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Mpegucnosue

Llenn, OCHOBHble MPWHLUMNLI U OCHOBHOI MNOPAAOK MpoBefeHna paboT No MexXrocyfapCTBEHHOW
cTaHgapTtusaummn yctadosneHsl FOCT 1.0-92 «MexrocygapcrseHHas cuctema ctaHgaptusaunm. OCHOBHbIe
nonoxexnus» wu [OCT 1.2-2009 «MexrocygapcTtBeHHasa cucTtema craHgaptusauuun. CraHgapTbl
MEXrocyapCTBEHHble, Npasuia W pekoMeHZauun Mo MeXrocyAapcTBEeHHON cTaHgapTusauuun. [Mpasuna
pa3paboTku, NPUHATUA, NPUMEHEHUSA, 0GHOBNEHUA U OTMEHbI»

CeepeHuna o ctaHpapTe
1 MOArOTOB/IEH OAO « Bcepoccuiickuii Hay4HO-UccnefoBaTesibCkuii UHCTUTYT cepTudmka-
uum» (OAO «BHUWNC») Ha OCHOBE ayTEHTUYHOIO NepeBofa Ha PYCCKUI 3blK MEXAYHAPOAHOro AOKYMEHTa,

yKa3aHHOro B NyHkTe 5

2 BHECEH ®degepanbHbiM areHTCTBOM M0 TEXHUYECKOMY PerynvpoBaHunio u meTponorun Poccuiickoit
depepaymm (TK 335)

3 MPUHAT MexrocygapcTBeHHbIM COBETOM MO cTaHAapTu3auumn, MeTponormm n ceptndukauum (npo-
TOKoN OT 14 HosA6ps 2013 r. No 44)

3a npuHATHWe cTaHAapTa NporosiocoBanu:

Kpartkoe HaMmeHoBaHMe cTpaHbl CokpalLieHHOe HavMeHOBaHMe

Kog ctpaHbl no MK

no MK HaLMoHasIbHOro opraHa
(NICO 3166) 004-97 (CO 3166) 004-97 MO CTaHAAPTM3ALN
Benapycb BY loccraHgapt Pecny6nvku Benapycb
Mongosa MD Mongosa-CtaHaapT
Poccus RU PoccraHgapT
TamKukucTaH iR TampxukcTaHaapT
Y36ekuctaH uz Y3ctangapt

4 Tpukasom PefepasibHOro areHTcTBa MO TEXHUYECKOMY perympoBaHuio U MeTponorun ot 22
Hosbps 2013 r. No 2069-cT BBeAeH B AeiCTBME B KayecTBe HaUWOHasIbHOro cTaHjapTa Poccuiickoi
dPepepauum ¢ 1unona 2015 roga

5 HacTtosAwmin cTaHgapT UAEHTUYEH MexXayHapoaHOMy AokyMeHTy ISO/TS 22117:2010 Microbiology
of food and animal feeding stuffs - Specific requirements and guidance for proficiency testing by
interlaboratory comparison (Mukpo6uonorus nuweBbIX NPOAYKTOB 1 KOPMOB A/1S1 XUBOTHbIX. CneunanbHblie
TpeboBaHNA M PyKOBOACTBO MO NpoBepke kBanudukauuy nabopaTopuii C NOMOLLbIO MexnabopaTopHbIX
CpaBHUTE/bHbIX UCMbITAHWIA).

MepeBog, c aHrNMIACcKOro A3blka (en).

OdmunanbHbIl  3K3EMNAAP MEXAYHapoAHOro [AOKyMeHTa, Ha OCHOBE KOTOPOro MoAroTOB/EH
HaCTOALMIA MeXrocyfapCTBeHHbIi cTaHAapT, uMeeTcs B ®defepanbHOM areHTCTBE MO TeXHUYEeCcKoMy
perynuposaHunio 1 metposnorum Poccuiickoin degepauuu.

Mpu nNpumeHeHUW HacTosALWEro craHjapTa pekoMeHAyeTCs WCNo/fb30BaTb BMECTO CCbITOYHbIX
MeXJyHapoAHbIX CTaHAapTOB COOTBETCTBYKOLUME WM MeXroCcyfAapCTBEeHHble cTaHAapTbl, CBeAeHus o
KOTOPbIX NPVBEAEHbI B AOMNO/IHUTENBHOM NpunoxexHun JA.

CTeneHb COOTBETCTBMUA - UAaeHTuyHasa (KOT)

6 BBEJEH BIEPBbIE

7 NEPEN3OAHWVE Mapt 2016 .



FOCT ISO/TS 22117-2013

WNHbopmauus 06 n3ameHeHusx K HacToALeMy cTaHgapTy NyonukyeTCs B eXerogHo usgasaemMom
MH(OPMaLMOHHOM YKasaTene «HauuoHanbHble cTaH4apThbl», a TEeKCT W3>/eHBHUIA M MonpaBoK - B
eXeMeCAYHO un3faBaeMOM WH(OPMALMOHHOM YyKasaTene «HauuoHanbHble cTaHgapTbi». B cnyvas
nepecmoTpa (3aMeHbl) UK OTMEHbl HACTOSALEro cTaHjapTa cCooTBeTCTBYOLee yBefoMeHe byaeT
ony6/1MKOBaHO B €XeMeCAYHO n3gaBaeMoM MHOPMaLVOHHOM yKasaTene «HaunoHanbHble CTaHaapThbi».
CooTBeTcTBylwWasa wuHdopmauusa, YyeefoOMAeHWe W TeKCTbl pasmeuwialnTcs Takke B
UHOpMaLMOHHOW cucTeme o06Wero nonb3oBaHWsa - Ha oduumanbsHom cainTe PegepanbHOro
areHTCTBa N0 TEXHNYECKOMY PerympoBaHuio 1 MeTposiorun B ceTu MHTepHeT

© CtaHgapTuHgopm, 2016
B Poccuiickoli ®epepauun HacTosiwuii cTaHAApPT He MOXeT ObiTb MOMHOCTBI0 WM YaCTUYHO

BOCMpOU3BEEH, TUPAXMPOBAH U pacnpocTpaHeH B KauyecTBe OMLMANbLHOTO M3faHus 6e3 paspelueHus
defiepasibHOTO areHTCTBa M0 TEXHUYECKOMY PerysimpoBaHuto v MeTposIoru
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BeepeHve

MexgyHapogHasi opraHusaums no craHgaptusauum (ISO) sBnseTcs BceMupHOW defepauveit
HaLMOHa bHbIX OpraHusauWii no craHgapTusauun (kommuteToB-4neHoB ISO). Pa3paboTka MexAyHapoAHbIX
CTaHJapToOB O0ObIYHO OCYLUECTBAAETCA TeXHUYeckumu komutetamu 1SO. Kaxpgblli  KOMUTET-UfeH,
3aMHTEPECOBaHHbIN B AeATENbHOCTU, ANA KOTOPOW 6bin CO3aH TEXHUYECKNI KOMUTET, MMeeT npaso 6biTb
npeAcTas/ieHHbIM B 3TOM KomuTeTe. MexayHapofHble MNpaBUTENIbCTBEHHbIE W HenpaBUTE/IbCTBEHHbIE
opraHusauuu, umetowmne ceasm ¢ ISO. Takke NpuMHMMalOT yyactue B paboTtax. ISO TecHO coTpyAHMYaeT C
MexayHapoAHOW anekTpoTexHuyeckoit komuccueinn (IEC) no Bcem Bompocam cTaHgapTusauuu B obnactu
3/1EKTPOTEXHUKN.

MexayHapofHble cTaHAapTbl paspabdartbiBaloTcA B COOTBETCTBMU C Npaswuiamun, npuBefeHHbIMU B
[OunpektnBax ISO/IEC. YacTb 2.

OcHoBHasa 3afavya TEXHUYECKMX KOMUTETOB COCTOUT B pas3paboTke MexAyHapOAHbIX CTaHA4apTOB.
MpoekTbl MeXayHapoAHbIX CTaHAAPTOB, MPUHATbIE TEXHUYECKUMU KOMUTETaMu, paccblialoTcsa KoMmuTeTam-
y/leHaM Ha ronocosaHve. [na ony6/vKoBaHUA WX B KavyecTBe MexXAyHapofHoro craHfaprta TpebyeTtcs
ofo06peHne He MeHee 75 % KOMUTETOB-Y/IEHOB, MPUHMMAIOLLNX yYacTue B r0O/I0COBAHUN.

Mpn gpyrux o6CTOATENbCTBAX, OCOOEHHO NPU HaIMYMM HACTOSTENbHbIX TpeboBaHWi pPbiHKa,
TEXHUYECKNI KOMUTET MOXET pPeLunTb 0ny6nKoBaTh APYrie TUMbl HOPMATUBHbIX AOKYMEHTOB:

- obulepocTynHble TexHuyeckue ycnosus 1ISO (ISO/PAS), npepcTaBnsiouine coboii cornaweHue
Mexy TexHUYeckumy akcneptamu paboueit rpynnbl ISO. n ny6avkyemble nNpu YCAOBUW NONYYEHUN
of06peHns 6onee yem 50 % rosi0COB Y/IEHOB rO/IOBHOIO TEXHUYECKOTO KOMUTETA, MPUHUMAaBLLUUX yYyacTue B
ros10CoBaHnN:

- TexHuuyeckne ycnosua I1SO (ISO/TS), npeactaBnsiowme coboil cornalleHne Mexay uieHamm
TEXHMYECKOro koMuTeTa W My6AvKyemble Mpu YCMoBWU YTBEPXAEHWs 2/3 ronocoB YNEHOB KOMUTETA,
NMPVHUMAaBLUNX y4acTue B rosloCoOBaHNN.

JokymeHTbl ISO/PAS nnu ISO/TS nepecmaTpuBatoTcs Yepes Tpy roga ¢ Lesbio NPUHATUSA peLueHuns
nM60 0 NpoAneHun nx AeicTBna Ha cnegyowme Tpu roga, 1mbo o nepecmoTpe u nybnukauuy B kayectse
MEXAYHapOoAHOro crtaHzapTa, /iM60 npekpalieHun aeiicteus. Ecnu npvHuMaeTcs pelleHvwe o NpoaneHun
pelicteua ISO/PAS n ISO/TS. oHM [0/MKHbI ObITb MEPECMOTPEHbI Yepes crefyline Tpu rofa, Korga oHu
[OMKHbI 6bITb TM60 NPeobpasoBaHbl B MeXAYHAPOAHbIV cTaHAapT, IMH60 OTMEHEHbI.

CnepyeTt yuuTblBaTb BO3MOXHOCTb TOrO, YTO HEKOTOPblE 3/1IEMEHTbI HACTOALEro JOKyMeHTa MOryT ObITb
npeAMeToOM naTeHTHoro npasa. ISO He HeceT OTBETCTBEHHOCTU 3a WAeHTUdVMKaLWi0 N6Oro U3 Takux
naTeHTHbIX Npas.

ISO/TS 22117 6bIn NoAroToBsieH TexHuyeckum komuTeTom ISO/TC 34. MuweBble NPOAYKTbI.
MogkomuteTom SC 9. Mukpobuonorus.

O6Lme TpeboBaHUS K OpraHu3aLuM nporpamm NpoBepku kBanndukauun (nabopatopuii) (PT) Bcex
TMnoB onucbiBatoTcs Komutetom ISO/CASCO (KomuTteT no oueHke cooTBeTcTBuA) B ISO/IEC 17043; kpome
Toro, obuiee pPyKOBOACTBO MOXHO MOAyuuTb B MeXAyHapo4HOM COH3e TeopeTM4eckoi U npuknagHoi
xvmun  (International Union of Pure and Applied Chemistry = IUPAC. cm. (9J) »n MexayHapoaHoii
opraHusaumym no akkpegutauum naéopartopuii (Laboratory Accreditation Cooperation = ILAC, cm. [8]). B T0
Xe BpeMs 3TW pekoMeHAauMn MOXHO NPYMEHATb HanpsMyl0 He BO BCeX c/yyasix, U UX cnepgyeT TosKosaTtb
KOHKPETHO B KaXAoM /1abopaTopHOM CeKTope, rAe OpraHusylTcs nporpammsl NpoBepku. Mo aToi npuymHe
BO3HMKNA HEOOXOAMMOCTb B paspaboTke [OKyMEeHTa, B KOTOPOM YCTaHaBAMBAlOTCHA KPUTEPUW, KOTOPbIM
opraHu3aTtopbl nposepku (U ero konneru) nporpamm nposepkn (PT) [OMKHBI CrefoBaTtb, 4TOObI WX
npu3HanM KOMMETEHTHbIMW B COCTaB/ieHun nporpamm PT no Mukpobuonormyeckomy aHanmsy. 370
NPYMEHNMO, B YACTHOCTU, K KOHKPETHBLIM TEXHUYECKUM TpeboBaHUAM, HEO6XOAUMbBIM A1 PaboTbl € XUBLIMU
MUKpPOOPraHm3mMamu, TakMM, Kak OA4HOPOAHOCTb W CTabWNbHOCTb NpPO6bLI, a Tawke AN TO/IKOBAHWA
pes3ynbTaTtoB Ha NPUCYTCTBME/OTCYTCTBUE (BbISIB/IEHWE), KOTOPbIE HE ONUCLIBAIOTCA B JAHHOM [OKYMEHTE.

Mporpammbl NpoBepkn KBanudmkauum nabopaTopuii Ana  Mukpobuonornyeckux nadopatopuii
UCMOMb3YKTCA [NaBHbIM 06pa3oM An18 OUEHKM nokasatenein nabopaTtopuii-yyacTHuL —(y4acTHMKOB
nporpamMmsbl), B 4acCTHOCTW NpPaBU/IbHOCTM (CMCTEMATMYECKOW MNOrpeLiHoCcTM) U B HEKOTOPbIX Cryvasx
NPeun3NoHHOCTN,  MUKPOBMONOTMYECKMX  WUCCNefoBaHWi  MUWEBbIX  NPOAYKTOB B KOHKPETHbIX
MUKpPOGUMOOrnyecknx nabopaTopusx.

Kpome Toro, AaHHble Takux nporpamMm PT MOXHO MCMO/b30BaTb, YTOObI:

a) obecneuntb MHhopmaLuio opraHu3almsam, OTBETCTBEHHbBIM 3a NabopaTopHy0 NpUeMKy B pamkax
opuLManbHOro KOHTPOA, U AaTb BO3MOXHOCTb NPOBEAEHUS HEMPEPLIBHOTO MOHUTOPUHTA,

b) cofeiicTBoBaTh akkpeanTalmmn nabopatopuii B pamkax o6Liero MeHegkMeHTa KauecTsa;

C) WHdoOpMMpoBaTb COTPYAHMKOB, OTBETCTBEHHbLIX 3a Ka4yecTBo, B nabopaTtopusx-yyacTHULAxX. B
nopsigke 06y4YeHNs BbINMONHEHWIO BHELLHEN OLeHKV NPaBuIbHOCTM (CMCTeMaTUYEeCKO NOrpeLuHocTy).

VHhbopmauumio, MoslyYeHHyH0 B XO4e BbINO/IHEHWS MporpamMMm, MOXHO Takxe MCnonb3osaTb ANS:
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1) NOEeHTUUKALMM  BO3MOXHbIX WCTOYHWKOB MOrPeLIHOCTe, OCOGEHHO cocTaBnsoLel
cuctemaTuyeckoimn NorpeLwHoCcTn - HeonpeaesieHHOCTU, C Le/ibio NoBbILWEeHNA pe3yibTaTUBHOCTU:

2) OLEHK/ HeomnpeaesieHHOCTU M3MepeHuii Ans metofos nogcyeta (cm. ISO/TS 19036(6)) n
npesenoB 06HapyXeHUs 418 MeTOL0B UCMbITAHUA HA NPUCYTCTBUE/OTCYTCTBUO;

3) LemMoHcTpauum KOMNETEHTHOCTX  NepcoHana B BbINO/IHEHUN cneunanbHbIX
MUKPOBUNOIOTMYECKNX NCCNEefoBaHWIA:

4) OUEHKM WAU Banufjauuu [aHHOr0  MeToja  NyTeM W3YyYeHWs  NPaBUILHOCTA U
npeumsnoHHoCTH,

5) NAEHTUMKALUN N3MEHUYMBOCTU MEXAY OTAeNbHbIMU Na6opaTopusiMu;

6) npegnucaHne «LUEefeBOro» 3HaYeHUs aHanuty (aHannsupyemMomy MWUKPOOpraHusmy) B

martepuasne, 4Tobbl co3aaTb CTaHAAPTHBIV 06pasel, (pedepeHTHbI MaTepuan).

OpfHaKO HaCToAWMI CTaHAAPT CNeLMasibHO 3TUMMW acnekTaMn He 3aHUMaeTcs.

MporpamMmMbl nNpoBepkn KBanudukauum nabopaTtopuii  ycTaHaBNMBalOT KpUTepuum U npoueaypbl
UCMbITaHW (4acToTa, KONMYecTBO 06PasLoB, YMC/AO MOBTOPOB, W T.A.). KOTOPblE [AOJSIXHbI BbIMNOMHATL
naéopaTopuu Npy MCMNO/Ib30BaHNM MeToAa U aHann3npyemMoii NpoayKLuumM, 4To6bl 4OCTUYL YPOBHS KOHTPONS,
XenarenbHOro Ans BCeX y4acTBYHOLUX CTOPOH.

\
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M E X T T OCYLAPTCTHBETHTHTUGbB CTAHAOAPT

MWKPOBMNONOINA NMNWEBBLIX MPOAYKTOB 1 KOPMOB A/1A XUBOTHbIX

CneuunanbHble Tpe60oBaHUS 1 PyKOBOACTBO NO NPOBepKe KBanudukauum naéopaTtopuii ¢ noMoLbio
MeX1abopaToOPHbIX CPABHUTEbHbLIX UCNbITaHW

Microbiology of food and animal feeding stuffs.
Specific requirements and guidance for proficiency testing by interlaboratory comparison

Jara BBefeHus - 2015-07-01

1 O6nacTb NPUMEHEHUS

HacTosawuii ctaHgapT ycTaHaBnuBaeT Tpeb6oBaHWA W PYKOBOACTBO MO OpraHusauuv nporpamm
npoBepkn kBanudmkaymmn (nabopatopuit) 4N MUKPOOGUOIOTMYECKNX UCCNEAOBaHWIA:

a) NULLeBbIX MPOAYKTOB U HAMUTKOB:

b) KOPMOB A1 XNBOTHbIX;

C) OKpyXatoLLei cpegbl NPy NPOU3BOACTBE MULLEBbLIX MPOAYKTOB M 06paLLEHUN C HAMY;

d) nepBWYHbIX CTaAauii NMPON3BOACTBA.

HactoAwwuii ctaHAapT Takke MNoTeHuWanbHO NPUMEHVM K MWKPOGMOSIOrMYEecKoMy uccnefoBaHuio
BO/bl, KOTOpas MCNOMb3yeTca MO0 B MPOM3BOACTBE NULLEBLIX NPOAYKTOB, MM60 caMa cunTaeTcs NULLEBbIM
NPOAYKTOM MO HauWOHa/IbHOMY 3aKoHOfAaTeNbCTBY.

HacTosAwuii ctaHAapT KacaeTca TeXHUYECKOol opraHu3auuy 1 ocyLecTBIEHUst NporpamMmM MpPoBeEpPKU
KBasmpukaumm, a Takxe crtaTucTuyeckon o6paboTkm pesynbTatoB MUKPOOMONOrMYECKMX UCCnefoBaHuii.

HacTtoswwmii ctaHgapT paspaboTaH Ans Mcnonb3oBaHms coBmecTHO ¢ ISO/IEC 17043 n ISO 13528 u
OTHOCUTCA TONbKO K 06nactam, rae HeobxoAuMbl KOHKPETHble WAM AOMNONHUTENbHble TpeboBaHua Ans
npoBepKn KBasmdmkauum n 06paboTky MUKPOOMONOrMYECKUX aHan30B 1A 06/1acTeil, YyCTaHOB/EHHbIX B
nepsom ab3aue.

2 HopmaTtuBHbIE CCbIIKU

Cnepyiolwme CCbIIOYHbIE AOKYMEHTbI 0653aTefibHbl AN NPUMEHEHWs AaHHOro craHgaprta. Ans
[aTVPOBaHHbIX CCbIIOK MNPUMEHSIETCA TOMbKO ykasaHHOe u3faHue. [N HeAaTUpOBaHHbIX CCbIIOK
nNpMMeHseTCs camoe nocnefHee nsgaHue ykasaHHoro ctaHgapra (Bktoyas BCe U3MEHEHUS).

ISO 3534-1 Statistics - Vocabulary and symbols - Part 1: General statistical terms and terms used
in probability (Ctatuctuka. Cnoapb U yc/ioBHble 0603HauyeHus. Yactb 1. O6lWne TepMuHbl U TEPMUHBI,
ncnosib3yemble B TEOPVW BEPOATHOCTU)

ISO 3534-2 Statistics - Vocabulary and symbols - Part 2: Applied statistics (Ctatuctuka. Cnosapb u
ycnoBHble 0603HayeHuns. Yactb 2. MpuknagHan ctatuctuka)

ISO 5725-1 Accuracy (trueness and precision) of measurement methods and results. Part 1. General
principles and definitions (To4yHoCTb (MpPaBWALHOCTL W MPELM3MOHHOCTb) METOAOB U pesynbTaToB
nsMepeHuii. Yactb 1. O6LMe NpUHLMNGLI U onpeaeneHns)

ISO 5725-5 Accuracy (trueness and precision) of measurement methods and results - Part 5:
Alternative methods for the determination of the precision of a standard measurement method (TouHoCTb
(NpaBMNbHOCTL U MPELU3NOHHOCTb) MeTOAO0B W pe3ynbTaToB U3MepeHuil. YacTb 5. AnbTepHaTuBHble
MeToAbl onpefeseHns NPeLm3noHHOCTN CTaHAAaPTHOTO MeToAa N3MepeHuii)

ISO 7218 Microbiology of food and animal feeding stuffs - General requirements and guidance for
microbiological examinations (Mukpo6uonorus nuweBbIX MPOAYKTOB M KOPMOB A/ XMBOTHbIX. O6uiune
TpeboBaHusA 1 pekoMeHAaumMm No MUKPOOGNOIOTMYECKUM UCCIef0BaHNAM)

ISO 13528 Statistical methods for use in proficiency testing by interlaboratory comparisons
(Ctatuctuueckvre mMeToAbl 4718 NPOBEPKM KBANUmKaumm MeTO40M MexXn1abopaTopHbIX CIMYEHNIA)

ISO/IEC 17043:2010 Conformity assessment - General requirements for proficiency testing (OueHka
cooTBeTCcTBUA. O6LMe TpeboBaHMA K MPoBeEpKe KBanudukaumn naboparopuii)

M3paHne oduumanbHoe
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3 TepMUHbI 1 onpeaeneHns

B HacTosillem cTaHgapTe MCNO/b3YlT TePMUHbI U onpefeneHuns, npusefeHHble B SO 3534-1,
ISO 3534-2, ISO 5725-1. ISO 13528. ISO/IEC 17043 a Takxe cnegytoLime.

