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Mpeaucnosue

Llernu, ocHOBHbI€ NPUHLMMNBI U OCHOBHOW NOPSIAOK NPOBEAEHUs paboT N0 MEXIocyAapCTBEHHOI CTaHaap-
Tusauum yctaHossneHbl FOCT 1.0—92 «MexrocyaapcTBeHHasi cucteMa craHaaptusaumun. OCHOBHbIE NONoxe-
Husi» n TOCT 1.2—97 «MexrocyaapcTeBeHHasi cUCTeMa ctaHaapTusauun. CTaHaapThl MEXroCyiapCTBEHHbIE,
npasuna, pekoMeHAaLMK Mo MEeXTOCYAapPCTBEHHOMW cTaHAapTu3auumn. Nopsaok pa3pabotku, NpuHSTUS, 0GHOB-
NEHUS U OTMEHBI»

CBepgeHus o cTaHpapre

1 NOArOTOBNEH O6Lwwepoccuiickoi o6LecTBeHHOW opraHu3auuneit «ACCOLMaLUA UHKEHEPOB Mo KOH-
Tpono mMukposarpsisHeHuit» (ACMHKOM) u opo6peH MexrocynapcTBeHHbIM TEXHUMECKUM KOMUTETOM MO
ctaHpaptusauum MTK 184 «O6ecneveHne NpOMBbILLNIEHHOM YUCTOTBI» U TEXHUYECKUM KOMuTeToM Poccum
TK 458 «[Mpon3BoacTBO M KOHTPOSb KavecTBa NeKapcTBEHHbIX CPeacTe»

2 BHECEH ®epnepasbHbiM areHTCTBOM NO TEXHUYECKOMY PerynMpoBaHUIO U METPONorvm

3 MNPUHAT MexrocyaapCTBeHHLIM COBETOM NO CTaHAAPTU3ALMK, METPONOMKU U cepTudukaLmm (NpoTo-
kon Ne 27 ot 22 uioHs 2005 r)

3a npuHsATUe NporonocoBanu:

KpaTKoe HauMeHOBaHue CTpaHbl no I\K’I?(Fl(;'lggﬂ; 66) Coxpameuuoe HauMeHoBaHUe HaLUWUOHaNbHONo opraHa
no MK (MCO 3166) 004—97 004—g7 NO cTaHaapTM3auum

AsepbanpxaH AZ AsctaHaapT

ApmeHus AM MuHUCTEPCTBO TOProBNU U 3KOHOMUYECKOTO Pa3BUTUA
Pecny6nuku Apmerus

Benapycb BY FoccTtanpapT Pecny6nuku Benapyck

pysus GE I'pysctaHaapT

KazaxcTtaH KZ loccTaHpapT Pecnybnuku KazaxcraH

KblpreiactaH KG HauvoHanbHbIA MHCTUTYT CTaHAAapPTOB U METPONOrUK
Kbiprbizckoit Pecny6nuku

MongoBa MD Monpgosa-CtaHgapt

Poccuiickaa ®epepauus RU ®enepansbHoe areHTCTBO N0 TEXHUYECKOMY perynmpoBaHuio u
MeTposiorum

TagxvkucTaH TJ TapkukcTaHaapT

TypkmeHucTaH ™ naeroccnyx6a «TypkmeHcTaHAapTiapbi»

Y3bekncTaH uz AreHTCTBO «Y3CTaHgapT»

YkpaviHa UA FocnoTtpeberaHaapT YkpavHbl

4 Hacrosilmid cTaHAapT UAEHTUMEH MeXayHapoaHoMy ctaHaapty MCO 14698-1:2003 «YucTble nome-
LLEHWUA U CBAA3aHHble C HUMU KOHTponupyemble cpeabl. KoHTponb 6uosarpssHeHuin. Yactb 1. Obime npuHLm-
bl U Metoabl» (ISO 14698-1:2003 «Cleanrooms and associated controlled environments — Biocontamination
control — Part 1: General principles and methods»).

CBeZileHnsi 0 COOTBETCTBUM MEXAYHapOAHbIX CTAaHAAPTOB, HA KOTOPbIE AaHbl CCbINKU, MEXTOCYAapCTBEH-
HbIM CTaHOapTam, NpUBefeHb B NpunoxeHun H

5 MpukasoM PenepanbHOro areHTCTBa MO TEXHUYECKOMY PerynupoBaHu1Io U METPOSIOTUM OT 29 CeHTA6-
ps 2005 1. N2 234-cT mexrocyaapcTBeHHbI ctaHaapT FTOCT MCO 14698-1—2005 BBeneH B AeCcTBME B Ka4ec-
TBE HaLUOHanNbLHOro ctaHaapTa Poccuiickon denepauum ¢ 1 sHBapsa 2006 r.

6 BBELEH BINEPBLIE

UHgbopmayus o eeeleHuu e delicmeue (MpekpaueHuu Aelicmeus)) Hacmosiuie2o cmarnd0apma ny6nuKy-
emcs 8 ykasamerne «HalyuoHasnbHble crnaHAapmbiy.

UHehbopmayua 06 usMeHeHUsIX K HacmosiujeMy cmaHOapmy nybnukyemcsi e ykasamerne (Kamasoze)
«HauuoHanbHbie cmaHOapmbl», 8 mekcm U3MeHeHul — 8 UHGOPMaUUOHHbIX yKasamersix «HalyuoHasbHbIe
cmaHOapmbi». B criy4ae nepecMompa unnu omMeHbl Hacmosiuie2o cmaHd0apma coomeemcmeayrouwias UHgop-
mauyusi 6ydem onybnuxkogaHa 6 UHGHOPMaUUOHHOM yKasamerne «HayuoHanbHble crmaHdapmbi»

© CraHpapTtuHdopm, 2005

B Poccuiickoii ®egepaumm HAaCTOALLWIA CTaHAAPT HE MOXET BbIThb MONHOCTLIO U YAaCTUHHO BOCTIPOM3Be-
[eH, TUPaXWUPOBaH U PacnpoCTpaHeH B Ka4yecTee oduumansHoro usnadus 6es paspelieHus degepansHoro
areHTCTBa MO TEXHUYECKOMY PeryrmpoBaHuto U METPONorum
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BBeneHue

TpeboBaHuUs HAaCTOSILLErO CTaHAapTa HanpaeneHsbl Ha oGecneyeHne YUCTOThI U FMreHbl B MOMELLEHUSIX.
CraHpapT BXOAMT B KOMMNJIEKC CTaHAAPTOB MO YUCTOTE KOHTPONUPYEMbIX cped.

Mpobrema rurueHb! U YUCTOTbI UMEET NEepPBOCTENEHHYIO BaXXHOCTb B COBPEMEHHOM MUpe.

Bo MHOMMX oTpacnsx rurueHa u KOHTporib 61o3arpsisHEHUI UMEIOT BaXKHOE 3HaJYeHWUe ANs NPOM3BOACTBa
6esonacHom NpoayKLUMK CO CTabUnbHBIMW CBOWCTBAMU. PacTeT MexxayHapoaHas TOproens MpoayKumei, kauec-
TBO KOTOPOW 3aBUCUT OT cobniogeHusi Tpe6oBaHuiA MrmeHbl U YUMCTOThI.

HacTosiLumi cTaHaapT yctaHaBnueaeT TpeGoBaHUA K MeToAaM KOHTPONst 6Mo3arpsisHEHU B YUCThIX MO-
MeLLeHusx. TpeboBaHWUs K NPOEKTMPOBAHUIO, SKCMyaTauuy, KOHTPOIIO KOHLUEHTPALIMKU YaCTUL, B YUCTbIX MOMe-
LLIEHMSIX paccMaTpUBaOTCA B APYrux CTaHAapTax KoMnrekca.

B HeobxoaMMbIX Cryvasix opraHbl KOHTPONSA U HAA30pa MOMYT BBOAUTL AONOSHUTENbHbIE TpeboBaHus K
KOHTpOrto 6uo3arpsa3HeHuid U COOTBETCTBYIOLLUE OrpaHUUeHusi. B Takux cnyyasx MoxeTt noTpe6oBaTbCs COOT-
BETCTBYIOLLAA afanTauUusa CTaHAapTHLIX METO1I0B KOHTPOSTS.

MexnayHapoaHbii ctaHgapt NCO 14698-1:2003 paspabotaH TexHuueckum komutetom NCO/TK 209
Cleanrooms and associated controlled environments — YucTble noMeLleHus U CBA3aHHbLIE C HUMKU KOHTPONu-
pyemble cpebl.

MexayHapoaHsiii ctaHgapt MCO 14698 «Yucteie noMeLLeHus U CBA3aHHbIe C HUMKU KOHTPONUpyeMble
cpeabl. KoHTponb 61o3arpssHeHuii» COCTOMT U3 CNeayoLLIMX YacTen:

-yvactb 1. OBLue NPUHLUMNBI U METOABI;

-y4acTb 2. AHanua AaHHbIX 0 BUo3arpsa3HEeHUsX.
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M E XTFOGCYAAPUC CTIBETUHTHUB # CTAHAOAPT

Yucrble NnomMelLeHNs U CBA3aHHbIe C HUMU KOHTPONUpyeMble cpeabl
KOHTPOMNb BUO3ArPA3HEHUIA
YacTtb 1
OOwme NpUHLMNBLI U MeTOAbI

Cleanrooms and associated controlled environments. Biocontamination control. Part 1. General principles and methods

Data BBegeHus — 2006—01—01

1 Obnactb npumMeHeHus

HacrosiLumil cTaHOapT ycraHaBNMBaEeT OCHOBHbIE METO/bI KOHTPONSA 6Mo3arpsi3HEHUIA B YMCTLIX NOMeLLe-
HUSIX U CBA3AHHBIX C HUMMW KOHTPOMMPYEMbIX CPef.

B cTraHpapTe He paccMmaTpuBaloTcs cneuuarnbHble TpeboBaHus K KOHTPOIIo GruosarpssHeHW, onpeaens-
eMble KOHKPETHON 06nacTbid MPUMEHEHUS], a Taloke BONPOCH! NPOMBbILLIIEHHON 6e30NacHOCTH, B OTHOLLEHUW
KOTOPbIX CrieayeT pyKOBOACTBOBATLCA COOTBETCTBYIOLLMMU HOPMAruBHBLIMU JOKYMEHTaMM.

Hacrosiuuii ctaHoapT pacnpocTpaHsAeTcs TONbKO Ha MUKPOBUONOMMUYECKyIo ONacHOCTb.

2 HopmaTuBHbIE CCbINKU

B HacTosilLiem cTaHAapTe UCMONb30BaHbl CCLISIKU Ha CrieayloLlue cTaHaapTh:

NCO 14644-1:1999 YucTble NOMeLLEHUS U CBA3aHHbIE C HUMU KOHTPONMpyeMble cpedbl. Yacts 1. Knac-
CUPUKALIMS YMCTOThI BO3ayXa

PykoBoactBo MCO/MIK 51:1999 AcnekTbl 6e30nacHOCTU. PykoBoasiLLUE YKa3aHUSA MO BKIIOYEHMIO UX B
CcTaHaapThI

MCO 9000:2001 Cuctembl MeHemKMeHTa kayecTBa. OCHOBHbIE NONOXEHUSA U CMOBapb

MCO 14698-2:2003 YuCTble NOMELLEHUs1 U CBSA3AHHLIE C HUMMW KOHTPONUpyeMble cpedbl. KoHTponb
6uosarpsiaHeHuid. YacTb 2. AHanus faHHbIX 0 GuosarpsisHeHUsX

NCO 14644-4:2001 Yuctble MNOMELUEHUSs M CBA3aHHble C HUMU  KOHTPONMpyemble cpegbl.
YacTtb 4. [NpoekTupoBaHWe, CTPOUTENBLCTBO U BBOA B SKCMNyaTaLmio

MCO 14971:2001 MenuuuHckue msnenus. NpumeHeHWe aHanu3a pUCKOB ANt MeOULMHCKUX U3aenui

MCO 15161 Pykosoacteo no npumeHeHuto ICO 9001:2000

M3K 61025:1990 [depeBo aHanusa OTKa3oB

M3K 60812:1985 Metoabl aHanusa HafeXHOCTU CUCTEM

MCO 7218 :1996 Mukpobuonorus NPoayKTOB NUTAHUSI U KOPMOB ANSA XKUBOTHbIX

NCO 31 Komnnekc MexayHapoaHbIX CTaHAapTOB « EAMHULIBI naMepeHus»

3 TepmuHbl U onpefeneHun

B HacTosLweM cTaHaapTe NPMMeHeHb! crieayiolue TepMUHbLI C COOTBETCTBYIOLLMMM ONpeneneHusIMU.
3.1 O6wme TepmuHbI

3.1.1 ypoBeHb geicTBuA (action level): YcTaHOBNEHHbIH YPOBeHb 3arpsisHEHUs MUKPOOPraHU3Mamy,
npu NpeBbILLEHUN KoToporo TpebyeTcs HeMeaieHHOe BMeLLaTeNbCTBO UMK KOppeKTUpylolLee AenCTBUe.

WUznaHme ocpmumanbHoe
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3.1.2 ypoBeHb npeaynpexaeHus (alert level): YcTaHOBReHHbIN ypoBeHb 3arpAsHEHUA MUKPOOPraHU3-
MaMH, N0 KOTOPOMY Ha paHHe CTaaun MOXXHO 0BHaPYXUTb TEHAEHLIMIO OTKNOHEHUsI OT HOPMaSibHbIX aKCnnya-
TaLMOHHBIX YCIOBWIA, NPU KOTOPOM He TpebyeTcsi 06s3aTenbHO BLINOMHATL KOppeKTUpyloLlee AeiCcTBUe, HO
MOXeT NoTpeGoBaThCs NpoBeAeHUe UCCIeqoBaHUs NMPUYKUH TaKOro OTKIOHEHUS.

3.1.3 6moaaposonb: (bioaerosol): Buonornyeckuit areHT, AUCNEpPrUpPOBaHHbLIN B ra3006pa3Hoil cpene.

3.1.4 6moszarpssHeHmn (biocontamination): 3arpssHeHue matepuanos, usgenui, niopeit, NOBepxHOC-
TeW, XXMOKOCTEN, rasoB UIU BO3AyXa XXU3HECNOCOOHbIMM YacTuLiaMu.

3.1.5 uncroe nomewenue (cleanroom): MNMomelleHne, B KOTOPOM KOHTPONUPYETCS KOHLIEHTpauus
B3BELLUEHHbIX B BO3YXe 4acTuLi, MOCTPOEHHOE U UCMONb3yeMoe Tak, YTOObl CBECTU K MUHUMYMY MOCTynreHue,
BbIENEHUE U yaepXKaHWe YacTuL BHYTPY NOMELLEHUs], M N03BoNsioLLee, No Mepe He06X0OMMOCTH, KOHTPONU-
poBaTb Apyrve napameTphbl, Hanpumep Temneparypy, BNaXHOCTb U AAaBNeHUe.

[MCO 14644-1, ctatbs 2.1.1]

3.1.6 koHTakTHOe ycTpoWcTBO (contact device): YcTpoicTBO cneuuanbHON KOHCTPYKLMK, cofepxa-
LLlee COOTBETCTBYIOLLYIO CTEPUMbHYIO MUTATENBHYIO Cpeay, MMeloLLee NOBePXHOCTb KOHTAKTa, NO3BONSIOLLYIO
npoBoaMTbL 0TGP NPO6 C NOBEPXHOCTEMN.

3.1.7 koHTakTHasa nnactuHa (contact plate): KoHTtakTHOE YCTPOWCTBO Ha OCHOBE >KECTKOro HOCH-
Tens.

3.1.8 koHTponbHas Touka (control point): Touka B YUCTOM NOMELLEHWUU, B KOTOPOW BbINONHAETCA KOH-
Tpornb 6Uo3arpsiaHeHuiA U B KOTOPOIA ONacHOCTb MOXET 6bITb NpeaynpeXxaeHa, ycTpaHeHa Unu CHWXKeHa Ao Ao-
NyCTUMOIO YPOBHS.

3.1.9 koHTponmpyemas cpega (controlled environment): OnpeneneHHas 30Ha, B KOTOPON 3arpsisHe-
HUSI KOHTPONMPYIOTCS C MOMOLLBIO CeLuanbHbIX CpeacTs.

3.1.10 xoppekTupylowee gercTtBue (corrective action). [eicreue, npeanpuHMMaemoe B Cryqasx
npeBbILLEHUS YPOBHEW NpeaynpexaeHUs unm eicTBus.

3.1.11 mokyMeHTMpoOBaHHasa cucTema koHTpons (Formal System): Komnnekc mep no koHTponio 6uo-
3arpsisHeHU, BKNOYaoLWUi B cebsi MeToauKkU, 0hOpMIIeHHbIe AOKYMEHTarbHO.

3.1.12 onacHocTb (hazard): MoTeHUManbHbIiN UCTOMHUK BO3HUKHOBEHUS yliepba.

[PykoBoanctBo MICO/M3K 51, ctaths 3.5]

3.1.13 umnakTop (impact sampler): YcTpoiicTBO, NpeaHa3HaveHHoe AnA ot6opa YacTul U3 Bo3ayxa
WK OpYroro rasa 3a CYET OCaXaeHWUs YacTUL, Ha TBepaylo NOBEPXHOCTb.

3.1.14 wmnuHxep (impingement sampler): YcTpoiicTeo, NpeaHasHaveHHoe ans orbopa YacTuy u3 Bos-
JyXa Unv opyroro rasa 3a cYeT 0CAaXAEHUS YaCTULL HAa NOBEPXHOCTb XXWUAKOCTU C NOCeayoLLUM NPOHUKaHEM B
Hee.

3.1.15 atTecTauus (qualification): Mpouecc, B xoae KOTOPOro AeMOHCTPUPYETCS, YTo 06LeKT (BUA Oest-
TeNbHOCTU, NPOLIECC, NPOAYKT, OpPraHW3aLMOHHAs CUCTEMa UNKU MX KOMOWHAaLMS) YOOBNETBOPSET 3afaHHbIM
TpeboBaHusM.

3.1.16 pumck (risk): CoveTaHue BepoATHOCTU HaHeCeHUs yliepba 1 TsbkecTu aToro yuiepba.

[PykoBooctBo UICO/M3IK 51, ctaths 3.2]

3.1.17 30Ha pmcka (risk zone): 3oHa ¢ onpefeneHHLIMU rPPaHULaMK, B Npefienax KoTopoi nepcoHar,
NpoayKUUs UNU Matepuanb! (Mnu x KOMGUHaLIMA) UMeeT 0COBYI0 YYBCTBUTENBHOCTD K 3arpA3HEHMUIO.

