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[NlpeoucnoBue

Llenu, 0OCHOBHbIe NPUHLUMNbLI U OCHOBHOM NOPSAO0K NpoBeaeHUsa paboT N0 MeXrocyaapCcTBEeHHOU CTaHaap-
Tnzauum yctaHoerneHsl [OCT 1.0—92 «MexrocynapcrBeHHas cuctema craHaaptusaumnuu. OCHOBHbIE NOMNOXe-
Hus» U FOCT 1.2—97 «MexrocynapcTBeHHasa cuctemMa ctaHaaptusauun. CtaHaapTbl MeXrocyaapCcTBeHHbIe,
npaBuna, pekoMeHaauMu no MeXxrocyaapcTtBeHHon ctTaHaapTusauuu. Iopsiaok paspaboTku, NPUHATUA, OOHOB-
NeHUs1 U OTMEHbI»

CBepgeHuMAa O cTaHpaapTe

1 NOAINrOTOBJIEH ObLwepoccunuckon oblecTrBeHHON opraHuM3aunen «Accouuaumusa UHXEeHEepPOoB NO KOH-
Tponto MukposarpsasHeHUn» (ACVHKOM) n ogobpeH MexrocynapcTBeHHbIM TEXHUYECKUM KOMUTETOM MO CTaH-
naptmzaumn MTK 184 «ObecneveHue npPOMBbILLIIEHHOA YUCTOTbI» U TEXHUYECKUM KOMMTETOM MO CTaH-
naptusaumm TK 458 «[1pousBoACTBO U KOHTPONb Ka4eCTBa NeKapCTBEHHbLIX CPpeacTB»

2 BHECEH ®epnepanbHbiM areHTCTBOM MO TEXHUYECKOMY peryrnmpoBaHUI0 U METPONOrun

3 NMPUNHAT MexrocyaapcTBeHHbIM COBETOM MO CTaHAapTU3aL U, MeTponorum u ceptTuukaumm (NpoTo-
kon Ne 27 ot 22 nioHa 2005 r.)

3a NpUHSITUE NMPOrosyiocCoBasu:

KpaTI{OG HalMeHOBaHWE CTpaHbl KO,EI, CTpaHbl COI{paLIJ,eHHoe HalMEeHOBaHWEe HallMOHallbHOIQ OpraHa
no MK (MCO 3166) 004—97 no MK (MCO 3166) 004—97 No cTaHAapTU3aLuu

A3epbanmxaH AZ A3cTtaHaapT

ApMeHust AM MWHUCTEPCTBO TOProBNU U 9KOHOMUYECKOro pa3BUTUSA Pec-
ny6énuMkn ApMeHus

benapychb BY 'occTtaHpapT Pecnybnuku benapycs

[ py3us GE [ py3scTaHOapT

KasaxcTtaH KZ 'occTtaHpapT Pecnybnuku KasaxcraH

KbiproiacTaH KG HauuoHanbHbLIN MHCTUTYT CTaHOAPTOB U METPOMNOrnn
Kbipreiackon Pecnybnuku

MonpoBa MD MonpoBa-CtaHOapT

Poccuinckas ®epgepauums RU depepanbHOE areHTCTBO NO TEXHUYECKOMY peryrnupoBaHUIo
N MEeTpPOIormu

TamKnkucTaH TJ TamKukcTaHaapT

TypKMeHUCTaH ™ masroccnyxba «TypkMeHcTaHaapTnapbi»

Y3bekuctaH Uz AreHTCTBO «Y3cTtaHaapT»

YKpauHa UA [locnoTpebcTaHpapT YKpanHbl

4 Hactoawun ctaHOapT naeHTudeH mexxayHapogHomy ctaHaapty NCO 14698-2:2003 «ucTtblie nome-
LLIEHUSA N CBA3aHHbIE C HUMU KOHTponupyemsble cpeabl. KoHTponb buosarpsisHeHun. HacTtb 2. AHaNu3 AaHHbIX O
buosarpsasHeHusax» (ISO 14698-2 : 2003 «Cleanrooms and associated controlled environments — Bioconta-
mination control — Part 2: Evaluation and interpretation of biocontamination data»).

B ctaHaapT BBeaeHbl TeXHUYeckue nameHeHus, nogroroerneHHble MCO/TK 209 «4uctbie nomelleHus u
CBsA3aHHblE C HUMU KOHTPONUpYyEMble cpeabl», KOTOPble BblAeneHbl ABOMHOU BEPTUKANbHOU NMHUEN, pacnono-
YXeHHOU crneBa OT COOTBETCTBYIOLLIEro TEKCTA.

CBeaeHUsa 0 COOTBETCTBUM MEXOYHAPOAHbIX CTAHAAPTOB, HA KOTOPLIE AaHbl CCbhINIKKU, MEXIOCYyaapCTBEH-
HbIM CTaHOapTaM, NnpuBeaeHbl B NPUNOXeHun A

5 lNpukazom PenepanbHOro areHTCTBa N0 TEXHUYECKOMY perynmpoBaHUIO U METPONONMmn oT 29 ceHTAbpS
2005 r. Ne 234-cT MexxrocynapcteeHHbin cTaHaapT TOCT UCO 14698-2—2005 BBeaeH B 1eUCTBUE B KavecTBe
HaLUoOHanbHoro craHgapta Poccunckou Penepaumm ¢ 1 aHuBaps 2006 r.

6 BBEIEH BIEPBbIE

HHogbopmauyust 0 eeedeHuUU 8 0elicmaue (npekpauwjeHuu delicmaeusi) Hacmosiweao cmaHoapma nybrnuky-
emcs 8 ykalzamersie «HauuoHarnbHble cmaHoapmhbi».