MpumeyvyaHunel- HekoTopble TEPMUHbLI, UCNOJb3YEMbIE B TEKCTE, MMEIOT pasHble 3HaYeHUs B
MUKPOGMONOrMM U CTATUCTUKE, Hampumep, TFOMOreHHOCTb, TeTeporeHHocTb, TecT, npoba (obpasew),
pacnpegeneHvie. KOHTEKCT NOSICHAET, OTHOCATCA NN AaHHble TEPMMHbI K MUKpobuonormyeckum npobam ans
NcnbliTaHUA Unn Ha6opa|v| AOaHHbIX, UCNONb3yeMbIX ANA CTaTUCTUYECKOro aHasinsa.

MpunuMeuyaHne 2 - HekoTopble opraHW3aTopbl NPOBEpPKW KBanudukaumm nadopaTopuii
NCMNoNb3yT TepMUH «BHelwHssa oueHka kadyecTsa (EQA)» ANns ykasaHus nporpamMm ¢ 60/1iee LMPOKUM
npMMeEHeHMeM BO Bcex o06nactax paboTbl nabopaTopum M KOHKPETHO B ob6pasoBaTenbHol cdepe.
TpeboBaHNA HacTOALWEro cTaHAapTa 0XBaTblBAKOT TOMBLKO Ty AeAaTenbHOCTb EQA. koTopas cooTBeTcTByeT
onpefeneHnio NpoBepkN KBanudmkauum nabopaTopuii.

3.1 ueneBoil MuKpoopraHusm (target organism): MuKpoOOpraHusm, KOTOpPbI SBMASETCH OCHOBHbIM
aHanuTom Ana 06pasua, Mcnonb3yemoro B NpoBepke KBanvdukaLlmm

3.2 boHoBas dopa (background flora): MukpoopraHnsmbl, BK/IOUYEHHbIE B 06pasLbl 4159 NPOBEPKM
KBanmmkaumm, KoTopble MOryT 6bITb BBEAEHbI A1 KOHKYPEHLUMU UM UMUTaLUN LLeN1eBoro M1KpoopraHusMa

3.3 KOHTPONbHbI WTamm (reference strain): MUKpoopraHu3m, MOMYYEHHbI HENOCPeACTBEHHO U3
odmumansHOro 6aHka KynbTyp W OnpefesieHHblli Ha YpoBHe poja W BWUAa, KaTasorn3vpoBaHHbIA
OMUCaHHbLIA B COOTBETCTBUM CO CBOMMMW XapakTEPUCTUKAMK U NPEANOYTUTENBHO BbIENEHHbI 13 BOAbl UK
MULLLEBOTO NPOAYKTa, B 3aBNCUMOCTU OT paccMaTpuBaemoro ciyyas

(Ison’S 11133-1:200913I. 3.3.2)

3.4 BblfeneHHbI NpoLeHT (recovery percentage): [Jons npefnncaHHOro 3HaYeHUs LieneBoro
MUKpOOpraHusmMa, Bblfe/leHHOro B labopaTopumn-yyacTHuLe.

MpumedyaHuel - BblgeneHHblli NPOLEHT paccunTbiBalOT NyTemM YMHOXeHus Ha 100
KONMYecTBa BblAENEHHbIX KOMOHWUIA, obpasyowux eanuuubl (KOE- konoHneob6pasylowme efuHuLbl) Ha
06beM unm maccy.

MprvumeyaHWe?2 - BblgeneHHbIi NMPOLEHT MOXET ObiTb 3HAUMTENbLHO HMxe 100 %, ecnun B
obpasue 47159 NpoBepkn Ksanudukauuy MNpPUCYTCTBYET KOHKypupylowasa diopa U umutauun Lenesoro
MUKpOOpraHmama

4 Pa3paboTka nporpamMmm NpoOBepKM KBaIMdmKaunm n nx Lesb

4.1 O6ume NoNOXeHUs

O6wwne TpeboBaHUs K paspaboTke nporpamm nposepku (PT) npuBegeHsl B ISO/IEC 17043: B
AaHHOM cryyae 06CyX[alTcs TO/IbKO 06/s1acTv, Tpebylolme cneuvanbHoro paccMoTpeHns AnsS nporpaMm
npoBepku kBanudrkauuym MUKPo6GMonormyecknx nabopaTopuii B KOHTEKCTE 06LUX NPUHLMNOB.

4.2 Llenu nporpamMmmsl

MepBooyepesHas Lenb NporpamMmMbl NMPOBEPKM KBanudukaumu nobol naboparopumn 3akioyaeTcs B
nony4yeHnn nHgopmauun Ana npuobpeTeHns [OBepuUs K HAAEXHOCTU pe3ynbTaToB, NOSyYEHHbIX B 3TOMN
nabopaTopuu.

[eTanbHble TpeboBaHMA K [OKYMEHTMPOBAHHOMY nMaHy MpPOBeAEeHUs MporpaMmMbl NPOBEPKM
onuncaHbl B ISO/IEC 17043, n. 4.4.1.3. KOTOpPbI/A [O/MKEH BK/OYATb CCbIJIKY HA COOTBETCTBYIOLUUE 3AKOHbI.
Mpumep nnaHa ANS TUNUYHOM NporpamMmbl NPOBEPKM KayecTBa MUKPOOBMOOTMYECKOro uccnefoBaHus
NPoAYyKTOB NUTaHWA NpuBeAeH B NPUNOXeHUn A.

WccnepoBaHus, Heobxoaumblie ANns pa3paboTky HOBOM NporpaMmMbl MPOBEPKW KBanudukaumu,
ABNATCA BCECTOPOHHUMW UM [O/DKHbI OblTb YETKO onpefesieHbl B Uensax nporpammbl. OHM  [OSDKHBI
BK/lOYaTb, Kak MUHWMYM, TpeboBaHWA, nepeyncneHHble B pasgene 5. TpeboBaHWA MPOBEPKN OTAESbHbIX
3TanoB TeCcTMpOBaHWA, BK/IKOYasA TeCcTbl Ha OJHOPOAHOCTb W CTaBUNBLHOCTb, Takke [O/KHbl OblTbh
YyCTaHOBJ/IEHbI B N1aHe NporpaMmMbl 1 JO/HXKHbI COOTBETCTBOBATL LiE/IAM NPOrpamMmbl.

4.3 TpeboBaHua kK nabopaTop1sam, yyacTBYOLW MM B nporpamme

O6uwue TpeboBaHWA B OTHOLIEHUW COOTBETCTBMA CPEACTB M 060pyAoBaHus nabopatopuii ans
yyacTns B mporpaMmMe npoBepku kBanudmkauuv npusefeHbl B ISO/IEC 17043. n. 4.3.1. a TpeboBaHusa K
6e3onacHocTy onucaHbl B ISO/IEC 17043. n. 4.6.24.

Ona nporpamm NpoBepku MUKpPoGUOnornyeckux nabopatopwii, opraHvw3aTopbl NPOBEPKU AO/DKHbI
UMeTb AOKYMEHTWpOBaHHbIE NpaBuia LOBEAEHUS 00 CBEAEHWs Y4acTHMKOB OnacHoCTel u obecneyeHus
COOTBETCTBYIOLWMX pekoMeHAaumin no 6e3onacHocTn (cM. pasgen 7). Hanpumep, na6opaTtopun Mo
MUKPOGMONOrUKN NULLLEBLIX NPOAYKTOB AO/XHbI MMETb NOMeLLeHuns, cpeacTsa u obopyaosaHne ansa paboTbl
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C MuKpoopraHusMamu kateropuii pucka 1, 2 n 3. B 3aBUCMMOCTM OT paccmaTpvMBaemoro cnydas (CMm.
ISO 7218. n. 3.2).

4.4 Bbl6op mMaTpuLbl

O6uwme TpeboBaHNA MO AOKYMEHTUPOBaHWIO NOpsAAKa NPOBEAEHNS UCMbITAHWIA B NaaHe nporpammsl
nposepkn kBanudmkaumm npusegeHsl B ISO/IEC 17043, n. 4.4.1.3. a BbI6Op Takux matpuy,
06pasuoB UCMbITAHUS, KOTOpble OTpaXalT TuMnbl 06Pa3L0B PYTUHHBLIX UchbiTaHuiA - B ISO/IEC 17043. n.
4.4.2.3.

CneplyeT ycTaHOBUTb MPUYMHBLI U CMbIC/T BblGOpa MaTpuLbl MMEHHO TakOro Tuna, Harpumep, 4ToobI
obecneunTb YpOBHW CTabWILHOCTVM W OAHOPOAHOCTM o06pasua B COOTBETCTBUM C NpeanonaraeMon Lesbio
nporpamMmmbl.

OnucaHne O0OBLEKTOB MUCMbITAHWA [AO/MKHO 3ajasBaTb MaTpuuy obpasuya (MpUpoAHYK  Wnn
UMUTMPOBAHHYI0); 3apPaXEHHY WCKYCCTBEHHO WM €eCTeCTBEHHbIM 06pa3oM; WCTOYHMK W  CTpaHy
NPOVCXOXEHNSA B COOTBETCTBUM C PErlaMeHTOM MO MeXAyHapoHbIM NepeBo3kaM; U UCMOMNb3yeMblil MEeTOA
COXpaHeHus, Hanpvmep, ¢ NOMOLLbIO CY6/IMMALMOHHON CYLLKN WX CYLLKN Ha BO3AyXe.

4.5 WHopmauma no mMeTogam MUCNbITAHUA, WUCMNONb3YyEMbIM OpraHnM3aTopoM MNPOBEPKKU
KBanugukaymm

O6wwne TpeboBaHWs NO MeToAaMm, WCMNOMb3yeMblM OpraHM3aToOpOM MPOBEpPKU KBanudukauum,
npueeeHsl B ISO/IEC 17043. n. 4.4.1.3.

Ecnn nporpamma HauenieHa Ha OLHO WM HECKOJIbKO YCTAHOBJ/IEHHbIX B TEXHUYECKUX YC/OBUAX
UCNbITaHUA MNN TpebyeMmblX HOpMaTWBaMW UCMbITaHWA, TO MOBCEAHEBHbIE WCMNbITAHWSA N0  KOHTPO/IO
kayecTsa 06pasL0B, UCNOMb3yEMbIX B MPOrpaMmme npoBepku (HanpumMep, Ha Of4HOPOAHOCTb M CTabWNbHOCTb)
[O/MXHbI  BbINOIHATLCA MO MeToAam, YCTAHOB/IEHHbIM HOpMatMBaMu, W 3TO [AO/DKHO ObiTb 3aABNEHO
(ISO/IEC 17043. n. 4.5.1).

Y4acTHVKN JO/DKHbI NMOOLWPATLCA B UCNOJb30BaHUM CBOUX MOBCEAHEBHbIX METOA0B, HO TaM e OHu
BbINOJIHAOT UCMbITAHWUA B COOTBETCTBUMU C HOPMaMn HeEOBXOAMMO faTb PYKOBOASALLME yKa3aHus, Hanpumep,
CCbINIKY Ha MeToApl ISO. TeKCTbl HOPMATUBHBIX JOKYMEHTOB WM My6AnKaLmMii, HanucaHHbIX cneyuanmcTamm
ToM xe obnactu (ISO/IEC 17043, n.4.5.1).

4.6 CTatuctnyeckoe nnaHuposaHue

O6uwwne TpeboBaHUs K CTaTUCTUYECKOMY MIaHNpoBaHuo npusegeHbl B ISO/IEC 17043, n. 4.4.4.

MpuUHLUMNbI CTATUCTUYECKOTO NNAHMPOBaHWA B OTHOLUEHUW Mporpamm MPOBEPKU KBasmdukaLmm
na6opatopuii B 06/1aCTV MUKPOBMONOrMY JO/MKHbI yKasbiBaTb, YTO Ha CTATUCTUYECKUE UCMbITAHWA, KOTopble
npegnonaraeTcs UCNonb3oBaTb, OyAeT BAUATb YPOBEHb OAHOPOAHOCTU UCMbLITYEMOro MaTepuana, Ha
KOTOpbIN, B CBOIO o4epesb, OyaeT BANATL CiydyaiiHoe pacnpegeneHne (Bapuatms) MUKPOOPraHW3MoB.

3a VCK/YeHeM CrlydaeB HU3KMX KOHLEeHTpauuii, pacnpefenieHne KONMYeCTBEHHbIX pe3y/bTaTtos
UCNbITaHW 06bIYHO NPOUCXOAUT NO NOrapUPMUYECKN-HOPManbHOMY 3aKOHY, U HEO6X0AMMO MCNOb30BaTb
nogxogsiimMe MeTofbl CTaTUCTUUYECKOro aHanusa Ana Takux gaHHbix (ISO/IEC 17043, B.3.1.4 d)J. Tam rae
TpebyloTCA HU3KME YPOBHU KOHUEHTpauunm B  KOJIMYECTBEHHbIX onpegeneHunsx (Hanpumep, npu
nuccnefoBaHWn BOAbI MKW HANUTKOB), 6onee 4acTo NpuMeHseTcs cnydaiHas mogenb lNyaccoHa, NOCKOMbKY
pa3bpoc KONMYeCTB OpPraHM3MOB MeXAy pas3/InyHbiMK obpasuamu matepuasna CTaHOBUTCA OTHOCUTE/IbHO
60/1bLUON N MOXET CKpPbITb Bapuauuv B nokasarensx naboparopuii-yyactHuu,

OpHopogHOCTbL 06pasua 06bIYHO AO0/MKHA ObITb Takoi, Y4TOGbl He BAWSATH 3amMeTHbIM 06pa3oM Ha
Habnogaemylo Baprauuio mexagy naéoparopusamm.

McnbiTaHna Mo NOMyKO/IMYECTBEHHOMY MOACYETY U KauyeCTBEHHOMY OOHapyXeHuwo TpebyloT
pa3nNyHbIX CTaTUCTUYECKMX METO0B aHasm3a fiaHHblX, 4To 06CcyxaaeTca aanee, B 8.3 n 8.4

MnaH nporpammbl NPOBEPKM KBa/MUKaLMN [O/MHKEH Pa3bACHUTL pasnunsa Mexay ucnbiTaHuem
pesy/ibTaTUBHOCTY METOZ0B BbISB/IEHNA U METOM0B NojAcyeTa LiesieBblX MUKPOOPraHn3MoB.

5 TexHnyeckne TpeboOBaHNUA W PYKOBOACTBO MO Matpuue obpasua u
cofiepXaHuio

5.1 KoHueHTpauusa LeneBbiX MUKPOOPraHM3MoB

LleneBble MUKpPOOPraHu3Mbl JO/MKHbI NPefoCTaB/IAT B KOHUEHTpauMsX, YA06HbIX A5 AeMOHCTpaumu
TOr0, YTO MEeTOAbl WCMbITAHUA NPUrOAHbI AN AaHHOW LUenn, W Takux, 4ToBbl MX MOXHO Obl/I0 06HapPYXWTb B
aHanmsnpyembix martpuuax obpasua (ISO/IEC 17043, n. 4.4.2.3). Ecnu ueneBbiMW SIBAAKOTCSA MATOrEHHbIE
MVKpPOOPraHn3Mbl, TO KOHLIEHTpauuy HeO6XOAMMO YUUTbIBATb C TOUKM 3PEHUsi OMacHOCTU A1 34,0POBbsS YeroBeka
1, Npu onpejeneHHbIX 06CTOATeNbCTBAX, NPeAeoB, yCTaHaBIMBaeMbIX B NpeoTBpaLleHmmn 3abonesaHuns.

MpumeyaHwune - KoHUeHTpauus, npeacrasnsiolLlas onacHOCTb ANA 300POBbSA YenoBeka, He
BCErga wu3BecTHa TOYHO W 3aBUCUT OT BOCMPUMMUMBOCTU OTAENbHbIX modei. Llenb uccnegoBaHus
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NaToreHHOCTV 3aknloyaeTcss B NpejoTBpalleHun 3aboneBaHWsi, a Takke B BbISIBIGHUM NATOrEHHbIX
MVKPOOPraHW3MOB B OYEHb MasibIX KOHLEHTPaLMsIX, NOKa OHW He JOCTUIIN GOsiee BbICOKOTO YPOBHSI.

Ana  KonuyecTBeHHbIX MeTOAoB (MEeTOAOB  MOAcYeTa) LieneBas KOHLEHTpauus  [osDkHa
COOTBETCTBOBATb KOHLEHTPaUWAM, BbIABASEMbIM MNOBCEAHEBHO, W /06ble YCTAHOB/IEHHbIE 3aKOHOM
cneynukaumn fOMKHbI NPUMEHATLCA K WCNOoMb3yembiM matpuuam obpasuos. LleneBas KoHUeHTpauus
MOXEeT WCNosb30BaTbCcsi 6/IM3KO K Npegeny MNpUMEHEHUst KOMMYECTBEHHbIX MeToAoB, 4TOObl MPOBEPUTHL
pe3ynbTaTMBHOCTb Y4acCTHUKOB B NPUMEHAEMOM AuanaszoHe MeToga. OpHako He cnegyeT NPUMEHSATb
o6pasLbl, KOHLUEHTpauus MWKPOOPraHW3MOB B KOTOPbIX TaK HW3Ka, YTO MNpPU UCMO/Ib30BaHWN PYTUHHbBIX
passefeHuli oxujaemoe cpefHee KOAMYECTBO OpraHu3sMoB B obpasue 6ygeT MeHblue 10 KOMOHWUA Ha
Yaruky.

[na KayecTBEHHbIX MeToAO0B (METOAOB BbISABNEHUS) 0ObIYHO AOCTATOYHO NPUCYTCTBUS LieNeBbIX
MWKPOOPraHW3mMOB B HU3KUX KOHLEHTpauusix, YTobbl obecneunTb AeCTBUTENbHOE 3apaXeHne B AaHHOi
MeTOA0I0TMN 1 NOAYUNTb AN BaNUfaunmn, 4Tobbl YCTaHOBUTL WKW NPOBEPUTL Npedenibl 06HapyxeHnsa Ans
oTAenNbHbIX NabopaTopuii-yyacTHuL,

5.2 ICTOYHUKN, XapaKkTepUCTUKN 1 NPOCAEXNBAEMOCTb MUKPOOPraHN3mMOoB

XapaKkTepucTvki LieneBblX MUKPOOPTaHU3MOB YCTaHaBAMBAKT Nepes WX UCNOo/b30BaHWEM, YTOObI
HafeXHO OLEeHWTb pe3ynbTaTUBHOCTb, OCOGEHHO B nporpammax, rge BCeM YyyacTHUKam paspeluaercs
1Cnonb30BaTh pas/iMyHble METOA0/10IUN.

Kak TunuyHble, Tak W aTWNU4Hble LWWTaMMbl CfefyeT paccMOTPeTb W BKIKOUUTbL B Mporpammy
KOHTPONS pe3ynbTaTUBHOCTY nabopaTtopum.

Mpu3HaHHbIEe KOHTPO/IbHbIE  LUTAMMbI, MOSIYYEHHbIEe U3  MEXAYHapoAHbIX 6aHKoB, crepyeT
1cnonb3oBaTth TaM. rae oHW Hanbonee Bcero NOAXOAAT ANS Lenn nporpaMmbl; 0gHako, ans 6onee 6113Koro
OTpaXeHUs MOBCEAHEBHbIX CUTyauWid UCMOMb3YIT MOMYyYeHHble B /1abopaTtopumn U30NATbI UK «AuKMe»
LWTaMMbl, BblAeNEeHHbIe U3 MaTpuL, UCMONb3yeMbIX B NporpamMmax NpoBepku kBanudumkauum naéopatopuii.
Tam, rae OHW NPUMEHSAIOTCH, OHWU AO/KHbI ObITb MPOBEPEHbI B COOTBETCTBUM CO CTaHAAPTHbIMU MeToAamu
COOTBETCTBYIOLLETO MEeX/YHapo4HOro cTaHAapTa, 4Tobbl 0obecneunTb A1 OPraHM3aTopoB MPOBEPKM BCEX
aTUNUYHbIX peakunin 40 NPYUMEHEHNS TakMX LUTaMMOB.

B nwobom cnyyae  MUKpOOpraHusMbl, WCMOSib3yeMble B obpasuyax nporpaMM  MpoBepKu
KBanumkaumm, AOMKHbI MPOCNEXUBATLCS 40 COOTBETCTBYHOLLEro hoHAa KynbTyp WAM A0 AOCTOBEPHbIX
[aHHbIX, UMEILLMXCA Y OpraHn3aTopoB.

B onpepeneHHbIXx 06CTOATENbCTBAX HEBO3MOXHO WCMNOMNb30BaTb KOHTPOJSIbHbIE Ky/NbTYpbl WM
cTaHfapTHble obpasubl (pedepeHTHble mMaTepuasnbl) U3 NPU3HaHHLIX Ha MeXAyHapoAHOM YpOBHe 6aHKOB
WAn BbIpallleHHbIX B fabopartopuu LITaMMOB, Hanpumep, A8 NporpamMM MpoBepkn Ksanudukauuv B
OTHOLUEHUN HEKY/NbTUBMPYEMbIX OPraHW3MOB, TakMX Kak HOPOBMPYCbl YenoBeka. B Takux ob6CToSiITENbCTBAX
KNMMHWYeCKN MaTepuan MOXHO MCNOb30BaTb A1 UCKYCCTBEHHOTO 3apaXeHust UCMbITYeMOol MaTpuubl, npu
NOrpy>XeHuu, pacnblfieHnm, B criyyae [ByCTBOPYATOro MOJ/IKOCKA, UM nocpeAcTBOM GuoHakonneHusi. Metoz
WCKYCCTBEHHOTO 3apaxeHus AO0/MKEH ObiTb MakCUManbHO NPUBAMKEH K «eCTECTBEHHOMY» NYTW 3apaKeHus.
Oco6oe BHUMMaHWe Heob6XxoAVMMO yAenuTb Mpu paboTe € KAMHUYECKUM MaTepuasioMm yenoseka, npobamu
dekasibHbIX WM PBOTHBIX Macc, KOTOpble HEO6X0AMMO o6ecneynTb 3alWUTOW OT CTOPOHHMX NATOreHHbIX
OpraHvM3moB nepeg ucnonb3oBaHnem. Lienesble BUPYCbl fO/MKHBI OblTb MNOTHOCTBLIO ONMUCaHbI C TOYKN 3peHUst
KOHLEeHTpauuy wramMma C MOMOLbI CTaHAApPTHOW LenHol NonMMepasHoil peakuunm € nocneayoLmm
CEeKBEHVNPOBaHNEM.

