUMEHSAITCA ANs onpeaeneHuns
MUHUManbHOW noaasnsowen koHueHtpauun (MIK) n/unn nMHTepnpeTUBHBLIX KaTeropui knaccudpukauum
«UYBCTBUTENbHBLIX», «KMPOMEXYTOUYHbLIX» N « PESUCTEHTHBLIX» (YCTOMYMBLIX) LUTAMMOB BaKTepuini No OTHOLLEHWIO
K aHTUMUKPOOHBLIM areHTam B MeanLUnHCKUX nabopaTtopusax. HacToswmm ctaHaapT ycTaHaBnmBaeT TpeboBa-
HUASA K YCTPOUCTBaM AN UCNbITAHUS aHTUMUKPOOHOW YYBCTBUTENBHOCTU (BKNoYast AU PY3UOHHBbIE TECT-CUC-
TeMbl) U MeToaMKaM ONA oLUeHKU PYHKUMOHAaNBbHBIX XapakTepUcTuk Taknx cuctem. CtaHgapT onpenenser,
Kaknm obpasom AoMmkHa NpoBOAUTLCH OLeHKa PYHKLUUOHANBHBIX XapakTepPUCTUK YCTPOMUCTB ANl UCMbITaHUS
AHTUMUKPOOBHOW JYBCTBUTENbHOCTU. HacTosiwmn crtaHgapTt paspabotaH € Uenblo  NpeaoccTaBUTb
M3rOTOBUTENAM PYKOBOACTRBO NO NpoBeAeHUI0 UccneaoBaHU Ang oUeHKU PYHKLUUOHANBHBIX XapakTepUCcTUK.

2 HopmaTuBHbIe CCbINKN

B HacTodawWweM cTaHOapTe MCNoNb3oBaHa CChlfika Ha cneayowni HopMaTUBHBIN AOKYMEHT:

NCO 20776-1 KnuHnyeckne nadbopaTtopHble UccnegoBaHUa U AMarHoCTUYecKne TeCT-CUCTEMBI in Vitro.
NccnepgoBaHWe YyBCTBUTENbHOCTU MHPEKUNOHHBIX areHTOB U oLleHKa PyHKLUMOHaNBHbIX XapaKTepUcTUK usge-
nin ansa uccnegoBaHUsl YyBCTBUTENbHOCTU K aHTUMUKPOOHBIM cpeacTtBaM. Hactb 1. PedepeHTHBIN MeToa
nabopaTtopHOro uccnegoBaHUA akTUBHOCTU aHTUMUKPOOHBIX areHTOB NPOTUB OLICTPOPaCTYLUX a3pOOHbIX
bakTepui, Bbl3bIBaO WX MHPEKLUNOHHBIE DONE3HN

3 TepMUHbI N onpeaeneHuns

B HacTodlweM cTaHaapTe NpUMeHeHbl cnegyowme TepMUHbI C COOTBETCTBYHOLLMMK onpeaeneHnsaMNA:
3.1 cornacoBaHMue pe3ynbTaToB UCcNbITaHUU (agreement of test result):

3.1.1 kaTeropuu cornacoBaHus (category agreement, CA): CornacosaHue pesynbTaToB KiacCcugpu-

KaLum BakTepu Kak «4yBCTBUTENbHLIE», KMPOMEXYTOUHbIE» U «Pe3UCTeHTHbIe» (SIR) MexXay TecToM norpa-
HUYHBIX 3HaYeHU nnmn tectomM MINK v pedpepeHTHEIM MeToaom (NCO 20776-1).

U3paHune odbmumanbHoe
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[pyroe npeacrasrneHne KOHLUENLWA:
Nea - 100
N ?
rae N, — 4ucno bakrepmanbHbIX U30NATOB TOW Xe KaTteropun SIR, 4To U kaTeropun no pedepeHTHOMY MeToay;
N — obLee Yncno nccnegoBaHHbIX bakTepuanbHbIX U30OMATOB.

[TpumedyaHune—Obwee CA BblpaXxeHO B NpoLeHTax.

3.1.2 cywecTBeHHOe cornacoBaHue (essentialagreement, EA): PesynbtaTt MIK, nony4yeHHbIN C NpK-
MEHEeHUeM YCTPOUCTBA ANSl UCMbITAHUA aHTUMUKPODOHOW YYBCTBUTENBHOCTU, KOTOPbLIA HAX0AMTCA B npeaenax
NAC UM MUHYC oOHO ABOUHOE pasBedeHue oT 3HadeHuda MIK, yctaHoBneHHOro pedpepeHTHbIM MeTo40M
(MCO 20776-1).

Ldpyroe npeacrasneHne KOHUENLLWA:

N ’

rae Ng, — 4ncno bakTepuanbHbIX U30NATOB € EA;
N — obLliee 4ynucno nccnefoBaHHbIX bakTepuanbHbIX N30NATOB.

[TpumeyaHune—Obwee EA BbipaXXeHO B NPOLEHTAX.

3.2 n3genue gng UCnbiTaHUA aHTUMUKPOOHOMU YyBCTBUTENBHOCTHU (antimicrobial susceptibility test
device): Ns3genune, BkNovaroLwlee Bce cneundpunyeckme KOMnoHeHTbl, MICNonb3yemMoe A4 NoNydYeHUs pesyb-
TAaTOB UCMbITAHUWA, HA OCHOBE KOTOPbIX BO3MOXHA Knaccudpukaumua 0akTepmn Ha «HyBCTBUTENbHbIEY», « NPOMe-
XKYTOUHBIE» U «PE3UCTEHTHLIE» NO OTHOLLUEHUIO K onpeaeneHHbIM aHTUMUKPODHBIM areHTam.

[TpunmeyaHune— Cneundunyeckne KOMNOHEHTbI BKIMIOYAOT B Ce0S1 MHOKYNSATOPLI, pacxogHble maTepuansl U pe-
areHTbl, cpeabl, ANCKA N CHUTBIBAOWME yCTPpoOUCcTBa (puaepsbl). Hecneunduyveckmne KOMNOHEHTL!, TAKUe KakK TaMMNOHbI, NK-
NeTKn n NPobupKK, HE ABNAOTCA YacTbo AaHHOIO N3genus.

