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Mpeaucnosue

Llenn, oCHOBHblE MPWHLMMbI 1 OCHOBHOM NOPSA0K NpoBeAeHUst paboT Mo MeXrocyapCTBEHHOW cTaHAap-
Tn3aumn yctaHossieHbl FOCT 1.0—92 «MexrocygapcrBeHHasi cuctema ctaHgaptusaunm. OCHOBHbIE NONOXe-
Hua» n FTOCT 1.2—97 «MexrocyfapcTBeHHasa cuctema ctaHgaprmsauum. CtaHgapTbl MEXrocy4apCTBEHHbIE,
npaswna, pekoMeHaLum No MexrocyapcTBeHHOlM cTaHaapTn3aumu. Mopsaok paspaboTku, NPUHATUS, 0GHOB-
NIEHUs1 U OTMEHbI»

CsefieHns o cTaHjapTte

1 NOArOTOBJ/IEH O6uiepoccuiickoli 06LLecTBEHHON opraHm3anmeii «Accoumanns UHXEHEPOB MO KOH-
TpoN MuKposarpssHeHuit» (ACUHKOM) n opgobpeH MexrocyfapCTBEHHbIM TEXHUYECKMM KOMUTETOM MO
cTtaHgaptusaymn MTK 184 «O6ecneyeHvie NPOMBILIEHHON YMCTOTbI» W TEXHUYECKM KomuTeToM Poccun
TK 458 «[1pon3BOACTBO M KOHTPO/Ib KayecTBa f1IeKapCTBEHHbIX CPeACcTB»

2 BHECEH ®egepanbHbiM areHTCTBOM M0 TEXHNYECKOMY PerysiMpoBaHnio 1 MeTponornm

3 MPUHAT MexrocyaapcTBeHHbIM COBETOM MO CTaHAapTu3auum, MeTponoruu n ceptudmkauny (npoTto-
Kon N9 27 ot 22 nioHs 2005 r.)

3a npuHATUeE NPorosI0CcoBasIu:

KpaTtkoe HavMeHoBaHWe CTpaHb! Kop, cTpaHb! CokpallieHHOe HaiMeHOBaHVe HaLiOHasTbHOro opraHa
no MK </CO 3166) 004-97 no MK (MCO 3166) 004-97 no cTaHgapTvaumm

AszepbaiigxaH AZ AscTaHgapTt

ApmeHus AM MWHUCTEPCTBO TOProBAIN N 3KOHOMWYECKOTO PasBUTUA
Pecny6nvkun ApmeHus

Benapycb BY FocctaHgapt Pecny6nvkun Benapycb

Ipy3uns GE py3cTaHgapt

KasaxcTaH Kz lFocctaHgapt Pecny6nukm KasaxctaH

KblpreisctaH KG HauunoHanbHbIi UHCTUTYT CTaHAAPTOB U METPOoTUn
Kbiprbi3ckoii Pecny6nuku

Monpgosa MD Mongosa-CtaHgapTt

Poccuiickas ®egepauns RU depfepanbHOE areHTCTBO M0 TEXHUYECKOMY
perynvpoBaHunio 1 MeTposiornm

TagxukncTaH TJ TagxukcTaHgapt

TypKkmeHucTaH ™ Fnaeroccnyx6a «TypKMeHCTaHapT/1apbi»

Y36ekucTtaH uz AreHTCTBO «¥Y3cTaHgapT»

YKpavHa UA FocnoTpe6ecTaHaapT YKpauHbl

4 HacToswwii cTaHAapT MAEHTUYEH MexayHapogHoMy cTaHgapTy MCO 14698-1:2003 «Uuctble nome-
LLIeHMS 1 CBA3aHHbIE C HUMKW KOHTpoMpyeMble cpefpbl. KOHTponb 6uosarpsasHeruii. Yacte 1. O6wme npuHum-
nbl 1 MeToabl» (ISO 14698-1:2003 «Cleanrooms and associated controlled environments — Biocontamination
control — Part 1: General principles and methods»).

CBefieHVsi 0 COOTBETCTBUWN MEXAYHAaPO4HbIX CTAHAAPTOB, HA KOTOPbIE AaHbl CCbISIKU, MEXTocyAapCTBeH-
HbIM CTaHfapTaM npusefeHbl B NpuioxeHun H

5 MMpukasom defepasibHOrO areHTCTBa N0 TEXHUYECKOMY PeryiMpoBaHuio 1 MeTpoaornm ot 29 ceHTA6-
ps 2005 r. Ne 234-cT mexrocygapcTBeHHbln ctaHgapT FOCT NCO 14698-1—2005 BBefeH B AeiicTBME B Kavec-
TBE HaLMOHasIbHOTO cTaHAapTa Poccuiickoii ®epepauum ¢ 1 sHeaps 2006 T.

6 BBEJEH BIMEPBbIE
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BeBegeHve

TpeboBaHMA HaCTOALWEro cTaHapTa Hanpas/ieHbl Ha o6ecneyeHne YNCTOTbl U TUTMeHbl B NOMELLIEHUAX.
CraHAapT BXOAMT B KOMMJIEKC CTAHAAPTOB MO YNCTOTE KOHTPOSIMPYEMbBIX Cpe[.

Mpo6nema rureHbl N YACTOTbl MMEET NepBOCTENEHHY0 BaXHOCTb B COBPEMEHHOM MVpeE.

B0 MHOrMx oTpacnsx rurmeHa n KOHTPOb 61Mo3arpsA3HEHNn MMEKDT BaXHOE 3HaYeHne 419 NPOU3BOACTBA
6e30nacHoli NPoAyKLMM co cTabunbHbIMK CBOMCTBaAMU. PacTeT MexayHapoaHas Toproeas NnpoAaykunen, kavec-
TBO KOTOPO 3aBUCUT OT CO60AEHNA TpeboBaHWI TMIMEHbI U YACTOTI.

HacTosiwwmii ctaHgapT ycTaHaBMBaeT TpeboBaHMA K METOAaM KOHTPO/A 61Mo3arpsa3HeHuid B YACTbIX No-
MeLleHusax. TpeboBaHUA K NPOEKTUPOBAaHMIO, 3KCNyaTaummn, KOHTPOSIIO KOHLEHTPaL MM YacTuL, B YACTbIX MOMe-
LLIeHVAX paccmaTpuBaloTCa B ApYrux cTaHjapTax Komrsiekca.

B Heo6xoAMMbIX Cnyyasix opraHbl KOHTPONA U HaA30pa MOryT BBOAUTL AOMOMHUTENbHbIE TPEOOBaHUA K
KOHTPOO 61O3arpsA3HEHN N COOTBETCTBYIOLLME OrpaHnMyeHmns. B Takux cnyyasx MoxeT noTpeboBaTbCsA COOT-
BETCTByIOLaa afganTtaumsa cTaHfapTHbIX METOA0B KOHTPOSIA.

MexgayHapogHblli ctaHgapT MCO 14698-1:2003 pa3paboTaH TexHuyeckum kommutetom WCO/TK 209
Cleanrooms and associated controlled environments — YucTble NoMeLLeHUs U CBSA3aHHbIe C HAMU KOHTPO/IU-
pyemble cpefbl.

MexgayHapogaHblii cTaHfaptT MCO 14698 «UucTble NOMELLEHUS U CBA3AHHbIE C HUMWU KOHTPONMpyeMble
cpeabl. KOHTpob 6103arpsi3HEHUIA» COCTOUT U3 CEAYIOLINX YacTei:

-yacTb 1. O6LWMe NpMHUMNbLI N MeTOAb;

-4acTb 2. AHann3 flaHHbIX 0 61uo3arpsA3HeHNsX.
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M E X T OCUVY 4APGC CTUBETHHBbB 1 CTAHOAPT

YucTble NOMeLLeHNSA U CBA3AHHbIE C HUMW KOHTPOIMpyeMble cpefabl
KOHTPO/Ib BMO3ATPA3HEHI
Yactbe 1
O6LWmne NPUHLMNbLI 1 MeToAbI

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

Nata BBegeHna — 2006— 01— 01

1 O6nacTb NpUMeHeHus

HacTosAwwii ctaHaapT ycTaHaBIMBaeT OCHOBHbIE METOAbl KOHTPONS 61o3arpsA3HeHnit B YNCTbIX NOMeLLe-
HUSAX U CBA3AHHBIX C HUMW KOHTPOMIMPYEMbIX Cpea,.

B cTaHfapTe He paccmaTpMBaloTCs crneuunasnbHble TPe60BaHNA K KOHTPO0 6ro3arpA3HeHnii, onpegens-
eMble KOHKPeTHO 061acTbio NPUMEHEHUS, @ Takke BOMPOChl NMPOMbILL/IEHHOV 6e30NacHOCTA, B OTHOLLIEHWUN
KOTOPbIX CNnegyeT pyKOBOACTBOBATLCA COOTBETCTBYIOLMMN HOPMATUBHBIMY [OKYMEHTaMU.

HacTtoswwmii ctaHAapT pacnpocTpaHsaeTcs TONbKO Ha MUKPOGMOIOrMYeCcKyo OnacHOCTb.