3.1.18 cepMMeHTaUMOHHaA nnacTuHa (settle plate): YcTpoiicTBO onpefeneHHbIx pasmepos (Hanpu-
Mep, vawka Netpu), conepallee Tpebyemyio CTEPUNbHYIO MTUTATENbLHYIO cpeay, KOTopasi BbiAep>KMBAETCs OT-
KPbITOI B Te4YeHUe 3afaHHOTO UHTepBaria BpeMeHU ANsi 0TO0pa XU3HeCNOCOBHLIX YacTuL, U3 Bo3ayxa.

3.1.19 TamnoH (swab): CtepunbHoe, HETOKCUYHOE U He MoAaBnsioLLee POCT MUKPOOPraHU3MOB YCT-
poicTeo Ans ot6opa npob, cocTosilee U3 COOTBETCTBYIOLLErO MaTepuana Tpebyembix pasMepoB, pasMeLLieH-
HOTO Ha annnukaTope.

3.1.20 ueneBoi ypoBeHb (target level): OnpeneneHHbIi ypoBeHb, NPUHATLIN NONb30BaTENEM B Kavec-
TBe KpuTepus B TeKyLLeln pabote, UCXoas U3 KOHKPETHBIX YCIOBUM.

3.1.21 sanmaaumsa (validation): MoaTBepxaeHMe Ha OCHOBE MpenCTaBMNeHWs OOBLEKTUBHLIX cBUAe-
TENbCTB TOro, YTO TpeboBaHus, NpeaHasHaYeHHbIe AN KOHKPETHOTO UCTONb30BaHUA UM NMPUMEHEHUS, Bbl-
NOJIHEeHbI.

[MCO 9000, cratbs 3.8.5]
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3.1.22 Bepudmkaumn (verification): MoaTeepxaeHne Ha ocHOBe npefcTaBrieHnst O6LEKTUBHBLIX CBU-
OeTenbCTB TOro, YTO YCTAHOBIEHHblE TpeboBaHWsA Gbinn BbINOMHEHDI.
[MCO 9000, cratbs 3.8.4]

M pumeyaHue—Mpu artectaumm (BepudukaLmm) [OKYMEHTMPOBAHHOW CUCTEMbI KOHTPOJISt MOTYT UCTNONbL30-
BaTbCA METO/bI TEKYLLErO KOHTPOMSA U ayAnuTa, METOAWUKM U NPOBEPKY, B T. Y. CIy4aiiHbIii oTOop Nnpo6 n npoBeaeHne aHam-
3a.

3.1.23 xusHecnocobHaa vyactuua (viable particle): Yactmua, Ha koTopoit HaxoasTCs OAWH UMK He-
CKONBKO XU3HECNOCO6HbIX MUKPOOPraHW3MOB UMW KOTOPAasi COCTOMUT U3 HUX.

3.1.24 xusHecnocobHaa eguHmua (viable unit, VU): OpHa unu 6onee »m3HecnocobHbIX 4acTul,
onpeaensieMbiX Kak oTAeNnbHas eaMHuLua.

N puMeyaHue— B cnyyasx, korga KONUYECTBO XU3HECTIOCOBHBLIX €AVHUL, ONPEAENsEeTCA Kak YUCNO KONOHUA
Ha arapoBOW NUTATENLHOW Cpeae, UX Ha3bIBaloT, Kak NPaBWUIIo, KonoHueobpasytowmmmy eauHulamm (KOE). OgHa KOE mo-
XeT COCTOATb U3 0AHOM unNu Gonee XU3HeCnoCOGHbLIX eaAUHWL.

3.2 CoCcTOSIHMA YUCTOro NoMelleHUs

3.2.1 nocTpoeHHoe (as-built): CocTosHWe, B KOTOPOM MOHTaX YMCTOTO NMOMELLEHUS 3aBepLLeH, BCce
obcnyxuBatolLime CUCTEMbI NOAKMNIOYEHbI, HO OTCYTCTBYET NPOM3BOACTBEHHOE 060pyi0BaHWe, MaTepuanbl U
nepcoHan.

[MCO 14644-1, ctatbs 2.4.1]

3.2.2 ocHauweHHoe (at-rest): CocTosiHMe, B KOTOPOM YMCTOE NOMELLEHUE YKOMINNEeKToBaHO 06opyno-
BaHUEM U OEWCTBYEeT Mo COMMALLIEHUIO Mexay 3aKas4uKOM U UCTIONHUTESNIEM, HO NepCcoHan OTCYTCTBYET.
[MCO 14644-1, cratbs 2.4.2]

3.2.3 akcnnyatupyemoe (operational): CocTtosiHue, B KOTOPOM YMCTOE NMOMELLEHNEe (PYHKLIMOHUpYeT
YCTaHOBNEHHbIM 06pa3oM, C yCTaHOBMNEHHOW| YUCNeHHOCTbLIO NepcoHana, paboraloLLero B COOTBETCTBUM C f10-
KyMeHTaLUuen.

[MCO 14644-1, cratbs 2.4.3]

4 MNpuHUKMNBI KOHTPONA Buo3arpA3HeHUn

4.1 [ns YACTbIX NOMELLIeHUI U CBA3aHHBIX C HUMU KOHTPONMpYEMbIX cpea cneayet paspaborarb, BBECTH
W NopdepXuBaTb AOKYMEHTUPOBaHHYK CUCTEMY KOHTPONs GuosarpsisHeHuin. 3ta cuctema npeqHasHavaeTcs
ANs OLIeHKU U KOHTpONs (haKTOPOB, KOTOPbIE MOMYT BNUSITL HA MUKPOGUONOMMYECKyIo YMCTOTY MpoLiecca unu
NPOAYKLMMN.

C 3TOi1 Lenblo MOryT UCMONb30BaTLCH METOAbI OLeHKM pucka cornacHo UCO 14971 u [1]. OBbIuHO uc-
Norb3yeTcs CUCTEMA aHanu3a pUcka B KpPUTUMECKMX KOHTPOTbHBIX Toukax cornacHo MCO 15161 u[2]—4]. Mo-
ryT MCMNONb30BaTbCA TaKke METOALI aHaNU3a ¢ NOMOLLLIO AepeBa oTka3os no NCO 61025, aHanusa owmbok u
pesynbtaToB no MK 60812 u apyrve o6LienpuHsTbie (aTTeCTOBaHHbIE) METOAbI.

YKa3aHHble MeToAlbl pacCMaTpMBaIOT ONacHOCTU NoObIX BUAOB.

4.2 [lokyMeHTUPOBAHHAsi CUCTEMA KOHTPOIs BuosarpsisHeHnil AoMKHa NpelycMaTpuBaTh:

a) onpepeneHWe NOTEHUMANbHOM OMAacHOCTM NS npouecca UNU NPoayKTa, OLIeHKY BEPOSATHOCTU Ha-
CTYNJIEHUs 3TOM ONaCHOCTU U BLIGOP METOAOB ee NpenynpeXaeHus N KOHTPOrS;

b) onpepeneHne 30H pUcka U TOMEK B K&X0M 30HE, MPOLIECCOB, TEXHOMNOMMYECKUX onepaLivii U YCrosum
OKpYXaloLLen cpeabl, KOTOPbIE MOrYT KOHTPONMPOBATLCS AN UCKIIOHEHU ONAacHOCTY UIU CBEAEeHUs1 K MUHU-
MYMY BEPOATHOCTU €€ NOSABNEHUS;

C) yCTaHOBSeHUe npenerbHbiX 3Ha4YeHWI NapameTpoB, NoANEXaLlUX KOHTPOJIO;

d) yctaHoBneHue nopsiaka NpoBeAeHUsi TEKYLLIEro KOHTPOTS;

e) onpeaeneHue Nopsigka AeicTBUA, NpeAnPUHMMaeMbIX, KOrZia No pesynsTaTtam KOHTPOris NapaMeTpoB
B KaKoi-nMbo TouKe MpoLecChl, TEXHONOIMYECKMe OornepaLmMm Unum ycnoBUs OKpYXalolleid cpe/ibl He CooTBe-
TCTBYIOT 3aJaHHLIM TpeboBaHUsM;

f) onpeneneHue nopsaka npoBepku 3hdEeKTUBHOCTU NPUHATON JOKYMEHTUPOBAHHOM CUCTEMBI KOHTPO-
nsa 6uo3arpsisHEeHUA; 3TOT NOPSIAOK MOXET BKIMOYaTh B ce651 AONONHUTENbHbIE METObI KOHTPONS;

g) OpraHu3aLuIo CUCTEMbI OBy eHus;

h) npuHsTME U BeAeHWe COOTBETCTBYIOLLEA CUCTEMbI JOKYMEHTaLM.
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5 [lokyMeHTMpOBaHHasi cUCTeMa KOHTPONA 6uosarpasHeHui

5.1 Obwwue Tpe6oBaHusA

MNonb3oBaTenk HeCeT OTBETCTBEHHOCTL 3a pa3paboTKy, BHeApEeHWe 1 BeleHUe JOKYMEHTMPOBaHHOM CUC-
TeMbl KOHTPONS 61o3arpsisHeHU C COOTBETCTBYIOLLUM O(OOPMIIEHMEM pe3ynLTaToB. 3TO NO3BONsAeT 0OHapy-
XUBaTb HeraTUBHLIE (aKTOPbl B peanbHOM MacLuTabe BpeMeHU. Takas cuctema aomkHa 6biTb paspaboTaHa ¢
06s3aTenbHbIM Y4eTOM KOHKPETHOW cdepbl NMPUMEHEHMUs!, MOMELLEHUs! UMK CrieLMMYeckux yernoBuid. OHa
MOMKHa BXOUTbL COCTABHOW YacTbio B cUCTeMy obecneveHus kayecTBom. Cuctema obecneveHus ka4ecTBoM
[0MKHa BKMIoYaThk B ceb651 COOTBETCTBYIOLLYYIO MPporpamMmmMy o6y4eHus paboTte no NPUHATOR AOKYMEHTUPOBaHHOM
cucTeme KOHTporsi 61uosarpAsHeHUi.

BbinonHeHUe TekyLero KoHTponst 6uosarpsisHeHuit (5.3) [OMKHO GbITh OpraHU30BaHO TaK, YTOGbl BO3-
MOXHOCTb 3arpsisHeHUss NPoAYKTa W/Mnu 30HbLI pucka npu ot6ope npo6 Gbina cBeaeHa K MUHUMYMY.

CrienyeTt BbINOMHUTL KNaccUUKaLMIO 30H pucka COrMacHO NPUHATLIM NpaBunam (CTaHaapTam) U AOoKy-
MEHTUPOBaHHOW cUCTEMe KOHTPONs GuosarpsisHeHuid. Knaccmdumkaums 30H pucka MOXeT ObiTb BbINONHEHa
TaloKe C UCNOSb30BaHUEM KaveCTBEHHbIX KpUTepueB GuosarpsisHeHUs Bo3ayxa U NOBEPXHOCTel (Hanpumep,
HU3KMIA, CPEOHWUIA, BbICOKUA UITN O4EHb BbICOKUI PUCK).

M pumeyaHue— B HacTosALEM CTaHAAPTE HE PACCMAaTPUBAIOTCA AeTanbHO NepBble ABe YacTU AOKYMEHTUPO-
BaHHOW CUCTEMbI KOHTPOMNS G1O3arpsa3HeHWit, NpueeaeHHbIE B 4.2, nepeuucneHus a), b). UHpopmauusa no obHapyxeHuio,
OL|eHKE 1 KOHTPOMIO ONacHOCTU npuBedeHa B ApYrMxX UCTOYHMKaX [5].

5.2 YpoBHM npeaynpexaeHus, AeNCTBUA U Liefn

MNMonb3oBaresis YNCTOrO MOMELLEHWUS UMK OKpYXatoLLen cpeabl AOMKEH YCTaHOBUTL YPOBHU Npenynpex-
AeHnsi U 0eUCTBUA N0 MUKPOBHOMY 3arpsisHeHWI0. 3T YPOBHU AOMKHBI COOTBETCTBOBATL 06nacTu npumeHe-
HUS, KnaccuUKaLMm 30H PUCKa U BOSMOXHOCTSIM UCMONb3yeMOI TeXHOMNOrMu. B HekoTopbix oBnacTsix uene-
BOW YPOBEHb MUKPOGHOrO 3arpsi3HEHUs] MOXET WCMNOSb30BAaTLCH B Ka4yecTBe anbTepHaTUBLl YPOBHSM
npenynpexneHnsa u JeucTBuUS.

AHanus gaHHbIX No 61Mo3arpsASHEeHUAM CreayeT BbINONHSATL NPU BBOAE B 3KCTNyaTaLMIO YUCTLIX MOMeLLie-
HUI U CBSA3AHHBIX C HUMW KOHTPONUPYEMbIX Cpea ¢ NEPUOAUYHOCTBIO, YCTAaHOBNEHHON AOKYMEHTUPOBAHHON
CUCTEMOW KOHTpONS 61osarpsisaHeHui, YTo6bl Nony4uTs 060CHOBaHWE 3HAYeHWIA YPOBHEN NpeaynpexxaeHns u
AelcTBURA. YPOBHU NpeaynpexaeHns U AeNCTBUSA MOTYT 6biTb CBSi3aHbl C LieNeBbIMU YPOBHSIMU B CNy4asix, KOr-
[a OHU ucnonb3yloTes. CneayeT Nnepuoaudecku paccMaTpuBaTth 3HaYEHWUS YPOBHEl npeaynpexaeHus u ae-
MCTBMS U, NPpY HeobxoauMocCTU, KOPPEKTUPOBATD UX.

5.3 Tekywwuit KOHTpONbL Guo3arpa3HeHMin

5.3.1 O6wme nonoxenmn

CrnepnyeT NpoBOAUTL TEKYLLIMI KOHTPOSb 6rMo3arps3HeHUit B 30Hax pucka nytem ot6opa Npo6 1 noacyera
KOJIOHWeo6pasyioLmnX eauHUL, COOTBETCTBYIOLLMMW METOAaMU Mo nnaHy orbopa npob.

Bo3ayx, NOBEPXHOCTU, TKAHN U XUAKOCTU SIBNSAIOTCA NPUMepaMMu UCTOMHUKOB G1o3arpsa3HeHuit, KoTopble
MOryT NPeACTaBNATb onacHocTb (nMpunoxexus A, C, F).

Mo okoH4YaHUM MOHTaXKa HOBbIX YMCTbIX MOMELLEHWIA U UX MPUEMKU, B T. 4. B NOCTPOEHHOM COCTOSIHUM,
MuKpobuonormyeckuit oTéop Npo6 MoOXeT cTaTb OCHOBOM 6a3bl AaHHbIX.

B KpUTHYECKUX 30HaX YUCThIX NOMELLEHWI B NOCTPOEHHOM U OCHALLIEHHOM COCTOSIHUSX CrneayeT Bbinon-
HATb TEKYLLUMI MUKpoGuonomueckuin KOHTporb. MpK aKCNAyaTaLMKU YUCTLIX NOMELLIEHWI ero cneayeT Bbiron-
HATb B COOTBETCTBUM C MPUHSTON IOKYMEHTUPOBAHHON CUCTEMOI KOHTPONS GuosarpsasHeHui.

5.3.2 OT60p npo6

5.3.2.1 O6wue nonoxeHus

MpuHATHIN MeTOA OT6opa NPo6 AOMKeH yuUTbIBaTh CneuuduKy KOHKPETHOM cuTyauuun. OT6op npo6 non-
Y€H BbINOMHATLCA CPEACTBAMU U METOIAMU, PErNIaMEeHTUPOBaHHLIMU UHCTPYKLIMEH M AOKYMEHTaLuell M3roTo-
BUTENS.

5.3.2.2 Ycrpoucteo ans otbopa npob

YCTpOMCTBO AOSDKHO GbITh BbIGpaHO Mcxoast U3 0co6eHHOCTEN 30HbI, [ae OHO ByaeT NPUMEHSTLCS, C yue-
TOM crieflyloLLmx (paKTopoB:

a) BMA XU3HECNOCOOHbIX YacTuLl;

b) 4yBCTBUTENBHOCTU XU3HECTIOCOBHLIX YacTuL, K MeToaly oT6opa npob;

C) OXMOAEeMOW KOHLIEHTPALMKU XU3HECNOCOOHbIX YacTuL;

d) ecrecTBeHHOI MUKpPOMNOPbI, CBONCTBEHHOW JAHHOMY OObEKTY;

€) BO3MOXHOCTU [IOCTYNa B 30HY PUCKa;
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f) BO3MOXHOCTH onpeneneHnsa GUo3arpsisHEHUI B HU3KWUX KOHLIEHTPaLMSX;

g) BHELUHUX YCNOBWIA 30HbI pUcKa, B KOTOpoi GyaeT npoBoauTLest oT6op Npob;

h) BpemeHu oT60pa Npob 1 ero NPoaCINKUTENBHOCTH;

i) Metopa or6opa npo6, MaTepuana 1 CBOCTB cpeabl, B KOTOpoIi oT6UpaloTcs Npobbi;

j) BNMsIHMSA YCTPOWCTBA Ha KOHTPONUPYEMBbI NPOLIECC UMK OKPYXXAIoLLYIO cpeny;

k) TouHOCTM M adhdekTUBHOCTU OoT6Opa Npo6;

1) MHKyGaLumn 1 BbISIBNEHUA XMU3HECNOCO6HbIX YacTULL M MeToa OLIeHKN GUo3arpasHeHuir;

m) BuAa nonyvyaemon nHdopMaumm (Hanpumep, KONUYEeCTBEHHOW UMM Ka4eCTBEHHOW);

n) 3(MHEKTUBHOCTU XXUAKOCTEN [N IKCTPAKLUM UMK NPOMbIBaHUSA, IAe 3T0 Heo6xoauMo.

5.3.2.3 lNnaH orbopa npob

MnaH porkeH paspabaTbiBaTbCs M 0POPMANATLCS B COOTBETCTBUM C NPUHSITON [JOKYMEHTUPOBaHHOW CUC-
TEeMOM KOHTpons GuosarpsiaHeHuid. 3To UrpaeT BaXKHYIO POIb ANs NPaBUIBHOM OLIEHKU AaHHbIX NO Guosarpas-
HEeHUAM.

OT160p Npob AomKeH BLINOMHATLCA B YUCTOM NMOMELLEHUM B 3KCIITyaTUpyeMOM COCTOSSHUM U B Haubonee
HebrnaronpusTHble Neproabl, HanpuMep, nepes OKOHYaHUEM CMeHbl MK Npu Haubornee BbICOKOW aKTUBHOCTY.
OT60op Npob B YMCTOM MOMELLIEHUW B OCHALLEHHOM COCTOSIHUM Taloke MOXET AiaTh NonesHylo UHGopMaLmio B
OTHOLLIEHUM KOHCTPYKLMM U SKCMNIyaTaLlMOHHBIX CBOWCTB 060PY10BaHUSA U NOMELLEHWIA.