3.3 norpaHU4vHoe 3HaveHue (breakpoint). Cneuyndgunyeckoe sHadeHUe napameTpa, Takoro kak MINK, Ha
OCHOBE KOTOPOro bakrepumst MOXeT ObITb OTHECEHAa K KIMUMHNYECKOW KaTeropmm «4yBCTBUTENbHAS», K MPOMEXKY-
TOYHaA», «PE3IUCTEHTHaAY.

[TpnumeyaHune—Tekywmne ceeaeHnss 06 MHTEPNPETUBHLIX NOMPAHUYHLIX 3HAYEHUSAX MOXHO MONMyYUTb B MO-
cnegHnxX No BPeMEHU nyonumkaumsx opraHusaummn, NpUMeHSAWmUX aaHHeln pedepeHTHbin metog (Hanpumep, CLSI u
EUCAST).

3.3.1 yyBCcTBUTENbHbLIU (Susceptible, S): bakTepunanbHbIM WTaMM, NoAaBNAeMbIN iN Vitro KOHLEHTpa-
LIen aHTUMUKPODOHOTo areHTa, KoTopagd ¢ BEICOKOM CTeNeHbIo noaobuna couyetaeTcs C TepaneBTUYEeCKUM yCre-
XOM.

[TpumedvaHune 1—bakrepnanbHble WUTAMMbI KNACCUPUUNPYIOTCH KAK «HYBCTBUTENBbHbLIE» MYTEM MPUMEHE-
HUS1 COOTBETCTBYIOLWMX NOrPaHNYHbIX 3HAYEHNN B TECT-CUCTEME ONnpeaerneHHoro peHotuna.

[TpumeyvyaHwume 2— [laHHOe NorpaHNYHOE 3HAYEHNE MOXKET BbITb N3AMEHEHO BCNEACTBUE UBMEHEHUW B YCINOBU-
AX (Hanpumep, N3MEHEHUSA OBBIMHO NPUMEHSEMON A03UPOBKM npenapara, BO3HMKHOBEHNE HOBbIX MEXAHU3MOB PE3UC-
TEHTHOCTW).

3.3.2 NpoMeXyTOouYHbIN (intermediate, |): bakTepuanbHbIA LWUITAMM, MHTIMOUPOBAHHLIN [N Vitro KOHLEH-
Tpauen aHTUMUKPOOHOro areHTa, KoTopasi accouuupyeTcsl € HeonpedeneHHbIM TepaneBTUYECKUM
apPeKTOM.

[TpumevaHune 1— bakrepunanbHble WTAMMbl MOTYT ObITb KNAacCUOULUMPOBAHbI KaK «MPOMEXYTOUYHbLIE» NMYTEM
NPUMEHEHNA COOTBETCTBYIIOWMX NOMPaHNYHbIX 3HAYEHUWN B TECT-CUCTEME ONpeaerneHHoro eHoTmnna.

[Tpnmedvadnwune 2—laHHbIM KNacc YyBCTBUTENBHOCTU O3HAYaEeT, YTo MHOEeKUWS, BbI3BAHHAA U30NATOM, MOXET
ObITb COOTBETCTBEHHO MNPOeYeHa B TEX y4acTKax TeNa, rae NekapcTBEHHbIW nNpenapar Prnanonormiyeckmn KOHUEHTPUPYETCS
NI Korga nNnpumMeHsAETCH BbICOKas 03NPOBKAa npenapara.

[MTpumevaHue 3—[aHHbIM KNAcC yKasbiBAeT HaA Hannune «bydpepHON 30HbI», NPeaoTBpaLLas BO3MOXHOCTb
BNUSIHUN HEBONBLUMX HEKOHTPONUPYEMBbIX TEXHUYECKUX (DAKTOPOB Bbl3bIBATh CEPbE3HbIE NPOTUBOPEHUS B MHTEPNPETALNN
PE3YNbLTaTOB.

[TpumeyvaHwune 4 —[aHHble NOrPaHNYHbIE 3HAYEHUA MOTYT DbITb N3MEHEHLI BCIEACTBUE N3MEHEHUN ODCTOSA-
TENLCTB (Hanpumep, N3AMeHeHns1 0BbIYHO NPUMEHAEMON O03UPOBKU Npenapara, BO3HUKHOBEHWUE HOBbIX MEXAHU3MOB Pe-
3UCTEHTHOCTH).

2
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3.3.3 ycTONMYUBLIU, pe3UCTEeHTHbIN (resistant, R): bakrepuanbHbi WTamMm, MHTIMOUPOBAHHLIN in Vitro
KOHUEHTpaunen aHTUMUKPODOHOro areHTa, KoTopasa acCcoLnMMpyeTCsl C BEICOKON BEPOATHOCTLIO TepaneBTUYeC-
KOWU Heyaauun.

[TpumedaHune 1— bakrepnanbHble WTAMMbl KNacCUMPUUNPYIOTCH KaK «PE3UCTEHTHbIE» NYTEM MPUMEHEHNS
COOTBETCTBYHOLLMX NONPAHUYHbIX 3HA4YEHUN B TECT-CUCTEME OMNMpPeaeneHHoro oeHoTmna.

[TpnmevaHwmne 2—[laHHOe NorpaHnvyHoOe 3Ha4YeHNE MOXET OblTb U3MEHEHO BCIeACTBME U3MEHEHUS 0DCTOS-
TENBLCTB (Hanpumep, n3aMmeHeHns1 0BbIMHO NPUMEHSAEMOW A03NPOBKN MNnpenapara, BO3HUMKHOBEHUE HOBbIX MEXAHU3MOB pe-
3UCTEHTHOCTHW).

