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MNMpeaucnoBue

Llenn, ocHOBHbI® NPUHLIMIMBI 1 OCHOBHOW NOPSA0K NpoBeAeHUs paboT No MeXrocyjapCTBEHHOM CTaHaap-
TH3auum yctaHosneHsl MOCT 1.0—92 «MexrocyaapcTBeHHas cuctema cTaHaapTtusauuu. OCHOBHbIE Nonoxe-
Husi» u FOCT 1.2—97 «MexrocynapcTBeHHasi cuctema craHaaptusaumu. CTaHoapTbl MeXrocyapCTBeHHbIe,
npasuna, peKoMeHAaLMU rMo MeXrocyAapcTBeHHOM cTaHaapTusauuu. Mopsaaok paspaboTku, NpMHATURA, 06HOB-
JIEHUS1 U OTMEHbI»

CBeneHmna o cTaHaapre

1 NOArOTOBJEH Ob6wepoccuiickoi 0bLuecTBEeHHON opraHusauuen «ACCoLMaLmns MHXEHEPOB MO KOH-
Tpornio MukposarpsasHeHuin» (ACUHKOM) u ono6peH MexrocynapcTBeHHbIM TEXHUMECKUM KOMUTETOM MO CTaH-
faptusaumm MTK 184 «ObGecneveHne NpOMBILLIIEHHONW YUCTOTHI» U TEXHUMECKUM KOMWUTETOM MO CTaH-
naptmsauum TK 458 «MpousBoaCTBO U KOHTPOSb Ka4ecTBa NieKapCTBEHHbIX CPEACTBY

2 BHECEH ®depneparsibHbiM areHTCTBOM MO TEXHUHMECKOMY PErynmpoBaHUIo U METPONOrMn

3 NPUHAT MexrocynapCTBeHHbIM COBETOM IO CTaHAapTU3aLmMmu, METPONomu u ceptudukaumm (NpoTo-
kon Ne 27 ot 22 uioHs 2005 r)

3a npuHATUe NporonocoBany:

KpaTKOG HauMeHoBaHUe CTpaHb! Ko,q CTpaHbl CoxpaLueHHoe HauMeHOBaHWe HaLMOHANLHOro opraHa
no MK (UCO 3166) 004—97 no MK (UCO 3166) 004—97 no cTaHAapTUsaLum

AsepbaiigxaH AZ AscTaHpapT

ApMeHus AM MuHKCTEpPCTBO TOProBNWU U 3KOHOMUYECKOro pasBuTus Pec-
ny6nuku ApmeHusn

Benapycbh BY loccranpapt Pecny6nuku Benapyce

pyaus GE IpyacraHpapt

KaszaxctaH KZ FoccraHpapT Pecny6nukn KasaxcraH

KbiprbiacraH KG HaLuoHanbHbI MHCTUTYT CTaHAAPTOB U METPONOTMK
Keipreiackoi Pecny6nukm

Monposa MD Monposa-CraHpapT

Poccuiickas ®epepauus RU denepanbHOe areHTCTBO NO TEXHUHECKOMY PerynupoBaHuio
1 MeTponorun

TapxukuctaH T TamkukcTaHaapT

TypKMeHUCTaH ™ Masroccnyx6a « TypKkMeHcTaHaapTnapbi»

Ya6ekucraH uz AreHTCTBO «Y3cTaHAapT»

YkpauHa UA locnotpe6ceraHpapT YkpauHb!

4 Hacroswwumii ctaHgapT uaeHTUYeH MmexayHapoaHoMy ctaHaapty MCO 14698-2:2003 «Yuctble nome-
LLI©HUA U CBA3aHHbIE C HUMM KOHTpOonUpyemble cpeabl. KoHTponb 6uosarpssHenuin. Yactb 2. AHanus AaHHbIX O
6uosarpasHeHusx» (ISO 14698-2 : 2003 «Cleanrooms and associated controlled environments — Bioconta-
mination control — Part 2: Evaluation and interpretation of biocontamination data»).

B cTaHgapT BBeieHbl TeXHUYEeckue uaMeHeHus!, nogrotoeneHHble UCO/TK 209 «vucTblie nomelLeHUs 1
CBA3aHHbIE C HUMU KOHTPONMUpYeMbIe Cpeabl», KOTOpble BbiAeNeHbl ABOWHOW BepTUKanbHOM NMHUEN, pacnoso-
JKEHHOW CneBa OT COOTBETCTBYIOLLEIO TEKCTA.

CBeneHus 0 COOTBETCTBUM MEXAYHAPOAHbLIX CTaHAAPTOB, Ha KOTOpPbIe AaHbl CChINKW, MeXIoCyAapCTBEH-
HbIM CTaHAApTaMm, NpUBeEHbl B NPUNoXeHun A

5 Mpukasom PeepanLHOro areHTCTBa N0 TEXHUYECKOMY perynMpoBaHUIO U METPOIOMM OT 29 ceHTA6PA
2005 r. Ne 234-cT mexrocyaapcteeHHbI ctaHaapt FTOCT NCO 14698-2—2005 BBefieH B eiiCTBUE B Ka4eCcTBe
HauuoHansHoro ctaHaapra Poccuiickon ®enepauvm ¢ 1 aHBaps 2006 .

6 BBEQEH BNEPBLIE

Unghopmauus o eeedeHuu e Oelicmaue (nNpexkpawjeHuu Oelicmeusi) Hacmosiwe20 crmaHoapma nybnuky-
emcs 8 ykasamese «HayuoHasbHble crmaHOapmbi».

