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Mpeaucnoewne

Lleny, ocHOBHLIE NDHHUANE! H OCHOBHOH NOPALQOK NpoBegeHnA paboT No MexrocynapcTEEHHOR cTaHgap-
THAAUMH yoTamosneHe MJCT 1.0—92 «MexrocyaapcTeeHHans CHCTEME CTAHOaDTHIAUMH, DCHOBHEE NOMO#e-

HutA» w MOCT 1.2—87 «MewrocyfapcTeeHHan cHcTemMa cTadjapTHaaumy. CTaHOapTe MeXrocyapcTEEHHBIE,
MNpaE|na, PEKOMEHIALNA MO MEMTOCYIAPCTEEHHON CTaHgapTHIaLKA. [NopAaok paspaboThy, NPMHATHA, oDHoR-
NEHKA W OTMEBHE»

CrageHMA O CTAHOApPTS

1 MNOOMOTOENEH OfwepoccHickol 0SWeCcTEEHHOM OpraHM3aumMed «ACCoOUMaUMa HHEEHEDOBE N0 KOH-

Tponio MukpoaarpAzHeHni ey (ACMHKOM) » onobpes MexrocyoapcTBeHHbIM TEXHWHSCKNM KOMUTETOM M0 CTaH-
Aaptuaaumk MTE 184 «OGecnevyeHre NpOMBILINEHHON YWUCTOThI: W TEXHWYECEMM KOMMWTETOM MO CTaH-

AapThaauun TK 458 «MNMpoWasogcTES W KOHTPONE KAYESCTREA NEKADCTESHHBIX CREacTRS

2 BHECEH TepepankHieIM aréHTCTEOM N0 TEXHUYSCKOMY DENTIMPOBAHAD W METDONOMMK

3 MPUHAT MexrocydapcTESHHLIM COBETOM N0 CTAHAAPTHIAUWA, METDONOMAH W CepTHDHEALMH [NpOTo-
kon MNe 27 or 22 wiona 2005 r)

33 NpUHATHE NEPOMoNoCoOBaANM:

Hpatkae HavmesonEsiie CT PGl Kaa crpane Cur:pal.ueurm-u HSHMEHOBE HAE HALUMDH ARSI Opramsa
no MK (S0 3166} 00d=487 no MK (ACD 3166) 00d=—-87 no craniApTWIsmmn

AsepBadnsaH sz AzCTaHOAPT

AprAEHIAA AR MUHWCTEPCTES TORMOENK M 3KDHOMUYSCKDTD pasenTER Pec
nybnuen ApsieHER

Benapyce BY Moccrasgapt Pecryinskn Benepyce

Mpyaua GE MpyacTasgapt

KazascTad K2 Mocctangapt Pecmy@nerd Kazascrad

Kbipredacran KE HaUWOHANEHEA MHETHTYT CTEHASPTOR W METRONOIHKE
Kaipre acooi PacnyBndim

Mangosa N Mongoea-CTaHaEpT

Pococwickan degepauda FL PelapaneHOS GrEHTCTED N0 TEXHH-SCE0MY PEryNMDOEEHWED
H METRORONEN

TansHEMCTaH Td TageWkcTasnapT

TypemesscTaH T Mnaeroccnysfa o TYpEMEHCTAHIBRTNADE 8

YaleruoTas uz AreHToTan « Y ICTAHOEDTS

YEpasHa L& FMocnoTpefcTAHAART ¥ EpaHHEI

4 HacTosWwWA cTaHgapT MaeHTHYEH MexayHapoaHomy ctangapty MCO 14698-2:2003 «HucTuie nome-
LL{EHHA M CEAIAHHEE C HAMA K0HTRONMpYEMEIE CpEObl. KoHTpOns SHMoaarpaasieHni. HacTe 2. AHaNW3 GaHHLIX O
BuozarpAadeHaaxs (150 14698-2 - 2003 «Cleanrooms and associated controlled environments — Bioconta-
mination control — Part 2: Evaluation and interpretation of biocontamination datas).

B cTavoapT BEEOEHEl TEXHWYECKHE HAMEHEHWA, nogroToeneHHse MCOTE 209 aYucTeie NoMeWeHua M
CEAIAHHEIE C HUMW KOHTPDONHPYEMBIE CPaALin, KOTOPEIE BRASNEHE JBOAHON BERTUKANEHON NMHWER, pacnano-
HEHHOW CNEEa OT COOTEETCTRYHILWETD TEHCTA.

CeageHnA O COOTEETCTEMM MENTYHADOOHLIX CTAHOAPTOR, HA KOTODGIE 0aHk CCLIMKW, MEXIOCYIADCT BEH-
Hill CTAHOADTAM, NPUESOEHE! B NDANOEEHNN A

5 Mpueaiaow PegepansHoro argHTCTES NO TEXHHYECKOMY PErYNHPOEaHWID M METPONOIMK oT 289 cenTabpR
2005 r. Ne 234-cT MesrocyaapcTeeHHEIA cTasgapt MOCT MCD 14698-2—2005 ppegeH B O2HCTEME B KAYSCTES
HaUHMoHaneHoro ctasgapta Pocowickol Segepaukd ¢ 1 aueapa 2006 r

& BBENEH BMNEPBLIE

Hudhopuayus o esedexuy & dedcmeus (Npespawjeruy dellcmaun) HacmoRweso cmawdapma nyBnuKy-
ENTICA B yHazamens « HauuoHansHse cmanddapmels.