5.3 doHoBasa dopa

Obuwas tnopa 06pasLoB, NCKYCCTBEHHO MPUBHECEHHAA WM MOJlyYeHHas ecTeCTBEHHbIM 06pasoM,
[o/mkHa ObITb BblOpaHa A1 OLEHKM CMOCOBHOCTU YYaCTHWKOB OBGHapyXuTb H/MAW noAcumtaTb Lefesble
MWKPOOPraHW3mbl B NPUCYTCTBUWN HeLeneBoi dnopbl (TUNUMYHON AN MaTpulbl 06pasLa) 1 Npe3yMnTUBHbIX
LienleBbIX MVKPOOPraHM3MoB, KOTopble, 6€3 COOTBETCTBYIOLMX NOATBEPXKAEHWA, MOTYT NPUBECTU K STOXKHbIM
NONOXNTENbHbIM pe3y/bTaTam.

Mobble WTamMMbl, UCNONb3yeMble ANS UMUTAUMU (POHOBON DNOpPbI, AO/MKHBI COOTBETCTBOBATbL
Tpe6oBaHnsAM 5.2 B OTHOLEHUN ONUCAHUA 1 Npoc/exnsaeMocTn. B o6pa3uyax, 3apaxeHHbIX eCTeCTBEHHbIM
06pa3om, BMsiHNE hOHOBO h1opbl Ha LEeneBbie MUKPOOPraHn3mMbl HE06X0AMMO onNpeaenuTb.

5.4 Bbl6Op maTpuubl 1 MaTpuyHblie ahdekTbl

Bce matpuupbl He06XOAMMO OLEHWTb, MpexAe Yem MCMosb30BaTh UX A/1A MPOBEPKM Ha Kakoe-imbo
B/IMSIH/E Ha LEeNeBble MWUKPOOpraHu3mbl U QOHOBYIO O/lIopy, Hanmpumep, Korga MaTpulbl yMeHbLialoT
BOCCTaHOB/IEHME BBEAEHHbIX MUKPOOPTaHN3MOB.

Y4YacTHUKN AO/MKHbI BbiTb BHUMATE bHbI K NPUPOAE MaTpuubl NMLLEBOTO NPoAyKTa, ecain U3BECTHO,
4YTO Takme MaTpuubl He6NaronpuATHO BAMAKOT Ha BOCCTAHOB/IEHWE MWKPOOPraHM3MoB (Hanpumep, Te,
KOTOpble CBSI3bIBAOT W YAEPXMUBAKOT KIETKW, Hanpumep, XUpHble MaTtepuansl) unm obnagawT
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6akTepuuMaHbBIMU UNKU 6aKTepUOCTaTUYECKUMN CBOMCTBAMU. [N MHOPMALMU YYaCTHWKOB HEOGXOAMMO
BK/IOUNTL NMOAXOAALLNE U NOATBEPKAEHHbIE METOAMKM NOATOTOBKM MaTpuL.

MaTpuubl 06pasLoB, UCMOb3yeMble 41 NPOrpaMm NpPoBEPKU KBaMUKALMKU MUKPOBUOIOrMYECKnX
na6opaTopwmii, 3a4acTyto, HO Heobs3aTeNlbHO, CTEPUN3YIOT Nepes NpUMeHeHeM. Tam, rae pacnpegensoTt
HaTypasibHble, HECTepUIM30BaHHble 06pasLibl, OpraHM3aTopam Heo6Xo4UMO onpeaenTb BAusHue DOHOBO
MVKpodhiopbl 06pasLoB.

6 Bepudukaumns obpasya opraHM3aTopoM NpPoBepPKU

6.1 O6WmMe NoNoXeHns

Obuwue TpeboBaHuA K Bepudukauuy obpasua npusefeHbl B ISO/IEC 17043 n 1SO 13528 {ans
[ONoNHUTeNbHOW MHGopMaLmn Takke cM. [9]); B AaHHOM pasfgene onucaHbl KOHKpeTHble TpebGoBaHus u
npo6nemMbl WCMbITaHUA Ha OAHOPOAHOCTL U  CTAGWIBHOCTL MaTepuasioB, COAEpXallux XuBble
MUKPOOPraHn3mbl.

6.2 VicnbiTaHne 06pasL0B HA 0AHOPOAHOCTL. O6Lwmne npobaemsl

(Cm. Takke ISO/IEC 17043.4.4.31n B5)

Mpoeepka kBanudukaumm nabopartopnii MOXeT BK/IOYaTb MOATOTOBKY MacChl Matepuana Ans
UcnbITaHWs, KoTopas 3aTtem OyaeT pasfeneHa Ha OTAeflbHble NOpLUMK, MakCUMasibHO NOA06HbIE APYT ApYryY,
ANns pacnpefefnieHns no yyactHukam. B gpyrom crnyvyae Takue nopumyv MOXHO [0 pacnpefeneHusa no
yyacTHUKaM 3acesiTb Ky/bTypoil.

HesaBucyMO OT TOro, Kakoii MeToh MOAroTOBKM Obl1 WCNOMbL30BaH, WUCMbITYEMbI maTepuan
HeobXx04MMO OLEeHUTb Ha OAHOPOAHOCTb, 00bIYHO A5 HECTAOUBbHBIX CBEXWMX MaTepnasioB 3TO BbINOHAT
[10 NN BO BPeMS UCMbITaHWIA.

McnbiTaHme Ha OAHOPOAHOCTL CnefyeT BbINOMHATb Ha KakAoW napTum o6pasuoB, Ha OCHOBE
COOTBETCTBYWLWMNX cTatuctuyecknx npuHumnoB (ISO/AEC 17043, 4.4.3.2 wn B.5). TakvMe wucnbiTaHus
npusoaatca B 1SO 13528 unu kak anbTepHatvsa B [NpuioxeHuun B.

McnbiTaHne Ha OAHOPOAHOCTL TakkKe Heo6Xo4MMO BbINOMHWTL B TOM C/y4yae, ecnu matepvassbl
Heo6X0AUMO XpaHuUTb B TeYeHWe ANUTENbHOro nepuoga, Ytobbl obecneunTb COOTBETCTBME KpUTEPUAM [0
Hayana wucnbiTaHuii. KonnyecTBo 06pasuLoB ANS MCAbITAHWA OT KakAOW nNapTuyM Takke [O/MKHO ObITb
[OCTaTOYHbIM, YTOGbI NOAYyYMTb AOCTATOYHYH MHopmauuio 06 OAHOPOAHOCTU nNapTuu; npegnaraeTcs
ucnbelTatb 10 06pasuoBs (B napannenbHbix onpegeneHusx, ecnv tpebyercs).

MaTepvan Ans ucnbiTaHWsA, KOTOPbIA SBASETCA HefoCTaTOYHO OfHOPOAHbIM, OHM BCE Xe MOryT
ucnosnb3oBaTbCA Kak o6pasubl 415 NpoBepku kBanudukauuu nabopatopuid. (ISO/IEC 17043. 4.4.3.1
MpumeuaHve 3), Npu YCNOBUM WCMONb30BAHUS COOTBETCTBYIOLMUX CTATUCTUYECKUX MNPUHLMUNOB, 4TOObI
yyecTb OO/bliee pacxoxaeHue wmexagy o6pasyamum (cM. 1S 013528). CratucTuyeckmini nnad  Aans
reTeporeHHbIX MaTepuasioB, BKIOYas aHa/n3 MOBTOPHbIX MPO6 Heckosbknx 06pasuoB (cM. ISO 5725-5).
crnepyeT UCNONb30BaTb AN MUHMMMU3ALWUM BAUSHWUA HejocTaTka OAHOPOAHOCTV Ha OLEeHKy nokasatesnei
naéopatopun-y4acTHULLbI.

6.3 VicnbiTaHNe Ha 04HOPOAHOCTb 06pa3L 0B A4NA KOMYECTBEHHOrO aHanusa (nogcyeTa)

O6wme TpeboBaHMA W MeTOAbl WCMbITAHWA Ha OAHOPOAHOCTb 06pa3uosB A78 NPOBEPKU
KBanugukauum nabopartopuini B KONMYECTBEHHOM aHanm3e npuBefeHbl B ISO/1IEC 17043, 4.4.3 n B5, a
Takke B ISO 13528.

MaTepuanbl, KOTOpble MOKa3bIBAIOT [OCTATOYHO O6O/bLUYI0 WM3MEHUYMBOCTb MexXay napameTpaMu
06pasLoB, 3HaYATENbHO BAMAIOWYI Ha OUEHKY nokasaTeneli nabopaTopuil-yyacTHul, He cnepyeT
MCMoNb30BaTb B MeX1abopaTtopHbIX WCCMefoBaHUsX, €CAM  TOMbKO He MPUMEHSIITCA  cneuuasbHble
TpeboBaHUs 1 MeTOAbl aHasm3a AaHHbIX, HanpuMep, HN3Koe KOMYEeCTBO MUKPOOPraHM3MOB B MUTLEBON BOAE
n apyrux obpasuax.

KpuTepuii ana oOueHKn «[0CTaTOYHO OAHOPOAHLIV (MaTepuan)» onpegenseTcs TpeboBaHUAMM
mexnabopatopHoro cpaBHeHus (cM. 1ISO 13528 u MpunoxeHue B). B To xe Bpewmsi, B 06LeM, 4OCTATOYHO
OAHOPOAHBLIM CcuMTaeTcsa MaTepuan, A7 KOTOPOro cCTaHAapTHOe OTK/OHeHWe Mexay obpasuamu (Ha
COOTBETCTBYIOLWMM 06pa3oM MoamnduumMpoBaHHoii Wwkane) 6yaet s O.3op , rae ap - LeneBoe cTaHAapTHOe
OTK/IOHEHME, UCNOJb3YEMOE /18 OLLEHKM Moka3aTeneli nabopatopuii (cm. ISO 13528).

Noboe anbTepHaTUBHOE WCMbITaHWE Ha OAHOPOAHOCTb AO/HKHO YAOBNETBOPATb ClEAYLWMM
KpuTepusam (B3sATo u3s [9)):

a) BEpPOSTHOCTb GPaKkoBKM AOCTATOYHO OAHOPOAHOr0 MaTepuana gomkHa 6biTb <5 %;

b) BEpPOATHOCTb OGpPaKkOBKM WCMbITYEMOro Matepuana, A5 KOTOporo sapuauus mexgy obpasuamu
coctaBnsieT 1,5 ap, a ap ABAAETCA NpPUEMIEMON MOX1abopaTOPHOW WM3MEHUMBOCTbIO (BbIPaXXEHHOW Kak

Lenesoe cTaH4apTHOe OTKOHeHwue), BygeT r 80 %.
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BoposantocTb 6pakoBku MaTepuana, pasHas 80 %. TaM. rge M3MeH4YMBOCTb 06pasLoB cocTaBsieT
1.5 Op, ocHOBaHa Ha ucciefoBaHMM C MOMOLLBD MOAENMPOBaHMA NapanenbHoro aHanmsa 10 o6pasyos

MEeTO4OM, MMEeWLWMM aHanuTuyeckoe cTaHgapTHoe oOTkioHenve 0.5 ap (T.e. 0.125 norapudmuyeckmx
eAuHnL), U KpuTuyeckoe 3HauveHve Ans T2 (CM. npunoxeHue B), KOTOpoe yA0BNETBOPSET KpUTEpUo a)

npegbiaywero absaua. OHa npeacTaBaseT TO. Yero MOXHO AOCTUYb MpU LiesiecoobpasHomM aHanmse.

McnblTaHusa Ha OAHOPOAHOCTL OCHOBAaHbl Ha OLeHKax Aucrnepcun o6pasuos 1 Aucnepcun aHanmsa
(noBTOpPSAEMOCTN), MOJyYEHHbIX B YCNOBUAX MNOBTOpseMocTW. [logxofsawme MeTodbl  U3MepeHus
N3MEHUYMBOCTU MPUBEAEHBI B NpUIoXeHun B.

[uncnepcuio aHanusa (NOBTOPSAEMOCTb) CrieflyeT OLEeHMBaTb N0 aHaiM3am MOBTOPHLIX 06pasLoB
NCXOAHbIX CyCNeH3ui, NoNyyYeHHbIX 13 aHanusnpyembix npo6 [15], [16]. Takylo aHaAUTUYECKYD AUCNEPCUID
MOXHO Takke paccumtaTb MO KOAUYECTBY MOACHUTAHHbIX KOJIOHWA W MNPEeuM3NOHHOCTU MCMOMb3yeMblX
aHanuTuyeckux matepuanos [10].

B Mukpo6uonornn n3meHUnMBOCTb 06pasLoB AO/HKHA OLEHMBATLCS B YC/I0BUAX MOBTOPSEMOCTU (3a
oAWMH pa3). Ecnm 3aTo HEeBO3MOXHO, Aucnepcus Mexay obpasuamu  BKIOYAT BHYTpuaabopaTopHyio
BOCMNPOM3BOANMOCTb 1 MOXET NPMBECTU K TOXHOW GpakoBke yA0BNETBOPUTE/IbLHOTO Marepvana.

Ecnu uucno nopcumMTaHHbIX KOMOHWIA AOCTaTOYHO BbicOKO (6osiee 35 - 40 KOMOHWIA Ha yallky),
aHanuTMyeckoe cTaHfapTHOe OTK/IOHeHMe, nan. 06bIYHO YA0BIETBOPSET HEPABEHCTBY

o
— <0.5,

roe Cl'p - uenesoe CTaHOapTHOE OTK/IOHEeHuWe, U cneayeTt WUCNosib3oBaTb WUCMbITaHME Ha A0CTaTO4YHYH

OHOPOAHOCTb, npeanoxeHHoe B [11] (cm. npunoxeHne B). EcnM u4ncno nofAcyHUTaHHbIX
KO/IOHUI MeHblue (MeHbLlue 35 - 40 KOOHWUIA Ha YallkKy), TO peKoMeHAyeTCs U3MepuTb pa3HoCcTb
] - T2 (cM. npunoxexHwue B).

Ecnn ana na6opaTopuii-yyacTHWL, npefycMOTPEHbl MNOBTOPHble o06pasubl, TO W3MEHYMBOCTb
06pasyoB, MOJlyYeHHaA y4yacTHUKaMW, MNOANEXWT M3YYEHWIO OpraHn3aTopoM MNPOBEPKU, YTOObI OLEHUTb
O0[HOPOAHOCTb maTepuana. XoTsa Takas M3MEHYMBOCTb  BK/OYaeT BHYTpunabopatopHyto
BOCMPOW3BOANMOCTb, 6Osblee uncno nabopaTopuii-yyacTHUL, yBenuyMeaeT CTaTUCTUYECKYH MOLLHOCTb
aHanM3a 1 MOXeT CTaTb XOPOLUMM WHAMKATOPOM yCMeLlHbIX 3TanoB UccnefoBaHus.

Ecnm uncno noacumTaHHbIX KOMIOHWIA COBCEM HEBENMKO (CKaxeM, MeHblue 20). aHanutuyeckas
avcnepcus  (MOBTOPSAEMOCTb) OyAeT BbLICOKOW. B 3Tom cryyae opraHusaTopy npoBepku crnepgyet
pekoMeHfoBaTb nabopaTtopusaM-yyacTHULAM MNOBTOPATb NOACYETbl KOIOHWIA Ha aHanu3npyembix npobax,
4YTOGbI BLINOMHUTL cneaytoulee ycrosue (cMm. ISO 13528):

rae ar - CTaHfapTHOe OTK/IOHEHMWe NoBTOPSeMOCTy:
np - uefieBoe CTaHAAPTHOE OTK/IOHEHWE:

M- YNCNO NOBTOPHbIX MPO6.

Ecnn 370 HEBO3MOXHO BbINOMHUTL, CneAyeT oOueHuBaTb MokasaTenn nabopaTopuii OYeHb
TwaTenbHo.

Ecnn matepuan o6pasuoB And NpoBepku kBanudukauum nabopaTopuii cofepkuT Hebonblioe
yncno KOE (ckaxeM, meHblie 20). To He06X0A4NMO M3MepuTb N3MEHUYMBOCTb 06pas3LoB (T.e. N3MEHUMBOCTb
MOBTOPHbIX NP06), 4YTOGbl NPOAEMOHCTPMPOBATHL, 4YTO OHAa He MpeBbiWaeT Cc/yyaliHble U3MEHEeHUs
(MyaccoHa), 4Tobbl rapaHTUpOBaTh 3HAUYNMYIO OLLEHKY. NokasaTesb gucrnepcumn ucnoitaHua n obpasuos (rae
n paBHO MYHMMYM 10) He fo/DKeH npeBblwaTh 3HavyeHne za-1 npu BepositTHocTu 0.05.

6.4 OnpefeneHve og4HOPOAHOCTN MaTepuana A/ Ka4eCTBEHHbIX MeTO40B

AHaNornyHble MPUHLMUNLI MPUMEHAIOT K UCMbITAHUAM Ha OAHOPOAHOCTbL [ANA  KavyeCTBEHHbIX
(npucyTcTBre/OTCYTCTBME) METOAO0B, HO TpebyeTcss 0CO60e BHMMAHME, ecn KOHLEeHTpauus BBefeHHbIX
MUKpPOOPraHn3MoB Hu3kas (cM. 8.4).

OpaHOpoAHOCTb 06pa3LoB A1 Ka4eCTBEHHOro aHain3a MOXHO onpefennTb NoAcHeTOM BBEAEHHbIX
OopraHuM3MoB. Takke MOXHO OnpefennTb YPOBEHb 3apaXeHus, WUCnonb3ys MeTof Haubonee BepOATHOrO
yncna (HBY). Ecnu BO3MOXET MOACYET, MOXHO MCMOJ1b30BaTb UCMbITAHUA HA O4HOPOAHOCTb, OMUCaHHbIE B
6.3, B 3aBMCMMOCTW OT TOro, Kak obpasLibl MCKYCCTBEHHO 3apaXatoTCs U Kak BBefeHHble MUKPOOpraHu3mbl
MOACUATBLIBAIOT.
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6.5 MVcnbiTaHne Ha cTabuWNbHOCTb, BbIMO/IHAEMOE OpraHn3aTopoM NpPoBeEpPKN

6.5.1 O6wme NoNoXeHns

O6pasLbl, NpUMeHsemble A8 NPOBEPKN KBaudukauum, f0/KHbI 6bITb CTabUbHbI, KaKk MUHUMYM, B
TeyeHWe nepuoda C MOMEHTa NPUroTOB/EHMA (OpraHW3aTtopoM) A0 Havana Wu3yyeHWs WAM O KOHUA
ycTaHoBeHHOro nepuoga (cM. ISO/IEC 17043. 4.4.3).

Ecnu Bcerga ucnonb3oBaTb 06pasel, O4HOrO M TOro e Tuna C OJHUM W TeM Xe LWTamMMOM
(wTammamu), gocTatoyHo 6yAeT BbINOAHWUTL TOSILKO NPOBEPKY (Hanpumep, Nocne nNpuroToBfieHMs obpasua
N HenocpefCcTBEHHO nepes [AaToli MpoBefeHWA uccnefoBaHWsa) Ha nocnefoBaTeslbHbIX 06pasLax.
OpraHu3aTtopy NpPoOBepKN Takke crefyeT U3yunTb pesynbTaTbl, MOJyYeHHble nabopaTtopuaMu-yHacTHULaMu
no npoBepke cTabunbHOCTWM Matepuana B TeYeHUe BPpEMEHN, OTNYLLLEHHOrO Ha UCCefoBaHue.

6.5.2 CTabuabHOCTb B YC/IOBUAX XpPaHEHNS

[ns cTabunbHbiX 06pasLoB, KOTOPble BCErga XpaHATCA NpW HU3KMX Temnepatypax (Hanpumep,
MuHyc 70 X, MuHyc 20 X, 5 X). cTabuibHOCTb [0/KHA ONpeaensaTbCA NPOBEPKO/ YPOBHA aHanuta u
OIHOPOJHOCTN B KaX/JO0N NapTun yepes yCTAHOB/IEHHbIE MHTEPBasibl B NpoLecce XpaHeHns. MUHUMasIbHBbIN
nepuog Ans ctabunbHOCTU [O/HKEH COCTaBNATb Bpemsi OT MOArOTOBKM MaTepuanoB A0 YCTaHOB/EHHOM
JaTbl v nepvofa NposBefeHns aHanusa.

YacTtoTa ucnbiTaHUii 3aBMCUT OT yXe umerolleiics nHopmaunm ans naptum obpasuos u o6Liero
nepuofa BPEMEHWU, B TeYeHMe KOTOpOoro Tpebyetcsa uHopmauus o ctabunbHocTu. Ecnu obuiee Bpems
XpaHeHus, HanpumMep, CocTaBnsfeT TO/IbKO ABe Hefenu, MOXeT noTpeboBaTbCA U3MepATb ee KaxAble fBa
[OHA. HO ecnun TpebyeTcs XpaHeHue B TeuyeHuwe OAHOro rofa, AocTatoyHo 6yAeT U3MepATb CTabunbHOCTb
OAVMH pa3 B MecsAl. AnA 6onbwnx naptuii 06pasuoB cnefyeT MCNbITbiBATb HE MeHee Tpex 06pasuoB B
KaX4OM OTAefIbHOM crlydae, 4ToObl nokasaTb HEeMpepbiBHYH CTabubHOCTb Mo Bceit naptum (1ISO 13528,
MpunoxeHne B). Kakas 6bl yacToTa WCNbITaHWA HU UCMONb30OBasiacb, OHa AO/MKHA OGbiTb 06OCHOBaHa U
noATBEPXAEHA KaK npuemsiemas opraHusaropamu nporpaMmbl.

6.5.3 CTabunbHOCTb B NpoLecce TpaHCNOpTUPOBaHUA

B fononHeHne K mHdopmauum no cTabunbHOCTU B YCNOBUSIX XpaHeHus, cobpaHHOl B mpouecce
BaMgauunii 4na HOBOW NPOrpammbl, BaXHO MCMbITaTb B/MSIHNE «HENPaBW/IbHbIX YCOBWA» Ha 06pasubl,
Hanpumep, O/MTeslbHOe BpeMs TPpaHCNopTUPOBaHWS NpuW NOBbILWEHHbIX TemnepaTypax (cm. ISO/IEC 17043,
4.6.3.2).