HHgbopmauusi 06 UaMeHeHUsIX K HacmosiwemMy cmaHoapmy nybriukyemcsi 8 ykalzamersie (kamasioze) « Ha-
UUOHasrbHble cmaHOoapmbl», a meKcm U3MeHeHUU — 8 UHGOpMaUUOHHbLIX yKkazamerssix «HayuoHaribHble
cmaHoapmbi». B criydae nepecmMompa Uriu ommMeHbl Hacmosiujeao cmaHoapma coomeemcemeyrouwjasi UHGop-
mayusi byoem onybriukoeaHa 8 UHOpMaUUOHHOM yKa3zamersie «HayuoHarnbHble cmaHoapmabi»

© CranpaptuHdopm, 2005

B Poccuinckon ®enepalimm HacTOSLLUK CTAaHOAPT HE MOXKET BbITb MOMHOCTBLIO UMW YaCTUYHO BOCMNPOU3BeE-
NeH, TUpaXupoBaH U pacnpocTpaHeH B KadecTBe oomumManbHOro usaaHus 6es paspelueHus PenepanbHOro
areHTCTBa No TeXHNYeCKOMY peryrnmpoBaHUIO 1 METPOOMUKU
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BBeageHue

TpeboBaHuA HacToOALLIEro cTaHAApPTa HanpaeneHb! HA obecnevyeHne YUCTOTbl U TMTMeHbl B MOMELLEHUSAX.

CTtaHOapT BXOOUT B CEPUID CTaHOAPTOB MO YUCTOTE KOHTPONUPYEMbIX cpea U COAEPXUT METOAbI OLIeHKU
buosarpsasHeHunn, npuseneHHble B NCO 14698-1. OH MOXeT NPUMEHATBLCA U NPU aHanu3e AaHHbIX, CODpPaHHbIX
C UCMNONb30BaHWEM OPYrMx MeETOOOB.

IV
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M E X I OCVvY A APU CT BEWHH bl W C T A H O AWPT

Yucrtble nomMeleHna N cBA3aHHbIe C HUMU KOHTpONupyemMsbie cpeabl

KOHTPONb BUO3AINPA3HEHU

HacTtTb 2

AHanu3 gaHHbIX 0 OMo3arpA3HeHUAX

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

HNaTta BBeaeHuna — 2006—01—01

1 O6nacTtb NnpuMeHeHun

HacTosiLuin cTaHaapT YCTaHaBNUBAET METO bl OLIeHKU MUKPOBUMOoNoruyeckoro arpsi3aHeHus1 Bo3ayxa Ha
OCHOBeE AaHHbIX, NONyYeHHbIX B 30HaX puUcka nytem otbopa npob, coaepxalymux >XU3HeCnoCobHble YaCTULIbI.
CTaHaapT cneayeTt ucnonb3oBaTh, rae ato Tpebyetcs, coBmecTtHo ¢ MCO 14698-1.

2 HopmMaTuBHbLIE CCbIJIKI

B HacTosiLleM cTaHOapTe UCMONb30BaHbl CChINIKU Ha crefylolue CTaHOapThbl:
NCO 14698-1:2003 “YucTtblie nomelleHUs n cBsA3aHHbIe C HUMU KOHTPoNUpyemble cpeabl. KOHTponbL Buo-

3arpsisHeHnn. Yactb 1. ObWwme NpUHUMNBLI U METOAOD
NMCO 14644-1:1999 Yuctble nomMeweHUss U CBsisaHHbIe C HUMWU  KOHTPONupyemble cpeabl.

YacTtb 1. Knaccudomkauusa YUCTOThI BO3ayxa
NMCO 9000:2000 Cuctembl MeHemXMeHTa KavecTBa. OCHOBHbIE NONOXEHUA U CNOBapb

NMCO 3534-1:1993 CraTtuctuka. Cnosapb U cMMBOsbl. Yactb 1. TepMuHbl No 0BLLEen CTaTUCTUKE

NMCO 8258:1991 KoHTponbHble KapThl LLyxapTta
MCO/TP 7871:1997 KymynsaTuUBHble Anarpammbl. PYKOBOACTBO NO KOHTPOSO Ka4YeCcTBa U aHanuay aaH-

HbIX C ucnons3osaHuem metogos CUSUM
PykoBoacteo MCO/MOK 51:1999 AcnekTbl be3onacHOCTU. PykoBoasLLMe YKa3aHUA MO BKIKYEHUIO UX B

CTaHOapThl

3 TepMuHbI U onpeneneHus

B HacTosLEeM cTaHaapTe NPUMEHeHbl crneayuine TepMUHbl C COOTBETCTBYHOLLIMMUM onpeaeneHusiMmu.
3.1 ypoBeHb geucteumA (action level). No MCO 14698-1.
3.2 ypoBeHb npeaynpexaeHusn (alert level): Mo NCO 14698-1.

MpumeyaHune — Npu npeBbilleHUU YPOBHSA NpeaynpeXaeHusa crneayet yaenuTb NoBbILLEHHOE BHUMaHWE Bbl-
NONHAEMOMY NMpPOLIECCY.

3.3 KOHTpONnb npocnexmuBaemocTu (audit trail): Paa AokymeHTOB Unv 3anucen B NPOTOKONax, KOTOPbIW
NO3BONSET NpocneauTb B3auMOCBS3aHHYH0 MHAOPMAaLUIO.

3.4 buozarpsisHeHme (biocontamination): No MCO 14698-1.

3.5 uuncroe nomeweHme (cleanroom). Mo NCO 14644-1, 2.1.1.

3.6 cuctematusauma AaHHbIX (data stratification): [NeperpynnupoBka AaHHbIX C LeNb BbISIBNEHUS U

OCMbICITeHUS BaXXKHbIX TeHAEHLUMUU U OTKNOHEHUM.