Myighopuatus of USMaHaHURX K HACMOALWeMy cmaxdapmy nybnukyemca @ yiaiameana (kamanoae) «Ha-
HUOHAMLHEE CMandapMels, 8 MEeKCM UIMEHEHUT — & WHHODMELLIOHHEIX YHa3ameTay « HayuoHamsHsme

cmaddapmels. B ciyyae MepecMomps Wl cimMetsl Hacmoauleso cmandapma comaamomeyian uMghan-
smayus Gydem onybnukogasa & LHHopMaluoHNOM yiazamene « HayuonansHee cmandapmais

& Cranpgapmsdopms, 2005

B Pococuwickod Pegepayii HAcTOAWWA CTAHOAPT HE MOMET BbiTe NOMNHOCTEID KK 4aCTHYHO BOCTIDOMABE-

OE8H, THPAXHMPOEAH W PacnpocTpadeH B KavecTee odMUMansHono wagaduA Gea paspewena PegepansHong
ArgHTCTEa NO TEXHU4YECKOMY PEryNHDOBIHUID 1 METROMOMM
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Mpu BROGE B IKCINYATALWK YCTAHOBNSHHEIE NPEOEns MOrYT HOCKTE NPEO0BAPHTENBHEIR XaPaKTep U Wa-
MEHATECA B X008 TEKYLUEND KOHTPONA. PeayntTar, BelXOOALLMA 38 PaMKM 3THX BpEMEHHO YCTAHOBNEHHEX Npe-
OEnos, MOMET PACCMATPUBATECA KaK MCTHHHLIA, OTPAMACWKA ABACTRHTENLHOR HIMEBHEHWE YDOBHA Groaar-
PAIHEHWA, M YKIILIBATE HA BOZMOMHOCTE NEPECMOTRA NPEABADHTENEHEX YCTAHOBRNEHMEIX Npenencs. B atom
cnydae moxeT He noTpefoparteca dopMansHoe NOATEEDHOSHWE ONA YCTAHORNEHWA HOBRX NPEoenos.
MpuHAToE peweHre J0MeHO DeiTe 00BACHEHD M O OPMNEHD O0KYMEHTANBHD.

4.6 ATTecTauMAa pelynkTaToB

Oo odopMnesna NpoTokona cnegyeT yEenMTeca B NpasMnsHOCTH NONYYeHHLIX PE3YNETATOR B COOTBE-
TCTEMK C ONpeaenaHHBEIM NOPAOKOM, KOTOPEIA OOM&eH BENKOYaTE B cefa cnegyolee:

= HHCTDRYHELUWED N0 OLUEHKE NPAEMNEMOCTH PE3YNETATOR, BRINONHABMOR O0yYEHHBIM NALIDM;

= HHCTPYELMED N0 CREDEE MCXOOHOH Gadkl JaHHbIX ¢ MHDOopMaUMel, BEEOEHHON B KOMNBIOTED;

- NOPAGOK NPEACTARNESHWA PeayNLTaToR,

= HHCTRYKUMO N0 OhOpMNEHAID NPOTOKONOS.

Mpunoseadue A
(CRpABOYMHOE)

CrefeHHA O COOTRETCTEMH MEMIOCYHAPCTREEHHEIX CTAHAAPTOR COLINOYHLIM MEXOYHADOOHLIM
(pErMoHankLHLIM) CTaHOapTaM

Tatnuwua A

CefodmaseHMe GO K IYHA POa e CEAA S HEE W HAHMEND B & CODTBETCTEVOLED
CTAHAARTA MK DOV GAPCTBREHOPD CTARGARTA
WMCO 14684-1:2003 MOCT HCO 14688-1—2003 YucTeie MOMELLEHER W CERIEHHLIE ©

HHMH KOHTPONMpYeMele cpeabl. HoHTpons BnosarpassaHii.
YacTe 1. Ofwwe npUsUne W METOOG

WCO 14644-1:1095 FMOCT WCOD 14644-1—2002 YucTele NOMELLEHHA W CEBRAZEHHRIE ©
HUMHK KOHTPONHPpYaMEe cpedkl. YacTe 1. KnacchHkauma SHeToTe
BO30YXA

WCD 90002000 o

MDD 3534-1.1993 W

HMCD BZ5B.19% o

HMCOITR Tari1eav '

MCOMMIAK 5118490 "

* CooTBETCTEVIOWHA MERrocyJApCTESHHEN CTAHOAPT OTCYTCTEYET, [0 8r0 NPMHATHA PREOMESHOYETCA WENONEI0-
BATE MEpEE0] HA PYCCEMA A3BIE QAHHOMD MEKOYHEPOOHOND CTEHASPTA WNE FAPMOHWIMDOBAHHER C HWM HELUMOHANEHBIA
(FOCYOBpCTEEHHLIR) CTAHLAEPT CTRPEHK, HE TEPRMTORHH EOTOROA NPAMEHABTCR HECTOAWWA CTEHAAPT. MHopsMauna o
HEMNWMUHA NepeEads JaHHOMD MEXIYHEPOGHORD CTAHOARTA B HAUKWOHANEHOM GoHOe CTEHABPTOR WNK B WHOM MSCTE, &
TEEHS WHPOPMAUMA O HEACTEHMW HA TEDPWTODHH CTPEHE COOTEBETCTEYHWErs HELMOHENEHOMD (OCYABRCTEEHHOMND]
CTEHOERTE MO=EET BhHTe NPHEEISHE B HAUWMOHANEHBEX HHEOPMEUWOHHRY OaHHLEE, QONONHAKWWY HECTORLWMA
CTEHQERT.