UHpopmayus 06 uaMeHeHusIX K HacmosiueMy cmaH0apmy rybriukyemcs @ ykasamerie (kamainoze) «Ha-
YUOHarnbHble cmaHOapmbi», @ MeKCcm U3MeHeHUl — 8 UHGhOpMauUOHHbIX yKasamensix «HayuoHanbHbie
cmaHOapmbi». B criydae nepecmompa unu ommeHbl Hacmosawez2o cmaHdapma coomesmemeyrowas UHHOop-
mayus 6ydem ornybnukosaHa e UHGhOPMaUUOHHOM yKa3ameie «HayuoHanbHble crmaHdapmbi»

© CranpgapTtuHdopM, 2005

B Poccuiickoii PegepaLmm HacTosALLMI CTaHAAPT He MOXET ObIThb MOSIHOCTBIO UMK YaCTUMHO BOCTPOU3BE-
[eH, TMPaXXUPOBaH U pacnpoCcTpaHeH B KayecTBe oduumanbHOro usgaHus 6e3 paspelleHus deaepanbHOro
areHTCTBa No TEXHUYECKOMY peryrimpoBaHUIo U METPONOrn
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BBegeHue

TpeboBaHUsA HAaCTOsILLEro CTaHAapTa HanpaeneHb Ha o6ecneveHne YACTOTbI U TMIMeHbI B MOMELLEHUSX.

CTaHaapT BXOAUT B CEPUI0 CTAaHAAPTOB N0 YUCTOTE KOHTPONUPYEMBIX CPea U COAEPXUT METOALI OLIeHKU
6uo3sarpsisHeHuit, npuBeaeHHble B YCO 14698-1. OH MOXET NPUMEHSATBLCS U NPU aHanNu3e AaHHbIX, COGpaHHbIX
C MCMONb30BaHUEM OpYrux METOA0B.
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M E XTFOG CVYQAAPGCTH BETHTHUB # CTAHAOAPT

YucTble noMelleHUs U CBA3aHHbIe C HUMW KOHTPONMpyeMble cpeabl
KOHTPOINb BUO3ATrPA3HEHUN
YacTtb 2
AHanus gaHHbIX 0 6Mo3arpsA3HeHnsAX

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

Oata BBegeHua — 2006—01—01

1 O6nacTb NpMMeHeHus

Hacrosuuit cTaHaapT ycTaHaBNMBaeT MeToAbl OLIEHKU MUKPOGUONOMMYECKOro 3arpasHeHus Bo3ayxa Ha
OCHOBE [@aHHbIX, NONy4YeHHbLIX B 30HaX pucka nyTem ot6opa npob, coaepxalumux XU3HecnocoGHble YacTULIbI.
CraHpapT cneayert UCrNonb3oBaTh, rae 3To Tpebyercs, coBmecTHo ¢ MCO 14698-1.

2 HopmaTuBHbIe CCbISIKU

B HacTosilLeM cTaHaapTe UCMONb30BaHb! CChINIKA Ha Criefytollue CTaHAapThI:

MCO 14698-1:2003 “ucTble NoMeLLeHUs U CBA3AHHBIE C HUMU KOHTponupyeMble cpeabl. KoHTpons 6uo-
3arpssHeHuii. Yacts 1. O6Lme NpuHUMNLI U MeToabl

MCO 14644-1:1999 YucTble nNOMELLEHUSs U CBA3AHHbIE C HUMKM  KOHTPONUpyemble cpefabl.
YacTb 1. Knaccudmkaums YMcToTbl Bo3agyxa

MCO 9000:2000 Cuctembl MeHemkMeHTa ka4ecTBa. OCHOBHbIE NOJNOXEHUS U CIIOBapb

MCO 3534-1:1993 Crartuctuka. Cniosapb U cuMBONbl. YacTb 1. TepMuHbI No 06LLUeit cTaTucTuke

MCO 8258:1991 KoHTponbHble kapThl LLyxapTa

UCO/TP 7871:1997 KymynsTuBHbIe Auarpammbl. PyKOBOACTBO N0 KOHTPOSIO Ka4ecTBa U aHanuay naH-
HbIX C Ucrnonb3oBaHuem metogoe CUSUM

Pykosoacteo ICO/M3OK 51:1999 AcnekTbl 6e3onacHocTu. PykoBoasiLune yKkasaHUs N0 BKMIOYEHUIO UX B
CTaHOapTbl

3 TepmuHbl 1 onpepeneHus

B HacTosilLem cTaHAapTe NpUMEeHeHb! creayioLLMe TepMUHBI C COOTBETCTBYIOLLIMMU ONpeneneHUsMU.

3.1 ypoBeHb geicteuA (action level): Mo NCO 14698-1.

3.2 ypoBeHb npeaynpexaeHmn (alert level): Mo NCO 14698-1.

MpumeyaHune — MNpy npeBbiLLeHUU YPOBHA NpeaynpeXaeHus crneayeT yaenvTs NoBbILLEHHOEe BHUMAHWE Bbl-
MOMHAEMOMY MPOLIECCY.

3.3 koHTponk npocnexusaemocTy (audit trail): Psig 0oKyMeHTOB unu 3anuceii B npoTokonax, KoTophbIi
No3BOMsieT NPOCNeaAUTb B3aMMOCBA3aHHYI0 MHGOpMaLUIO.

3.4 ©owozarpsasHeHme (biocontamination): Mo NCO 14698-1.

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

3.6 cuctemaTmsaumna aaHHbIx (data stratification): MNeperpynnupoBka AaHHbIX C LeNnbIo BLISIBIEHUS 1
OCMBICMEHUS BaXHbIX TEHOEHUUIA U OTKIIOHEHWA.