U3aaHue obyuanbHoe
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3.7 oueHka (estimate): 3HaueHue CTaTUCTUMECKOIO KpUTEpUs, NONyYeHHoe NPy NpoBeaeHUN pacueTa.
[MCO 3534-1, cTaTbs 2.51]

3.8 npoBeneHue oueHKU (estimation). PacyeT YMCneHHbIX 3Ha4YeHUU (M3 AaHHbIX, NONyYeHHbIX NpU
aHanuse npobbl) NapaMeTpoB pacnpeneneHus, BbibpaHHbIX B Ka4eCTBe CTaTUCTUYECKON Moadenn AnsA reHe-
panbHOW COBOKYMNHOCTU, U3 KOTOpPOKN bepeTtca aTa npoba.

[MCO 3534-1, ctatbsa 2.49]

3.9 ctatuctnuyeckum Kputepmm (estimator): Cratucrtnyeckas BenuyuHa, ucnonb3yemas ans OLeHKU
napamMeTpa reHepanbHON COBOKYMHOCTMU.
[MCO 3534-1, ctatbs 2.50]

13.10 onacHocTb (hazard): Mo NCO 14698-1.

3.11 pwmck (risk): Mo NCO 14698-1 (Pykoeoacteo MCO/M3K 51, 3.2).
3.12 30Ha pucka (risk zone): Mo NCO 14698-1.

13.13 ueneBoit ypoBeHb (target level): Mo NCO 14698-1.

3.14 sanupauma (validation): INo MCO 14698-1 (MCO 9000, 3.8.5).
3.15 »xu3HecnocobHana yacTuua (viable particle): o MCO 14698-1.
3.16 xun3HecnocobHasa eauHmua (viable unit, VU): Mo NCO 14698-1.

[MpunmedyaHune — B cnyyasax, korga KoOnNnUM4eCTBO XXN3HECNOCOOHLIX eaUHUL, ONPeaenseTca Kak YNCno KOTOHUA
Ha arapoBOW NUTATENLHON Cpeae, UX Ha3bIBaKOT, Kak NpaBuno, KonoHneobpasywwmmmn eauHlamm (KOE). OgHa KOE Mmo-
XXET COCTOSATb U3 0AHOWU Unu Bonee XU3HecnoCoOHbIX €AUHULI.

4 AHanu3 AaHHbIX 0 OMo3arpA3HeHUNAX

4.1 O0Owme NoONoXeHun

B NCO 14698-1 npuBeoeHbl pekoMmeHaauuu no yCTaHOBNEHUK YPOBHEU AeUCTBUSA, NpeaynpeXxaeHUs u,
npyn Heob6Xo0AMMOCTU, LieNEBbLIX YPOBHEW, aTTecTauum (Banmaauum) MeToaoB noacyeTa u UHTepnpeTauum aaH-
HbIX O OUo3arpsi3HeHUAX. HacTosALWKUN CTaHOapT yCTaHaBNMUMBAET METOA4bl aHanuaa norfydeHHbIX JaHHbIX.

[lpu obpaboTke pesynsraToB MUKPOOMONOrM4eCcKoro KOHTPONA B 30HaX pucka Tpebyercsa yyuTbiBaTb
cnenyroLliue pakrTopbi:

- BU4 nonyvyaembiX OaHHbIX;

- He0OX0OUMYI0 MHCOPMALIUID;

- MeToAbl 06paboTKU NoNy4YeHHbIX AaHHbIX (HANpUMep, CTaTUCTUYECKUE MeTodbl, KOppensLUMOHHbLIN aHa-
NIU3, NCNOMb30BaHNE KOMMNbKTEPHBLIX MporpamMm U np.);

- CUCTeMaTU3auu JaHHbIX C Lenbio 0OHapy>XeHUA CyLLeCTBEHHbIX TeHOEHLUMA U OTKINOHEHUH;

- BU4 NpencTtaBneHusa NonyveHHbIX pe3ynsratoB (Hanpumep, kadeCTBEHHbIU, KONTUYECTBEHHbIN, rpadu-
YeCKun, LMdpoBOU) U eAUHULIbI UBMEPEHUS;

- BOCMPOU3BOOUMOCTb aHHbIX U Npobnemsbl, CBsi3aHHbIe C NPUMEHEeHUneM aHaNMMTUYeCKUX MeTO0B;

- aHanu3 TeHOeHUUU;

- KOHTPOJbHBbIE KapPThl;

- OLLeHKY, UHTepnpeTaLuio U opopMrneHue pesynsTaTos.

OuUeHKy pe3ynbTaTtoB LienecoobpasHo BbLIMNOMHATL B [IBa 3Tana: Npu nepBoHavanbHOM KOHTpone (BBoae
000opyaoBaHUA B 3KCNNyaTauuio) U npu TeKyLLemM KOHTpone.

4.2 AHanu3 AaHHbIX, NONTyYeHHbIX MPU NepBOHa4YaNbLHOM KOHTporne (PUCYHOK 1)

4.2.1 [10CTOBEpPHOCTb AaHHbLIX O OMo3arpaA3HeHnAX

[Ona Toro 4tobbl NONY4YUTL AOCTOBEPHYHO OLIEHKY YPOBHA ODUo3arpAsHeHUn, UCXoasa U3 AaHHbIX, NONyYeH-
HbiIX N0 MCO 14698-1, TpebyeTtca yunTbiBaTh cneayrLne akTophbi:

- 1OCTATO4HOE YUCNOo O0TODpPaHHbIX NPo6, UX OOHOPOOHOCTL U TOMHOCTbL pa3BefeHus, eCrn aTa onepauyms
NPUMEHAETCS;

- COCTaB MUKPOOPraHU3MOB, BbISIBNIIEMbIX B XXU3HECNOCODHbIX YacTuulax, ero UsMeHeHUe BO BPEMEHMU,
BNUsiHWE CTpecca U NoBpeXaeHUsa Ha BbPKUBAEMOCTb U BbisIBNEHUE;

- pesynbraThl, NofyyaeMble B pasfMvHbIX MecTax oTbopa npob B 30HaxX pUCKa Unu B Apyrux KOHTPONUPY-
eMbIX 30HaX;

- METOAbI KYyNETUBUPOBAHUA U NOACYETA;
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- BbIOOp MeToaa aHanus3a U COOTHOLLEeHUe MeXxay NpsiMbIMU U KOCBEHHLIMU NMapamMeTpamMu, onpeaense-
MbIMU NPU UCTILITAHUAX.