2 HopmaTuBHbIE CCbI/IKU

B HacTosem cTaHgapTe UCMO/b30BaHbl CCbISIKM Ha crefyoLwmne ctaHfapThbl:

MCO 14644-1:1999 YucTble NOMELLEHNSA N CBA3AHHbIE C HUMW KOHTPOsMpyeMble cpefpl. Yactb 1. Knac-
cupmkaums YncToTbl BO3gyxa

PykoBoactBo MCO/M3K 51:1999 AcnekTbl 6e30nacHOCTU. PykoBoAsLLME YKa3aHUs MO BKIOYEHNIO UX B
cTaHfapTbl

MCO 9000:2001 CwucTembl MeHefKMeHTa KayecTBa. OCHOBHbIE MOJIOXEHUS 1 CNoBapb

MCO 14698-2:2003 YucTble NOMeLLEHUA U CBA3AHHbIE C HUMMW KOHTPO/IMPYEeMble cpefbl. KOHTPOIb
6uo3arpssHeHnin. Yactb 2. AHanu3 faHHbIX 0 6ro3arpAa3HeHnsx

MCO 14644-4:2001 YucTble MNOMELWEHUs U CBA3aHHbIE C HUMWU  KOHTpPOMUpyemble  cpefpl.
YacTb 4. TpoekTuposaHue, CTPOUTE/IbLCTBO U BBOJ, B 3KCM/lyaraLuio

NCO 14971:2001 MepguuuHckue nsgenus. MNpYMeHeHne aHannsa puckoB AN MeAULUHCKUX n3aennii

MCO 15161 PykoBoAcCTBO No npumeHeHunto MCO 9001:2000

M3K 61025:1990 [epeBo aHasn3a OTKa3oB

M3K 60812:1985 MeToabl aHann3a HafeXHoOCTU CUCTEM

NCO 7218:1996 Mwukpobuonorus NnpoAykToB MMTaHUS 1 KOPMOB 4151 XKUBOTHbIX

MCO 31 Komnsiekc MexayHapoAHbIX CTaHAapToB «EANHMLLI U3MepeHns»

3 TepMuHBbI 1 onpefeneHns

B HacTosem cTaHfapTe NpUMEHEHbI creAytoLie TEPMUHbI C COOTBETCTBYIOLLMMMN OnpeaeneHnsMu.
3.1 O6wme TepMUHbI

3.1.1 ypoBeHb geiicTBus (action level): YCTaHOBNEHHbI YPOBEHb 3arpsi3HEHUs1 MUKPOOPraHu3Mamu,
Mpu NPeBbILEHUN KOTOPOro TpebyeTcs HeMeA/IeHHOe BMellaTeNnbCTBO UM KOPPEeKTUpYLoLlee aelicTeue.

N3paHne opuynanbHoe
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3.1.2 ypoBeHb npepynpexaeHns (alertlevel): YctaHoBMeHHbIVi ypOBEHb 3arpsA3HEHUS MUKPOOPraHns-
MaMW. N0 KOTOPOMY Ha PaHHeR CTafumn MOXHO 0B6HAPYXUTb TEHAEHLMIO OTK/IOHEHUS OT HOPMasIbHbIX 3KCNya-
TaUMOHHBIX YC/I0BWIA, NMpy KOTOPOM He TpebyeTca 06s3aTeflbHO BbINOHATL KOPpPEeKTUpyoLee AeiicTBue, HO
MOXeT noTpeboBaTbCa NpoBeAeHe uccnefoBaHns NPUYNH TAKOro OTK/TIOHEHUS.

3.1.3 6uoaaposonsb: (bioaerosol): Buonorvyecknii areHT, AUCNeprupoBaHHbI B ra3006pa3Holi cpee.

3.1.4 6unosarpasHeHus (biocontamination): 3arps3HeHne matepuanos, U3genuii, Nogen, NoBepxHoc-
TeW, XXNAKOCTEN, ra3oB UM BO3AyXa XNU3HECMOCOOHbIMY YacTuLaMu.

3.1.5 uuctoe nomeueHune (cleanroom): lMomelleHne, B KOTOPOM KOHTPO/MPYETCA KOHLUEHTpauus
B3BELLEHHbIX B BO3AyXe YacTuLl, NOCTPOEHHOE ¥ UCMO/b3yeMOE TaK, YUTOObI CBECTW K MUHMMYMY MOCTyN/eHue,
Bblie/IeHNe 1 yaepxaHue 4acTul, BHyTPU MOMELLeHVS, 1 NO3BONSI0LWEee, N0 Mepe He06X0ANMOCTHN, KOHTPO/IN-
poBaTb Apyrve napameTpbl, HaNpUMep Temnepartypy, BNaXHOCTb U AaBneHue.

[NCO 14644-1, cTtaTbsa 2.1.1]

3.1.6 KOHTaKTHOO YCTpOWCTBO (contact device): YCTPOWCTBO cnewLnanbHOW KOHCTPYKLUMU, codepxa-
LLlee COOTBETCTBYHOLLYIO CTEPU/IbHYIO MUTATENbHYIO Cpedy, VMetoLee NMOBEPXHOCTb KOHTaKTa, NO3BONSIOLLYIO
npoBOAMTbL OT60OP NPO6 C NOBEPXHOCTEA.

3.1.7 KkoHTakTHaa nnacTtuHa (contact plate): KoHTakTHOe yCTpOlCTBO Ha OCHOBE XXECTKOro Hocu-
Tens.

3.1.8 koHTponbHas Touka (control point): Toyka B YUCTOM NOMELLEHWNMN, B KOTOPOI BbIMOMHAETCA KOH-
Tpo/b 610O3arpsA3HeHW 1 B KOTOPOI 0NAaCHOCTb MOXET ObITb NpeAynpexaeHa, ycTpaHeHa uim CHUXeHa 40 A,0-
NyCTUMOTO YPOBHSI.

3.1.9 koHTponupyemas cpega (controlled environment): OnpepeneHHas 30Ha, B KOTOPOI 3arpssHe-
HUSA KOHTPO/IMPYIOTCA C NOMOLLbIO CNeLnasbHbIX CPeAcTB.

3.1.10 koppekTupylowee pelictBue (corrective action): [eiicTBue, npegnpuHuMaemMoe B Cayvasx
npeBbILEeHNA YPOBHEN NpeaynpexaeHns nnv AencTens.

3.1.11 pokymeHTMpoBaHHas cuctema koHTpons (Formal System): Komnsekc mep no KOHTPOsiko 61o-
3arpsA3HeHnin. BKkIoYaoWwmii B cebst MeToankn, 0popMIeHHbIe AOKYMEHTaNbHO.

3.1.12 onacHocTb (hazard): MoTeHUManbHbIi NCTOYHNK BO3ZHUKHOBEHWS yLlep6a.

[PykoBoactBo MICO/M3K 51, ctatbs 3.5)

3.1.13 umnakTop (impact sampler): YcTpoiicTBo, NnpeAHasHayeHHoe Ana oTbopa yacTul, U3 BO3gyxa
VN ApYroro rasa 3a cyeT OCaXKAeHWUs YacTuL, Ha TBEPAYH NOBEPXHOCTb.

3.1.14 wmnuHxep (impingement sampler): YcTpoiicTBo, NpeAHa3HavyeHHoe 415 0T6opa yacTul, 13 Bo3-
Jyxa Unv Apyroro rasa 3a cyeT 0caxAeHns YacTuL, Ha NOBEPXHOCTb XUAKOCTY C NOCNeAYOW MM NPOHUKAHWEM B
Hee.

3.1.15 attectauusa (qualification): Mpouecc, B xo4e KOTOPOro AEMOHCTPUpPYETCS, YTO 06BbEKT (BUA Aes-
TeNbHOCTW, NPOLLeCC, NPOAYKT, OpraHn3auMoHHas cuctemMa uam ux KoMOuHauus) yaoBneTBopseT 3afjaHHbIM
TpeboBaHUAM.

3.1.16 pwuck (risk): CoueTaHMe BEPOSATHOCTU HaHeCeHUs yuiepba u TAXEeCTU 3Toro yulepba.

[Pykosogcteo MCO/M3K 51, ctatbs 3.2]

3.1.17 30Ha pucka (risk zone): 3oHa c onpegeneHHbIMU rpaHuLamMmn, B Npeaesiax KOTOpoil nepcoHan,
npoAyKuua unm matepuans! (MIn nx KOMOMHaLMA) UMeeT 0CO6YI0 HYyBCTBUTE/IbHOCTb K 3arpsi3HEHNI0.

3.1.18 ceammeHTaunoHHaa nnacTuHa (settle plate): YcTpoiicTBO onpegefnieHHbIX pa3mepoB (Hanpu-
mep. yawka MNeTtpwu), cogepxatiee Tpebyemyto CTEPUIbHYIO MUTATENbHYIO Cpefly, KoTopas BblAepXuBaeTcs OT-
KpbITOl B TeYEHMe 3ajaHHOr0 MHTepBana BpeMeHu 415 0T6opa XMU3HeCNoCO6HbIX YacTul, U3 Bo3ayxa.

3.1.19 TtamnoH (swab): CTepunbHOe, HETOKCUYHOE W He Mojasnsoliee pocT MUKPOOPraHW3MOB YCT-
poiicTBo ANns oT6opa nNpob, cocTosLee N3 COOTBETCTBYIOLWEro MaTtepuana TpebyeMbix pa3sMepoB, pasmeLleH-
HOro Ha annaukartope.

3.1.20 ueneBoii ypoBeHb (target level): OnpegeneHHblil ypoBeHb, NPUHATLIV NONb30BATENEM B Kayec-
TBE KpuTepusa B TekyLlel paboTe, Ncxoas U3 KOHKPETHbIX YC/T0BUIA.

3.1.21 sanupauusa (validation): MoaTBepxAeHVe Ha OCHOBe MpefcTaB/ieHNs 06BLEKTUBHbLIX CBUAeE-
TeNbCTB TOro, 4YTO TpeboBaHus, NpeAHasHayYeHHble ANA KOHKPETHOrO UCNONb30BaHUA UAN NPUMEHEHUS, Bbl-
NOJIHEHBI.

