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Mpenucnoewne

Lienu, ccHOBHLIE NEHMHLWINE ¥ OCHOBHOA NOPASOK NPOEE0EHWA paBoT No MEsnocyJapCTREHHOR CTaHgap-
THAAUWMK yeTadoaneHe [OCT 1.0—82 aMexrocynapcTeeHHan CHCTEmMa CTaHgapTHaIaumd. DoHOBHENE NoOMNoMe-
HHA» W MOCT 1.2—97 aMewrocy0apcTReHHaR CHCTEMA CTAMJAPTHIaUMM,. CTaHdapTe MEXroCYIapcTEEHHbIE,
Npae|na, peLoMeHIaLMK Mo MEXroCyIapcTBaHHON CTangapTraagyn. Mopaaox paspaSoTiK, NEpMHATAA, 0BHoB-
NEHWA W OTMEHEI %

CeapeHHA O cTaHOapTE

1 NMOOQroToOBNEH Ofwe poccAcKoR 0SWeCTEEHHON OpraHHIauMed cACCOUMaLKHE HHEEHEDOR ND KOH-
TROMO MUEpoIarpRIHeHni s (ACAHKOM) v opobpen MaxrocydapcTEeHHR M TEXHWHSCKHMM KOMUTETOM M0 CTaH-
gaptuaagumi MTE 184 «oObecnededne NpOMBILNEHHONR YHCTOThId W TEXHUHECKMM  KOMWTETOM N0 CT3H-
JapTraauui TH 2458 «[TpoMIB0IcTES W KOHTROME KAYECTED NEKapCTREHHEIX CPEOacTRs

2 BHECEH TepgepankHein aradTCTEOM No TEXHWHECKOMY DErynuposaHnsg 4 MEeTponNamm

3 MNMPHUHAT Mesrocy0apcTESHHLIM CORETOM N0 CTAHJAPTHISWWK, METDONOMAH W CEPTHMKILMA (NpOoTo-
Kon Me 27 ot 22 wona 2005 1)

3a NpUHATHE NPOronocosang:

KF.’!TME HAARSEHDEEHAE CTRAHE Kaa CTPAaHE CGKHHLLIE'HH'JIH HEAMEHDOBINAE HILUWH RO Opramss
no MK (MCO 3168} 004537 no ME (MCO 31668) 00457 N0 CTAHLE PTHARIAN

Aaepladnead ¥ AICTIHOAPT

AprEHER A MUHWCTEPCTED TORMOENW M 3ROHOMUYECKOTD pA3BEMTWA Pac-
nyfinukn Apaeqsn

Benapyce BY FMoccrangapT Pecrybnukn Benapyce

pyaus GE [pyacTasganT

KazgxcTad KZ FMoccrangapt Pecmybnuen Kasasorad

KbIpreiacran KG HEUMOHANEHEA HHCTHTYT CTAHAAPTOS W METDONOTHK
Heiprei 3ce0f Pecny B

Mongoea O Mongoaa-CTaHIEpT

Poccnackan DenenaUuna R DELEPANEHOE ATEHTCTED MO TEXHWHSCH0MY PEy ISR HWK
M METRONOMMA

TaO#HEHETEH Td TansMkcTaHIapT

TypamasicTaH Thi Mnasroccnyeba o TypRMeHCTaHIapTNADE »

Yallexucras Uz AreHTCTEO «Y 3CTAHOAPRT:

WEpasHa Ua MocnoTpe@cTaHaapT YEpaHHE!

4 HacToAwmWA cTaHgapT MOeHTHYEeH MeXayHapogHoMY cTadgapTy MO0 14688-2:2003 aHucTuie nome-
LEHHA W CEAIAHHEE C HHMH EOHTRONMDYEMBIE CPpadkl. KouTpons GnoaarprideHHi. YacTe 2. AHanua gaHHelx o
GuoaarpradeHHaxs (1530 146968-2 : 2003 «Cleanrcoms and associated controlled envirenments — Bicconta-
mination control — Part 2. Evaluation and interpretation of biccontamination datas).

B cTadoapT BEE0eHEl TEXHHYECKWME WIMEHEHWA, NOGroTORNEHHLE MOOTK 209 sYuoTeie NOMELWEHXA M
CEAZAHMBIE C HAMK KOHTRONHPYEMbBIE CREObLI%, KOTODLIE BROENeHs JRCHH0N BERTHRANEHON NUHWER, Pacnono-
HEHHOM CNEEA OT COOTRETCTRYMLUETD TEKCTA.

CREfeHA O COOTEETCTEMN MEXIYHAPOOHLIX CTAHOAPTOR, HA KOTOPEIE JaHE CChINKM, MEXTOCYOADCT BE H-
HilM CTAHAADTAM, NPHES0EHE B NDANOMaHEA A

3 Mpugaiaom TenepansHorg areHTCTRA Mo TEXHWYECKOMY DPEryNHpoRaHMD M METPoNoriK oT 29 cedTARbpA
2005 r. Mg 234-cT Mekrocy1apcTeeHHeIR cTaspapt MOCT MCO 14698-2—2005 BEefeH & QeACTEME B Ka4ECTRE
HALWMOHANEHOM cTangapTa Pocouickol enepaund © 1 Ausapa 2008

5 BBENEH BMNEPBLIE

Hughopaayua o aeedansul & dedemeue (Npaxpaweruy deldomaus) Hacmoswe2o cmandapma nybnuky-
SIMCH @ yEazamene « HauuoHansHeEe cmandapmeis.

