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Mpeaucnosue

Llenn, ocHOBHble MPUHLMMbLI 1 OCHOBHOM NOPSA0K NpoBeAeHns paboT No MeXrocyfapcTBEHHON cTaHaap-
Tn3auum yctaHosneHol FOCT 1.0—92 «MexrocygapcTseHHas cuctema ctaHgaptmsaunm. OCHOBHbIE NONOXe-
Husa» 1 TOCT 1.2—97 «MexrocygapcTeeHHan cuctema ctaHgaptusaummn. CtaHgapTbl MeXrocyjapCTBEHHbIE,
npaswia, peKOMeHAAL N N0 MeXToCyAapCTBEHHOW cTaHAapTu3auumn. Mopagok pa3paboTkv, NPUHATAS, 0GHOB-
NEHNSA U OTMEHbI»

CBofieHnA o cTaHpgapTe

1 NOArOTOBJ/IEH O6Lepoccuiickoit 06L,eCTBEHHON opraHu3aLmeli «AccolmaLlns UHXEHEPOB MO KOH-
TPO/0 MyKpo3arpssHeHuii» (ACUHKOM) n ogo6peH MexrocyaapCTBEHHbIM TEXHUYECKMM KOMUTETOM MO CTaH-
paptuzaumm MTK 184 «O6ecneyeHne MNpPOMbIWIEHHOW YMUCTOTbI» W TEXHUYECKMM KOMWUTETOM MO CTaH-
paptusaunn TK 458 «[pon3BOACTBO W KOHTPOSb KavyecTBa /IEKapCTBEHHbIX CPeACcTB»

2 BHECEH ®epgepasibHbIM areHTCTBOM MO TEXHNUYECKOMY PerysiMpoBaHuio 1 MeTPOsIorum

3 MPUHAT MexrocysapcTBEHHbIM COBETOM MO CTaHAapTU3aL M1, METPOorum n ceptudmkaumm (npoTo-
Kon Np27 ot 22 uioHA 2005 r.)

3a npuHATME NporosiocoBasin:

KpaTkoe HaumeHoBaHWe CTpaHbl Kon cTpatbl CokpalLeHHOe HaMMeHOBaHNE HaLVIOHa/TbHOTO OpraHa
no MK (MCO 3166)004-97 no MK (MCO 3166)004-97 no cTaHgapTu3aLmm

A3sepb6aiigxaH A2 AscTaHgapT

ApmeHunsa AM MUWHUCTEPCTBO TOPTrOBAN U 3KOHOMUYECKOTO pa3sutua Pec-
ny6nvkn ApmeHns

Benapycb BY FocctaHaapT Pecny6nvkn Benapycb

py3usa GE IpyscTtaHgapt

KazaxcTtaH Kz lFocctaHgapT Pecny6nnkn KasaxcTtaH

KblpreizctaH KG HauunoHanbHbIli MIHCTUTYT CTAaHAAPTOB U METPONOTNN
Kbipreizckoii Pecny6nuku

Mongosa MD Monpgosa-CtaHgapt

Poccuiickas degepauus RU depfepasibHOE areHTCTBO N0 TEXHUYECKOMY pPeryiMpoBaHuio
1 meTponoruu

TapxukncTaH T TapgxukctaHgapTt

TypKkmeHucTaH ™ Fnasroccnyx6a «TypKMeHCTaHaapTaapbi»

Y36ekncTtaH uz AreHTCTBO «Y3cTaHgapT»

YkpaunHa UA Focnotpe6cTaHaapT YKpauHsbl

4 HacTosAwwmin cTaHaapT NAEeHTUYEH MexayHapoaHoMy ctaHgapTy MCO 14698-2:2003 «Yuctble nome-
LLEEHUS 1 CBA3aHHbIE C HAMW KOHTpOMpyeMble cpefbl. KOHTpOb 6uo3arpsasHeHnii. YacTb 2. AHann3 faHHbIX O
6uosarpsasHeHunsax» (ISO 14698-2 : 2003 «Cleanrooms and associated controlled environments — Bioconta-
mination control — Part 2: Evaluation and interpretation of biocontamination data»).

B ctaHfapT BBeAEHbI TEXHUYECKNE N3MEHeHUs, noarotosneHHble CO/TK 209 «YucTble nomeLLeHns v
CBfI3aHHble C HUMM KOHTPOIPYEMbIe CPefibl», KOTOpble BblAeNeHbl [BOVHON BEPTUKa/IbHOM IMHWENR, pacnoso-
XXEHHOI cneBa OT COOTBETCTBYIOLLErO TEKCTa.

CBefleHnst 0 COOTBETCTBUN MEXAYHapPOAHbIX CTaHAapTOB, Ha KOTOPbIE faHbl CCbI/IKW, MEXToCyAapCTBEH-
HbIM CTaHJapTaMm, NpuBefeHbl B NPUNOXeHUN A

5 MMpukasom PegepanbHOro areHTcTBa N0 TEXHNYECKOMY PEry/IMpoBaHnio U MeTpoaorimn ot 29 ceHTA6ps
2005 r. No 234-cT MexrocyfapcTBeHHblIii ctaHgapT FOCT NCO 14698-2—2005 BBefeH B AeliCTBYE B KaUecTBe
HaLMoHasbHOro cTaHaapTa Poccuiickoii depepaumm ¢ 1 aHBaps 2006 r.