**Ha TeppuTopun PoccHiceod Pepepauwi gedctayot FOCT P MCO 8000—2001 CucTemb ME8HEQKMEHTA KEYEC-
TEd. DCHOBHBIE NonoHerRda W cnogape: MOCT P S0TTO.10—2000 CratdcTHYecKWE MeETOOb. BepoRATHOCTE W GCHOBL
CTATHCTHEM. TEpMMHEl W onpegenesde. TOCT P 5077942 —09 CraTdcTusacErs MaToak . KoRTponsHse kapTel Wyxap-
TE COOTEETCTEEHHD.
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Beenexnue

TpebopaHMA HACTOALLEND CTAHOADTA HANPARMNeHE! HA 0GECNEYeHWE YHCTOTE M THIMEHB! B NOMELLEHWAX,

CrangapT Bx00T B CEPHIO CTaHOAPTOR NO YMCTOTE KOHTRONARYEMED CRES W COOSPMNT METONE OLLEHKH
GuoaarpRadeHdi, npreegeHHeEe 8 GO 14698-1. Ou MoeT NDMMEHATECA M NPK 3HANK3E JAHHEIX, CODpaHHEX
C MCMONbLIOBAHWEM ODYIMX METOOOE.
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M E X 'O CVY O APG CTUBEHHUB H C T A HODAPT

HHUCThIE NOMBLLEHHA M CBAIAHHKLIE C HHMH KOHTPONHUPYEMBIE CPegbl
KOHTPONb BMO3AMPAIHEHMA
YacTte 2
AHANKI AAHHLIX 0 BHOJIATPAIHBHWAX

Cleanrooms and associaied controlled environments. Biocontamination contral. Part 2.
Evaluation and interpretation of bocontamination data

fara seeneswa — 2006—01—01

1 OBnacTe NpMMeHEHUSA

HacToAwMiA cTanaapT YyCTaHABNMBAET METOq OLUEHKK MUKPODHONOrMYecKoro 3arpAIHeHHa BOIaYXa Ha
OCHOBE JaHHBIX, NONYYEHHBIX B 30HaX PUCKa NyTeMm oTBopa Npod, cogepwalyvy MuaHecnocobHbie 4acTHL k.
CTaugapT CnegyeT HCnonNs3oBaTe, rge a7o Tpedyvetc, coeMectHo ¢ MCD 14698-1.

2 HopmaTUBHbLIE CChINKA

B HacToAWEM CTAHgapTe WCNoNeI0RAHL! CCRMNEN HA CNEnYIOWMe CTaH0apTe:

MCO 14698-1:2003 YUCThig NOMBWEHWA 1 CBRIAHHBIE © HAMK KOHTDONUpYEaMBe Cpadkl. KouTpones Guo-
aarpRaHeHid. Yacts 1. OBwme NprHLMNE 1 METom B

MCO 1464411999 YucTweié NOMBIWEHWMA W CBAIAHMBIE © HAMW 2 KOHTDOTHEYEMEBIE CDEOR.
Hacte 1. KnaccuduEauma YMCcToTE BO3gyEa

HMCD 9000:2000 CHUcTeMbl MEHEOEMEHTA KaYeCsTEa. DCHOBHEE NONCHEHWA M CNOBAPE

MCD 3534-1:1993 CratucTdka. CNoBaps W cHMBCNE. HacTe 1. TepmMuHs no obilel craTucTHEe

MCO 8258:1991 KowTponeHse kapTe Wyxapra

MCOTP TET1:1987 EyMynATHEHBE JUarpamMuisl. PYKOBOOCTED NGO KOHTROMNKD KAYECTEA M aHANKM3Y JaH-
HilX C HCNONE3oBAHKMENM MeTogoe CUSUM

PykoaogcTen MCO/MM3K 51:1999 AcnekTel BeaonacHocTi. PyROBOOALIWE YEIIEHHR NO BKTIOYEHHID WX B
CTaHOAPT

3 TepmuHbLI ¥ onpegeneHna

B HacToAWEM CTaHQapTE NPMMEHEHE CNEOYLWMWE TEDMWHE C COOTBETCTEYIOLMMKA ONPEaeneHUAMA.
3.1 ypoBeHL gedcTEWA (action level): Mo MCO 14698-1.
3.2 ypoReHL npagynpaxaendn (alert level) Mo WCO 146598-1.

Mpumedadwe — Mpd NpeELIWSHMY YPOBEHA NPEOYNPEROEHWHA CAELYET YOENMTE NOELIWESHHDE EHHMAHHE Bai-
NOMHABMOMY NPOLECCY.

3.3 KoOHTpONnk Npocnexueaemoctd (audittrail), Pag ookyMesToR HNH 3anyMced B NpoToRoNax, KoTopsA
No3IBONAET NEoCNeaMTE BIaUMOCERIAHHY D HHIODMAaLH D,

3.4 buwosarpradvedue (bioccontamination). Mo MCO 14698-1.