Muchopamauus 08 usMeHReHUAY K Hacmosiyeny cmandapmy nybnukyemes & yrazamene [kamanoza) «Ha-
YUOHAMLHEE CMaHdapmeis, 8 MEeKCHT UIMEMENUD ~— 8 LMDopMaLUonNER yREIBMEnay «HayuoHanbHse
cmandapmels. B cnyyae MepecMompa WU cimMetsl HECMaAWe20 cmandapma coamaamomeayolan uHgop-
MauLua Bydem onyBnukosars & UHEoDMAaLUOHNOM VKEZamens « HayUuoHaTEHEE CITAaNdaDmbis

& Crangaptvndropm, 2005

B Pocouicxkoi Oegepayui HACTOAWMA CTAHOAPT HE MOHET BblTe NONHOCTEIN KK HaCTHYHD BOCTPOMIBE-

OeH, THPAKHPOEIH M PAcNpOCTpaHEd B HaYecTEE 0fMUMANEHOND HanaHKMA Ges paspewenna PenepansHong
AraHTCTEA NO TEXHWUECHOMY DErYNMDOBAHKID W METRONOIAK
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CogepaHue

1 CHnacte NpUMEHEHAR .
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3 TepMuHbl ¥ oNpedensHis . e e . . . . . . |
4 AMAnWI GaHHBIX :}Eunaarpﬂanenuﬂx Camta B8 58 o o e e s b . .
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BeeneHue

TpeboBaHWA HACTOALLEND CTAHGADTA HANPABNEH L HA OFECNEYEHWUE YHCTOTE M THIMEHE B NOMELLEHUAK,

CTasOapT ExoduT B CEPHIC CTaHAapTOR N0 4MCTOTE KOHT DONMPYEMEX CREd W COARPHNT METOOE! OLIEHKM
BroaarpRadeH i, npuegtendee 8 MCO 148981, OH MOMET NPHMEHATECH U NPK AHANKSE JAHHLIX, COBRAHHELX
C MCAONLI0BAHMENM OPYIUX METOOOE.
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M E M 'O CVY OAPCTUBTEMHHUB #A C T A HQOAPT

YUCThie NOMBLBHAA M CEBAIAHHBIE © HAMW KOHTPOMADYEMBEIE CPEL]
KOHTPONb EMO3ATPAIHEHWHA
YacTe 2
AHANKI JaHHLIX O BHOIATPAIHEHWAX

Cileanrooms and assoc:atad controlied environments. Biocontamination control. Part 2.
Ewaluation and interprelation of biocontamination data

MNara eegesws — 2006—01—01

1 OBnacTe NpUMEHEHWA

HacToalwWi cTasaapT YCTAHABMWBAET METOOR OLUEHKH MUKPODHONOrMHackoro IarpAIHEHWA BoINYXa Ha
OCHOBE DaHHBX, NONyYeHHEY B 30Hax pUcka myTenm oTiopa npob, cogepHaiMy #MaHecnocobHeIe YacTHLe.
CTangapT cnegyet HCnone3oBaTe, rge ato TpebyeTcA, coaMectHo ¢ MICD 14698-1.

2 HopMaTMBHLIE CCLINKW

B HacTofwem cTandapTe HCNoNs3IneaHkl CORMEN HE CREaYIOWHMEe CTAMOaDTE:

HMCO 14698-1:2003 Y4CThie NOMELWEHHA U CEAIAHHLIE C HAMK KOHTPONKUpYaMEe Cpadkl. KouTpons Buo-
aarpAaHeHd. Yacte 1. OBwMe NpHMHLKMNE! 1 8MeTo0 R

MCD 14644-1:1999 YucTsie NOMBLEHWA W CEAJAHHLEE C© HAMW @ KOHTDONMEYEMBIE  CRE0b.
Hacts 1. Knaccndukayna YMcToTE BO3OYXA

HMCO 90002000 CucTeMbl MEHEIHMEHTA Ka4esTEa. DCHOBHEE NONCHEHWA K CNOBAD:

MCO 3534-1:1993 CratucTeka. CRoBape W CUMEDNE. HacTe 1. TepMuHe No oblel CTaTUCTHKE

WMCO 8258:1991 KonTponeHee kapTe Wyxapra

MCOTP T7AT1:1997 KyMynaTHBHBE QUargpaMme. PYKOBOGCTED NO KOHTRONKD KAYECTREA M AHANWIY JaH-
HiblX C MCNonbB3oBaxKen metonoe CUSUM

Pyrorogeren MCOMMIK 51:1999 AcnexTel De3onacHoCTi. PYKOBOOALWME YEISIEHKR N0 BRIHOYEHKI0 WX B
CTAHOAQTh

3 TepMuHLI U onpegeneHWA

B HacToAwEM cTasgapTe NpUMeHesl cNedyiuMe TEpMUHE! C COOTEETCTEYIOWMMK ONpeaens HUAmMM.
3.1 ypoReHs aedcTEWA (action level): Mo MCO 14698-1.
3.2 ypoReHe npegynpexaeddn (alert levely Mo MCO 146981,

MpuMedaHse — MpH NPeBRILSHAY YIOBHA NPEOYNPEIEHAR CNESYET YOENHTE NOBRIWSHHDE BHHMAHWE Bol-
MONHAE MM Y NPOLECCY.

3.3 KOHTpOnk Npocnexueaemocts (audittrail). Pag JoKysMeHToR WK 3anKoe il B NROTORONEY, KOTODEIA
MO3RONAET NPCCNEaNTE BIAHMOCERIAHHY IO MHODRALMID.

3.4 GuosarpraneHde (biccontamination): Mo MCO 14698-1.

3.5 yncroe nomewenre (cleanroom): Tlo MCO 14644-1, 2.1.1.

3.6 cHCTeMaTHIauWA aaHHLix (data stratification): MeperpyNNAPCELS DAHHBIX © LENB BRIABMNEHWA K
OCMBICTEHMA BAAH B TEHGEHUWA M CTENROHEHHIA.