6 BBEJEH BMNEPBbIE

WNHbopmaLuus o BBefeHUn B AeicTBME (NpekpaLleHnn aeiicTBIA) HaCTOoALWEero cTadgapTa ny6nmky-
eTca B ykasaTesnie «HalumoHanbHble cTaHgapTbi».

WNHbopmaLuus 06 n3amMeHeHUsX K HacTosALLeMy CTaHAapTy nybvkyeTCA BykasaTene (kaTanore) «Ha-
LUMOHaNbHble CTaHAapTbl», @ TEeKCT W3>MNBHOHUA — e WHOPMAaLMOHHbIX yKasaTensx «HauuoHanbHble
cTaHgapTbi». B cnyyas nepslIOTpa Uiy 0TMeHbl HACTOALWEro cTaHAapTa cooTBeTCTBYoWas nHpop-
mauusa 6yaeT onybsmMkoBaHa B MH(pOPMaLMOHHOM yKasaTesie «HaunoHabHble CTaHgapThbi»

© CrtaHgapTuHdgopm. 2005

B Poccuiickoit ®efepauuy HacTosLW Uil CTaHAAPT HE MOXET 6bITb MOJIHOCTLI0 UM YACTUYHO BOCMPOU3Be-
[€H, TUPaXMUpOBaH M PacnpocTpaHeH B kauyecTBe ohuLManbHOro U3faHns 6e3 paspelueHvsi degepasbHoro
areHTcTBa no TEXHNYECKOMY PerysiMpoBaHuio U MeTposiorum
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BeBegeHve

TpeboBaHWA HACTOALLEro cTaHAapTa Hanpas/ieHbl Ha 06ecneyeHne YNCTOTbI U TUTMEHbI B MOMELLEHUSAX.

CTtaHaapT BXOAMT B CEPUIO CTaHAapPTOB MO YNCTOTE KOHTPOSIMPYEMbIX CPES, Y COAEPXUT MeTOAbI OLEHKU
6uosarpssHeHuii, npueegeHHble B ICO 14698-1. OH MOXeT MPUMEHATLCA W NPV aHaIn3e faHHbIX, CO6PaHHbIX
C UCNOJIb30BaHNEM APYTrUX METOAO0B.
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M E X T OCVY 4APGC CTUBEHHBbB 1 CTAHOAPT

YucTble NOMeLLEHNSA U CBA3AHHbIE C HUMW KOHTPOIMpyeMble cpefabl
KOHTPO/Ib BMO3ATPA3HEHI
YacTtb 2
AHann3 flaHHbIX 0 6M03arpA3HEHNSX

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

fata sBegeHns — 2006—01—01

1 O6nacTb NpUMeHeHus

HacTtoswwmii ctaHAapT ycTaHaBIMBaeT MeToAbl OLEHKU MUKPOBGMOMIOrMYEeCcKoro 3arpsa3HeHns Bosgyxa Ha
OCHOBE [laHHbIX, NOMYYEHHbIX B 30HaX pUcka nyTeM oTéopa nNpob, cCopepx allnX XU3HECTOCOOHbIE YaCTULLbI.
CTtaHgapT cnefyeT Ucnofb3oBarth, rae 3To Tpebyetcs, coBMecTHo ¢ MICO 14698-1.

2 HopmaTuvBHble CCbI/IKM

B HacTosuem ctaHgapTe MCnonb30BaHbl CCbIJIKU Ha Crefyloline cTaHaapTbl:

MCO 14698-1:2003 YucTble NOMeLLEHNSA U CBA3AHHbIE C HUMW KOHTPOIMpYeMble cpefbl. KOHTpob 61o-
3arpssHeHuin. Yactb 1. O6Lme NpuHLMNbI N MEeTobl

MCO 14644-1:1999 UucTble MOMELWEHUA U CBA3AHHbIE C HUMW  KOHTpPOMUpyeMmble  cpefpl.
Yactb 1. Knaccudmkauus 4nctoTbl Bo3ayxa

NCO 9000:2000 CucteMbl MeHegXMeHTa kayecTsa. OCHOBHbIE MOJIOXEHNA U CnoBapb

NCO 3534-1:1993 Cratuctuka. Cnosapb 1 cMMBO/bl. YacTb 1. TepMmuHbl N0 obueli ctaTuctuke

MCO 8258:1991 KoHTposibHble kKapTol LyxapTta

NCO/TP 7871:1997 KyMynsaTuBHble auarpammbl. PyKOBOACTBO MO KOHTPOJIKO KayecTBa U aHanusy AaH-
HbIX C UCMONb30BaHneM metogos CUSUM

PykosogctBo MCO/M3K 51:1999 AcnekTbl 6€30nMacHOCTM. PyKoBoAsLIME yKa3aH/s Mo BKIIOYEHWIO UX B
cTaHAapThbl

3 TepmMuHbI 1 onpeaeneHns

B HacTosiem cTaHjapTe NpUMeEHeHbI crieytoLie TEPMUHBI C COOTBETCTBYIOLLMMU ONpeaeneHns MU,
3.1 ypoBeHb gelictBus (action level): Mo MCO 14698-1.
3.2 ypoBeHb npegynpexaerHusn (alert level): Mo NCO 14698-1.

MprumeyvyaHne — pu NpeBbIlIEHUN YPOBHS NpeaynpexaeHns cnefyeTt yaennTb NOBbILLEHHOE BHUMAHNE Bbl-
NofIHAEMOMY npoueccy.