U3paHuve opmumansHoe
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3.7 oueHka (estimate): 3HaueHUe CTAaTUCTUMECKOIO KPUTEPUSI, NOMNYYeHHOE NPU NPoBeeHNM pacyeTa.
[MCO 3534-1, crarbs 2.51]

3.8 npoBepeHve oueHkM (estimation): Pacyer UMcneHHbIX 3Ha4YeHUi (M3 AaHHbIX, MONyYeHHbIX Npu
aHanuse npobbl) NnapameTpoB pacnpeperneHus, BbIGpaHHbLIX B KA4eCTBe CTAaTUCTUYECKO Moaenu aAns reHe-
panbHOI COBOKYNHOCTH, U3 KOTOpO Gepetcsi aTa npo6a.

[MCO 3534-1, cratbsa 2.49]

3.9 cratucTnyeckui Kputepmit (estimator): Ctaructudeckas BenMuMHa, MCnonb3yemas Ansi OLEHKU
napameTtpa reHeparbHON COBOKYNHOCTK.
[MCO 3534-1, crarbsa 2.50]

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

3.11 pmek (risk): Mo UCO 14698-1 (PykoBoacteo MCO/M3K 51, 3.2).
3.12 30ma pucka (risk zone): Mo UCO 14698-1.

[3.13 ueneso# ypoBeHs (target level): Mo UCO 14698-1.

3.14 Banmpaums (validation): Mo NCO 14698-1 (MCO 9000, 3.8.5).
3.15 xm3HecnocobHan vacTuua (viable particle): Mo UCO 14698-1.
3.16 xm3Hecnoco6Has egunmua (viable unit, VU): Mo NCO 14698-1.

NMpumeyaHune — B cnyyasx, korga KONMMYECTBO XU3HECTIOCOGHBLIX €AUHUL ONpeaensieTcsl Kak YACIIO KONOHWIA
Ha arapoBOi NUTaTeNlbHON Cpeae, UX Ha3blBaloT, Kak NPaBUno, KonoHueobpasytowmmy eaunnamm (KOE). OgHa KOE mo-
XKET COCTOSITb U3 OAHOIN unu Gonee >XM3HecnoCoOHbLIX eauHUL.

4 AHanu3 gaHHbIX O 6Mo3arpa3HeHUunx

4.1 OOwwme nonoxeHun

B MCO 14698-1 npuBeneHsl pekoMeHaaLmmn No YCTAHOBINEHUIO YPOBHE AeCTBUS, NpeaynpeXaeHus u,
npu HeobxoaMMOCTH, LieneBbIX ypoBHEN, aTTecTauuu (BanMaaumm) METOA0B MOACYETa M MHTEpPNpeTaLMu AaH-
HbIX 0 6uo3arpsisHeHUsIx. HacTosiLumiA cTaHoapT ycTaHaBNMUBaeT METOAbLI aHaNU3a NoyYeHHbIX AaHHbIX.

Mpu obpaboTke pesynsTaTtoB MMKPOGMONOIMMUYECKOTO KOHTPONA B 30HAX pucka Tpebyercs yuuTbiBaTh
cnepyloLme akTopsbl:

- BUA Mony4vaeMbix AaHHbIX;

- HeobxoauMyI0 UH(opMaLMIo;

- MeToabl 06paboTKM NoNy4eHHbIX AaHHbIX (HANPUMEP, CTaTUCTUYECKUE METOAbI, KOPPENALIMOHHDLIN aHa-
N3, UCMONb30BAHNE KOMIMBIOTEPHBIX NPOrPaMMm U np.);

- CUCTEMATU3ALMIO aHHBIX C Lienblo 0OHApY)XeHUs! CyLLEECTBEHHbIX TeHASHLMIA U OTKIIOHEHUIA;

- BUA NPeACTaBNeHUsi NONYYeHHbIX Pe3ynkTaTtoB (Hanpumep, Ka4ecTBEeHHbIH, KONMYeCTBEHHbIN, rpadu-
Yeckui, LMGPOBOI) U eIMHULIbI UBMEPEHUS;

- BOCNPOU3BOAUMOCTb IJaHHBLIX U NPOBGNEeMbl, CBSi3aHHbIE C NPUMEHEHUEM aHANUTUHECKUX METOAOB;

- aHanNu3 TeHaeHUUiA;

- KOHTPONbHbIE KapThl;

- OLIeHKY, UHTepnpeTauuio U opopMneHue pesynbTarToB.

OLeHKy pesynbTaToB LienecoobpasHo BLINONHATL B 1Ba 3Tana: NPU NepBoHa4ansHOM KOHTpone (BBoae
0o6opyioBaHWA B 3KCMITyaTaLuio) U NPU TeKyLLieM KOHTpore.

4.2 AHanu3 AaHHbIX, NONY4eHHbIX NPY NEPBOHaYaNbHOM KOHTpore (PUCYHOK 1)

4.2.1 flocToBEpHOCTb AaHHbLIX 0 Guo3arpA3HeHnsX

[ns Toro 4To6LI NONYYUTb AOCTOBEPHYIO OLIEHKY YPOBHA OUO3arpAsHeHuii, MICX0AS U3 AaHHBIX, NONyYeH-
Hbix no UCO 14698-1, Tpebyetca yuuTbiBaTh CneayloLime akTopbl:

- AOCTaTOMHOE YMUCTIO OTOGPaHHbIX NPO6, UX OAHOPOAHOCTL U TOMHOCTL pa3Be/leHus!, eCNU 3Ta onepauus
NPUMEHSIETCS;

- COCTaB MUKPOOPraHU3MOB, BbISIBNSIEMbIX B XWU3HECNOCOGHbIX YacTuLiax, ero MuaMeHeHue BO BPpeMeHHU,
BMUSIHUE CTPECCa U NOBPEXAEHUA Ha BbIXXMBAEMOCTb U BbisiBNieHWe;

- pesynbrarbl, Nofyyaemble B pasfnuyHbIX MecTax oT6opa npo6 B 30Hax pucka Unu B AAPYrMxX KOHTPONUPY-
€MbIX 30HaX;

- METOAblI KyNbTUBUPOBAHUA U NoAcCHeTa,
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- BLIOOp MeTofa aHanM3a U COOTHOLLEHUE MeXAY NPSMbBIMA U KOCBEHHLIMU NapameTpamu, onpepense-
MbIMU NPU UCTIbITAHUSAX.