Hzpauwe ohMUHENBHOS
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3.7 oueHka (estimate). IHayeHWE CTATUCTUSECKOTD KPHUTEDHA, NONYYSHHOE NEW NPOBEIEHIA DACYeT.
[MCO 3534-1, cTatea 2.51]

3.8 npomaneHMe ousHEW (estimation) PacueT YHCneHHby IHAYEHIAA (M3 OaHHBE, NOMYYeHHLX MoK
aHanKae NpoSel) NADAMETDOR PACTPEIENEHWA, BRODAHHBE B KAYECTRE CTATHCTHYECKOR MOZENH ONA MeHe-
pankEHoOR COBOKYNHOCTH, W3 KOTopod BapaTca ata npoba.

[MCO 3534-1, craTes 2.49)

3.9 craTMCTHYBCEMA KpuTepuid (estimator) CTaTUCTHUSCKAR BEMNWYMHA, WCNONB3YEMAR ONA OLEHKKR
napamMeTpa resHepansHoi CORDKYTIHOCTH.

[MCO 3534-1. craten 2.50]

|3.1U onacHocTe (hazard): Mo MCO 14698-1.

3.11 pwek (rizsk): Mo MCO 146958-1 (PykorogcTes MCOMBK 51, 3.2).
3.12 aowa pucka (risk zone): Mo WMCO 14698-1.

|3. 13 uaneaocl ypoBeHw (targel level): Mo MCO 14698-1.

3.14 panwgauwa (validation) Mo MCO 14698-1 (MCO 9000, 3.8.5).
3.15 muadecnocobHan vacTHua (viable particle): MNo MCO 14898-1.
3.16 muanecnocobHan eguHMua (viable unit, VUL Mo MCO 14698-1,

NMpumeysaswue — B cnydans, K0T0E KONWYSCTAD ¥HZHECNOCOSHE X BOWHUY ONPEOENAATCA KEK HHCNO KONGHUR
Ha BFEDODE0W NWTATENEHOW CPROE, WY HAILIBAWT, KA NPABKNO, KONoHMSDBRaZYVIoWRME BWHWLEMK (KOE). Oone KOE mo-
WET COCTOATE M3 OAHOR MK Bonee MUIHECNOCoBHEIX BguHML.

4 AHanu3 OaHHbIX 0 BUMO3arpAIHEHHAX

4.1 OBwme NoNoXeHHA

B WMCO 14698-1 npUBEIEHE! PEROBMEHOALMH NG YCTAHOEMEHAKD YDORHER DEHCTEWA, NPEnyNDEKOEHAR |,
npW HEOSXOAHMOCTIA, UENaBkX YDOEHEA, aTTECTALWA (BaNKAALWA ) METOO0R NOOCHETA W MHTEDNDETALWA OaH-
Heix o BuoaarpAadeHHAx. HacTORWWA CTaHAaPT YCTAHAANWEAST METOOE AHANMIA NONYYEHHBIE JaHHBIX.

Mpy obpaboTke peayneTaTos MUEPOSWONOrMYECKONT KOHTPONA 8 3oHax pMcka TpebyeTch yuuTeBaTh
cnegyiowne thaKTopk:

= B NOMyYasmbly OaHHb,

= HEODXOOWMYIS MHDODMaLNHD,

= METOOk 0GpaboTEH NONYYEHHBIX J3HHEY [HANPWMED, CTATACTHYECKHE METOL], KODDENAUWOHHBIA aHa-
M3, HCNONEIOBEAHWE KOMMOBIOTEPHBIX NPONPaMM 1 Np.);

= CHCTEMATHIALMWID OaHHLIX C UENL0 GGHADYHEHWA CYLBCTREHHEX TEHOEHLWA W OTENOHEHKA;

- BAO NPpeacTapnequs NoNyMeHHLIX DeayneTaros (HANPMMED, KAHECTEEHHBIM, KONHYECTREEHHLIA, rpadim-
YECKWH, WMDpoRoi) W e0rHMLLl HIMEDEHKA;

-« BOCTDOMIBOAMMOCTE JAHHEX W NPOONEsMe, CEAIAMHEIE C NPHMEHEHWEM SHANWTAYECKHY METODOR,

- AHANWMI TEHISHLMKE;

= KOHTDONMBHES KADTEL,

= OUEHKY, WHTEPNPETALNID 1 OPOpMIEHAE PEIYNLTATOR.

CUeHEyY PRIVNETATOR LENeco0bpaiHo BsINoNHATE B B3 ATana: Npd NepBOoHA4YANEHOM KOHTDONE [BBoge
CBOpYDORAHKMA B ICMNYATALWI) M NPW TEKYLLEM KORTpONE.

4.2 AHANM3 JaHHLIX, NONYYEHHLIX NP NEPEOHAYANLHOM KOHTRONE [prCyHoR 1)

4.2.1 [NocToBepHOCTE AaHHLIX O BHMO3ArPAIHEHWAX

Ona Tore 4Tobk NoNYHUTE JOCTOREDHY OUEHKY YPORHA GHO3arpRIHEHHA, WCHOOR K3 SaHHL, ROMyqeH-
Heix no MO0 14608-1, tpefyeTca yUMTRIEATE CNEqYoWMe draKkTops:

-« AOCTATOMHOE YHCno OTOSBPaHHEIX NP0E, MY 0OHOPOOHOCTE M TOYHOCTE PEIBEOEHWR, 8CNH 3Ta ONepauWa
NpHMEHABTCA;

- COCTAR MUHPOOPIAHHIMOE, BRIABMASMEN B HHUAHECNOCOBHBX YACTHUAX, 810 WIMEHEHHE BD BREMEHH,
BNHAHKME CTPECCE W NOBREHOSHWA HE BRIKHBAEMOCTE M BhiABNEHWE;

-« PEIYNLTATH, NONYYASMEE B PAINMHHLIX MacTax oTBOpa Npob 8 30HAX PUCKS MK B ORYTAX KOHT ponypy-
EMbIX I0HAN,

= METOEI KyNETHEXPOBAHWA W NOOCHeTa;
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- BuIGOp METOOa AHAMNKIS W COOTHOWEHIXE MEMTY NPAMBIMIA ¥ KOCREHHLIME NAPAMETPAMIA, ONpEganae-
BB MDA MCNBITAHAAK.