3.3.4 HevyBCTBUTenNnbHbIN (noNn-susceptible, NS): bakTepunanbHbIM WUTAMM, ONA KOTOPOro pesynbTtar
MCMbITaHUA NpeBbillaeT norpaHn4Hoe 3HaveHne YyBCTBUTENLHOCTU M ANA KOTOPOro He YCTaHOBJIEHO Mnorpa-
HUYHOE 3HaYeHMe NPOMEXXYTOUHbIX U Pe3UCTEHTHBIX CBOUCTB.

[ PUMEYAHWE — OTO 0ObIYHO CBA3AHO C OTCyTCTBMEM WHTAMMOB C PE3UNCTEHTHOCTbBHJ K aHTMMHI{pO6HOmy Al€H-
TY, KOrga norpaHn4yHble 3Ha4YeHWA OrnpeanernexHsl.

3.4 TecT norpaHU4YHOro sHavyeHua (breakpoint test): TecT, OCHOBHOW 3agaden KOTOPOro ABNAETCH
OaTb pe3ynbTaT O KaTeropun YyBCTBUTENBHOCTU MUKpoopraHmnama (SIR).

[TpnmeyaHwun e— JlaHHbIN TECT MOXET BKNOYaTb B cebsl orpaHUYeHHbIM Anana3oH TECTOB C pa3BeeHUneM Unn
ONPPY3NOHHBIX TECTOB.

3.5 kKoopauHatop (coordinator): JlMuo, ynonHOMOYEHHOEe WU3roTOBUTENEM UMK UchbiTaTenem ObiTb
OTBETCTBEHHbIM 3a BCHO OLLeHKY PYHKLMOHAalNbHbIX XapaKTepPUCTUK.

3.6 pacxoxpeHusa (discrepancies);

3.6.1 bonbWwoe pacxoxaeHue (major discrepancy). PesynbtaTt UcnblTaHus peddepeHTHbIM MeTOA0M
MHTEPNPEeTUPOBaH KaK «YyBCTBUTENbHLINY, a pe3ynbTaT nsgenusa Ana UcnblTaHMa aHTUMUKPOOHOW YYBCTBU-
TE€NbHOCTU MHTEPNPETUPOBAH KaK « PE3UCTEHTHLINY .

[pyroe npegcrasneHmne KOHUENLUWA:

Niyp - 100

NSREF

?

rae Ny, — 4Y1CrIo TECTOB € 6ONbLUMMN PACXOXKAEHUSIMU Pe3YNbTaToB;
Norpp — YUCNO YYBCTBUTENbHBLIX BakTepuanbHbIX U3ONATOB, onpefeneHHbIX pedepeHTHbIM MeToaoM

(MICO 20776-1).

[TpnmedyaHune— Obwee Yncno BONbLKMX PACXOXOAEHUW BbipaXatoT B NPOLEHTAaX.

3.6.2 Manoe pacxoxaeHue (minor discrepancy). PesynbTaT UCNbITaHUA pedepeHTHbIM MeTodoM
MHTEPMNPETUPOBAH KaK « Pe3NCTEHTHbLIN» UM «HYBCTBUTENbHBINY, a pe3ynbTaT U3aenusa aAns UCnblTaHUsA aHTU-
MUKPODOHOW YYBCTBUTENIbHOCTHU, KNacCUPULUNPOBaHHBLIN KaK « MPOMEXYTOUYHbINY; NN pedepeHTHLIN pe3yib-
TaT UHTEPnpeTUpoBaH KaK «MPOMEXYTOUHbIMY, a pe3ynbTaTt u3gennsa Ans UCnbliTaHUA aHTUMMKPOOHOWN
YYBCTBUTENBbHOCTU — KaK « PE€3UCTEHTHbIN» UINN «4YBCTBUTEbHbINY.

[lpyroe npegcrasneHne KOHUENLUN:

Niyp - 100
N ?

rae Ny,n — YUCIo TECTOB C ManbIMn pacXoXaeHUsIMU pe3ynbTaToB;
N — oblee Yncno uccneaoBaHHbIX bakTepuanbHbIX U30MNMATOB.

[TpumeyaHwme—Obwee YNCcno manbiX PACXOXAEHUN Bblpa)XatoT B NPOLEHTAaX.

3.6.3 ovyeHb Oonblloe pacxoxaeHue (very major discrepancy): PesynbTtaT TecTta, BbINOMHEHHOMO
pedpepeHTHBIM MeTOAOM, NMHTEPNPEeTUPOBaH KakK «Pe3UCTEHTHLIWY, a pesynbTaT, NoNYyYeHHbIUM ¢ NOMOLL IO
n3genna anst oueHKN aHTUMMNKPOOHON YYBCTBUTENBHOCTU, MHTEPNPETUPOBAH KaK «HYBCTBUTENbHbINY .

[pyroe npegcrasrneHne KOHUENLUN:

NRREF

rae Nyyp — YMCNO TeCTOB € 6ONbLUNMU PACXOXKAEHUAMN Pe3YNbTaTOB;

Ngrer — YNCIIO PE3UCTEHTHBIX BakTepuarbHbIX U3OMATOB, onpederieHHbIX pedepeHTHbIM MeToaoM
(MCO 20776-1).

[TpunmedyaHune—Obwee Yncno oHeHb BONbLUMX PACXOXKAEHUN BbiPaXkatoT B NPOLEHTAaX.
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3.7 nnaH oueHkU (evaluation plan): OnucaHue 3annaHMpPoOBaHHOW OLUEHKN PYHKLUMNOHAaNbHBIX XapaKTe-
DUCTUK.

3.8 oTyeT 00 oueHKe (evaluation report): OnucaHue U 3aknwyeHUe No oueHKe PYHKLMOHANbHbIX
XapaKkTepUCTUK.

3.9 KnuHn4Yeckune usonAaTtkbl (clinical isolates):

3.9.1 cBexun nsondar (fresh isolate): Nsonat, nonyvyeHHbIN N3 KNUHAYECKON NPOOLI B TeUYEHNe CeMu
npeawecTBYOLWNUX AHEN, KOTOPLIA He DbIN 3aMOPOXeEH UMK CYOKYNbTYPUPOBaH (NepecesdH) bonee nATH pas.