4.2.2 KoppeKkTupyolive geicTBUA

Ons nonyyeHuss 0GbEKTUBHBIX Pe3ynLTaToB KpaHe BaXKHO 0OHAPYKUTb U YCTPAHUTL NMPUYUHBLI BO3MOX-
HbiX OWMGOK. MNpK UccrnegoBaHUM NPULYKUH NOSIBNEHUS Pe3yrbTaTtoB, BLIXOAALMX 32 Npeaenk! YCTaHOBNEeHHbIX
TpeboBaHuit, criefyeT yUUTbIBaTh BO3MOXHOCTb OLUMGKMA NPU UCTILITAHUSIX.

AHanus npeacraensieT coboii:

- CTaHnapTHbIVI METOoA BbisiBNeHUs aHOMalbHbIX PEe3yNbraToB;

- UCKIIOMEHMWE rpyObIX M CUCTeMaTMYECKUX OLUMOOK;

- OLIeHKY U3MEeHeHWH;

- NpoBepKy 3hPeKTUBHOCTU (BOCNPOM3BOAMMOCTU) pacCMaTpPUBAEMOro METOAA;

- NpoBepKy paboTbl 060pyaoBaHUS;

- 060CHOBaHWe W [JOKyMEHTMPOBaHWe pe3yrnkTaToB aHanuaa;

- YETKOe NMOHUMaHWe Toro, KaK NoNy4aloTCH KOHEYHbIE pe3ynbraThl MPU NOBTOPEHUN aHanusa.

4.2.3 MpoTtokonbl

[JaHHbIe 0 nepuoauYecKky BbINONHAEMbIX MPOBEPKax METOAOB U NPUBOPOB, BHYTPEHHEM ayauTe, a TakxKe
nepBUYHbIE AaHHbIe, X0 BbIMUCIIEHUI, NONyYeHHbIE pe3ynbTaThl U OKOHYaTeNbHbIe MPOTOKONbI crieayeTt oop-
MNSTb AOKYMEHTarNbHO U XpaHUTb HagnexalliuMm o6pasom.

MpoToKonbl AOMKHBI BKMOYaTh B cebsi JaHHbIe O NepcoHarne, NpUHUMaBLLeM y4acTue B ot6ope npob,
NOAroTOBUTENbHLIX paboTax, CMbITAHUSX, OLIEHKE pe3ynsTaTtoB U 0dhopMNeHnn AoKyMeHTauun. [lomkHa bbiTb
obecnevyeHa BO3SMOXHOCTb [AETanbHOW NPOBEPKU, KaK U Koraa NpoMsoLwsii USMeHeHUs NioObiX pesynsTaToB.
Crepnyet nepymoanyeckn obHOBNSATL AaHHbIE O MOANUCAX, MHULManax u cumeonax. Cnepgyer ycTaHOBUTh NOpsi-
OOK nepenaym (pacchinku) NPOTOKONOB (Mo NoyTe, (hakcy Unm aNeKTPOHHOU nouTe).

BaxHo obecneunTb HaOeXHyl 3alUMTy AaHHbIX M NPOTOKOMOB, B T. 4. AaHHbIX, XPaHALMUXCA B
KOMNbHOTEpe.

1 OnpepneneHue Touek oT6opa Npo6, NepeyHsl AaHHbIX, AOCTATOUHbIX ANA NPOBeAeHUA KOHTPONA 6uo3arpas-
HeHui, 1 pa3paboTka nnaHa ot6opa npo® (no UCO 14698-1):

- YCTaHOBMEHWe NepeYHsi NPOBepsieMbIX NapaMeTpoB;

- paspaboTka nnaHa ot6opa npo6;

- NOAroToBKa 6NaHKoB perncTpaLMn NoNy4eHHbBIX AaHHbIX;

- yCTaHOBMEeHWe npeaBapuUTenbHbLIX 3Ha4UeHW NpeaenoB napaMeTpoB.

2 MpeaBapuTenbHas oueHka (no UCO 14698-1):

- Hanu4us 6uo3arpssHeHui;

- BbiGpaHHOro MeToaa KoHTpons;

- peaynbTaToB oT6opa Npod U UX MUKPOGUONOrMUeCcKoro aHanuaa.

U

3 AHanus v npeacTaBneH1e AaHHbIX:
- ohopMrieHne AaHHbLIX B BUAe Tabnuubl;
- cMcTeMaTu3auust NoNMyYeHHbIX AaHHbIX;
- ochopMrieHue pe3ynbTaros,;
- cTaTMcTUYeckas ob6paboTka NONy4eHHbIX AaHHBIX C OnpeaeneHneM ux pasbpoca U 4OCTOBEPHOCTH;
- MOCTPOEHWE KOHTPOMbHLIX KapT.
J

4 OueHKa flaHHbIX:

- onpefeneHue ypoBHei MUKPOBMONOrnieckoro 3arpsi3HeHUs1 B KOHTPOMbHBIX TOUKaX;

- onpepeneHve YpoBHeii Lienu, NpeaynpexxaeHns 1 OeiCTBUsI Ha OCHOBAHWM NOoMyYeHHbIX peayrnbLTaToB;
- paccMoTpeHue peayrnbTaToB, BLIXOASLLMX 32 Npeaenbl YCTaHOBMNEHHbIX TpeGoBaHuit.