4.2.2 KoppekTHpylolwMe elcTEHA

[Ona nonyqesna 0fLEKTHRHEIX DEIYNETATOR KPARHE BAMHD ODHADYMMTE M YCTPaAHKTE NPUSMHE! BOIMOH-
HilX OG0k, [pK MCCneqoBaHHuK NEYHHE NOABNEHWA PEIYNETATOR, BX00AWME 38 NPEnens! YoTaR0BNEHHLIX
TpeBoBaHWA, CNenyeT YMUTRIBATE BOIMOMHOCTE CLWHEKK NDH NCNLITAHKAX,

AHanKa npeacTaanAeT cobor;

- CTAHOAPTHEA METON BRHARMNEHHA SHOMANBHLIX PEIYVNLTATOR;

= MCKMIoHEHHE TRYDLIX W CHCTEMATHYECKAY DLIHOO0K,

= DLEHKY W3MEHEHHHA;

- NpoBepky IHPEKTHEBHOCTH (BOCNPOMIEOOHMOCTH) PACCMATRWREAEMOrD METSOA;

= Nposepky paborts oBopyOOBAHMA,

- GOOCHOBAHWE W J0KYMEHTHPOBAHKWE DEIYNETATOR AHANKIA;

- YETKOS NOHKUMAHWE TOFD, K2 MOMYyHaTod KOHEYHE De3yNeTaTel NP NORTOREHUK aHANKNIA.

4.2.3 MpoTokoni

OauHeie o NepuodUYectd BRINONHASMbX NDpORERKAN METOOO0B W NPUE0D0R, BHYTREHHEM a¥OUTE, & TAKKE
NepERYHEIE JaHHBE, X0 BEHMWCTEHARE, NOMNyYeHHBIE DEIYNETATE M OKOHYATEN L HBE NPOTOXGNE CREaYeT ofop-
MAATE OOEYMEHTANBHO W XPAHHTL HAONEHAWMM 0SDAI0M.

MpoTokones gomsHsl BEMOHaTE B cefia ganHee o NepcoHane, NpUHMManes ysactue B oThope npod,
NaAroTOBWTENLHEX PaGOTaX, MCNBTAHMAX, CLEHES DEIYNETATOE W GODMMESHWH JOKYMEHTALMA. [JomeHa BaiTe
ofecnedeHs BOAMOMHOCTE QETANLHOW NDOBSPEA, K3K W KOMDa NpoWaIoling WIMeHEHHA MNobbx eIy NsTaTos.
CnegyeTt NeprHogu4ecky 0GHOBMNATE GaHHLIE O NOSNHCAX, WHULWaNax W ciMBonax. CnenyeT yeTaqoBMTE NODA-
ASK NEpenaqds (pacchilin) NpOTOKGNOE (NG NoYTe, akcy MW INeKTROHHDNR NoYTe ).

Bawuo ofecnedqdTs HADeWHYHr 33WWTY SaMHbIX W NPOTOKONCE, B T 4. JaHHbX, XpaHALMECS B
KOMMEBICTENE.

1 Onpegenedie Toves oTHOpA Npos. NEPeYHA GAHHEIX, AOCTATOYHGIX ANA NPOBLAEHKA KOHTPONA GHolarpas-
HEHWA, W paspafioTea nnaHa orBopa npob (no WCO 14698-1):

- YCTAHOEMNEHWE NEREYHRA NPORSpABMER NADAMETOE,

- paapatioTka nnaxe oTBopa npod;

- moaroToeds HNAHKDE PErMCTREUME MONYYeHH:IE DaHHES,

- YCTARDEMNEHHE NPE0BAPHTENEHE IHANEHIEA NPELENOE NEPAMETROE,

T

b MpegeapuTensHan onesea (o MCO 14508-1 )

- HEMws A BM03argEIHEHHE;

- BaIBpAHHOND METOOE KOHTPONR,

- pE3YNETATOR OTOCPE NPpof W W MAEDOBMONOMEMECH0ND AHENAIE.

[H

3 AHAENWI W NPEJCTAENSHWE AAHHEIX:

- GEOPMMNEHKE QaHMEY B 8W0e TahNWUL;

- CHETEMATHIAUMA NONYSEHHBIN JaHHEX,

- OEOPMNEHRE PEIYIETATOER,

- CTATHETHECEAR oipaloTEa nomeHHEE JRHHEIE C ONPeOanaH@enM W pA3Bpoca W AOCTOREDHOCTH,
- MOCTPOEHWE KOHTPONEHEX KART.

1]

4 CHieHEa BaHHBIX:

- ONPELENSHHE YPOEHERN MUKPOEMONONECEONT FAIPAIHEHNAA B HOHTHONEHSIE TOHKEMN

- ONPELENSHHE YOOEHEN UENW, NPEIyAREHLEHWR U JEACTEWA HE GCHOBAHWA MOMYHEHHEY PEIYNLTATOR,
- BPECCMOTDEHWE DEIYNLTATOS, BRXOQALIME 38 NPELEnt YCTEHDENEeHH S TpeloaaHui.

i

5 CTAHAAPTHIALMA W ATTECTALMA [BEMNWAELWA)
- mETon08 oTiops npol W HamepeHuR;

- METOOE! BNekTpoH=0A oGpaBoTHH OSHHREL;

- METOO0E 08y-8HNA NENCOHANE.