3.9.2 HepaBHUM N30nAT (recent isolate): M3onat, nony4YeHHbIN U3 KNUHUYECKOW Npodbl B TeveHne 12
npeaLlecTBYHOLWMNX MeCcALeB.

3.9.3 b6a3zoBbIn nzonart(stockisolate): Nsonart, nony4yeHHbIN U3 KNMUHUYECKOW NPOOLI, KOTopasi nogaep-
XXUBanNachk, XpaHunacbh U nonydeHa U3 Konnekumm KynbTyp.

[TpnmeyaHune— basoBbii M30NAT 0ObIMHO BKOYAOT B UCCNeAoBaHUE, NOCKONbKY OH 0ONagaeT M3BECTHLIM
NN PEJKUM MEXAHU3MOM PE3NCTEHTHOCTU NN SABNSAETCSH BUAOM UK POAOM, AN KOTOPOro aHTUMUKPOOHBIN areHT yKasaH,
HO KOTOPbIN OObIYHO HE N30NUPYETCS. Takne OpraHn3amMmbl ManoBEPOSITHO OBHAPYXUTb B CBEXUX KITMHUYECKUX N30OMNATAX, NC-
NoNb3yeMbIX B NPOLECCE OLEHKMN.

3.10 ucnbiTaTtenb (investigator): JlMuo, oTBEeTCTBEHHOE 3a NpoBegeHUe oLeHKU PYHKUMOHaNbHBLIX
XapaKTepUCTUK B onpeaeneHHoOM MecCTe.

3.11 MuHUManbHaAa nogaBnAaLwan KoHueHTpauua, MK (minimum inhibitory concentration, MIC):
Hanbdonee HMU3Kasi KOHLIEHTPALUA, KOTopas B onpeaeneHHbIX YCNoBUSIX in vitro npeaoTBpallaeT BUAUMBIN POCT
baKkTepun B TeveHne onpeaeneHHoro nepruoaa BpeMeHu.

[Tpumeyadnune— MIKBbIpaxatoTt B Mr/n.

3.12 TecT MIK (MIC test): UcnbiTaHne, koTopoe cnocobHo onpeagennuTb MIK, nokpbiBatoLyo, NO Kpan-
HeW Mepe, NATb NocneaoBaTenbHbIX pasBeaeHUN, U ANa KOTOPOro MOXKET ObITb onpeaeneHo cywecTBEHHOE
pasnnyne.

3.13 pe3ynbTaTt MIIK TecTa Ha wkKane (on-scale MIC test): PesyneTat MINK TecTa, npu KOTOpPOM pOCT
oDHapyXeH, No KpanuHen mepe, Npu oAHOW, HO HE NP BCEX UCMbITAHHbIX KOHLUEHTpPaLUAX.

3.14 pecepeHTHbIN MeTOA (reference method): PedrepeHTHBIM MeToa, onucaHHbIM B NCO 20776-1.

3.15 gunameTp 30HbI (zone diameter): OdunameTp (B MM) 30HBI TOPMOXEHUA pOoCcTa BOKPYr AUCKa, coaep-
Kalero aHTUMUKPODHBIN areHT npu TecTte audgdysnn B arape.

4 O6wmne TpedoBaHNA K ol eHKe DYHKUMOHANbHLIX XapaKTepPUCTUK

N3roToBUTENb MW UCMbITATENb HECET OTBETCTBEHHOCTb 3a Ha4vano 1 npoBeaeHune oLeHKNn dyHKLUOo-
HabHbIX XapaKTepUCTUK B COOTBETCTBUU C NNaHOM oLeHKN. N3roToBUTenb A0MmKeH onpeaenitb OTBETCTBEH-
HOCTb N B3aMMOOTHOLUEHUA BCEro rnepcoHana, KoTopblid opraHnu3yeT 1 NpoBoAUT oLeHKY yHKLMOHAaMbHbIX
XapaKTepuUCTUK.

N3roToBUTENMb UNUUCTBITATENb OPKEH HA3HAYNTb KoopAuHaTopa c 0oL e 0TBe TCTBEHHOCTbHO 3a OLEeH-
KY (PYHKLMOHAlNbHBLIX XapakTepucTUK 1N oT4eT 0 Hel. KoopaunHaTop OOSTKEeH OUEHUTb U AOKYMEHTUPOBAaTH
MCMOMb30BaHHbIE KPUTEP UM NOrPaHNUYHBIX 3HAYEHWNN U YKa3aTb, KakimM 3asiBNeHHbIM (PYHKLMOHATbHBIM XapaK-
TepPUCTUKAM OHN COOTBETCTBYIOT.

5 MeTtoabl nCnbiTaHNA

5.1 O6wun o630p

OueHka, NnpoBegeHHas U3roToBUTENEM, A0IMPKHA COCTOATh U3 UCMNbITAaHUM NPaBUNbHOCTA, BOCNPOU3BOAN-
MOCTW U KOHTPOMNSA Ka4ecTBa, BbIMOSIHEHHLIX, MO KpalHen Mepe, B TpeX pasnuyHbIX labopaTopusx, N3 KOTOPbIX
MaKCUMyM ogHa MOXeT ObiTb nabopaTopuen nsrotosmutens. icnbiraHna gomkHbl ObiTb NPoOBEeAEHbI C UCMOMb-
30BaHMEM KaK UCMbITYEeMOro YCTPONCTBA, Tak U pedepeHTHOro metoaa.