4.2.2 KoppekTupyrwume AeUCTBUA

[ns nonyyeHuss 06 beKTUBHbLIX pe3ynbLTaToB KpauHe BaXKHO OBHapY>XUTb U YCTPaHUTb NPUYMHBI BO3MOX-
HbIX OLLMOOK. [1pKU uccneaoBaHMM NPUYKUH NOSABNEHUA pe3ynbraToB, BbIXOAALLNX 3a Npenernbl YyCTaHOBMEHHbIX
TpeboBaHUK, crieayeT y4uUTbiBaTb BO3MOXHOCTb OLLMOKNU NpU UCTbITAHUSIX.

AHanua npencraensaeT cobou:

- CTaHOAPTHLIA METOA BbISBMIEHUA aHOMarnbHbIX Pe3ynbTaToB;

- UCKITIOMEeHUe rpybbiX U cUcTeMaTUYeCckux oLLnBOoK;

- OLleHKY U3MEeHEeHUU;

- npoBepKy adpdeKTUBHOCTH (BOCMPOU3BOAUMOCTH) paccMaTpUBaemMoro MeToaa;

- NpoBepKy pabotbl 06opynoBaHUs;

- 060CHOBaHUE U OOKYMEHTUPOBaHUE pe3ynbTaToB aHanu3a;

- YeTKOe NOHMMaHUe TOro, Kak nony4arTcA KOHeYHble pe3ynbTaThl NPU NOBTOPEHUN aHanu3a.

4.2.3 lNpoTokonsl

[1aHHBbIE 0 NnepuoanuvecKkn BbINONMHAEMbIX NPOBEPKax METOAO0B 1 NPpUBOPOB, BHYTPEHHEM ayauTe, a TaKke
nepBUYHbIE JaHHbIe, X0 BbIYUCIIEHUN, MONyYeHHble pe3ynbTaThl U OKOHYaTeNbHbIE NPOTOKONLI cnenyeT oop-
MINSATb JOKYMEHTAarNbHO U XpaHUTb Haanexalium obpasom.

[1IpOTOKONbI AOMMKHbI BKNIOYATL B cebA AaHHbIe O NepcoHane, NpuHUMaBLLEM y4yacTue B oTbope npoo,
NoOroToBUTENbHbLIX paboTax, UCNbITAaHUAX, OLIEHKe pe3ynbTaToB U 0POpPMIeHUU AoKyMeHTauuu. [lomkHa ObITh
obecnevyeHa BO3MOXHOCTb AeTaribHOU NPOBEPKU, Kak U Korga npousoLwnn nameHeHuns nobbix pesynsraToB.
Cnenyet nepuoauyvecku 0OHOBNATbL AaHHbIE O NOANUCAX, UHULManax u cumeonax. CnegyeT yCTaHOBUTL NOPS-
OOK nepenayvu (paccbifikKu) NPOTOKONOB (MO NoYTe, hakcy UNu sNeKTPOHHON No4Te).

BakHO obecrneunTb HAOEXHYH 3allUTy OaHHbIX U MNPOTOKONOB, B T. Y. JaHHbIX, XPAHSLLUUXCS B
KOMMbIOTEPE.

1 OnpegeneHue Touyek oToopa Npod, nepeyHs AaHHbLIX, AOCTAaTOUYHBLIX ANSA NPOBeAeHUs1 KOHTponsa buo3arpsa-
HeHUln, U pa3paboTka nnadHa otoopa npod (no MCO 14698-1):

- YCTAaHOBNEHUE NepeYHs NpoBepsieMbiX NapaMeTpoB,;

- pa3paboTka nnaHa otoopa npob;

- NoAroToBKa GrnaHKkoB perucTpauum NoNyYeHHbIX AaHHbIX;

- YCTAaHOBNEHUE NpeaBapuTenbHbIX 3HAaYeHWW NpeaenoB napaMmeTpoB.

J

2 [peaBapuTtenbHas oueHka (no MCO 14698-1):

- Hanu4ua duosarpsa3HeHWH;

- BbIOpaHHOro MeToaa KOHTpons;

- pe3ynbTatoB oTHopa npobd 1 UX MUKPOOUONOrnyecKoro aHanusa.

J

3 AHanus v npeacraBneHue AaHHbIX:

- ochopmMneHne aaHHbIX B BUAe Tabnuubi;

- cucteMaTusaumst NoNy4YeHHbIX AaHHbIX;

- opopMneHue pes3ynbTaToB;

- cTaTUCcTUYeckas obpaboTka nonyyYeHHbIX AaHHbIX C onpeaeneHnemM nx pasbpoca n 4OCTOBEPHOCTMU;

- NOCTPOEHME KOHTPOMbHbIX KapT.

4 OueHKa AaHHbIX:

- onpepeneHue ypoBHeEN MUKPOOUONOrMyeckoro sarpsisaHeHns1 B KOHTPONbHBIX TOYKaX;

- onpegeneHue yYpoBHEN LUenu, npeaynpexaeHua U 0ecTBMA Ha OCHOBaHWKM NONyYeHHbIX pe3ynbTaToB;
- pacCMOTpeHue pe3ynbTaToB, BbIXOAALLMX 3a Npeaensl yCTaHOBMNEHHbLIX TpeboBaHUN.