[MCO 9000, ctatbs 3.8.5]
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3.1.22 Bepudumkauus (verification): MNMoATBEpXAeHNE Ha OCHOBe NpefCcTaB/ieHNs 06BEKTUBHbLIX CBU-
[eTeNbCTB TOro, YTO YCTAHOB/IEHHbIE TPEBOBAHUS ObINN BbINOMHEHbI.
[MCO 9000, cTtaTba 3.8.4]

MpumeyaHue — MNpu aTTecTaumn (Bepudmkalm) JOKYMEHTUPOBAHHOW CUCTEMbI KOHTPO/IS MOTYT UCMO/b30-
BaTbCS METO/bI TEKYLLEro KOHTPOS U ayAuTa, METOAMKM U NPOBEPKU, B T. Y. C/lyyaiiHblii 0T60p Npo6 v NnpoBejeHue aHanu-
3a.

3.1.23 xu3HecnocobHasa vactuua (viable particle): YacTtnuya, Ha KOTOpOW Haxo4ATCs OAUH UMW He-
CKOJIbKO XXM3HECMNOCOOHbIX MUKPOOPraHW3MOB U/ KOTOPAasi COCTOUT M3 HUX.

3.1.24 xu3HecnocobHaa eguHuua (viable unit. VU): OpHa nnu 6onee XMU3HECNOCOOHbIX YacTull,
onpeensieMbix kKak oTaeslbHas eguHuLa.

MpumeyaHune — B cnyyasx, korga KoiM4ecTBO XMU3HECNOCOGHBIX eMHUL, onNpeAenseTcs Kak YuCno KonoHui
Ha arapoBoli MMTaTeNbHON cpefe, UX Ha3blBaloT, kak NpaBWIo, KosloHneo6pasywnmn eguHnyammn (KOE). OgHa KOE mo-
XEeT COCTOSATb U3 OAHOW UM 6onee XN3HECNOCOGHbIX efUHUL,.

3.2 COCTOSIHMA YMUCTOTO NoMeLLeHns

321 nocTpoeHHoe (as-built): CocTosHMe, B KOTOPOM MOHTaX YMCTOrO NMOMELLEHUS 3aBepLUeH, Bce
06CNYXMBAKOLLME CUCTEMbI NOAK/MOYEHBI, HO OTCYTCTBYET NPOU3BOLACTBEHHOE 06OPY0BaHME, MaTepuasbl u
nepcoHarn.

[NCO 14644-1. ctatbsa 2.4.1]

3.2.2 ocHaweHHoe (at-rest): CocTosiHMe, B KOTOPOM YUCTOE MOMELLEHNE YKOMMIEKTOBaAHO 060pyao-
BaHWEM U [leiCTBYeT Mo COorMalleHmnio Mexay 3aka3unkoM 1 UCMOMIHUTENEM, HO NEPCOHaN OTCYTCTBYET.
[MCO 14644-1. ctatba 2.4.2]

3.2.3 akcnnyaTtupyemoe (operational): CocTosiHMe, B KOTOPOM 4MCTOE NOMeLleHne oyHKLUOHUpPYeT
yCTaHOB/IEHHbIM 06pa30M, C YyCTaHOB/IEHHOW Y/C/IEHHOCTLIO NepcoHana, paboTaloLwero B COOTBETCTBUM C [0-
KyMeHTaLue.

[MCO 14644-1, ctatbs 2.4.3]

4 TpUHUMNBI KOHTPO/IS 61M03arpsA3HeEHWI

4.1 [ANs YANCTbIX MOMELLEHWNI N CBA3AHHBIX C HUMU KOHTPOIMPYEMbIX CPef crepyeT pa3paboTaTh, BBOCTH
1 noaaepxmBaTb AOKYMEHTUPOBAHHYIO CUCTEMY KOHTPONA 6Mo3arpssHeHunin. 3Ta cuctema npegHasHavyaeTcs
[ANA OLLEHKN N KOHTPO/A (DakTopoB, KOTOPble MOTYT BAUATHL HA MUKPOOKMOMNOrMYECKYH0 YNCTOTY npouecca um
npoayKLuun.

C 3T0li Lesiblo MOTYT UCMO/Ib30BaTLCA METOAbI OLEHKM pucka cornacHo MCO 14971 u [1]. O6bIYHO Uc-
nosib3yeTcs CMCTEMA aHanM3a pucka B KpUTMUECKUX KOHTPOJIbHbIX ToUkax cornacHo MCO 15161 u [2]—[4]. Mo-
ryT UCMOMIb30BaTLCA Takke MeTOAbl aHasiM3a ¢ NOMOLLLI0 AepeBa 0Tka3oB no NCO 61025, aHanm3a ownbok n
pe3ynbTatoB no M3K 60812 n apyrve ob6LenpuHATbIE (ATTECTOBaHHbIE) METObI.

Yka3aHHble MeTofibl paccMaTpMBalOT ONAaCHOCTM /06bIX BUAOB.

4.2 [lokyMeHTMpOBaHHas cucTema KOHTPOsA 6uosarpsasHeHunii 4omkHa npegycmaTpusath:

a) onpefeneHne MoTeHUMaNbHOW OMacHOCTU AN1A Mpouecca MWW NpPoAyKTa, OLeHKY BEepOATHOCTM Ha-
CTYN/IeHVS 3TOl ONAacHOCTW U BbIGOP METOAOB ee NpeAynpexaeHns U KOHTpons.

b) onpefeneHve 30H pUcka v TOYEK B KaXXA0M 30He, NPOLeCcCoB, TEXHOOTMYECKMX OonepaLuuii 1 yCnoBuii
OKpyXarLeli cpefpl, KOTOpble MOTYT KOHTPO/IMPOBATLCA A5 UCK/TIOYEHNSA ONACHOCTU U CBEAEHUS K MUHW-
MYyMY BEPOATHOCTU €e MOsIB/IEHNUS;

C) ycTaHOBfeHue npegesibHbIX 3HaYeHnii napameTpoB, Nogexatlnx KOHTPOoIo;

d) ycTaHOBNEeHWe nopsgka NpoBeAeHUs TEKYLLEero KOHTPons:

e) onpefeneHvie nopsaka feicTBuid, npegnpuHUMaeMblX, KOrga no pesynbrataMm KOHTPoas napameTpoB
B KaKoli-nmbo TOouke NpoLecchl, TEXHOMOrMYeckne onepaumm Uam ycroBus OKpyxatoLieli cpegpl He cooTBe-
TCTBYIOT 3afjaHHbIM TpeboBaHNAM;

f) onpepeneHune nopsigka npoBepkn 3WHEKTUBHOCTY NPUHATON [OKYMEHTUPOBAHHOM CUCTEMbI KOHTPO-
na 6rnoaarpsa3HeHnin; aToT NOPAA0K MOXET BK/IloYaTb B ce6a [ON0NHUTE bHbIE METOAbl KOHTPONS;

[1) opraHu3auuio cMcTeMbl 06yYeHus;

h) npuHATVe 1 BefeHWe COOTBETCTBYIOLLEN CUCTEMbI LOKYMEHTAaLMUN.
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5 [JOKyMeHTUpOBaHHasi CUCTEMa KOHTPOIS 61o3arpA3HeHNIi

5.1 O6wue TpeboBaHusA

Monb3oBaTesib HeCeT OTBETCTBEHHOCTb 3a paspaboTky, BHeAPEHWE 1 BefieHWe [OKYMEeHTUPOBaHHOM cuc-
TeMbl KOHTPONSI 6GMO3arpsi3HEHU C COOTBETCTBYIOLWMM OPOPM/IEHNEM PE3YNbLTATOB. DTO NO3BOIAET 06HAPY-
XMBATb HeraTBHble (DaKTOPbl B peaslbHOM MacliTabe BpemeHu. Takas cuctema Ao/mkHa 6biTb paspaboTaHa ¢
0653aTe/NlbHbIM Y4eTOM KOHKPETHON cepbl NMPUMEHEHUS, NOMELLeHNsa Unn cneundmyecknx ycnosuii. OHa
[O/MKHA BXOAWTL COCTABHOW YacTblo B cucteMy obecrneveHns kayectBoM. Cuctema obecneyeHunsi kKauecTBom
[0/mMKHa BKNtoYaTh B ce6A COOTBETCTBYHOLLYIO MPOrpaMmMy 06yyeHusi paboTe no NPUHATON AOKYMEHTUPOBAHHOA
cMcTeMe KOHTPO/A 6uosarpAasHeHuii.

BbinosiHeHve TekyLero KOHTponsa 6uosarpsasHeHnii (5.3) AOMKHO 6biTb OPraHN30BaHO Tak. YTOObI BO3-
MOXHOCTb 3arpA3HeHUst NPoAyKTa W/Wamn 30Hbl pyUcka npy oT6ope Npob 6bina cBefeHa K MUHUMYMY.

CnepyeT BbINOMHUTL Knaccutukaumio 30H puUcka COrlacHo NPUHATLIM Npasuaam (CTaHgapTam) v foKy-
MEHTMPOBAHHOI CUCTEME KOHTPOAA 6uosarpsasHeHuin. Knaccmdumkaums 30H prcka MOXeT 6biTb BbINOSIHEHA
Takke C UCNOJ/Ib30BaHWEM KayeCTBEHHbIX KpUTepreB 61o3arpsasHeHnss Bo3fyxa U NoOBepXHOCTeNn (Hanpumep,
HU3KWIA, cCpefHNiA, BbICOKWIA UM OY€Hb BbICOKWIA PUCK).

MpumeyaHune — BHacTosilem cTaHjapTe He paccMaTpuBaloTCs AeTaslbHO NepBble [Be 4acTu AOKYMEHTUPO-
BaHHOIi CUCTEMbI KOHTPOIA Guo3arpsasHeHnii, MpuBeAeHHble a 4.2. nepeuncnenns a). b) ViHdopmauns no o6HapyxeHuto,
OLleHKe M KOHTPOJII0 OMAacHOCTW NMpuBeAeHa B APYrNX UCTOYHMKaX (5).