MnaH gomkeH BroYaTh B cebs:

a) nepBOHaYasbHbIN NNaH otéopa Npo6, AaloLLUil TOUKY OTCYETa B paMKax NPUHATON [OKyMEHTUPOBaH-
HOW CUCTEMbI KOHTPONS BUo3arpssHeHui;

b) nnaH TekyLiero ot6opa npo6 cornacHo NPUHATON JOKYMEHTUPOBAHHOM CUCTEME KOHTpons Buosar-
PASHEHUIA.

5.3.2.4 Paspabotka nnaHa ot6opa npo6

MnaH gormKeH y4uTbIBaTh YPOBEHb YUCTOThI B 30HE pUCKa U YpoBeHb KOHTpons 6uosarpsasHeHuit, Heobxo-
OUMBIV ANS BbINOMHEHWUS AaHHON paboThl, 3aLLuUThl NEPCOHaNa, OKpyXatoLLel cpefbl, TeXHONOrM4Yeckoro Npo-
Lecca 1 npoaykTa. Mpu 3ToMm Heo6XxoaAMMO yuuTbIBaTL CrneayloLuee:

a) BbIGOp TOueKk oT6opa NpPo6 C y4eTOM PacnonoXeHUs U Ha3HaYeHUs 30HbI PUCKa;

b) uncno npo6 (npobbl ¢ orpaHUYEHHLIM UK MarnbiM 06bEMOM MOryT He obecnednTb NpeacTaBUTENb-
HOCTU pesyrLTaToB, HO B HEKOTOPbLIX CryYasx oT6op 60MbLLOro Yucna npob MoXeT KOMMEHCMPOBATh HeZI0CTa-
TOYHOCTb 06bema npob);

C) nepvoauyHOCTb oTGopa Npob;

d) mMeToabl oT6opa Npob, B T. 4. KONMYECTBEHHBIE UMW KAaYECTBEHHbIE TECTDI;

e) o6beM npobkl UK 30HY, B KOTOPOI OTBMUpaeTcs Npo6a;

f) pacTtBOpbI, XUOKOCTU ONA CMbIBA, HEUTPanM3aTopbl U Ap.;

g) daKTopbl, OTHOCALLMUECS K KOHKPETHOW CUTyaLK, KOTOPbIe MOTYT NOBNUSATL Ha pe3ynkrarhl KyNnsETUBU-
pOBaHUS;

h) Bo3fencTBUE TEXHONOMMYECKUX OnepaLmii, nepcoHana u 06opynoBaHus B 30HaX pUCKa, KoTopble Mo-
ryT NPUBHECTU GUO3arps3HEHUs, Hanpumep:

1) cxatble rassbl,

2) BO3aYX B NOMELLEHUN,

3) TexHonorudeckoe o6opynoBaHue,

4) cpencTBa TEKyLIEro KOHTPONS;

5) KoHTelHepbl ANsi XpaHeHus:,

6) KonuuecTBO Nioaeit, HaXoAsILLUXCS B 30He,

7) HesalLMLLEHHbIe NOBEPXHOCTU NepcoHana,

8) nuuHas opexnaa nepcoHana,

9) sawmTHas ogexaa,

10) cTeHbl, NOTOSMKU,

11) nonbi,

12) nBepm,

13) ckambuy,

14) crynes,

15) BO3aYyX, NOCTYNAIOWMIA U3 APYMUX UCTOHHUKOB.

5.3.2.5 MNepuoanuHocTs oT6Opa NPo6

MeproanMYHOCTL YCTAHABNUBAETCA B NPUHATON [OKYMEHTANbHOW CUCTEME KOHTPONsi GuosarpasHeHuii n
NOATBEPXKAAETCA UMM KOPPEKTUPYETCS B CNeayloLIMX CIyqasx:
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a) Koraa ypoBHU NpenynpexaeHus Unu AeiCTBUS MHOFOKPAaTHO NPeBbILLIAIoTCS;

b) nocne anuTensbHOro nepepsiBa B pabore;

C) npu oGHapy>xeHUW NATOreHHbIX MUKPOOPraHW3MOB B 30HAX PUCKa;

d) nocne nobbix CyLLeCTBEHHbIX paboT Mo PEMOHTY UMW TEXHUYECKOMY 0BCIY>KUBaHUIO CUCTEMbI BEHTU-
nsuvm;

€) Nocne M3MeHEeHW B TEXHONOMMYECKOM NpoLecce, KOTopble BIIUSIIOT Ha cpeay YUCTOro NMOMeLLIeHUs;

f) nocne nonyyeHus HEOGbIMHbIX PpE3yNLTaToB;

g) nocne U3MeHeHUi B METOZlax OMUCTKU MNU fie3uHdekLmu;

h) nocne He3annaHWpPOBaHHbIX COBbLITUIA, KOTOPLIE MOrYT NOBLICUTL YPOBEHb BMO3arpsa3HEeHUA.

5.3.2.6 Touku oTtbopa npob

Touku AomKHbI ObITH ONpeaeneHbl B COOTBETCTBUN C NPUHATON [OKYMEHTUPOBaHHOW CUCTEMOMW KOHTPONS
6uo3arpsizHeHuit U BKITIoYEHbI B NniiaH otbopa npob.

Moxet GbITb NpeaycmoTpeH otbop 6onee Yem oHol Npobbl B 0AHOM TouUKe. B pasnuyHbIx To4kax MoXeT
6biTb NpeaycMoTpeH 0TGOp pa3nUYHOro Yucna npob.

OT160p Npo6 AOMKEeH NPOBOAUTLCA B TOMKAX, YKa3aHHbLIX B JOKYMEHTaLUM.

5.3.2.7 MapkupoBka obpasLoB

MapkupoBka Kaxaoro obpasua IomkHa cofieparb creayiollyo MHopMauuio (MOXET NPUMEHATLCA
CUCTEeMa KOOUPOBaHUSI, NO3BONSAIOLLAS NOMYYUTb 3TY UH(OPMALIMIO):

a) Touky otbopa npob;

b) nary v Bpems or6opa npo6;

C) OaHHble 0 Nnuue, NpoBoaAUBLLEM 0T6Op NpoG;

d) pa6oty, BeINnonHsiemyio BO BpeMsi otbopa npob;

€) TUN NUTaTenbHON cpeabl;

f) nobble oTkNoHeHUs OT NnaHa otbopa nNpob.

5.3.3 ArTecTaumna (Banuaauus)

MpuHsTan cucteMa TeKyLLEero KOHTPOs AOMKHA UCMONb30BATLCS NMPU arrectaumu (Banuaauum) YMCTbiX
NoMeLLEHUIA U CBA3AHHBIX C HUMU KOHTponupyembix cpes cornacHo NCO 14698-2 u UCO 14644-4 (npunoxe-
Hue C).

MpumeuyaHne—CeBegeHUss O HEKOTOPbIX METOAAX MMKPOBMOMOrMYECKOro KOHTPOMA MpUBEAEHLI B
MCO 14698-2.

5.4 O6pabortka npo6

OT160p, TpaHcnopTUpoBaHUe U 06paboTka Npob He AOMKHbLI BNUATH HA XU3HECNOCOBHOCTb U YUCHIO OTO-
GpaHHbIX MUKPOOPraHU3MOB. [pu 3TOM HYXXHO Y4YUTbIBaTb criefyroLue akTopsbi:

a) yCrnoBus TPAHCMOPTUPOBAHUSA U XPaHEHUS, UX OANUTENbHOCTD;

b) ucnonb3oBaHWe HEWTPaNU3yIOLLMX areHTOoB;

C) MCrnonb3oBaHME OCMOTUYECKMX pacTBOPOB.

Mpobbl cnenyeT oTbupath U NOMeLLaTh B KOHTEWHepb! TakuM 06pa3oMm, YTobbl He NPUBHOCUTL Guo3sar-
PSI3HEHUS U HE UHIMBUPOBATL POCT MUKPOOPraHU3MOB.

5.5 KynstuBmpoBaHue obpa3uoB

5.5.1 O6wme nonoxeHmsn

MutaTtenbHyto cpeay U ycnosus MHKy6aLuum (Temnepatypy, ANIMTeNbHOCTb, NapuuarsHoe AaBNeHne KUC-
rnopoga, OTHOCUTENBHYIO BNaXHOCTb) cneayeT BbiGupaTb B COOTBETCTBUM C BUAaMU MUKPOOPraHM3MOB, KOTO-
pble npegnonaraeTcs BbIAENUTL. ATOT BbIGOP 3aBUCUT TakKe OT OKpYXKaloLLei cpefbl, B KOTOPOW BeeTcs OT-
6op npo6, ucnonb3yemMbix METOA0B U 060pyI0BaHUS.

5.5.2 MNuraTennbHan cpena

MuTtatensHas cpena AomkHa GbiTb HECENEKTUBHOM, €CNu He NpeaycMoTpeHo uHoe. B cnyyae, ecnu B
TouKe o6opa npob oxuaaeTcs ocTaTodHas aHTUGaKTepuanbHas akTUBHOCTb, ANS YCTPAHEHUS UMW CHWKEHUS
3TOro adpdheKTa B cpeny crefyeT BBOAMTL AONOSNHUTENbHbIE UHIPEOUEHTD.

Ecnu nutaTtenbHble cpeaibl UCNONb3YIOTCS B YUCTbIX NOMELLEHUAX UMW OKpY>KaloLLIei UX cpefie, BHeLLHNAS
NOBEpPXHOCTb KOHTEMHEPOB AOMKHA NOAAEPXKUBATLCS B YUCTOM COCTOSIHUM, COOTBETCTBYIOLLEM MX HasHaue-
HUto.

NMpnmeyaHne— [ns coxpaHeHWsi ypoBHA YNCTOTbI MOXKET NOTpeboBaTLCA NPUMEHEHWE ABYX- UNU TPEXCNOWA-
HOW YNaKoBKMU.
KauecTBO nuTaTenbHbIX Cpea AOHKHO KOHTPONMPOBAaTLCA COOTBETCTBYHOLMMYU MeToaamu [6], [7].
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5.5.3 Unky6auusn

Mpu BoIGOPE TeMNepaTypbl U BpeMeHU MHKYGaLMK MHOKYNMPOBAHHOW Cpefibl CreayeT, No Mepe BO3MOX-
HOCTH, Y4UTBIBATb YCINOBUS, KOTOpbIe GrnaronpusTCTBYIOT POCTY BUOOB MUKPOOPraHM3MOB, HanMume KoTopbiX
OXWUaeTcsl B YUCTOW cpene.

O6LenpuHsATLIN Nepuop UHKYGaummn coctaenset ot 2 no 5 cyT Ans pocta 6akrepuii M oT 5 Ao 7 cyT Ans
pocTa rpuboB, 0COGEHHO B CrydasiX, KOrga KONMUYeCcTBO XM3HeCnoCcoGHbIX eauHUL, (MMKpOOpraHU3MOB) HeBe-
nuko. B cnyyae aHaspo6HbIX, TePMOMUNBHBLIX, MUKPOA3POMUIIbHBIX, PACTYLLMX HA 0GEAHEHHBIX UM MUHK-
ManbHbIX cpeax 6akTepuii u rpuboB MoryT notpeboBaTbes cneuuduyeckue YCrnoBus aspaLm U BpeMeHu MH-
Kybaumu. B TeuyeHWe WHKYGaLMOHHOIO nepuofa YallkM chneaoyer ocMaTpuBaTh Yepes onpeferieHHble
MHTEepBarbl BpeMeH!.

5.6 OueHka peaynbsraToB oT60pa Npo6

5.6.1 O6wme nonoxeHus

OueHka AaHHbIX 0 BMo3arpAsHeHUsX AoMmkHa AaBaTh AOCTATOMHYI0 MHADOPMAaLMIO NS MpoBeaeHus ag-
(heKTUBHbIX KOPPEKTUPYIOLLUX aeicTBuiA. JanbHeliwas uHcdopmauums 06 oLeHke AaHHbIX 0 GuosarpssHeHUsX
npueegeHa B MCO 14698-2.

MpumedyaHu e — KOHTpoNb MUKPOBHOM 3arpsi3HEHHOCTU MOXHO NMPOBOAUTbL, NMPUMEHSISI KOCBEHHbIE UHAUKATO-
pbl, HAaNpUMep, Takue, KaK Konu4YecTBo ageHoanHTpudocdaTa (AT®). OgHako cnegyeT UMeThb B BUAY, YTO NpsiMasi CBA3b
MeXay Hanuuvem Takux MHOUKaTOPOB U GMo3arpsisBHEHMEM MOXET OTCYTCTBOBATh. [103TOMY GOSbLLYHO pOnb UrpaeT nog-
TBEpXaeHue paboTocnocoBHOCTU AOKYMEHTUPOBAHHOM CUCTEMBbI KOHTpONs GuosarpsasHeHuidi unu aTtectauvs (Banvaa-
LMs) CUCTEMBI TEKYLLIEFO KOHTPONS.

5.6.2 MNMoacuer

Ha konu4ecTBeHHOe onpegeneHwe MUKpOOpPraHU3MOB, TaK XXe KaK U B 1pYrMX METOAAx, OKasblBaloT BrUS-
Hue npubopbl U MeToauka noacyeTa. MoaToMy NoacyeT XKU3HeCNOCOOHbIX YacTuL, BblAeNeHHbIX U3 Npob, crne-
OyeT NPOBOAUTL TONBLKO YTBEPXAEeHHbIMU (aTTECTOBAHHLIMU) METOLAMM.

MpumeyaHusn

1 WHdpopMaLms o noacyeTe XUBbIX YacTUL ()KM3HECTOCOBHLIX MUKpoOpraHuamoB) npuseaeHa B UCO 7218 n apyrux
UCTOYHUKaX [8].

2 Hacrosiwmii ctaHAapT He NpUMBOAUT NPSIMOro kKoadppuumeHTa nepecyeta UnU (PyHKUUOHANBLHOW 3aBUCUMOCTH
MeXAy KONMYECTBOM XXU3HECTOCOBHBIX 1 HEXU3HECTOCOBHbIX YacTuLl. Mpu HEOBXOAUMOCTM KOHTPOMBHBIE YPOBHU 3TUX Na-
pameTpoB MOTYT YCTaHaBMUBATLCA pa3fenbHoO.

5.6.3 OnpeneneHve xapakrepucTUK MUKPOOPraHU3MOB

rlpM npoeegeHuU MI/IKpOGI/IOJ'IOI'VI‘-IeCKOTO KOHTPOJisi HeBO3MOXXHO onpeaenutb U noacvuTaTtb MUKpoopra-
HU3Mbl BCEX BUAI0B, OOHapyXeHHbIe B YUCTbIX (KOHTPONMPYEeMbIX) 30Hax. Pesynbsrarsbl OLIEeHUBAIOTCA C YMETOM
COOTBETCTBYHOLLIENO YPOBHS ONUCAHUS X CBOUCTB.

M p nM ey aHue— CreneHb AeTanU3aLMn CBOMCTB MUKPOOPraHU3MOB 3aBUCUT OT KDUTUYHOCTU paccMarpuBae-
MO/ 30HbI M OT TOTrO, OfpaBAaHO N NPoBEAEHWE AanbHEeALLMX UCCNEAoBaHUA No nxX onucaHuio. MoXeT okasaTbCcsl AOCTa-
TOYHLIM UCMONb30BaHUE O6LLUX XapaKTepUCTMK, OCHOBaHHLIX Ha MOPEONIONMM KNETOK, CBOWCTBAX OKpaLUMBaHUS WK
Apyrux xapaktepuctuk. B cnyuae Heo6xoavmocTy npu noMoLLm nabopaTtopHbIX METOAOB MOXET ObITh NpMBEAEHa MX Xapak-
TepucTUKa, No KpaiHein mepe, Ao poaa. UHdopMaLmio, nonyYyeHHyto Npy aHanuse CBONCTB MUKPOOPraHM3MOB, MOXHO Nnpu-
MEHSITb NMPU OLIeHKe MpoLeayp OYMCTKU M Ae3vH(EeKUUKn, a Taloke Npu onpeaeneHud UCTOYHUKA 3arpsisHeHUs Unun
NpoBeAEeHUN KOppPEKTUpYIOLLMX AeACTBUA. NaeHTudMKaLma U3oNATOB, BbiAENEHHbIX U3 KpUTUYECKUX 30H, OOLIYHO uMeeT
npuopuTeT nepea naeHTUUKaLMein MMKpOOPraHU3MOB U3 HEKPUTUYECKUX 30H.

6 OdopmneHue pe3ynsTaToB U UX OLEHKA

B 3aBUCMMOCTU OT NPMMEHSIEMOTO METO1a KONUYECTBEHHAs! OLieHKa NOSYYeHHbIX pe3ynbTaToB C UCNONb-
30BaHUEM COOTBETCTBYHOLLUX eauHUL, usMmepeHus B cucteme CU (MCO 31) npueoauTtcsa B BUAE YUCNA XKU3HEC-
Noco6HbIX Unu konoHueo6pasyiolmx eauHul, (KOE). MNopsiaok oueHKU NoNyYeHHbIX pesynsTaTtoB NpuBeaeH B
MCO 14698-2.

Iins oLeHKM TeHASHUNU U3MEHEHUS pe3yrnLTaToB creayeT NPOBOAUTL MX aHaNU3 B Te4eHUe JOCTaTO4HO
ANVTENbHOTO Nepuoaa BpemeHu. Ha ocHoBe 3TOro aHanusa U KOHKPETHbIX pesyrbTaToB UCCNeaoBaHUs MPUHU-
MaeTCcs pelleHWe 0 3HaYUMMOCTU HEOBbIYHBIX AAHHBIX, MPUEMITEMOCTM Ka4ecTBa NpoOBOAUMbIX paboT unu npu-
rogHOCTU NpOoayKLUU, MU3roTOBNEHHON NpU 3TUX YCrNOoBUAX.

MpoTokon npoBeaeHWs KOHTPOIs BUo3arpsAsHEHU AOMMKeH BKNoYaTh B cebs cneayioLLyio MHGopMaLMIo
(vnu coagepxaTb COOTBETCTBYIOLLME CChISTKU):
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a) Bua npobbl;

b) npumeHsiemMbliii(e) MeTop(bl) U, e Heobxoammo, o6o3HavYeHe U HauMeHoBaHWe cTaHaapTa;

C) NMpuUMeHsieMoe YCTPOWCTBO Ans oTbopa npob;

d) TouKm orbopa npo6;

€) Bua paboTbl, BLINONHAEMOIA B 30He oTOopa Npob (Npu otbope Npo6), ¢ ykazaHUem COCTOSIHUSA YUCTOrO
nomelLleHuss;

f) konuuecTBO NepcoHana B 30He oT6opa npo6 (npu or6ope npo6);

g) Aaty u Bpems ot6opa npob;

h) npopomkutenbHOCTL oT60pa Npob, Npu HeobxoAUMoCTH;

i) BpeMsi npoBefieHns aHanusa npoo;

i) ycnoeus u pnutenbHOCTb UHKYGaLy;

K) OTKNOHEHUS OT NPUHSITOrO METOAA KOHTPONS U NoGble (haKTopbl, KOTOPbIE MOrYT NMOBMUATL HA Pe3yrb-
Tarbl;

1) pesyneraThl aHanusa otobpaHHbIX Npo6 nocne nepBoHaYanbHON U OKOHYATENbLHOW PerucTpauum AaH-
HbIX;

m) NpY BbLINOMHEHUN KONUYECTBEHHOI OLIEHKU — pesynbTaThl, BbipaXaemble B cucteme CUL;

n) onucaHue BblJeNeHHbIX MUKPOOPraHU3MOB (M30MATOB), €CINM NPOBOAUNACh UX MOEHTUdUKaLUS;

0) HauMeHOBaHWe OpraHW3aLuK, OTBETCTBEHHOW 3a NOAroTOBKY U 0ChOpMIIeHUe NpoToKona, U AaTy 3a-
BEpLUEHUS UCTIbITaHWIA;

p) dhamunuio, MHULMAnNbI U NOAMNUCH NULIA, OTBETCTBEHHOIO 3a NPOBEAEHUE KOHTPOIS.