3.3 KOHTpOnb npocnexusaemocTu (audittrail): PagaokymeHTOB unv 3anuceli B NpOTOKoNax, KOTOPbIi
no3Bo/ifeT NPOCNeANTb B3aMMOCBA3aHHYI0 MHhOpMaLIMIO.

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

3.5 yuctoe nomewieHune (cleanroom): Mo NCO 14644-1, 2.1.1.

3.6 cuctematusaumsa gaHHbix (data stratification): MeperpynnupoBka AaHHbIX C Le/bio BbIABEHUA U
OCMBbICNIEHUS BXKHbIX TEHAEHUWA 1 OTKNOHEHWIA.

N3paHne opuynanbHoe
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3.7 oueHka (estimate): 3HauyeHMe CTATUCTUHECKOIO KPUTEPWSI, NOSTyHEHHOE NPU NPOBEAeHUN pacyeTa.
[MCO 3534-1. ctaTths 2.51]

3.8 nposefeHne oueHkn (estimation): PacuyeT YMCMEHHbIX 3HAYEHWI (U3 JAaHHbIX, MOMYYEHHbIX NpK
aHanu3e npo6bl) NapaMeTpoB pacnpegeneHusi, BblbpaHHbIX B KA4eCTBe CTaTUCTUYECKOW MoAenu ANs reHe-
pasibHOI COBOKYMHOCTU, 13 KOTOPOI bepeTcs 3Ta npoba.

[MCO 3534-1. ctaThs 2.49]

3.9 cTatucTuyeckuin kputepuii (estimator): CratucTnyeckas BennyMHa, UCNosb3yemas ANS OLEHKM
napameTpa reHepasibHOl COBOKYMHOCTU.
[NCO 3534-1, cTtaTtba 2.50)

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

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

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

3.14 Banupgauusa (validation): Mo MCO 14698-1 (MCO 9000. 3.8.5).
3.15 xun3Hecnoco6Hasa yactuua (viable particle): Mo NCO 14698-1.
3.16 xu3Hecnoco6Haa eamHuua (viable unit. VU): Mo MCO 14698-1.

MpumeuvaHune — Bcayyasx, korga KoAM4eCTBO XM3HECNOCOOHbLIX eJMHUL, ONpeensaeTcsa Kak YNC/0 KONOHWN
Ha arapoBoii nuTaTenbHOW cpeAe, UX Ha3blBAKOT, Kak NpaBuao, KonoHneo6bpasywwmnmn eguHuuamm (KOE). OgHa KOE mo-
XeT coCToATb U3 OAHOI 1N 60/1ee KN3HECNOCOOHbIX eANHNL.

4 AHa/IM3 AaHHbIX O 6MO3arpA3HEHUAX

4.1 O6uwmre NonoxeHus

B NCO 14698-1 npuBeAeHbl peKoOMeHAaUuy No YCTaHOB/IEHWIO YPOBHEl feCTBUS, NPeaynpexaeHns u.
npy He06X0AMMOCTH, LieNeBbIX YPOBHEN, atTecTauum (sannganmum) MeTogos nogcyeta u MHTepnpeTauum AaH-
HbIX 0 Bro3arpa3HeHnsX. HacToswmii cTaHAAPT yCTaHaBIMBAET METOAbl aHasiM3a NosyYeHHbIX AaHHbIX.

Mpu o6paboTke pesynbTaToB MUKPOOUONOTMYECKOTO KOHTPO/ISA B 30HAX pucka TpebyeTcs yuuTbiBaTb
cnepytoLime hakTopbl:

- BUA, NOJTyvaeMbIX AaHHbIX;

- HeobxoaMMmyto MHdOpMaLIo;

- MeToAbl 06pPaboTKN MOMYYEHHbIX faHHbIX (Hanpumep, cTaTUCTMYeckne MeTofpbl, KOPPenaLMOHHbI aHa-
/3. UCNOJIb30BaHNE KOMMbIOTEPHBIX NPOrpaMm u np.);

- cMCTeMaTn3aLmio AaHHbIX C Le/blo 0GHAPYXEHNS CYLLECTBEHHbIX TEHAEHLUMNIA N OTKNOHEHWIA;

- BUA NpeAcTaBfeHns NosyyYeHHbIX pe3ynbTaToB (HanpuMep, KayeCTBEHHbIW, KONUYeCTBEHHbIN, rpadu-
Yecknil. undpoBoi) U eAnHNLbI N3MEPEHNS;

- BOCNPOM3BOAMMOCTb AaHHbIX U NMPO6/eMbl, CBA3aHHbIE C NPUMEHEHNEM aHa/IMTUYECKUX METOAOB;

- aHaNn3 TeHAEHLMIA:

- KOHTPOJIbHbIE KapThl;

- OLIEHKY, MHTepnpeTaumnio 1 ohopMsIEHNE Pe3ysibTaToB.

OLeHKy pe3synbTaToB Lies1iecoobpasHo BbINOHATL B fiBa aTana: npy nepeoHavyanibHOM KOHTpose (BBOAe
obopyAoBaHnA B aKCnayaTaLmio) U Npu TeKyLemM KOHTpore.