5.2 MeTtoabl

5.2.1 Bblbop wtamma

[1porpamma oueHKU OoIMKHa npegycMmaTpuBaTth, No KpanHen mepe, 300 KNMUMHNYECKMX U30NATOB NO OTHO-
LUEHUIO KAHTUMUKPOOHOMY areHTy. [1ofmKkeH ObITb BKTHOYEH TONBKO OAWH N3ONSIT Ha poAd M Ha naumeHTa. Konnek-
LUS1 OOBKHA BKMWYaTh CBeXue W/WnNu HeaaBHUE U30NATHL M3 MHOTMX BUMOOB U POAOB, B paMKax
npeanonaraemMoro UCnonb3oBaHUAa yctponctea. Konnekyuma gormkHa BKoYaTb HACTONMbKO MHOTO HEe OTHOCS-
LLIMXCA K Aeny LTaMMOB, NpeacTaBnsaroLWnX pasrnnyHble cTeneHn YyBCTBUTENBLHOCTU K aHTUMUKPOOHOMY areH-
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TY, HACKOMNbKO 3TO BO3MOXHO. ECcnKn ycTponcTBO NpegHasHaveHo Ans nccnegoBaHns oanHOYHbIX BUAOB UMK
POAOB, AOTKHO ObITb M3y4YeHo No MeHbluen mepe 100 KNUHUYecKUx n3onatoB. MoryT 6biTb UCMONb30BaHbI
Oa3oBble N30NATHI B AOMONMHEHUE K CBEXMM U HeJAaBHUM M3onaTam And Toro, Ytobbl NpeacTaBuTb PEe3UCTEH-
THble WTaMMbl C pas3fnMYHbIMKA MexaHu3MamMmn pes3ncTeHTHoCTU. CneayeT onpeaenutb Habop WTaMMoB AN
OLLEHKN BHYTPWU- U MexnabopaTopHOM BOCMPON3BOAMMOCTN YCTPOWCTBA ANS UCMbITAHUA aHTUMNKPODHON
4YyBCTBUTENbHOCTWN. Konnekumnsa lTaMMOB ASIA KOHTPOMSA KavyecTBa JOSKHA, Kak MUHUMYM, BKNoYaTb B cebs
LITAMMBbI, YKa3aHHble B MHCTPYKLWN K YCTPOMUCTBY 1 ApYyrne lwtaMmmbl, Heobxogumble ANs NONyYeHUs LKanbl
pe3yibTaToB.

5.2.2 lporpaMmma UCNbITaHUA U3ONATOB

NcnbiTaHne n3onaToB AN YCTPOUCTBA ACIMKHO COOTBETCTBOBATbL MHCTPYKUMW NO NPUMEHEHUIo, npea-
cTaBneHHon nsrotoButenem. CpaBHMBAOT pe3yfibTaTbl TECTUPOBAHUA, MOTyYEeHHbIE C MOMOLLIbIO YCTPOWCTBA,
c MIMK pedepeHTHOro MeToga U cooTBETCTBEHHO NPOM3BEAEHHbIE MHTepnpeTaL/uu.

[TpwnmedaHun e — B HEKOTOpLIX cny4vasx, Hapsay ¢ pesyneratamum onpegenenns MK peepeHTHbIM MeTogomMm,
MOTYT ObITb UCNONb30BaHbI APYIve WWNPOKO pacnpocTpaHeHHble MeToabl. Hanpumep, TeCTbl, KOTOPbIE ODHAPYXMBAIOT Cre-
LNPUYECKUN TEH PE3NCTEHTHOCTU, TAKOW Kak MeCcA reH (Kogampyrwmm pe3ancTeHTHOCTb K oxacillin) nnn npoaykr rexHa
(PBP 2a), WwWnpoko UCNonb3ytTcs U paccMaTtpuBaloTCa Kak pedepeHTHble MEeToAbl ODHapYXeHUs1 PE3UCTEHTHOCTU K
oxacillin y ctadpnnokoKKOB.

5.2.3 lNogroToBKa UHOKYNOMa

PedepeHTHbIM MEeTOa N YCTPOUCTBO ANSI UCMbITAHUA AOMKHBI ObITh 3a4€UCTBOBAHLI B OAWH U TOT XKE AEHb
C UCMONb30BaHUEM OQHOT0 U TOrO XXe UCTOYHUKa MHoKynoMa. CTaHgapTM3aunua MHOKYNIoMa Ana nsgenua ans
NCMbITaHWUA ACMKHa ObITh NpoBeAeHa B COOTBETCTBUM C UHCTPYKLUMEN NO MPUMEHEHUIO OT N3rOTOBUTENS.

5.2.4 AcnbiTaHUe BOCNPOU3IBOAUMOCTU YCTPOUCTBA

TponHOEe UCMbITaHUe Kak MUHUMYM AeCATU LTaMMOB (BCAKUM pas, Mo BO3IMOXHOCTU, BKMoYad TOT
LUTAaMM, KOTOPbIW gaeT pesynbTaTthl uccneagosaHua MINKHa wkane gng UCnelTyeMoro aHTUMUKPOOHOro areHTa)
OOJPKHO ObITb NPOBEAEHO B TEYEHME TPEeX AHEN B KaXXA0M U3 MECT, rae BbINOTHAETCS OLLeHKa YCTPOUCTBa ANS
NCMbITaHUA aHTUMUKPODHON YYBCTBUTENbHOCTU. YUCNO N30NATOB, AaBLUMX pe3ynbTaThl uccnegosaHna MIK
Ha LWKane, QOMMKHO ObITb yKa3aHO B OKOHYaTesNbHOM oTt4veTe. [lpn ycTaHOBMEHUN NOrPaHUYHOrO 3Ha4YEeHUS
YCTPOWUCTB (UcKnovasa anck-gnddpysnoHHble TeCThl), BblbMpada WTaMMbl, HE crneayeT BKAoYaTh WTaMMbl C
OdHWUM pasBegeHNEM OT NOrPaHNUYHOro 3Ha4YeHUS.

5.2.5 KoHTponb KavecTBa pedepeHTHOro Mmetoaa

KOHTpONbHbIE WTaMMbl A0TKHBI UCMNBIThIBATLCA eXegHeBHO, Korga npoBoguTcs UCnblTaHUE YCTPOUCTBA.
Ecnun pesynbTaTthl KOHTPONA KavyecTBa ANl KOMOUHAUMN « aHTUMUKPOOHBIN areHT/6akTepusi» okasarnucb BHE
ananasoHa pedepeHTHOro MetToga h aHTUMUKPOOHBLIN areHT UMEET TONMbKO OAWUH OpraHn3m, AaBLUniA pesynbTa-
Tbl UccnengoBaHmns MK no wkane, Bce UcnblTaHUa 4aHHOro AHA AOMKHBbI ObITb NOBTOPEHbI AN AaHHOMO aHTU-
MUKpOBHOro areHta ¢ pedepeHTHbIM MeToaoM U ¢ unsgennem Ang UCnbITaHU aHTUMUKPODOHON
YYBCTBUTENBHOCTMN.