J
5 CraHpgapTu3auus u attectauus (Banuaauus):
- MeTofoB 0T6opa Npo6 1 U3MEpPeHMUir;
- MeTOofbl 3MeKTPOHHOW 06paboTKN AaHHBIX;
- MeToaoB o6y4eHns1 nepcoHana.
J

6 Odopmnenue/xpaHeHue/, apxuBuUpoBaHue faHHbIX

PucyHok 1 — AHanus AaHHbIX, NOMyYeHHbIX NPYU NEPBOHAYANEHOM KOHTPOne
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4.3 AHanm3 AaHHbIX, NONy4eHHbIX MPU TEeKylemM KOHTporne (PUCYHOK 2)

4.3.1 OT60p Npo6 u obpalleHne ¢ HUMK

Metoabl ot6opa npo6 npuseneHsl B ICO 14698-1. OT60p Npob SBNSETCA CamMblM BaXKHLIM 3TarnoM B no-
NyveHUn JOCTOBEPHbIX pesynkTaTtoB. B nononHeHue k aTomy nabopatopusi AOMKHA UMETb YETKUE UHCTPYKLIUK
Nno Mapk1poBke Npo6 u paboTe C HUMU, B T. Y. N0 NPUEMKE, BbINOIHEHMIO BCEX aHaNUTUYECKUX onepaLiuii 4o no-
NYYeHUs1 KOHEYHbIX Pe3ynLTaToB U NPaBUNbHOW MAEHTUMKALIMM STUX PE3YNBTATOB C UCXOAHOW NPOGOIA.

4.3.2 COop gaHHbIX

Cnepnyet pykoBOACTBOBATHCS OGLUUMU YKa3aHNSIMU MO COCTaBINeHMIo NnaHa otéopa npo6, npuBeaeHHbI-
mMu B NCO 14698-1. B nononHeHue K 3ToMy, BO usbexxaHue peructpanmm oLUMBoYHbIX pesynsTaTtoB, Heobxoau-
MO Y4YUTbIBaTh criegytoLiue hakTophbi:

- ocobeHHOCTU 0BnacTn NPMMEHEHUS;

- onpeferneHne napamMeTpoB, XapakTepHbIX AN 3TOW 06nacTy NPUMEHEHUS;

- ToMKku oT6opa Npo6 B TEXHONOrMYECKOM npoLecce/cucteme;

- npefenbl 0O6HapYXeHUs1 U YYBCTBUTENbHOCTb TECT-CUCTEMBI;

- nopsigok cbopa AaHHbLIX B MpoLecce SKCnnyaTaLmu.

1 AHanu3s 6uo3arpsi3HeHUi B KOHTPONbHbIX TOYKaX B 30HEe pUCKa:
- aHanu3 o6pa3LoB B COOTBETCTBUM C NnaHoM oT6opa npo6;
- onpefeneHne Yyucna KoNnoHMeo6pasyoLwmX (KU3HeCNOCOBHbIX) eanHuULY;
- BHeCeHue 9TuX AaHHbIX B MPOTOKON.
U

2 AHanus v KOHTPOnb AaHHbIX:
- cucteMartmsauusi faHHbIX: CoCTaBneHne Tabnuusl Mnu Ux ctatucTudeckas obpaborka;
- NpeacTaBneHue pesynbTaTos;
- aHanu3 TeHaeHUWin u3aMeHeHus pe3yrnbTaToB CO BpEMEHEM;
- NOCTPOEHWe KOHTPOMbHBIX KapT.
U

3 OueHKa AaHHbIX:
- CTaTUCTUYECKUIA U KOPPENALMOHHbIM aHanus;
- aHanu3 KOHTPOIbHbIX 06pa3LOB/MCNONBL3OBaAHNE KOMNBIOTEPHBLIX NPOrPaMM.

U

4 NoAaTeepXaeHUe AaHHbIX:

- BbINOSHEHWE BbIHUCNEHUIA;

- KOMNbloTepHas 06paboTka AaHHbIX;

- MukpoBuonoruyeckas knaccudukaLus KOHTPOSBHBIX TOHEK MO YPOBHIO MUKPOGHOTO 3arpsiaHeHust;
- yCTaHOBMNEeHWe ypoBHeN MUKPOGHOro 3arpsisHeHUs1 B 30HaxX pucka.

U

5 OueHka pe3ynbLTaToB U COCTaABNEHUe 3aKITIOUEeHUs! NO pe3ynbTaTaMm aHanusa:
- paccCMOTpeHne pesynbTaToB, BLIXOAALMX 3a Npeaenbl yCTaHOBMEHHLIX TpeGoBaHuiA,
- NPUHATHE, NPU HEOBXOAUMOCTH, KOPPEKTUPYIOLLIMX AEHCTBUIA;
- KOPPEKTUPOBKa YPOBHEN NpeaynpexxaeHusl, AeUCTBUS U Lienu, Npu HeoOX0AUMOCTH;
- KOPPEKTUPOBKA KPUTEPUEB YMCTOTLI B 30HAX pUCKa.