5.2 YpoBHUW npeaynpexaeHns, 4eiicTBUA n uenm

Monb3oBaTe b YACTOro NOMELLEHNS UM OKpYXatoLeli cpeabl AO/MKEH YCTAHOBUTbL YPOBHU Npeaynpex-
AeHVa 1 AelicTBUS N0 MUKPOGHOMY 3arpsi3HeHWt0. 3TV YPOBHU A0/KHbI COOTBETCTBOBATL 061aCTU NpUMeHe-
HUSA. Knaccudukauum 30H pucka n BO3MOXHOCTAM MCNO/Ib3yeMoli TeXHONOMMKN. B HekoTopbIX 06nacTax uene-
BO/l ypOBEHb MWKPOGHOrO 3arpsi3HEeHWs MOXET UCMOoMb30BaTbCA B KayecTBe a/lbTepPHATUBbI YPOBHAM
npeaynpexaexHns vn gencrens.

AHanu3 faHHbIX N0 61o3arpasHeHNaM credyeT BbINOMHATL NPV BBOAO B 3KCMNlyaTauMio YNCTbIX NoMeLLe-
HWIA 1 CBSI3aHHbIX C HUMU KOHTPONUPYEMbIX Cpef C NepuoANYHOCTbIO, YCTaHOBMEHHOW AOKYMEHTVPOBAHHOM
CMCTEMOW KOHTpONS 61o3arpA3HeHnii, 4Tobbl NOTyYNTb 060CHOBaHNE 3HAYEHUI YPOBHEN NpeaynpexaeHns un
JencTenA. YpoBHY NpefynpexaeHnsa v eiicTBns MoryT 6biTb CBSA3aHbI C LieNIEBbIMY YPOBHSIMU B ClyYasix, Kor-
[a oHu ncnonb3ytoTca. CnefyeT NneproAnyeckn paccMaTpuBaTth 3HAYEHUSI YPOBHEW NpeaynpexaeHns u ge-
McTBMA 1, NPV HEO6XOAMMOCTUN, KOPPEKTUPOBATL UX.

5.3 Tekywuin KOHTPOb GUO3arpsaA3HeHN

5.3.1 O6wue nonoxeHns

CnepnyeT NpoBOAUTbL TEKYLLUA KOHTPONb Bro3arpA3HEHNIA B 30Hax pucka nytem otTéopa npob 1 nogcyeta
KO/IOHMeOo6pasyLMX eMHNL, COOTBETCTBYIOLMMI METOAAaMM NO naaHy otbopa npob.

Bo3ayX, NOBEPXHOCTH, TKAHW U XMAKOCTU ABMSOTCA NPUMEPaMn UCTOYHMKOB B1o3arpa3HeHunid, KoTopble
MOryT NpeAcTaBnATb onacHocTb (NpunoxeHus A. C. F).

MO OKOHYaHVMN MOHTaXa HOBbIX YACTbIX MOMELLEHWUA N NX NPUEMKU, B T. Y. B NOCTPOEHHOM COCTOSIHUW,
MUKPOBMOOrMYECKNii 0T6OP NPO6 MOXET cTaTb OCHOBOW 6a3bl AaHHbIX.

B KpUTMYECKMX 30HAX YNCTbIX NOMELLEHUI B MOCTPOEHHOM 1 OCHALLLEHHOM COCTOSIHUAX CriefyeT Bbinos-
HATb TEKYLLMIA MUKPOBGMOIOTMYECKNA KOHTPOb. py aKcnyaTaumnm YncTbiX NOMELLEeHWn ero cnegyeT BbInos-
HATb B COOTBETCTBUM C MPUHATOW AOKYMEHTUPOBAHHOW CUCTEMOW KOHTPONSA 61O3arpsisHEHWIA.

5.3.2 OT60p Npob

5.3.2.1 O6Lune NonoxeHms

MpuHATBIN MeTog 0T60pa NPo6 AO/MKEH YUMTbIBaTh cneumdnky KOHKpeTHoM cutyaummn. OT6op npob fos-
XXEH BbINOMHATLCA CpeACTBaMU U MeToAaMM1, PErnaMeHTUPOBaHHbIMU UHCTPYKLMER 1 oKyMeHTaL el nsroto-
BUTENISA.

5.3.2.2 YcTpoiicTBo 15 oT60pa nNpobd

YCTpOIACTBO fO/MKHO GbITh BbIGPAHO MCXOAA U3 0COGEHHOCTEN 30HbI, re OHO ByAeT NPUMEHATLCS, C yye-
TOM cnegytoLmx pakTopos:

a) BWAA XU3HECMOCOOHbIX YacTul,

b) YyBCTBUTENIbHOCTU XM3HECNOCOOHbIX YaCcTuUL, K MeToay oT6opa npoo;

C) OXuAaemol KOHLUEeHTpaLun X1M3HecnocobHbIX YacTul,;

d) ecTecTBeHHOW MUKpPOh/IOPbI, CBONCTBEHHOW AAHHOMY OOBEKTY;

€) BO3MOXHOCTV A0CTYyNa B 30HY pUCKa;
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f) BO3MOXHOCTU onpefenerHns 6nosarpA3HeHU B HU3KUX KOHLLEHTpaLusX:

L) BHELUHMX YCNOBWIA 30HbI pUCKa, B KOTOPOW ByaeT NpoBoAUTLCS 0TH6OpP Npo6:

h) BpemeHn oT6opa Npob 1 ero NPOAC/HKUTENTILHOCTU:

i) MeToga oTb6opa Npob, marepmana u CBOWCTB cpefbl, B KOTOPOI 0T6MpatTcsa Npobbi:

j) BAMSAHWUA yCTPOWCTBA HA KOHTPO/IMPYEMbI NPOLLECC UK OKPYXXatoLLyto cpesy;

k) TouHoCTM 1 3chchekTMBHOCTU OTGOpa Npoo;

) MHKY6aLWn 1 BbISIBNIEHNS XW3HECNOCO6HbIX YacTuUL, U MeTofa OLeHK 6rno3arpasHeHunii;

T) BWAa nonyyaemoi nHopmaumy (Hanpumep, KOMYECTBEHHOW NN KaYyeCTBEHHO);

n) 3ahPeKTUBHOCTU XNAKOCTEN ANA IKCTPaKLUM UAN NPOMbIBaHWSA, rAe 3TO HeE06X0AMMO.

5.3.2.3 NnaH oT60pa npob

MnaH gomxeH paspabdaTbiBaTbCca 1 0POPMIATLCS B COOTBETCTBUN C NPUHATON AOKYMEHTUPOBAHHOW CuC-
TEMOW KOHTPONS 6no3arpsisHeHnin. 3T0 UrpaeT BaXHYH0 Posb AN NPaBWbHON OLEHKM AaHHbIX Mo 6ruosarpsas-
HEeHUsM.

OT60p NPO6 [OMKEH BLINOHATLCA B YACTOM MOMELLEHWUN B 3KCMIyaTUPYEMOM COCTOSHMU 1 B Hanbonee
HebnaronpuATHbIE Neproabl, HanpumMep, nepej oKOHYaHNEM CMEHb! MW NPy Hanbonee BbICOKON aKTUBHOCTY.
OT60p NPO6 B YNCTOM MOMELLEHUN B OCHALLLEHHOM COCTOSIHUM TakkKe MOXET faTb NosesHyo nHdopmMaumio B
OTHOLUEHWNMW KOHCTPYKLUM W 3KCMTyaTalnoHHbIX CBOMCTB 060pYyj0BaHNSA 1 NOMELLEHWIA.

Mnax fomkeH BkNoYaTb B CEOS:

a) nepBOHauasbHbIV N1aH 0T6opa Npob, gawLmii TOUKY OTCHeTa B paMKax NPUHATON JOKYMEHTMPOBaH-
HOW CUCTEMbI KOHTPO/IA GMO3arpsA3HEHWIA:

b) nnaH Tekylliero ot6opa Npo6 cornacHo NPUHATOW AOKYMEHTUPOBAHHOW cucTeme KOHTpons 6uosar-
PA3HEHWIA.

5.3.2.4 PaspaboTka nnaHa ot6opa npob

MnaH fOMKEH yUNTbIBATb YPOBEHb YNCTOTbI B 30HE pUCKa Y YPOBEHb KOHTPONSA 6103arpsi3HeHnin, Heobxo-
ONMBIA 4NA BINONHEHWA faHHON paboTbl, 3alWuTbl NEPCOHasa, OKpyXaroLleli cpefbl, TEXHO/I0TMYecKoro npo-
Lecca 1 npoaykta. Mpu 3TOM HEOGXOAMMO YUUTbIBATL CeayloLLee:

a) Bbl6op Touek oT6opa NPob C y4eToM PacrnofioOXeHNs U Ha3HauYeHUs1 30Hbl PUCKa,;

b) uncno npob6 (Npobbl ¢ OrpaHMyYeHHbIM UM ManbiM 06 bEMOM MOFYT He obecneynTb nNpeacTaBuTe b-
HOCTW pe3ynbTaToB, HO B HEKOTOPbIX C/yYasax 0T60p 60/bLIOro Yncna npob MoXeT KOMNeHcUpoBaTb HefocTa-
TOYHOCTb 06beMa npoob);

C) nepvoguyHoCTb 0T60pa Npob;

d) meTtogbl oT60opa Npo6, B T. Y. KONMYECTBEHHbIE UM KAYECTBEHHbIE TECTbI;

e) 06bem npobbl UK 30HY, B KOTOPOI 0T6MpaeTcs nNpoba;

f) pacTBOpbI, XMAKOCTN 418 CMbIBA, HEATpanm3aTops! 1 Ap.;

) hakTopbl, OTHOCSLLMECS K KOHKPETHOM CMTyaLun, KOTOpble MOTYT NOBWSATL Ha Pe3y/bTaTbl KybTUBY-
poBaHus;

h) Bo3paelicTBMe TeXHOMOIMYECKNX onepaumii, nepcoHana n o06opyfoBaHns B 30HaxX pUcka, KoTopble Mo-
ryT NPMBHECTN BMO3arpA3HEHUs, Hanpumep:

1) cxartble rasbl,

2) BO34yX B NOMeELLEHNN,

3) TexHonornyeckoe obopygoBaHue,

4) cpefcTBa TeKyLLero KOHTpons;

5) KOHTelHepbl AN XPaHEHUS.