3.5 yucroe nomewenre (cleanroom): Mo WCO 14644-1, 2.1.1.

3.6 cHcTeMarHiauWa gaHHelx (data stratification): MeperpynNNMpoBKa DAHHBIX G LUENLK BEABMNEHHA K
OCMBICTIEHAA BEAH X TEHDEHLMA W OTENOHEHKIA.

Hapnanue opmuHansHoe
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3.7 oueHka (estimate). 3Ha4YeHME CTATUCTUYBCKOMD KDWTEDWA, NONYYSHHOE NPM NDOBEOSHMA DaC4YeTa.
[MCO 3534-1, cTateR 2.51]

3.8 npoBepeHde oueHKM (e@stimation). PacdeT YMcnedHsx IHaYeHnd (M3 aHHBN, NOMYYEHHLX N3
aHanuag npofel) NApaMeTpoR pacnpeaensHuA, BeBpaHHEE B K3UeCTEE CTATHCTHYECKON MOgeny ONA reHa-
pankHOR COBOKYNHOCTH, K3 KOTOpoR GepeTca ata npoba.

[MCO 3534-1, craten 2.49]

3.9 cratMcTHYecKMM KpuTepui (estimator). CTATHCTHYECKAA BENHYMHE, MCNONLIYEMAR ONA OLEHKM
NapamMarpa redepansHoR COBOKYNHOCTH.
[MCO 3534-1, craten 2.50]

|3_1El onacHocTs (hazard): Mo MCO 14698-1.

3.11 puek [rizk): Mo MCO 14898-1 (PykoeogcTeo MCOM3K 51, 3.2).
3.12 aoMa pucka (risk zone). Mo ACD 14698-1.

|3_13 uenenon ypoBeHs (target level): Mo WCO 14698-1.

3.14 sanwpauna (validation): Mo MCO 14698-1 (MCO 2000, 3.8.5).
3.15 muavecnocoGHan yacTwua (viable particle): Mo MCO 14688-1.
3.16 WWaHecnocobHan eguHMAYa (viable unit, WU Mo WCO 14698-1.

Mpumeyas e — B cnywanx, cof0a KONWYSCTED HHEHBCNoCOHHE Y BOWHNY ONPEOEnRETCA KEK HACN0 KONoGHKA
HE BFEQOBOW NUTETENEHON CRae, WX HASKIBAKT, KA NPEEWNO, KONoHHeofpasyRWHEM K eauHELaMY (KOE). OnHa KOE Mo-
WET COCTOATE W3 OOHOA WK Bones MuaHecnocofHelx BQUHML.

4 AHanw3 gaHHbIX 0 DUMO3arpAIHEHMAX

4.1 OBuwmHe NonoxaHMA

B MCO 14698-1 npueggHE DEKoMEHOALWA N YCTAHORNEHWID YPOBHEA DRACTBNA, NPaOyNpPEsnaHHA |,
npi HEoGXOAWMOCTH, UENeaLIX yDOBHEA, aTTECTALKWK (BAaNKHAALKWA) METOADE NOACYETA W MHTEPNDeTALMM daH-
Hiix & BrosarpRadeHHAx. HacToORWWA CTaHOapT yCTAHARANWBIET METOOLI AHANWIA NONYYEHHBLK OaHHBIX.

Mpw obpabGoTie peaynNsTaTOR MUKPOSWONOrAYECKOND KOMTPONA B 30Hax pWcka TpelyeTcA yuyWTeBATL
CneqyiolwWe aKTopk:

= B NOMYYaaMblxX OaHHB,

= HEOGKOOMAMYIO WHDODMaLIAD,

= METOOL 0SpaboTEM NONYYEHHEX OaHHER [HANPUMED, CTATUCTHYECKME METOOLI, KOPDENAUNMOHHENIR aHa-
Mid3, KCNONEIOEAHWE KOMMBIOTEDHBEX NPOFEaMB W Np.);

= CACTEMATHIALWID JaHHBIX C UENED ODHADYREHWA CYLLECTEEHHEE TEHOEHUKWA M OTEMNOHSHHA;

= B NpeOcTaENeqHua NoMyYeHHslX DeayNETAToR (HANPUMED, KaYecTBEeHHBIR, KONHMYECTREHHRIN, rpadim-
YECKWMHA, UWDpoRoi) W e0HHHLLl HIMEDEHWA,

= BOCTIDOMIBOOMMOCTE JaHHBE W NPOBNEME!, CEASAHHEIE C NPHMEHEHHEM AHANWTUHYECKME METOEOE,

= AHANKWI TEHLEHLMIA;

- KOHTDOMEHERE KapThI,

= OLIEHKY, MHTEPNPETALMD W OQOPMNISHWE PEIYNETATOR.

OueHky peaynkTatos yenecoobpasHo BeINONHATE B B3 ATana: Np#d NepeEoHa4ansHoM KOHTpone (Beoae
ofopyNoBaHHA B 3KCNNYATALKI0) W NPU TEKYLLBM KOHTPONE.