U

6 OdcopmneHue/xpaHeHue/, apxuBMpoBaHue AaHHbIX

PucyHok 2 — AHanu3 AaHHbIX, MOMYYEHHbIX NpY TeKyLWEeM KOHTpone

4.3.3 OchopmneHue AaHHbIX

Cnenyet paspaboTtaTtb U BHeAPUTb YeTKUil NopsiAoK paboTkl ¢ AoKyMeHTaLmen, YTo6bl o6ecneunTb Aoc-
TYNHOCTb BCeW UH(popMaLmK, Nony4eHHOW NpU NPOBEASHUU UCTILITAHWM 32 KOHKPETHBIN Nepuoal BpeMeHU U
uMeloLLIei NpaKTUYecKoe 3HaveHne. 3TOT NOPSAOK AOMDKEH BKIIOYaTh B cebs crnenyiollee:

- NepBoHaYarnbHble AaHHbIE;

- NepeMeHb AaHHbIX, KOTOPble BBOAATCA B JOKyMEHTaLMIO (MPOTOKONbI);

- HAMMEHOBaHWe U MEeCTO XpaHeHUs NabopaTopHO AOKYMEHTaLMKU UIU JaHHLIX B 3NEKTPOHHOM hopme;
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- UCNOSb30BaHUE pabounx KypHanos, ONepaLMOHHbIX NMMCTOB, KOMNbLIOTEPOB UK APYIMX CPEACTB peruc-
TPaLMK pasNnyHbIX AaHHbIX, BbIMUCTIEHUI U APYroi nHdopmMaumu;

- UHCTPYKLW NO BeEHWIO IOKYMEHTaLUK, NpoBepke, UCNPABNEHUIO, NOANUCAHUIO U BUSUPOBaHUIO (BTO-
po# NOANUCHIO) AaHHbIX HAOMIOAEHUIA, pac4eTOB U NPOTOKOIOB;

- pekoMeHAaLuun No NPaBUIbHOW UHTEPNPETALUK pesynLTaToB;

- cneuuanbHble, 3aKOHOAaTeNbHbLIE UM HOPMaTUBHbIE TPeGoBaHUS;

- Tpe6oBaHUA K YPOBHSAM npeaynpexaeHusi, AeMCTBUA U Lienu, Ucxoas U3 ocoGeHHOCTen AaHHoit obnac-
TU NPUMEHEHUS.

4.3.4 OueHkKa AaHHbIX

[o BbiNoNHeHUst ctaTucTuiecko 06paboTkn AaHHbIX, 0c0GeHHO Npu 60MnbLLIOM YKce HabnioaeHui, cne-
DyeT CUCTeMaTU3MpOoBaTb MONyYeHHbIe AaHHble A BbISBMNEHUS UX OCHOBHLIX XapaKTepUCTUK. JTO MOXeT
6bITb CAeNaHO Ka4eCTBEHHO NyTeM IPYNNUPOBaHUS NONY4EHHbIX [JaHHbIX C COCTaBNeHueM Tabnuu u rpacdukoB
WK C UCNONb30BaHWEM CTAaTUCTUHECKMX MeTOA0B 06paboTkn AaHHbIX. CTaTUCTUYECKUMM METOAAMU MOTYT 06-
pabaTbiBaTbCA Kak OTAenbHble AaHHble, TaK U UX IPynnbl, 06beauHeHHbIe 06LLMMK cBOCTBaMMU.

[nsa kaxxporo aHanusa:

a) Heo6xoAMMO UMETb MUCLMEHHOE ONMCaHUe NPUMEHSIEMOIO METOA U CTaTUCTUMECKUX METOINK, UC-
Nonb3oBaHHbIX AN arTecTauymn 3Toro MeToaa;

b) onucaHue metopa, kak NPaBUNo, JOIKHO ObITh ye onybrnMKoBaHO B aBTOPUTETHOM M3NAHUM;

C) NpuY YyCOBEpLLEeHCTBOBaHUM MeToAa criefyeT NpuBoaUTL HeobxoauMoe obocHoBaHue.

4.3.5 MNMpuMeHeHWe CTaTUCTUYECKUX METOAOB K NMOJTyYeHHbIM pe3yfkTaTtam

CyTb CTaTUCTU4ECKUX METOAOB COCTOUT B 3KCTPanonsiLun pesynsraroB, NoMyveHHbIX Npy aHanuse of-
HOM Npo6bI, Ha BCIO COBOKYMHOCTH MUKPOOPraHM3MOB B 30HE pycKa, M3 KoTopoli ata npoba 6bina nonyyeHa. Ta-
Kasi 3KCTpanonsuusi UMEET OnpeferieHHYl0 HETOMHOCTb, MOCKOMNbKY OTAeNnbHbie npobbl He oTpaXaloTr
XapaKTepUCTUKW BCEW MOMyNsALUMA MUKPOOPraHU3MOB. OTa HETOYHOCTb MOXET ObITb OLieHeHa KONMYEeCTBEHHO U
yMeHblUeHa [0 NpUMEeMIeMOro YpPOBHSI 33 CYeT MPUMEHEHUsl Haanexawmx MeTtoaoB oTbopa npob wm
cratucTudeckoi obpabotku pesynisraros [1], [2].

PekoMeHayeTcsi NPOBOAUTL OLEHKY U aHanu3 pesynsraTtoB C MCNoNb3oBaHueM Gonee 0AHOIoO CTaTUCTU-
YeCcKoro Metoza. B cBA3K CO CNOXHOCTBLIO NPOBEGHUA CTAaTUCTUMECKOM OLIEHKM U C 6OMNbLUIMM YUCNOM nuTepa-
TYPHbIX UCTOYHWUKOB MO 3TOMY BOMPOCY, BLIGOP U UCNONb3oBaHWe CTaTUCTUYECKUX METOAOB ANl KOHTPONS U
OLIeHKU [JOCTOBEPHOCTU AaHHbIX MO GUO3arpsAsHEHUAM B HAaCTOSLLIEM CTaHapTe He pacCMaTpPUBAIOTCA.