CHavana Heob6xoAMMO BbINOSIHUTL UCMbITAHWE Ha CTabWIbHOCTb, UCNOJb3YsA pa3Hble TemnepaTypbl
ANA  0TOOpaxXeHus YCMOBWIA «Hawbonee HebNaronpuATHOrO Ccryyas NepeBO3kKU» U MakCUMasbHbIX
oXugaemblx 3agepxek, 4Tobbl onpeAennTb BMSAHME Takoro nNaoxoro obpalieHus c obpasuamu. Hanpumep,
4yacTb 06pa3LoB M3 OAHON NapTUM XpaHAT NPV YCTAHOBMEHHON Temnepatype xpaHeHus (Hanpumep, npu
MuHyc 20 X). a gpyryto 4yactb - npu 5 X, 15X 1 25 X. Kaxablii AeHb Mo NATb 06pasuoB, XxpaHALWmUxcs
npy Kaxpaol U3 ykasaHHbIX TeMnepartyp, aHann3upyoT B TeHeHne O4HOW Unn ABYX Hederb.

MnaH Takoro akcnepumeHTa Ha CTabwibHOCTb MOXHO MEHATb, HO OH AO/KEH MoAXoAWTb ANA
noslyYeHns nHdopMaLmn o BANAHUW pasnnyHblX TeMnepaTyp XpaHeHus Ha o6pasupbl U ANs yCTaHOBNEHUSA
BEPXHEro npefena TemnepaTypbl AN nonyvyeHus nabopartopueid. MonyyeHHyl0 WHGOPMALMI0 MOXHO
ncnonb3oBaTb A5 Bbl6opa ONTUMasbHbLIX YC0BUI pacnpocTpaHeHus obpasLoB No nporpaMmMe NpoBepKut
Ksanudukauuu, Hanpumep, TpebyeTca M oxnaxpartb o06pasubl B NpoLecce TPaHCNopTUPOBaHUSA,
UCMONb3ys CyXOW nep WAW Xnafo3/ieMeHTbl, /IM60 BO3MOXHO pacchiika 06pasuloB npu  yC/noBUSX
oKpyXatoLlei cpegpl.

[ns paccblniky B Tex cnyvasx, Korga TeMmneparypa siBfseTcs KpMTU4eckum napameTpom, Tpebyetca
KOHTPO/Ib OXN@XAEHUS U CTPOrne KpuTepun npremkn o6pasuoB, Takme Kak Nporpammbl HOPMAaTWMBHbIX
ucnblTaHuii Ha E.coli B AByCTBOpYATLIX MOMMOCKAX, PEKOMEHAYeTCS Npu NepeBo3ke NOMECTUTb OTAEe/bHble
npubopbl, perucTpupyloLlie TemnepaTypy, B kaxAyld KOpobky c o6pasuamu. [poBepka [AaHHbIX MO
TemnepaType MOXeT NOMOYb OpraHu3aTopy nporpammbl NPOBEPKU KBanucvkaluy nabopartopuii 06bACHUTb
aHoMasibHble pe3ysibTaThbl, NOJlyYeHHbIe yH4acTHUKamMu NporpamMmbi.

7 Oo6paweHne c obpasuamu

7.1 O6wme NonoxeHUs

Obwue TpeboBaHWs No obpalleHno ¢ obpasuamu onucaHbl B ISO/IEC 17043. 4.6.1 n 46.2. a B
JaHHOM pasgene npuBOAUTCA TOMbKO [OMNOSHUTENbHAA WHAOPMaLuMs, HenocpeACTBEHHO KacatoLljascs
MUKpPOGUONOrnyeckmx o6pasLos.

7.2 NHCTPYKUMN ONSA YH4aCTHUKOB

[Ana  Kaxpgoro uvccnefoBaHus  Kaxpas fabopaTopus-yvyacTHuU@ AO/DKHA  NONYYUTb  YeTkue
WHCTPYKUUK, Kacatoliuecs:

a) YCNOBUWiA XpaHeHns 06pasL0B BCeX TUMOB, B YaCTHOCTW, UHOPMaLMK O TeMnepaType XpaHeHus,
KOTOpas Takke A0/HKHA OblTb MPOMapKMpoBaHa Ha BHELLUHEl CTOPOHE YNakKoBKW;

7
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b) MmakcumanbHoli TemnepaTypbl o06pa3uoB MO MonyyYeHun naboparopueii-yyacTHULeh. B
3aBUCKMMOCTM OT paccMaTprMBaemoro cryyas;

C) VMHCTPYKUMIA no o6palyeHuo ¢ obpasuamm — ecnu TpebyeTcs BOCCTAHOB/IEHWE, pas3baBneHue
unu gpyras o6paboTka 06pasLoB, 3TO credyeT YeTKO onucaThb A8 KaX4oro KoMnaekTa u tTuna o6pasLos;

d) cooTBeTCTBYHOWMX KapT 6e30nacHOCTM, KOTOpble cnefyeT BKAWYATb B KaxAyl OTnpaBky
(Hanpumep, Tpebyemble AeTanu nNpuBeAeHbl B NPUIOXEHUN D);

€) ApYrvX AONOMIHUTE bHbIX UHCTPYKLWIA, Taknx Kak;

1) npefenbHbIi CPOK NS BbINOMIHEHUS UCMbLITAHWIA MO NMpoOrpaMMe U OTCbIIKE PEe3y/bTaToB

opraHusaTopam.
2) wmeTog(bl) wuccnegoBaHus (NpeanucaHHble WAWM  HA YCMOTPEHME Y4YyacTHMKOB, O
o6cToATENbCTBAM).

3) Tunbl OTYETOB O pesyfbTatax AJ/Il OpraHM3aTopoB, OCOGEHHO B OTHOLIEHWU eAVHUL
n3mMepeHus.

4) opraHusaTopbl MOryT notpe6oBaTb NOAPOGHOE ONMCaHWe MaTepuasoB, METOAOB, YC/I0BWI
MHKY6UpOBaHUA W T.4., B OoT4eTax no cpopme— B 3TOM c/iyyae cnegyeT NpeaocTaBuTb
VHCTPYKLMU MO 3ano/IHEHUIO TaknX hopm.

8 OueHKM nokasatesieii nabopaTtopuii, y4acTBYHOLMX B MpOrpaMmme MpoBepKu
KBasiMukauum

8.1 O6LWuMe NoNoXeHNs

Tam. rge BO3MOXHO, CTaTUCTMYECKMEe MPUHLMMbLI, WCNOMb3yemble A1 OLEHKW pe3y/ibTaTUBHOCTU
nporpaMM MNpoBepkn ksanudmkauumn, cnegyeT OCHOBbIBATb Ha NPVBEAEHHbIX B CTaHjapTax, Hanpumep, B
ISO/IEC 17043. 4.7 n 1SO 13528 (ans AONOMHWUTENbHON MHbopMauun cm. Takke [9]). XOoTA nporpammbl
npoBepkn KBanuukauuy MuKpobuonornyeckux nabopatopuii MOryT MPUHATL Mpoueaypbl, KOoTopble
oTAMYalTCA OT O0ObIYHO WCMOMb3yeMbIX B APYrMX CekTopax, €Ccnv OHW MOAXOAAT K WX KOHKPETHbIM
nporpaMmMam.

8.2 NpepaBapuTenbHasa oueHka

Mposepka KBa/MduKauuu BKIOYAET perynspHoe pacnpegeneHne o6pasuos Ana UCMbITaHUSA Mo
nabopartopuaM-yyacTHULAM AN  U3MEpPeHWUs KOHKPEeTHbIX BennynH (B OGONbLIMHCTBE C/y4vyaeB -
MUKpOOpraHn3MoB). PesynbTaTbl 3aTeM CpaBHMBAOT C  pe3ysbTataMmu, NOAYyYEHHbIMW  APYrMMUK
yyacTHukamu. [lpoBepka kBanudmkauuu, cnepoBaTefibHO, obecneynmBaeT He3aBUCKHMble CpeAcTBa
UCMbITAHUS N CPABHEHWA OTAE/bHbIX Mokasartesnei.

MocTosiHHbIE yA0BMETBOPUTE/IbHbIE MOKasaTenu Ha 3Tanax MnpoBepku Ksanudukaumm MoryT
obecneuntb NOATBEPXAEHVE ANA NabopaTopuil-yyacTHUL, HAAEXHOCTX NPOBOAMMbIX B UX nabopatopusx
npoLueccoBs, BKYas MeToAbl MccnefoBaHusi, obyyeHne aHanUTMKOB, 060pyf0BaHue, peakTuBbl, MeTOAbl
KOHTPONS KayecTBa, MHTepnpeTaLuuto pe3ynbTaToB 1 CNOCO6bl COCTaB/IEHNSA OTYETOB.

OpHako HeyfoBneTBOpUTENibHbIE pe3ysbTaTbl NpeAnonaralT, YTO pe3ynbTaTUBHOCTb OTAE/IbHOro
yyacTHMKa OKasanacb cnaboil No cpaBHEHWIO C COrNacoBaHHbIM 3HAYEHWEM, U 3[4eCb MOXET BO3HUKHYTb
Lenblii pag BOMPOCOB, BKOYaA crnegylowme; Bce Nv obpasuybl OblIV OAMHAKOBbI, Kak paboTanu apyrve
YyYaCTHUKM, MOrna /im MeTOAONOMMA UMETb CMELLEHHble pe3y/sibTaTbl U MPaBUbHO /M MHTEPRNpeTMpoBan
3TN pe3ynbTaTbli? OpraHnsaTopbl NPOrpaMMbl NO3TOMY AO/DKHbI MCMNOMb30BaTh YA0OHbIE CUCTEMbI OLEHKU
pe3ynbTaTUBHOCTH, YTOObI NOMOYb YYacTHMKaM OTBETUTb Ha Takne BONPOChI.

CyliecTByeT MHOXECTBO CMNOCOG0B UHTeprnpeTauun AaHHblX, MOJYYEHHbIX MNpU  NpoBepke
KBasmpmkauym, Ho MeToAbl MHTepNpeTaLun JOKHbI ObiTb 06 bEKTUBHBIMU.

BONbLMHCTBO YHACTHUKOB MWKPOGUOIOTMYECKMX NPOrpaMM He 3HAaKOMbl CO CTATUCTUKOW W [OMKHbI
[0BepATb TOMY, YTO MeTOAbl, UCMOMb3yeMble OpraHu3aTopamy nporpaMMbl MPOBEPKU KBaudukaluw,
[OCTOBEPHbI.

CTatucTuyeckne MeTofbl BKIOYAIOT;

a) Basigaumio:

b) NOACHUTE bHYIO MHOPMAaLMIO 415 YYACTHUKOB,;

C) NpUYnNHY BbI6OPA;

d) cornacoBaHHOCTb.

YeTkas n goctoBepHas uHdopmMaumsa Ao/HKHa NPefocTaBnsaTbCA yYacTHMKaM, YTOObl NO3BOMNTL UM
BbIMO/IHUTbL CAMOOLIEHKY W MHTepnpeTauunio pe3ynbTaToB 1 MakCMMU3NpOBaTb NpenMyLLecTBa OT yyacTus.

8.3 KonimyecTtBeHHble MeTOAbl

8.3.1 O6wwme NosoxeHns

Ha ctabunbHOCTb pe3ynbTaToB MPOBEPKM KBanudukauuu nadopatopuii N0 MUKPOGUONOrUYECKNM
meTogaM BfMAeT noAcYeT MWKPOOPraHW3MOB, 3aBUCALWMIA OT YPOBHS OAHOPOAHOCTM WUCMbITYEMOro
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martepuasna, Ha KOTopblli BAWSET criyvaliHble Bapuauuv B pacnpegeneHnn MnkpoopraHusmos. Kpome Toro,
BO3MOXHbl 3HAYMTESNIbHbIE PACXOXAEHUS MeXAy yyacTHWKamy B OTHOLLEHWUM MpPeunsuoHHOCTU Tpebyemoii
UM 0Xnaaemoli B UCTbITaHW.

Bbl6op cTaThCcTMYecKoro MeToAa AO/MKEH yumTbiBaTb hakTopbl, ykasaHHble B 8.1 n 8.2. Hapagy ¢
Apyrumy  cbakTopammn, Takumy Kak YMC/I0 Y4aCTHUKOB B KOHKpeTHOW nporpamme. CnepgyeT yCTaHOBUTb
napameTpbl, KOTOpble MOTYT Oka3aTb B/IMSHME Ha NMPUHATUE peLleHUs Npy BbiGope CTaTMCTUYEeCKOro MeToaa
OnA aHanu3a pesynbTtartoB. Hanpumep, cneuuanns3vpoBaHHble MporpamMmmbl MOryT BKIouate MeHee 30
YyYacCTHWUKOB; pe3ysnbTaTbl, MosiydeHHble oT 30 y4aCTHMKOB MOXHO rpoaHansMpoBaTb  METOAOM,
oT/IvyaWMUMCsa 0T MeTOA0B, NPYMeHAeMbIX B 60/bLIMX NporpaMmax, Hanpumep, BkIouawlwmx 6onee
100 y4aCTHMKOB.

BblbpaHHbIi MeTOA CTaTUCTMYECKOro aHanusa [O/DKeH COOTBeTCTBOBATb He TOJ/IbKO KOMNYecTBY
YYaCTHUKOB, BbIMOJTHAWOLWNX UCC/ef0BaHMe, HO Takke MUCNo/sb3yeMOoOMy MeToAy UccrefoBaHus. Hanpumep,
pe3ynbTatbl UCCNefOBaHWA, WCNOMb3YyOLWEero MeToAbl nofcyeTa KOJMIOHWA, aHanu3upylT Crnocobom,
oT/iMyarWwmnmMcs oT MeTofa CTaTUCTMYECKOro aHanusa, Tpebytwulerocs Ana aHanusa onpegenenna HBY.
37O npoucxoauT noTomy, 4To npucywas metogy HBY usmeHunsocTb byfdeT 6osblue, YEM U3MEHYMBOCTb
MeToA0B nofcyeTa KOMOHWA. [lelicTBUTebHO, A1 OLEHKM nokasaTesieil y4aCcTHWKOB NporpamMmMbl NpOBEPKM
KBanumkaumm B OTHOLIEHUW Pa3NYHBIX UCMbITAHWIA B paMkax OAHON MporpaMmMbl MOryT noTpeboBaTbCs
pasHble cTatucTuyeckue napameTpbl (cM. ISO/IEC 17043. n. 4.5.2). 3T0 [OMKHO ObiTb YCTAHOBJIEHO B
JOKYMeHTauuyW nnaHa nporpaMmbl, a Takke B M/aHe nporpaMMbl [O/MKHbI ObiTb AaHbl CCbIIKM  Ha
nprvemnemble MUKPO6GMONOrnyeckme MeTogpl.

Moaxogsaime cTaTUCTUYeCcKMe aHaiusbl 1 HadHauyeHve nokasaTesnei AN y4aCcTHUKOB NpuBeAeHb! B
ISO/IEC 17043, npunoxeHue B.

8.3.2 PacnpepeneHne gaHHbIX

Ecnv nogcyeTt noBTOPAOT HECKOMbLKO pa3. B YCNOBMAX MOBTOPSAEMOCTH, M/IOTHOCTb BEPOSATHOCTU
pe3ynbTaToB 06pasyeT, Kak OXWgaeTcsi, KpuWByl B (DOPMEe KOJIOKO/a, Ha3blBaemyld HOPMasibHbIM
pacnpegeneHvem.

Mukpobronornyeckne noAcyeTbl O6bLIYHO CAefyloT 3aKoHy J10rapuMUYECKOro HOPMaJsIbHOrOo
pacnpefenexus, U faHHble npeobpasyloT B 3HayeHus orapumMosB No OcHoBaHMio 10. 4To6bl NOAyYUTbL
KPUBYIO HOPMa/IbHOTO pacnpegeneHns. B 10 xe Bpems, AN HU3KOro ynucna 6akrepuii, MOXHO UCNO/b30BaThb
peanbHblil NoAcHeT, UM NPUMEHUTb CpeAHeKBapaTuyeckoe npeobpasoBaHune

O603HaveHusn

f- vactota
p- cpegHee
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0 - CTaHfapTHOe OTK/OHEHNe
PucyHok 1- [marpamma HOpMasibHOro pacnpegesieHuns

XoTa MCMbITbIBAKOT OAMH W TOT Xe maTepuas, pesyfbTaTbl, NONyYeHHble B pasHblX slabopaTopusix,
He ABMAITCA UAEHTUYHLIMU, MOCKOSIbKY Ha pe3ynbTaT MOryT OKasaTb B/UAHME He3HauYUTe lbHble N3MEHEHUs
BO BpPeMSl MPOBeLEHNA CaMUX UCTbITAHWIA.

Mpu nposepke kBanudukauun nadopatopuii UCMbITAHUA OO6bLIYHO BbINOHAT HE B YC/MOBUSX,
OT/INYHBIX OT YC/IOBUIA MOBTOPAEMOCTM WAM Jaxe OT YCNOBMIA BOCNPOM3BOAUMOCTU. McnbiTaHus
OCYLLECTBNATCA pasHbIMU aHaIMTUKaMK, B pasHbIX MecTax 1 B pasHoe BpeMs, C UCNO/Ib30BaHWeM pasHoro
obopyAoBaHus, cpef, peakTVBOB W MeTOAOB aHanuW3a, W BCe 3TO MNPUBOAUT K AOMNOSHUTE/NbHOM
M3MEHYMBOCTU,  KOTOPYHD  MOXHO  HasBaTb Kak  YC/MOBUSA  «CYnepBOCMNPOU3BOAUMOCTU» UK
«CBEPXBOCMPOU3BOANMOCTM», MNOCKO/IbKY TEPMUH «BOCMPOU3BOAMMOCTb» OObIYHO MCNOMb3YEeTCH TO/IbKO B
KOHTEKCTe KOHKPeTHOro meTtoja.

HecmoTpsa Ha Takoe pa3Hoo6pasne yCnoBuil UcNbiTaHusl, 06bIYHO HabNaaeTcs (norapudmuyeckm)
HOopmMasibHOEe  pacnpejefieHne pesynbTatoB, W MNPUHLUMBLI  CTATUCTUKW, COOTBETCTBYKOLLME  TakuM
pacnpefeneHusaM, cnefyeTt UCNonb30BaTh ANA UHTepnpeTauuy JaHHbIX, NPU YCNOBUW, YTO pacnpegeneHvne
rpy60o cuMMeTpuyHOoe 1 yHumoganbHoe (04HOBEPLUVHHOE).

Ecnv pacnpegeneHne gaHHbIX He ABAsSeTCA (norapuMuyeckn) HopMasbHbIM, cregyeT OueHUTb
MPUYMHBLI 3TOFO U WHTEPNPeTUPOBaTb faHHble COOTBETCTBEHHO, WUCMONb3yA Apyrve noaxogsilime TecTbl
(meTogabl).

8.3.3 OnpepeneHne NpuUNMCcaHHOro 3HayeHus

Llenb npoBepkun KBasmurKaumm 3ak1oyaeTca B OLeHKe, HacKosIbKO KBa/MuLMpoBaHbl yHacTHUKA B
OOCTVXXEHUN «BEPHOro» pesynbrtata. OfHako B OOMbWWHCTBE MpOrpaMM MPOBEPKM KBanudukauum
HEBO3MOXHO 3HATb «BEPHbli» pe3ynbTaT, MOCKONbKY OAWH W TOT Xe MUCMbITyeMbli matepuasn MmoryT
UCMbITbIBATL PasHble aHaIUTUKN U NMOJSYYNTb HE3HAUNTESIbHO pacxofAlmecs pesysbTaThl.

BmecTo aToro, cnefyeTt Npou3BECTU OLLEHKY «BEPHOIO» WU «MpaBu/IbHOro» pesynbTaTta U Ha3BaTb
ero «npunucaHHbIM 3HavyeHnem». MNpunucaHHoe 3HaYeHne MOXHO onpefenuTb HeCKOoNbKMMU crnocobamu, B
cooTBeTcTBUM ¢ ISO/IEC 17043. B.2 n ISO 13528.

CaMmbIM 006blYHbIM METOAOM A7 MPOBEPKM KBanudmkauum Mukpobruonormyeckmx nabdopartopuii
ABNAETCA COrnacoBaHne 3HadeHuii cpemn nabopartopuit-yyactHul,. MpunucaHHoe 3HauyeHne onpegensior u3
pobacTHOro cpefHero WM MeauaHbl pe3ynbTaToB BCEX Yy4aCTHWKOB. MpvMeHeHWe pobacTHbIX MeToA0B
npeanonaraeT MUHUMMU3AULWIO BAUSHUA pPasbpocoB, Tak 4YToGbl Takume pesynbTartbl He TpeboBanocb
UcKNoYaTb U3 AaHHbIX, NOCKOIbKY «UCTUHHbIE» pa3bpocbl nAeHTUgMLMpoBaTb TPYAHO.

MpunucaHHoe 3HauveHWe uMeeT 60/iee BbICOKYHO HeornpeAesIeHHOCTb, YeM MoJlyyeHHoe ApYyrumu
MeToaMu, HO 3TO YUMUTbIBAETCA MPW OLeHKe nokasartesieil yqyacTHWKOB. punucaHHoe 3HaveHue cunTaeTcs
cnpaBejInBbIM, NOCKOJIbKY pe3yfibTaTbl OT BCEX YHACTHUKOB BHEC/IM CBOW BKIaf B pacyeThbl.

Ecnun 6onee Hu3kas o6Was meauaHa nonydvaeTcss NpU YCTAHOBKE MPUMUCAHHBIX 3HAYeHWin no
COrnacoBaHuio y4acTHUKOB (HanpumMep, 3a CYeT TOoro, 4Tto 60MbLIOE YWUC/AO YYACTHWKOB CTOSIKHY/IUCh C
TPYAHOCTAMU MpU  BblAeNeHUn UM UAEHTUMUKALMN  KOHKPETHOIO MUKpOOpraHusmMa), opraHusarTopam
nporpaMmbl cnefyeT NPOKOMMEHTMPOBaTb 3TO Tak. YTOObI NPaBn/IbHO 060CHOBATL MOKa3aTesIn YYacTHUKOB,
pesynbTaTbl KOTOPbIX HE MOABEPININCH BAVUSHUIO.