[} OipopmneHue/ipaHeHel, BPXAEWPOEEHHE DAHHBIX

Pﬂﬂj‘HGl{ 1 — AHENWI JEHHEIX, NONY4HEHHEIE NP MepEOdHSMANEEOM EOHTROm:
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4.3 AHANKI OaHHLIX, NONYYEHHBIX NPK TEKYLEM KOHTRONE {pHCYHOK 2)

4.3.1 Or6op npob W oBpalleHHe © HAMRK

MeToaw orGopa npob npueenes B MCO 14698-1. O1Gop npof ABNAETCA CAMBIM BANHLIM ITAN0M B [0-
AyUEHKA A0CTOBEDHLIX REIYNETATOR. B ACNCNHEHME K 3ToRMY NABopaTopuA GONKHE MMETE YETEWE MHCTRYKL{HMA
no mMapkupoake npod v patoTe © HAMK, B T. Y. NO NPHEMKE, BEINOMHEHMID BCEX aHANHTHYSCKHX ONepaumMi Ao no-
NYYEHAA KOHEYHEX PEIYIETATOR W NPARMTEHOR MOSHTWGHEILMIA 3TIX PaIyNETaATOR C MCXOOMoR Npoboii.

4.3.2 CHop QanHLIX

CnegyeT pyroBoACTROBATECA OBLLWMK VEAZAHMAMI N0 COCTARNEHHIO NNaxa oTGopa Npob, NpUBeaeEH Hii-
mi B MCO 14688<1. B pononHEHHe K aToMy, B0 H35esaHke DEMMCTRAULMKA OLIWEOYHEY DE3YNETATOR, HEOBxoT K-
MO YUNTBIBATE CReayIoLiMe aKkTope:

= ocobeHHocTi OBNACT NDMMEHEHKA,

- ONpEaensHue NapaMeTpoR, KapaKTepHaX ANA 370 oBnacTi NRHMEHeHIA;

= ToUKM OTOOopa Npob B TEXHONOTHYSCKOM NDOLECCa/CHETEME,

- Nnpegents COHAPYHEHWA ¥ YYBCTENTENLHOCTE TECT-CUCTEME,

- NOPAACK cHopa QaKHEX B NPOUSCCE IKCMNYATALMM.

1 fHanwuz: SMOIAFPAZHEHMA B EOHTPONbHEIY TOUMKAX B 30HE DHCHA:

- BHANWS COpasUGs 8 COOTEETCTEMM C NNasoM oThopa npal;

- ONpefanaHse SHcna KonoHReo8paIVIoLIME (KHa3HecnocoBHEY) BOWH®L;
- BHECEMAR ITHE QaHHLX B NEDTOKOM,

I}

2 AHANKE W HOHTPONE QEHHLIK!

- CHCTEMETHIALWA JAHHEIX. COOTAaBNeHNE TA0NWUL WNeE W cTaTHCTHYACKaR obpadoTra;
- NPEOCTAENEHWE DEIY NaTATOE,

- BHAMNWE TEHIEHURA MIMEHEHNA PRIYNETATOR CO BRSMEHEM]

- NOCTROEHWE EOHTRONEHEIX KEQT.

Il
L

3 OLUEHKA JAHHLIX:
- CTATHCTHYECKHA @ KOPPENALBOHHEIR BHANKS;
- BHANHE LOHTPONEHEE GOPaIL0E BENDNEIOEAHWE AOMNBHTEPHEE NPDTPAMM.

i

4 NogreepHosHEe QEHHLE:

- BRANDASEHWE BeiHHCTIEHHE,

- koMM TepHAR ofpafoTid QEHHLIL

- MEKpOBMORONEHECcKEn KNSCCHDHEALUR KOHTRONEHEIX TOMEK N0 YPOBH MAKPOSHOTD 3aTpH3sEHIA;
- YCTEHOEMEHHE YEOEHEA MURPOEHOID JEMPAZHEHWR B I0HEX PHCEE,

I

5 OueHKE pesyNeTATOR W COCTABNEHHE IBHMIOMEHRA N0 PEIYNETATAM BHANKIA:

- PACCMOTREHKE PRAYNETATOR, BRIXOARILMYE 33 NDEASNN YCTAHOBNSHHE TRRBORAHA,
- NPU#ATHE, NP HSoGA0QUMOCTH, LOPEeKTHEYWN JaRCTEMEA;

- KOPPEKTHPOEKS YPOaHER NPESYNPesOesnn, GERCTEMR W YENH, Npw #eoBXogHMsocTy
- HOPPEKTHPOEKS KOMTEDHMER MUCTOTE B S0HAK DHCKE.

I

B OehopMReHHe K pAHEHHE!, APAHBHPOBEAHHE BAHHLIX

Pucysor 2 — AHANAZ DaHHEY, NONYYSHHEE NP TEEYULEM KOHTRONE

4.3.3 Odopmnedde gaHHbLIx

Cnegyer paipaforars M BHAODMTE YETEHMA NopAAoK padoTel ¢ QOKYMEHTALKER, YToDE oDecnEYnTE Boc-
TYMHOCTE BCEH MHDODMaUMK, NONYYEHHOR NPH NPOREOEHAH HCNBITAHWEA 38 KOHKDETHLIA Neprcd BPEsMaHH ¢
MMEIDLEA NPaKTUYeckoe JHaYedHe. 3ToT NoPALCK OONMeH BKMoYaTs B celda cnedyowes:

= NEPBOHAYANEHES DAHHES,

- NepeYeHt JaHHB, HOTOPGLIE BEOQATCA B QOKYMEHTALMMD {NPOTOKOME ),

= HAWMEHOBAMWE W MECTO XPaHEHKA NAGopaTopHON JOKYMEHTALMK WK N3HHEX B ANSKTPOHHON dhopsse;