7 MNoaTBepxAeHne paboTocnOoCOGHOCTU AOKYMEHTUPOBAHHOW CUCTEMBbI
KOHTpons 6uosarpAasHeHui

[ns noaTeepXXOeHUs! COOTBETCTBUS BbIOPAHHOM [JOKYMEHTMPOBAHHOW CUCTEMbI KOHTPONS 6uo3arpssHe-
HUWIA MPUHATLIM METOAaM U BCEM crelmarnbHbIM TpeGoBaHUAM pesynbTaThl TEKYLLEero KOHTpons 6uosarpssHe-
HUI crnenyeT nepuoanyecku NpoBepsiTh (4.2, nepeducnedue f).

NMpuMeyaHUe— 3Ta NnpoBepka MOXET NOTpeGOBaTL NPOBEAEHWS TEKYLLETO KOHTPONA W ayauTa, APYruxX Me-
TO0B aHanu3a U KOHTPOJS, B T. Y. CyyaitHoro oT6opa Npo6 1 ux aHanusa. fins Toro YTo6bl YA0CTOBEPUTLCA B NPaBUIIb-
HOCTW paboTbl JOKYMEHTMPOBAHHOW CUMCTEMbl KOHTpONS GuUo3arpasHeHuid, MOXeT noTpeboBaTbCcs cucTemaTuyeckoe
noATBEPXKASHUE COOTBETCTBYIOLLErO Ka4eCTBa BbINOMTHEHWUA BCEX onepaLuil U 06opyaoBaHus.

8 O6yueHue

O6yueHue nepcoHana AoMKHO 6bITbL OPraHN30BaHO NO COOTBETCTBYHOLLIEN Nporpamme (NpunoxeHue G).

9 NlokymeHTaumus

[lokymeHTauuMsA [OrKHa BKNOYaTh B ce6s:

- onucaHue JOKYMEHTUPOBaHHOW CUCTEMbI KOHTPONS;

- flaHHble 00 oLeHKe pUCKa;

- nnaH orbopa npo6b;

- YPOBHU NpeaynpexaeHus, 0eCTBUA U LIeNeBoi YpoBeHb, NpU HeobXoauMOoCTy;

- MeToAbl NPOBEeAEHUs1 KOHTPONS U oTbopa nNpo6;

- NPOTOKON NPOBEAEHUS1 KOHTPONSI;

- NpOTOKON NnoATBepXAeHUs paboTocnocoGHOCTU OKYMEHTMPOBAHHOW CUCTEMbI KOHTpONsi 6Uo3arpss-
HEHUIA;

- NPOTOKONbI OBy4eHUs.
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MpunoxeHue A
(cnpaBouHoe)

MeToabl onpeaeneHns 6uosarpsasHeHUi B BO3ayxe

A.1 BBegeHue

B HacTosiLLIeM NPUNOXEHUM COAEPXMTCA PYKOBOACTBO NO onpeaeneHuo 6uosarpsisHeHuin B Bosayxe. Mpu 3ToM npo-
BOAUTCA OT6Op NpeAcTaBUTENbHbIX NPO6 C LeNbio 0GHaPYXEHWA XU3HECNOCOBHbLIX YacTuL, KOTopble ABMSAOTCA NpeaMe-
TOM KOHTPONS.

HacTosiLymid ctaHaapT npegycMaTpyMBaeT OpraHU3aLmio 4OKYMEHTUPOBAHHOW CUCTEMBI KOHTPOSS GMo3arpsasHeHuii B
YUCTLIX NOMELLIEHUSIX.

Mertop aTtectaumm (Banugauum) yctpoictea Ans otéopa npo6 npusBeaeH B npunoxeHun B.

A.2 MpuHUMNbI

O6HapyxeHue U TeKyLLMIA KOHTPOIb MUKPOBHOIO 3arpA3sHEHUA BO3AyXa B 30HE pMCKa BLINOSHAOTCA NyTeM oToopa
MM3HECNOCOBHbIX YaCTUL| C MOMOLLIbIO COOTBETCTBYIOLLIMX YCTPOWCTB No NNaHy oTbopa npo6, koraa 30Ha pyUcka HaxoaUTCA B
YUCTOM MOMELLIEHUM B NOCTPOEHHOM MIM OCHALLIEHHOM COCTOAHUM (NPY HEO6XOAUMOCTH), a TaloKe Nnpu Tekyllein pabote B
3KCMITyaTUPYEMOM COCTOSIHUM.

A.3 YcrpoiicTBa ans ot6opa npo6

A.3.1 O6wume NonoXeHUs

CyLleCTBYIOT pa3fuyHbIe METOAbLI 0T6opa 1 KONMYECTBEHHOM OLEHKM XXM3HecnocobHbIx yacTu, B Bozayxe [9]. BuiGop
MeToAa u obopyaoBaHUs 3aBMCUT OT Lienn otbopa npo6. 3hheKTUBHOCTL pa3nuyHbIX YCTPOICTB Ans otbopa npo6 He oau-
HakoBa. B cBa3u ¢ aTum metop, n ob6opyaoBaHue Ans NpoBeAeHWA KOHTPONA creayeT BbibupaTh TLLATENLHO.

YcrpoiicTea ans otéopa npo6 MoryT ObITh ABYX TUNOB:

a) Ans naccuBHOrO oTbopa (HanpuMep, Ha CEAUMEHTALMOHHbIE YaLLKW);

b) ans akTuBHOro ot6opa (Hanp¥Mep, MMNakTopamu, UMNUHXEepaM1M UNWU YCTpoCTBaMM Asist oTéopa Npob Ha OCHO-
Be (hunsTpaumu).

B KOMNNeKT nocTaBku ycTpoicTBa A oT6opa Npob BXOAAT UHCTPYKLMA NO aKCnyaTaumm U yKasaHWUA No orpaHuye-
HUIO ero NpMmeHeHUs. 3 dEKTUBHOCTb YCTPOWCTB ANst aKTUBHOIO oT6opa Npob paccMaTpueaeTcs B npunoxeHuu B.

A.3.2 Bui6Gop ycTpoiicTBa ans or6opa npo6

CkopocTb 1 Bpems ot6opa npo6, a Takke TMR ycTpoiicTea Ans ot6opa Npo6 okasblBaT CyLLECTBEHHOE BUSHUE Ha
XKM3HEeCcnocoBHOCTb OTOMPaeMbIX MUKPOOPraHU3mMoB. MMNUHXeEpb HE MOTYT NPUMEHSTLCA NS OTOOPa XU3HECNOCOBHbIX
a3p030sbHbIX YacTuL M3-3a HeBorbLLIOro o6bemMa Npobbl, HU3KOW CKOPOCTM 0T6Opa NPOGLI U BO3MOXHOCTM paspyLUeHWs ar-
nomepara GakTepuarbHbIX KNEToK npy ot6ope npoob.

B cBsiau ¢ TeM, 4TO uMeeTcs 6obLIOE KONMYECTBO Pa3NUYHbIX YCTPOWCTB Ans oT6opa npo6, npy BbIGope X Ans KOH-
KpEeTHOW 06nacTv NpUMEHeHUs cnegyeT yYMTbiBaTh, Kak MUHUMYM, crieaytolime pakTopbl:

a) TN 1 paaMepsbl XKU3HecnocobHbIX YacTuL;

b) uyBcTBUTENLHOCTL XM3HECNOCOOHLIX YacTUL, K oTOOPY Npo6;

C) OXVAAeMyH KOHLIEHTPaLMIO XWU3HeCNOCOBHbIX YacTuL;

d) BO3MOXHOCTb OnpedeneHUsi BLICOKOrO UMM HU3KOTO YPOBHS BMo3arpsisHeHuiA;

€) NpuMeHeHWe COOTBETCTBYHOLLEW nuTaTensHow cpeapl (5.5.2),[10];

f) Bpems un npogomkMTenbHOCTL OTGOPa NPob;

g) XapaKTepuCTUKW OKpyXatoLei cpeabl B 30He oT6opa npo6;

h) HapyLeHvue ogHOHanpaBneHHOCTU NOTOKA BO3AyXa YCTPOMCTBOM Ansi oT6opa npo6;

i) ceoiicTBa NpoObl, Takue Kak:

1) ckopocTb oT6opa Npobbl (MOTOKa BO3AyXa, NOCTYNAaLLEro B YCTPOMCTBO) NPYU HA3KOM YPOBHE XU3HECNOCOOHbIX
4yacTuL B BO3OYXE;

2) cKOpOCTb MMMaKLUUK (CKOPOCTbL MOTOKa BO3AyXa NPW KOHTaKTe C NuTaTeNnbHON cpeaoi);

3) TouHOCTb M 3hheKTUBHOCTL 0T6Opa Npob;

4) yno6CcTBO NpU TPAHCNOPTMPOBAHUM U 3KCTNyaTaLuMm (Macca, pa3mepbl, ErKoCTb UCMOSL30BaHUs, BCnoMoraTeslb-
Hble NPUHAANEXHOCTH, HEOBXOAUMOCTL BaKyyMHOrO Hacoca, MoAayuu Bodbl, aNeKTpuyecTsa u T. n.);

5) NpOCTOTY O4MCTKY, Ae3MH(EKLUM UK CTEpUNM3aLmu;

6) BO3MOXHOCTb BHECEHWS AOMNONHUTENbHLIX GUo3arpsaHeHuid npu otéope Npob.

Bozayx, BbIXOAALLMIA U3 YCTPOMCTBA, HE JOSMKEH 3arps3HATL OKPYXAIOLLYIO cpeay, U3 KOTOPOi npoBoanTcs oToop
npo6, nnu NOBTOPHO NonagaTh B YCTPOUCTBO.

A.3.3 YctpoitcTBa Ans or6opa npo6 Bo3ayxa NacCMBHOroO TMNa (YCTpoMCcTBa CeAMMEHTaALMOHHOIO TUNa)

Takue ycTpOWCTBa, KaKk ceaMMEHTaLMOHHbIE YaLlKW, He onpeaensiioT obLuee YACNO XU3HeCnoCo6HbIX YacTuL, B BO3-
Ayxe. OHY OLIEHMBAKT UHTEHCUMBHOCTbL OCaXAEHUS XW3HECNOCOBGHOCTU YacTUL Ha NOBEPXHOCTL. M0aTOMy ceaMMeHTaL-

9
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OHHbI€ YaLLK1 MOTyT UCMOSL30BATLCA AN KAYECTBEHHOM U KONMYECTBEHHOM OLIEHKU 3arpsisHEHWI, MonaaaroLLmx Ha npo-
[OYKT 13 Bo3ayxa. JTy OLEHKY NPOBOAAT MyTeM onpedeneHns YnMcna Xu3HecrnocobHbIX YacTuL, OCEBLUMX Ha MNacTUHY B
eaVHULY BpeMeHU. 3aTeM MO U3BECTHOW NIOLLAAW YallKU U BPEMEHMW IKCMO3ULIMM MOXKET ObITb BLIYMCIIEHO BO3MOXHOE 3a-
rpsisHeHve npogykta [11], [12].

A.3.4 YcTtpoiicTBa ans ot6opa Nnpo6 akTUBHOro TMNa

A.3.4.1 Ob6Lwme nonoxeHus

Mcnonb3oBaHue TakvMx YCTPOCTB B 30HE pUCKa MMEeT BaXkHOe 3HaYeHVe AN onpeaeneHns MUKpoGUonormyeckon
yncToThbl Bo3ayxa. CyLlecTByeT HECKOMLKO TUMOB TaKUX YCTPOWCTB, NPUYEM KaXabIA U3 HUX MMEET CBOM OrpaHUYeHUs .

Ons 30H pucka C HopmanbHbIM (HU3KUM) YPOBHEM OWO3arpsidHEHWIn MOXHO BbIAENUTL ABa OCHOBHbLIX TWUMNA
YCTPOWCTB, OTAMYAIOLLMXCS NPUMHLMNOM oT6opa npob Bo3dyxa: MMNaKTopbl U YCTPOCTBa Ha ocHoBe hunsTpaumm.

A.3.4.2 UMnakTopbl U UMMUHXEPLI

CyLLEeCTBYHOT MMNaKTOPbl U UMNUHXEPbI MHOMMX TUMOB, CMOCOBHLIX BLIABMATL XU3HECNOCOOHbIE YacTULbI.

Bbl6paHHOe ANs UCNONbL30BaHUA YCTPOWCTBO ACIMKHO UMETL CREAYLLIME XapakTePUCTUKN:

a) CKOpPOCTb MMMaKUMK (CKOPOCTbL NOTOKA BO3AYXa B 30HE KOHTaKTa C NMTaTesbHOM cpenoit) AomKHa YAOBNETBOPATL
[OBYM MPOTUBOPEYMBLIM YCIOBUSIM:

1) ObITb 4OCTATOYHO BLICOKOW AN YNaBMMBaHUsA YacTuL, ¢ paamepamu 6onee 1 MKwm,

2) 6bITb 4OCTATOMHO HUBKOWM ANA COXPaAHEHUSs XU3HECTOCOBHOCTM YacTuL, U NpeaynpeXaeHns ux MexaHn4eckoro
NoBPEXAEHVS UMW paspyLLEHWs arnomepaToB 6akTepuit UM MUKPOMULIETOB;

b) o6bem npobbl AomieH BbITh AOCTATOYHO GOMbLUUM, YTOGLI ONpeaenUTL O4YEHL HU3KUIA YPOBEHL Gro3arpasHeHus,
1 B TO XK€ BpeMSsi OCTATOYHO Marl, YToObl He NPUBECTU K (OM3NYECKO NN XMMUYECKOW AerpagaLluy nutaTenbHon cpeap.

B 30Hax ¢ BbICOKUM YpOBHEM B1o3arpsa3HeHUiA MeTog MMnakuum u o6Lem npobbl AOMKHBI GbITh BbIOpaHbLI TakMm 06-
pa3oMm, 4To6bl Nocne KynsTUBMPOBaHUS MOMMU GbiTb pa3nUuMMbl OTAENbHbIE KOMOHUM MMKPOOPraHW3MOB, NO KOTOPbLIM
MOXHO 6bINo 6bl OLIEHUTL pe3ynkTaThl.

YCTpOACTBO AOMKHO COOTBETCTBOBATL CMNEdyHLMM MUHUMAarbHbIM TpefoBaHUsM:

- obecneunBaTh AOCTATO4HYIO CKOPOCTL NOTOKA BO3AYXa, U4TOGhI NPONYCTUTE 1 M BO3AyXa B TEYEHUE NPUEMNEMOTO
BpeMeHu Oe3 CyLLecTBEeHHOro NoAcyLUMBaHUA NUTaTenbHOW cpeabl B npobe;

- obecneunBaTbh COOTBETCTBYHIOLLYIO CKOPOCTb NOTOKa BO3AyXa (CKOPOCTb MMMNaKLiUM) B 30HE KOHTaKTa C NUTaTenNbHON
cpenon.

A.3.4.3 YctpoiicTBa ansa oréopa npod Ha ocHoBe hunsTpaumm (hunsTpaumMoHHbie NPOGoCTOOPHUKK)

dunsTpaunoHHbIe NPoBOOTEOPHMUKM LLUIMPOKO MCMONb3YHTCA Npu oT6ope Npob Bo3ayxa. Beibupas cooteeTcTByIOWLME
XapaKTepUCTUKM Hacoca, MaTepyan 1 pasmep unsTpa, MOXHO nofyunuTs Nnpoby noutyu nioboro o6bema B Te4eHue 3anaH-
HOro BpeMeHu ee otoopa.

MpU KOHCTPYMPOBaHUM U UCTIONB30BaHWN YCTPOCTB Ans oTbopa Npo6 Ha ocHoBE (MNBTPALMKU HYXHO YYUTLIBATbL
cnepyoLue akropbl:

a) ycnosusi (hunsTpaLMm He AOMKHBI BIMSATH HA XXU3HECTOCOBHOCTL OTOUpPaeMbIX MUKPOOPraHU3MOoB (HanpuMep, 3a
cyeT 06e3BoXMBaHMSA);

b) craTuueckoe aneKkTpU4ECTBO, KOTOPOE NPENATCTBYET OCAKAECHUIO XN3HECNOCOOHbIX YacTUL, Ha NOBEPXHOCTb K-
NbTPytoLLEen membpaHbl, AOMKHO ObITh YCTpaHEHO;

C) [OMKHbLI COBMIOAATLCA Te Xe orpaHUYeHus1 N TpeboBaHus kK CKOpoCTU oTGopa NPo6bl, YTO U ANA UMNAKTOPOB
(A.34.2);

d) dunsTpoaepxaTens AomkeH 6biTb COEAUHEH C UCTOMHUKOM BaKyyMma U AaTYMKOM CKOPOCTW NOTOKa BO3ayXa Ta-
KUM 06pa3om, 4Tobbl He 3arpA3HATL Matepuan punsTpa;

€) unLTPbI AOMKHBLI NOMELLATLCS B (DUNLTPOAEepXaTelb, CHUIMaTbCA C HEro nocne punsTpauum Heo6xoAUMOro Ko-
NWYecTBa BO3Zyxa M NOMELLATLCA Ha TBEPAYIO UIM XUKYIO NUTATENLHYIO Cpeay ¢ COGNoaeHNeM TpeBGoBaHWn acenTrKN.

A.4 Odopmnenue pesynsraTtoB

YpoBeHb G1O3arpA3HEHNA BO3AYXa BLIPAXAETCH YUCIIOM XM3HECTIOCOBHBLIX YacTu B 1 M° Boaayxa.