U
5 CtaHgapTusauua v atrectauusa (BanuaaLus):
- MeTo0B oTOopa nNpod U namepeHun;
- MeToabl 3NeKTPOHHOU 06paboTKN faHHbLIX;
- MeToaoB 00y4YeHUs nepcoHana.
U

6 OdopmMmneHue/xpaHeHue/, apxuBUupoBaHue AaHHbIX

PUcyHOK 1 — AHanusa gaHHbIX, NONyYEeHHbLIX NPYU NepBoHaYanLHOM KOHTpOnNne
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4.3 AHanu3 AaHHbIX, NONY4YeHHbIX MPU TEeKyLULeM KOHTporne (PUCYHOK 2)
4.3.1 OT60p Npob n obpalleHne ¢ HUMKN

MeToabl oTbopa npob npueeneHnl B NCO 14698-1. OTO0p Npob ABNAETCA CaMbiM BaXXHbIM 3TarnoM B Mo-
nyvYeHU OOCTOBEPHbIX pe3ynkraTtoB. B nononHeHUe K 3ToMy nabopatopus A0mMKHa UMEeTb YeTKUe MHCTPYKLNK
No MapKUpoBke Npob n paborte ¢ HUMKU, B T. Y. MO NPUEMKE, BbINONHEHUID BCEX aHANUTUYECKUX onepaLmn [0 no-
NyYeHUs1 KOHEUHbIX pe3ynbTaTtoB U NPaBUNbHOW UOEHTUMPUKALIMKU STUX Pe3ynbTaToB C UICXOAHOU Npobon.

4.3.2 CO0Op AaHHbIX

CneayeT pykoBOoACTBOBaTLCS 06LLUMUK yKa3zaHUAMU NO COCTaBNEHUIO NnaHa otbopa npob, npuBeaeHHbI-
mu B NCO 14698-1. B nononHeHue K 3TOMY, BO usbexxaHne peructpaumm oLMboYHbIX pe3ynbLTaTtoB, Heobxoaum-
MO YMUTbIBaTh crneayruime oakropsbi:

- ocobeHHOoCTH 0bnacTu NpUMeHeHuUs;

- onpegeneHue napamMeTpoB, XapakTepHbIX ANa 3ton obnacTn npuMeHeHus;
- TOMKM oTBopa Npob B TEXHONOrMYEeCcKkoM npoLecce/cucTeme;

- Nnpeaensl 0bHapy>XeHUs1 1 YyBCTBUTENbHOCTb TECT-CUCTEMBI;

- NOpPsiAOK cbopa AaHHbLIX B NpoLecce 3KcnyaTauuum.

1 AHanun3 ouo3arpsi3HeHUM B KOHTPOJIbHbIX TOYKaX B 30He PUCKa:
- aHanu3 obpa3sLoB B COOTBETCTBUM C NNaHOM OoTOopa npood;
- onpepeneHve Yucna KonoHMeobpasylowux ((KM3HecnoCoOHbIX) eauHUL;
- BHECEeHUEe 3TUX AaHHbIX B MPOTOKO.
U

2 AHanNuU3 U KOHTPOrIb AAaHHbIX:
- CUCTeMaTn3auua gaHHbIX: COCcTaBneHue Tabnuubl MNKM UX cTaTUCTUYeckasa oopaboTka;
- NpeacTaBneHne pe3ynbTaToB;
- aHanu3 TeHaeHUM U3MeHeHus pe3ynbTaToB CO BPeMEHEM;
- MOCTPOEHUE KOHTPOMNbHbLIX KapT.
U

3 OueHKa AaHHbIX:
- CTaTUCTUHYECKUUA N KOPPEenALMOHHBIU aHanus;
- aHanu3 KOHTPONbHbLIX 00pa3LoB/UCNONBE30OBAHME KOMMBIOTEPHBLIX MPOrpamMm.

{

4 NoaTBepXaeHUe AaHHbIX:

- BbINONMHEeHUe BbIYUCNeHUn:

- KOMNbIOTEepHasa 0b6padoTka faHHbIX;

- MUKpOOUonoruveckasa knaccuukalmnsa KOHTPOMbHBLIX TOYEK NO YPOBHIO MUKPOOHOIo 3arpsisHeHus,
- YCTaHOBMNeHWe ypoBHEU MUKPOOHOro 3arpsasHeHUs B 30HaX pUCKa.

{

5 OueHKa pe3ynbTaTORBR U COCTaBIIeHUe 3aKNYeHUA NO pe3yNnbTaTaM aHanu3a:
- pacCMOTpeHue pes3ynbTaToB, BbIXOOsLLMX 32 Npeaensl yCTaHOBMNEHHbIX TpeboBaHUN;
- NPUHATUE, NPU HEOOXOOUMOCTU, KOPPEKTUPYIOLLUX OEeNCTBUH;
- KOPPEKTUPOBKA YPOBHEN NpeaynpexaeHus, 0eucTeua U Luenu, npyu HeobxoguMocCTu;
- KOPPEKTUPOBKA KPUTEPUEB YMCTOTLI B 30HaX pUCKa.