6) KO/IMYecTBO NOAEN, HAXOAALWMXCA B 30HE.

7) Hes3aluuLeHHble NOBEPXHOCTN nepcoHana.

8) NuuHasa ogexpa nepcoHana,

9) s3awuTHan ogexaa.

10) cTeHbl, NOTOJIKMN.

11) nonwbl,

12) psepu.

13) ckambu.

14) ctynbs.

15) BO34yX, NOCTYNaLWMA U3 APYrMX UCTOYHUKOB.

5.3.2.5 MepuogmyHocTb oTH60pPa NPobd

MepnognuHOCTb yCTaHaBIMBAETCA B NPUHATON JOKYMEHTa/IbHON CUCTEME KOHTPONA 61o3arpsasHeHni n
NOATBEPXAAETCSH UM KOPPEKTUPYETCA B CEAYIOLWUX CyYasix:
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a) Korfa ypoBHV NpeaynpexaeHus uam AeicTBns MHOrOKpaTHO NPeBbILAOTCS;

b) nocne ANWUTENbLHOro nepepsiBa B paboTe;

C) Npv 06HapY>XeHUN NaTOreHHbIX MUKPOOPraHM3MOB B 30HAX PUCKa,;

d) nocne N6bIX CyWEeCTBEHHbIX PA6OT N0 PEMOHTY WU TEXHUYECKOMY 06CNY)XNBAHNIO CUCTEMbI BEHTU-
naumu;

€) nocne N3MeHeHUi B TEXHONIOrMYECKOM NpoLiecce, KOTOpble BMSAIOT Ha Cpeay YMCTOro NoMeLLeHus;

0 nocne nonyyeHnss HeobblYHbIX Pe3ybTaToB:

) nocne n3MeHeHuli B MeToAax O4YMUCTKN UK Ae3uHMeKLnm;

h) nocne HesannaHMpoBaHHbIX COOLITUIA, KOTOPbIE MOTYT NOBLICUTL YPOBEHb GrO3arpA3HeHniA.

5.3.2.6 Toukn oT6opa npob

TOuKM [O/MKHBI 6bITh ONPeAesieHbl B COOTBETCTBUMN C NPUHATON AOKYMEHTUPOBAHHON CUCTEMOI KOHTPO/IA
6103arpsi3HeHN 1 BKNKOYEHbI B NaH oT6opa npob.

MoxeT 6bITb NpeAycMoTpeH 0T60p 60/1ee YeM OAHOW NPo6blI B 04HONM TOUKe. B pas3nnyHbIX TOUKax MOXeT
6bITb NPefycCMOTPEH OT60P PasIMYHOro Yncna npoo.

OT60p NPO6 AO/HKEH NPOBOAUTLCA B TOUKAX, YKa3aHHbIX B OKYMEHTaLWN.

5.3.2.7 MapkupoBka o6pasLoB

MapkvpoBka Kaxaoro obpasua A0/MKHa cogepXaTtb CneayroLwy MHgopMaunio (MOXeT NPUMeHATLCS
cucTemMa KoampoBaHus, No3Bonsiolwas noayunTb aTy MHopmaumio):

a) Touky oTbopa npob:

b) AaTy 1 Bpems oTbopa npoo;

C) AaHHble 0 Nnuue, NPoBOAMBLLEM OTOOpP MPOG;

d) paboTy, BbINONHSAEMYH BO Bpemsi oTbéopa npob;

€) Tvn nuTatesibHOW cpefpl,

f) nobble 0OTKNOHEHUs OT naaHa oT6opa npob.

5.3.3 AtTecTauusa (sanngauus)

MprHATaa cMcTema TeKyLLero KOHTPOAsa A0/HKHA UCNOb30BaTbCA NPy arTecTaumy (Banngaunm) YNCTbix
NMOMELLLEHUIA N CBA3AHHbIX C HUMW KOHTPONMpyeMbIx cped cornacHo MICO 14698-2 n CO 14644-4 (npunioxe-
Hue C).

MpumeuaHne — CBefeHNss 0O HEKOTOPbIX MeToAax MVIKpOﬁVIOJ'IOI'VHeCKOI'O KOHTpONA npuBefeHbl B
MCO 14698-2.

5.4 O6paboTka nNpob

OT60p, TpaHCMOpPTUPOBaHUE N 06paboTka NPO6 He AOMKHBI BAMATHL HA XXM3HECNOCOBHOCTL M YNCO OTO-
6paHHbIX MUKPOOPraHn3mMoB. Mpy 3TOM HYXHO yunTbiBaTb cneaytoLlime akTopsbl:

a) ycnoBWA TPaAHCMNOPTUPOBAHUSA U XPaHEHWS, UX AINTENTbHOCTb!

b) MCNO/b30BaHWE HETPaNN3YIOLLNX areHTOB;

C) MCNo/Mb30BaHNe 0CMOTUYECKUX PACTBOPOB.

Mpo6bl cnegyeT oT6MpaTh U NoOMeLaTb B KOHTEiHepbl TakuM 06pa3oM, YTo6bl He MPUBHOCUTL Guo3ar-
PA3HEHUA N HE NHIMBKUPOBaTb POCT MUKPOOPTraHN3MOB.

5.5 KynbTusupoBaHue o6pasLoBs

5.5.1 O6wue nonoxeHus

MuTaTenbHy cpeay U ycnoBusi HKybauumn (Temnepatypy, AUTeNbHOCTb, NapuyanbHoe AaBieHune Knc-
nopoja, 0THOCUTESbHYI0 BNAXHOCTb) CrieyeT Bbi6upaTb B COOTBETCTBMM C BUAAMU MUKPOOPTraHM3MOB, KOTO-
pble npegnonaraeTcs BblAeNNTb. DTOT BbIGOP 3aBUCUT TaKke OT OKPYXatoLeil cpefbl, B KOTOPOV BeaeTcs OT-
60p Npob6, NCnosib3yeMblX METOL0B 1 060PYA0BaHMUSA.

5.5.2 MutaTtenbHana cpepa

MutatenbHan cpefa fO/MKHa OblTb HECENEKTUBHOW, €cnv He NpeAycMOTPeHo nHoe. B cnyvae, ecnu B
Touke o6opa Npob6 oxugaeTcs ocTaTouHas aHTubGaKkTepuasnbHas akTMBHOCTb, A1 YCTPAHEHUS WAN CHUXEHUS
3Toro adphekTa B cpedy cnefyeT BBOAUTbL AOMONHUTE NbHbIE UHIPEANEHTbI.

Ecnu nutatenbHble cpefbl UCNOMb3YTCA B YACTbIX NOMELLEHUAX UM OKPYXXaloL e nx cpege, BHeLHAS
NOBEPXHOCTb KOHTEHEPOB LO/MKHA MOAAEPXKMBATLCA B YUNCTOM COCTOSIHAM, COOTBETCTBYHOLEM KX Ha3Haue-
HUIO.

n punmevyaHne — ,U,I'IFI COXpaHeHUsA YPpOBHA YNCTOTbl MOXET I'IOTpeﬁOBaTbCFI npuMeHeHune AByx- nnn Tpexcn0|7|-

HOIi ynakoBKW.
KauecTBO nUTaTenbHbIX CPes AO/MKHO KOHTPOMPOBATLCS COOTBETCTBYOLWMMN MeTogamu (6). (7).
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5.5.3 WHky6auuns

Mpw BbIGOPE TEMNepaTypbl 1 BpEMEHW UHKYBaLMW MHOKYIMPOBAHHON cpeAbl cnefyeT, No Mepe BO3MOX-
HOCTW. yUnTbIBaTb YC/I0BUS, KOTOPblEe 6/1aronpuATCTBYOT POCTY BUAOB MUKPOOPraHN3MOB, Ha/lM4me KOTOpbIX
0XMAAeTcsa B UNCTON cpefe.

O6uwenpuHATBLIA Nepuog nHKy6auuy coctaBnseT oT 2 o 5 cyT ana pocra 6aktepuit noT 5 o 7 cyt ans
pocTa rpu6oB, 0CO6EHHO B C/yyYasnX, Korga KoM4yecTBO XM3HEeCNOCOOHbIX eAnHNL, (MMKPOOPraHM3MOoB) HeBe-
nmko. B cnyvae aHaapoO6HbIX, TEPMOUIbHBIX, MUKPOA3PO(UIbHBLIX. PaCTyLMX Ha 06eAHEHHbIX AN MUHW-
MasbHbIX cpefjax 6akTepuii u rpuboB MoryT noTpebosaTbCs cneumdunyeckme ycaoBns aspanmm v BpeMeHN nH-
Ky6auun. B TeyeHue wHKybaUMOHHOrO Mepuoja 4allikm cnefyeT ocmaTpuBaTb 4epe3 onpeferneHHble
VHTepBasibl BPEMEHMU.

5.6 OueHka pe3ynbTaToB 0T60pa Npob

5.6.1 O6uwue nNonoxeHns

OueHKa AaHHbIX 0 61o3arpsA3HeHNaX Jo/HKHa faBaTh JOCTATOUHYIO MHopMaLuio Ana nposefeHns ag-
heKTUBHbIX KOPPEKTUPYIOLWNX AelcTBMIA. lanbHelilasa nHopmauns 06 oLeHKe faHHbIX 0 61Mo3arpsisHeHNAX
npusegeHa B ICO 14698-2.