8.3.4 HeonpefeneHHoCTb MPUNUCAHHOTIO 3HaYeHns

MpunucaHHoe 3HauyeHvWe npeAcTaBnseT CO60M HauNyyllyl OLEeHKY WCTUHHOTO 3HauveHusi. OHOo
nvMeeT CTaHAapTHYl HeonpeeneHHOCTb, YKasbiBaloWyl YpOBEHb [0Bepus B 3Tol oueHke. Ecnm
cTaHAapTHas HeonpeAesieHHOCTb MPUMUCAHHOTO 3HAYeHWA CAIUWIKOM Befnka Mo CPaBHEHWIo Co
CTaHAAPTHbIM OTK/IOHEHVEM B MpoLecce WCMbITaHWii, TO HEKOTOPbIE YYaCTHUKW MOMyYalT AelicTBytoLne 1
npeaynpexgjawoline OUeHKM He B pesynbTaTe CBOMX MokasaTeneil, a B pesynbTate 60MbLION
HeonpeaeneHHOCTN MPUNMCAHHOIO 3HaYeHus.

Moatomy cnepyeT yCTAHOBUTL KPpUTEPUM NPUEMIEMOCTU NPUNUCAHHOIO 3HAYEHWUA B NepecyeTe Ha
ero HeonpejesnieHHOCTb. PAJ MeTof0B Mo OLEeHKe 3TON HeonpeAeieHHOCTU 1 onpeaesieHnto NpueMaeMocTu
nmeroTcs 1 onucaxbl B ISO 13528.

8.3.5 MeToabl OLEeHKN nokasaTtesieli yHacTHUKOB NMPOBEPKN

OpraHu3atop nporpammbl NPOBepku kBanudmkauum nabéopartopuii [OMmKeH onpefenuTb
npunucaHHoe 3HayeHWe W OLEeHUTb, HAacKoNbKo pe3ynbTaTt(bl), MOMyYEHHbI OT KaxAoro ydyacTHuKa
OTKMOHSAETCS OT 3TOr0 MPUMUCAHHOIO 3HAYEHWA MO CPaBHEHWIO C pe3ynbTaTamMu, NOSYyYeHHbIMU OT BCEX
APpYrux yyacTHVKoB. Takum 06pa3om, nokasaTesin y4acTHUKOB OLEHMBAIOT HO MO «BEPHOMY» pesysbTarty, a
no CTaTUCTUYECKUM OLEHKaM «BEPHOro» pesynbTara, BblBEAEHHbIM MO BCEM MNpefCTaBfeHHbIM AaHHbIM.
Yem 60/blUe KONNYECTBO AAHHbIX, TEM 60M1€ee TOYHbIMWU MOTYT ObiTb Takne CTaTUCTUYECKNE METObl OLEHKM.

MeToabl OUEHKM rnokasaTenei yyaCTHMKOB W HasHauyeHue mnokasaTeneli npuBeAeHbl B
ISO/IEC 17043. B.3 n ISO 13528.
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8.3.6 Micnonb3oBaHKe z-nokasarenei

8.3.6.1 O6wume nonoxeHus

OG6bIYHBIM ¥ LLUMPOKO pacnpocTpaHeHHbIM METOAOM, UCNOJfib3yeMbiM B MPOBepke Ksanudukauuu
nabopartopuii, fIBNSeTCA cucTema z-nokasatesieii. MOCKOSIbKY WX OTHOCWUTENIbHO JIerko BbIYUCAUTL U
UHTepnpeTnposatb (cM. ISO/IEC 17043. B.3). Z-nokasaTesib yKa3blBaeT, Ha CKOJIbKO CTaHAAPTHbIX
OTK/IOHEHWU/ HaxoAWTCA [AaHHOe 3HayeHwe OT CpejHero, Hanpumep z-nokasatefnb 2 npeactasnset
3HayeHne, KOTopoe paBHO 2a", rhe 0 - cTaH4apTHOe OTK/IOHEeHWe OT CpedHero.

Kak nokasaHo Ha pucyHke 1, AaHHble CO CTaHAapTU30BaHHbIM HOPMasibHbIM pacnpefeneHvem
umetoT 95 % 3HaveHuii B npefenax 2 o' ot cpedHero n 99.7 % 3HauveHuii B npegenax 3 0. PesynbTartbl €
z-nokasaTtefieM Bbllle 2 CUMTAT COMHUTENbHLIMY, B CBSI3W C TEM, YTO TOMbKO 5 % NpaBuibHbIX U3MEPEHWIA
O6yfeT oTAMyaTbCA OT MPUMUCAHHOIO 3HavyeHus. PesynbTaTbl C z-nokasatefniem Bbiwe 3 cuuTaloTca
HeyJ0BNeTBOPUTEIbHbIMU, MOCKOMbKY TONMbKO 0.3% npaBuibHbIX W3MEpPeHuid 6yaeT oTavmyaTbCcs oT
npunucaHHoro 3HadyeHus (cm. ISO/IEC 17043. B.4).

8.3.6.2 LleneBoe cTaHgapTHOE OTK/IOHEHWE AJ1A pacyeToB z-nokasatens

PacueT z-nokasaTens UCNonb3yeT LeneBoe 3HavyeHne 419 CTaHAAaPTHOrO OTK/IOHEHUA. DTO Lenesoe
CTaHfapTHOe OTK/IOHeHWe onpegenseT macwTab npuemnemMoi U3MeHYMBOCTU nabopatopuii ANA Kaxporo
KOHKPETHOro ucnbiTanusa. To Xe camoe CTaHAapTHOe OTK/IOHEeHWe crlefyeT MCNoNb30BaTb B MOCAEAYHOLMX
npoBepkax Ksanudukaumn n Tak. YTo6bl nokasaTtesim MOXHO Obl10 CpaBHMBATbL OT MPOBEPKU K MPOBEPKE.
CyuiecTByeT psj MeTOoAOB A5 YCTAHOBNEHUS Lie/IeBOro CTaHAAPTHOIO OTKNOHEHWUs, npuBefeHHbIX B (97,
ISO/IEC 17043, B.3 1 ISO 13528.

8.3.6.3 MNapannensHble pe3ynbTaTbl B CMCTEMAX Z-NoKasaTtenei

PacxoxaeHua mexay pesynbTataMy YHaCTHUKOB BO3HMKAKOT M3 Mex1abopaTtopHOi N3MEHUYMBOCTMH,
a Takke uU3 BHyTpunabopaTOpHON  U3MeHYMBOCTU.  BHyTpunabopatopHas  U3MEHYMBOCTb WM
BHyTpunabopaTopHasa gucnepcus npegcrasnset coboil U3MEHUMBOCTb U3MEPEHWiA, BbINOTHEHHbIX OfHON K
Toii e nabopaTopueili Ha OfHOM M TOM e o6pasuye, W SBASETCA CBOWCTBOM, MNPUCYLLUM
MWUKPOGMONOrMYECKUM UccnegoBaHnaM. BHyTpunabopaTopHas M3MeHUMBOCTb U3MepseTcs Aaucnepcueri
NOBTOPSEMOCTMW.

Korpa na6opartopus-yyacTHuLa coo6LaeT o0 napassiefibHblX pesynbTatax Aj1s O4HOro UCMbITyeMOro
mMarepuasia, 3TO MOXET MOTeHUMa/IbHO CMECTUTb OCTasibHble faHHble, MOJlyYeHHble OT APYrvX YYaCTHUKOB.
Hanpumep, ecnnm 10 aHa/IMTUKOB M3 OAHON U TOI Xe nabopaTtopun BCe UCMbITbIBAIM OAMH W TOT Xe matepuan
(obpaseLt), KOTOPLIA N3HAYaUILHO ObI/T HENMPaBUILHO pasbassieH, To Bce 10 pe3ynbTaTos OyayT HeBepHbIMU. Takoe
KONMYECTBO HEBEPHBIX Pe3y/bTAaTOB BKIHOYAETCH KakK 4acTb B O6LLEe KOIMYECTBO AaHHbIX 1 MOXET CMEeCTUTb BCe
ocTaslbHble pe3ynbTaTbl. UToObl M36exaTb Takoi cucTemaTMyeckoill MOrpeLuHoCcTV, B OOLWMiA aHann3 AaHHbIX
cnepyeT BKKOYATb TO/ILKO MO OAHOMY pe3ynbTaTy OT KakAoi nabopatopum A5 NoyYeHns pacnpeieneHus.

Ecnu nabopatopusi-yyacTHuUa nosayynna napannesibHble pesynbTaTbl Ha O4HOM 1 TOM Xe obpasLe,
9TV pe3ynbTaTbl [O/DKHbI co06WATbCA MO OTAENbHOCTM, @ He Kak cpefjHee 3HayeHne. Tam rge
opraHu3artopamy nporpaMMbl [ONycKaeTcs TOMbKO OAWH pe3ynbTaT OT KaxAoro ydyacTHuka, TO AN
coobLieHnss HeobxoAMMO BbiGpaTb OTAeNbHbI pe3ynbTaT A0 TOro, Kak WccrefoBaHWe 3aBepLumntca U
pesynbTatbl 6yAyT N3BECTHbI.

8.3.7 ipyrue cnoco6bl OLEeHKN nokasartenei

8.3.7.1 O6wme nonoxeHuns

XoTa z-nokasaTesn OYeHb 4acTO UCMOMb3YITCA A8 OUEHKM pe3ynbTaToB NporpaMMbl NMPOBEPKM
KBanndmkaLumy, NOMYYEHHbIX pasHbIMWM MeTodamu, A5 OonpefeneHHbIX NporpamMmm MOoryT nofownTu apyrue
METO/bl OLLEHKN.

Hanpumep, B cnyvyae o6pasuoB C HU3KMMKW nokasatensmu (Hanpumep, nuTbeBas BOAA)
cTatucTnyeckas oueHka MoXeT ObiTb OCHOBaHa Ha MOAEsN, KoTopas MPOrHo3upyeT CcyyaiHble U3MEHEHUS.
Mo dhopmyne [lyaccoHa onNpegensitoT «HU3KUIA» WIN  «BbICOKUI» YPOBEHb KOHLEBbIX («XBOCTOBbIX»)
nogcyeToB. Hu3kme wAM BbICOKME pe3ynbTaTbl MOTYT MOMYYMTbCA HEOXMAAHHO W CAydvaiHo B 060
nabopatopun, HO HaKOM/EHWEe TakMX KOHLEBbIX pe3y/bTaToB YKa3blBaeT Ha Moxue nokasaTesnu.
MpenmyLiecTsa 1 HefoCTaTKn Takoh MOAENM B CTaTUCTUUECKOM aHanuse obcyxaaeTcs B [17].

Ans nporpaMM, B KOTOPbIX OXMWAAETCA BbICOKU/A YPOBEHb, MOXHO MO0Mb30BATLCA MPaBUIOM
0.5togio wam mMeTofOM NpoueHTuneld, a AN NPorpamMm C He3HAuYUTesNIbHbIM KOIMYECTBOM Y4YaCTHWKOB

notpebyeTtca MeTos abCoNOTHOIO OTKNOHEHNS MefMaHbl. DTU MeToabl onucaHbl B 8.3.7.2 - 8.3.7.4.
8.3.7.2 NMpumeHeHune npasuna 0,5 loato

CucTeMy OLLeHOK, OCHOBaHHyto Ha npasue 0.5 10g-)o- MOXHO MCMO/b30BaTh A5 NoAcYeTa KOMOHUiA

no [13]. 95 %-Hble fOBepuTE/bHbIe MHTEpPBasibl OT CPEAHEro KOMMYecTBa KosloHUil COCcTaBnsioT He 6onee
uem + 0.5 logio KOE. BHyTpeHHMe NpOBEpKM KOHTPOS KauyecTBa A/l MUKPOGKONoriecknx naéoparopuii

Tpe6y+0T napansenbHoro nogcyerta KOJIOHWI, 4TOGbI MOoKasaTb coriacoBaHusa 6bi1 He 6onee yem 0,51oat0
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eIMHUL, uYTO  MOATBEPXAAeT Xopowwuit pesynbTaT. DTO NpUMEHsieTcs K TakuM pesysibTaTam  oT
nabopaTtopuii-yyacTHUL,. Korga Bce pesynbTaThl B npegesnax A 0,5logto efuHuL OT MeanaHbl

YYaCTHUKOB CUUTAIOTCA MNPUEM/IEMbIMA 1 Ha3HA4YaloTCA BEPXHWM MNpefesiom. 3TO Npasuio Mo3BoNsAeT
yNy4lwnTb nokasatenn y4acTHUKOB CO BPEMEHEM, ecnn obLee kayecTBO NOACYETOB, MPON3BOANMBIX 3TUMM
yyacTHUKaMK, Takxe y/yyLmnTcs.

Mpaswno 0.510410 0OCHOBaAHO Ha MUKPOOMOIOTMYECKOM KPUTEPUM, HO TakkKe AOCTOBEPHO CTATUCTUYECKN,
MOCKOJIbKY, €C/IM OXWMAAEMOe KOIMHYECTBO KOJIOHMIA Ha 4allky coctasnsieT 10. v opraHv3Mbl pacnpefensioTcs
Npon3BO/IbHO, TO 95% pe3yNbTaToB OKaXyTcs B Avana3oHe OoT 3 A0 17 kofoHwil. Ha wkane [AecAaTuuHbIX
norapudmMoB oxuaaemas meguaHa 6yfeT pasHa 1, HWxHWI npefen 6yaeT paseH 0,47. a BepxHWin npefen
cocTaBuT 1.23. T.e. HMXHAA 1 BEPXHAA rpaHnLpbl AgnanasoHa 6yayT B npegenax 0.5 log 1g eauHny,. CneposatesibHo,
pesynbTart B npefdenax = 0.5 log-) 0 e4MHUL, OT 0XMAAEMOro 3HaYeHUs criefyeT CUnTaTb NpueMIemMbIM.

8.3.7.3 MpumeHeHne npoueHTUNEN

MpoLEHTMIN MOXHO MCMONb30BaTh A8 nAeHTudMKaummM pasbpocos A48 nofcyeTos, koraa 50 n 6onbLue
YYaCTHUKOB OCYLLECTBAIOT MOACHET KONMYECTBa KO/IOHUIA. DTO BieYeT 3a coboit nogcyeT 5-o0i. 10-oi. 90-oi1. 1 95-
O npoueHTUneli pacnpefeneHvsi pesysibTaToB, MNOMYYEHHbIX OT y4yacTHMkoB (C5. CHO. C90. m C95
cooTBeTCTBEHHO). C5 n CHO cnepyeT OKpyr/iMTb C yMeHblleHnem o 0.05togio eguHuupl Hanpumep. 2.23

okpyrnsT go 2.20). torga kak C90 n C95 cnefyet okpyrnaTb ¢ yBennyeHweM (Hanpumep. 3.36 OkpyrnsioT go
3,40). Hanpumep, kak MOryT npucBavBaThbCs nokasarenu (Hanpumep, Npu nogcyete aspobHbIX KOMOHWI) NokasaHo
HUXe:
- Pesynbtatbl oT CHO go C90 (npuemnemsblii guanas3oH): [lokasaTtenb = 2
- Pe3ynbTatbl o1 C5 go CHO wam ot C90 go C95: Mokasatens = 1
- Pe3ynbTatbl HMXe C5 wnau Bbiwe C95: Mokasatens = O
MpumMeHeHve npasuna 0.51o0A410 MOXeT pacwupuTb NPUEMEMbIi AnanasoH W. crefoBaTefibHo,

MOBbLICUTL MOKa3aTesiv, Ha3HayeHHble HEKOTOpbIM pe3ynbTatam B C5, CHO. C90 n C95.

MeTof npoueHTUNeln ABNsieTCs po6acTHbIM WM He 3aBWCUT OT TOro, ABMASETCH M peasibHoe
pacnpefeneHve [ecATUYHbIX florapugpMoB MNOACUYATAHHOTO KOSIMYECTBA KOMOHWIA HOpMasbHbIM. 3TO
MO3BONISET YETKO UHTEPNPETUPOBATbL OLEHKY nokKasaTenei.

Ecnn uncno yyacTHWKOB B pa3paboTaHHOW nporpamme NpoBEPKM KBanudukaumm okasanocb MeHee
50 nabopaTopuil, WM KO/MYECTBO YYACTHWKOB, COOOLMBLUMX pe3ynbTaTbl MOACYETA KOHKPETHOro
napameTpa, okasasocb meHee 50. TO 3HauyeHUss abCOMOTHOrO OTK/IOHeHUa MeauaHbl (MAD) (cm. 8.3.7.4)
cnepyeT UCNONb30BaTb BMECTO MPOLEHTUNEN.

8.3.7.4 NpumeHeHne abCoONOTHOIO OTK/IOHEHNSI MeAnaHbl OT 3HAYEHU MeanaHsbl

MeTogq MAD wucnonb3ylT Ansa ugeHtudukaumm pasbpocoB nNpu  KOMUYECTBE  YYaCTHUKOB,
BbIMOJIHUBLUNX MOACYET, cocTaBuno meHee 50. MNpoLeHTUIN 1CnonbL30BaTh He CriefyeT, NMOCKOJIbKY MeHee
50 pe3synbTaTtoB NpefocTaBAslOT HeAOCTATOYHO AaHHbIX ANA pacyeTa [OCTOBEPHbIX 3HauveHwit C5, CHO,
C90 n C95. 3HaueHnas MAD ob6ecneunBalT pobacTHbIA METOA, BblYAC/IEHUS NPUEMIEMOrO AuanasoHa npu
OLleHKe pe3y/sbTaToB, MOJIYYEHHbIX OT YYACTHUKOB, W Ha3Ha4YeHUW nokasartesieil. AHanu3 TpebyeT pacyeTa
pasHoOCTN MeAuaH U3 MeAuaHbl 718 KaXAOoro pesysbrara, KOTOpyl 3aTeM yMHoOXaloT Ha 1,482 6, 4To6bl
noNy4nTb OCTOBEPHYIO OLEHKY CTaHAAPTHOIO OTKIOHEHNA (3HavYeHre MAD). oywD.

Mpumep TOro, Kak moryT 6bITb Ha3Ha4YeHbl NokasaTenn c NOMOLLbHO 3HauyeHnin MAD, nokasaH Huxe:

— PesynbTathl B npegenax a2 oMD ot MeanaHbl y4aCTHUKOB: lNoka3aTenb =2
— PesynbTathl mexay i2aMAD un +2,58 awwyj: Mokasatens = 1
— PesynbTathl 3a npegenamu «2,58 o M) MokazaTesnb =0

Kak 1 B OTHOWEHWM NPOLEHTUMEN, HWKHUE MNpegenbl cnepyet OKPYrifATb C MOHWXKEHWEeM [0
3HauveHusa 0,05 loato * a BEpxHME Npegesibl ¢ NoBbileHnem A0 3HavyeHms 0,05 log-Q-

Heo6xogMmMo OTMETWTb, 4YTO €ecnim He npumeHseTca npasuno 0,5loat0. npnbnmautensHo 5%
nabopatopuili okaxyTcs BHe uHTepBana * 2 oMo U 1% BHe uHTepBana + 2.58 ablO (npegnonaras

HOpPMasibHOCTb [eCATUYHbIX lorapuMoB NoAcyYeToB 6e3 aKCTpeMasibHbIX pa3bpocos).

MeTtog MAD cnepyeT UCMNO/b30BaTh /11 HOBbIX MPOrpaMM MPOBEPKN KBa/MUKaLUK, a KOTOPbIX
npuHMMaeT yyactne meHee 100 nabopaTtopuid.

8.3.7.5 CneumnanbHoe paccmoTpeHne MeToAo0B Hanbonee BeposaTHOro Yncna (HBY)

MeTog aHanusa, uWcnonb3yembll Ana onpegeneHna HBY. umeeT 6o0nbluylo  NpUCYLLyO
N3MEHYMNBOCTb, YeM MeTO/bl NoAcYeTa KOMIOHWA M NO3TOMY YACTO CUMTAETCH TOJSIbKO MOSYKONMYECTBEHHbIM.
B T0 e Bpems, nHorga oH TpebyeTcs ANA 06HaPYXEeHUA W OLeHKM KOHLEHTpaumWi, ecnm oxuaaerca Huskas
KOHLUEeHTpaunus MUKPOOPraHM3mMoB, OCOGEHHO KOrja MWKPOOPraHu3mbl HAXOAATCH B CTPECCOBOM COCTOSIHWMW
(Hanpumep/, B pesynbTate 06paboTkm nnn 3amopaxmsaHus). Takke, metoabl HBY npegnucaHbl Hopmamu
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WM KPUTEPUSIMU MUKPOBMONOTMYECKNX MCCNefoBaHW onpefenieHHbIX MULEBbIX NPOAYKTOB, Hanpumep,
MOJIOYHbIX MPOAYKTOB WM XUBbIX ABYCTBOPYATLIX U APYTMX MOJITIOCKOB.

No6oii mMeTod OUEHKM pes3ynbTaToB YYaCTHWKOB NO onpegeneHuto 3Havenwin HBY cnepyet
gonyckaTb Ana npucyuiein nsMmeHuynsoct HBY, npegnonoxus, 4To obpasel, XOpowo nepemellaH Ao
ncnblTaHus.

[ns metoga Tpu no NATb NPo6GMpOK CTaHAapTHOe OTKNOoHeHuWe pesynbTata logl0 HBY coctaBuT

npuénusntensHo 0,24. nNpyv YCNoBUU, 4YTO pe3ynbTaTbl HE MOKaXyT «3KCTpeMasbHbIX» KOMOMHaLWiA
npo6upok, Hanpumep, komouHaunii 3. 0. 0k 5. 5 1 2 (cm. ISO 7218).
[ns meTofa Tpu no Tpu Npo6GUpPKM CTaHO4APTHOE OTK/OHEHWe pesynbTata tog-to MPN coctaBuT

npuénuantensHo 0.32, nmpyu YCNOBWMM, 4YTO pe3ynbTaTbl He MOKaXYT «3KCTPeMasibHbIX» KOMOUHaLui
npo6upok, Hanpumep, kom6uHauuii 2.0.0k 3, 3. n 1.

OTO 03HauyaeT, YTo B uAeanbHOW cutyauuun, 6e3 U3BbbITOYHON MexX1abopaToOpHON WM3MEHYMBOCTH,
95 % pe3ynbTatoB nonagyT B npefenbl t 2c u 6onee 99 % pesynbtatoB B npegensl 1 3a, rae a -
CTaHAapTHOE OTK/IOHEHUE.

OfHako Ha npakTuke CcyllecTByeT HeKkoTopas MexnabopaTtopHas W3MEeHYMBOCTb. AHanu3 psga
HabopoB AaHHbIX MOKasbiBaeT, YTO 3TO YBE/NMYMBaET AMCNepcuo NnpumepHo B 2.5 pasa (1. cnefoBaTesibHO,
cTaHAapTHOe OTKMOHeHWe npumepHo B 1.58 pas).