10
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Mpunoxexue B
(cnpaBouHoe)

Mopspok aTrecTaumm yCTPOMCTB AnA oTtbopa npob Bo3ayxa

B.1 BeaeHue

OTO NpUnoXeHWe COAePXUT METOAUKY onpeaeneHus adEeKTMBHOCTU YCTPOIACTB Ana ot6opa npo6 Bo3ayxa, uc-
nonb3yeMbIX Npy NoACYETE MUKPOOPraHW3MOB, HaXOAALLUXCS B Bo3ayXe. TaKylo OLIEHKY BbIMOMHSAOT 06bIMHO U3roTOBUTENMU
YCTPOWCTB UNWN CTOPOHHUE OpraHusaLmm, cneLuanusmpyiolmMecs Ha NpoBeAeHUN KOHTPONS.

Mpwn paccMoTpeHnn adbdpeKkTMBHOCTU YCTpOCTBa A oT6opa Npo6 Bo3ayXa MOXET OLIEHMBATLCA €ro husmnyeckas u
6uonoruyeckasn aEKTUBHOCTb.

Moa, cpusmueckoit achpeKTMBHOCTLIO MOHUMAETCA CNOCOOHOCTL YCTPOCTBA OTOMpATb YaCcTULIbl Pa3NUYHbIX pasme-
poB. ®usmnyeckas ahHEKTUBHOCTL OCTAETCH HEM3MEHHOW HE3aBUMCUMO OT TOTO, ABIISIETCA SN YacTuLia MUKPOOPraHU3MOM,
HocUTENEM MUKPOOPraH1u3Ma Wim HeXM3HecnocobHOM YacTuLei.

Buonoruyeckas achpeKTMBHOCTL 3aKio4aeTcsl B CNOCOBHOCTM YCTPOACTBa OTOMPaTh YacTuLibl, HECYLLEe MUKPOOP-
raHuambl. 1o psigy NPUYMH, TakUX Kak BLDKMBAEMOCTL MUKPOOPraHM3MoB npu otbope npo6, 1 No cnocoGHOCTU NUTaTesb-
HOW cpefbl NogAepXuBaTh UX pocT, 6uonormyeckas agpeKTUBHOCTL MOXET ObiTh HUXE huanyeckoin. MeToa ucnbiTaHuiA,
M3MOXEHHbIA B HACTOALLIEM NMPUITOXEHUN, B OCHOBHOM, KacaeTcs (puanyeckoin apeKTMBHOCTI.

B.2 3xcnepuMeHTaNbHbLIA METOA

B.2.1 Kamepa ans npoBefieHUs1 UCNILITAHUIA

O6bIYHO MCNONb3yeTCs Kamepa LUIMPUHOM U BbICOTOM 1 M 1 ANuHON 2 M. OHaKO MOXET UCNOMNbL30BaThLCA No6oe He-
6onbLuoe 3aMKHYTOe NMpPOCTPaHCTBO. TeCcT-aapo30/ib MOXKET reHepUpoBaTLCA MO0 BHYTpU Kamepsbl, nbo noaaBaTbcs B
Hee u3BHe. B KOHTpoONMpyeMylo 30Hy AOMKEeH NoAaBaTbCcsl BO3AyX, NpolueaLumii yepes HEPA cunsTp, npuyeM B 3Toi 30He
OOMKHO NOAAEPXKVUBATLECA OTPULIATENLHOE AaBIieHNe 3a CYET BLITSDKKM BO3/lyXa C ONpefe/ieHHON CKOPOCTbIO. YAansaeMmbii
BO34YyX AOSDKEH npoxoauTb Yyepes HEPA cunetp.

MoToK Bo3ayxa AoMmKeH ObITh HEOAHOHANPaBMeHHbIM, a8 KpaTHOCTL BO3AyXoo6MeHa AomkHa BbITh paBHOM KpaTHOCTU
BO3ayX006MeHa B YMCTOM MOMELLIEHUM (KaK NpaBuno, oHa cocTaenaeT oT 20 ao 60 4~'). Ytobbl n3bexaTb NokanbHOro No-
BbILLEHWS KOHLIEHTpaLUX 3arpsi3HEHUi B BO3ayXe, cneayeT ACMKHbIM 06pasom obecneynTs NPUTOK U BLITAXKKY BO3AYyXa.
OhPEKTMBHBLIM peLLEHVEM ABNSIETCA YCTPOWCTBO NPUTOKA U BLITAXKKW BO3AyXa TakuM o6Gpa3om, 4ToObl BHYTPU KaMepbl
noadepXuBanuck oTpuULaTensHoe AaBNeHe Bo3ayxa U ero UMpKynauvsa (Hanpumep, ¢ NOMOLLbIO BEHTUNATOpPA).

Ons koHTpons 3(PEeKTUBHOCTU LIMPKYNALUKN BO3AyXa BHYTPU Kamepbl U KOHLIEHTpPaLUKN YacTuL, B HeM cneayeT uc-
Nosib30BaTh CYETYMK YACTULL, BLINONHAOLLMIA Taloke hyHKUMIO 0TGOpa Npob Bo3ayxa U3 kaMepbl.

CnegyeT nogaepxusaTb TeMmnepartypy (22+ 2) °C u oTHocutenbHylo BnaxHocTb (50+ 10) %. JomkHa GbiTb npea-
YCMOTpEHa BO3MOXHOCTb YrpaBrneHUA 060pyaoBaHMEM, HaXOAALLMMCA BHYTPU Kamepbl, C BHELIHEN ee CTOPOHBI, Hanpu-
Mep, 3a CHET UCMONb30BaHNA BMOHTUPOBAHHbLIX B KAMEpY NepHaTok UNu NOsyKOCTIOMOB.

B.2.2 TecT-WTaMMbl MUKPOOPraHU3MOB

B.2.2.1 LWTammbl ans onpeaeneHus gpuandeckon apdpeKTUBHOCTU

CnepayeT ucnonb3oBathk TecT-LuTamm Bacillus subtilis var. niger NCTC 10073 (DSM 2277), KOTOpbIiA XOPOLLIO BbKMBa-
€T B ycnoBusix ot6opa npo6. LLitamm crneayeT roToBUTb Ha NUTATENLHOW cpeae, OTBevaloLLel yCTaHOBNEHHbIM TpeGoBaHu-
fIM, M UCMOMNb30BaTh B BUAE OTMbITOI CYCNeH3um crop.

M puvmedaHun e — Ons onpeaeneHus ousnyeckoin aghdpeKTMBHOCTU YCTPOICTB AN oT6opa Npo6 Bo3ayxa MoryT
MCNonb30BaThCA Chepudeckue YacTuLbl NONUCTMPONa U Apyrue BUAbl HEXU3HeCNoCcobHbIX YacTul [13]. Pesynsrar 6yaer
aHanorvyeH peaynsrary, Nofy4eHHOMY C UCMONb30BaHWEM MUKpoopraHnamMoB. OgHaKo HEKOTOpbIe YCTpPOCTBa Anst oT6o-
pa npo6 Bo3ayxa He NO3BOMSIOT BbISBUTL BCE HEXM3HECNOCOGHbIE YacTuLbl, B TO BPEMA Kak MMKpOOPraHMaMbl npopacTatoT
B KONOHUIO, KOTOpasi MOXKeT ObITb Nerko obHapyxeHa U noacuMTaHa.

B.2.2.2 Wrammbl Ans onpegeneHusi GoNorMiecKoin akTUBHOCTM

MCTOYHMKOM NOSIBNEHNs B BO34YXE NOMELLEHMIn MHOTUX BUAOB MUKPOOPTraHW3MOB MOTYT GbIThb KOXHbIE NOKPOBbI NEp-
COHana, Ha KOTOpPbIX AOMUHWPYIOT MUKPOOPraHU3Mbl Koarynasa — oTpulaTenbHble CTatdUmoKOKKN.

OpHako B HEKOTOPbIX MOMELLEHUAX MOXET ObiTb OGHapPYXeHO 3HaYUTENbHOE YMCIO MMKPOOPraHU3MOB, NPUYMHOM
NOSBMEHUsI KOTOPLIX ABNAETCA TEXHoMorMueckuii npouecc. Mpu npoBeaeHNU GUONOMMYECKUX UCTIbITAHWIA CNEeAYET UCTONb-
30BaTh MUKPOOPraHW3Mbl, KOTOpble 0ObIYHO BCTPEYAKOTCS B YUCTLIX NoMeLLeHUsX. MoXHO ncnonb3oBaTth Takon TeCT-MUK-
poopraHuam kak Staphylococcus epidermidis (NCTC 11047, ATCC 14990). OgHako cnegyeT UMeTb B BUAY, YTO UBMEHEHMs1
coCTaBa pacnblnsieMoro asapo3ofis, MeToAa pacnbineHVs U ycrosuii otéopa Nnpo6 MoryT NnpuBeCTU K M3MeHeHuo Guonoru-
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yecKoi ahPeKTMBHOCTI YCTPOMCTB AN oTéopa Npob Bo3gyxa. B cBA3n ¢ 3Tum MeToq onpeaeneHus 6monormyeckon ad-
(PEeKTMBHOCTM MOXET ObITb MEHEE HaAeXeH, YeM MeToA onpeaeneHna uanyeckon appeKTUBHOCTH.

B.2.3 leHepauusa YacTUL, — HOCUTENel MMKPOOPraHu3mMoB

A3po3sonu, cocTosiLLmMe U3 YacTuL, ONPeAEeneHHOro pasmepa, reHepypyHoTCsl C MOMOLLILIO YCTPOCTB pasfyHbIX TU-
nos (Hanpumep, TakMx Kak AMCKOBbIe reHepaTopbl aapo3oneii) [14]. Ha avck, BpalualoLLMics C BbICOKOW 4acToToM, nojaeT-
CA1 XXugkas CycrieH3nsi MMKpOOpraHW3MOoB, KOTopasi Mpy 3TOM NpeBpalLaeTc B MENKOAUCMEPCHbI FOMOreHHbIA a3po30fib.
U3meHssA YacToTy BpalLEHUs, MOXHO NONy4YUTb Kanniu pasnuyHoro pasmepa. Kannu 6bICTPO BbICHIXAIOT, U B 3aBUCUMOCTH
OT KOnnyecTBa HepacTBOPUMOro MaTepuarna B XWAKOCTU MOXHO NOMy4YUTb CyXue YacTuLibl PasnuyHbIX pasMepos. [ilnameTp
Kanernb MOXHO ONPEAENUTL C MOMOLLbIO YPaBHEHUS1, KOTOPOE CBA3LIBAET €O C MIIOTHOCTLIO U MOBEPXHOCTHLIM HaTSXKEeHU-
€M XMAKOCTK, YaCTOTON BpaLLeHUs U AnameTpomM AUCKa pacnbinuTtens. Kpome Toro, AMameTp Kanesnb MOXHO U3MEePUTL Npy
NOMOLUM MMKPOCKOoNa.

Pa3smepbl YacTul, cogepxallyx Bnary, yMeHbLUAIOTCA 3a CYET ee UCNapeHns A0 pa3MepoB, KOTOPbIe 3aBUCAT OT UX
TBEpAon dpaskl. X pasmepbl U Maccy MOXHO YBE/IMYMTbL, BBOAS B CYCMEH3UI0 MUKPOOPraHU3MoB oaua kanua. [inameTp
ny0I7I 4acTuLbl MOXXHO BbIHUCITUTL, NONb3yACH HMXKenpuseAeHHbIMU YpaBHEHUAMIW, UNK onpeaennuTb Npy NOMOLLY MUKPOC-
Kona nyTem otbopa npo6 Bo3ayxa B kamepe ¢ Ucnonb3oBaHueM membpaHHoro ounsrpa.

Papuyc r nio6oi YacTuLbl cBsizaH ¢ o6LemMoM V cneayiolein oopmynoi

r=3/4n WA, (8.1)

Pa3mep Cyxoli YacTULbl 3aBUCUT OT KONMYECTBa TBEPA0ro MaTtepuarna, UMeIoLLIErocs B YacTuLle, coaepXalliel Bnary,
W OT pasmepa Cropbi.
CreoBaTenbHO, pafiuyc CyXoMm YacTuLibl paBeH

[3/4 = (V, + VI3, (B.2)
rae ¥V, — o6bem crnopbl (NpumepHo 0,5 Mkm3);

Vp — 00beM YacTULbl NOCHE UCNapEeHUs.

v O6bem yacTULbl, CoaepXallein Brary (MS) x KoHUeHTpauua TBepaoi dasb! (rlM3) 3)
= . B.3
MnoTHOCTL TBEPAOFO MaTepuarna B pacTeope (r/M°)

S

Onpepenue paanyc Cyxow 4acTuLbl, Nerko BLIMUCNUTL e ANaMETP.

AapoavHamMuyeckoe NoseaeHNe HYacTuULlbl 3aBUCUT OT ee NNIOTHOCTK. [o3ToMy HEO6XOAMMO onpeaenuTL KBUBANEH-
THbIA AnaMeTP Cyxoi YacTuLbl, T. €. pasMep CyXoin YacTuubl Ans ciyyasi, ecnu 6bl ee NNOTHOCTL Gbla paBHa eguHULIE.

SKBUBANEHTHLI AMAMETP YaCcTULL! d, pacCuMTLIBAETCS Mo chopmyrie

d,=d '~ (B.4)

roe d — OvameTp Cyxoi 4aCTULibl, MKM;
p — MNNOTHOCTb TBEPAONO BELLEeCTBa, U3 KOTOPOro COCTOMT YacTuua, IMKkMS.

B.2.4 MNpoBseaeHue UCNbITaHUA

UcnbitaHus NpOBOAATCA B KamMepe nnu B NnoMeLleHun, rae co3gaHbl ycnoBus Typﬁyj'leHTHOCTVI, aHanoruyHole Tem,
YTO MMEIOTCS B YUCTOM NOMELLIEHUM. YCTPOWCTBO Ans oT6opa npo6 Bo3ayxa v hunsTpoaepxkaresb, B KOTOPOM PacrornioXeH
unsTp ¢ nopamu agnameTpom 0,45 MKM, AOMXKHbLI BbITh NOMELLIEHBI PAAOM, HO Ha AOCTAaTOYHO 6OSLLLIOM PacCTOSHUM OT re-
Hepatopa aspo3onei (MPUMepHO 1 M). 3TO HyXHO ANs TOro, YTo6bl HACTULLI K MOMEHTY oTEopa Npo6bl 6binKu cyxumu. C no-
MOLLIbIO CHETYMKA YacTuUL, CrieayeT OnNpeaenvTb, YTO KOHLEHTPaLMsA YacTyL, OKOMNO YCTpOCTBa Ans otoopa npo6 Bo3ayxa v
dunsTpoaepxatens oauHakoBa. Mem6paHHoe ycTpoiicTo ans oTéopa npob Bo3ayxa, paboTatoLLee Co CKOPOCTbIO MOTOKa
(ot6opa npo6bl) npyMepHO 5 N/MWH, He AOMKHO GbITb O6paLLeHO (UNETPOM BBEPX. PUNLTP AOIKEH ObITh HANpPAaBMEH ToMb-
KO B CTOPOHY Unu BHU3, 4To6bl NPEAOTBPaTMTL OCaXAEHUe YacTuL Ha MemBpaHy noa aevcTemem cun rpasuTauyum. O6a
YCTPOICTBA BKJIHOYAIOTCA OAHOBPEMEHHO. Bpemsi ot6opa npo6 3aBUCKT OT KOHLEHTpaLmK XuU3HecnocoBHbIX MUKpoopra-
HU3MOB B BO37yXe, OJHaKO CYUTAETCH, YTO AOCTATOYHO HECKONbKO MUHYT. Mocrne ucnbitaHus UnsTpbl NOMELLalTes B
yallKv, coaepallme COeBbIi Ka3eMHO-MENTOHHLIN arap UNW 3KBUBANEHTHY aTTecToBaHHylo cpeqy. Mocne WHKyGauum
o6oux Habopos Npob B TedeHUe 2 CyT npu Temnepatype 37 °C noacuYMTLIBAETCH YACNO KONMOHWUIA.

Mepea ncnbiITaHMsAMU rOTOBUTCA CYCNEH3NsA OTMbITLIX crop B pacTeope 80 %-HOro aTMnoBoro CnvpTa C KOHUeHTpa-
umeit He Gonee 10°—107 cnop/mn, YTO NO3BOMISIET NOSTYUUTb YACTULIBI, HECYLLIME, B OCHOBHOM, TOMBKO 0AHY cropy. Heobxo-
AVMOe KONMYECTBO reHepMpyeMoro asapoaorsis 3aBUCUT OT pasMepoB kKamephbl 1 06bema nofaBaemMoro 1 yaanseMmoro Bo3ay-
xa. pyu nsMeHeHMn KOHLEHTpaLuW al3po3ons He cnegdyeT yBenvuuBaTb BpeMs oTtbopa npof, a Tawke HeobxoaMmo
cneauTb, YTobbl Ha NUTaTeNbHOM cpeAe He GbIfIo COBMEeLLEHUIA (COBNageHWi) KONOHWIA MUKPOOPraHU3MOB.
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B asposonbHoi cpefie crneayeT AMcnepruposaTth TBepAble BELLECTBa B pa3fyHbIX KOHLEHTPaLUAX AN TOro, YToOb!
npu pacnbineHnn NonyYnTb YacTULbl pa3nnyHbIX pasmepoB. Heobxoavmas KoHLEHTpaLmna TBepabIX BELLECTB onpeaenseT-
cs no popmynam B.1—B.4. [inA nonyyeHus gmanasoHa Yactvy, anametpom ot 0,8 o 15 Mkm cnegyeT NpurotoBUTL NSAThL
pacTBopoB. [1ns yacTul, KaXxaoro AgvaMmeTpa cnegyeT NpoBecT He MeHee 10 3KCNEePUMEHTOB.

B.3 OcopmneHue pesynsraToB

O ekTMBHOCTL YCTPOWCTBA ANnA oT6opa npo6 B NpoLieHTax onpeaensieTca No U3BECTHOMY YMCIY KONIOHWI B 3TOM
YCTPOWCTBE U YUCIY KOJTOHWIA B YCTPOMCTBE C MEMOpaHHbLIM (hvnsTPOM Mo crieaytoLlei doopMyne npu YCroBuu, YTo obbe-
MbI Npo6 Bo3ayxa Ans 060MX YCTPOACTB paBHbI.

Sd)d)eKTVIBHOCTb Yucno KonoHui B ncnblTyemMom YCTPOI'/'ICTBe

: = h . x 100, (B.5)
yCTpoucTBa Yucno KonoHuii B ycTpoucTtee C MeMGpaHHbIM Cbl/l]'lepOM

PesynsraTtbl MOXHO BbIpasuTb rpatnyeckn B BUAE KPUBOW, OTPaKalOLLIe 3aBUCMMOCTb 3(h(PEKTUBHOCTU YCTPOCTBA
ans otbopa npo6 Bo3gyxa OT pasMepoB yacTul. Bce Touku npeactaBnsaoT cobol cpegHne 3HaueHWst 3hHEeKTUBHOCTY C
yKasaHUeM CTaHAAPTHbIX OTKIIOHEHWIA.