K aHTUMUKPOOHLIM areHTamM ¢ ABYMS UMK 6ONbLUIAM YMNCTIOM OpraHU3MOB, AaBLUUX pe3ynbTaThl UCCNEao-
BaHnaA MI'IK no wkane, npuMeHatoT cneayowne 4ecTBUS:

a) ecnu pesynbTaTbl KOHTPONS Ka4YecTBa Ansl O4HOWN KOMOUHALUMN «aHTUMUKPOBDHBIA areHT/0akTepus»
oKasanucb BHe gunanasoHa pedepeHTHOro Metoga, 1orga Kak Apyron (Me) KOHTPOMNbHbIU WTamMM (bl) gan(u)
pe3ynbTaThl B Npegenax oXxXnagaemMmoro amanasoHa; pesynbtaTbhl UCNbITAHUA AaHHOW KOMBUHaLUWMN «aHTUMMUK-
POOHLIN areHT/6akTepua» AaHHOro AHA MOTYT ObITb NpUeMNeMbIMi, €CNi pe3ynbTaThbl KOHTPOMNS KavyecTBa B
npegenax oXxmagaemMmoro agnanasoHa Ha cneayrLwmm geHb UCNbITaHUN;

D) ecnun pesynbTaTtbl KOHTPONMA Ka4yecTBa ANl KOMOMHALUWUN «aHTUMUKPOOHBIN areHT/bakTepusi» okasa-
NACb BHe agnanasoHa pedepeHTHOro Metoda B Te4eHne AByxX nocrneaoBaTenbHbIX AHeN, 0ba AHEBHBIX Pe3yib-
TaTa JOMMKHbI ObITb NOBTOPEHLI ANS1 AaHHOMO aHTUMUKPODOHOIo areHTa Kak ¢ pedepeHTHbIM MeToA0M, TaK U C
n3gennem anst UCnbiTaHUs aHTUMUKPOBOHON YYBCTBUTENbHOCTU;

C) ecnu pesynbTaTbl KOHTPONA KA4YeCcTBa AN ABYX M bonee opraHM3MoB, AaBLUUX pe3ynbTaTbl UCCNeao-
BaHuda MIK no wkane, koMbuHaunn « aHTUMUKPOOHLIN areHT/6akTepusa», okasanncb BHe AnanasoHa pedepeH-
THOro MeToda Anst KOMOMHaUUN «aHTUMUKPOOHbLINA areHT/0akTepusi» B TeMeHne oaHOro AHs, Bce UCMbITaHWUA,
BbINOSTHEHHbLIE B TE@YEeHNEe AaHHOTo AHS, ACKHBLI ObITb NOBTOPEHLI A8 AaHHOIo aHTUMUKPOOHOro areHTa Kak ¢
pedepeHTHbIM MeTOA0M, TaK U ¢ U3genmem ans UcnblTaHUA aHTUMUKPODOHOW YYBCTBUTENBHOCTMN.

5.2.6 PesynbTaThl

Ons yctponcte MIK aomkHo ObITh paccunuTaHo obllee cyulecTBeHHOe cornacoBaHue. [Ins Bcex MeTo-
OB cornacoBaHue KaTeropuin Ao0MKHO ObITb paccuUMTaHO U NPEeaCcTaBIEHO COMrMAacHO COOTBETCTBYIOLLMM MHTEP-
NPETUBHLIM NMOrpaHUYHbIM 3HAYEeHUAM, 3a9BNEHHBIM U3TOTOBUTENEM.
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5.2.7 UcnbiTaHue pa3pelleHUA pacxoXxaeHUn

MosKeT ObITb BbINMOMHEHO UCTbITAHNE pPa3peLUeHns pacXoXaeHnin npn 6onbLKUX U o4YeHb DONbLLUMX pac-
xoxaeHusix. Ecnuumeetca ydeautenbHoe gokasaTelbCTBO TEXHUYECKON OLLMOKN (HanpuMep, UCMbIThIBaNUCH
CMellaHHbIe KyNbTypbl, HeNpaBUbHbIE YCNOBUA MHKYDaLIMK), A0MKHO ObITb NTOBTOPHO NPOBEAEHO UCCNeJ0oBa-
HUe pedepPeHTHLIM N UCTbITYEMbIM MeTOAaMU U NoNYyYeHHbIE NMPU 3TOM pe3ynbTaTbkl A0/TPKHEI 3aMeHUTbL NepPBOo-
HadanbHble pe3ynbTaThl.

EcnuHeTybeanTenbHbIX A0OKa3aTeMbCTB TEXHNYECKOW OLLNDKNU, pacxoXXaeHMe MOXHO YCTPaHUTb, NMPoBe-
Os1 OHOKpaTHO TpoWHOEe napannensbHoe uccnegoBaHue pedepeHTHbIM MeTOAOM, UCMOMNb3ysl CYCrneH3uu
OTAeNbHOro MHoKyntomMma baktepuin. Bug kateropmun pesynbtata TPOUMHOMo UccrieaoBaHnus pedpepeHTHBIM METO-
IOM MOXET 3aMeHUTb NepBoHavasribHbIKM pe3ynbTaT Ang Luenen onpegeneHunus pasmepa ondKy npu CoOoTBET-
CTBUK onpegeneHHbiM Kputepusim. [lpexage Bcero, nNpu norpaHUYHOM 3HAYEeHUUM AN KaTeropuu
MPOMEXKYTOUYHOW YYBCTBUTESTIbHOCTU, NO KpaNHEN Mepe, ABA U3 TPEX PE3yNbTaToOB AOIMKHbI AAaTh TY Ke KaTero-
PUIO COrNacoBaHUA B COOTBETCTBUK C Tabnuuen 1.