4.3.6 AHanus TeHAeHLMA U KOHTPOSbHbIX KapT

[aHHble, nony4yeHHble U3 0AHOM NPO6LI, Kak NPaBUIIO, He ABNSIIOTCA CTAaTUCTUYECKU 3HAYUMbIMU. [103TO-
MYy METOMKN MUKPOGUONOrMYeckoro KOHTPONS MOryT UMeTb Cepbe3Hble HeJoCTaTku, BeayLuue K 6onbomy
pa3bpocy nony4yaemeix pesynsraToB. B cBs3u ¢ aTum LienecoobpasHo faBath rpacuyeckoe npeacraBneHue
pe3ynbTaToB 3a onpeferneHHbIi nepuoa BpeMeHu AN Toro, YTobbl OTAENUTb CryvaiiHbie konebaHus qaHHbIX
OT YCTOMYMBBLIX TEHAEHLMIA UMM BbISIBUTL CYyLLECTBEHHble U3MEHEHUS, fiaXe ecnn pesynbraTthl HaxoAsTCs
BHYTPM 3aaHHbIX NPeaernos.

MeTon KOHTPOIbHBIX KapT MOXET NPUMEHATLCA Kak 06bEeKTUBHOE M CTaTUCTUYECKU JOCTOBEPHOE Cpe-
acteo [1], [2] Ans oueHkM YncToThl (KayecTBa) 30H pucka. OH 0cOGeHHO Nnone3eH NpPU NPoBeAeH!U TeKyLLIero
KOHTpons. [ins uenew npuemku cepumn npoaykuumn otéop npob no MCO 14698-1, 4.2, nepeuncnenue f) Mmoxet
NPUMEHSATLCA HapAAy C APYTMMM METOAAMM KOHTPOSA KayecTsa. [N OLIeHKM OTKNOHEeHUI oT 06bIMHOMo pas-
6poca AaHHbIX UMW BLISIBIIEHUS Pe3yrbTaToB, BLIXOASLLMX 32 paMKU YCTaHOBSIEHHbIX TpeboBaHUiA, MOTyT UC-
MoMb30BaTLCH KOHTPOSbHbIE KapThbl, HANpumep kapThl Lllyxapra, auddepeHunanbHbie UNu KymyrnsiTUBHble
AnarpaMmbl.

4.4. OueHka 3¢pheKTUBHOCTH

[Ons oueHku 3dbpeKTUBHOCTU TEKYLLIEIO KOHTPOSS M paboToCcnocoBHOCTM aHaNUTUYECKUX METOAOB Nony-
YeHHble pe3ynbTaThl cnefyeT nepuoaudecky aHanusuposarb. Ha ocHoBe Takoro aHanv3a MoXeT NPOBOAUTLCA
OLIeHKa KpMTMYECKMX 30H Ha COOTBETCTBUE YPOBHSIM NpeaynpexaeHus, AeWCcTBUS U, Npu HeobxoaumocTy,
Lienv 1 NpUHUMaTBLCS pelleHne 0 KOppPeKTUpOoBKe 3aTux ypoBHei no MCO 14698-1.

4.5 Pe3yntrarthbl, Bhixogsilme 3a [ONyCTUMbIE Npeaenbl

B kaxxgom cryyae nony4eHus pesynbsrara, BbIXOASLLEro 3a A0NYyCTUMbIE Npeaensl, creayet ybeauTbcs B
[OCTOBEPHOCTM 3TOro pesynbrara. Bo3MOXHbIM NOPSAOK BLINONHEHUA TakuX AENCTBUA NPpUBEAEeH Ha pUCYH-
ke 3. [ins noboro BbIXoAsLLEro 3a AoNyCTUMBIE Npeaerbl pesynsTara, KOTOpbIi He Bbi3BaH OLwMGKo Npu npo-
BegeHWn otbopa npob unu obpaboTku AaHHLIX, AOIDKHA ObiThb YCTAHOBMIEHA MpUYMMHA U OOMKHBLI BbiTb
NpeanpuHATLI KOPPEKTUPYIOLLME AEACTBUS.
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MepBoHa4asnbHbIe
pesynbTarhbl
AHanus CooTBeTcTBYET
pesynbTaros TpeGoBaHuUAM

OdopmneHune oTyeta.
OLieHKa COOTBETCTBUSA

TpeGoBaHWUAM 1 BNUSIIOLLMX

OueHka pesynbTaToB
» M MPUHATUE peLUeHs]
0 NnpoBeaeHun uccnegosaHuNA

He Tpebyetcs
OOMONHUTENbHBIX
uccnegoBaHui

¢akTropos
| Wccregosawne |
MepBoHa4ansHoe
nabGoparopHoe uccnegoBaHue
IaGoparopHast IlaGoparopHas PesynbTat aHanu3a HeeicTBUTENeH.
owmbka oLumbka MpoBoAUTCS NOBTOPHbLIA aHanua
He noaTeepXaaeTcs noaTeepxaaeTcs unu ot6op npob

He cooTBeTtcTBYET OueHka CooTBeTcTByeT

TpeboBaHUsM pesynLTaroB TpeboBaHuUsIM

!

r Yrny6reHHoe vccnenoBaHme |

'

'

IlaGopatopHasi JlabopaTopHas PesynbTar aHanusa HeaeiCTBUTENEH.
owmnbka owunbka —>- MpoBogunTCs NOBTOPHDIN aHanu3
He noATeepaaercs noareepxagaercs unu ot6op Npo6 B COOTBETCTBUMN C NNAHOM
He cooteetcrByeT OueHka CootBetcTByeT WUccnepoeaxune
TpeboBaHusM pe3ynbLTaToB | TpeboBaHusmM 3asepLuaercs
AHanms Ha Hanvume owmnbku
B TEXHONOrMYECKOM fnpoLiecce
WcTouHmk WUctouHuk MpoBegexue
OLIMOKU ownbKkmu uccnenoBaHus cryxoon — Ocopmnere
YCTaHOBNEH He YCTaHOoBMNeH KOHTPONA KayecTea oriera

!