MpunoxeHue C
(cnpaBo4Hoe)

MeTtoabl onpeaeneHus 6u03arps|3HeHuﬁ Ha NOBepPXHOCTAX

C.1 BeegeHue

B HacTosiLLEEM NpUNOXeHUN NPUBEIEHLI METOABI ONpeaeneHns 61o3arpsA3HEeHUIA Ha NOBEPXHOCTAX ANA CNyvaes, Kor-
Aa NpeaycMoTpeHO NpoBeaeHne MUKpobuonormyeckoro KoHTpons. C Lenbto o6HapyXeHUs XU3HeCnoco6HbIX YacTuL, oTou-
paloTCA NpeacTaBUTENbHbIE NPO6LI, KOTOPbIE ABMAIOTCA NPEAMETOM KOHTPONS.

37K MeToAbl HE BhISIBMAIOT 06LLEE YUCTIO XKU3HECTIOCOBHBLIX MUKPOOPraHU3MOB, HO NO3BONAIOT NOMyYaTb OTHOCU-
TenbHbIEe pesynksTaThl, NPUrogHbIE AN CPaBHEHUSI B KOHTPONUPYEMbIX yCnoBusaX. MeToabl MOryT MCMOnb30BaTLCA NPY Te-
KyLLEeM KOHTPOJie YACTbIX MOMELLEHUIA B KCITyaTUPYEMOM COCTOSHUK, a Takke, Npyu HeoBXoAUMOCTH, B NOCTPOEHHOM 1
OCHaLLEHHOM COCTOSIHUSIX.

HacTosiumii ctaHaapT npeaycMaTpuBaeT OpraHM3aLmio AOKYMEHTUPOBAHHOMN CUCTEMBbI KOHTpONs 61o3arpasHeHuUi B
YUCTBIX MOMELLIEHUSX.

C.2 O6wume nonoxeHus

KonuuecTBo MUMKpOOPraHM3MOB Ha NOBEPXHOCTU NOACYUTLIBAETCA KOHTAKTHBbIM METOAOM MITA NMPU MOMOLLM TaMno-
HOB. KOHTaKTHbIA METOA 3aKINIOHAETCS B TOM, UTO TBEPAYIO NUTATENLHYIO Cpeay U3BECTHOW NNOLLIAAW NPUKNAALIBAIOT K KOH-
TPONMPYEMOi NOBEPXHOCTU U 3aTEM UHKYOMpPYIOT. MpopocLLne KONOHWUW ABNAIOTCA 3epKarbHbIM OTPaXEHUEM («KapTomn»)
U3HECNOCOGHLIX MUKPOOPraHU3MOB, MMEIOLLIMXCS Ha NOBEPXHOCTU. MOXHO MCNONL30BaTh TAMMNOHbLI, KOTOPLIMU NPOBOAAT
no NOBEPXHOCTH, a 3aTEM NOACHUTLIBAIOT YACIIO MUKPOOPraHU3MOB, COGPaHHbLIX UMW,

CKOpPOCTb OCaXAEHUA MAKPOOPraHM3MOB Ha NOBEPXHOCTL ONpeaenseTcs crneaylowmm obpasom. MNuTtarensbHas cpe-
Aa C U3BECTHOM NNOLLAALIO BbiAEPXXUBAETCA B TEHEHUE ONpeaeneHHOoro BpeMeHu, a 3ateM uHKybupyertcs. No konuyectsy
NPOPOCLLMX KONOHUIA ONpeaenaeTca CKOPOCTL OCAKAEHUS MUKPOOPraHU3MOB Ha NOBEPXHOCTL B JAHHIA NMPOMEXYTOK Bpe-
MEHU.

C.3 YcrpoiicTeo gnsa ot6opa npo6

C.3.1 KoHTakTHbIe ycTpOMCTBa A4nA oT6opa npoS

MoryT MCnonb3oBaTLCA KOHTaKTHLIE NAAaCTUHbLI UMW ApYrve YCTPOWCTBA, B KOTOPbIX NMTaTeNbHasA cpeja NoMeLleHa B
TBEpAbIE UMK 3NaCTUYHbIE KOHTEMHepbI. Cpeaa conprKacaeTcsl C KOHTPOIMPYEeMOii NOBEPXHOCTLIO. noLLaas noBepxHoc-
TV AomxkHa 6biTb He MeHee 20 cm2,

13



rOCT UCO 14698-1—2005

KOHTaKT cpefibl C NOBEPXHOCTLIO AOMKEH NPOMUCXOAUTL B TEHEHWE HECKOMbKUX CEKYyHA NMPY NOCTOAHHOM U oAHOpOA-
HOM JaBNEHUM Ha BCO NOBEPXHOCTb 6e3 BpalLaTenbHbIX U NOCTynaTenbHbIX ABWKEHWIA. 3aTeM KOHTaAKTHOE YCTPOMCTBO Mo-
MellaeTcs 0BpaTHO B KOHTEMHEP, a8 KOHTPONIMpYeMasi NOBEPXHOCTb OYULLIAETCS OT OCTaTKOB NUTATENbLHOW cpeabl.

C.3.2 TaMnoHbI

XunzHecnocobHble eaMHULbI Takke MOXHO OTOMpaTh TaMnoHaMu. CTepUnbHbIE YBNAXHEHHbIE TaMMOHbI, ry6k1 nnm
candeTkn ocobeHHO yaobHbl npy ot6ope npo6 ¢ GonbLUMX, HEMMIPOCKOMUYHBLIX, HEPOBHLIX MOBEPXHOCTEN, MMEIOLLUX
yrny6neHus, HeAOCTYNHbIE ANA KOHTAKTHBLIX YCTPONCTB.

TamnoH npeaBapuUTenbHO AOMKEH ObITb CMOYEH CTEPUIbHON Cpeaoi.

Mpo6bl 0T6UpalOTCA MEAIEHHBIMMW ABWKEHUSAMU TaMMNoHa napasnnefibHbIMUA 6nM3Ko pacrnonokeHHbIMU NUHUAMK. 3a-
TeM onepaLms NOBTOPAETCA ABWKEHUAMU TaMNOHa NePreHANKYNSAPHBIMY JIMHUSIMU MO OTHOLLIEHUIO K NepBbIM. Mocne atoro
TaMroH NOMELLIaeTCA B ONpeaeneHHOe KONUYECTBO cpebl A1 U3BMNEYEHUst MUKPOOPraHM3MOB, KOTOPOE UM Xe nepemMeLun-
Baetca. Cpefa, Ucnonb3yemas Ans U3BNeYeHus, AoMKHa aHanMsnpoBaThCa Ha Hanmume Xu3HecrnocobHbIx yactuu. Mo-
BEPXHOCTb, C KOTOPOW oToGpany npoby, creayeT OUMCTUTDL, YAarvB OCTaTKU CMbIBaKOLLEH cpeapbl.

C.3.3 CeauMeHTaLMOHHbIE YaLlKu

CeauMeHTaLMOHHbIE YaLlKU MOMyT UCNOSL30BaTLCA ANA KONUYECTBEHHON U KaUeCTBEHHOW OLIEHKV BO3MOXHOrO 3a-
rPSAI3HEHUS NMOBEPXHOCTU XU3HECNOCOGHBIMM MUKPOOPraHM3MamMu, OCEeAaloLLIMMK U3 BO3ayXa.

Yucno yacTul, HeCyLLMX MAKPOOPraHU3Mbl U OCealoLLMX U3 BO3AyXa Ha NOBEPXHOCTL B ONpeAeneHHbIn NpoMexy-
TOK BPEMEHU, MOXHO ONpeaenuTb NpY NOMOLLM CeAMMEHTALMOHHBIX Yallek, HanoNHEeHHbIX NUTaTensHOW cpeaoi. Yallku
3aTeM UHKyGUpYIOT. STOT MeToA He NO3BONSAET OnpeaennTL obllee YMCNO MUKPOOPraHU3MoB B Bo3ayxe. OH AaeT uMcno
MWKPOOPraHU3MOB, OCEBLLMX Ha NOBEPXHOCTL B TEUEHUE BPEMEHU oTOopa Npo6bl. YyBCTBUTENBHOCTL 3TOMO METOAA MOXHO
NoBbICUTb, ECNU UCMONb30BaTb HonbLune Yaliku MeTpy (Hanpumep, AMaMeTpoM 14 M) U YBENMYUTL BPEMSI IKCTIO3ULIMA.
Mpw 3TOM crneayeT NPUHATL Mepbl NPOTUB BbICLIXaHWS NUTaTensHon cpeabl [15].

C.4 OchopmneHue pesynsratoB
YpoBEHb XU3HECNOCOBHbIX YACTUL, Ha NOBEPXHOCTAX BbIPAXAETCS YUCNOM XU3HECNOCOBHBIX eauHuL Ha 1 aM? unu
YMCIIOM XU3HEeCnoCoBHbIX eauHuL Ha 1 AMZ/4 (AN MeToaa CeAUMEHTALIMOHHBIX Yaluek).

Mpunoxexue D
(cnpaBouHOe)

MeTtoab! onpeaeneHus 6uosarpsisHeHNA TKaHen

D.1 BeegeHue

B HacTosiLLeM NpUnoXxeHUn NpuseaeHbl MeToAbl onpeaeneHus 6uosarpsisHeHUiA TkaHeid Ansa cry4vaes, koraa npea-
YCMOTPEHO NpoBeieHne MUKpoBUonormyeckoro KOHTpons. C Lienbio 06HapYXeHWs1 XXM3HECNOCOBHLIX YacTUL, B TKAHSX OT-
OupaloTcs npeacTaBUTENBHBIE NPOOLI, KOTOPLIE ABNAKOTCA NPEAMETOM KOHTPOS.

Hacrosumia ctaHaapT NpeaycMaTpuBaeT OpraHU3aLmio JOKyMEHTUPOBAHHOM CUCTEMbI KOHTPOISi GUo3arpAsHeHuiA B
UYUCTbIX MOMELLEHUSIX.

TkaHW, NpUMeHAEMbIE B 30HaX pUCKa, AOMKHbI UMETL HaANEeXalllylo YACTOTY, COOTBETCTBYIOLLYIO BUAY BbINOMHSIE-
MoiA paboTbl W/unu Leny ucnonb3oeaHusa. CneayeT BbiNOMHATL KOHTPOSb 6UO3arpA3HeHNUs TKaHe C LIENbI0 CBEAEHUA K MU-
HUMYMY UX OTPULIATENBHOrO BAUAHUA Ha BUA ASATENLHOCTU, NPoAyKUMIO, 060pyaoBaHUE B 30HaX puUcka.

Mpu BbIOOpE TKaHEW U OLIEHKE UX CBOWCTB HYXHO yuuThIBaTh criegyiolume dakTophbl, BIMSAIOLLUE Ha YPOBeHb Guosar-
PA3HEHUIA B 30HaxX pUcka:

a) TvN U HasHavyeHue TKaHewn, HanpuMep, TkaHb AnsA TEXHONOMMYECKON oAeXAbl, candeTok;

b) BbIGOp TKaHeW;

C) BblAeneHue YacTuL TKaHAMU 1 XapaKTep UX pacnpocTpaHeHus;

d) GapbepHble CBOMCTBA TKaHeW, UX (PUNLTPYIOLLIME CBOMCTBA;

€) obpaboTtka, Ae3nHpEeKUUA U CTEPUNU3ALIUA TKAHEN;

f) adbdekTMBHOCTL yaaneHua YacTtul, ¢ TKaHewn;

g) Au3aitH (KOHCTPYKUMA) oaexab;

h) npoHULIaeMOCTb TkaHel, CBONCTBA UX NOBEPXHOCTEN U YCTOMYMBOCTb K TPEHUIO.
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Mpv noBbILeHHOM ypoBHE 61O3arpsAsHEHWA TkaHel cneayeT onpeaenuTb MX NpuynHy. Hanbonee pacnpocTpaHeH-
HbIMU NPUYUHAMU ABNSIIOTCA:

a) nroxasi cnoco6HOCTb yAepXMBaTb YaCTULbl, Onpeaensiemas CBOWCTBaMU TKaHelW, Hanpumep TUMOM BOJOKOH, WX
(haKTypOoil UNM KOHCTPYKTUBHLIMA OCODEHHOCTAMM;

b) HenpaBunkHas akcnayaTaums oAeXabl, HaNpUMeEpP, HEAOCTATOYHO YacTas ee CMEHa;

C) HeypoBneTBopuTeNbHas 06paboTka (CTUpKa) W/unu cTepunmsaums oaexab;

d) HenpaBunbHO BbiOpaHHbIe pexumbl 06paboTkM (CTUPKK), HEe COOTBETCTBYIOLWME TpeboBaHUAM MUKpOBMONom-
YeCKOW YUCTOTbI B 30HE PUCKa;

€) NoBTOpHOE 3arpsidHeHWe oaexabl nocne obpaboTku (CTUPKW, CTepunuaaLun).

HacrosiLee npunoxeHue He COAEPXUT PyKOBOACTBA NO onpeaeneHnio NPOHULIAeMOCTU TKaHE NSt XKM3HeCnocob-
HbIX YacTuL. OHO TaloKe He YCTaHaBNUBAET ClieumarbHblie TPeGoBaHUA K TKaHAM, KOTOPbIE MOTYT NPebABNATLCH B HEKOTO-
pbix 06nacTAX NpUMEHeHUs (HanpUMmep, K CTEpPUNM3yeMbIM U 6e3BOPCOBLIM TKaHAM), UK K KaYeCTBY TKaHeil, OLleHUBaeMo-
My BU3yarbHO U Ha OLLyNb.

D.2 O6wwue nonoxeHus

O6HapyXeHue U TEKyLLMI1 KOHTPOSb MUKPOGHOIO 3arpsisBHeHWs TKaHei B 30HaX pUcka BLINONHAETCA NyTem oTbopa
XKM3HeCcnocobHbIX YacTuL, MpY NOMOLLIM COOTBETCTBYIOLLMX YCTPOICTB ANA 0TOOpa Npo6 cornacHo nnaHy.

D.3 KoHTakTHble yCTPOMCTBa ANs oT6opa npo6

Ons obHapyXeHUs XU3HECIOCOOHbIX YacTULL B TKaHSAX (B T. Y. B HEGONbLUMX 3NeMeHTaX TKaHeit) MoryT UCNonb3o-
BaTbCA KOHTaKTHble YCTPOWCTBa Ans otoopa npob (npunoxeHue C). Mo BO3MOXHOCTU, Nepea NpUKNaabiBaHUEM KOHTaK-
THOM NNAacTUHbI UCMbITYEMas TKaHb AOMMKHa NOMELLIATLCA Ha TBepAYHo NNOCKYIO MaaKyo NOBEPXHOCTb.

Mpw ncnonb3oBaHMK YCTPOWCTB Anst oTOopa Npob, coaepXalumx Ha annnukaTope 06e3B0XeHHYI0 Cpeay, MOXKET No-
TpeboBaThcA ee perwapaTauus npy NOMOLLM onpeaernieHHOro KONMYEeCTBa XUAKOCTH, YCTAHOBNEHHOTO B UHCTPYKLIUM U3ro-
ToBUTENS. Permaparauus cpefbl MOXET ObITh Takke NpoBeAeHa ¢ UCNONb30BaHUEM PaCTBOPOB, KOTOPbLIE MHAKTUBUPYIOT
WK HeATpanuayloT AeTeprupytoLLme unu AesuHuuMpyolme cpeacTea.

M pwumeyaHwu e — lNpu arrectaumm (BanuaaLvm) NpoLECCOB CTEPUNU3ALIUN CTEPUNBHBLIX MaTepuanos (TkaHen)
YpPOBEHb MX MUKPOBHOTO 3arpsisBHEHU MOXET GbITb OnpeaeneH yaaneHMeM MMKpOOpraHU3MOB C 06pasLioB TkaHel, nome-
LLEHHbIX B 9KCTParmpytoLLuii pacTeop (Harnpumep, ¢ MCMNOMb30BaHMEM OTXMMHOM MaLLIMHbI). [ocne 3Toro aKCTparMpyoLwnin
pacTBOp cneayeT npogunsTpoBaTh (MembpaHHas unsTpaLms).

D.4 OchopmneHue pesynsTaToB
YpoBeHb 6103arpsA3HEHUIA UCTILITYEMOMN TKaHM BLIPaXAETCA YUCIIOM XKMSHECNOCOBHLIX eanHULL Ha 1 AM>.

Mpunoxexue E
(cnpaBouHoe)

Mopsapok atTecTtauum (Banuaauum) npoueccoB 06paboTku oaexabl U TKaHen

E.1 BeeaeHue

HacToswwee npunoxeHue coaepXuT METoAbI aTTecTaLmm (Banuaaumm) npoleccoB 06paboTku oaexabl U TkaHeln ana
cny4aes, koraa NPeAyCMOTPEH KOHTPOb GUo3arpsisHEHWIA.

E.2 Metoabl KOHTpONA

E.2.1 OCHOBHbIE NONOXEHUSA

ATTecTauus npoueccoB 06paboTku oaeXabl U TkKaHel NPOBOAUTCA C UCMONL30BaHUEM 06pa3LIOB TkaHeit (oaexabl),
KoTopble noanexar o6paborke. O6pasLibl 3arpA3HAIOTCA U3BECTHLIMM LITAMMaMU MUKPOOPraHU3MOB (CYCreH3nein MUKpo-
OpraHU3MOB) B KOHLIEHTpaLMK, AOCTAaTOMHOM AN NPOBEeAeHUs KONWYECTBEHHOM oLieHKN. 3aTem obpasubl o6pabaTbiBaloT-
CSl COIMacHO aTTeCTyeMOMy NpoLIECCy U NPOBEPSIETCS CNOCOGHOCTL 3TOrO NpoLIECcca YMEHbLUATL YUCTO MUKPOOPraHU3MOB:
GakTepuit B 10° pas, aposokeit n cnop rpu6os — B 10* pas.
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MpumeyaHuns

1 ATTecTaums npoueccoB o6paboTku oaexabl U TKaHei pas3aenseTcs Ha ABa aTana:

- NoATBEPXAEHUE (aTTecTaLMs) MPMeMIEMOCTU YCIIOBUIA NPOBEAEHUS UCTbITAHUIA;

- coBCTBEHHO UCMbITAHUA U artTectauusa npouecca.

2 Ucneityemble o6pasLbl (test pieces) npoxoasaT o6paboTky B 06beme 3arpyaku npy aTrecrauum npoLiecca obpaboTku.

3 KoHTponbHbie o6pasupl (control pieces) cnyxkat Ansi cpaBHEHUs C UCNbITYEMbIMU o6pa3Liamn U npoxoasaT obpa-
60TKy cornacHo Tectam B u C B nopsigke, OTNMYaOLLEMCS OT pearnbHOro.