MoaTomy npegenbl NpMeMIEMOCTV pes3ynbTaToB Y4yacTHUKOB Ana onpegenennii HBY cnepyet
nogHATs o i 3a n+5a (cm. Tabnuuy 1).

Tab6bnuya 1- MNpegen npuemneMocT pesyibTaToB

Mpegen npuemMnemocTn pesynbTaTos MeTog Tpu no Tpu MeTog Tpu no NAThb
13a 1 0.96 log-to (9.1-kpaTHO) 10.72 log-jQ (5.2-kpaTHo)
15a 1 1.60 logio (39.8-kpaTHO) +1.20 loato (15.8-kpaTHO)

MpaBuno 0.5 logta He cnepyeT npuMeHATb K pesynbTatam HBY BBuAy npucyuleii metopy
N3MEHYNBOCTMU.

[ns meTtoga HBY Takke BO3MOXHO NPOBEpPUTbL COrslacoBaHne KOMOMHaLMin NMpobupok 1 passefeHunit

1 coobuaemoro HBY c nomowbio Tabnuy (cm. ISO 7218).
Ecnn nporpamma npoBepkn Ksanudukauum Wim HOPMaTMBbl, Ha KOTOpPbIX OHa OCHOBaHa, TpebyeT
onpefenATb 3HaveHus HBY napannenbHo, TO pesynbTaTbl MOXHO CpaBHMBATbL W. €C/M KOMOGMHaLumu
Npo6VpoK BbI3bIBAIOT JOBEPME, TO PACXOXAEHNE MexXAy ABYMS pe3ynbTaTamu He AO/DKHbl OT/iMvaTbCs, B
nepecuyete Ha JecsATU4YHble norapudmel, 6onee yem Ha 2.58 x M2 x 0.24 =0.88 gna metoga Tpu No NATb
npo6upok u 6onee yem Ha 2.58 x \'2 x 0.32 = 1,17 gna meToda Tpu no TPy NPOBUPKA.

Ecnu  cpaBHuBaloT [fBa pacnpefefnieHns ¢ ABYyMSA napasfieNibHbiMU - pe3ynbTaTaMu  Ha
pacnpegeneHue, To cpefHee 13 ABYX OnNpeAesieHnidi He AO0/MKHO OTANYaTbCs, B NepecyeTe Ha AeCATUYHble
norapudmel, 6onee yem Ha 2,58 x 0,24 =0.62 ansa meToda TpWM Mo NATb NPOOGUPOK W 6onee yem Ha 2.58 x
0.32 =0.83 gn1a meTo4a TpU MO TPU NPOGUPKH.

8.3.8 OueHka AONTOCPOYHBIX MNokasartenemn

8.3.8.1 O6wme nonoxeHuns

OueHka nokasatesieii B nporpammax NPOBepKN Keamdukaumm 06bIYHO CBOAUTCHA K OLIEHKe
pe3ynbTaToB OTAE/bHbIX PayHA0B, HO eCTb NPUMepbl, Korja oueHka Npu ANWTeNbHON paboTe MOXeT ObiTb
605ee HafeXHoN. XoTA Takasa oueHKa 06bIYHO MPUMEHAEeTCS K NporpamMmaM BHeLLHel OLeHKN kavyecTsa, Ans
3aBEpPLUEHHOCTN AOKYMeHTa 34eCb NPMBOAATCA HEKOTOPbIE pekoMeHauuun.

NMo6oli mMeTon OLEHKU AONTOCPOYHbLIX MNoKasaTenei fo/mkeH obecneynTb, YTOObI nabopartopuw,
BbIMOJIHALLME NOACYETLI, HE UAEHTUMULNPOBANNCE KaK «MI0XMe UCMOMHUTENN» ClyyaliHo, N0 KONNYecTBY
MUKpPOOpPraHn3mMoB B obpasLiax, KoTopble OHWU NOJYUUN.

«Huskoe» 1 «BbICOKOE» KOMMYECTBO CriedyeT OnpefenATb COrMacHO O6BLEKTUBHbIM MNpasBuiam
(Hanpumep, B COOTBETCTBUM C ONpeAeneHneM Ha ocHoBe mogenu [lyaccoHa AN HUKOro KonuvyecTsa, unv
mMeTofa /IpoueHTUNEel UM Apyrux MeTofoB Ans 60MbLIMX KONMYeCTB), a 3aTemM WCnonb3oBaTb 3TO AN
onpefeneHus Tex nabopaTopuii, KOTOpble COOOLLAOT Takue pesynbTaTbl yvalle B TEYEHUE BpPEMeHW, Yem
MOXHO 6bI1/10 Obl 0XUAATH CyYainHo.

OpraHusatopam nporpaMmbl  cregyeT MoOoWpPATb YYaCTHWKOB Ha BbINOJIHEHWE COGCTBEHHOrO
KBaNMMULUMPOBAHHOTO 06OCHOBaHMSA Mpu  OueHke wuHdopMauun, MpefocTaBNeHHOW B OTyeTax,
CcaMoCTOATe/IbHO OLeHNBas, TakuMm 06pa3oM, CBOU nokasatenn. OpraHvM3aTtopbl MOTyT NPeaioXUTb CBOUM
yyacTHUKaM pas/inyHble Cnocobbl BbINOSIHEHUS CaMOOLIEHKU flabopaTtopumn, HO UM He cnefyeT AWKToBaTb
KpUTEpUM AN15 CAMOOLEHKM KaxAol OoTAesbHOI nabopaTopuu; nydlle Kaxaas oTAaenbHas nabéopatopusi-
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yyaCTHMLA YCTaHOBWT KPUTEpPUM Ha OCHOBE TOrO, 4YTO CYMTAETCA MUKPOOMONMOTMYECKN 3HAYMMbIM B
KOHTEKCTe ee COOCTBEHHOI NOBCeAHEBHOV pPaboTbl M TpeboBaHU 3aKa3umKoB.

8.3.8.2 OUEHKM HU3KUX pe3ynbTaToB (He60MbLWOro KoamyecTsa MMKPOOPraHU3mMoB)

Ecnn cnyvaii saBnsetca efuMHCTBEHHbIM paccMaTpuBaeMbiM (hakTOPOM, TO «KOHLEBblE» MOACYETI
[OMKHbI  pacnpefenaTbCcsi cnyvaiHbiM 06pa3oM. Pe3ynbTaTbl MOXHO TLATeNlbHO NPOBEPUTb, YTOObI
onpefenuTb pa3bpoc KOHLEBbIX pe3ynbTaToB, Mexay nabopaTopusiMu no psagy o6pasuos (Hanpumep,
ucnonb3ys kputepuii (Q-tect) KoxpaHa).

Ecnu oHu pacnpefensoTcs HecnyvaiHbIM 06pa3oM, MOXHO BbINOMIHUTL aHann3 BTOPOro YpPOBHS,

4yToObl OMNpegenvTb OXWjaemoe pacnpefesieHne KOHUEBbIX MNOACYEeTOB MO  MPeAcTaBMBLLUUM WX
nabopartopusaM, ecnv OHW MPOCTO ABASIOTCA Pe3yNbTaTOM eCTEeCTBEHHON M3MEHYMBOCTM 06pasLoB, a He
pe3ynbTaToM BAUSHUA NokasaTesnei nabopatopuun. Torga no OTANUKIO MeXAy 0XMAAEeMbIMU KO/IMYecTBamm
HU3KUX pe3ynbTatoB OT nabopatopuit u dakTuyeckn HabnwgaembiM KOMYECTBOM BbIAENAOTCA Te
nabopartopun, KOTOpble MOFyT WCMbITbIBATb Npo6aemsl. Mpumep oueHKW nokasateneli ana obpasuyoB C
HU3KUM COoflepXaHnem MUKPOOPraHn3MoB NpuBoAeH B Tabnuue 2.
Ta6nuuya C.2- Habnogaemble n oxugaemble Konmyectsa Habopos pesynbTatos, npegnonaras, 4to
pacnpefeneHne HU3KMX pe3ynbTaTtoB criyyairiHoe (Mo pacnpefeneHvio HU3KUX KoHueHTpauuii Clostridium
perfringens B o6pasLuax NMTbeBOV BOAbI, TaM F4e N3MEHYMBOCTb B KOSIMYECTBAX MUKPOOPraHM3MOB B pPasHbIX
aHanusmpyemMbix npobax MOXeT HEMPEMEHHO NPEBLICUTb U3MEHUYNBOCTbL NabopaTopHbIX NokasaTenei)

NO. «HU3KUX» pe3ynbTaToB Ha6nwopaemble Oxunpaemble
0 58 58
1 32 48.56
2 18 16.94
3 14 3,15
4 3 0.33
5 2 0.02
Bcero 127 127

OfVH UK ABa HU3KUX pesysibTaTa MOIN NOyYUTbLCSA CydaiiHo; TP BO3MOXHO BbIIN HECTyYaliHbI;
yeTbipe Win 60/blUe BPSA NN 66U criydaiHbIMK, ¥ MeToAbl CrefyeT NPOBEPUTb.

8.3.8.3 OueHKM BbICOKMX pe3ynbTaToB (60/1bLWOT0 KOM4YecTBa MUKPOOPraHM3mMoB)

OUEeHKN BbICOKMX Pe3ynbTaToB OMNUPAOTCA Ha aHaslornyHble MNPUHUWMBLI, HO OXMAAEeTCA MeHbLuas
M3MEHYMBOCTb PE3Y/IbTATOB OT YHACTHUKOB 3a CHET U3MEHUMBOCTM COAEPXAHUS MUKPOOPraHM3MOoB B 06pasLax.

[onrocpoyHble nokasaTenu, OLEHEHHbIe, HanpumMep, METOAOM MPOLEHTUAE. MOTYT GbiTb NOJSyYEHbI
no 12 o6pasuam, gonyckas MakCUMaslbHbI Nokasatesib - 24 TOYKW. YUyaCcTHUKaM ycTaHaB/MBalOT LeneBo
nokasartenb He MeHee 70 %. Ecnun npasuno 0.5 log”o B pacyeT He npuHUMaeTcs u Aenaertca AonylieHve,

4YTO BEC YYACTHMKM CMOCOGHbI A0CTWMYb OAMHAKOBLIX MNokasaTeseil, TO C MOMOLLbI0 MHOFOMEPHON Teopuwu
MOXHO MoKa3aTb, YTO BEPOATHOCTb A/ y4YacTHMKA AOCTUYb CyMMAapHbIi Mokasatesib MeHbwe 70 % oT
MakCyMasibHO BO3MOXHOro paBHa 5,2 %. 3710 o03HayaeT, 4TO B MOAJOGHbIX 06CTOATENbCTBAX,
npnu6An3NTEeNIbHO 0AHOro M3 20 YYaCTHUMKOB MOXHO HEMPaBU/IbHO WAEHTU(ULMPOBATL Kak «M/ioXoi
UCMNOJIHUTENb». B AeliCTBUTENbHOCTM Noka3aTenun He MoryT ObiTb OAVHAKOBLIMU, M HEKOTOpbIE TabopaTopumn
[elCTBUTEIbHO UCMbITbIBAOT NPOGAEMbI C UCCEeA0BaHNAMMN, KOTOPbIE OHWM NPOBOAAT, Tak YTO BEPOATHOCTb
HenpaBUNbLHOW WUAEHTUMKaUUM YAOBNETBOPUTE/bHLIX MOKa3aTeneil kak «njoxve» nokasatenn 6yaet
ropasfo Hwke ykasaHHoW. Bonee Toro, npumeHeHme npasuna 0,510410 CHMXaeT 3Ty BEPOATHOCTb A0

meHee 0.1 %.

MpakTnyecknii NpuMep OLeHKV J0TOCPOYHbIX NokKasaTeneli ¢ NOMOLLbI0 KpyNnHOOopMaTHbIX Tabnuy,
rnokasaH B npunoxeHum C.

8.4 OueHKa Ka4eCTBEHHbIX MeTo40B

8.4.1 O6LuMe nonoxeHus

[nsa mexnabopaTtopHbIX CPaBHUTEbHbIX UCNbITAHWIA, B KOTOPbLIX MCNO/Mb3YTCA O4WH UM HECKOSIbKO
KauyecTBEHHbIX MeTOAO0B, pe3ynbTaTbl (DAaKTMHECKW NpefCcTaBNAlOT COO0W «Benblii UM YepHbli», «aa unm
HeT», «0B6HaPYXXeHO U He 0OHAPYXEHO».

MeToAbl CTATUCTMYECKOrO aHanunsa /19 pesy/nbTaToB Takoro Tuna orpaHuyeHbl, HO npegsaralTca
pasfinyHble BapuaHTbl, Takme kak LOD50, oueHKM COoriacoBaHHOCTWM WM COBNafeHUs U OTHOCUTESNIbHas

TOYHOCTb, XOTSl ONTUMa/IbHBIV METO/ BCe elle Ha CTaaun PacCMOTPEHNS.

8.4.2 NokasaTenu oTAeNbHbIX Nabopartopuii

MpocToli MeTos CaMOOLEHKM NaGopaTopusAMU-yYacTHULAMW 3ak/ioyaeTcs B 3anucu Konmyecrsa
MONOXWUTENbHBIX W KOMMYecTBa OTpuLaTeNlbHbIX Pe3ynbTaTtoB, KOTOpble OHW OGHapyXwnu, Hapsgy c
KONMYECTBOM MOMOXMTE/NbHbLIX U KO/IMYECTBOM OTpULLATENIbHbLIX PEe3yNbTaToB, KOTOpble OXWMAANWUCb. 3Ty
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nHgopMaumio cnegyet CONOCTaBUTb C 3anNUCAMK KOHLEHTpaunil LeneBbiXx MUKPOOpPraHu3MoB B obpasuax,
4yTO6bI OLEHUTb NokasaTenu, a Takke obecneunTb TekylMe AaHHble MO npedeny obHapyXeHus meToga B
oTAeNbHbIX NnabopaTopusax.

Pe3ynbTaToM uWCNbITaHWA Ha NpPUCYTCTBUE/OTCYTCTBME SABASETCA OTBET «Aa» WU  «HeT»,
Heo6Xxo4MMO MCNbITaTb MHOXECTBO 06pasLoB, 4YTOObl OLEHWTb MokasaTenu OTAeNbHbIX nabopaTopuii B
nporpamMme npoBepku kBanudmkauun. Kaxgomy ydvacTHUKY cnefyeT WCMbiTaTb BCEro He MeHee
18 o6pasuoB. 31 18 06pas3LoB COCTOAT M3 LIECTU napasiesibHblX Npo6 Ha Tpex pasUuHbIX YPOBHSX
3apaxeHnss o6pasuoB. 3TM TpU YPOBHSA [JalT: OTpuuaTenbHbll (MpoBEpKa Ha Hanuyve OXHbIX
NOMOXWTENbHBLIX pe3ynbTaToB 3a CYeT, Hanpumep, MepeKPecTHOro 3apaxeHwus); HU3KWIA  ypoBeHb
(o3HavatoWwuin, 4To 06pasLbl 3apaxeHbl Ha nNpegenie 06HapPYXeHUs UM HEMHOTO Bbille 3TOr0 Npegena Ans
ncnosnb3yemMoro metoAa, B uaeane Takoil ypoBeHb AO/MKeH ObiTb YpOBHeM, Ha KoTopom 50 % ob6pasLos
nokasanu MoMOXWTENbHbIV pe3ynbTaTt 3apaxeHus; n 50 % oTtpuuaTtencHblii (LODS50)] 1 BbICOKUIA YPOBEHb

(3TOT ypoBeHb f0/MKeH ObiTb B 10 pa3 Bbille HM3KOTO YPOBHSI M NPeAcTaBnsATb YPOBEHb, HA KOTOPOM BCe
aHanusMpyemble 06pasLibl MOKa3biBAKT NOMIOXUTE/bHbIA pe3ynbTar).

VHTepnpeTauusa faHHbIX npocTa:

a) ANs oTpuUuaTesbHbIX: BCce 06pasLbl AO/KHbI MOKa3aTh OTPULATENbHbIV pe3ynbTaT:

b) 418 BICOKOTO YPOBHS: BCe 06pasLbl AO/MKHbI NOKa3aTb MOJIOXUTE/bHBIA pe3ynbTarT;

C) AN HU3KOTO YPOBHSI: MOXHO paccuuTaTb (CM. Tabsvuy 3) C MNOMOWbI OGUHOMUANIBHOTO
pacnpefeneHns n npoueHTa o6pasuoB, MokasaBLUMX MOMOXUTE/IbHbIA pe3ynbTaT (MOXHO MOMYy4YnTb U3
OMOPHOTO 3HaYeHus, MOJYYEHHOTO OT OpraHu3atopa, WM B3STb Jy4yliuii pe3ynbTar U3 pe3ynbTaTos,
Nosly4YeHHbIX OT BCEX YYACTHMKOB) Ha 95 %-HOM A,0BEpPUTENbLHOM YPOBHE.

Tab6nunuya 3- Cnayyaih o6HapyXeHUs ONpefesIeHHOro KoAM4yecTBa MOSIOXUTENbHbIX pe3y/bTaToB Mo
wectn o6pasyam Kkak (YHKUUSE cpeAHero npoueHTa MNoMoXUTe bHbIX 06pasuoB  (6MHOMMUaNbHoe
pacnpegenexue)

Yucno CpefHUit NPOLEHT NOMOXUTENbHbLIX PE3Y/bTATOB
NONOXUTENbHbBIX
pe3ynbTaToB no

10% 20% 30% 40% 50% 60% 70% 80% 90%

wectu
obpasuam
0 531 % 262% 118% 4.7% 16 % 0.4 % 0.1 % 0.0 % 0.0 %
1 354% 393% 303% 18,7% 9.4% 3.7% 1.0% 0.2 % 0.0 %
2 9.8% 246% 324% 311% 234% 13.8% 6.0% 1.5% 0.1 %
3 1.5% 8.2 % 185% 276% 31,3% 276% 185% 82% 1.5%
4 0.1 % 1.5% 6.0 % 138% 234% 311% 324% 246% 98%
5 0.0 % 0.2 % 1.0% 3.7% 9.4 % 18.7% 30.3% 393% 354%
6 0.0 % 0.0 % 0.1 % 0.4 % 16 % 4.7 % 118% 26.2% 531 %
NMPUMEP - Y106bl WCnonb3oBaTb Tabnuuy 3, NepBbIi CPEAHWIA NPOLEHT MOMOXKUTENbHbIX

pe3ynbTaToB A0/MKEH ObITb U3BECTEH. 34eckb OH npeAnonaraeTcs pasHbIM 30 %. 03Hayast, YTO NPUMEPHO OAWH U3
Tpex o6pasLoB COAEPXUT LeneBoii MuKpoopraHu3m. [ockonbky Tonbko 30% 06pa3uoB cogepxart LeneBoi
MWKPOOPraHn3M, MoXoxe, YTO HeKOTopble M3 06pasLioB MOryT BOOGLLE He coAepXaTb Lie/leBOV MUKPOOPraHn3m,
€Cc/v aHa/M3NpyIoT, HanpumMep, WecTb 06pasLoB.

Tabnuua 3 nokasbiBaeT, YTO BEPOSATHOCTb MOJyYeHWs Habopa W3 LecTW 06pasLioB, COCTOALWMX U3
yeTbIpex MONOXWUTESNbHLIX U ABYX OTpuLUATeNbHbIX, cOocTaBnseT 6 %. JTO BpsA /M NPOM30AAET, HO BO3MOXHO,
ecn foBepUTENbHBIA MHTEPBaUT NpeanonaraeTcs paBHbiM 95 %. Cymma BeposiTHOCTel o6HapyxeHus 0. 1, 2. 3
W 4 NonoXxuTesbHbIX pesynbTatoB coctasnset 99.0 % (11.8 + 30,3 + 32.4 + 18,5 + 6.0). B atom cnyyae. 99 %
ABMISIETCA HaVMEHbLUMM 3HaYeHueM, KoTopoe Bbille 95% (AoBepuTenbHoro npefena). McknoueHne yeTbipex
NONOXUTESbHbLIX pPe3ynbTaTtos B 93 %. UTo HKe 95 %-HOro f0BEPUTE/ILHOTO YPOBHS.

BepoATHOCTb HaXOXAEHWS LLIECTN NONOXMTENbHbIX Pe3y/ibTaToB U3 LWeCTn 06pasLioB COCTaBSET TO/IbKO
0.1 %. 370 04YeHb Masiast BEPOATHOCTb [/ YUCTOrO criyydas. [ocKosbKy HeonpeeneHHOCTb YCTaHaBMBaeTCs Ha
makcumyme 5% (100%- 95% -HbIli ypoBeHb A0Bepus), 3TO nonajaeT B AaHHbli nmpegesn. To xe cavoe
NPOUCXOAWT B CUTyauuw, Korga NATb WM LWeCTb U3 LIeCTU 06pasLoB SABAAIOTCA MNOMOXMTENbHbIMU. Cymma
BeposiTHOCTel 3aeck cocTtaBnseT 1,1 %, uto Bce ewye Hmke 5 % - Horo npegena. ToNbKo Koraa YeTbipe M3 LWecTu
006pa3uoB JaloT MONOXUTENbHbIA pe3ynbtaT (6 %), HeonpegeneHHOCTb AEeNCTBUTENbHO npeBbiaeT 5 %-Hblii
npegen. MNMockonbKy MakCUMym YCTaHOB/IEH Ha 5 %. cuTyaumsa nATb WM LWECTb U3 LWeCTU NpoaHasM3npoBaHHbIX
06pa3LioB ABMIAOTCA NONOXUTENbHLIMYA  PE3y/IbTaToM.

MpumeyvaHue- Mpun LOD50, 50% o06pa3uoB [JawT MNOJMIOKUTENbHbIA  pe3ynbTar.