OueHka npoaykTa nnm uctopumn ero 6uosarpsisHenus. MpuHsiTne
peLueHus 0 ero nepepaboTke, NOATBEPKAESHUN €r0 Ka4ecTBa,
NOBTOPHOIA aTTecTauun

1

Mepepnaya B apxvie

PucyHok 3 — lNpoBefeHne aHan1sa pesynbTaToB NpU UX HECOOTBETCTBUM 3afiaHHLIM TPEBOoBaHNAM
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Mpw BBOAE B 3KCMITyaTaumio yCTaHOBNEHHbIE Npeaernbl MOryT HOCUTL NpeaBapUTenbHbIii Xapaktep U ns-
MEHSITLCS B XOZ1€ TEKYLLEro KOHTpOrns. Pe3ynksraT, BbIXOASALLMIA 32 PaMKU 3TUX BPEMEHHO YCTaHOBMEHHbIX npe-
[erioB, MOXET PacCMaTpUMBaTLCS Kak UCTUHHBIA, OTpaXaroLuid AeNCTBUTENbHOE U3BMEeHeHUe YPOBHS 6uosar-
PS3HEHUI, U YKa3biBaTb HA BO3MOXHOCTL NepecMoTpa npeasapuTenbHbIX YCTaHOBMEHHbIX npeaenos. B atom
criyqae MOXeT He noTpeboBaTbcsi (hopManbHOe NOATBEPXOEHWEe ANA YCTAHOBIEHUs HOBbLIX Npenenos.
MpuHsiToe peLueHne AOMKHO 6biTb 06bACHEHO U OPOPMNEHO AOKYMEHTAanbLHO.

4.6 AtTecTaums pesynkTaToB

o odopmneHus npoTokona cnenyeT y6eautbcsi B NPaBUNbLHOCTU MOMNyYeHHbIX Pe3ynsTaTtoB B COOTBe-
TCTBUM C OnpefeneHHbIM NOPSAKOM, KOTOPLI JOMKeH BKMoYaTh B cebs crnepyioLlee:

- UHCTPYKLIUIO MO OLIEHKEe NPUEMIIEMOCTH pesyrnkTaTtoB, BbINOMHAEMON 0BYy4eHHbIM JTULIOM;

- MIHCTPYKLIMIO MO CBepKe UCXoaHoM 6a3bl AaHHbIX C MHOpMaLmen, BBeAEHHOW B KOMIbIOTEP;

- NOPSAAOK NpeAcTaBneHUs pesyrnsTaTos;

- UHCTPYKLMIO N0 0DOPMITEHUIO NPOTOKOSIOB.

Mpunoxexue A
(cnpaBouHoe)

CBGAEHMSI O COOTBETCTBMM MEXIroCyapCTBeHHbLIX CTaHAAPTOB CCbUTOMHbLIM MeXAyHapOAHbLIM
(pervoHanbHbLIM) cTaHAAPTaM

Tabnuya A1

OB603HaueHUE CChINOYHOTO MEXaYHapOAHOro OBo3HaYeHe U HaMMEHOBaHWE COOTBETCTRYIOWEro
cTaHaapTa MEXTOCYAapCTBEHHOrO CTaHaapTa
MCO 14698-1:2003 FOCT UCO 14698-1—2003 YucTbie NOMELLEHUA U CBA3AHHbIE C

HUMM KOHTpONUpyeMbie cpeibl. KOHTponb 61o3arpssHeHui.
Yactb 1. OOme NpyHLMNBLI U METOAbI

NCO 14644-1:1999 FOCT NCO 14644-1—2002 YucTble NOMELLEHUA U CBA3AHHbIE C
HUMU KOHTpOnMpyeMeie cpeabl. YacTb 1. Knaccudukauma YucToTobl
BO3ayxa

MCO 9000:2000 i

MCO 3534-1:1993 i

MCO 8258:1991 *,

WUCO/TP 7871:1997 *

MCO/M3K 51:1999 *

* COOTBETCTBYHOLLUMIA MEXTOCyapCTBEHHbIA CTaHAApT OTCYTCTBYET. [Jo ero NpuHATUS peKoMeHAyeTCs UCMosb30-
BaTb NepeBo/ Ha PYCCKUIA A3bIK JaHHOTO MeXAyHapoAHOro cTaHAapTa U rapMOHU3MPOBaHHBI C HUM HaLMOHanbHbINA
(rocyaapcTBeHHbI) CTaHAapT CTpaHbl, Ha TEPPUTOPUM KOTOPOI NPUMEHSIETCA HACTORALLMIA cTaHaapT. MHgopmauus o
HanMumu nepesoaa AaHHOro MeXayHapoAHOro cTaHaapTa B HaLMOHaNLHOM (hoHAe CTaHAapToB UMK B UHOM MeCTe, a
TaKkKe WHopMaLMs O ASCTBUM Ha TEPPUTOPUM CTpaHbl COOTBETCTBYIOLLENO HaLMOHaNbLHOrO (rocyAapCTBEHHOrO)
cTaHgapTa MoxeT O6biTb NpuBeAeHa B HaUMOHAnbHbIX MH(OPMALMOHHBIX AaHHbIX, AOMOMHAOWMX HaCTOALMNA
cTaHgapT.

** Ha Tepputopuu Poccuiickoii ®eaepauum aeictaytor FOCT P UCO 9000—2001 CrcTeMbI MeHeMKMEHTa Kayec-
TBa. OCHOBHbIE NonoxeHus u cnoeapb; FOCT P 50779.10—2000 CtaTucTuyeckme MeToabl. BepoaTHOCTb M OCHOBbI
cTatucTukn. TepmuHbl U onpeaenerus; FTOCT P 50779.42—99 CtatucTuyeckme Metoabl. KoHTponbHbIe kapTe! LLyxap-
Ta COOTBETCTBEHHO.
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