Mpw aTTecTaumm BLINOMHAIOTCA CrneayoLime TeCTbl:

a) Tect A. MoacuuTbIBaETCA YUCHO KMIHECTIOCOBHBIX AUHULL, B UCXOAHOM CYCTIEH3UN MUKPOOPTraHU3MOB. 3TOT TeCT
Heo6X0oauM ANA NOATBEPXKAEHWS TOro, YTO UCXOAHAA KOHLEHTPaLMs MUKPOOPraHU3MOB AOCTaTOMHa ANS OLIEHKU Tpebye-
MOTO CHWDKEHMWSI MONyNsALMY MAKPOOPraHU3MOB.

b) Tect B. OnpeaenseTcs YMCNo X13HECNOCOOHBLIX €AUHULL HAa KOHTPONbHLIX 06pa3suax, KoTopble 6binu 3arpsiaHe-
Hbl TAKOW Xe CYCMEeH3nei MUKPOOpraHU3MOB, YTO M UCTIbITYyeMble 06pasLibl, HO He NMpoLunu npouecc o6paboTku. 3ToT TecT
npegHasHa4yeH Ans NPOBEPKMU TOro, YTO XU3HECNOCOBHOCTb MUKPOOPraHM3MOB HE U3MEHAETCA 3a Nepuos NpoBeEeHUs aT-
TecTauum.

c) Tect C. OnpeaenseTcs YNCNO XKU3HECNOCOBHbIX €AUHUL, HA KOHTPOSBbHBLIX 06pasuax, KoTopble He 6binu 3arpsas-
HeHbl A0 nposeaeHns 06paboTku, Ho Bbinn o6paboTaHbl Tak ke, Kak U ucrbiTyeMble 06pasLbl. Mocne 06paboTku KOHTPOsbL-
Hble 0Bpa3Libl 3arpsA3HSAIOTCA CycneHaneill MUKpOOPraHM3MOB. 3TOT TECT NpeAHasHayYeH Ana UNNIoCTpauuy BNUSIHUA pas-
JIMYHBIX PaKTOPOB Ha pesynkTaT OLIEHKM KONMYECTBAa XU3HECNOCOOHbIX MUKPOOPraHU3MOB NpYU NPOBEAEHUM UCNbITaHWIA
(BpeMsi, MexaHUYEeCKUA achdpekT, TeMnepaTypa, Hanuume OCTaTKOB MOIOLLIMX BELLECTB Ha TKaHU W np.).

McxogHas cycneHaus MUKpoOpraHMsmoB rotoBUTCSl B 6enkoBomM pactBope. Ha ucnbiTyemble o6pasubl HaHocuTcs
onpegeneHHbIn 06bem cycneHsuu. UcnbiTyemble 06pasLibl NpoxoasaT 06paboTKy B cocTaBe 3arpy3ku, UMUTUPYIOLLEH OBbiY-
Hy'o 3arpy3ky. Mocne 06paboTku NoACHUTLIBAETCA YMCITIO MUKPOOPraHU3MOB Ha UCTIbITYeMbIX o6pa3suax. OueHUBaeTca CHU-
XeHve nonynsauMm MUKpOOPraHU3MOoB U NOMyYEHHbIA pe3ynsTaT CpaBHUBAETCS C NPUBEAEHHBIMU BbILLE KPUTEPUAMMU.

Opexna, KoTopasi Ucnosib3oBanach Npy UCMbITaHUAX B KAYECTBE UMUTUPYIOLLIEH 3arpy3ku, A0MKHA NPONTU CTepunu-
3aUMI0 4O NOCNEAYHOLLEro UCMONb30BaHUS UMK BbiTbh YHUMTOXEHHOM.

E.2.2 MukpoopraHuambI

E.2.2.1 Bakrepuun

CnegyeT UCMosb30BaTh, Kak MUHUMYM, LUTaMMbl 6akTepuii cneaytowux BUAOB:

a) Enterococcus hirae ATCC 10541;

b) Escherichia coli ATCC 10536.

E.2.2.2 Mpu6bI

B cnyuyae Heo6X0AMMOCTU NPOBEPKM Ha aKTUBHOCTL rpUGOB CrieayeT UCNOoNb30BaTh, Kak MUHAMYM, LUITaAMMbI rpu6oB
cneayoLwux BUAOB:

c) Saccharomyces cerevisiae ATCC 9084;

d) Aspergillus niger ATCC 16404.

E.2.2.3 Cnopbl 6akTepui

B cnyyae Heo6GXxoAMMOCTY NPOBEPKM HA aKTUBHOCTL CMOP cneayeT UCMNoNb3oBaTb, Kak MUHUMYM, CMOpbI LWTaMMa
Bacillus subtilis var. niger ATCC 6633.

E.2.3 CycneH3uu MMKpOOpPraHM3MoB

E.2.3.1 Cpeaa ons npuroToBrieHUs1 CyCNeH3ui

B kauecTBe cpefbl 4151 NPUrOTOBIIEHUSI CYCNEeH3UM MUKPOOPraHU3MOB CrefyeT UCMONb30BaTh CTEPUIBHLIN pacTBOp
nenToHa B (huanonoruyeckom pacteope. 4ns rpubos B cpeay aobasnserca 0,05 %-Hbli (06bem/06beM) pacTBOp NONUCOp-
6ata 80 unu gpyroro aTrecToBaHHOIO UHrpeaveHTa. [ins cnop 6akTepuii crnegyeT UCMonb3oBaTh CTEPUIBHYIO AUCTUNIIMPO-
BaHHy0 BOAY.

E.2.3.2 Cpepa ana cMbiBa MUKPOOPraHM3MoB

Ona cMblBa MUKPOOPraHU3MOB OGbLIYHO UCMONL3YeTCA cpeaa Ans NPUIOTOBIIEHUS CYCNEH3WA, AMCTUNNMPOBaHHas
BoZa unu no6oi pacTBop, KOTOPbIF MOXHO NPOUNETPOBATL B YCIIOBUSIX NPOBeAeHWs UcnbiTaHWiA. Mpu HeobxoaMmocTu B
3Ty cpeay MOXHO A06aBnAaTL CpeAcTBO ANA HEUTpanM3aummn Ae3nHGULIMPYHOLLETO BELLECTBA.

E.2.3.3 BenkoBble pacTBOpbI

FoToBATCA cneayioLe BOAHbIE pacTBOPbI.

PactBop A. 3 %-Hblit (Macca/obbem) pacTsop 6blubero ans6ymuHa (dppakuus KoHa V), noBeaeHHblin o pH 6,8+ 0,2
W, NpU HeOBXOAUMOCTH, CTEPUNU3YEMBIA (ODUNETPOBAHUEM.

Pacteop B. 15 %-Hbiin (Macca/o6bemM) pacTBop aKcTpakTa gpoxoker ¢ pH 7,0+ 0,2, cTepunmaoBaHHbIA aTTecToBaH-
HbIM METOAOM.
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Pacteop C. Cmecb pacTBopoB A 1 B B oTHoLeHun 100:20, NpUroToBneHHas Tak, YTo KOHLeHTpaLms Kaxaoro 6enka
B pe3ynsTUpYIoLLEM pacTBOPeE AOIMKHA CocTaBnaTh 2,5 % (Macca/obbem).

E.2.4 KoHTponbHbie U UCTIbITyeMble 06pa3ubl

ins KOHTPOMNbHLIX U UCMLITYEMBIX 0OPa3LIOB MCMOMNL3YETCA TOT XKe MaTepuan, KOTopbliA npoxoaun obpaboTky B aT-
TecTyemom npotiecce. 3T 06pasLibl MOryT UCMONb30BATLCA TONLKO OAHOKPATHO. PaaMmepbl 06pasLIoB AOMKHBI 6biTh HE Me-
Hee 10 x 5 cM (B TOM uncne 3arpsisHAeMbI y4acTok pasmepaMun 5 x 5 cM) n UMeTb cBOGOAHbIE Kpast AN NPUKpenneHust Ux K
mMarepuany B 3arpyske.

E.2.5 MNMpuroroBneHue CycrneH3un MUKpOOpPraHu3moB

FoTOBUTCS CyCNEeH3us MUKPOOPraHM3MOB, coaepxallan > 10 knetok Gaktepuit unu > 107 kneTok rpuboB unu crop
OakTepuit B 1 mn.

E.2.6 MetoaMka UCnbITaHUN

E.2.6.1 MNMpoBepka (aTTecTtaumn) ycnoBui npoBeAeHUA UCNLITAHUN

BoinonHsotcs cnegytowme tectsl (E.2.1).

Tect A. TMocne COOTBETCTBYIOLLETO pa3BeieHUA MHOKYNUPYEMOM CYCNEH3UN YUCNO XU3HECNOCOBHLIX €AUHUL B ara-
PpOBOWA cpeae NoAcUMTLIBAETC He MeHee ABYX pas. CpeaHee 3HauYeHve U3 AByX NOACHETOB B pacTBope, coaepxatlem ot 30
Ao 300 xu3HecnocobHbIX eanHuL B 1 Mn, o6o3Ha4vaeTcs N. MNpoeepseTcs, 4To coaepXaHne MUKPOOPraHU3MOB B UCXOAHOW
cycneHauu coctaBnsietr > 108 ans Gaktepuii unu > 107 ana knetok rpuGos unu cnop GakTepuit B 1 Mn;

Tect B. [1Ba KOHTPOIbHbIX 06pa3ua 3arpsisHsioTca 0,5 Mn cycneHsun, coaepxalueit ot 30 Ao 300 xusHecnocoGHbIX
eavHuy B 1 mn. [1Ba Apyrux KOHTPONbHbIX 06pa3Lia 3arpasHaloTca 0,5 Mn cycneHaun, cogepxatueit ot 300 o 3000 xusHe-
CNoco6HbLIX eAuHULL B 1 M. DTH YeTbIpe KOHTPONbHLIX 06pa3sLia 3arpA3HAIOTCA, a 3aTeM KOHTPONUPYIOTCA Tak Xe, Kak U Uc-
MbiTyemble 06pasLibl, HO OHM HEe NPOXOAAT CTaauio 06paboTiu (aTTecTyeMbIM NpoLieccom). 3aTem 3T 06pasLibl NoMeLLatoT-
CAl B NUTATENLHLIA arap U UHKY6upytotcsa. Mocne aToro NOACHUTLIBAETCA YUCTIO XU3HECNOCOGHLIX eanHUL,. CpeaHee Yucrno
XU3HECNOCOBHbIX 8auHULL, COOTBETCTBYIOLLIee Gonee 3arpAsHeHHLIM obpasliam, obosHavaeTcs Ny, a aHanomMyHoe Yucno

Ana MeHee 3arpsisHeHHbIX obpasios — Nj.

Tect C. Ha oguH KoHTponbHbIM 06pasel, HaHocutea 0,5 mn 6enkosoro pacteopa C (E.2.3.3). 3toT o6pasel, npoxo-
AMT NonHbIv Lmkn o6paboTtkn. 3atemM oH norpyxaetcs B 100 mMn cpeabl ANsi CMbiIBa MMKPOOPraHU3MOB, BCTPSIXMBAETCH B Te-
yeHue 15—30 ¢, nocne Yero nomellaetcs B Yaliky MeTpu. 3aTem Ha KOHTPOSBLHbLIA o6pasel, HaHocuTcst 1 M cycneHsuu,
cogepxatuei ot 30 go 3000 xmaHecnocobHbIx eauHuL. Janee o6pasey nokpbisaeTca 10 Mn arapoBoi cpeabl, UHKyOupyeT-
€A1 1 3aTeM NOACUNTLIBAETCA YACNO NPOPOCLLMX eanHUL. 3To Yncno o6o3HauyaeTca ;. 100 Mn paHee UCNONb30BaHHO Cpe-
Abl ANA CMblBa MUKPOOPraHU3MOB UNLTPYETCH Yepes MeMBpaHHbIn UNLTP, YaepKUBaloLwuin MukpoopraHusmel. Mocne
TPEXKpPaTHOro ononackueBaHus Ha ounsTp HaHocuTcs 50 Mn HOBOM cpeabl ANA CMbiBa MUKpoopraHusmoB. K 50 mn cpeab!
Ons cMbiBa MUKpOOPraHuM3amoB ao6aensetcsa 1 mn cycneHsuu, cogepxatuen ot 30 ao 300 ku13HecnocoOHbIX eauHUL B 1 MN
C nocnegywwmmMm punsTpoBaHueM. OUnsTp U pUNBTPOBanLHOE YCTPOMCTBO ononackusatotca 50 Mn HOBOW cpeabl Ans
CMbIBa MUKPOOPraHM3MOB, KOTopas Tarke (hunsTpyeTcs. MNocre Yyero hunbTp NOMELLaeTca Ha arapoByio cpeay, UHKYoupy-
€TCSA U NOACHUTLIBAETCS YNCHO BbIPOCLLMX XM3HECNOCOBHLIX @anHULL. MonyyeHHoe Ynucno 06o3HavaeTca 1,. 3aTeM BbIuMC-
nAeTcs cpeaHee 3HaueHue n = (n,+n,)/2.

Ecnu N= N =n, TO yCnoBWsl UCTIbITaHUIA CYMTAIOTCA NPUEMNEMbIMU (aTTECTOBaHHLIMUW) ANA NPOBEAEHUN aTTecTa-

LM npouecca obpaboTku.

Ecnu N} <0,5N uivnn N{ < 0,05N, wivnn n < 0,05, To ycnoBus UCnbiTaHuil AnA aTTecTauum npotiecca o6pa6ot-
Kv Henpuemsemsbl. CnegyeT NOBTOPUTD BhILLENPUBEAEHHDLIE OnepaLuu, Hanpumep, A06aBUB COOTBETCTBYIOLLIME KOMMOHEH-
Tbl ANS HEATPANU3aLMKM OCTaTKOB XMMUYECKUX BELLECTB B KOHTPONbHLIX 0OpasLax, noagsepraembix obpaboTtke no arrecTy-
eMoMy MeToay.

E.2.6.2 UcnbiTaHus o6pasLoB

CMeLumBatoTcsl 3 Mn cycneHaun MukpoopraHuamos (E.2.5) u 2 mn pacteopa 6enkosoro pacteopa C (E.2.3.3) v uHky-
6upyloTCA B TeueHWe 5 MUH Npu KOMHaTHOI Temnepatype. Ha ucnbiTyembiii ob6pasew, HaHocutes 0,5 Mn nonyyeHHou cyc-
neH3uu. McnbiTaHuA ANs MUKPOOPraHW3MOB KaXaoro Buaa NpoBOASTCA HE MeHee Tpex pas.

Mocne o6paboTku aTTecTyeMbiM NPOLIECCOM KOHTPONbHLIE 06pasLibl nepegaloTca B naboparopuio kak MOXHO Gbic-
Tpee. Kaxaplit o6pasel nomelaetcs B 100 Mn cpeabl ANA CMbiBa MAKPOOPraHM3MOB, KOTOpasi NEPEMELLUBAETCA B Teye-
Hue 15—30 c. Mocne 3Toro BLINOMHATCA crneaytoLime onepauum:

a) 0,1 Mn nonyumBLLErocs pacTeopa nomMeLuaetcs B 9,9 Mn cpeabl AnA cMbiBa U nepemelumeaetcs. Monyunslinecs
10 Mn cpeabl TPMXKAbI CMbIBAOTCA Ha (unsTp 50 M HOBOW cpeabl Ans CMbiBa. 3aTeM (DUNLTP NOMELLAETCA Ha arapoByio
nuTatenbHylo cpeay U MHKYOUpyeTCs;

b) 1 mn pacTBopa HaHoCUTCA Ha hUNLTP U TpUXAb! cMbiBaeTc 50 Mn HOBoW cpeabl Ans cMbiBa. 3aTtem (punksTp no-
MeLLIaeTCA Ha arapoByIo NUTATENLHYIO Cpeay U MHKYGUpYeTCs;
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c) ocTaBLuvecs 98,9 Mn pacTBopa HAHOCATCA Ha (OUNLTP U TPYXKABI CMbIBaOTCA 50 MN HOBOW cpedbl ANA CMbIBa. 3a-
TeM (OUNLTP NOMELLAETCS Ha arapoByHo NUTaTENbLHYO cpeay U MHKYGUpyeTcs:;

d) Kaxablii UCMbITyeMblii oBpaseL] NoMeLLaeTcs Ha YalLKy [eTpu B acenTUUYecKUX YCrioBUsix, NOKpbLIBaeTCs arapoM u
MHKY6UupyeTcs.

Hanee nogcyuTLIBaOTCA:

1 — 4YMCINO XKM3HECTIOCOGHBIX ©AVHILL, BLISBMEHHLIX HA (OMNETPaXx, T. €. CPeaHee 3HaueHne pesyrsTatos noacyeTa

no E.2.6.2, nepeuncnenus a), 6) u c);
nj, — cpeAHee YMCO XU3HECTOCOOHLIX eAVHULI, BLIABIEHHBIX Ha UCMLITYeMbIX o6pasuax cornacHo E.2.6.2 d);

R = n{ +nj — 4ncno MMKPOOPraHM3MOB, OCTaBLLMXCA Nocne 06paboTku No aTTecTyeMoMy npoLieccy.

E.2.7 OcdopmneHue pesynsratos

OnpegensieTca oTHoLeHWe BenuuuHbl N (Yucna MUKPOOPraHU3MOB, HAaHECEHHbIX Ha KOHTpOnbHbIe 00pasLibl) k Be-
nnuuHe R. MpoBepsieTcs COOTBETCTBUE NOMYyYEHHbIX PE3YNETaTOB YCNOBMIO CHUNKEHUs Yucna 6akTepuit, no kpaiiHeil Mepe,
B 10° pa3 1 CHWxeHUe Yncna ApoXokeii U cniop rpubos, No KpaliHel mepe, B 10* pas (E.2.1).

MpunoxeHue F
(cnpaBoyHoe)

MeTtoabl onpeaeneHusa 6uosarpssHeHNi B XMAKOCTAX

F.1 BeegeHue

HacTosiee npunoxeHve cCoaepxut MeToabl onpeaeneHus 6uosarpsiaHeHuUid B XMAKOCTSX (Kak BOAHbLIX, Tak U 6es-
BOAHbIX) ANA Cryyaes, korga NpeaycMOTPEHO npoBedeHVe KOHTPONA Guo3arpasHeHuii. 3T MeToabl BKIOYAIOT B ce6a
oT6op npeacTaBUTENbLHLIX NPO6 ANA 06HaPYXEHUs XKU3HECNOCOBHbIX YacTUL, ABNAIOLWMXCS NPEAMETOM KOHTPOSIS.

BuosarpsisHeHUs B XWAKOCTAX OLIEHWUBAIOTCA B COOTBETCTBUW C OCHOBHbBIMW NPUHLMNAMK HAaCTOSILLIETO CTaHAapTa,
KoTopble TpebyloT BeAeHWUsA AOKYMEHTUPOBAHHOW CUCTEMbI KOHTPONA 6103arpA3HEHUI B YUACTbIX NOMELLIEHUSIX.