TeopeTuyeckn (C yyeToM TOrO, YTO WCMO/Mb30BaHHbLIA METOZ CMoCO6eH K OBHAPYXEHWUO O0fHOro
15
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MUKpoopraHusma B ob6pasue W npegnonaras ofHOpofHOe (paBHOMepHoe) pacnpegeneHve (MyaccoHa)
cpean o6pasuos] cpegHuii YpoBeHb 3apaxeHus obpasuos oxupaetcsa nopsgka 0,7 MUKPOOPraHUM3MOB Ha
o6pasel, 4yTo6bl gocTnyb LODS50. Ha npaktuke uAaeanbHoe OA4HOPOAHOE pacnpefesieHue 3ayacTyl He
gocturaeTcsa m 60MbIMM YUCNOM 06pasLoB  WAM OTHOCUTENIbHO 60/iblLe 06pas3LOB He coaepxaT BoobLle
HW OfHOro (KMBOTO) MWKPOOPraHW3mMa, 4Yem MOXHO 6bi10 6bl OoXuMaaTb ANA WCTUHHO OAHOPOAHOrO
pacnpegenenuns. Ytobbl nonyuntb 50 % NONOXMTENbHLIX 06pasuLoB, TpebyeTcs yBenuveHue cpeHero
YPOBHS 3apaXeHusl, ICXOAA U3 onbiTa paboTbl C Matepuanom, UCNob3yeMbIM B UCCEA0BaHNN.

8.4.3 CpaBHeHuVe nokasaTenei nabopartopuii B nporpamme

UT0o6bl CpaBHMTL NOKa3aTesim OAHOIN nabopaTopun ¢ Nokasatensmu Apyrux naboparopuii-yuactHul,
nporpaMmbl, opraHn3aTopbl NporpaMmbl MOTYT paccuuTarb KosmyecTBa (MM NPOLEHTbI) MOMOXUTENbHbIX
pes3ynbTaToB A1 KOHLEHTpauuii 3apaxaroLero LeneBoro MUKpoopraHnamMa, 06Hapy>XeHHbIX B UCNbITYEMOM
ob6pasue Kaxaoi u3 naboparopwuii (kaxaoi M3 KOTOpbIX NPUCBOEH koA). MMpuMep Takux AaHHbIX NMPUBEAEH Ha
pucyHke 2. B faHHOM nccnefoBaHumn NPUHAI0 yyacTue 28 nabopatopuii (YkasaHHbIX Kogamu no ocu N\_ Ha
pucyHke 2). Kaxpgaa nabopaTopus npoaHanusvpoBana 22 obpasua dekanuii ubinasT, WCKYCCTBEHHO
3apaxXeHHbIX KOHTPO/NIbHLIM Marepuanom, cogepxawum ABa pasHbix cepotuna (ceposapa) Salmonella Ha
yeTbipex pas/NyHbIX YPOBHAX 3apaxeHus (oT 10 go 500 KOE Ha o6pasen). Ha pucyHke 2 pesynbTathbl
CYMMUpPYIOT 4151 o6pasLa C HU3KMM YypoBHEM 3apaxeHusa (1= 14). Yncno obHapyXeHHbIX nabopaTopusimu-
ydyacTHMLaMN NONoXUTENbHBLIX pe3ynbTaTtoB Bapbupyetcs oT 0 o 11 06pa3yos (/1* - OCb Ha pUCYHKe 2).

B pononHeHne K 3ToMy 6osiee onucatefnibHOMY MNyTW NpPeACTaBNeHUs Pesy/bTatoB, MOXHO
paccuntatb CTeneHW CneunuyHOCTU, CTEeNeHW YyBCTBUTENIbHOCTW W CTeneHW TOYHOCTW Ha YPOBEHb
3apaxeHHocTn ob6pa3uos (ISO 16140t4l). Tn cTeneHn MOXHO paccuuTaTb AN Kaxenoi nabopaTopun u Ans
pe3ynbTaToB, NOyYEHHbIX OT BCEX 1TabopaTopuii.

O603HayeHus
N - Kop nabopaTtopuu
n* - 4YNCNO NOJSIOXKUTESNBHbIX PE3Y/IbTATOB

PUCYHOK 2 - YMCNO NOMOXUTENBHBIX Pe3y/ibTaToB Ha 1labopaTopuio A1 BCEX NpoaHa/IM3npoBaHHbIX
MaTEPUaIoB C HU3KUM COLEPXKAHNEM MUKPOOPraHM3moB (1 = 14)
CTteneHb cneumduyHOCTK. 3p. 3agaeTcs hopMy Ioii:

'SP ~ xt0O0 %
£("-tot)
roe ''n _ - 4McnNo Nony4vYeHHbIX oTpuuaTebHbIX pe3ynbTaToB:
£{n. tot) ~ obuiee Y1Cn0 OxXUAaeMbIXx 06pasL OB, KOTOpbIe AaAYT OTPULATENbHbIA  pe3ynbTar.

CTeneHb YyBCTBUTENLHOCTU. C £, 3aaaeTcs hopMyoii:

16



roe N .— YWUCNO NOJTYYEHHbIX NMOJIOXNTENbHbIX PEe3y/1bTaTOB;
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E {n tot) - obliee y1ucno OXMAaEeMbIX 06pa3LLOB, KOTOPbIE AAAYT NOMOXUTENbHBIN pesynbTar.

CTeneHb TOUHOCTU. I . 3aaeTcs popmMynoii:

FAC= — xH0 %
«tot
roe riot- obuwee uncno obpasyos.

OueHka TO/bKO B TOM cnydvae 6yAeT 3HAYUMMOW,
NPUCYTCTBYIOLLMX LieNIeBbIX MUKPOOPraHW3MOoB.

ec/im  OHa 6y,u,eT CBdA3aHa C 4ucnom

17
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Mpunoxexne A
(cnpaBo4HOE)

Mpumep TpeboBaHWi, KOTOPblE HEO6XOAMMO BK/IHOUUTL B N1aH NporpaMmbl
NPOBEPKUN KBaMpmkaummn naboparopuii

MnaH nporpaMmMbl NPOBEpPKU KBanupukauum nabopatopuii - KpaTkoe onucaHme nporpaMmsi

HanmeHoBaHne nporpammbl:

Tun nporpammel:
Lienu:

Kputepun ans Bbl6opa
YYaCTHWKOB:

LleneBble y4yaCTHUKN:
HopmaTuBHas 6a3a:

Tun obpa3sLos:
NccneposaHus:

Kputepun  cogepxaHus B
obpasue:

LleneBoe 4ncno y4acTHUKOB:
Yncno paccbifiok B rog;
Yucno obpasuoB B pacchblike:
BHelHWe cy6noapsaumki:
TexHUYecKme aKcnepThbl:
KOHTponb KauecTBa naptum
06pa3suos:

CraTtuctunueckme MeToAbl:

HasHaueHue nokasaTeneii:
KpuTtepumn gns nokasarveneii:

HenpepbliBHasA oLeHKa
nokasaresei:

KpuTepun ngeHtndukaumm
"nnoxux nokasatenein":
MpodmnakTnyecknini nogxon

18

MNporpamma nccnefoBaHna nULEBbIX NPOAYKTOB

MMKPOGMOIOrMS MULLEBBIX NPOLYKTOB
O6ecneuntb  06pasubl  BHEWHen oOueHkA KkavecTBa [AN8  06LMX
noBCeAHEeBHbIX nccnefoBaHui, BbIMO/IHAEMbIX na6opatopusamMu,
3aHMMALLMMNCA MUKPOBMONOTNelt NULLEBbIX NMPOAYKTOB.
Na6opatopun, 3aHMMalOLWMEC MUKPOGMOMOrMeli NULLEBLIX NPOAYKTOB C
obopyAoBaHNeM 1 NOMEeLleHUAMK, COOTBETCTBYHOLWMMU paboTe ¢
naToreHHbIMY MUKPOOPraHM3MaMmn kateropum pucka 1 m 2
Na6opatopun, 3aHuMalrowmecs Mukpobuonormeid nNULLEBLIX NPOAYKTOB,
4acTHOro 1 rocyapCTBEHHOro cekTopa
PernameHT EBpocow3a (EU Regulation 88272004), kacatowuiics
ohmumnanbHOro KOHTPONS Ha NULEBLIMU NPOAyKTamMu
Cy6n1MnpoBaHHble MUKPOOPraHU3Mbl B BakKyyMHbIX CTEK/ISAHHbIX ammynax
MpucytcTBUE/OTCYTCTBME:

Campylobacter spp.

Escherichia coli 0157

Salmonella spp.
MopacuerT:

A3p0o6HbIe KONOHUN

Bacillus cereus

Clostridium perfringens

Konndhopmbi

OHTepobakTepum

Escherichia coli

Listeria monocytogenes

Koarynasa-nonoxutenbHble cTadnMi0KOKKM
Peanuctuyeckas mukpodhsiopa, umutupylowas MUKpodiopy peasibHbIX
nuLLeBbIX NMPOAYKTOB U obGecneyeHne peanncTuyeckux 3agady ans MeTofoB
noBCceAHEBHOr0O MMKPOBMONOrMYECKOro NCCNefoBaHNsA NULLEBbIX MPOAYKTOB
Bonee 200
LecTb

[sa

Het

(l7[e]

HavmeHoBaHve nabopaTtopuv opraHusaTopa npoBepKX N UCMOMb30BaHHbIE
CcTaHAapTHble MeToabl

25 06pasuoB OT KaxAol napTumn nccnenosany 415 BCEX YCTAHOBNEHHbIX
UCnbITaHW

CornacoBaHHasa MeanaHa (NogcyeTbl)

MpoueHTNAN Ana naeHTudvkaumm BbI6pocoB

Ja

Tpu nokasaTtens Ha obpasel Ans: i) uccnefoBaHuii NaToreHos; i) nogcyeTta
a3po6HbIX KOMOHWIA; iii) MHAMKATOPHbIE OpraHn3mbl

Ja
MeHee 70 % makcMMasibHO BO3MOXHbIX NOoKasaTesiell Ha WeCTb pacchl/iok
o6pasuos

Bb
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opraHn3aTopos K "Nnoxmm
nokasarensam":
OueHka meTofa: [la — TonbKO ANA MHAMKATOPOB

KoopauHaTop nporpammbl UKW €ro 3amMecTuTesb AN 04 MCu/A4athl:

YTBEPXAEHLI KOOPANHALMOHHOIA
rpynnoii: NaTa

PeknamHas nutepatypa yTBepxgeHa: [arta

CwmeTa yTBeEpXAeHa: Jata
BblgaHa akkpeauTauus: Jata
[Opyrve KoMMeHTapuu: O630p Ha 3acefjaHn KOOpAVHALMOHHON TpynMbl
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Mpunoxexne B
(cnpaBo4HOE)

MeToabl onpeaeneHns U3MEHUYNBOCTU aHa/IM3NPYEMbIX MPO6 UCTbITYEMOro
Martepuaia

B.1 Tect I, T2

OTOT TecT pekoMeHAyeTca ANA Tex Cc/yyaes, Korga npucyTcTBYeT Hebosiblioe KOM4ecTso
MUKPOOPraHNM3MOoB B aHasM3npyemMbix npobax ncnbiTyembix matepuasioB (TM) Ha ypoBHe oT 35 go 40 KOE
Ha yallky WAM Korga HeBO3MOXHO Has3HauuTb «LefneBoro CTaH4apTHOrO OTK/OHEHUSA» AN OLEeHKA
[0CTaToOYHOl OAHOPOAHOCTHU.

MI3MeHUMBOCTb aHanusnpyemblx Mpo6 u3 ofHOl (BOCCTAHOBAEHHOW) eauHuubl TM. T-\, un
aHanM3npyembix Npo6 M3 pas/inyHbIX (BOCCTAHOB/IEHHbIX) eAuHWL, OgHOW mapTum TM. 72- aHanusunpylT

pasnnyHbiMK cnocobamu. MoapobHocTM onucaHbl B (12]. a kpaTkoe onucaHvue npeacTaB/ieHo 34ech.
[ins onpeseneHnss N3MEHYMBOCTU aHanM3VpyemblX NPo6 M3 OAHOW (BOCCTAHOB/IEHHON) eAMHMLbI
TM (napannencHoe NcnbiTaHne), NPUMEHSIOT KPUTEepPUil 3HaUMMoCTn 7/

n-z I (B.1)
>/

roe Zjj - uucno KOE B ofHoIj -ToW aHannsmpyemoii npobe /-Toii egnHULbI;
z/+ - cymma konmuyectB KOE BO Bcex aHa/M3mpyembix npo6ax /-Toit eauHuLbI

(B.2)
/
J - yncno aHanusvpyembix Npob Ha eguHNLYy.
[ns onpefeneHns N3MeHYMBOCTM aHaIM3NPyeMbIX NPO6 13 pas/iMyHbIX (BOCCTAHOBNEHHbIX) eAnHNL,
oaHo napTum TM. NPUMEHSIIOT KPUTEPUIA 3HAUYMMOCTN 72:

b.-r,.11)2]

r2=1 (B-3)
11 J.

roe - cymma konuyects KOE Bo Bcex aHanusnpyeMbix npobax UcnbiTyeMbIX eAnHUL, 04HON naptum TM

(B-4)

/-4ncno ncnbiITyembIX eanHuL,.
Ecnu npumensietca pacnpegeneHue lNMyaccoHa. !m n T2 cnegytoT ax 2 - pacnpegenenuio c [[J- 1)
nl- 1creneHsmu cBo60abl, COOTBETCTBEHHO. B aTOM criyyae, oxumgaemblie 3HaveHna T\ n 72 6yayT Takumm
Xe. Kak yncno cteneHeli ceoboabl. CnegosartenbHo. TAII{I- 1) n T2UL- 1) oxupaloTcs paBHbIMU eguHMLE.

[nsa onpefeneHns W3MEHYMBOCTM efuHWL, B OAHON naptum TM. pacnpefenexve [lyaccoHa
ABNAETCA TeopeTUYeckn HauMeHbLUed BO3MOXHOW W3MEHUYMBOCTbIO, KOTOPOW MOXHO AOCTUYbL. OfHako
oxugaetcs u3bbiITouHas aucrnepcus u T2HI- 1) 6yaeT 3HaumTenbHo 6onbwe 1 (12]. lMpuemnemas

N3MEHYMBOCTb eAuHuy B naptum TM pasHa 2/(/- 1) £ 2.

NPNMEP

VimeloTca cnepyroline AaHHble:

efvHuLa; (napannenbHbIii) nogcyeT:
21=45 *12=49

2 72,=33 z2=42

3 23,% 49 z2=42

/=3 (Tpu eamHMLbI)

V=2 (aBe napasnnesnbHble Npoobbl)
z\jlJ a (45 +49y2 = 94/2 = 47
Z2j/J = (33 +42Y2=75/2 =375
23/J = (40 442Y2=82/2 =41
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(45- 47)2  (49-47}2 (33-37.S)2 (42 37.5)2 (40-41)2 (42 - 41)2
a7 ' a7 ¥ 375 375 a1 Vil

- 0.085 ¢ 0.085 40.54 +0.54 1 0.024 40.024

-1.298

| 6yget cneposath p- - pacnpegeneruio c I(J-* 1) =3 x (2- 1) = 3 cTeneHAMU CBO6OAbI.

MonyyeHHble ABYCTOPOHHUE Ha 95 %-HOM [JOBEpPUTEIbHOM YPOBHE HWKHWIA M BEPXHUI npegensl
ONnA Takoro pacnpegenexHus 6yayT, npu 3 cteneHsax ceobogbl. 0,22 1 9.3. COOTBETCTBEHHO. PaccumTtaHHoe
3HaveHue 7i (1.298) cnepyet aTUM KpUTEPUAM.

Yry=45+49 +33 442 +40 +42 =251
Vz,yll= 251/3 = 83.7
f < 83.7)2 (75 83.7)2 (82 83.7)2

* 83.7 ' 83.7 * 83.7
- 1288 40.904 . 0.034
- 2.208

Mpuemnemasn n3mMeHUMBOCTb B naptum 6yget: T2L1- 1) S2.

3pecb 72/(/- 1)=2.206/(3 - 1) = 1,103 n. Takum o6pasom, cregyeT KpuTepusM NpruemMaeMocTu ans
napTuu.

B.2 VicnbiTaHne Ha foOCTaTOYHY OAHOPOLHOCTL

OTO uMCMbITaHMe peKkoMeHAyeTca AN Tex c/yyaes, Korfa MUKPOOPraHu3Mbl MPUCYTCTBYIOT B
6onblumx konuuyectsax (6onbwe 35 - 40 KOE Ha ualuky) B npobax UcnblTyemoro marepuana v umeetcs
LeneBoe cTaHAapTHOe OTK/IOHEHWe. Np, KOTOPoe ONMCbIBaET NnokasaTesn Y4aCTHUKOB NporpamMmMbl MPOBEPKM
kBanndmkauyym. OHO OCHOBAHO Ha MCMbITAHUM Ha «0CTAaTOUYHYI0 O4HOPOAHOCTL» (11].

MpuHUMas BO BHMMaHue Ha6op I'Ip06 NCcnblITyemoro marepuasa, aHajim3npyembix napasiesibHo, C
pes3ynbTatamMmun, BblpaXXeHHbIMN B J'IOFapI/I(bMI/NeCKI/IX eavHuuax, ncnblTaHMe cynTaeTcs I'IpOI7I,quHbIM, ecnu

ancnepcusa npo6. ypoBsneTsopsieT ycnosuio (B.5):
2 ZFAQJo )3+F,s2, (B.5)
roe - aHanuThyeckas gucnepcus. 3TO UCMbITaHUE C MeHbLUE BEpOsATHOCTbIO, YyeM T\ - 72 . npuBegeT

K 6pakoBKe WCMLITYEMOro MaTepuana, KOTOPbIi He ABMAETCA WAeasbHO OAHOPOAHLIM (aHanuTUYeckue
pesynbTaThl pacnpefensioTcs Mo 3akoHy [lyaccoHa), HO 6ygeT [OCTaTOYHO OAHOPOAHLIM  Ans

UCMO/b30BaHNSI B NPOBEPKe KBaIU(UKALMU C LieNeBbliM CTaHAAPTHbIM OTK/IOHEHUEM ap. STO MPOUCXOAUT,
MOTOMY 4TO MaTepuasbl MPUHUMAIOTCS, EC/IU TOMILKO He MOKa3aHO C BbICOKOW J0BepuTenbHOCTbo (95 %),
YTO NMPUrOAHOCTbL MO Ha3HAYeHWo kpuTepwsi asam > 0.3 op, r4e asarr) CTaH4apTHOe OTK/IOHEHWE, OLIEHKOM
KOTOpOro siBAsieTcs ssam.

NMPUMEP

MpuHMMas BO BHUMAaHWE KOJIMYECTBEHHbIE pe3y/bTaThbl NapasinenibHoro aHanusa 10 npo6 matepuana,

paccunTbiBaloT pasHocTb (D) n cymmy (S) n kBagpat D (D2) pecatnyHoro siorapudma kaxaoro Habopa
pesynbTatos (Tabnuua 1).

Mpoba AHanus 1 AHann3s 2 Jlorapudmuyeckn Jlorapumunyecku D S o2
n aHanus 1 N aHanns 2
1 35 51 1.5441 1.7076 -0.1635 3.2516 0.026733
2 52 46 1,7160 1.6628 0.0532 3.3788 0.002835
s 35 33 1.5441 1.5185 0.0256 3.0626 0.000653
4 53 38 1.7243 1.5798 0.1445 3.3041 0.020878
5 30 40 1.4771 1.6021 -0.1249 3.0792 0.015610
6 33 30 1,5185 1.4771 0.0414 2.9956 0.001713
7 41 60 1.6128 1.7782 -0.1654 3.3909 0.027346
8 35 55 1.5441 1.7404 -0.1963 3.2844 0.038532
9 68 67 1.8325 1.8261 0.0064 3.6586 0.000041
10 52 60 1.7160 1.7782 -0.0621 3.4942 0.003862
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PaccuutbiBaloT cymmy D2 1 enaT ee Ha yABOEHHOe 4yncno npob. 3To cpefHas cymma KBaapaTos B
pamkax KonebaHns BbIGOPKY,

B aTtom cnyyae, =0,1382/20 = 0,00691.

PaccuutbiBaloT AUCNEepcuio sw 1 AenaT Ha fBa. OTo paBHO sh.

B atom cnyyaB. 5b =0,04224/2 = 0.02112

Torga 4, *5* n vam-(.vb fw)/2

B 3TOM cnyyas. 1Y, =0.006 91 1 n~t =(0.021 12-0.00691)/2 =0.007104

3HauveHua gna F\ 1 F2 3aBUCAT OT uncna npob, npoaHasim3npoBaHHbiX B UcnbiTaHun. Ans 10 npo6
F1=1.88n F2 =1.01 (3HaueHua ANA 4pyroro Konmyectsa npob npueegeHsl B [11]).

Ecnu ueneBoe cTaHAapTHOE OTK/IOHEHME, KOTOpoe OyAeT NMPUMEHSTLCS K pesy/nbTaTam NpoBeEpPKM
KkBanmdmkauuu, rrp. pasHo 0,25 1o eavHul, Torga

/7 (0.390)2+ F2xan =t88x(0.3x0.25)2- 101 x 0,006 91=0.017 55

OT0 3HauyeHue 6onbwe n2AaT (0.007104). CneposaTenbHo, ycnosue (B.5) BbinonHseTcsa, wu
UCMbITYEMbIA MaTepuan ABASeTCs A0CTAaTOYHO OAHOPOAHbIM.
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Mpunoxenune C
(cnpaBo4Hoe)

MpakTUYECKNIA MEeTOZ, OLLEHKM A0/ITOCPOYUHbIX MOoKasaTesieli y4acTHMKOB
nporpamMmbl NPOBEPKN KBasMUKaLum
C UCMNoNb30BaHNEM METOL0B NojcHeTa

C.1 MoAaroTtoBKa AaHHbIX AN aHanusa
[na aHanusa pesynbTatoB nogcuyeta Tpebyetca Tabnvua n3 yeTblpex CTON6L0B:
a) pe3ynbTaT noAcyeTa, COOBLLEHHbIN YYaCTHUKOM (NIH-CYUET);

b) pe3ynbTaT noacuyeTta, KOTOPbIA G6yAeT NCNONb30BaH ANA KapT WU TMCTOrpamMm WWAn ANs OLeHKn
nokasarenei (n5-cyer);

C) pesynbTaT nofcyeTa 418 aHanmsa (JI/rCcyeT);
d) ctonbey ¢ npumevaHusMu (TEKCTOBOE nNose) (N-cHeT) ANSA 3anucu 3amevaHuil, Kacawouxcs

pe3ynbTaTtoB y4aCTHUKOB.

nsa-cyeT 06bIYHO crefyeT BBOAUTb kak uucnosoe none (Hanpumep. 1 100) nam akcnoHeHumanbHoe
uncno (Hanpumep. 1.1e3). Ecnm pesynbtaT coobujaeTcsl kak LeH3ypuMpoBaHHOE 3HauyeHue, Torga LO/HKHO
MCMNO/b30BaTbCA TEKCTOBOE MOJ1IEe U Nepes YACIOM BBOAUTLCA 3HAYOK «MeHbLLUEe» Wn «6osblue» (Hanpumep,
<10,>1100. uT. 4.).