4.2 AHANW3 JaHHBIX, NONYYEHHLIX NPH NEPEOHAMANLHOM KOHTPONE (pUcyHOK 1)

4.2.1 NocToBapHOCTE OaHHLIX O BHO3IaArpAIHEHWAX

Ona Toro 4Tobkl NOMYMTE AOCTOBEDHYD OUEHKY YPOBHA BHOIArPAIHEHWA, MCXOARA M3 GaHHBI, NOMNYYEH-
Helx no MCD 14688-1, TpebyeTca YUMTEIEATE CNeqyrme dakTopst:

= ACCTATOYHOE YMCND 0TODRAHHLIX NP0, HX 0OHODOOHOCTE M TOYHOCTE DAIBEOEHWA, 8CNK 3Ta ONEpaLMA
NpUMEHARTCA,

= COCTAR MHKPOODIEHKIMOE, BRABNAEMEIX B MHAHECNOCOSHELY Y3CTHUAX, 80 MAMEHEHHE BO BREMEHH,
BNHUAHHE CTRECCA W NOBLEXOEHMA HA BaHHUBASEMOCTE W BhIABNEHWE,

- PEIYNETATE, NONYYIEMEIE B DAANKHHLIX MECTax oTHopa npob B 30HAX PUCKA MNK B APYTAX KOHTPOnMpy-
EMbIX A0HAN;

- METOOE! KyNETHEMPOBaHMA M NOOCcYeTa;
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- BeIGOD METOOA AHANWES W COOTHOWEHWE MESOY NPAMBEIMA ¥ KOCREHHBMH NADAMETRAMI, ONpeganae-
MEIMK NPA HCNBTAHWAX,

4.2.2 KoppesTHpylowMWe OeACTREWA

OnAa nonyYeHda 05EeETHEHLIX PEIYNETATOR KRanHe BAMHO OOHADYHUTE W YCTRAHWTE NPUYMHEl BOIMON-
HilX OWWGoK. MNP KCCNenoBAHWK NDMWYKWH NOABNSHWA PeIyNETATOR, BLIXOOALKS 38 Npenans YeTaHR0BNEHHEIX
TpeboBaHi, CNeayeT YYHThIBaTE BOAMOMHOCTE CWHBEKW NDH MCNBITAHKAR.

AHaNWa NpeacTasnAeT coGoi:

= CTAHOAPTHEIA METOL BRABNEHWA SHOMANBHEIX DEIYNETATOR,

= HCEIHOUEHKE MDYDBIX W CHCTEMATHYSC KX OLLIAGOK,

= DUEHKY WIMEHEHWHA,

= NpoRepky IHDEKTHEROCTH (BOCNPOMIBOEHMMOCTIH] DACCMaTDHMBAEMOND METOOA;

= NpoBepky paboTel obopyOoBaHWA,

- GBOCHOBAHKE W OOKYMEHTHDOBAHWE DeIVNETATOR SHANKAE,

= YETKOE NOHUMAHWE TOMD, K3k NoONyYaoTCA KOHEYHEE DeayNeTaTk NPH NOBTODEHWA aHanMaa.

4.2.3 NpoTokonisi

OakHbe O NEpUoOMYScHH BeNOMHASMEIX NDPOREDKAX METOO0B M NPUMGOp0os, BHYTDEHHEM ayOUTE, a TAKHE
MEQEWYHEIE OaHHBE, ¥O0 BRIGACMEHRE, NONYYeHHBE DE3yNETATE W CKOHYSTENBHER NPOTORONE cheayeT ogop-
MAATE JOKYMEHTANBHD W XPaHHTE HaOexaw«sm obpasom.

MpoToKoNE! OOMEHsl BENEYETE B ceba gaHHee O NepCcoHans, NpUHMMaBlwes y9acTie 8 oThope npod,
MNoOroToEMTENkHEX paboTax, MCNEITAHMAX, OUEHKE DE3YNETATOR W odbopMnesHiti JokyseHTauMK. JonsHa bilTe
ofecneyeHa BoaMOMHOCTE QeTankHOW NPoBEpEM, KaK W KOrga Npouaoling MameHeH A niobkix peayneTaros.
ChnegyeT NepiolM4ackd 0GHOBMATE DaHHBIE O NOSNMCAK, AHHUKMaNax W cHMBanax. CnenyeT YoTaHORWTE Nopa-
A0K Nepeaaqdd (PacchinNEM) NPOTOKGNOE (Mo NoYTe, akcy MK ANeKTRoHHoA NoYTe).

Bamwo oDecnednTs HAOEWHYH 3AWWMTY OaHHLIX W NPOTOKONOE, B T. 4. O3aHHbIX, XPaHALIMECE B
KOMMEOTEPE.

1 OnpegensHue Toves oTHopa npod, nepeyHA AaHHLIY, BOCTATOYHLIX ANA NPoBEREHHA KOHTPONA SHoIarpA-
HEHWA, W pazpalioTEa nnaHa eTBopa nped (no MCO 14698-1):

- YETAHOBMSHWE NEREYHA NPOSSpAaMEE NAJAMETPOS;

- paapatioTea nnade oTdopa npod;

- MoOroToess GNaHKoE PETUCTRELME NONYYeHHRIX QEHHE,

- YETAHOBNEHWE NPe0BEARHTENEHEIL SHAYEHHA NPROENOE NEPAMETROE.

i

2 NpengsapWrensHan ouesEs (no MCO 14608-1);

- HEnwEA GMo3anpRIHEHNE;

- BeIBpAHHOID METOOE KOHTPONR,

- peayneTaTes oThops npof W uy MEEpoBEONOMeCannD SHEMNEIE .