4.2 AHanus gaHHbIX, NONYYEHHbIX NPU NepBoHavYaibHOM KOHTpOsie (PUCYHOK 1)

4.2.1 [locTOBEpPHOCTb AaHHbIX 0O 6Mo3arpsa3HeHnAx

[ns Toro 4To6b! NOMYUNTH AOCTOBEPHYIO OLLEHKY YPOBHSA 6103arpA3HeHnii, UCXOAS U3[aHHbIX, NOSyYeH-
HbIXx Mo NICO 14698-1, TpebyeTca yunTbiBaTh cnegyowme aktopbl:

- JOCTaTO4YHOE YMCN0 0TOBPAaHHbIX MPO6, X OAHOPOAHOCTL M TOYHOCTb pa3BefeH s, ecn aTa onepaums
npuMeHseTCcs:

- COCTaB MUKPOOPraHn3MOB, BbISIB/ISEMbIX B XM3HECMOCOOHBIX YacTuLax, ero M3MeHeHne BO BPEMEHU,
B/ISIHWE CTPecca 1 NOBPEeXAeHNs Ha BbIXXMBAEMOCTb U BbISIBNIEHNE;

- pe3ynbTaTtbl, NOsy4aemMble B pas/iMiHbIX MecTax oTéopa npob B 30HaxX pycka namn B ApYrux KOHTPONupy-
€eMbIX 30HaXx;

- MeToAbl Ky/IbTUBMPOBAHNA N NOACYETA;
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Bbl60p MeTo4a aHa/in3a U COOTHOLWIEHNE Mexay nNpaAMbiIMUA U KOCBEHHbIMW NapamMmeTpamMmu, onpeaense-

MbIMW MPW UCAbITAHUSX.

4.2.2 KoppekTupylouwue geicteus

[na nonyyeHns 06bEKTVBHbIX Pe3yNbTaToB KpaiiHe BaXHO 0OHaPYXWUTb WU yCTPaHUTb NPUYNHBI BO3MOX-
HbIX OLWMGOK. Mpy nccnefoBaHMM NPUYKH NOSBNIEHNSA Pe3y/ibTaToB, BbIXOAALWMX 3@ Npefesibl yCTaHOB/EHHbIX
TpeboBaHwuii, cnegyeT yunTbiBaTb BO3MOXHOCTb OLUNGKM MPY UCTbITAHUAX.

AHanus npeacTtaBnsieT coboii:

CTaHAapTHbIVI MeTOo/A BblABNEHUA aHOMa/IbHbIX Pe3yNbTaToB;

NCK/TIOYEHME TPYObIX Y CUCTEMATUUYECKMX OLINGOK;

OLEeHKY U3MEeHeHWIA;

npoBepky achheKTMBHOCTM (BOCNPON3BOAMMOCTM) paccMaTpMBaeMoro MeToaa;

npoBepky paboTbl 060pyL0BaHMS.

060CHOBaHVe 1 JOKYMEHT/pOBaHNe pe3y/bTaToB aHanm3a;

4yeTKoe NoHMMaHWue Toro, Kak nosiydaroTcA KOHe4dHble pe3ynbTaTthl MPY NOBTOPEHUN aHan3a.

4.2.3 lpoToKobl

JaHHble 0 neproanyeckn BbINOHAEMbIX MPOBEPKax MeToA40B U NPMG0POB, BHYTPEHHEM ayauTe, a Takke
nepBuYHble faHHble, X0, BblYNCIEHWNIA, MOJTyYEHHbIE pe3y/ibTaTbl M OKOHYaTeIbHbIE MPOTOKObI CriefyeT oop-
MASATb AOKYMEHTa/IbHO U XpaHUTb Hagnexalum o6pasom.

MpOoTOKONbI AO/MKHBI BKIOYaTb B Ce6s1 faHHble O nepcoHase, NpUHMMaBLLEM yyacTue B 0T6ope npob,
NOAroTOBUTE/IbHBIX paboTax, UCNbITaHUAX, OLLeHKe pe3y/ibTaTtoB U 0hOPMIEHUN JOKYMeHTauumn. [lofxHa 6bITb
obecneyeHa BO3MOXHOCTb AeTasibHOV MPOBEPKW, Kak W Koraa npou3oLiv U3MEHEHNs N6ObIX pe3ynbTaTos.
CnepyeT nepuoguyecku 06HOBAATL faHHble 0 NoOANUCAX, MHULManax u cumeonax. Cnegyet yCTaHOBUTb NOPS-
[OK nepegaumn (pacchblsikn) NPOTOKOMNOB (MO nouTe, pakcy Wav 3MEKTPOHHOI noute).

BaxHo o06ecneuntb HafeXHyl 3aluTy [AaHHbIX WM NPOTOKOMOB, B T. Y. AAHHbIX, XPaHALWMXCA B
KoMnbloTEpe.

OnpegeneHne Toyek oT6opa NpPo6, NepeyHsa faHHbIX, 4OCTATOUYHbIX 418 NPOBEAEHUS KOHTpPoNnsa 6uo3arpss-
HeHuii. n paspaboTka nnaHa oT6opa nNpo6 (no MCO 14698-1):

- yCTaHOBNEHME MepeyHa NpoBepseMbIX NapameTpos;

- paspaboTka nnaHa oT6opa npoob;

- NOAroTOBKa 6/1aHKOB PerncTpaLymmn nonyyeHHbIX AaHHbIX;

- ycTaHOBNEHME NpefBapuTe/ibHbIX 3HaUYeHWii NpeAenos napamMmeTpos.

n

MpeaBapuTensbHasn oueHka (no MCO 14698-1):
- HaIMums 6rosarpasHeHnii;
- BbIGpaHHOro MeToaa KOHTPOnS;
- pe3ynbTaToB oT60pa NPo6 U X MUKPOGUOIOTMYECKOrO aHanmsa.

