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MpeaucnoBune

Llenu, ocHOBHbIE NPUHUMMLI 1 OCHOBHOW NOPAA0K NpoBeaeHus paboT No MexXrocyaapcTBeHHOW cTaHaap-
Tu3zauuu yctaHoeneHsl FOCT 1.0—92 «MexrocynapcreeHHas cuctemMa ctaHgaprusauun. OCHOBHLIE NOMNoKe-
Hus» 1 FOCT 1.2—87 «MexrocynapcTeeHHan cucrema craHoaptysauun. CTtaHoapTbl MeXrocy4apcTBeHHbIe,
npaeuna, pekoMeHaaL M No MeXrocynapcTBeHHON cTaHaapTyM3sauuu. MNopsaaok paspaboTku, NpuHATAS, 06HOB-
NEHUA U OTMEHbBI»

CBeaeHun o cTaHgapTe

1 NOANOTORJIEH ObwepoccuiAckol obWeCcTBEHHON opraHM3aUMen « ACCounanns UHAKEHEROB NO KOH-
Tpono MUKpo3arpsaHeHuid» (ACMHKOM) u onobpeH MexrocynapcTBeHHbIM TEXHUMECKAM KOMUTETOM NO CTaH-
paptusaumn MTK 184 «ObecneveHne nNPOMGILWAEHHOW YACTOTBI® WM TEXHUYECKMM KOMWTETOM Mo CTaH-
naptnaauun TK 458 «[por3BoacTso M KOHTPONbL Ka4ecTBa NeKapCTBEHHbIX CPeaCcTB»

2 BHECEH ®enepaneHbIM areHTCTBOM MO TEXHUMECKOMY DErYNMpOBaHWUIO U METPOMNOTUK

3 MPWHAT MexrocynapcTBeHHLIM COBETOM N0 CTaHAAPTU3aUUKW, METRONOrMN 1 cepTidprurkaumu (NpoTo-
kon Ne 27 o1 22 uwons 2005r1.)

3a NpuUHATWE NPOronocoBanu:

KpaTkoe HauMeHoBaHWe cTpaHkl Koz cTpaHkl CoKpallleHHOE HaUMEHOBaHWe HALWOHANLHOM opraHa
no MK (MCQO 3166) 004—97 no MK {(MCO 3166) 004—87 no cTaHaapTU3aumm

AzepbaipxaH AZ AacTaHpapT

ApmMeHns AM MWHWCTEPCTBO TOProBNW M 3KOHOMWHECKOTO passuTus Pec-
nyBnukn ApmeHus

benapyce BY loccTaHpapT PecnyGnukn benapyecb

[pyamns GE pyscTaHpapT

KazaxctaH KZ loccraHpapT Pecnyénukn KazaxcraH

Kblproiacran KG HaunoHanbHbIA MHCTUTYT CTAHAAPTOB W METPOOMK
Keiprelackon Pecny@nukm

Monaoga MD Monpoea-CtaHgapT

Poccuitckan Pepepaums RU PepepankHOe areHTCTBO N0 TeXHWYECKOMY PeryvpoBaHuiD
Y METPONOrn

TapxukncTaH TJ TapxvkcTanoapT

TypkmeHucTaH ™ masroccnywBa « TypkmeHcTaHaapTnapbi»

YabekuctaH Uz AreHTCTBO <Y 3CTaHgapT»

YKkpavHa UA locnoTpebeTaHaapT YKpawHol

4 HacTtosawun ctaHaapT uaeHTUYeH MexayHapogHomMy ctaHoapty WCO 14698-2:2003 «Yuctsie nome-
LLEHWS U CBA3AHHbBIE C HUMW KOHTpONUpyeMble cpedbl. KoHTpons BuozarpasHeHuid. YacTs 2. AHanu3 JaHHbIX O
BuozarpssHenusx» (ISO 14698-2 : 2003 «Cleanrooms and associated controlled environments — Bioconta-
mination control — Part 2. Evaluation and interpretation of biocontamination data»).

B ctaHgapT BBEOEHbI TEXHUMECKWE W3MeHeHUs, nogrotoeneHHsie MCO/TK 209 «YucTeie nomeLlleHus 1
CBfI3@HHbIE C HUMW KOHTPONMPYEMble Cpefbl», KOTOpble BblaeneHsl ABOAHON BEPTUKANbLHCA NUHWER, pacnono-
XEHHOW CNeBa OT COOTBETCTBYHOLLEro TeKCTa.

CeeneHus 0 COOTBETCTBUUW MEXAYHAPOAHbBIX CTaHOAPTOB, HA KOTOPbIE AaHbl CCbIFIKK, MEXrocy4apCcTBeH-
HbIM CTaHAapTam, NpuBeaeHbl B NPUNOXEHUA A

5 Mpukasom denepansHOro areHTCTBa No TEXHUYECKOMY PErYNUPOBAHUKO U METpoNnoriun oT 28 ceHTabpa
2005 . Ne 234-cT mexrocynapctBeHHsIid ctaHgapt FOCT MCO 14698-2—2005 seeneH B eACTBUE B KAaveCcTBe
HauWoHanbLHoro ctaHgapta Poccuidckon ®epepaunn ¢ 1 aHesapa 2006 r.

6 BBEJEH BMNEPBLIE

UHcbopmauus o seedeHut 8 deticmaue (fpekpalieHuu delicmeus) Hacmosauiezo cmaHoapma nyOnuKy-
emcs e ykasamene «HayuoHanbHbie cmaHdapmeis.