I

3 AHANKI W NPEOCTABNSHAE BAHHBIX:

- MEOPMIEHBE QAHHEY B Bu0e Talnnus;

- CHCTEMATHIEUWA NONY$eHHLIN JaHMHE,

- OEOQMIEHBE DEIYNIETATOR,

- oTaTHCTReeCcEan obpatoTa nonyyeHHEN JAHHEE © ONpe0eneH@en W pazfpoca u ACCTOREPSHOCTH,
- MGCTPOSHME KOHTPONEHEN E3RT.

Il

4 OueHEa QaHHEIX:

- GNpEJENsHie Ypoasel MUEpoSHONOMFSScEOns SArpAIHEHAA B HOHTRONEHSIE TOHKax,

- CNPELENSHAS YDOAHEA LENW, NPaLyIREHLIaHWR W JEACTEUA HE OCHOBEHWN NONYYEHHEX pE3YNBETATOR,
- PRCCMOTDEHWE peayNeTATOSE, BHXGOALME 38 Npagent YCTEHOENEHHEY TRehoasHIiE.

I}
5 CTAHABPTHIALMA W ATTECTALWA [BANWABLWA]!
- seTonos oThopa npol W namepeHul;
- METOOBL! 3NEKTPpoHH0A OGpaGOTEM 08HHBLX,
- METOO0E 0fyHSHUA NEpCOHENA.
I

G OippopmnedHe/spadesHel, ApIHEWPOBEHHE AEHHEIX

F-HI::,'HEIK 1 — AHENWI ABHHBIX, NOMYHEEHHRIX NPW NeEPEOHAMANEHOM KOHTROME
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4.3 AHANWI AAHHBIX, NOMYYEHHLIX NPW TEEYLEM KOHTpORS (pUCyHOK 2)

4.3.1 OTHop npob W obpalleHWe © HAMK

MeTogw otBopa npod npueegeHs: B MICO 14598-1. O16op npob ABNAETCA CAMBIM BANMHLIM ITAN0M B MO-
MYyYEHKN OOCTORSDHLIX PEIYNETATOR. B 0ONonHEHWE K 3ToMy NabogaTopia GOIKHA WMETE YETHHE MHCTYKLHK
Mo MapkrpoBge Npod W paboTe C HAMK, B T. 4. N0 TDHEMES, BiNONHEHWD BCEX SHANHTHYSCHMX ONepauWmi 4o no-
NYHEHWA KOHESHEX DEIVIETATOE W NPABANEHOR HOBHTWMEAUWK ITHX DEFVITETATOR C HCXoOHoR Npoboii.

4.3.2 CHop AaHHLIX

CnegyeT pyrEoaodcTE0BATECA OBLUMMK VEAZAHWAMA N0 COCTABNSHKIO NNada oThbopa npob, NpYBeLeH Histk-
mu B MCO 14698-1. B pononHeHue K atomMy, Bo HabesaHine PericTpaumMi olwmbouHey paayneTatos, Heobxon-
MO YHUNTRIBATE Ceayiowue akTopk:

= CobEHHOCTH OBNACTH NDUMEHEHKA,

= ONpeaengHue NapaMeTpoB, XapakTep X 4Na 3ToA obnacTi NpMMeHE HAA;

= ToHKM oTDopa npob B TEXHONOIMYECKOM Npouecca/cHcTeME,

= Npenens oBHAPYHEHNA M YYBCTENTENLHOCTE TECT-CHCTEME,

- NOpAOOK CEopa OaHHRIX B NPOLUSCCE SKCMNYATALMM.

1 AxHanus GMoIArPAIHEHNE B KOHTPONLHEIX TOMEAX B 30HE DHCKA:

- BHANWS ofpasucs 8 COOTESTCTEMM ¢ nnasom oTlopa npo;

- ONpE0eneHSE WACNa KonoH=e08pa3ynwne (Ruzsecnocobamx) equHRL;
- BHECSHME 3THX GEHHEER B NPOTOROM,

il

2 AHANMIE ¥ KOHTPONE BAHHLIX:

- CHCTEMETUIALMA QaHHRY_ coCTaENesne TabnulL MNE We cTaTecTiyHeckan ofpaboTea;
- NpagCTaENeHHE BEIyNaTATOE,

- BHAMNKE TEHZEHUMWA HIMEHEHWA PEIYNETATOR OO BESMEHEN;

- NOCTROEHWS E0HTDONBHBIX KBQT.

I

3 DUEHKER HaHHBIL:
- CTATHCTHYECKHA W HOPPENALUAOHHBIA BHANKS,
- BHAMNWS BOHTREONEHSE COPaILOEMEIONE I0EEHWE EOMMNBHTEPHEIX MPOTDE M.