U

AHanus v npefcTaB/ieHNe AaHHbIX:
- othopmieHVe faHHbIX B BuAe Tabnuubl:
- cucTemaTu3aLns NoyyYeHHbIX JaHHbIX.
- ohopmMeHne pe3ynbTaTos;
- cTaTUCTMUYeckas 06paboTKa NoyYeHHbIX faHHbIX C ONpeesieHneM Ux pasbpoca 1 OCTOBEPHOCTU;
- NOCTPOEHNEe KOHTPOJIbHbIX KapT.

OueHKa faHHbIX:
- onpefeneHne ypoBHeil MUKPOGUONOrNYecKoro 3arpsisHeHs B KOHTPOJIbHbIX TOUKAX;
- onpefenexHue ypoBHeil Lenu, npeaynpexaeHnsa u AeiicTBUsi HA OCHOBAHUW MOMYYEHHbIX Pe3ybTaToB;
- paccMOTpeHue pesynbTaToB, BbIXOASALWMX 38 NPefesibl YCTAHOB/IEHHbIX TPEGOBAHNIA.

n
CTaHfapTu3aums v attectauunsa (Banvgaums):
- MeTo40B 0T60pa NPo6 U N3MEPEHNIA;

- MeTo/bl 3NEKTPOHHOW 06paboTKM AaHHbIX:
- MeTo/j0B 06y4YeHNsa nepcoHana.

OdopmMnieHne/xpaHeHue/. apxmsnpoBaHue AaHHbIX

PucyHOK 1 — AHanu3 AaHHbIX, MOyYEHHbIX NPU NepBOHaYa/lbHOM KOHTpoOsie
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4.3 AHanu3 gaHHbIX, NONYYEHHbIX NPU TEKYLEM KOHTpOse (PUCYHOK 2)

4.3.1 OT6op npob n obpaleHne ¢ HUMHK

MeTogbl oT60pa npob npusegeHsl B MICO 14698-1. OT60p Npob ABNAETCA CaMblM BaXHbIM 3TarnoMm B no-
Jly4yeHnn JOCTOBEPHbLIX pe3y/bTatoB. B fononHeHne K 3ToMy 1abopatopus Jo/HKHA UMETb YETKUE UHCTPYKL UK
no MapkMpoBke Npo6 1 paboTe C HUMK, B T. Y. N0 NPUEMKE, BbINOTHEHNIO BCEX aHA/IMTUYECKNX onepauuii 4o no-
JNIYHEHUS KOHEYHbIX Pe3yNbTaToB M NPaBUILHON MAEHTUUKALMN 3TUX Pe3y/bTaToB C UCXOAHOV NPOGOWA.

4.3.2 C60p faHHbIX

CnepyeT pyKoBOACTBOBaTLCA OOLMMY YKa3aHUAMMN N0 COCTaB/IEHUIO NaHa oT6opa nNpob, npusefeHHbI-
My B UCO 14698-1. B AonosiHeHve K aTOMy, BO U3bexaHune perncrpaymm ownbouHbIX pesybTatos, Heo6xoam-
MO yunTbIBaTb cregyoLme akTopsbl:

- 0C06EeHHOCTM 061aCTN NPUMEHEHUS;

- onpefenieHne napaMeTpoB, XxapaKkTepHbIX 4718 3TO 061acT NPUMEHEHUS;

- TO4KM 0T6Opa NPo6 B TEXHONOMMYECKOM npoLiecce/cucTeme;

- npefenbl 06HAPYXEHNS 1 YyBCTBUTEIbHOCTb TECT-CUCTEMbI:

- nopsAoK cbopa AaHHbIX B NpoLecce aKcnayarauum.

1 AHanu3 61o3arpA3HeHmnii B KOHTPO/IbHbIX TOYKax B 30HE puckKa:
- aHanM3 06pa3yoB a COOTBETCTBUM C NaHOM oTGopa npoo;
- onpegesneHne Yncna KoIoHMeo6pasyowmx (KM3HeCNOCOBHbIX) EAUHNLE;
- BHECEHME 3TUX AaHHbIX B MPOTOKO/.

2 AHann3 N KOHTPO/b AaHHbIX:
- cucTeMaTm3aunus AaHHbIX, COCTaBneHne Tabnuubl UM UX cTaTucTudeckas 06paboTka;
- NpeAcTaB/ieHne pe3ybTaTos;
- aHann3 TeHAeHUN N3MEeHeHNs pe3yNbTaToB CO BPEMEHEM;
- NOCTPOEHNE KOHTPObHBIX KapT.

3 OueHKa gaHHbIX:
- CTATUCTUYECKNI N KOPPENALMUOHHbIV aHanms:
- aHaNn3 KOHTPO/IbHbIX 06pa3L0B/MCN0b30BaAHNE KOMMBIOTEPHbLIX NPOrpaMm.

U
4 MNoaTBepXaeHne AaHHbIX:
- BbINO/IHEHWE BbIYUCNEHUIA;
- KOMNbloTepHasa 06paboTka JaHHbIX;

- MUKPOGMOIOrMyeckas Knaccupukaums KOHTPObHbIX TOUEK MO YPOBHIO MUKPOGHOIO 3arpsisHeHus;
- yCTAHOB/IEHNE YPOBHEN MUKPOBHOIO 3arpsi3HEHNs B 30HaX pucka.