HHbopmayua 06 U3MBHBHURAX K HACMOAWeMY cmaHOapmy nybrnukyemcs & ykazamens (Kkamanoes) «Ha-
UUOHANbHbIE CmMaH0apmbiy, a& MeKCM UMBHEBHUU — 8 UHGhOPMAaUUOHHBIX yKkasamenax «HayuoHanbHbie
cmaxdapmsi». B criyyae nepecmompa Uiy OmieHbl Hacmoawieeo cmaHdapma coomaememayouian uHpop-
mauus Oydem onybnukosaHa 8 UHhOPMaULIOHHOM yKazamene «HaluoHsansHeie cmaHoapmaiy

© CraHpaptuHdopm, 2005

B Poccuickon dJe,u,epauMM HacToALWMNA CTaHOdapT He MOXeT ObITb MONHOCTLIO UMK YaCTUYHO BOCNpoOu3Be-
AeH, TUpaxupoBaH W pacnpocTpaHeH B Ka4decTee Od)MLlMaJ'IbHOI’D W3gaHua bes paspelleHns ¢e,u,epaanoro
areHTCcTBa no TeXHUHeCKoMy perynuposaHuwo 1 MeTponorimn
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CopepxaHune
1 OBRAcTe MPUMEBHEHUE . . . .« . . v o o e e e e e e e 1
2 HOpMaTUBHLIE CCBINIKM . . . . . . . o o o e e e e e 1
3 TepMUHBI M ONPEOBNEHNA . . . .« . v v v e e e e e e e e e e e 1
4 AHANW3 JaHHbLIX 0 BUOBAPASHEHUAX . . . . . . . . o o e e e e e 2
MpunoxeHue A (cnpasodHoe) CBeaeHWA 0 COOTBETCTBMM MEXIOCY4APCTBEHHbIX CTaH4apToB
CCbINMOMHBIM MEXAYHAROOHBIM (pErMOHaNBHbIM) CTAaHaapTaM . . . . . . . . . . . . . . . . 7

Bubnuorpadcus
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BeegeHune

TpeboBaHWs HACTOALIETO CTaHAapTa HanpaeneHs! Ha obecnedyeHne YACTOTb! M TMIMeHs! B MOMELLEeHNAX,

CTaHfapT BXOAWT B CEPUI0 CTaHAaPTOB MO YACTOTE KOHTPONUPYEMbIX CPed U COAeDKUT MeToAbl OLeHKU
6uo3zarpsaaHeHuid, npueefeHHble B MCO 14688-1. OH MOXKET NPUMEHATLCH U NPW aHan1M3e AaHHbIX, CoDpaHHbIX
C UCMNONbL30BaHUEeM OPYTUX METOOOB,
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M E X T OCVY OdAPU CTUBTETHTHUB A C TAHAOAPT

YncThle NOMeLeHWA W CBA3aHHbIE € HUMKW KOHTpONUpyeMble cpefbl
KOHTPOINb BUO3ATPA3HEHUH
YacTtb 2
AHanuz gaHHbIX 0 6Mo3arpA3HeHUAX

Cleanrooms and associated controlled environments. Biocontamination control. Part 2.
Evaluation and interpretation of biocontamination data

DaTta eeegeHus — 2006—01—01

1 ObnacTb NnpUMeHeHuA

HacToswuwia ctaHaapT ycTaHaBnyMBaeT MeToabl CUEeHKU MUKpOBMONorM4eckoro 3arpa3HeHns Bo3ayxa Ha
OCHOBE [AaHHbIX, NOMYyYEHHLIX B 30HAaX pucka nyTem otbopa npob, cogepmxallux }Xu3HecnocobHble YacTuubl.
CraHpgapT cnegyet UCMonb3oBaTh, rae ato Tpedyercs, coBMmecTHO ¢ MCO 14698-1.

2 HopmaTHMBHGIE CCbINKKN

B HacTosweM cTaHgapTe UCNoNB30BaHb! CChIAIKA Ha CNenylollMe cTaHAapTbl:

MCO 14698-1:2003 YucTblie NOMELLEHUA 1 CBA3AHHBIE C HUMKU KOHTPONUpyeMble cpedbl. KoHTpons 6uo-
3arpaaHeHuid. Yacte 1. ObwKre NpruHUMNGl 1 METOAbI

MCO 14644-1:1999 YucTble nNOMEWEHUR W CBR3aHHLIE C  HUMW  KOHTpONUpyeMble Ccpeabl.
YacTe 1. Knaccudoukayus YMCToTsl BO3Oyxa

MCO 8000:2000 Cuctembl meHeaxmeHTa kadectBa. OCHOBHbIE NONOXKEHWA U CNOBapb

MNCO 3534-1:1993 Crartuctuka. Cnosapb U cumMBonbl. Yacte 1. TepmuHbl no obLlIed cTaTUCTUKe

MCO 8258:1991 KoHTponbHble kapTsl LLyxapTa

MCO/TP 7871:1997 KymynsaTusHble guarpammbl. PyKOBOLCTBC MO KOHTPOIMIO KA4eCTBA U aHanu3y AaH-
HbIX C UCNoMAb3oBaHuem metogos CUSUM

Pyrosoacteo MCO/M3K 51:1999 AcnexTbl 6esonacHocTu. PykoBoasiLive ykasaHWsi No BKNKHEHWH UX B
cTaHdapTbl

3 TepmuHbI M onpeaeneHns

B HacToAweM cTaHAapTe NPUMEHEHbBI CNEayoLWMe TEPMUHbB! G COCTBETCTBYHOLMMW ONpPeaeneHHs My,
3.1 ypoBeHb genctBuA (action level): Mo NCO 14688-1.
3.2 ypoeeHb npeaynpexaeHus (alert level): Mo NCO 14698-1.