MpumeyvyaHUe — KOHTPO/Ib MUKPOGHOM 3arpsi3HEHHOCTU MOXHO NPOBOANTb, NPUMEHSIS KOCBEHHbIE UHAUKATO-
pbl. HaNpUMep, Takue, Kak KONU4YecTBO afeHo3nHTpudocarta (ATP). OaHako cnefyeT UMETb B BUAY, HTO NpsiMas CBsI3b
MEXAY HaNMYMeM Takux UHAMKATOPOB U GMO3Arps3HEHUEM MOXET OTCYTCTBOBATb. M03TOMY GO/bLIY PO/b UIpaeT Noj-
TBEpX/AeHne paboTocnocoGHOCTU [OKYMEHTUPOBAHHOW CUCTEMbI KOHTPONA Guo3arpsAsHeHWin unu atrectauus (Banuaa-
LiMS) CUCTEMbI TEKYLLLETO KOHTPONS.

5.6.2 Mopcuet

Ha KonnyecTeBeHHOe onpejesieHne MMKPOOPraHn3MoB, Tak Xe Kak 1 B 4pyrux MeTofax, okasbliBatoT BAuns-
Hve Npnbopbl 1 MeToAnka nogcyeta. MoaToMy NOACHET XN3HECNOCOOHbIX YacTuL, BblAEeNEHHbIX U3 NPO6, cre-
[yeT NpoBOANTL TONbKO YTBEPXAEHHbIMW (ATTECTOBaHHbLIMM) METOAAMMU.

MpumeuyaHuns

1 WHdopmauusa o nogcyeTe XuBbIiX YacTul, (KN3HECNOCOOHbIX MUKPOOPraHn3MoB) npueedeHa B UCO 7218 n apyrmx
NUCcToYHMKax (8).

2 HacToAwmii ctaHfapT He NpuBOAUT NPAMOro koadduuueHTta nepecyeTa WM (MYHKUMOHA/ILHOW 3aBUCUMOCTY
MEX/y KONIMYECTBOM XMU3HECMNOCOOHbLIX N HEXU3HECNOCOOHbIX HacTul,. Mpn HEO06X04MMOCTU KOHTPO/TbHbIE YPOBHU 3TWX Na-
pameTpoB MOryT yCTaHaB/IMBaTLCA pa3fesibHo.

5.6.3 OnpegeneHne xapakTepuCcTuK MUKpOOpPraHM3MoB

Mpu npoBegeHny MMKPOBMONOrMYECKOTO KOHTPOIS HEBO3MOXHO ONpesennTb U nogcunTaTb MUKpoopra-
HM3Mbl BCEX BUAOB, OOHAPYXXEHHbIE B YNCTbIX (KOHTPOMPYEMBbIX) 30HaxX. Pe3ynbTaTbl OLEHNBAIOTCA C Yy4EeTOM
COOTBETCTBYIOLLEr0 YPOBHS ONUCAHNA UX CBOMCTB.

NMpumeyvyaHue — CTeneHb geTannsayum CBOMCTB MUKPOOPraHM3MOB 3aBUCUT OT KPUTUYHOCTU paccmaTtpuBae-
MOI4 30HbI ¥ OT TOTO, ONPaBAAHO /M NPOBEAEeHUe AanbHENWNX UCCNeAoBaHuii No UX onucaHui. MOXeT okasaTbes AocTa-
TOYHbIM UCMO/Ib30BAHME O6LMX XapaKTEPUCTUK, OCHOBAHHLIX HA MOP(ONOTMU KIETOK, CBOMCTBAX OKpaLUUBAHWS WM
LPYTVX XapakTepucTuk. B cnyyae HE06X0AMMOCTM NPU MOMOLL M N1aGOPaTOPHbLIX METOLOB MOXEeT GbITb NPUBEAeHa NX Xapak-
TepucTuka. no kpaiiHei mepe, fo poga. VHopmaLuio, NoslydeHHyo Npu aHaim3e CBOWCTB MUKPOOPraHW3MOB, MOXHO Npu-
MeHSITb MPU OLEHKe NpoueAyp OYUCTKM U Ae3nH(EeKuuW, a Takke Npu ONpefeneHun WUCTOYHWKA 3arps3HeHus wam
NpoBeAeHUN KOPPEeKTUPYIOLLUX AeACTBUIA. VAeHTUdMUKALNS U30MSTOB. BbIAENEHHbIX U3 KPUTUUECKUX 30H. 06bIYHO NMeeT
npuopuTeT Nepes UAeHTUdUKaLMeil MUKPOOPTraHN3MOB 13 HEKPUTUYECKUX 30H.

6 OcphopmneHve pesynibTaToB N UX OLEHKa

B 3aBUCUMOCTY OT NPUMEHAEMOr0 METOAa KOJIMYECTBEHHAS OLLEHKa MOJTyYEHHbIX Pe3y/1bTaToB C UCNOJS1b-
30BaHVEeM COOTBETCTBYIOLUMX e4uHUL, n3mepeHns B cucteme CA (MCO 31) npusoAnTCS B BUAE YNACIA XU3HEC-
NMOCOBHbIX MK KONoHNeobpasyLwmx eguHnl, (KOE). MNopsgok oLeHKN NosyYeHHbIX pesyibTaTtosB NpYBeaeH B
NCO 14698-2.

[nsa oueHku TeHAEHUUN N3MEHEHUS pe3yibTaToB c/ieyeT NPoBOAUTL UX aHa/IN3 B TEHEHUE J0CTaTOYHO
ONUTeNbHOro nepuoja BpeMeHn. Ha 0CHOBe 3TOro aHanm3a 1 KOHKPETHbIX pe3y/ibTaToB UCC/efoBaHusA NpuHU-
MaeTCsl pelleHne 0 3HaYMMOCTU HEOBbIYHbIX faHHbIX, NPUEMIEMOCTIN KayecTBa NPOBOANMBIX PaboT uan npu-
rogHOCTW NPOAYKLMMN, N3rOTOBMIEHHOW NPW 3TUX YCNOBUSIX.

MpoToKON NPOBEAEHNSA KOHTPO/IA 6ro3arpa3HeHnii Ao/MKeH BKYaTb B cebs crefyoLLyo nHdopMaLuio
(nnun copepxaTb COOTBETCTBYOLLME CChIKM):
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a) Bug npobbl;

b) npumemsemblii(e) meToa(bl) U, rae HeobxoAMMo, 0603HaYeHe N HAVMeHOBaHWe CTaHaapTa,;

C) MpuMMeHsieMoe YCTpOoICcTBO A1 oT6opa npob.

d) Toukm oTbopa npo6;

e) Bupg paboThbl, BbINOHAEMOl B 30He 0T60opa Npob (npu oT60pe Npob), C ykazaHNeM COCTOSIHUS YUCTOTO
nomeLeHus;

0 Ko/IM4ecTBO NepcoHana B 30He oTbopa nNpob (npu oT60pe nNpob);

0) AaTy u Bpems ot6opa npoo;

h) npogomkmMTenbHoCcTb 0T60pa NPo6, NP HEO6XOAMMOCTK;

i) Bpems npoBefeHus aHanu3a npoo;

j) ycnoBusi u ANUTENBHOCTb UHKY6aLMK:

k) OTK/IOHEHWs OT NPMHATOrO MeToAa KOHTPONA U Nto6ble hakTopbl, KOTOPbIe MOTYT NOBAUATL Ha Pe3y/b-
Tarbl;

) pesynbTaTtbl aHa/M3a 0To6paHHbIX NPO6 Moc/e NepBoHaYanbHOM Y OKOHYaTeIbHOW perncTpaummn faH-
HbIX;

T) NPV BbINO/IHEHUN KONIMYECTBEHHOW OLLEHKN — pe3ysibTaTbl, BblpaXaemble B cucteme CU:

) onucaHue BblAeNeHHbIX MUKPOOPraHn3mMoB (M30715TOB). eC/IM NPOBOAMUNACH UX UAEHTUDUKALUS;

0) HaMmeHOBaHWe opraHu3aLuun, OTBETCTBEHHON 3a NOAroTOBKY M 0hopMIeHne NpoTokona, u gaty 3a-
BEPLUEHNSA UCNbITAHWIA;

p) chamunuio, MHULMAnNbl M NOANUCHL NLA, OTBETCTBEHHOIO 3a NPOBEAEHNE KOHTPONS.

7 MopTeepxaeHve paboTocnocobHOCTU LOKYMEHTUPOBAHHOW CUCTEMBI
KOHTpONA 6uosarpsa3HeHNii

[na noaTeBepxaeHUss COOTBETCTBUS BblGPaAHHOW [OKYMEHTUPOBAHHON CUCTEMbI KOHTPONSA Guo3arpssHe-
HUIA NPUHATLIM METOAAM U BCEM CreLlnasibHbiM TPe60OBaHUSAM pe3y/ibTaTbl TEKYLLErO KOHTPO/IA Guo3arpsisHe-
HWI cnefyeT nepuoanyeckn NnpoBepsiThb (4.2, nepeuncnexue f).

MpumeuyaHue — ITa NpoBEPKA MOXET NOTPe60BaTL NPOBEAEHUSA TEKYLLIEro KOHTPO/IS U ayauTa, apyrux me-
TOL0B aHann3a u KOHTPOAsi, BT. 4. CAyvaiiHoro ot6opa npo6 u ux aHanusa. s Toro 4To6bl Y40CTOBEPUTLCS B NPaBUIlb-
HOCTW paboTbl [OKYMEHTUPOBAHHOW CMCTEMbI KOHTPO/S GMO3arpsisHeHU, MOXeT NoTpe6oBaTbCs CUCTEMATUYECKOE
NoATBEPXKAEHNE COOTBETCTBYIOLLENO KAYeCTBa BbINOMHEHNS BCEX onepauuii 1 06opyAoBaHus.