NR -cYeT TakkKe MOXHO BBOAWTbL Kak Apyroil TekcT, Hanpumep. NE (He uccneposaHo), ND (He
06HapyxeHo), 1 UA (HEBO3MOXHO OLLeHUTb). Bo BCce nons ctonbua Heo6XoaMMOo OCYLLECTBUTL 3anuChb.

Ecnn nR-cueT HEBO3MOXHO MpoaHann3vMpoBaTb (Hanpumep, oH BBeAeH kak NE), To ganbHeliwero

aHanmsa unan HasHaydyeHuna (CTaTI/ICTVILIECKOFO) nokasartesnia He 6y,qu.
Ecnn nR -cyeT HEBO3MOXHO BK/IYUTb B CTATUCTUYECKWI aHanus, HanpumMmep, pes3ynbTar 6b1N

COO6LIJ,eH KaK UueH3ypupoBaHHO€E 3Ha4YeHue, HO nokasarteslb MOXXHO Ha3Ha4yuTb nivnn pe3ynbTat HaHeCTn Ha
rpacpvn(, TOorga YncnoBoe 3HayeHne O0/HKHO 6bITb OTHECEHO K NI -CyeTy.

Takoe 3HauyeHWe [OMKXHO O06EecneuuTb NpPaBUIbHOE Ha3HauYeHWe MnokasaTenss U npaBWIbHOE
HaHeceHue pesynbTaTa Ha rpadguk. Hanpumep, nokasaTenn He MOTYT Ha3Ha4aTbCsl pe3y/sbTaTam, KoTopble
npucfaHbl Kak «He OGHapYXeHO», HO MOXEeT 0Ka3aTbCsi MOJIE3HbIM BK/IIOYEHWE 3TUX pe3ynbTaTtoB B
KOHTPOJIbHYIO KapTy. B 3TOM c/lyuae ns -cueT MOXHO BBECTM Kak -99. a fig-cueT cnefyeT 0CTaBUTb NYCTbIM.

Ecnn COOﬁU.I,eHHbIVI pes3ynbTat AO0/1KEH 6bITb /IOKaNN30BaH, HeOﬁXO,D,VIMO BK/TOYNTb NOKa3aTesib B
CTaTUCTUYeCKmne pacyeTbl; Torga na-cCyeT = ns -CHeT.

C.2 O6paboTKa LLeH3ypupoBaHHbIX AaHHbIX
Bce HM3kMe LeH3yprpoBaHHble pesysibTaTbl aHaIM3MPYIOT OAHUM U3 CNeayoLmx cnocobos.
a) Bcem pesynbtatam npucBavBaeTcs 3HayeHue obcyeTa paBHoe 0.2. HO OHM He BK/IOYAKTCA B

aHanus (ng-cyet = 0). ITO NPOUCXOANT, KOTAA OTYEThbl O HU3KOM LIeH3YPUPOBAHHOM 3HAUYEHWUU UK OTYETHI O

HyfneBbIX pe3ynbTaTax Wan pesynbTartax «He 06HapyXeHO» YeTKO 3aBUCAT OT 1abopaTopHOl NOrpeLlHoCTy,
MOCKOJIbKY YPOBEHb COAEPXaHNSA LLesIeBOro MUKPOOPraHn3Ma Uan rpynnbl MUKPOOPraHn3mMoB B o6pasLe 6bin
[lOCTATOYHO BbICOK.

b) BCEM HU3KMM LLEH3YPUPOBAHHLIM 3HAYEHWUAM W pe3y/bTaTaM TUMa HOJMb UKW «HE OGHAPYXEHO»
npuceamBaloT n5-cyeT pasHblii 0.2,0 U BKIOYAIOT UX B aHaNn3, NMOCKOJbKY YPOBEHb COAEPXaHWs LieseBoro
MWUKPOOPraHu3ma Wnau rpynnbsl MAKPOOPraHn3mMoB B 06pasLe Obl1 OTHOCUTE/IbHO HU3KUM, U 3TN pe3ysbTaTbl
MOrIM MONy4nTbCs cnyyaihiHo (ns -cueT = ng-cyeT = 0.2). Cyw,ecTBYHOT WCKIIOYEHUS, Hanpumep, Koraa
COOOLLEHHOE HU3KOe LIeH3ypupOoBaHHOE 3HayeHne (<x) nokasbiBaeT HEeCOOTBETCTBYIOLWA YpOBEHb
06HapyXeHUsi U 3HaueHue X (hakTUYecku Bbllle, YeM MeamaHa (B NepBOHaYanbHOM pacyeTe). B Takux
UCK/TIOUNTENBHBIX C/TyYasx 06¢cyeT crnefyeT 0CTaBuTb NyCTbIM.

c) MNokasaTenn He MPMUCBaVMBAOTCA HU3KMM LLEH3YPVMPOBaHHbIM 3Ha4YeHUAM. B obuiem, nokasaTtenu
cnefyeT HasHauyatb, eCni MUKPOBMOSIOrMYECKME MPUYMHBI He fenaTb 3TOr0 OTCYTCTBYHOT. B 3ToM cnyuyae
nons Na-cyeTa v Ns-cyeTa OCTaBASIOT MNYCTbIMU.

BbicOKMe  LeH3ypupoBaHHble 3HayeHus 3anucbiBaloT  Kak I.Olog"g Hag MaKCUMMa/lbHbIM

COO6U.I,eHHbIM nokasatenem. Ecnu, no kakoi-nm6o npuynHe, pesynbTaTbl HYXXHO WCK/MKUYUTL U3 KapT U
aHanim3a, U He HY)XHO npuceBamBaTb Mokasatesn, Torga nond ns -cyeta U nA -cyeta cnegyet OCTaBUTb

' 3HaveHue 0.2 UCMOSIb3YHOT, NMOCKO/bKY O HE MOXET 6bITb Ha3HAYEHHbIM 3HaYEHMEM JECATUHHOIO Jlorapudma.
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nycrteiMn. Ecnu pesynstar C006Ll_l|aPOT B Buae >X . rae 3HadyeHue X-MeHblle Megunadbl, Torga nose g -cyeta

cnepyeT OCTaBUTb MyCTbIM.
C.3 HaHeceHue pe3ynbTaToB Ha rpadguk
Fpaduky OCHOBaHbl Ha 3HauyeHusx NE -cueta. CyllecTByeT [Ba OCHOBHbIX TWNa rpadoukos,

Ucnosb3yemblX A/ pe3ynbTaToB nporpaMM MPOBEPKM KBanudukaumu: ructorpaMmmsl (MM crtonbyatbie
Avarpammbl) 1 guarpammbl paccesHus (pasbpoca). yHKTbl, KOTOpble Heo6XoAuMMO paccMmoTpeTb npu
BblObOpe, Kakoil TMN guarpaMmMbl MCMNOMb30BaTb, BKAOYAKT TUN uccnefoBaHua (HBY. moacyeT KOMOHUA u
T.A.) U KONIMYECTBO YY4aCTHUKOB, OCYLLECTBAAIOLWMUX UCCNENOBAHNS.

TucTorpammbl MONYYAIOT M3 3HAYEHUI [ECATUYHBIX /IorapudmMoB NA-cyeTa. CrpynnpPOBaHHbIX CeayoLLM
obpasowm:

<0. (0 - 0,05), (0.05-0.1), (0.1 - 0.15), (makKc, log-to np-cyeTa), (Makc. log-jo nR-cyeta 0.05).

NMo6oli HeuncnoBoW WM cneumanbHbll cnyyan, KOTopble Heo6X0AMMO BKIYWTL B Auarpammy
(Hanpumep, -99) cnegyeT cHa6b4UTb COGCTBEHHbLIM CTO/IBUKOM.

B apyrom BapvaHTe rmctorpammy MOXHO MOMYyYnTb HA OCHOBE 3HAYEHW [eCATUYHbIX orapudmos
nR-cyeTa, OKpyrneHHbix Ao 0,05. B atom cnyyae rpynnupoBku 6yayT cnefyowmumu.
0. 0,05, 0,1. 0.15 .... makc, (log-to  cuer).

B aTom cnyvae cton6buk 0,1 BkovaeT Bce pesynbtatbl oT 0.075 go 0.124.

[narpammbl paccesHuss MOXHO NOsyYnTb, UCMOMb3YA 3HaUYeHMs obcueTa HenocpeAcTBEHHO 1 3aTem

npeobpasys ocb Yy B sorapuMumyeckyto LWkany. HeuncnoBble pfaHHble U3 AuarpaMm  paccesiHus
NCK/TOYaTCA.

BuH-pa3mopbl (rpynnbl) nopsigka 0.0510410 06bIMHO WCNOAL3YKT ANS FMCTOrpamMM, Tak 4To
AnanasoHbl A1 Ha3HauYeHUs1 CTaTUCTMYECKMX NokasaTenell Takke okpyrnsawT fo 0,05 loato-

C.4 HasHauyeHne cTaTMCTUUYECKUX NokasaTenem

Ecnn pesynbTaTbl Nporpammbl NPOBEPKM KBanudukauuy OLEeHWBAaKT C MOMOLLbI CTATUCTUYECKMX
nokasaTesieil, TO KpUTEPUN A1 HA3HAUYEHUs MokasaTesieil cnedyeT ykasaTb B NPOTOKOSIAX WM OTYeTax Mo
nporpamMme npoBepku. CTaTUCTMYECKMIA MokasaTesb ANA pe3ynbTata nojcyeTa 3anucbiBaloT B Mone
nokazatens (nN-cyeT): M NpyU HEOHBXOAUMOCTM €r0 MOXHO U3MEHUTb BPYUHYIO.

Heob6xoanmMo OTMEeTUTb, YTO OKOHYaTeslbHbI MokasaTenb AN pesy/bTata MOXHO MOMy4nuTb U3 c-

cyeTa. HO MpuK 3TOM MOXeT NoTpeboBaTbCs yueT Apyrnx hakTopos.
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MpunoxeHne D
(cnpaBouHoe)

Mpvmep cnpaBOYHOTO IMCTKa NO 6esonacHoCTH

CnpaBo4HbIli IMCTOK NO 6e30NacHOCTU 06pa3LoB NULLEBbLIX MPOAYKTOB A5
nporpamMmMbl NPOBepku KBasindumkaumm naboparopuii - Obpasubl nocne
Cy6/IMMaLNOHHO CyLLIKN

Cpok rogHocTu: A0-MM-TT
[lata KoHTpons: A0-MM-rT
BbigaHa: Bcem yyacTHMKam nporpammbl

NpaeHTU KLU NPOAYKTa U yUpexXaeHus

MpoaykT: MIMWTUPOBaHHbIE NULLEBbIE NMPOAYKTbI A1 06LUX MUKPOBUOSOTMYECKMX
nccnenoBaHuii
YupexageHue: MonHbIA agpec U KOHTaKTbl opraHu3aTopa nporpaMmbl

CocTaB Uin vHopMauns no UHrpegmeHTam

CTekNsiHHbIe amny/ibl C Cy6MMUPOBAHHLIM MaTepUanoM, COAepXaliuM cMecb GakTepuii rpynnbl
pucka 2 B COOTBETCTBMU C HALMOHANBHBIMWA W MEXAYHApOAHbIMU HOpMamu. OpraHusm rpynnbl pucka 2
MOXeT Bbl3BaTb 3a60/ieBaHue uyefioBeka U MpeAcTaBsieT ONacHOCTb A/s paboTHUKOB NabopaTtopuu, HO
BPs4 1 6yeT pacnpocTpaHATLCS 3a CTeHaMK 1abopaTopum.
NpeHTUdMKaLns onacHocTu

®U3NKo-XxMMMYeckasi onacHoCTb: OTcyTcTBYET

OnacHocTb NS 340POBbS: MUWHMMaNbHBI PUCK 3apaXkeHus npu ycnoBuu cobnoaeHus
Hagnexalmx npasua 6e3onacHocTy B 1abopaTopun

OnacHoCTb 4715 OKpyXatoLeii cpeapl: OTcyTcTBYET

OkasaHvie nepBoli NOMOLLYK

Mpy cnyyaliHOM KOHTakTe C MaTepuasioM nepcoHasn nabopartopun AOMKEeH NPUMEHATb Mepbl Mo
OKa3aHWio NepBoOi MOMOLUM, KOTOpble O6bIYHO MPUMEHAKTCA B Takux cnayyasx. [locne KoHTakta ¢
3apaxeHHbIM MaTepuasiom obpasua Heob6xoAnMo 06paTUTLCS K Bpady.

Mepbl NPOTUBONOXapHO 6e30nacHoOCTU

He npumeHatoTca.

Mepbl Npy cnyvyaliHOM BbinafeHun maTepuana U3 eMKocTu

MoKpbIBAIOT Y4aCTOK, Ha KOTOPbIA nonan matepuasn, abcopbupylowyM marepuasom u 3anvsaroT
noaxoAsaLWmnM Ae3nHpuumpyowmm cpegcTBoM. 3TOT yyacTok ocTasnsoT Ha 30 MMH a 3atem ybupatoT
ocTaTkm 60/bWNM  KO/IMYECTBOM abcopbupyrolwero martepuana. [lMpy 3ToM Heo06X04MMO MO/b30BaTbHCA
cpeAcTBaMu UHAMBUAYANbHONM 3aWuThbl.

ObpatlyeHne n xpaHeHue

XpaHAT B TEMHOM MecTe Npu KOMHaTHOW TemnepaTtype. O6pa3ubl noanexar o6paboTke B yC0BUAX
nabopartopun, 060pyAOBaHNe KOTOPOW MNOAXOAUT B COOTBETCTBMU C HAUWOHA/IbHbIM PErlaMeHToOM Uu
PYKOBOACTBOM AN151 MUKPOOGMONOrMYEcKX nccnepoBaHuii. MNepcoHan, paboTalowmini ¢ matepruanom, JOKeH
6bITb 00y4eH npuemam paboTbl C MHAEKUMOHHbIM Buonornyeckum matepuasnom. C matepuasiom cnegyet
obpalatbCa Tak >Xe OCTOPOXHO Kak € obpasuaMu 3KBUBaNEHTHbIX NULWEBbLIX NPoAykKToB. Cnegyer
UCKMNI0UYNTb KOHTaKTbl PyKM-poT nNpu paboTe ¢ obpasuyamu u cobnogartb obbluHble Npoueaypbl MbITbA PYK,
npumeHsemble npu paboTe C MNoBceAHEBHbIMKU O6pasuamu, B OTHOLWEHWW 06pasloB, NPUMEHSEMbIX B
nporpaMmMe NpoBepPKV KBasindumkaLun.

KOHTponb BpeAHOro Bo3AeicTBUSA U cpeAcTBa MHANBUAYANbHON 3alinTbl

HeobxoanMo ucnonb3oBaTb MeTOAbl HaA/exalleil npakTuku u HageBaTb nabopaTopHble xanaTbl,
nepyatkM U O4ku. V3BrneuveHve amnyn U3 ynakoBKM W BOCCTaHOB/IeHWE crnefyeT Mpov3BOAWTb B GOKce,
3alUNLLEHHOM OT BbIGPOCOB.

du3myockme N xumMmnyeckne ceolictea

WHepTHbI MaTepuan 6e3 3anaxa.

CTabnnbHOCTb M peakyMoHHas cnoco6HOCTb

XpaHeHvie BpSig, N MOXET YBEIMUUTb WU YMEHbLUNTL PUCK MHPMLIMPOBAHNSA, CBSA3aHHbIN C paboToii
C MaTepuianiom.

Tokcukonornyeckasa nHopmaumns
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He nmeeTtcs.

Jkonornyeckas nHdopmauns

He umeercs.

Mpo6nembl yTuaunsauum

Mcnonb3oBaHHbIi MaTepyan Heo6Xxo04UMO YTUAN3MPOBAaTb, UCMOMb3Yst aBTOKNAB Kak A5 MULLEBbIX
NPOAYKTOB, cofepxXalwmnxX WH(EKUNOHHbIE MUKPOOpPraHu3Mbl, W B COOTBETCTBUM C MECTHbIMU M1
HaLMOHaIbHbIMW pernameHTamu.

MHpopmaumnsa no TpaHcnopTMpoOBaHUIO

CM. HauuoHaslbHble U MeXAyHapogHble perfameHTbl M0 TPaHCNOPTUPOBaHWIO GakTepuii rpynmbl
pucka 2 (buonornyeckoe BeLecTso, kateropus B; UN3373).

HopmaTtusHas nHgopmaumsa

EC Bruonornyeckoe BelecTso, kaTeropns onacHoctTu/rpynna pucka 2.

BHUMAHWE! — HacTtosAwmini nuctok no 6e3onacHOCTM He npeacTaBfisieT COOGCTBEHHbIE
OLEeHKN Mofib3oBaTesieM PUCKOB Ha pabouem mecTe, TpebyemblX HOPMaMWu OXpaHbl 340POBbSA U
6e3onacHocTw.

Mpoune ceepeHus

B cnyyae BO3HWKHOBEHMS CuTyauuu, Korga nepcoHan nabopatopuy nogsepraeTcs BO34ENCTBUIO
matepuana, cogepxatierocs B o6pasuax, Heo6xoAMMOo CBA3ATLCA C OpraHn3aropamu NporpaMmmMbl NPOBEPKM
kBanudukaumm nabopartopuii.

JlononHutensbHyo vHopmauuio no 6e30nacHOCTM B OTHOLUEHWW AAHHOW NPOAYKLUM YHaCTHUKM
nporpaMMbl MOTYT NpoYnTaTh B UHCTPYKLMAX, NpuaaraemMbix kK obpasuam.
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MpunoxexHune A
(cnpaBo4HOE)

CBefeHNs1 0 COOTBETCTBMM MEXIoCyAapCTBEHHbIX CTaHAapToB
CCbI/IOYHBbIM MeXAyHapoAHbIM CTaHAapTaM

Tabnuuya [OA1

O603HavyeHne 1 HaMMeHOBaHME CCbISIOYHOTO CreneHb O603HavyeHne 1 HauMeHOBaHNe
MeXxayHapoaHoro cCtaHgapta COOTBETCTBUA MeXrocyapCTBEHHOIoO CTaHAapTa

ISO 3534-1:2006 CraTtuctuka. Cnosapb 1
ycnoBHble 0603HauveHua. Yactb 1. Obuwue
cTaTUCTUYeCcKMe  TepMUHbBI U TEPMUHbI,
MCMoJib3yeMble B TEOPUN BEPOATHOCTU

ISO 3534-2:2006 Cratuctuka. Cnosapb 1

YCNOBHblE 0603HayeHus. YacTtb 2. -

MpuknagHaa ctatucTuka

ISO 5725-1:1994 TouyHOCTb (MPaBUNBLHOCTb 1 FOCT NCO 5725-1-2003 To4HOCTb

Npeun3snoHHOCTb) MEeTOL40B U pe3ynbTatos (NpaBWILHOCTL U MPELU3NOHHOCTD)

n3mepeHuin. Yacte 1. O6wme npuHUMNBL 1 HoT MEeTO[0B 1 pe3ynbTaToB N3MePEHNI.

onpegeneHus YacTtb 1. OCHOBHblE NOJSIOXEHUA U
onpegenexus

ISO 5725-5:1998 TouyHOCTb (MPaBUNLHOCTb 1 FOCT NCO 5725-5-2003 To4HOCTb

NpeLn3noHHOCTL) MEeTOA0B W pe3ysibTaToB (NpaBUILHOCTL U NPELU3NOHHOCTDL)

usmepeHuin. Yacte 5. AnbTepHaTUBHbIE 0T MeTO/0B N Pe3yNbTaTtoB N3MepeHUii.

MeToAbl  onpejeneHus  MpeunsnmoHHOCTU YacTb 5. AnbTepHaTBHblE METOAbI

CTaHAApPTHOTO MeToAa UsMepeHuii onpefesieHns NpeLymsnoHHoCTH
CTaHAapPTHOrO MeTofa M3MepeHuii

ISO 7218:2007 Mukpobuonorua nuiLeBbIxX FOCT ISO 7218-2011

NPOAYKTOB 1 KOPMOB A/11 XXMBOTHbIX. O6Lyne MMKPO6MOOTNA NULLEBBIX

TpeboBaHusA 7 pekoMmeHgauum no NPOAYKTOB U KOPMOB /19 XMUBOTHbIX.

MUKPOBMONOrMYECKM UccnefoBaHnsamM oT O6wue TpeboBaHus 1
pekomeHgaunu no
MUKPOBUOSIOTNYECKUM
nccnefoBaHnsaM

ISO 13528:2005 Crartuctuyeckne MeToAbl
ONA  NpoBepkn  Ksanudukauunm  MeTofoMm -
MeXxnabopaTopHbIX CAMYEHW
ISO/IEC 17043:2010 OueHka COOTBETCTBUSA.
O6wwne TpeboBaHus K npoBepke -
KBanudukauum naboparopuii

* COOTBETCTBYIOLMIA  MEXrocyAapCTBEHHbIA  cTaHgapT OTcyTcTByeT. [lo  €ero  NpuHATMSA
peKkoMeHyeTCA MCNo/b30BaTb NEpPeBOf Ha PYCCKUli A3bIK AAHHOTO MeXAyHapoHOro craHgapTa uam
rapMOHU3NPOBAHHbIA C HWM HaLWOHa/bHBIA (fOCYfapCTBEHHbIA) CTaHAapT CTpaHbl, Ha TeppuTopumn
KOTOPO MpUMeHsieTCA HacToAwmi  cTaHgapT. WHdopmauma 0 HannuMum nepeBoja  [aHHOro
MeXAyHapoAHOro craHjapTa B HauMOHaNbHOM (POHAE CTaHA4apToB WMAM O WMHOM MecTe, a TaKke
UHopmauma 0  AelicTBUM  HA  TeppuTopuMM  CTpaHbl  COOTBETCTBYIOLIEr0  HaLMOHaNbHOrO
(rocypgapcTBeHHOro) ctaHgapTa MoxeT ObiTb NpuBefeHa B HauMOHa/IbHbIX UH(OPMALMOHHBIX AaHHbIX,
[OMNOHALWMUX HACTOALWMIA cTaHaapT.

B HacTosweli Tabnvue NcnonbL30BaHo cnegyloliee yCi0BHOe 0603HauYeHne cTeneHn CooTBeTCTBUS
cTaHJapToB:

IOT - NAeHTUYHbIE CTaHAapThI.
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ncnblTaHus, LLenesoli MUKpoopraHnsmM, poHoBas siopa, KOHTPO/IbHbIW WTaMm
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