MpumMmeuaHune —Mpu NPeBLILEHAM YPOBHA NPEOYNPEKASHUA CNEQYeT YOSNUTL NOBbILSHHOS BHUMAHWE Bbl-
NOMHAEMOMY MPOLECCY.

3.3 KoHTponb npocnexkuBaemocTy (audittrail): Pag 0oKkyMeHTOB N 3anMcen B NPOTOKONax, KOTOPbIA
No3BoNSET NPpocneanTh B3aUMOCBA3aHHYH UHdOpMaLnI.

3.4 6uoszarpaszHenne (biocontamination): Mo NCO 14698-1.

3.5 4yuctoe nomeweHue (cleanroom). Mo NCO 14644-1, 2.1.1.

3.6 cuctemaTnzauuna gaHHbIX (data stratification): MNeperpynnupoBka gaHHbIX C UeNbo BbISBNSHUA U
OCMbICNEHWS BaXHbIX TEHAEHUWA U OTKNOHEHWHA.

Wapanve opunumansHoe
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3.7 oueHka [estimate): 3HaveHWe CTaTUCTUMECKOrO KPUTEPUS, NOMYYEHHOE NPKU NPOBEaEHUN pacyeTa,
[MCO 3534-1, ctatha 2.51]

3.8 npoeegeHue oueHkK (estimation): Pacyer 4MCNeHHbIX 3HAYEHWUA (M3 JaHHBIX, MOMyYeHHbIX Npu
aHanuse npolbl) NapaMeTpoB pacnpeneneHnus, BelbpaHHbIX B Ka4ecTBe CTaTUCTMYECKOW MOAEeNU ANs reHe-
panbLHOW COBOKYMHOCTW, U3 KoToporn BepeTcs aTa npoba.

[MCO 3534-1, cTatbs 2.49]

3.9 cratncTuqecknin kputepuii (estimator): Cratuctudeckas BenM4MHA, UCNIONb3yeMas ANA OLEHKA
napameTpa reHepansHOW COBOKYMHOCTH.
[MCO 3534-1, ctatba 2.50]

[3.10 onacHocTe (hazard): Mo NCO 14698-1.

3.1 puek (risk): Mo NCO 14698-1 (Pykosoagcteo MCO/MO3K 51, 3.2).
3.12 3oHa pucka (risk zone): Mo NCO 14698-1.

[3.13 ueneBoii ypoBeHs (target level): Mo MCO 14688-1.

3.14 panwupgauwmsn (validation): Mo NCO 14698-1 (MCO 9000, 3.8.5).
3.15 mum3HecnocobHasn 4acTuua (viable particle): Mo NCO 14658-1.
3.16 xmn3HecnocobHaa eguHuua (viable unit, VU): Mo NCO 14698-1.

MpumeyaHue — B cnyvasx, koraa KONUYECTBO KU3HECNOCOGHBIX 8AUHUL, ONpedenseTca Kak YNCcno KONoHWA
Ha arapoBOW NUTATENbLHON cpege, UX HA3bIBAIOT, Kak Npaenno, konoHveotpasytowmnmi eguanuamn (KOE). OgHa KOE mo-
3ET COCTOATL U3 OAHOW Unu BGonee XM3HecnocoBHLIX eauHUL,.

4 AHanuU3 AaHHbIX O GMOSHFPHSHGHMHX

4.1 O6wKre nonoxeHWs

B MCO 14698-1 npuseneHbl pekomeHZaUMKU NC YCTAHOBMNEHUID YPOBHER ASACTBUS, NPenynNpPexaeH s 1,
npW HeobxogMMOCTW, LeNeBbIX YPOBHER, aTTecTayun (Banuijauuu) MeTo0oB NoACHETa W MHTepnpeTaLun daH-
Hbix 0 BrosarpasHeHUsx. HacTtoawmia ctaHgapT ycTaHaBNUMBaeT METoAbl aHaNM3a NoNyMeHHbIX JaHHbIX.

Mpu obpaboTke pe3ynsTaToB MUKPODUONOrMYMECKOro KOHTPOMSA B 30HaX pucka TpebyeTca yuuTbiBaTh
cnenywwme akTopbl:

- BUA NoAyYdaeMblX OaHHbIX;

- Heobxoaumyo uHdopMaUuio;

- MeTogbl 06paboTKM NoNyYeHHbIX JaHHbIX (HanpUumep, CTaTUCTUMECKUE MeToAb!, KOPPEeNnsLUMOHHbIA aHa-
N3, UICNOMNL30BaHUE KOMMBIOTEPHLIX NpOrpaMmM u np.);

- CUCTEMAaTU3aL M0 JaHHbIX C LUenbio 0BHAapYXEHWA CyLWLEeCTBEHHbIX TEHAEHUWA U OTKNOHEHUA;

- BUA NpencTaBneHus NofydeHHbIX pesynsratoB (HanpuMep, KadecTBeHHbIA, KONMYMEeCTBEHHLIA, rpadpu-
YecKuid, uMdpoBOA) M edUHUL b M3MEPEHNS;

- BOCMPOW3BOLUMOCTb AaHHbLIX U Npobnemsl, CBA3aHHbLIE C NPUMEHEHUEM aHaNUTUYEeCKUX METOO0B,

- aHanu3 TeHOeHUWNA;,

- KOHTPONbHLIE KapThl;

- OLEHKY, UHTepnpeTaUuo U oopMneHue pesynsTaTos.