FOCT NCO 14698-2-2005, YuncTtble NOMELLEHNS U CBSA3AHHbIE C HUMWU KOHTponupyeMble cpeabl. KoHTponb 6rosarpssHeHuii. YacTb 2. AHanus gaHHbIX o 6rosal
Cleanrooms and associated controlled environments. Biocontamination control. Part 2. Evaluation and interpretation of biocontamination data


http://www.gostexpert.ru
http://gostexpert.ru/gost/gost-14698-2-2005
http://gostexpert.ru/gost/gost-14698-2-2005

rMoOCcT UCO 14698-2—2005

= HCMOMNLIDBAHWE PABOYHE KYDHANOE, ONEDALWOHHLIX TACTOR, KOMNOTEROR WK OPYIHY COEOCTE DETHE-
TRAUWH PAANHYHEBIX JaHHEX, BRIMACTEHWA W OPYTOR WHDODBMaLMHIA;

~ HHCTRYELUMK NO BReHW0 JOKyMEHTAL NN, NDOBERKE, HCTDABNSHKG, NOONMCAHK W BHIMPORAHKIO [BT0-
PO NOANMCERD ) AaHHEE HabnodeHui, pacseToR 1M NPOTOKONOE;

- PEKOMEHAALWA N0 NPABUNEHOH AHTEPNDETALWA DEXYNETATOR!

= CNBUHANEHBIS, 3AKOHOLATENLHLIS MMM HODMATUBHEIE TREBOBAHKWA,

- TpeGoBAHKWA K yDOBHAM NpeQynNpesieHis, QEACTEMA 1M WENA, MCXa0s 3 ocobeHHoCTER nanHoi obnac-
TH NPHUMEHEHHA.

4.3.4 OusHEa AaAHHLX

Do BRNCMHEHHA CTATHCTHHECKOH 0BpaBoTi DaHHe:, CCoDaHHD MoK GoNBLUOM YHCTE HaBNKOeHuia, cne-
OYET CUCTEMATHIMDORATE NONYYEHHEE DAHHLIE ONA BHABMSHWA WX GCHOBHBIX XSPAKTEPMCTHE. 310 MOKET
BolTh COENAHD KAYECTREHHD MYTEM FPYNNMPOBAHMA NOMNYHEHHEX JaHHBE C COCTARMeHKMeM Tabnuy ¥ rpadukos
HITHA C MCNONbIDBAHHEM CTATHCTHHECKMY METOO0E 0BpatoTir DaHHeX, CTATUCTHECKHMA METOQAMA MOoryT 0f-
pabaTHMEATLCR KaK OTHENEHBIE JAHHEIE, TAK K UX TPyNikl, oBbagrHeHHEe 0BLLMMK CEORCTRAMI.

[nA kawnoro aqandaa:

a) HeolGxXoJuMO HMETE NACEMEHROE ONKCAHKWE NPUMEHASMOND METOOA W CTATHUCTHUYBCKHY METOHE, HC-
NONLIDEAHHBE JNA ATTECTALUMK 3TO0 METoaa,

b} cnucadue MeToga, Kak NEasune, AomsHo OkiTh e oNyBNHEoBaAR0 B BETODHTETHOM MILAHNN,

C) NpW YoOBBPLLSHCTEOEIHKA METORA CNEOYET NPHBOAKTE HEOSXOOWMOE OG0CHOBAHWE .

4.3.5 MpusmeHeHHe CTATHCTHYECKMX METOOOE K NONYYeHHLIM Pa3ynLTaTam

CyTe CTATWCTH4ECKAX METOQOR COCTOMT B CTRaNCNAUWY peayNETATOR, NONY4EHHLIX NDY aHanwae og-
HOA NpoGel, Ha BCD COBOKYMHOCTE MEKPODPIAHMIMOR B 30HE DWUCKA, M3 KOTOPOK aTa npoGa Beina nonydexa. Ta-
KAA IKCTRANOMALWA HMEeT ONpegenaHHyil HEeTOYHOCTE, MOCKONBKY OTOeMsHbe npobsl He  OTpamaloT
HAPAKTEPUCTHEM BCEH NONYNSLMH MUEDOODraHMIMoa . 3738 HETOHHOCTE MOMET GaiTh OUEHEHA KONUYECTBEHHO W
YMEHBILEHA 00 NPWeMNEMOrD YyODOBHA 33 CYMET NpHMEHEHMR HAANEKAWWKX MeTofos othopa npob W
cratucTHyeckod obpaboTil peaynetatos [1], [2]

PeroMmesayeTch NPOBOOMTE OUEHKY K aHANKMI DEYNETATOR C MCNONEIGEAHMENM BOMES 00HOMD CTATHCTH-
YECKOMD MeTona. B ceRaM co CNoMHOCTE NPOBEOEH WA CTATHCTHYE KON OUEHKA M C BONBLLIMM HKMCMOM NUTEDE-
TYPHBIX MCTOMHUEDR MO 3TOMY BONPOCY, BhBOD W MCNONLI0BAHWE CTATWCTUHECKHX METOOO0E ONA KOHTRONA W
CUEHEN DOCTOREDHOCTH JaHHEX N0 BM0IAMPAIHEHMANM B HACTORLWEM CTAHOARTE HE PACCMaTPMBANTCR.

4.3.6 AHanu3 TeHOOHUHA W KOHTRONLHLIX KapT

OaHsbie, NoryHedHsie W3 0gH0A Npoiel, KaK NPABKND, HE ABMAKNTCA CTATHCTMYESCKM 34 aqnsesini. NoaTto-
By METOOWEA MUKPOSHONOMMYECKOTD KOHTRONA MOMYT WMETE CBDBEIHLIE HENDCTATHH, BEOYIIME K BONkLIoMY
paabpocy Nony4asmMex pesyneTaros. B ceran © 3twM uenecoobpaiyo JaeaTte rpagiyeckoe NpeacTasneH e
peayNETATOR 38 CNPEfenaHHEIR Neprod BLemMeH ONA Tors, STobkbl OTORNHTE CNyYai G KDNeBaHuA GaHHLIX
OT YCTOAYMBLIX TEHOEHUKWA WNHA BLIAEHTE CYLUSCTESHHEE WIMEHEHWRA, O3HEe SCni PEIyNETATel HAXOOATCA
BHYTPK 380aHHLIX Npenenos.