U
5 OueHKa pe3ynbTaToB 1 COCTaB/IeHNe 3ak/loYeHUsl No pesy/bTaTaM aHanmsa:
- paccMoTpeHve pesynbTaToB, BbIXOASLMX 3@ NPefesibl yCTaHOBIEHHbIX TPeGoBaHNiA;
- NPUHATUE, NPU HEOBXOAUMOCTMN, KOPPEKTUPYIOLLUX JENCTBNIA;

- KOPPEKTUPOBKA YPOBHE NpeaynpexaeHus, AeicTBUS 1 LLenu, npyu Heo6XoauMoCTH.
- KOPPEKTUPOBKA KPUTEPUEB YNCTOThI B 30HAX pUCKa.

6 OdopmneHne'xpaHeHne,'. apxnBmpoBaHne fAaHHbIX

PucyHoK 2 — AHanus faHHbIX, MONYYEHHbIX NPU TEKyLIeM KOHTpose

4.3.3 OdopmneHne faHHbIxX

Cnepgyet paspaboTtaTb ¥ BHEAPUTb YEeTKMIA NOPALOK paboThl C AOKYMeHTaLmel, 4Tobbl 06ecneyunts Aoc-
TYNHOCTb BCeli MHhopMaL MK, NOMYYEHHOW Npy NPOBEeAEHNN UCNbITAHUIA 3a KOHKPETHbIV nepuos BpeMeHU 1
UMeloLLell NpakTuyeckoe 3HavyeHne. 3TOT NOPSAAOK JO/MKEH BKIOYaTh B cebs crefytollee:

- NepBOHaYasibHble flaHHbIE;

- nepeyeHb AaHHbIX, KOTOPble BBOAATCA B AOKYMeHTauuto (MPOTOKObI);

- HaMMeHoBaHVe N MecTo XpaHeHNs NabopaTopHOV AOKYMEHTALMMN U AAaHHbIX B 3N1EKTPOHHOI thopme;
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- UCNosb30BaHMe pabounx XypHasios, onepaLnoHHbIX IMCTOB, KOMMNbIOTEPOB MW APYTNX CPEACTB peruc-
TpaLun pasfMyuHbIX faHHbIX, BbIYUCIEHWIA 1 ApYroli nHchopmauum.

- VUHCTPYKLMM NO BeAEHUIO [OKYMEHTaL MK, NPOBepKe, NCNpaBieHunto, NOAMMCaHUI0 U BU3NPOBaHMIo (BTO-
poii MOANWCHI0) AaHHbIX HAaGNAEHNI, pacyeToB U NPOTOKO/IOB;

- pekomeHAaLmMn no NpaBubHON MHTepnpeTaumn pesybTaTos;

- cneymanbHble, 3aKkoHodaTe lbHble AN HOPMaTMBHbIE TpeboBaHUS;

- Tpe6oBaHNs K YPOBHAIM NMpeaynpexaeHus, 4eiicTBUS 1 Len, NCXoaa n3 ocobeHHocTell gaHHol obnac-
TN NPUMEHEHMS.

4.3.4 OueHka faHHbIX

[l0 BbINOSTHEHNA CTATUCTUYECKON 06paboTKM AaHHbIX, 0COBEHHO Npy 60MbLLIOM YKCe HabnaeHui, cne-
AyeT cuctematusnpoBaTb NOJyYeHHble faHHble AN BbISIBIEHUS UX OCHOBHbIX XapakTepucTuk. 3TO MOXeT
6bITb CAEeNaHo Ka4eCTBEHHO NyTeM rpynnmMpoBaHns NOMyYEeHHbIX AaHHbIX C COCTaBeHnemM Tabauu, u rpachnkos
W C UCNONb30BaHNEM CTAaTUCTUYECKUX METOL0B 06paboTkn AaHHbIX. CTaTUCTUYECKUMU METOAAaMU MOTYT 06-
pabaTbiBaTbCA KakK OTfe/bHble aHHble, TaK W X rpynnbl, 06beANHEHHbIEe 06L UMK CBOCTBAMM.

[Ons kaxaoro aHanmsa:

a) Heo6XxoAMMO MMEeTb NMCbMEHHOEe onncaHue NPYUMEHAEMOro MeTofa M CTaTUCTUYECKUX METOANK, UC-
NoMb30BaHHbIX AN aTTecTaunn aToro MeToaa;

b) onucaHue meToAaa, Kak NpaBwnio, AO/MHKHO ObiTb YXKe Ony6/IMKOBaHO B aBTOPUTETHOM U3AaHWK;

C) npwv ycOBepLUEHCTBOBAHUN MeToAa cnefyeT npuBoAnTb HeEO6XoAMMOoe 060CHOBaHMe.

4.3.5 MpumeHeHne CcTaTUCTUYECKNX METOL0B K NOSTyYEHHbIM pe3ynbTaram

CyTb CTaTUCTUYECKUX METOA0B COCTOMT B IKCTPaNoNAuuyM pesynbTaros, NOMyYeHHbIX NPY aHanuse of-
HOW Npo6bI, Ha BCIO COBOKYMHOCTb MUKPOOPraHN3MOB B 30He pUcka, U3 KoTopoii ata npoba 6bina nonyyeHa. Ta-
Kas aKCTpanonAuMs uMeeT OonpefeneHHYyld HETOYHOCTb, MOCKOJbKY OTAeflbHble Mpo6bl He oTpaxarT
XapakTepucTUK1 BCei Nonynsuum MMKPOOPraHM3MoB. OTa HETOYHOCTb MOXET ObITb OLleHEeHa KONIMYECTBEHHO 1
yMeHblleHa [0 MNPUEMSIEMOrO YPOBHA 3a CYET MNPUMMEHeHWA Hadnexalux MeTofoB oTbopa npob u
cTaTucTmyeckoii 06paboTkm pesynbtatos [1]. [2].