OueHky pe3ynbsraToB LenecoobpasHo BbINCNHATL B [ABa 3Tana: nNpq nepsoHavansHoM KCHTporne (BBoae
obopynoBaHWA B 3KCNNyaTauuio) U Npy TEKYLLIEM KOHTpONE.

4.2 AHanu3 AaHHbIX, NONYYeHHLIX NPW NepBoOHaYanLHOM KOHTpone (pUCyHoK 1)

4.2.1 JocToBepHOCTL AaHHbIX O BMO3arpaA3HeHUnAxX

[nsa Toro 4T0661 NONYYUTEL AOCTOBEPHYIO OLEHKY YPOBHS BU03arpsasHeHUi, UCXoas U3 AaHHbIX, NonyYeH-
Hbix no MCO 14698-1, TpebyeTca yduTbIBaTE CegycLMe dakTopsl:

- 4OCTaTOMHOE YUCHo 0TebpaHHbIX Npob, MX 0AHOPOOHOCTE M TOMHOCTE Pa3BeaeHns, ecniv 3Ta onepauus
NPUMEHSETCS;

- COCTaB MUKPOOPraHU3MOoB, BbISIBNSEMbIX B XKU3HECNOCODHbLIX YacTuUax, ero M3aMmeHeHWe BO BPEMEHH,
BMWSIHWE CTPECCA W NOBPEXKAEHWS HA BbXKMBAEMOCTE WU BbISIBNIEHNE,

- pesynbTaThl, NoNy4aeMble B pa3nuyHbiX MecTax oTbopa npob B 30Hax pycka uny B Apyrix KOHTRONUpYy-
€MbIX 30HaX;

- METOAbI KYNBETUBMPOBAHWA 1 NOACHETa;
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- BbIOOp METO4A aHanu3a U COOTHOLWEHUE MeXOy NpAMbIMA U KOCBEHHLIMW NapaMeTpamu, onpenense-
MbIMA MPU UCTbITaHUAX.

4.2.2 KoppeKkTupylowme gedcTBUA

[ns nonyyeHUs oOLEKTUBHBIX PE3yNLTAaTOB KpalHe BaXHO 0BHApYXUTh U YCTRAHUTL NPUHMUHBLI BO3MOXK-
HbIX owwnbok. Mpu uccneaoBaHUK NPUYUH NOSABNEHUS PE3YNLTATOR, BbIXCASWMX 3a Npedensl YCTaHOBNEHHbIX
TpeboBaHWiA, cNeqyeT y4UTLIBATh BO3MOKHOCTL OLLIMBKU NPW UCTbITAHUSX.

AHanua npeacrtasnaeT coboi;

- CTaHZAPTHBIA METO[, BbIABMNEHWS aHOMAaNkbHbIX pe3ynsTaToB;

- UCKMioYeHue rpyBbbix U cucTemaTuyeckux ownbok;

- OLIeHKY U3MEHEHWUA;

- NpoBepKy 3 deKTUBHOCTA (BOCNPOM3BOOUMOCTI) paccMaTprBaeMoro MeToaa;

- NpoBepKy paboTtsl obopyaoBaHus,

- oBbocHOBaHWe 1 AOKYMEHTUPOBaHWE pe3yrnbLTaToB aHanuaa;

- 4ETKOE NOHUMaHWe TOro, KaK MoNy4alTCs KOHEeYHble pesynbTaTthl NPY NOBTOPEHUM aHan13a.

4.2.3 MpoToKonbl

JaHHbIe 0 NepuoaM4ecki BoINONHAEMbIX NPOBEpKax METOA0B U NpUBOPOB, BHYTPEHHEM ayuTe, a TakKe
NepBUYHbIE AaHHbIE, X0 BLIMMCIIEHWA, NOMyYeHHbIe Pe3ynsTaThl MU OKOHYaTeNbHbIE NPOTOKONbLI cneayeT odop-
MINATE AOKYMEHTANBHO W XpaHUTe Hagnexawum obpasom.

MpoToKonbl JOMKHLI BKNOYaTL B cebsl gaHHLIe o nepcoHane, NpMHUMaBlLleM ydacTyue B oTbope npob,
NoAroTOBUTENbBHLIX paboTax, NCMbITaHWUAX, OLUEHKe PesynbsTaToB 1 adopMneH i JokyMmeHTauuu. JomkHa 6biTs
obecneyeHa BO3MOXKHOCTE AETanbHOW NPOBEPKA, Kak v KOrda npousoLlwni uameHeHus mobbiX pesynsTaTos.
Cnenyet nepuoguyecki 0OHOBNATL AaHHbIE O NOONUCHX, MHUWUKManax u cumeonax. Cnenyer ycTraHoBUTL NOPS-
OOk nepefaqu (pacchinkn) NpoTOKONOoB (No NodTe, pakcy UMK ANeKTPOHHOR NodTe).

BaxHo obecneuuTb HadeKHylo 3allUTy OaHHbIX W MpPOTOKONOB, B T. Y. AAHHLIX, XpaHSAWMWXCH B
KOMMbHOTEpPE.