I

4 NogreepwneHEs JAHHLL:

- BRNONHEHHS BhlHUCTIEHHRA;

- KomMNERTEEHAR o8pafoTia QaHHLIX,

- MEEpOBHONOrEECKEA KNACCHDHLSUUA KOHTRONEHEIX TOWEK ND YPOEHES MEKpOSHOrD 3arpA3seHHa;
- YCTEHOEMEHHE YPOEHER MUKPOEHOMD IBMPAIHEHURA B 30eEX DHCEE,

]

5 OueHKa pesyNsTATOE M COCTABNEHHE JAKMOYEHHA NO PE3YNLTATAM AHANKWIE:

- PACCMOTPEHKE PE3YVALTATOR, BEIOAALIME 38 NPeASns YCTAHOENSHHbIX TpeBoBaHMHA;
- NPHUEATHE, NpW HE0GX0QUMOCTH, KOPDEKTHEYVIOWHY DeRCTEMR;

- HOpEEKTHPORKS YPOEHEN NpagyNpeseHng, JERCTEAR @ LENH, NP He0GX0gHMOCTH,
- KODPEKTHPOBKS HDHTEDMEE YHCTOTE B 0HEN DHCEE.

I

G OipopMneHWe/ X paHeH e, apiHBEHpOBAHME BaHHLIX

FUcysok 2 — AHANEI QaHHEE, NONYYSHHEE NPH TERYILEM KOHTRONE

4.3.3 OdopmneHHe OaHHLIX
Cnegyer paipaboTaTe M BHEODHTE YETEMHA NOpRAOK pAGOTE C ZOKYMEHTALMENR, 4ToDM 0becneYHTE BOC-

TYMHOCTE BC2H MHHODMaLMK, NONYUeHHOA NPH NPOBEIEHMH MCNBITAHWA 38 KOHKPETHLIA NEpPUoD BREMEHH M
MM2I0LLERA NPaKTAYBCKOR JHAYEHWE. 3TOT NOPALOK AOMKeH BKMoYaTs B cefa cnegyiowes:

- NEPBOHAYANEHEIE AAHHBE,
- NEpeYaHs NaHHBIX, HOTODLIe BEOQATCA B AOKYMEHTALMIO (NpOTOKOM ),
= HAWMEHOBAHWE M1 MECTO XpaHeHHA NaGopaTopHoR AOKYMEHTALMKH MNK 0aHHEX B ANeKTPoOHHOA dope;
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= HCMONBAOESHWE DAY MYDHANOE, ONBDSLHWOHHBIX MACTOE, KOMMBIOTEDOE MK OPYTHY CPEOCTE DETWc-
TRaUWH pasnu4HisIX JaHHBX, BeHHCNEHWA W opyroA WepopsMadue,

= WHCTRYHELWKA NO BEJSHWI0 JOEYMEHRTALNM, NDOREDHE, HCTDABNEHWIG, NOGNHCAHKID M BUIWDOBAHKID (BTO-
PO NOANMCED) OaHHER HAEMNKOeHWA, DACYETOR M NPOTOKONOE;

= PEKOMEHIALKN N0 NPABEMNEHTA WHTEPNPETALMK DEYNETATOR;

= CNEUHANEHEIE, 3AK0OHOOATENBHEIE MINH HOPMATWBHEE TReG0BaAHKA,

= TpeBoBaAHWA K yDOBRHAM NpEaynpesaeHus, QeACTEWMA 1 and, MCXons M3 ocobeHHocTeil nanHon obnac-
TH NEAMEHEHKA.

4.3.4 OueHka gaHHbLIX

0o BsINCNHEHWA CTATUCTHYECKD R 0OpaboTiM OaHHEN, OCOBaHHD NPK BONBLLIOM YWCTe HabnKOeHuE, cne-
OYEeT CUCTEMATHAWDOBATE NOMYYEHHEN JaHHLE OMA BRABMSHAA WY OCHOBHGLIY XaPAKTEDUCTHE. 3TO MOMET
GhlTe COEMEHD KAYSCTEEHHD My TEM MRYNNWDOEAHWA NONYSeHHED DaHHB & COCTaRMNSHuEM TAGNKY W rpadukos
MM © MCNONBI0BAHKEM CTATHCTHYECKMY MeTono obpatoTiM JaHHey. CTaTUCT WY CHHMA METOLAMH MOoryT ob-
pafaTHBaATECA KK OTOENEHLIE JAHHBIE, TAK W WX TEYNNs, o0beguHeHH e 0BLLKMK CEORCTEAMM.

OnA Kawnoro aqanyas:

a) HeobXoduMo MMETE NMCEMEHHDE ONUCAHKE NPUMEHAEMOID METODA W CTATUCTHYECEMX METOQWE, HC-
NoNBEAOBAHHEE ONA aTTECTaLUWE 3ToMn MeToaa;

b) onucadue MeTona, Kak NpaBrno, JoMsHD OkiTh e oNyGNHKOBAHO B ABTOPHTETHOM WM30AHNH,

C) NpH YCOBEPLIGHCTEOBAHMI METORA CNadyeT NPHBOAUTE HEobxooWMoe oBoCHOBaHKE.