Tabnwua 1— KombuHaums pesynbTatoB TPexX napannenbHbIX UCCNeaoBaHuin, KOTopasi No3BONseT yCTaHOBUTb NPU-
eMINeMbIVN COrnacoBaHHbIN pe3yrnbTaT

[TapannenbHbin pedepeHTHbIM | [1apannenbHbiv pedepeHTHbIW | [TapannenbHbin pedepeHTHbI | [lpuemnembin cornacoBaHHbINU
pesynbTaTt Ne 1 pe3ynbTar Ne 2 pesynbTaTt Ne 3 pe3ynbtaT
S S S S
S S | S
S | | |
| | | |
R | | |
R R | R
R R R R

PesynbTaThl TpoMHOro napannenbHoro uccregosaHns pedepeHTHbBIM MeTOA0M, He COOTBETCTBYIOLLINE
KPUTEepUAM, NpeacTaBlieHHbIM B Tabnuue 1, aBNA0TCa HenpneMneMbiMn, 1 pe3ynbTaTbl UCCNeaoBaHNM AaH-
HOro U3onAaTa ACIKHBI ObITb YAaNeHbl N3 BCeX aHanM3oB.

Onst aHTUMUKPOBHBIX areHTOB, HE MMEIOLLIMX NMPOMEXYTOUHYIO KaTeroputo, Hanpumep, S/R, ABa 13 Tpex
3HaYeHUN pe3ynbTaToB NOBTOPHLIX UCCNeaoBaHNN NPeaCcTaBNAOT cornacoBaHHbIM pesynbTaT. Bce Tpmu 3Have-
HS1 MOBTOPHBLIX pedepeHTHbIX nccnegoaHnidi MINK gomkHbl BbITh B Npegenax nHTepsarna Tpex ABOWUHbIX pas-
BedeHWUN O4HO OT APYroro.

5.2.8 OueHKa cucteMbl

Bce KOMNOHEHTLI N3aenna(To eCcTb AEHCUTOMETP, puaep, onTuka, anroputM UHTepnpeTaunn), UCronb3o-
BaHHble AN OUEHKW, AOMMKHBI ObITb 3KBUBANEHTHbI KOMMepYeCckon KoHdurypauum nsgenua. lNnaH oueHku,
NMPUMEHEHHBIN ONA U3yYeHUa 1U3genua anga onpegeneHnss aHTUMUKPOOHOW YYBCTBUTENLHOCTU, HE OOJIKEH
OTKNMOHATLCA OT CTaHOQapPTHOU MeTOAMKN, YCTaHOBNEHHOW U3TOTOBUTENEM.

5.3 AHanun3 AaHHbIX

[aHHble A0MKHBI ObITh MPpoaHanM3npoBaHbl C MPUMEHEHNEM COOTBETCTBYIOLLIMX NOrpaHUYHbIX 3Ha4YEHNN,
BbIOpPAHHbLIX U3rOTOBUTENEM U UCTIbITATENEM.

5.4 Kputepuu npuemMnemMocTu

5.4.1 ToyHoOCTb U3Qenun

MIIK nsgenna ans onpegeneHnsa aHTUMUKPODOHON YyBCTBUTENBHOCTU A0MKHA MMeTb obLyto EA >90 %
NP cpaBHEHUN C pe3ynbTaTaMn pedpepeHTHOro MeToaa n uMeThb 00LLne o4YeHb bonblLuoe pacxoxageHue (VMD)
nbonbuoe pacxoxaeHne (MD) < 3 % kaxxaoe. B tex cnyvasx, korga B uccnegoBaHume He Oblo BKNoYeHo D0nb-
LLIOE YNACNO PE3NCTEHTHLIX N30nATOB, VMD moxeT bbITh >3 %, NOCKONbKY pacyeT OCHOBAH TOMNbKO HA YUChe
PE3NCTEHTHLIX N3oNATOB. Hanpumep,ecnin VMD > 3 %, aEA =97 %, 3T0 NO3BONSAET CHUNTATb, YTO U3JeNne nme-
eT npuemnemyto ToMHocTb. cnonb3oBaHue EA ansa aToro tmna oueHKU gaHHbIX ObINo Obl yYLWMM pacyeToM
ONs1 YCTAHOBMEHUSA TOYHOCTU. OTOT NOAX04 ABNsAeTcsl Hanbonee 6naronpUATHBLIM MPU OTCYTCTBUM MPOMEXKY-
TOYHOWN KaTEropun Anst KOHKPETHOro aHTUMMKPODHOMo areHTa, 1 BCe pe3ynbTaThl ¢ pacxoxkgeHnem CA aABNsAt0T-
ca nnoo MD, nndo VMD. [lomkeH bbITb NpoBegeH aHanns3 6onbLnUX U o4eHb BONbLUMX pacxoXaeHuin, YToObl
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onpeanennTb, NopaXXeHbl M KOHKPeTHbIe BUAbl M HeObXoAUMbI T orpaHUYeHUs NpUMeHeHnUsa n3genns Ans gaH-
HbIX BUOOB BakTepuin U AaHHbIX aHTUMUKPOBHbLIX areHTOB.

N3pnenusa ana onpegeneHnst aHTUMUKPOOHOW YYBCTBUTENbHOCTU, UCNONMb3YHOLWME NorpaHnU4YHble 3HaYe-
HUS, ACTTKHBI UMeTb 0oLy CA > 90 % npu cpaBHEHUU C pesynbTaTaMu peepeHTHOro MeToaa UMMeTh 0bLne
VMD n MD <3 % kaxxgas. [lormkeH bbITb NpoBeaeH aHanms 60onbLlUnMX 1 04eHb DOMbLUMX pacxXxoXXaeHUn, YToOobl
onpeaennTb, NopaXXeHbl M KOHKPeTHble BUAbl M HeObXoaAUMbI T orpaHUYeHUS NpUMeHeHUsa n3genns Ang aaH-
HbIX BUOOB BakTepuin n AaHHbIX aH TUMUKPOBHbLIX areHTOoB.