1 Onpepenexne ToveKk oT60pa Npob, NepeyHA AaHHbLIX, AOCTATOMHbLIX ANA NPOBEAEHWA KOHTpoNnA Guosarpas-
HeHWH, U pa3paboTka nnaHa orGopa npod (no UCO 14698-1):

- YCTRHOBNEHWE NEepeYHs NPoBEpsSeMbIX NapaMeTpos;

- pazapaBoTka nnaHa oTéopa npob;

- NOArOTOBKA BNAHKOB PErMCTPaUWK NONYYEHHBIX AAHHbIX;

- YCTARHOBNEHWE NpeABapuTaNbHbIX 3HAYEHWIA NPeJenoB NapamMeTpoB.

2 MpeaBapuTenbHan oueHka {no MCO 14698-1):

- HanW4Ksa BUO3arpAIHeHNA,

- BeIBpaHHOM MeToAa KOHTPONS;

- pesynsTaToB 0TEOopa Npob 1 X MUKPOBMONOMMYECKOTO AHANKWSA.

U

3 AHanu3 v npepgcTaBneH1e AaHHbIX:

- othopMneHre JaHHbBIX B BUAe Tabnuubl;

- CUCTEMaTH3aUMS NONYUYEHHLIX ASHHLIX;

- ohopMIEeHNe pesyNbLTaToR;

- cTaTucTMYeckas 06paboTka NoNyYeHHBLIX JAHHLIX ¢ onpedeneHuen ux paszbpoca M JOCTOBEPHOCTW;

- NOCTPOEHWE KOHTPONBLHBIX KAPT.

4 OueHKa gaHHbIX:

- ONpedenexHne ypoBHeid MUKpoBMONOIMUECKOMD 3arpsiaHEHIS! B KOHTPOMNbHBIX TOYKAX;

- ONpedenexHne ypoBHe Lenu, NnpedynpexaeHisa ¥ OeHCTBMS Ha OCHOBAHWK NOMYYEHHbIX pe3ynbTaTos;
- paccMOTpeHWe peaynbTaToB, BLIXOAALWMX 32 Npedenbl yCTAHOBNEHHbIX TpeGoBaHuii.

I
5 CTaHpapTHzauMA K aTTecTaums (Banmgauns):
- meTopoB 0TBopa Npob 1N M3MepeHV;
- METOAbI 3NEKTPOHHOR 06paBoTKM DAHHLIX;
- MeTogoB 0ByveHns nepcoHana.
U

6 OdopmneHne/xpaHeHWe!, apXMBUpOBaHWE AAaHHbIX

Pl/lcyHOK 1 — Ananua AdHHbIX, NONYYEHHBIX MPU NEPBOHaYANBHOM KOHTpONE
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4.3 AHanwvz gaHHbIX, NONYYeHHbIX NPV TEKYLIEM KOHTpone (PUCYHOK 2)

4.3.1 OTb6op npob 1 obpaweHne c HUMH

Metonbl otbopa npod npuseneHsl B MCO 14698-1. O160p npob ABNAETCH CamMblM BaXKHbIM 3Tanom B No-
ny4yeH1 ACCTOBEPHbIX pe3ynsTaToB. B fononHeHWe K 3aTomy nabopaTtopys 4OMKHA UMETh YeTKUE MHCTPYKUUM
ne MapkupoBke npod M paboTe C HUMMK, B T. 4. NO NPUEMKE, BbINOMHEHWUID BCEX aHaNnMTUYECKX onepauuyi 4o no-
Ny4eHUs1 KOHEMHbBIX PE3YNETATOB U NPAaBUNBHOW UAEHTUUKALUA 3TUX PE3YNLTATOB C UCXOLOHOW Npoboi.

4.3.2 C6op AaHHbLIX

Crnenyet pykoBOACTBOBATLCH OOLLUMK yKa3aHMAMM NC COCTaBNEeHUIC NnaHa otbopa npol, npuBeaeHHbI-
mMu B NCO 14698-1. B pononHeHue K aTomy, Bo uabexaHune peructpayyuy oluMBoMHLIX pe3ynsTaTos, Heobxoau-
MO Y4MTbIBATh cneayrole dakTopsl:

- ocoBeHHocTU oBnacTi NpUMeHeHNs;

- onpegeneHre NapaMeTpoB, XapakTepHblX onsa 3Tol obnacTu NpUMeHeHNs

- ToMku oTbopa npob B TEXHONOrMMEeCKoM nNpouecce/CUcTEME;

- Npegensl obHapyXeHUs U YYBCTBUTENLHOCTL TECT-CUCTEMbI;

- nopsigok cbopa gaHHbIX B NpoLecce KCnnyaTauuu.

1 AHanus Buo3sarpA3HeHUA B KOHTPONBbHBbIX TOYKaX B 30He pUCKa:
- aHanwa 06pasyUoB B COOTBETCTBMK C NaHoM 0TBopa npob;
- onpegefieHve YMcna KonoHMeobpasylLwnx {(MaHecnocobHbIX) edMHAL;
- BHECEHWE 3TWX AaHHBIX B NPOTOKON.
I

2 AHanu3 1 KOHTPOSb AaHHbIX:
- CUCTEMATHM3ALMA JAaHHbLIX: COCTABNEHWe TabnMUbl MK WX CTATUCTUYECKan 0GpaboTka;
- NPeACTaBNEHWe peaynbLTaToB;
- aHANW3 TeHOEHUWH U3MEHEHWS PE3yNLTATOB CO BPEMEHEM,;
- NOCTPOEHHME KOHTPONbLHBIX KapT.
I

3 OueHKka paHHbIX:
- CTATUCTHUECKWIA N KOPPENAUMOHHBIA aHanus;
- aHANN3 KOHTPOMbHBIX 0BPAasLOB/MCNONE30BAHME KOMNBKTEPHLIX NPOrPamMM.