B gononHeHWe K 3TOMY crieayeT yumTbiBaTb criegytolume ¢pakTopbi:

a) 3KOJIOrMi0 MUKPOOPraHU3MOB W CBA3aHHLIE C HEl NapaMeTpbl B 30HaX pUCKa;

b) oxuaaemylo KOHLEHTpaLUIO MUKPOOPraHU3MOB B pacCMaTpUBaeMOit(bix) XKMAKOCTU(SIX);

C) COCTOSIHWE XKuaKocTu(en);

d) TouHocTb U 3chdekTUBHOCTL OTOOPa NPOG.

F.2 O6wue npuHUMNbI

Mpo6bl ¢ Lenbio KOHTPONA MUKPOGHOIO 3arpA3HEHUA XWAKOCTEN B 30HaX pUCKa OTOMpaloTCsA YCTpOMUCTBAMU ANA OT-
6opa npo6 no nnaHy otbopa npo6, korza 30HbLI PUCKa HAXOAATCA B YUCTLIX MOMELLEHUAX B OCHALLIEHHOM UITU KCTTyaTupye-
MOM COCTOSIHUWN. KaueCTBEHHOE M KOTMYECTBEHHOE OonpeaesieHNe XU3HECNOCOGHbIX HaCTULL MOXKET BbIMONHATLCS NMPAMbI-
MU U KOCBEHHbIMXA METOaMW.

F.3 Metoabl KOHTpONnA

F.3.1 OGwue nonoxeHus

CyLLeCTBYIOT pa3fuHble METOAbI onpeaenieHns 61osarpasHeHUii B XMAKOCTAX. BbIGOp KOHKPETHOrO MeToaa 3aBu-
CUT OT BUAA XUaKocTu U Tpebyemoro obema npobbl. Hanpumep, MOryT MCNoNb30BaTLCA METOALI HAHECEHUS (pacnbine-
HUS1) Ha YallKy, MeM6paHHOW hunbTpaumm n ap. [16].

Mpu oT60pe Npobbl cneayeT CyLLECTBEHHO CHU3UTL AaBneHue xuakocty. CneayeT NpUHATL BO BHUMaHUE COCTORA-
HUEe XUAKOCTU U OKUAAEMYIO KOHLIEHTPALIMIO XMU3HECNOCOBHbIX YaCTUL B HEl.

F.3.2 NoagroroBka npo6

B 3aBUCUMOCTM OT XapaKTepa X1AKOCTU U YPOBHSA G1o3arpsasHeHui npobbl MOryT oT6upaThCst HENOCPEACTBEHHO UNn
nocne CoOOTBETCTBYOLLEN NOATOTOBKU.

F.3.3 AHanu3 npo6

MeToab! onpeaeneHua 6mosarpasHeHuii cneayeT BbiGMpaTh C YYETOM XapakTepa aHanusupyeMoi XugKocTu.

F.4 Odopmnenune pesynsratos

YpoBeHb GU03arpsisHEHUs XMAKOCTU BbIPAXAETCH YUCOM XKM3HECNOCOBHbLIX eauHuL B 1 Mn (1 cM3) XuaKocTu.

18



rocTt UCO 14698-1—2005

Mpunoxexue G
(cnpaBouHoe)

OpraHusauusn obyueHus

G.1 BBepeHue

HacTosilLiee npunoxeHne CoAepXUT pyKOBOACTBO MO 0By4YeHUIO NepcoHana KOHTPonio 6uosarpAsHeHUii B YACTBIX
NOMELLEHUAIX U CBA3aHHbLIX C HUMWU KOHTPONUPYEMBIX cpeaax.

MocTosiHHOE, XOPOLLIO OPraHM30BaHHOE U OTBE4AIOLLEE NOCTABNEHHBIM Lienam obyueHne nepcoHana, CBA3aHHOTO C
BbINOMHEHMeM TpeboBaHuWin HacTosLLIEro CTaHAapTa, ABNAETCA BaXHON 4acTblo cuUcTeMbl obecneueHus kadyecrtea. MNepco-
Han, B T. 4. paboTaloLLmii N0 KOHTPaKTY, AOMKEH NPoiTH oByyeHue C Lenbio obecneYeHnst HeM3MeHHBIX, HAfIEXHbIX U BOC-
Npou3BOAMMBIX pesyniTatoB. Ocoboe BHUMaHue criefyet yaenaTh NOAroToBke NepcoHana, NpoBoasLLero Mukpobuonoru-
YeCKWiA KOHTPOrb UIMU aHanu3bl B nabopartopun.

Iins opraHusauum obyyeHus cneayet paspabotath MeToauueckue Marepuansl M UCNOL30BaTb TEXHUYECKUE Cpe-
AcTtBa 0b6yyeHus, BECTU JOKYMEHTaLMIO O NpoBeAeH!n o6y4yeHna n cucteMy NnoaTeepXaeHUs ksanudukaumm nepcoHana,
npoweauwero obyyeHune. ObyueHue MoXeT NPOBOAUTLCA KaK CUNamMmU CaMOro NPeanNpPUATUS], Tak M OCYLLIECTBATLCSA CTOPOH-
HUMU OpraHU3aLUsIMU.

B HacToslLLIeM NPUNOXEHUN pacCMaTPUBAIOTCSl OCHOBHBLIE BONPOCH! U 3NEeMEHTbI CUCTEMBI 06yueHUs U noaTeepxae-
HUA kBanuduKaLmn nepcoHana B o6nacTu KOHTposs 61o3arpAsHEeHUIA U He paCCMaTPUBAIOTCA KPUTEPUM OLIEHKWU 3HaHUIA,
achdheKkTMBHOCTU NpoBeAeHUss oBy4eHUs N NporpaMM O06yYeHUA NepcoHana B LENOM.

G.2 3nemeHTbI TMNOBLIX NPOrpaMM oby4eHUn

G.2.1 O6wme NnonoxeHun

Mo ocHOBHLIM BOMpOCaMm creayeT NOAroTOBUTL METOANYECKUE MaTepuanbl C AeTanbHLIM ONMCaHUEM KaXaoro ane-
MeHTa. Kaxgbii pasgen nporpamMmbl criefyeT pasfAenuTb Ha COCTaBHbIE YacTU U AaTb NOMHOE ONucaHue coaepXkaHua
npeomeTa o6yyeHus.

G.2.2 Meroguueckue MmaTepuansl (4OKyMeHTaLuA No o6yueHuio)

MeTtoguueckue maTepuanbl JOMKHbI BKIloYaTh B cebst cneayioulee:

a) nepeyeHb AOKYMEHTOB, UCMOMb3YEeMbIX Npu 00y4YeHUU, C HEOBXOAUMBIMU CChINIKaMu;

b) nanoxeHue uenei n meTogos oGyueHus;

C) cofepXaHue Kaxaoro pasaena (TeMbl) nporpamMMbl 06y4EHUs C LIENbLIO MOMTHOMO NOHMMAaHUSA uanaraembix Tpebo-
BaHUN;

d) pesynbTaThl UsMepeHuUid, Npu Heo6XxoanMOCTH;

€) KaneHgapHblii nnaH oby4yeHus (Ha AaHHOM NPEaNPUATUA UMK B APYrOM MecTe);

f) nopsiaok oueHku adbdheKTUBHOCTU 0ByueHus.

CnegyeT pa3spaboTaTb equHbIi MeToguyeckuii matepuan Ans NPUHATON cucTeMbl paboThl. 3To NpeanoyTuTesibHee,
YeMm pa3pabaTbiBaTb OTAENbHbLIE PYKOBOACTBA AJA KaXaoro aremMeHTa unu metoga. Cnegyet BBECTU eauHyHo (hopMy AOKy-
MeHTauuu 1 obpallaTb OCHOBHOE BHUMaHUE Ha KOHKPETHbIe MeToAabl paboThl, usberas usbbITouHOM Noapo6HoM O6LLIE MH-
thopmauuu.

G.2.3 PykoBogcTBO No oSyyeHuo

Bce 4OKYMEHTBI N0 06Y4YEeHMI0, OTHOCALLMECS K KOHKPETHOM 30HE UMK NOMELLIEHUIO, CrieayeT cobpaTb B €4UHbIA TOM,
KOTOpbIli ByaeT ABMNSATLCA PYKOBOACTBOM MO NpoBeAeHuio o6yyeHus. B 3ToM pykoBOACTBE B NpOCTOM U CTAaHAAPTHOM ¢hop-
Me AOMKHbI CoAepXKaTbCs BCe MeToAbl paboThl, pa3aeneHHbIe Ha KOHKPETHLIE U NOHSTHLIE 3Tarbl, CNeays KOTOPbIM OXuAaa-
eMble peaynsTaTbl MOryT 6biTb AOCTUTHYTHI.

PykoBoacTBO Mo 06y4EHUIO CNYXXWUT, Kak NpaBuIo, ANA Cregyrowmx Lenei:

a) oby4YeHus BHOBb MPUHATLIX COTPYAHUKOB;

b) BHeapeHus HOBbIX MeTOOB, 0GOpPYAOBaHWS U YCTPOWCTB ANs oT6opa npob;

C) yCTaHOBNEHWs npaBun paboTbl C MUKpOOpraHMaMamu, NpaBun rurmeHbl M 6eaonacHocTu paboTsl B naboparo-
puw;

d) BbINONHEHUs aHanWsa pycka;

€) BHeCeHVs U3MeHeHUI B nnaH oT6opa nNpo6 Unu NpoBeAEHUS TEKYLLEro KOHTPONS;

f) noBTOPHOrO OBYYEHMs NepcoHana Npy NOSIBNEHUU TEHASHLIMU CHKEHUS 3O(DEKTUBHOCTU paboThbl;

g) nepuoan4eckoro noaTBepXXaeHUs KBanvgukaLmm CoTPYAHUKOB.
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G.2.4 MeToAbl MUKPOGMONOrMYeCKOro aHanm3a u KOHTponsa 6uosarpsisHeHUA
Obs3aTenbHoe 06yyeHWe BCero nepcoHarna, paboTatoLero B KOHTPONMpyeMblX cpeaax, OTBETCTBEHHOrO UMn ocyllie-
CTBISAIOLLEro KOHTPOIb OKpPYXatoLel cpedbl, B T. 4. ot6op npo6, n paboTHuMkoB nabopaTtopuii, AOIMKHO BKMOYaTh B ceba
cneaywoliee:
a) OCHOBHbIE MOHATMS MUKpOGUonoruu;
b) ocHOBbI NpyKNagHo MUKPOGMONOrvK, FMrMEHbI U 3NMAEMUONOMUN;
C) npaevna paGoTbl B aCENTUYECKUX YCIIOBUSIX U MEPbI NPEaOCTOPOXHOCTY;
d) meToapbl KOHTPOSIA OKpYXatoLLel cpeabl;
e) meToapl otbopa Npob Ans NpoBeAeHVUs MUKPOOMONOrMYeCcKoro aHanmaa;
f) OCHOBHbIE NPUHLMMBI aHanM3a pucka B MUKpPOOUoNnoruy;
g) MOHATUA YPOBHEN LIENEBOro, NpeaynpeXxaeHns 1 AeicTems B MUKpoBronoruu;
h) ocHOBbI aHanM3a TeEHAEHLMIA;
i) cneuvanuaupoBaHHoe 06yyeHune BceM TpebyembiM nabopaTopHbiM METOAAM, a Talkke aBTOMaTU4YECKUM CUCTe-
Mam, Ucnonb3ayrLMMCa AN aeHTUdMKaLMm MMKpOOpPraH13MoB;
j) VHCTpyKUMIO NO YETKOMY BeAEHWI0 AOKYMEHTaLMM (MPOTOKOMOB).
G.3 ArTecTauusa nepcoHana nocrie NpoxoxaeHus ooy4yeHus
G.3.1 O6wWwue nonoxeHus
Lenbto aTrecTaumm ABnAeTcs AOKyMeHTanbLHOe NOATBEPXXAEHWE, YTO NEpCOHan npoluen obyyeHue u obnagaet He-
06xoauMbIMK 3HaHUAMU. MopAAOK aTTecTaumMm AomMKeH ObiTh JOKYMEHTarnsHO odgopmneH. [Npu attectaumm cnegyeT KOH-
LieHTPMpOBaTb BHUMaHME Ha cneumanbHbIX BONpocax, ABMSIOLLMXCA NpeaMeTom obyueHus. [ins obneryeHus npoeeaeHUs
aTTecTaLuM nepcoHana Ha ero CooTBETCTBME BbINONHAeMOl paboTe cnegyeT UCMONL30BaTbh CUCTEMHBIA NOAXOA-
G.3.2 CpepncrtBa oLeHKM KBanugmkaLum nepcoHana
Mocne pa3paboTku nopsiaka aTTecTauvm criegyeT NOAroTOBUTL CPeACTBA, NO3BONsoLME OLEeHUTb 3hdpeKTUBHOCTL
obyueHus. Ksanudukaums nepcoHana oLEHWBAETCA Ha COOTBETCTBUE TPeOOBaHUAM, YCTaHOB/IEHHLIM PYKOBOACTBOM CO-
OTBETCTBYIOLLMX NoApasaeneHuin (nabopartopuid, OTAENOB, CNYXObl KOHTPONA Ka4YeCTBa) UMK OpraHW3aumein, OTBETCTBEH-
HoM 3a 06yyeHue. [ins noaTBEPXKAEHUS COOTBETCTBUS NEpCOoHana NpeaAbABnNAeMbIM Tpe60BaHUAM MOMyT UCNONL30BaTLCS
pasnuyHble CpeacTBa, Hanpumep:
a) oLeHKa Ha COOTBETCTBUE LIefIsiM, U3TIOXEHHLIM B NporpaMme obyueHus;
b) nMcbMeHHble TecThl;
C) oLeHKa OTBETOB U obCcyxaeHue:
1) cnyuyaeB U3 NpaKTUKK, CBA3AHHbIX C PaCCMarpuBaemMoii 0bnacTbio AeATENBHOCTH;
2) npotnem;
3) cuTyaumid, cBsizaHHbIX C METOAaMKU PaboThi;
d) oTtBeThbl Ha YCTHbIE BONPOCHI NO Teme 00yyeHus;
€) KOHTPOb U3BECTHBLIX U HEU3BECTHBIX 06Pas3LIOB.
KpuTtepun oueHku (YAOBNETBOPUTENBHO/HEYAOBIIETBOPUTENBHO) ACMKHBI GbITh U3BECTHLI BCEM Y4aCTHUKaM [0 Npo-
BeAEeHWUA aTTecTaLvu.
G.3.3 NokymeHTauus
G.3.3.1 O6wme nonoxeHus
CyLLeCTBYIOT pa3nuuHble BapUaHTLl BEASHWUA AOKYMEHTALUK, OTpaXalollel pesynkraTbl obyueHus. BaxHbiM ycno-
BUEM ABNIAETCSH HENPEPLIBHOCTL BEIEHUA AOKYMEHTaLun U ohopMneHus NpoTokonos obyueHus nepcoHana.
[oKyMeHTauus fJomkHa YOOBNETBOPATL HOPMATUMBHBIM TpeGoBaHUAM U Tpe6oBaHUsAM, NpeaLABNAEMbIM COOTBET-
CTBYIOLUMU CyXOamn.
G.3.3.2 OchopmneHue NPOTOKONOB
MpoTokonbl 06yueHWs AOMKHbI GbiTh 0(HOPMIIEHBI AICHO, B NUCLMEHHOI (DOPMe N CoaepXaThb:
a) damMunuio 1 UHULManNbLI 0ByyaeMoro 1 ero AOSDKHOCTL (NoApasaeneHue);
b) dramunuio, MHULMaNbL! U AOIMKHOCTb OTBETCTBEHHOTO 3a 06yyeHue;
C) NopsiAOK XpaHeH st NPOTOKOIOB U NEPeYeHb NUL, UMEIOLLUX K HUM JOCTYN;
d) cpoK xpaHeHusi NPOTOKOSIOB;
€) CpOK U NopsioK MOBTOPHOM aTTecTaumu.
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MNpunoxexune H
(cnpaBou4Hoe)

CBefieHUs1 0 COOTBETCTBMM MEXIOCYAaPCTBEHHLIX CTaHAAPTOB CChINIOMHbLIM MeXAYHapOAHbLIM
(pervoHanbHbIM) CTaHgapTam
Tabnuya H.1

Mgi:;:i:imig'::::;:;% OB03HaYEHUE U HAMMEHOBAHNE COOTBETCTBYIOLIENO MEXTOCYAPCTBEHHOTO CTaHAapTa

MCO 14644-1:1999 FOCT UCO 14644-1—2002 YucTble NOMELLEHUNA W CBA3AHHbIE C HUMU KOHTPONUpYe-
Mble cpefbl. YacTb 1. Knaccudmkaums YnctoThbl Bo3ayxa

MCO 14698-2:2003 FOCT UCO 14698-2:2003 YucTble NOMELLEHUS M CBA3AHHLIE C HUMU KOHTPONMUpye-
Mble cpeabl. KoHTponb 6uosarpssHeHuid. YacTte 2. AHanus gaHHbIX 0 6Mo3arpsisHEHNUAX

MCO/M3K 51:1999 *

MCO 9000:2001 o

NCO 14644-4:2001 *

MNCO 14971:2001 *

UCO 15161 *

M3K 61025:1990 *

M3K 60812:1985 *

NCO 7218:1996 *

Komnnekc UCO 31 *

* COOTBETCTBYHOLLMIA MEXTOCYAapPCTBEHHbI CTaHAAPT OTCYTCTBYET. [lo ero NpMHATUA pEKOMEHAYEeTCs UCMOMNb30-
BaTb NepeBOA Ha PYCCKU A3bIK AHHOrO MEXAYHapOAHOro CTaHAapTa UM rapMOHU3NPOBAaHHbIA C HUM HaLMOHANBHbINA
(rocynapcTBeHHBIM) CTaHAAPT CTPaHbl, Ha TEPPUTOPUM KOTOPOI NPUMEHSIETCH HACTOSLLMIA CTaHaapT. MHdopmaums o
Hanuuum nepesoaa AaHHOTO MEXAYHaPOAHOro CTaHAapTa B HaLMOHaNLHOM (boHAEe CTaHAapTOB UMK B UHOM MECTe, a
Talke UHopMauusi 0 AeCTBUM Ha TEPPUTOPUM CTpaHbl COOTBETCTBYIOLLENO HALMOHArbHOTO (FrocyAapCTBEHHOrO)
cTaHaapTa MoXeT 6biTb NpUBeaeHa B HaUUOHaNbHbLIX UHOPMALIMOHHLIX AAHHLIX, AOMNOSHAOWUX HACTOSALLWA CTaH-
naprt.

** Ha Tepputopumn Poccuiickoii deaepauum aeiticteyetr FOCT P UCO 9000—2001 CucTEMbI MEHEDKMEHTa Kauec-
TBa. OCHOBHbIE NOMOXEHUS U CrOBapb.
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