MeTon KOHTPONBHLIX KAPT MOMET NPUMEHATECA K3K OOLEKTHEHROE W CTATHCTHYECKW AOCTOREDHOE Cpe-
acteo [1], [2] Ana ousHEA YHCTOTR (Ka4ecTea) 30H pucka. OW ocobeHHo naneaes NpY NPOBEOEHKIA TeXYLLIBMD
EOHTRONA. [Ra Lensi npreMi Cepid npoayvkuun otbop npod ne MCO 14888-1, 4.2, nepeducnedne ) MoweT
NpMMEHATECA HAPAAY C OEYTWME METOOAMM KOHTPONA KadacTea. [na ousHKM OTENOMEHWA OT 0BBIVHOMD pad-
GpOoca OaHHBIX MK BLIABMEHAR PE3YTIETATOR, BREXOGAALKME 33 DAMKK YCTAHOBNEHHE TReDOBaHWA, MOFYT HC-
MNMBINEATECA KOHTPOMNBHBLIE KAPTL, HANpUMep kapTel lyxapra, andihepeHUdansHee W KyMynATUBHEIS
Ouarpamni.

4.4. OueHka 3hpeKTHEBHOCTH

LnA ouey 300EKTHBHOCTH TEKYLLETO KOHTRONA M paGaTocnscobHOCTIA SHANMTHYSCKWY METOO0B NoMy-
YEHHEIE PEIYNETATE CNEAYET NEDHMOOWYECM AHANWIMDOBATE, Ha OCHOBE TAKOMD aHAMM3a MOMET NPOB0AMTECA
CLEHES KPWTHHECKWX 30W HE COOTEETCTEME YDOBHAM NpadynpeExgZeHdA, QEACTEWA W, NpW HeodkoamMocTy,
LIEMH W NDHHAMATECA PELLEHKS O KODDEKTUDOBKE 3THX ypoasad no MCO 146588-1.

4.5 PoayneTartel, BLIXOOALLWE 33 AONYCTHMELIS NPegenkl

B gamnom cnydas NonyYeHHa pesynsTaTa, BeXOORLIEND 33 A0NYCTMMLIE NDE0ENs, ChefyeT yOeauTeCH B
OOCTORERHOCTM 3TOMD. peaynsTata. BoaMowHbIA NOpROCK BHNONHEHWA TAKKWX GEACTEHIA NPUBEOEH HA DHUCYH=
ke 3. na niobors BeXo0RLEro 33 AoNyCTHMBIE NPELENS] DEIYNETATA, KOTOPLIA HE BRISBAH OWHGHOE NpW Npo=
sageHud oTéopa nNpob Wne obpaSoTed JaHHBX, OOMHHA GRTE YCTAHOBENEHA. NPHYEHA W JOMsHE ObTh
NpeanprHATE KOPPeKTADYIOLLME NeHCTEHA,

E u 5 '|' FOCT NCO 14698-2-2005, YuncTtble NOMELLEHNS U CBSA3AHHbIE C HUMU KOHTponupyeMble cpeabl. KoHTponb 6rosarpsasHeHuii. YacTb 2. AHanus gaHHbIX o 6rosal
(I L FE 1T Cleanrooms and associated controlled environments. Biocontamination control. Part 2. Evaluation and interpretation of biocontamination data


http://www.gostexpert.ru
http://gostexpert.ru/gost/gost-14698-2-2005
http://gostexpert.ru/gost/gost-14698-2-2005

MoCT WCO 14698-2—2005

MepeomEEE-HEa
PETTILTATR
3
Ha TnoGyarca
Aanan CooTsaTcryeT
plqmlﬂ:ml TpaScam M m“ mﬁ n!r ]
3
HE OTHET.
Clubemb COOTBETETENA mmm""“
TPOODLHMAEA W B S ALK ) IPOBAHIS WLONSEONHS
| Hoonsgoass- ne |
)
MepeonE-arHON
NefopETOPHOE MEENMOOREHHY
3 |
Ty perropeian NaiSopemopHan PRSYTE.TRT AKAN WA HENEMICTRUTANAH.
oumtie OLLBIA MposGTEs NORTOpHLIN GHASE
H TR | NoTREERRRTOR WId oThop Npob
¥ ¥
Ha coomaToreyeT Cupmenn LT TR T
TR e M - AT TRTON *1 Tpefonmma
_ ¥
| Vimyline+0e WCCnRAoRME |
¥ ¥
Naflopamopiss Isfioperropssn PESYTITET SHIMVES HEOSRCTENTIH
ownben ez e MpoanmTon NOETORHE BHEN
HE NOFTRRRTT MO TN W O npol B CODTRETCTE G MUITAHON
) )
He coorresromer | Cupmainn _| Coomamoreyer .| Hoonsosessass
TRATORAH Rl TR THTEN TP AR A AEREH I NWATT
¥
AR HE HEIEr-ae ouBel
B TEDCHON ONMSAGEDS MPOLSCEE
¥ $ ¥ r
Moo Weroass Mpomarys-ma
DS QB o MccnarcRaHA CrpeGol o Odiopmime
YCTAHOANOH i YETHOBNGH HOHTPOMA BIMOSTEE, bl
) ¥
OUAHER MPOIWTE W WITOOMN A Seosarprssissn. Novsrmee
PBLMEH L 0 T 8 Pl EERCTTIR, TRCTTT PENTIRHIAN BT MBMSCTRL, MNMopoymaua B iome
MICETOPHOR ETTOCTRLLM
Prucynok 3 — MpoeageHie aHanksa peayNeTATOR MW Wi HECOOTEETCTEWN 3a0AHHSIM TReGOBSHMAM