!

4 MoarsepxpeHne faHHbIX:

- BLINOMHEHWE BBIMUCIEHHUNA;

- KOMNBKTEPHAA 06paboTka AaHHLIX;

- MUKPOBHMONOrMeCcKas KnaccnpruKkaums KOHTPONbHBIX TOYMEK NO YPOBHKD MUKPOBHOID 3arpssHeHus;
- YCTRHOBNIEHWE YPOBHEW MUKPOBHOTO 3arpsizHEeHUS B 30HAX PHUCKA.

S

5 OueHKa pe3ynbTaTOB U COCTaBlIEHME 3aKNOYeHUA NO pe3ynbTaTaM aHanusa:
- paccMOTpeHWe peaynbLTaToB, BHIXOASLIMX 32 Npefdenbl yCTaHOBNEHHbIX TpeboBaHuiA;
- NPYHATME, NPY HEOBX0ANMOCTH, KOPPEKTUPYKILLWX ASACTBHIA;
- KOPPEKTVPOBKA YPOBHEH NpeaynpeXasHns, A8ACTBUA 1 Usnwn, Npy HeoBXoanMoCTy;
- KOPPEKTVPOBKA KPUTEPWEB YMCTOTLI B 30HAX pUCKa.

U

6 OdropmneHue/xpaHeHune!/, apxmBupoBaHue AaHHbIX

PucyHoK 2 — AHanua JaHHbIX, NONyYeHHbIX NPU TEKYLIEM KOHTPONE

4.3.3 OchopmneHne AaHHbIX
CnepyeT paspabotath U BHEOPUTL YETKUA Nopsgok paboThl ¢ AoKkyMeHTauuer, YTobsl obecnednTs fJoc-

TYMHOCTL BCEr WHAOPMaLMK, MOAyYEeHHOW NpU NpoBedeHUU UCNbITaHWA 38 KOHKPETHbIA Nepuosd BPEMEHN U
WMEeICLLEN NpaKTU4eckoe 3HaveHue. 3TOT NopaAOK AOMKEH BKMNoYaTh B cebs cnedyollee:

- NepBOHaYanbHble JaHHbIE,
- NepeveHb JaHHbIX, KOTOpbIe BBOAATCH B OOKYMEHTaALUIO (I'IpOTOKOJ'IbI);
- HaMMeHoBaHWe 1 MeCTO XpaHeH1sA naﬁopaTopHoﬁ AOOKYMeHTaUuuu N1 JaHHbIX B BJ'IE.‘KTIDOHHOI?I CbOpME.‘;
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- UCnonb3oBaHue pabodKX XKypHANoB, onepaUucHHBIX IMCTOB, KOMMNBIOTEQOB UITM OPYTUX CPEACTB peruc-
TpaLMKU pasnuYHbIX JaHHbIX, BBIYUCIEHWA U Apyroi nHdopmauuu;

- UHCTPYKLIMUW NO BEAEHUIO JOKYMEHTALMK, NpOBEpKe, UCNPaBNeHUo, NoANMCaHUIO U BU3MPOBaHWIO {BTO-
PO NOANUCEHD) AaHHbIX HabnAeHWA, pac4eToB U NPOTOKONOB,

- pexoMeHzauuu No NpaBUneLHOR UHTEPNpEeTaUUM Pe3ynsTaTos;

- cneynansHble, 3akoHodATeNbHbLIE UNM HOPMATUBHbIE TpeboBaHKs,

- TpeboBaHWA K YPOBHAM NpeaynpeXaeHus, AeACTBUA 1 Lenu, UcXoas U3 ocobeHHocTeln JaHHOW obnac-
TH NPUMEHEHKS.

4.3.4 OueHka gaHHbIX

[0 BbINONHEHWS cTaTUCTUYECKOW 06paboTKM AaHHbIX, 0cobeHHo Npy BonbWwoM Yucne HabnwgeHUA, cne-
OYET CUCTEMATU3MPOBATL NOMyYeHHble OAHHbIE AN BLIABMNEHWS UX OCHOBHbLIX XapaKTepucTuk. 3To MOoXeT
BbITb COENAaHO KaYeCTBEHHO NYTEM rpYNMUPoBaHUA NONYYeHHbIX JaHHbIX ¢ cocTaBneHweM Tabnuy u rpadoukos
WA C UCNONBE30BAHWEM CTaTUCTUNECKUX MeTofoB 0bpaboTku JaHHBIX. CTAaTUCTUMECKUMIA METOZAMK MOryT 0B-
pabaTbiBaThCH Kak OTAENbHbIE AaHHbIE, TaK U WX rpynnbl, cbbeauHEHHbIE OBLLWMUW CBOACTBAMMU.

[nsa kaxporo aHanuza;

a) HeobxogMMO MMETb NMCbMEHHOE ONMCaHWEe NPUMEHAEMOro MeToaa M CTaTUCTUHECKUX MeTOOMK, UC-
Nonb30BaHHbLIX ANg aTtTecTauum 3Toro MeToaa;

b) onucaHue mMeToma, Kak NpaBvno, JOMMKHO ObITe yKe onyBnuKoBaHO B aBTOPUTETHOM WM30aHuu;

C) NpuW ycOBepLIEeHCTBOBAHUM METOOA CnedyeT NpuBoanTb Heobxognmoe obocHoBaHWe.