4.3.5 MNpumeHeH®e CTATUCTHYECKMX METOOOB K NONY4YEHHLIM Pa3ynsTaTam

CyTh CTATHCTHYSCKAX METOOOB COCTOWT B KCTPANOMALUWMKM paayNsTaTos, NoNy4aHHLIX NDW adannae oa-
HOW Npofkl, HA BCID COBOKYNMHOCTE MUKPODDIaHWIMOR B 30HE DICKA, M3 KOTOPOI aTa npoba Geina nony4exa. Ta-
Kaf JECTRananAlHMA HMeeT OonpegensHHyk HeTOMHOCTE, MOCKONLKY oT0enbHele npobol #He OTpamakT
XAPAKTEOHUCTHEM BCERA NOMyNALUMH MAKDOOPraHHMaIMos. 3Ta HETOYHOCTE MOMET BalTe OUBHEHA KOMWYECTBEHHD 1
YMEHBLIEHA 00 NPUEMNEMOrD YDOBHA 33 CYET NPMMEHEHHA HAANEXaulMX wmeTofos oTtbopa npof W
crartucTHyeckod obpabotin peayneraroe [1], [2].

PexoMeHIyeTcR NpOB0AKTE OUEHKY M aHaNK3 peayNeTATOE C HCNONEIoBaHWaM Bonee 00HOMD CTATHCTH-
YECKOND METOOa. B cBAaM CO CNOMHOCTEI0 NPOBEEOEHHA CTATHCTHYECKON OLEHKA M C BONBLUMM YHCNOM NMTapa-
TYPHEIX MCTOUHKEKOR MO 3TOMY BONEOCY. BEGOD 1 MCNONB3I0BAHWE CTATHCTHUYSCKMY METON0B ONA KOHTPONA |
OUSHENW 00CTOREDHOCTH O3HHED No SH03arpAIHEHMAM B HACTOALLEM CTAHOADTE He PacCMaTpHBaMNTCH.

4.3.6 AHANMI TEHOEHUWA W KOHTPONLHLIX KAPT

DamHmbe, NomyyeHHbe 13 oqHOA Npohe, KaKk NPABKND, HE SENAKTCA CTATUCTHYECKH JHaYMMEmK. TloaTo-
MY METOOWKM MAKPOBUONOrMHECcKONo KOHTPONA MOTYT MMETE CEDREIHLIE HBOOCTATHM, BadyLHe ¥ GonbLoMY
paabpocy NoONYyYaeMblx PEIYNETATOR. B CBAIK C 3THM LWenacoobpasHo 0aBaTe rpaddackos NpencTaanaHiue
pEaynNsTaToR 33 oNpedens BN NepUod BoemeHd OnA Toro, JYTobsl OTOeNHTE CryYaiHee KonebaHya JaHHbix
OF YCTOWYMBLIX TEHOEHUWA MMM BLIABMTE CYLLBCTEEHHEE HIMEHEHWA, O3Me BCNK PeIyNLTAThl HAXGOATCA
BHYTPI 330aHHBIX NDEOenos.

MeTon KOHTPONBHBIXN KEDT MOMET NPUMEHATECA KSK OGLEKTHBHOE W CTATHCTHYECKW OOCTOREDHOE CDe-
ooteo [1]. [2] ans oueHEM YHCTOTE! (Ka4ecTea) aoH pHcka. OH ocobeHHo NoNeass NpH NPoBeOeHHH TexyLWero
EOHTRONA. [N\ Uened NpHemME CepHM npoayviuud otbop npod no MCO 14688-1, 4.2, nepeducnedne ) MomeT
NPHMEHATLEA HAPAAY C APYTHMH METOOAMK KOHTPONA KavacTea. [NA ousHKn OTKNOHeHWA OT obbMHOre paa-
Gpoca 0aHHBIX MNA BEIARMSHWA PEIYILETATOR, BROOALMY 33 PaMEN YCTAHORNAHHBX TReboaaHmiA, MoryT we-
NONbLADBATLCA KOHTPONbHLIE KapTL, HAnpUMep kapTe WyxapTa, AudupepeHUMansHbie MTd KyMyNATHBHbE
OuMarpammi.

4.4. OueHka ahpekTHBHOCTH

OnA oLexin 3EekTHBHOCTH TEKYLLETD KOHTPONA M paGoTOCNOCOGHOCTH AHANMTHWIECKAX MATOQO0R NOMy-
YEHHEIE PEIYNIETATE CREAYET NEDHOOWYECHY aHaNWIKPoOBaTE, Ha OCHOBE TAKOM aHaNKaa MMKET NPOB0IHTECA
OUEHKE KPUTHYECKWK 30H HA COOTBETCTEWE YDPOBHAM NPegynpesmeHyA, GeACTEMA W, NP HeobXoaHMOocTI,
LENK W NpHHWMAaTECH PEWEHWS O KODPEKTHDOBEKE 3THX ypoaHel no MCO 145881,

4.5 Peaynktartel, BLIXOOAWME 33 OONYCTHMLIS NPaaenk

B xamnom cnydae nony4eHHA PesynsTata, BRXOOALLErD 38 A0NYCTUMbIE NPeSens., cnegyeT yoenTeCA B
OOCTOREDHOCTH ATOMD peayneTata. BoamMosHER NopROoE BeNONHERWA TAKKE JEACTEXA NDHBS0EH Ha pHUCYH=
k2 3. [Ina niobono BEXo0ALLers 38 JonyCTHMBIE NPEgens) PeayneTaTd, KOTOPEIA HE BRIZBaH OWWEHoH NpK npo-
paaeHuM oTBopa npol WM oBpaboTid OaHHel, DON¥HAE BLITE YCTAHOBEMNEHA NPHYHHA W OOMEHE DblTe
NpeanprsHATEl KOPREETUDYIOWHE OeRCTEHA,
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