GOST FOCT NCO 14698-2-2005, YncTble NOMELLEHNS U CBSI3aHHbIE C HUMW KOHTponupyemble cpefpbl. KoHTponb 6uosarpsasHenunii. YacTb 2. AHanua gaHHbIX 0 6roasal
[N Cleanrooms and associated controlled environments. Biocontamination control. Part 2. Evaluation and interpretation of biocontamination data


http://www.gostexpert.ru
http://gostexpert.ru/gost/gost-14698-2-2005
http://gostexpert.ru/gost/gost-14698-2-2005

rocT HCO 14698-2—2005

Mpy BROSE B IKCTUTYATALWM YCTAHOENEHHLIE NPELENL MOMYT HOCHTE NPEABADHTENEHEBIN XARAKTED W Wa-
MEHATLCA B X008 TEKYLWETO KOHTRONA. PesynsTaT, BeixXo0ALME 38 DAMIM ITHX BDEMEHHD YCTAHOBMNEHHEL NDE-
AEnon, MOWET DacCMATPHBATRCA KAk MCTHHHLIA, OTPANAIOWME ASRCTEMTENLHOE HIMEHEHHE YDOBHA GHosar-
PAIHEHWA, W YEAILIBATE H3 BOIMMKHOCTE NEPECMOTEa NPeQEaRHTENEHEIX YCTAHOBNEHHLIX Npedenos. B aTom
CNy4ae MOKET He noTpeboBaTecA QOPMANBHOE NOATESDHOBHWE ONA YCTAHORNSHWA HOBLD NpEenoms.
MpHHAToE peweHke J0MmEHO BelTe 00bACHEHD M SROPMNeHD 00KYMERTANBHO,

4.6 ATTecTauuvA pelynkLTaTos

Qo odopMnedya NpoTokona cneayeT yEeauTecA B NPaBUnEHOCTH NONYHEHHbIX PEIYNETATOR B COOTRE-
TCTEHK C ONPEOENSHHEIM NOPAIKOM, KOTODLA Jorikes BEMKHETE 8 CEBA CnegysoLuies:

- MHCTRYKUAAD N0 OUEHKE NPHEMIEMOCTH PEIYNETATOR, BRMONHASMOH OEYHEHHBIM NALOM;

- MHCTPYELMID N0 CREDKE MCXOOHON Bassl 0aHHLIX ¢ MHDOPMaUHER, BREOeHHDR B KOMNBOTER]

- NOPAOOK NpECTARNSHKA peaynkTaTon,

« HHCTRYELWED NO OfopmMITEHKS NPOTOKONoE.

Mpunosedue A&
{cnpaBoyMHOE)

CBeaoHWA 0 COOTEBETCTEMM MEXMOCY4apCTEOHHLIX CTAHOAPTOR CObLINOYHLIM MEXYHADOOHLIM
(parvoHanLHLIM) CTAHOAPTAM

FTaGnuwuya A

DEoamiresniss CoRMENOre WL R PO O e S W AR EHD B S CO DT TLTEY L BT
CTRHIADTS ROy OQHRC T B HHO D CTaHOS0TS
HMCD 14698-1:2003 MOCT MO 14683-1—2003 YvcTeie NOMELWESHAA U CBRIEHHEIE T

HUMH KOHTPONHPYEMEE CRESL. KOHTPONE BHOZEFPAIHEHWA
YacTe 1. OEWLKWE NPHHLANE W METIARI

WMCD 14644-1;1009 FrMACT MCO 14644-1—2002 YucThie NOMSLUEH®A W CERZEHHLIE C
HUM M KOHTPONHPYeME® cpefbl. HacTe 1. KnaccHbeKEaUMA HMCTO Tk
BO3YXE

WCO a000:2000 bl

WMCOD 3534-1:1683 T B

WMCOD 8258:1984 Cp £

WCO/TR Tari 1987 "

WMCOMI3K 51:1994 "

T CooTRETCTEVIOWHEA MERIOCYQADCTEEHHER CTAHOAPT OTCYTCTEYET. [0 850 NPMHATHR PEXOMEHOYSTOR WONONEIo-
BATE NEPE30] HE PYCCHAR A3BIE ABHHOMD MEKOYHAPOAHOTO CTEHOAPTA W FAPMOHKMIRD0OBAHHEA C UM HEUWTHENEHSIR
(rOCyQAPCTEEHHLIR) CTAHAEDT CTREHE, HA TEPPMTORHM E0TOROA NPEMEHABTER HECTOALIWG CTAEHAGRT. MHhopsMauwa o
HENWHE NEpeRo0E SEHHOID MEXIYHAROOHOMD CTEHOE0TA B HEUWOHANEHOM GO0HAE CTEHAABPTOR UMW B WHOM MECTE. &
TACWE WHPOPMAUKA O OEACTEMW HE TEDPWTORWH CTPEHK COOTEETCTEYHIWErD HELWOHENEHOM (MOCYABRCTEEHHOM)
CTEHOBRTE MOEET BRTe NPMBELEHE E HAUWOHANEHEY MHEOPMALMOHHESY JAHHEE, O0NONHAKWWY HECTORAL WA
CTAHOSPT.

** He TeppuTopud Pocchacsos ®epepaywd gedctayiot FOCT P ACO 9000—2001 ChacTembl MBHEAMMEHTA KEHSG-
TEd. DCHOEHBIE NONoHeHWA W cnogape; FOCT P 50778 10—2000 CraTecTaqeckie MeTons. BepoRTHOCTE W GCHOBE
CTATHCTHRW. TEpMKUHEl W onpegenaswe; FOCT P S07TT9.42—09 CratHcTHMECEWE METoOk . KOHTPONeHES KEpTH L yxap-
TA COOTESTCTEEHHO .
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