4.3.5 MpuMeHeHWe CTATUCTUHECKMX METOAOR K NOAYYEeHHbLIM pe3ynkTaTtam

CyTb CTATUCTUMECKUX METOO0B COCTOMT B 3KCTPaANonAUuK pe3ynsratos, Nony4yeHHbIX Npyu aHannse of-
HOW Npobbl, HA BCIO COBOKYMHOCTE MUKPOOPTaHU3MOB B 30HE pUCKa, M3 KOTopon ata npoba Geina nonydyeHa. Ta-
Kas 3KCTpanonsuus WMMeeT OnNpefeneHHyld HEeTOMHOCTb, MOCKONBKY OTAenbHble nNpobbl He oTpaxaloT
XapakTepUCTUKA BCEA NONYNALUA MUKPOOPraHU3MOB. 3Ta HETOMHOCTE MOXKET ObITh OLIEHEHA KOMUHMECTBEHHO K
yMeHblUEHa OO NPYEeMNeMoro ypoBHHA 3a CHeT NPUMEHEeHWA Hagnexawux MetogcsB oTtbopa npob wu
cTatucTudeckon obpabotkm pesynsratos [1], [2].

PekomeHayeTcs NpOBOAMTL OLEHKY 1M aHann3 pesynsratos ¢ Mcnons3oBaHvemM 6onee ofHOro ctaTucTu-
Jyeckoro metoga. B cBA3M co CNOXHOCTLIO NPOBeaeHUs CTaTUCTUYECKOR OUEHK 1 ¢ Sonblnm Yucnom nutepa-
TYPHbIX UICTOMHUKOB NO 3TOMY BOMPOCY, BoIBOP U UCMONb30BaHWE CTaTUCTMHECKMX METOLCB ANs KOHTPONs U
OLEHKU JOCTOBEPHOCTU AaHHbIX N0 BUo3arpsa3HeHUsM B HACTOsILLEM CTaHdapTe He paccMmaTtpuBaoTcs.

4.3.6 AHanwu3 TeHASHUWW N KOHTPONbHLIX KapT

[JaHHbIe, nonyveHHble U3 OOHOW Npobbl, Kak NpaBUMO, He SBNAKTCHA CTAaTUCTUMECKM 3HAYUMbIMU. [o3To-
MY METOOMKA MUKPOBWMONOrM4eckoro KOHTPONsA MOryT UMEeTb CepbesHble HeocTaTki, Benylne K 6onbwomy
pa3bpocy nonyyaemMbix pe3ynsratoB. B cBA3u ¢ aTum uenecoobpasHo gaBaTte rpaduydecKkoe npeacraBneHue
pesyneLTaToB 3a ONpeAeneHHbIA Nepuon BpeMeHn AN TOro, Y4ToObl OTAENUTE CryvaliHble konebaHusa gaHHbIX
OT YCTOWMMBBLIX TEHAEHUWA UMM BbIFBUTL CYLWIECTBEHHbIE WU3MEHEHWUS, OaXe ecni pe3ynsTaThl HAaxogsaTcs
BHYTPW 3afaHHbIX NPeaenos.

MeTog KOHTPOMbHLIX KapT MOXET NPUMEHATLCA Kak 0DbeKTUBHOE U CTAaTUCTUYECKW AOCTOBEPHOE cpe-
acreo [1], [2] Ans oueHKkn 4ucToTsl (KadecTea) 30H pucka. OH ocobeHHo NoneseH Npu NPoBeAeHN TEeKYLLEro
kKoHTpons. [ins uenei npuemMkn cepun npogykuun otbop npod no MCO 14698-1, 4.2, nepedncnenue f) moxet
NPUMEHATLCH Hapsaay ¢ APYTMMA METOZAaMW KOHTPONS KavecTsa. [lna oueHKW OTKNOHeHWA oT obbldHoro pas-
Bpoca JaHHbIX UMW BbISIBMEHUA PE3YNLTATOB, BhIXOAFLIMX 3@ paMKW YCTAHOBNEHHbLIX TpeboBaHUA, MOTyT UC-
NoNb30BAaTLCH KOHTPOMbHbIE KapTbl, HanpuMep kaptel LyxapTa, guddepeHunansHble MNU KyMynATUBHbIE
anarpammel.

4.4. OueHka acppeKTUBHOCTH

Ins oueHk 3dpdeKTMBHOCTM TEKYLLIErO KOHTPONSA U paboTocnocobHOCTY aHAaNUTUYECKUX METOO0B NoMy-
JEeHHble pe3ynsTaThl CReyeT NepuoguYeck aHanuanposaTe. Ha ocHoBe Takoro aHanvsa MoKET NpPOBOAUTECS
OLEHKA KPUTUMECKUX 30H HA COOTBETCTBUE YPOBHAM NpPefynpexaeHus, JedcTBUs U, Npu HeoBxoumocTu,
uenn 1 NEMHAMATLCH PELLUeHWE O KOPPEKTMPOoBKe 3TUX ypoBHen no MCO 14698-1.