8 O6yueHune

O6yueHune nepcoHana fo/MKHO 6biTb OPraHM30BaHO MO COOTBETCTBYIOLLEN Nporpamme (npunoxeHue G).

9 [JokymeHTauusa

JlokymeHTauma fomkHa BkitovaTb B cebs:

- onucaHne [OKYMEHTUPOBAHHOM CUCTEMbI KOHTPONS:

- faHHble 06 OLEeHKe pucka;

- nnaH oTbopa npoo;

- YPOBHU NpeaynpexaeHns, AelicTBUSA U LEeneBoit ypoBeHb, NpU HEOOXOANMOCTY;

- MeToAbl NPOBeAEHNS KOHTPONS 1 0TH6opa npob;

- MPOTOKON NPOBEAEHNS KOHTPO/IS;

- MPOTOKON NOATBEPXAEHMSI paboTOCNOCOOHOCTU [OKYMEHTUPOBAHHOW CUCTEMbI KOHTPONS 6uo3arpsas-
HeHWiA;

- MPOTOKO/bI 06YyYeHus.
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Mpunoxexne A
(cnpaBoy4HoOe)

MeTognbl onpeseneHns 6uosarpasHeHunii B Bo3gyxe

A.l1 BBefgeHune

B HacTosiem nNpunoXeHUn CoaepXnTcs pykoBOACTBO MO onpeAeneHunio 6uosarpasHeHnii B Bosgyxe [pu aTom npo-
BOAMTCSA OT6OP NpefCcTaBUTE bHbIX NPO6 C LeNblo 06HaPYXEHUS XM3HECNOCOBOHbIX YacTuL, KOTopble ABNAIOTCS npegme-
TOM KOHTpPOAS.

HacTosiwunii ctTaHAapT npegycmaTpyBaeT opraHn3aLmnio JOKYMeHTUPOBaHHOW CUCTEMbI KOHTPOSIA Gruo3arpssHeHuii B
YNCTbIX MOMELLEHNSAX.

MeTog atTectauun (Banugauumn) yctpoiictea ans otéopa npo6 npusBefeH a npuioxexHun 8.

A.2 TpuHuunsl

O6HapyxeHne 1 TeKyLnii KOHTPO/Ib MUKPOBHOrO 3arpsisHeHWUs BO3AyXa B 30HE pucKa BbIMOHATCA NyTem oT6opa
XMN3HECMOCOOHbIX YacTuL, C MOMOLLbIO COOTBETCTBYIOLMX YCTPOWCTB N0 NaHy oTbopa npob, korga 30Ha prcka HaxoamTcs B
YNCTOM MOMELLEHNN B MOCTPOEHHOM W/ OCHALLLEHHOM COCTOSIHUM (MPYM HEO6XOAMMOCTH), a Takke Npu Tekylleil paboTe B
3IKCnNyaTVpyeMoM COCTOSIHUN.

A.3 YcTpoiicTBa g5 oT60pa npob

A.3.1 O6umre NonoxeHns

CyLecTBYIOT pas/inuHble MeToAbl 0T60Pa 1 KO/IMYECTBEHHO OL@HKM XN3HEeCNOCO6HbIX YacTul, B Bo3ayxe (9). Bbibop
MeToZa 1 060py0BaHNA 3aBUCUT OT e oT6opa npo6. AhPeKTUBHOCTb pas/InyHbIX YCTPOCTB ANst oT6opa Nnpo6 He oan-
HakoBa. B cBA3n ¢ aTum MeToA 1 060pyAoBaHne ANna NpoBeAeHNs KOHTPONS credyeT BbibupaThb TLWATEbHO.

YcTpoiicTBa gns ot60opa Nnpo6 mMoryT 6biTb ABYX TUMOB!

a) [Ana naccuBHoOro otéopa (Hanpumep, Ha CeUMEHTaLVOHHbBIB YaLlKu).

P) ans akTuBHoro otéopa (Hanpumep, MMNakTopamu, UMNMHXepaMmu uan yctTpoicTeamu 15 oTéopa Npo6 Ha OCHO-
Be dounbTpauun).

B koMnneKT nocTasKku ycTpoiicTBa AN 0T60pa Npob BXOAAT UHCTPYKLMA MO 3KCNayaTtauun 1 ykasaHusa no orpaHunye-
HUIO ero npumMeHeHns. SphekTUBHOCTb YCTPOWCTB AN1A akTUBHOro oT6opa Npob paccmaTpusBaeTcs B NPUNOXeHUU B.

A.3.2 Bbibop ycTpoiicTBa na ot6opa npob

CKOpOCTb M BpeMsi 0T6opa Npo6, a Takke TN yCTPoicTBa 4151 0T60pa Npo6 0KasbiBaKT CYLLECTBEHHOE B/USHUE HA
XWN3HECMNOCOBHOCTb 0TOMPaeMblX MUKPOOPraHN3MOoB. VIMIUHXEpPbl HE MOTYT NPUMEHATLCA A1 0T6Opa XNU3HECNOCOBHbIX
a3p030/1bHbIX YacTUL, N3-3a HEGO/bLIOTo 06bema NPo6bl, HA3KOM CKOPOCTH 0T60Pa NPOBLI 1 BO3MOXHOCTM pa3pyLUeHuns ar-
nomepata 6akTepuasnbHbIX KNeTok npu oT6ope nNpobbl.

B cBA3M C TEM. UTO UMeeTcs 60/bLIOE KOIMYECTBO Pas3/IMYHbIX YCTPOUCTB A4/1s 0oT6opa Npo6, Npu BbIGOPe WX A1 KOH-
KpeTHO 06nacTn NpuMeHeHns cnefgyeT yunTbiBaTb, Kak MUHUMYM, cregyioline akTopbl:

a) TVN 1 pasMepbl XU3HECNOCOBHbIX YacTuL,;

b) 4yBCTBUTE/NIbHOCTb XMN3HECNOCOGHbIX YacTuL, k 0T60py Npob.

C) OXuAaemyrl KOHLEHTpaLMIo XNM3HeCNOCO6HbIX YacTul,.

0) BO3MOXHOCTb ONpefenIeHNs BbICOKOrO UM H3KOTO YPOBHS G1o3arpssHeHui;

e) npvMeHeHue COOTBeTCTBYLW el nuTatensHoli cpegpl (5.5.2),(10);

0 Bpems 1 NPOAO/MKUTENBHOCTL 0T6Oopa npob.

9) xapakTepuCTWKM OKpyxatoLueli cpefibl B 30He 0T6opa npoo;

h) HapylweHune ofgHOHaNpaBNEHHOCTU NOTOKA BO3Ayxa YCTPoicTBOM Ansi oT6opa npoob,

O cBoiicTBa Npobbl, Takne Kak:

1) ckopocTb oT6Opa Npo6bl (MOTOKA BO3Ayxa, MOCTynatLLero B yCTpoCTBO) NMPW HU3KOM YPOBHE XM3HECMNOCOGHbIX
4yacTuL, a BO3ayXxe;

2) CKOpOCTb MMNakuuu (CKOPOCTb MOTOKa BO3AyXa NPV KOHTaKTe C nuTaTesibHOW cpepoi):

3) TOYHOCTb U 3 PEKTUBHOCTb OTOOPaA NPO6:

4) yno6CcTBO NpY TPAHCNOPTMPOBAHMM 1 3KCNyaTauun (Macca, pasmepbl, 1€rkOCTb UCMO/Ib30BAHUSA, BCOMOraTe lb-
Hble NPUHaANEXHOCTN, HE06XOAMMOCTb BaKyyMHOro Hacoca, nofjayn Bofbl, 3/1eKTpuyecTsa u T. n.);

5) NpOCTOTY OYMCTKM, A€3UHEKLNN UAN CTepunmsauum,

6) BO3MOXHOCTb BHECEHUS AOMNOMHUTENbHbLIX GUO3arpsa3HeHunii npu otéope Npoo.

Bo3ayx, BbIXOAALWMIA 13 yCTPOWCTBA, HE AO/MKEH 3arps3HATb OKPYXalLlylo cpedy, U3 KOTOPOI NpoBoauTcs oTbop
npo6, nv NoBTOPHO NonagaTtb B YCTPOUCTBO.

A.3.3 YcTpoiicTBa ana ot6opa npo6 BOo3jyxa NaccMBHOro tuna (ycTpoiicTBa ceAMMeEHTaLMOHHOIo Tuna)

Takue ycTpolicTBa, Kak CeMeHTaLMOHHbIB Yallku, He ONpefensioT obLee YMC0 KU3HECNOCOBHbIX YacTuL, B BO3-
fyxe. OHY OLeHNBAKT UHTEHCUBHOCTb OCAXAEHUS XMN3HECNOCOBGHOCTM YacTuL, Ha NOBEPXHOCTb. M0O3TOMY ceMMeHTauu-

9



FOCT NCO 14698-1—2005

OHHbI€ YallKv MOTyT UCMO/b30BaThbCA AN KAYECTBEHHOW U KONMMYECTBEHHO OLEHKN 3arpAa3HeHuii, monagamLymx Ha npo-
AYKT 13 Bo3fyxa. OTy OLeHKy NPOoBOAAT NyTeM onpegesieHnst Yncna XU3HeCNOCO6HbIX YacTul, OCEeBLUMX Ha NNacTUHY B
e/IVHNLY BpeMeHU. 3aTtemM Mo 13BECTHON NMOoLWamn Yallku N BpeMeHN 3KCNO3NLUN MOXEeT 6biTb BbIYMCIEHO BO3MOXHOE 3a-
rpsisHeHve npogykra [11], [12].