PekomeHAayeTCcs NPOBOAUTL OLLEHKY M @aHann3 pesynbTatoB C UCNo/b30BaHneM 6oee 0AHOr0 CTaTuCTu-
4ecKoro MeToga. B cBA3M CO CIOXHOCTLIO NPOBEAEHNSA CTATUCTUYECKON OLLeHKN 1 € 60/1bLWIKMM YACIOM NnTepa-
TYPHbIX UICTOYHMKOB MO 3TOMY BOMNpOCY, BbIGOP M UCMOMb30BaHWE CTATUCTUYECKUX METOAOB A/ KOHTPONs 1
OLIeHKN AOCTOBEPHOCTH AaHHbIX N0 6r1o3arpsa3HeHNsM B HACTOSILLEM CTaHJapTe He paccMaTpyBatloTCs.

4.3.6 AHanu3 TeHJEeHUWUA 1 KOHTPObHBIX KapT

[laHHble, nofyyeHHble N3 0A4HOM NPO6bI, Kak NPaBwIo, He ABAAOTCS CTATUCTUYECKN 3HAYMMbIMU. M03TO-
My METOAMKN MUKPOBMOOTMYECKOro KOHTPONA MOTYT UMETb Cepbe3Hble HefoCTaTkn, Beaylime K 60/bLoMy
pa3bpocy nonyvyaembix pe3ynbTaToB. B cBA3M € 3TUM LenecoobpasHo gasaTb rpaduyeckoe npegcraBieHne
pes3ynbTaToB 3a ONpefesieHHbI Nepuog BpeMeHn 4151 TOro, YTo6bl OTAENNTb Cy4aliHble KonebaHusa gaHHbIX
OT YCTONYMBLIX TEHAEHUMI WK BbIABUTL CYLLECTBEHHbIE U3MEHEHWs, faxe ecnun pesynbTaTbl HaxoAaTcs
BHYTPW 3a4aHHbIX Npeaesnos.

MeTof KOHTPOJIbHbIX KapT MOXET NMPUMEHSATLCA Kak 06bEKTVBHOE U CTaTUCTUYECKN [OCTOBEPHOE Cpe-
AcTBO [1]. {2) ANA OoueHKM YnCTOThI (KavecTBa) 30H pucka. OH 0COBEHHO Nosie3eH Npu NpoBefeHnn TeKyLLEero
KOHTpons. nsa uenein npuemkn cepuu npoaykuum otéop npob no MCO 14698-1. 4.2. nepeuncnenue f) moxet
NPUMEHATLCA HapAgy C ApYrMMU METOAaMN KOHTPONA KadecTsa. [151 OLeHKN OTK/IOHEHW OT 06bIYHOro pas-
6poca AaHHbIX WX BbISBNIEHWNSA Pe3y/bTaToB, BbIXOAALLMX 32 pPaMKy YCTaHOB/EHHbIX TpeboBaHui, MOryT uc-
nonb30BaTbCsA KOHTPO/IbHbIE KapTbl, Hanpumep kapTbl LlyxapTa. guddepeHuymanbHblie AN KymMynaTUBHbIE
anarpammel.

4.4. OueHka athdheKkTUBHOCTH

[nsa oueHkn adhheKTBHOCTM TEKYLLErO KOHTPO/IA U PpaboTOCNOCOBHOCTN aHaIMTUYECKNX MeTOA40B Nosy-
YeHHble pesyfbTaThl CedyeT NeproAnyeckn aHanmsmposaTb. Ha OCHOBe Takoro aHannsa MoXeT NpoBOAUTLCA
OLEeHKa KPUTMYECKUX 30H Ha COOTBETCTBME YPOBHAM MpeaynpexpeHvs, AeicTBus W. Npyu HeobXxoAnMocCTy,
Lenm 1 NpUHMMAaTLCA peLLeHe O KOPPEKTUPOBKE 3TUX ypoBHeli no MCO 14698-1.

4.5 PesynbTaThl, BbIXOAALME 38 40NYyCTUMbIE Npefenbl

B kaxom cnydae noslyyeHns pesynbTara, BbIXOAALLEro 3a 40onyCcTuMble npejernsl, cnegyeT ybeanTtsca B
[IOCTOBEPHOCTM 3TOro pesysnbTata. Bo3MOXHbI NOPAAOK BbINOMHEHNUSA TakuX AEACTBUIA NpUBEAEH Ha PUCYH-
ke 3. 4nA nob60oro BbIXoAALLEro 3a AoNyCTUMble Npefesbl pe3ynbrara, KOTOpbIi He Bbi3BaH OLIMGKOA Npu Npo-
BefleHnn otbopa nNpob mnn o6paboTKM faHHbIX, JO/KHA ObiTb YCTAHOB/IEHA MPUYMHA W AO/IKHbI ObITb
npeanpuHATLI KOPPEKTUPYIOLLME AeliCTBUS.
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PucyHok 3 — MpoBejeHne aHannsa pe3ynbTaToB Npu UX HECOOTBETCTBUN 3a/laHHbLIM TpeGoBaHUAM