5.4.2 KoHTponb KavyecTBa nusgenusn

KOHTPOMbHbIE WITAMMbI, UCCNeAyeEMble C NMOMOLLbID U34enna Ans onpegeneHust aHTUMUKPODOHON
YYBCTBUTENIbHOCTU, AOJKHBI ObITh B npeaenax, yctaHoBneHHbIX MCO 20776-1 ana npumepHo 90 % pesynbTa-
TOB 3a Nepuoad nposeaeHna ucnelTaH nsgenusa. Ana auck-andpdpysnoHHbIX TECTOB AUMaMeTP 30HbI KOHTPOMb-
HbIX LITaMMOB Ao0SKeH OblTb B COOTBETCTBYWOLLEM OXuaaemMoM AuanasoHe (Hanpumep, BSAC, CLSIY,
CA-SFM?2), DIN) ans, no kpanHei mepe, 95 % pesynbTaToB 3a nepunoa NpoBeaeHNs UCTNbITaHWIA N3aenus.

5.4.3 BocnpoussogumocTb Usgenus

BocnpouasogumocTb nsgenus ang onpegenenna MK gomkHa obiTh B npegenax = 1 passegeHne suga
OAHHOro aHTUMUKPODOHOro areHTaaAnNa > 95 % pesynbtaToB. ECNM3genue BelgaeT TONMbKO pe3ynbTaThl SIR (32
ncKnveHnem auck-andpdpysMoHHOro MeToga), BOCnponu3BoAMMOCTb A0KHA ObITh 95 % No cpaBHEHWUIO C Hau-
Oonee YacTbIM pe3yNnbTaToM, €CNN 3TOT pe3ynbTaT S U R. Bocnpon3BoaMMocCTb pe3ynbTaToB ANCK-and dy-
3MOHHBLIX N3aennin gomkHa ObITb B Npegenax = 3 MM pasMepa gunameTpa 30Hbl (Npegen 7/ MM) ANg AaHHOro
aHTUMUKPOOHOro areHTa anst 95 % pesynbTaTosB.

5.5 [lOKyMeHTbI, CBA3aHHbIe C UCNbITaHUEM

OnuncaHne npoayKkTa 1 NfaH oUeHKN A0MKHbI OblTb COCTaBNEHbl 40 HavYana UcnbiTaHua. 3akniovnTe b-
HbI OTYET AOMKeH ObITb COCTaBNEH, AICHO yKa3blBasa PyHKLUMOHAaNbHbIE XapakTepucTUKA U3gena ansa onpege-
NTEHNA aHTUMUKPODOHOM YYBCTBUTENBHOCTU MO CPaBHEHUIO ¢ pedhepeHTHbIM MEeTOA0M SIS KaXKA0ro 0TAeNIbHOIo
BMOa BakTepuin U Ang Kaxkaoro aHTMMUKpobHoro areHTa. PyHKLUMOHaNbHbIE XapaKTePUCTUKN N30enNnusa N HTep-
NpeTUBHbLIE NOrpaHUYHbIE 3HAaYEHUS, NCNOMNb30BaHHbIE ANA OLLEHKN, JOTKHbI ObITb YCTAaHOBMNEHbI AN KaXXA0ro
aHTUMNKPOBHOro areHTa. [lomKkHbI ObITh NepevncriedHsl nabopaTopunmn, ydacTBOBaBLUNE B NPOBEAEHNN OLIEHKN.

1)
2)

MHCTUTYT KnnHndeckmnx n nabopatopHbix ctaHgapTos (CLUA).
Komutet aHtnbnotunkorpamm ®paHuy3ckoro obuwecrsa MUKpobnonoros.
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Mpunoxenwne A
(cnpaBoO4HOE)

CBefeHUA 0 COOTBETCTBUM CCbINTOYHbLIX MeXAYHapoAHbIX CTaHOapToB
CCbINTOYHbIM HaLMOHanbHbLIM cTaHgapTamMm Poccunckou @epgepauumu

Tadbnwua OA.1

OBo3HavYeHne CChINOYHOroO CteneHb

Obo3HavYeHUe 1 HAMMEHOBAHUE COOTBETCTBYHKOLWEero HaunoOHaNnbHOIroO CTaHaapTa
MEeXAYHAPOAOHOIoO CTaHAapTa COOTBETCTBUA

NCO 20776-1:2006 IDT [OCT PWNCO 20776-1—2010 «KnunHuueckune nabopartopHble ncere-
OOBaHUA U AnarHoCTUYECKUE TeCT-CUCTEMbI in vitro. VlccnegoBaHmne 4yB-
CTBUTENBHOCTU MHAEKLUNOHHBIX areHTOB U OLEHKa PYHKLUMOHASBbHbIX Xa-
PaKTEPUCTUK U3OENUN OIS UCCINEA0BaHNS YYBCTBUTENBHOCTN K aHTUMMUK-
pobHbIM cpeacTBam. Yactb 1. PedepeHTHbin meToa nadboparopHoOro
NcecrneaoBaHns akTUBHOCTU aHTUMUKPODOHbLIX areHTOB NPOTUB ObICTPO-
pacTyLWmnx aspobHbIX DaKTEPUN, BbI3bIBAOLWMX MHAPEKLUMOHHBbIE BONE3HUY

[Tpunmedanune—B HacToawen Tabnuue NcNonb3oBaHO cneayoee ycnoBHoe 0603Ha4YeHne CTENEHN COOT-
BETCTBUS CTAHOAPTOB:

- IDT — npeHTn4yHbIN cTaHOApPT.




OCT P UCO 20776-2—2010
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KntoueBkle crioBa: KnuHUYeckue nabopaTopHble NccrnegoBaHusa, AMarHoCTUYEeCcKne TeCcT-CUCTEMBI in Vitro, NH-
dbeKUMOHHbIE areHThl, oLeHKa YHKLMOHAaNbHbLIX XapakTepucTnk, aHTUMUKPOOHbIE cpeicTBa
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