U

6 O opmMmneHue/xpaHeHue/, apxuBUupoBaHue AaHHbIX

PUCYHOK 2 — AHanuns3 gaHHbIX, NONy4YeHHbIX NP TEKYLLEM KOHTpoONEe

4.3.3 OdopmneHne AaHHbIX

Cnenyert paspaboTtatb U BHEAPUTb YETKUA NOPSAOK paboThl C AOKyMeHTaumen, YTobbl obecneunTb A0OC-
TYNHOCTb BCeU UHGOpMaLMK, NONy4YeHHOU Npu NpoBeaeHUU UCTbITaHUMA 33 KOHKPETHLIA Nepuo BpeMeHu U
MMeloLLIen NpaKTUYecKoe 3HaueHue. OTOT NOPSAOOK AOMKeH BKNYaTh B ¢ebs cneayoLuee:

- NepBOHa4YarnbHble aHHbIE;
- NepereHb JaHHbIX, KOTOPble BBOAATCA B IOKYMEHTaLUI0 (NPOTOKONbI);
- HaUMEHOBaHMe U MEeCTO XpaHeHus NabopaTopHOW AOKYMEHTALMU UMK JAHHBIX B 3NEeKTPOHHOMW OPME;
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- UICNONb30BaHUe pabounx XypHanoB, onepaLUoHHbLIX TMCTOB, KOMMLKTEPOB UNKU APYrMX CPeacTB Peruc-
TpaLUUU pasnnUYHbIX JaHHbIX, BbIMUCNEHUA 1 Opyrou UHGOpMaLUK;

- UIHCTPYKLMK NO BeOAeHUI0 AOKYMEHTaLUMK, NpoBepKe, UCnpaBneHuio, NoannucaHuio U BUSUPOBAHUKD (BTO-
POW NOANUCLID) AaHHbLIX HAbNAeHUI, pacvyeToB U NPOTOKOSMOB;

- pekoMeHgaLuuu No npaBUNbHOU UHTEPNpETaL K PesynLTaToB,;

- creumanbHble, 3aKoHoAaTenbHbie UNU HOpMaTUBHbIE TpeboBaHUS;

- TpeboBaHUA K YPOBHAM nNpeaynpexaeHus, 1eUcTBUA U Lienun, ucxoas n3 ocobeHHocten aaHHon obnac-
TN NPUMEHEHMUS.

4.3.4 OueHKa AaHHbIX

[1o0 BbINONHEHUA cTaTUCTUYECKON 0bpaboTKku AaHHbIX, 0ocobeHHOo npu bonbLLoOM Yucne HabnaeHun, cne-
NyeT CUCTEeMAaTU3UPOBaTb NOMyYeHHble AaHHble ANA BbISBNEHUS UX OCHOBHBLIX XapaKTEPUCTUK. OTO MOXKET
bbITb cCOEenaHo KavyeCTBEHHO NyTEeM rpynnupoBaHUSA NONYyYeHHbIX AaHHbIX C COCTaBneHneM Tabnui n rpadoukos
NN C UCMONb30BaHUEM CTATUCTUYECKUX METOAOB 00paboTku AaHHbIX. CTaTUCTUHECKUMN METOOAMU MOIYT 06-
pabaTbIiBaTbLCS KaK OTAEenNbHbIE JaHHbIe, TaK U UX rpynnbl, 06beaAuHeHHble 06LLIMMN CBOMCTBaMM.

[1Na Kayxnoro aHanuaa:

a) Heob6xXxoOAUMO UMETb MUCbMEHHOE ONUcaHue NMPUMEHAEMOro MeToaa U CTaTUCTUMECKUX METOOUK, UC-
NoNb30BaHHbLIX ANSA arTecTayun 3Toro MeToaa;

b) onucaHue meToaa, Kak NpaBUNO, AOMKHO BbITh yXKe onybrnMkoBaHO B aBTOPUTETHOM U3aHWUMU;

C) Npu ycoBepLUeHCTBOBaHUU MeToaa crneayet NnpMBoauTb Heobxoaumoe 000CHOBaHUe.

4.3.5 NMpumeHeHne CTaTUCTUYECKUX METOAOB K NONMyYeHHbIM pe3ynbraTam

CyTb CTaTUCTUMECKUX METOA0B COCTOUT B 3KCTPanonsauumn pesynsraTtoB, NoNyyYeHHbIX NPy aHanuse oj-
HOM NPOOLI, HA BCKO COBOKYNHOCTb MUKPOOPraHU3MOB B 30HE PUCKa, U3 KOTOPOU 3Ta Npoba bbina nony4veHa. Ta-
Kass 3KCTpanonsauusi UMeeT onpeaeneHHy HETOMHOCTb, MOCKONbKY OTAenbHble MNpobbl He OoTpaXKaroT
XapaKTepUCTUKN BCen nonynsauum MUKPOOPraHU3MOB. OTa HETOYHOCTb MOXET ObITh OLleHeHa KONTUYeCTBEHHO U
YMEHbLLIEHa 00 NPUeMNemMoro ypoBHSA 3a CYET NPUMEHeHus1 Haanexawmx MetoaoB oTbopa npob wu
cTaTucTnyeckon obpabotku pesynsratoB [1], [2].

PekomeHayeTcs NPOBOAUTL OLIEHKY U aHanu3 pesynbratoB ¢ UCNONb30oBaHMEM bonee O0OHOro CTaTUCTU-
4YeCKoro Metoaa. B cBs3u cO CNOXXHOCTLIO NpoBeAeHUA CTaTUCTUYECKON OLIEHKU U C DOMbLUMM YUCIIOM NUTEpa-
TYPHbIX UCTOMHUKOB MO 3TOMY BOMPOCY, BbIGOP N UCNONb3oBaHUE CTaTUCTUMECKUX METOOOB ANl KOHTPONS W
OLIEHKU AOCTOBEPHOCTU AaHHbIX N0 BUosarpsasHeHUAM B HACTOSILLIEM CTaHAapTe He pacCMaTpUuBaloTCA.