FTOCTUNCO 14698-2—2005

Mpwn BBOAE B 3KCMN/IyaTaLMI0 YCTAHOB/IEHHbIE Npefe bl MOTyT HOCUTb NpefBapuTesbHbIN XapakTep n 13-
MEHSATLCA B XOAE TEKYLLLero KOHTpoNs. PesynbTar, BbIXOAALLWIA 32 paMKu 3TUX BPEMEHHO YCTaHOB/IEHHbIX Npe-
[eNoB. MOXeT paccMaTpUBaTbCA Kak UCTUHHbIW, OTpaxalowuii AeicTBUTeNIbHOe U3MeHeHNe YpoBHS buosar-
PA3HEHWIA, 1 yKa3blBaTb Ha BO3MOXHOCTb NepecMoTpa npefAsBapuTesibHbIX YCTaHOBNEHHbIX Npeaenos. B atom
cnyyae MOXeT He noTpeb6osaTbCs (hopmanbHOe NOATBEPXAEHWE A1 YCTaHOBMEHUSA HOBbIX NpeAesnos.
MpuHaTOE pelLeHne [OMKHO BbiTb 06BACHEHO 1 OPOPM/IEHO JOKYMEHTA/ILHO.

4.6 ATTecTauus pesynbLTaToB

[lo ohopmneHna npotokona cnepyeT y6eanTbCsa B NPaBUIbHOCTY NOMYYEHHbIX Pe3ynbTaTtoB B COOTBE-
TCTBUW C OnpefenieHHbIM NMOPAAKOM, KOTOPbIA JO/MKEH BKOYAThL B Ce6S criefyoLuee.

- UHCTPYKLMIO NO OLieHKe NpremMaeMoCTy pesy/ibTaToB, BbINMOSHAEMOW 06y4eHHbIM NNLOM:

- MIHCTPYKLMIO NO CBEPKE UCXOAHOIN 6a3bl AaHHbIX C MHhopMaLveid, BBEAEHHOW B KOMNLIOTEP;

- NOPAAOK NpefcTaB/ieHNsa pe3ysbTaTos;

- VUHCTPYKLMIO MO OPOPMIIEHNIO MPOTOKO/IOB.

Mpunoxexnne A
(cnpaBoyYHOE)

CBe/leHNSA 0 COOTBETCTBUM MEXIOCYAapCTBEHHbIX CTAHAAPTOB CChI/TIOYHBIM MEXAYHAaPOAHbIM
(pervoHanbHbIM) CTaHgapTam

Ta6bnuuya Al

O603HaueH1e CCbIIaeMoro MeXayHapoaHOro O603HaueHNe 1 HaMMeHOBaHVEe COOTBETCTBYHOLLETO
cTaHgapTa MEeXrocyJapCTBEHHOrO CTaHaapTa
NCO 14698-1:2003 FOCT UCO 14698-1— 2003 YucTble NOMEL,EHNA U CBA3AHHbIE C

HUMU KOHTpONMpyemble cpefbl. KOHTponb 6uosarpssHeHuii
Yactb 1. O6wue nNpuHLMNLI U METO/bI

NCO 14644-1:1999 FOCT UCO 14644-1—2002 YucTtble NOMeLLEHNA U CBA3AHHbIE C
HUMW KOHTpONupyemblie cpefbl. YacTb 1. Knaccudunkayns YMcToThbl
BO3jyxa

MCO 9000.2000

NCO 3534-1.1993

MCO 8258.1991

NCO/TP 7871:1997

NCO/M3K 51.1999 .

* COOTBETCTBYHOLWNIA MeXrocyAapCTBEHHbI cTaHfapT oTCyTCTBYeT. [lo ero NpUHATUSA PeKOMeHAyeTCs NCMNO/b30-
BaTb NepeBO/ Ha PYCCKNI1 A3blK JAHHOTO MeXAYHapoAHOro cTaHaapTa Uau rapMOHN3NPOBAHHbIN C HUM HaLMOHaNbHbIN
(rocypapCTBeHHbIR) cTaHAapT CTpaHbl, HAa TEPPUTOPUN KOTOPOI NpuMeHseTCcA HacTosAWwmnii cTaHaapT. MHdopmayns o
HasMunm nepesoja AaHHOro MeXAyHapoAHOro ctaHjgapTa B HauMoHanbHOM (DOHAe CTaHAapToB UKW B UHOM MecTe, B
Takke MHopMauMa o AeACTBUM HA TEPPUTOPUM CTPaHbl COOTBETCTBYHOLWEro HauuoHanbHOro (rocyfapcTBEHHOro)
cTaHjapTa MoOXeT 6biTb NpuBeAeHa B HaUMOHaNIbHbIX WHMOPMaLMOHHBIX AaHHbIX, AONOMHAKLWMNX HACTOSLWMIA
cTaHaapT.

** Ha Tepputopun Poccuiickoih depgepauunmn geicteytor FOCT P MICO 9000—2001 CuctemMbl MEHeAXMeEHTa kayec-
TBa. OCHOBHble NonoxeHna n cnosapb. FOCT P 50779.10—2000 Crtatuctuyeckne metofbl. BEpoATHOCTb U OCHOBBI
crtatuctukn. TepmuHbl nonpegenennsa. FOCT P 50779.42—99 CraTuctmyeckme metoabl. KOHTpo/ibHble KapTel LUyxap-
Ta COOTBETCTBEHHO.
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