4.5 PeaynbraThl, BbIXOgAWMWe 3a 4ONYCTUMbIE NPedenbl

B kaxgom criydae nonyYeHUs peaynsrarta, BoIXOAALWEro 3a AonycTUMbIe Npedens, cnenyet ybeaMTscs B
[OCTOBEPHOCTW 3TOro pesynsrata. BoaMoxXHbIA NOpAAoK BbIMOMHEHUS TakUX AEACTBAA NPUBEOEH HA PUCYH-
ke 3. [lna noboro BbixogsaLwero 3a AoNycTUMbIe Npedernbsl pe3ynsraTa, KOTopblA He Bbi3BaH oLUMBKOW Npuy npo-
BegeHun otbopa npob unu obpadboTkM OaHHbIX, AomkHa ObiTb ycTaHOBMEHa NpWYMHA W OOMKHbI ObiTh
NpeanpuUHATLI KOPPEKTURYIOWWE AEACTBUS.
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Mpw BBOAE B 3KCNNyaTaUMc ycTaHOBNEHHLIE Npedenb! MoryT HOCUTE NpeaBapuTenbHbLIA XapakTep U Us-
MEHSATLCH B X04e Tekylero KoHTpons. PesynsTart, BoIXOASWMA 38 paMKn 3TUX BDEMEHHO YCTAHOBMEHHLIX Npe-
JenoB, MOXET paccMarprBaTbes Kak UCTUHHLIA, OTpaxarwWwuid JeACTBUTENEHOE U3MEHEHWe YpoBHS Gurosar-
PA3HEHWA, W yKa3blBaTb HA BO3MOXHOCTL NepecMoTpa NpeaBapuTenbHbIX YCTaHOBNEeHHbIX npedence. B atom
crydae MoOXeT He noTpebosaTbCA dOpMancHOe MOATBEDHOEHWE ANA YCTAHOBMEHWA HOBLIX Mpenencs.
MpwuHATOE pelleHne AOMKHO BbiTe OBBACHEHO U 0OPMNEHC AOKYMEHTaNBLHO.

4.6 ATTecrauun pe3ynsraToB

o odopmneHus npotoKkona cneayeT ybeguTecs B NpaBUMsHOCTA NOMYYEHHBIX pE3YNLTaToB B COOTBE-
TCTBWMW C ONpeaeneHHbLIM NopsaKoM, KOTOPbLIA OOMKeH BKMNoYaTh B cebs cnegylollee:

- MHCTPYKUMWIO MO OUEHKE NPUeMNeMOCTH Pe3yNLTAToB, BbIMONHAEMOW 00yYeHHbBIM NULOM;

- MHCTPYKUMWIO MO CBEpKe MCXOAHOW 6a3bl AaHHBIX ¢ MHGOpMaUnel, BBEAEHHOW B KOMMNbBIOTEP;

- NOpPAAOK NPEeACTaBNeHWsa pesynbTaTos;

- MHCTPYKUMWIO N0 GPGRMITIEHKIO NPCTOKOMNGB.

NpunoxeHne A
{cnpaeodHoe)

CBefeHUA 0 COOTBETCTBUY MEXrocyAapCcTBEHHbIX CTaHA4APTOR CChINOYHLIM MeXAYHApPOAHbLIM
{(pervoHanbHbIM) cTaH4apTam

Ta6énuua A1

(ObBosHayeHre coeINoYHoro MexayHapoaHoro (OBHos3HaveHre U HavMeHoBaHKWe COOTBETCTBYHLErD
CTaHaapTa MeXroCyaapcTBEeHHON CTaHaapTa
NCO 14698-1:2003 FOCT NCO 14698-1—2003 YucTble NomMelleHUA U CBA3AHHbIE C

HUMMW KOHTponupyemble cpedbl. KoHTpons Guo3arpsasHeHUA.
Yacts 1. O6WKe NpUHLMNEl U MeTogbl

MCO 14644-1:1999 FOCT NCO 14644-1—2002 YucTele NOMELLEHWA U CBAZAHHBIE C
HAMW KOHTpOnMpyemMble cpedel. YacTe 1. Knaccudpukauma YicToTsl
BO3ayXa

MCQO 9000:2000 A

NUCO 3534-1:1993 Kl

MCO 8258:1991 W

UCO/TP 7871:1997 *

MCO/MBK 51:1999 *

* COOTBETCTBYIOLLMIA MEXTOCYAapCTBEHHBIA CTaHAAPT OTCYTCTBYET. o ero NPUHATUA pekoMeHOYeTCH UCNoNbao-
BaTb NEPeBOM, Ha PYCGKWA A3bIK AaGHHOIO MeXOyHapOoAHOro cTaHgapTa Ui rapmMoHU3MpOBaHHEIA C HUM HaLMoHANbHBIA
(rocypapcTBeHHBIA)} CTAHAAPT CTPaHbl, Ha TEPPUTOPUM KOTOPOW NpUMeHseTca HacToAwMiA cTaHaapT. Mudopmauua o
HanM4YMM NepesoAa AaHHOTO MeXAyHapoaHOoro cTaHaapTa B HauuoHansHom hoHge cTaHaapToB UKW B MHOM MecTe, a
Takke WHhOpMaLMA O OeACTBMWM Ha TEPPUTOPMW CTpaHbl COOTBETCTBYIOLIEro HAaUWOHANLHOrO (rocypgapcTBEHHOro}
cTaHgapTa MoMeT ObiTb NpUBedeHa B HaUWOHAaNbHBIX MHPOPMAUMOHHBIX OaHHbLIX, AOMONHAKLWMWX HACTOALLMA
cTaHaapT.

** Ha TeppuTtopun Poccuitickon ®egepauun geicteytoT FTOCT P MCO 9000—2001 CucTemMbl MeHeIKMEHTa Kadec-
TBa. OcHoBHBIE nonoxkeHus U cnoeape; FTOCT P 50779.10—2000 Cratuctudeckne meTtodbl. BepoATHOCTE W OCHOBHI
CTaTUCTUKWA. TepMUHLI M onpegenerdna; FTOCT P 50779.42—99 CtaTuctuueckne MmeTodbl. KOHTponkbHble kapThl LWyxap-
Ta COOTBETCTREHHO.
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