4.3.6 AHanu3 TeHAeHUUWN N KOHTPONbHbIX KapT

[1aHHble, nonyyeHHble U3 0aHON NPOo6bI, KAaK NPaBUIO, He ABMSIIOTCS CTAaTUCTUYECKN 3HAYUMBbIMMU. [103TO-
MY METOAUKU MUKPOOMONOrn4eckoro KOHTPOrs MOryT UMETb Cepbe3Hble HeJoCTaTKu, BeayLume K 6onbLLIoMY
pa3bpocy nonyyaembix pesynsratoB. B cBA3u ¢ aTuM Lenecoobpa3Ho aAaBaTh rpaduyeckoe npeacTaBrieHue
pe3ynbTaToB 3a onpeaeneHHbI nepuoa BpeMeHu Ans Toro, YTobbl oTAenUTb crnyyanHble konebaHnsa AaHHbIX
OT YCTOMMUBLIX TEHAEHLIMA UINN BbISBUTb CYLLECTBEHHbIe U3MEHEHUs, JaXKe ecrnu pesynbratbl HaXoOsTCS
BHYTPW 3a[l1aHHbIX Npeaenos.

MeToa KOHTPOSMbHbIX KapT MOXET NPUMEHATLCA Kak 06 beKTUBHOE U CTaTUCTUMECKU AOCTOBEPHOE Cpe-
acteo [1], [2] onA oueHKN YnNCcToThl (KadecTBa) 30H pucka. OH 0CObeHHO noneseH npu NpoBeaeHUN TeKyLLero
KOHTponA. [insa uenen npueMku cepum npoaykuum otéop npod no MCO 14698-1, 4.2, nepeuncneHue f) MoxeT
NPUMEHSTLCA Hapsay ¢ APYrMMU MeTOaMM KOHTPONA KavecTtsa. [nsa OLeHKU OTKIMOHEHUW OT 0DObIMHOro pas-
bpoca AaHHBIX UNKN BbISBNEHUA Pe3ynbTaToB, BbIXOASLIMUX 32 PaMKN YCTaHOBMNEHHbIX TpeboBaHNA, MOIyT UC-
NONb30BaTbCA KOHTPOSbHbIE KapThl, HANpumep kapTbl LUyxapTa, agudpdepeHuuanbHble UNU KyMYNSTUBHbIE
aunarpamMmmbl.

4.4. OueHka 3¢pPeKTUBHOCTMH

[nsa oueHkU adoHeKTUBHOCTU TeKyLLero KOHTponsi U paboTocnoCoOBHOCTU aHAaNUTUYECKUX METOA0B NONYy-
YeHHble pe3ynbTaTbl cneayeT nepnoguvecku aHanusnpoBartb. Ha oCHoBe Takoro aHannsa MOXeT NPOBOAUTLCS
OLIEHKa KPUTUYECKUX 30H Ha COOTBETCTBUE YPOBHAM npeaynpexaeHus, JeUcTBus U, npu HeobxoaumocTw,
Llen U NPUHUMATBLCA peLleHue O KoppeKkTupoBke 3Tux ypoeHen rno NCO 14698-1.

4.5 Pe3ynbraTthbl, Bbixogsiuue 3a AoNyCcTUMbIe npepenbl

B ka>koom cny4dae nonyveHus pesynerara, BbiXoAasiLlero 3a onycTUMbIe npenensl, creayet ydoeauTbca B
OOCTOBEPHOCTU 3TOro pesynbrata. BO3MOXHbIM NOPSAOK BbINONMHEHUA TakUxX OeUCTBUM NpuBeaeH Ha PUCYH-
ke 3. [lna noboro BbixoaAaLlero 3a A4oNycTUMbIe Npeaensl pesynbTara, KOTOPbiA HE Bbi3BaH OLLMOKOW NpU NPo-
BeaeHUn oTOopa npob unu obpaboTku AaHHbIX, OOMKHA ObiTb YCTAaHOBMEHa NMpuUYMHa U OO0SMKHbI ObITb
npeanpUHATbl KOPPEeKTUPYIoLLUe 0eUCTBUS.
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[lepBoHa4arnbHble
pes3yrnbTaThl

AHanus CooTBETCTBYET
pe3ynbTaToB TpeboBaHUsM

He TpebyeTcs
OONOJSIHUTENbHBLIX
nccneaoBaHUA

OdopmneHue oTyeTa.
OueHka COOTBETCTBUSA
TpeboBaHUAM U BNUAKOLLUX
¢rakTopOoB

OueHKa pesynbLTaToB
U NPUHATUE peLlEeHUsn
O NpoBeAeHUU UCcCrneaoBaHus

WccnenoBaHue

[lepBOHa4YanbHoOE
naboparopHoe uccnegoBaHue

JlabopaTtopHas JlabopaTtopHas Pe3ynbTaT aHanuasa HeeUCTBUTENEH.
owmnbka omnbka [MpoBOAUTCA NOBTOPHbLIA aHANM3
He NOATBEPXOAETCH NoATBEPXKOaeTCS nnun otbop npob

He cooTBeTcTBYET OueHka CooTBeTcTRYET
TpeboBaHUAM pe3yrnbTaToB TpeboBaHNAM

YrnyoneHHoe nccnegosaHue

JlabopaTtopHas JlabopatopHas PesyneTtar aHanusa HegeuCcTBUTENEH.
oLumbka omnbKa [lpoBOAMTCH NOBTOPHBIN aHaNM3

He noaTBepXaaeTcs noaTBEpPKOaeTcs nnn otbop nNpod B COOTBETCTBUU C MITAHOM

He COOTBETCTBYET OueHKa CooTBeTCTBYET NccnegoraHue
TpeboBaHUSAM PEe3ynbLTATOB TpeboBaHMAM 3aBepLuaeTcs

AHanus Ha Hanu4ne oLLNOKK
B TeXHOJION'M4YeCKOM Nnpouecce

NcTOUHKK ACTOYHKMK [MlpoBepeHue
OLLINOKA OLLINOKA uccnenoBaHna crnyxoom
YCTAHOBMEH He yCTaHOBINEH KOHTPOINSA KavecTea

OdopmnenHue
oTyeTa

OueHka npogyKkra uwnm ucrtopum ero bmnosarpssHenus. NpuHaTtme
pelleHus 0 ero nepepaboTke, NOATBEPXKASHUU ero KayecTea,
NOBTOPHOMU artTecTauum

[lepegaya B apxvB

PucyHok 3 — lNMpoBeaeHue aHanusa pe3ynbTaToB NPU UX HECOOTBETCTBUN 3a4aHHbIM TpeboBaHUAM
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[1py BBOOE B 3KCNnyaTtauuo yCTaHOBNEHHbIe Npeaenbl MoryT HOCUTb NpeaBapuTenbHbIU XapakTep U U3-
MEHATbLCS B X04e TeKyLlero KOHTponsd. PesynbraT, BbIXOAALLUU 32 paMKU 3TUX BpeMeHHO YCTAHOBIEeHHbIX MNpe-
NenoB, MOXET paccMaTpuUBaTbCs Kak UCTUHHBLINA, OTpaXalLUMn AeUCTBUTENbHOE U3MEHEHUE YPOBHSA BUOo3ar-
PA3HEHUN, U YKa3biBaTb HA BO3MOXXHOCTb NepecMoTpa npeaBapuUTerbHbIX YCTAaHOBNEHHbIX NpeaenoB. B 3Tom
crnyvyae MOXeT He noTpeboBaTbCcA dopmanbHoe NoATBepXAEeHWe AN YCTAHOBMEHUS HOBbLIX Mpenernos.
[TpuHATOE pelieHne AOMKHO BbiTb 06BACHEHO U 0POPMNEHO AOKYMEHTAarbHO.

4.6 ATTecTauus pe3ynbLTaToB

[1o opopmneHus npoTtokona cneayet ybeautbcs B NpaBUNbHOCTU NONYYEHHbLIX pe3ynbTaToB B COOTBE-
TCTBUU C onpeaeneHHbIM NopsAKOM, KOTOPLIU AOMKeH BKNOYaTh B cebs crneayollee:

- MHCTPYKLUIO MO OLIEHKE NPUeMNeMOCTU pes3ynbLTaToB, BbINONMHAEMOU 0by4YeHHbIM NULIOM;

- MHCTPYKUUIO NO CBEpKe UcXoaHou 6a3bl AaHHbIX ¢ MUHGpOpMaLuen, BBeAeHHOU B KOMNbIOTEP;

- NIOPSAOK NpeacTaBrieHUs pesynbTaToB;

- MIHCTPYKLIMIO N0 OCDOPMITEHUIO NPOTOKOJOB.

[punoxeHue A
(cnpaBo4HOE)

CBeieHNA 0 COOTBETCTBMU MEXroCyAapCTBEeHHbIX CTaHAAPTOB CChINIOMHLIM MeXAYyHapOAHbIM
(permoHanbHbIM) CTaHAApTam

Tabnumua A.1

O603HauYeHUe CCbINOYHOIO MEXayHapoaHoro O603HauyeHue U HAaUMEeHOBaHUE COOTBETCTRYIOLLEro
cTaHaapTa MEXrocyaapCTBEHHOro ctaHaapTa
NCO 14698-1:2003 [OCT UCO 14698-1—2003 YucTtblie nomeLleHUs U CBA3aHHbIE C

HUMWU KOHTPONUpyemMble cpeabl. KOHTpoNb 6uosarpsa3HeHUiA.
YacTtb 1. O6wme npuHUUNbI n MeToab!

MCO 14644-1:1999 [OCT NCO 14644-1—2002 YucTble noMeLleHUs U CBA3aHHbIE C
HUMW KOHTpoNUpyemble cpeabl. Hactk 1. Knaccudgpukauma YUCTOTh
BO3ayXxa

MCO 9000:2000 *, *k

NCO 3534-1:1993 %, *%

NCO 8258:1991 %, *k

UCO/TP 7871:1997 *

NCO/M3K 51:1999 ¥

* COOTBETCTBYIOLUMA MEXIOoCyaapCTBEHHbIN CTaHAapT OTCYTCTBYET. [JO ero NPpUHATUA PEeKOMEeHAOYETCA UCNOMbL30-
BaTk NepeBOd Ha PYCCKUN A3bIK JaHHOIo MeXayHapoaHoro ctaHgapta unv rapMoHM3npoBaHHbIA C HUM HaLWOHaNbHbIN
(rocygapCTBeHHbIW) cTaHOapT CTpaHbl, Ha TEPPUTOPUMN KOTOPOM NPUMEHAETCA HACTOALWMK cTaHgapT. MHdopmauusa o
HanuMuMu nepeeoja AaHHOro MeXxayHapoaHoro ctTaHgapTa B HauuoHanbHOM poHAe cTaHaapToB UMK B MHOM MECTe, a
TaKke UHoOpMauua O OENCTBUM Ha TEppUTOPUN CTpaHbl COOTBETCTBYHOLLEro HauuoHanbHoOro (rocygapCTBEHHOrO)
cTaHOapTa MOXeT ObiTb npuBedeHa B HaLMOHaNbHbIX WMHEOPMALMOHHLIX AaHHbIX, AOMOMHALWWUX HaCTOALLUNA
cTaHOapT.

** Ha Tepputopun Poccuinckon Gepepauumn aencteyrot NOCT P UCO 9000—2001 CucrtemMbl MeHeMKMEHTa Kavec-
TBa. OCHOBHbIE NonoxeHusa u cnoeapb; NOCT P 50779.10—2000 Ctatuctnyeckme metoabl. BeposaTHOCTE U OCHOBBI
ctaTUCTUKU. TepmuHbl U onpeaeneHus; FNOCT P 50779.42—99 CtaTtuctnuyeckne metogbl. KOHTponbHble KapThl LLyxap-

Ta COOTBETCTBCHHO.
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