A.3.4 YcTpoiicTBa AN oT6opa Npob6 akTUBHOIO TUna

A.3.4.1 O6LwWme NoNoXeHnsa

Mcnonb3oBaHne Takux YCTPOINCTB B 30He pucka MMeeT BaXHOe 3HauyeHue ANS onpeAeneHus MUKpobuonornyeckomn
4YnCTOThbl Bo3gyxa. CyLiecTByeT HeCKo/bKo TUMOB Taknx YCTPOCTB, NPUYEM KaXKAbI U3 HAX UMEeEeT CBOW OrpaHUyeHus.

[na 30H pucka C HOpManbHbIM (HWU3KUM) YPOBHEM OWMO3arpA3HEHWAi MOXHO BblAeNUTb fBa OCHOBHbIX Tuna
YCTPOICTB, OT/IMYAIOLLMXCS NMPUHLMNOM OT60opa Npo6 Bo3fyxa: MMNaKTopbl U yCTPOCTBA Ha OCHOBE (huabTpaLuu.

A.3.4.2 iMnakTopbl U UMNUHXEPbI

CyLecTBYIOT UMNAKTOPbl U UMMUHXEPbl MHOTUX TUMOB, CMOCOGHbIX BbISBNAATb XN3HECNOCO6HbIE YaCTULbI.

Bbl6paHHOe A8 UCNOMb30BaHNSA YCTPOWCTBO AO/HKHO UMETb Cnefytolime xapakTepucTuku:

a) CKOpOCTb MMMakuum (CKOPOCTb MOTOKA BO3AyXxa B 30He KOHTaKTa C NuTaTesibHOW cpefoii) fo/MmKHa YA0BNEeTBOPATbL
[IBYM MpOTNBOPEYUBLIM YC/IOBUSIM:

1) 6bITb A4OCTATOYHO BLICOKOW AN yNaBAnBaHusa YacTuy c pasmMepamu 6onee 1 Mkm.

2) ObITb [OCTATOYHO HWU3KOW AN COXPAHEHUS XU3HEeCNOCOGHOCTY YacTuL, U NpeasynpexaeHns nx MexaHnyeckoro
NOBPEeXAEHNSA NN paspyLUeHns arioMepaToB 6akTepuii i MMKPOMULIETOB.

b) 06BbeM Npobbl LO/MKEH BbITb 4OCTATOYHO 60/LLINM, UTOOLI ONPEeAEeUTb OYEHb HA3KWIA YPOBEHb G1O3arpsi3HEHUS,
1 B TO e Bpems 40CTaTouHO Masl. 4ToObl He NPMBECTU K (PU3NYECKON NN XMMUYECKON AerpajaLnmn nutatenbHoi cpebl.

B 30Hax C BbICOKMM YPOBHEM GUO3arps3HeHnii MeTog uMnakumm n 06bem npo6bl AO/MKHBbI 6biTh BbiGpPaHbl TakuM 06-
pa3oMm. 4Tob6bl Nocfae Ky/nbTUBMPOBAHUS MOIN 6GbiTb pPas3iMuMMbl OTAE/bHbIE KOTOHUM MWUKPOOPraHM3MOB, MO KOTOPbIM
MOXHO 6b1110 6bl OLEHUTbL pe3ynbTarthbl.

YCTPOACTBO [O/KHO COOTBETCTBOBATL CAEAYIOWNM MUHUMAbHBIM Tpe6oBaHNAM:

- obecneumBaTh AOCTATOYHYIO CKOPOCTb NOTOKA BO3AyXa, YTOGbI NponycTuTb 1 M3BO3Ayxa a TeuyeHne npuemaemMoro
BpeMeHn 6e3 CylecTBEHHOro MOACYLIMBAHUS NUTaTeNbHOl cpeabl B npobe:

- obecneymBaTb COOTBETCTBYIOLLYIO CKOPOCTb NOTOKA BO3Ayxa (CKOPOCTb MMNaKLMM) B 30HE KOHTaKTa C NUTaTesibHOM
cpenoii.

A.3.4.3 YcTpoliicTtBa ans ot6éopa npo6 Ha ocHoBe hunbTpaunmn (PunbTpaLnoHHble NPo600T60PHUKN)

dunbTpaLMOoHHbIe NPO600THOPHMKM LLIMPOKO NCNOMbL3YIOTCA NpK 0T6ope Npob Bo3ayxa. Beibnpas cooTBeTCTBYOLWNE
XapakTepuCcTUKN Hacoca, matepuan v pasmep uabTpa, MOXHO MOMYYUTb NPOGY MOYTK NO6Oro 06beMa B Te4eHne 3ajaH-
HOro BpeMeHu ee otbopa.

Mpy KOHCTPYMPOBAHMUN 1 UCMONb30BaHNM YCTPOWCTB A1 0T6opa Npo6 Ha OCHOBE (IMAbTPALMM HYXHO Y4uTbiBaTb
cnegywouine akTopbl.

a) ycnoBus huIbTPaLMn He AO/DKHbI BIUSATb HA XXM3HECNOCOOHOCTb 0TOUPaeMbIX MUKPOOPraHn3MoB (Hanpumep, 3a
cyeT 06e3BOXMNBAHUSA);

b) cTaThyeckoe 3/1eKTPUYECTBO, KOTOPOEe NPenATCTBYEeT OCaXAEHMNI0 XXKN3HECNOCOBHbIX YacTUL, Ha MOBEPXHOCTb (K-
NbTpytoLeli MeM6paHbl, AOKHO 6bITb YyCTPaAHEHO.

C) AO/MKHbI CO6MI0AATLCA Te Xe OrpaHnyYeHns nnu TpeboBaHMs K CKOPOCTM 0TO6Opa Mpo6bl, YTO U AN UMNAKTOPOB
(A.3.4.2);

d) cdunbTpogepxaTtens Ao/MKEH BbITb COEANHEH C UCTOYHMKOM BakyyMa U AaTyvkoM CKOPOCTM NOTOKa BO3Adyxa Ta-
KM 06pa3oMm, 4Tobbl He 3arpsa3HATL matepuan unbTpa;

e) hunbTpbl 4O/MKHBI NOMeLaTbCs B hunbTpoaepxaTesib. CHUMaTbCS C Hero nocse unbTpauum Heo6xoanMoro Ko-
nnyecTBa BO3fyxa M NOMeLaTbCa Ha TBEPAYIO WK XUAKYI0 nuTaTesbHyl0 cpedy ¢ co6noAeHnem Tpe6oBaHuii acenTuku.

A.4 OchopmneHue pesynbtaTtoB
YpoBeHb 6103arps3HeHns BO3Ayxa BblpaxaeTCs YMCIOM XU3HECNOCO6HbIX YacTuL, B 1 mj Bo3gyxa.

10
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Mpunoxexnne B
(cnpaBoy4Hoe)

Mopspgok aTTecTauumn ycTpoincTe ANnsa ot6opa npob Bo3gyxa

B.1 BepeHue

OTO MpUNOXKEHNE COAEPXUT MeToAuKY onpegeneHns apdeKTUBHOCTY yCTPOICTB AN oTbopa npob Bo3gyxa, Mc-
nosib3yembIx Npu noAcyeTe MUKPOOPTaHN3MOB, HAXOAALMXCS B BO3AyXe. Takyto OLLeHKY BbINOHSAOT 06bIYHO U3rOTOBUTESU
YCTPOICTB NN CTOPOHHME OpraHusauum, cneynanm3npyolmnecs Ha npoBegeHnn KOHTPOns.

Mpun paccmoTpeHnn adhheKkTUBHOCTN YCTpoiicTBa A1 0T60pa Npob BO3Ayxa MOXeT OLeHNBaTbCsA ero chnsmyeckas u
6uonornyeckas apeKTUBHOCTb.

Mop chmsnueckoit ahpPEKTUBHOCTLIO NOHUMAETCA CNOCOGHOCTL YCTPOCTBA OTOUPATL YaCTULbl Pa3/INYHbIX pasme-
poB. dPusnyeckan ahPEKTUBHOCTb OCTAETCA HEM3MEHHO! He3aBUCUMO OT TOro, AABASETCS /1N YacTuLa MUKPOOPraHu3Mom,
HOCHUTENEM MUKPOOPraHU3Ma Wan HeXM3HeCnoco6HOM yacTuuei.

Bronornyeckas achheKTMBHOCTbL 3ak/tovaeTcsi B CNOCOGHOCTU YCTPOCTBA OTOMPATL YaCTULbl, HECYLLUEe MUKPOOP-
raHu3mbl. Mo pagy NpPUYMH, TakUX Kak BbDKMBAEMOCTb MUKPOOPraHn3MoB npu oT6éope nNpo6, 1 No CNOCOGHOCTW nUTaTesb-
HO cpebl NofaepXnBaTb UX PocT, 6uonornyeckas apheKTUBHOCTb MOXET ObiTb HKe dm3nyeckoii. MeTon cnblITaHWiA,
U3M0XEHHbIV B HACTOSALLLEM NPUIOXEHNMW, B OCHOBHOM, kacaeTcsi puanyeckoli achhpekTuBHOCTU.

B.2 3kcnepuMeHTanbHbI MeToq

B.2.1 Kamepa gns npoBefeHUs UcnbliTaHuii

O6bIYHO UCNOb3yeTcst kKamepa LIMPUHOW 1 BbICOTOW 1M 1 anunHOl 2 M. OHAKO MOXET UCNONb30BaTbCs N11060€e He-
60/1bLLIOE 3aMKHYTOe MPOCTPAHCTBO. TecT-a3p030/lb MOXeT reHepupoBaTbCA M60 BHYTPM KBMeEpbl. 60 nogasaTbcs B
Hee u3BHe. B KOHTpPONMpyemyto 30HY [O/KEH NofJaBaTbCa BO3AyX, npowewnii yepes HEPA cunbTp, npuyem B 3TON 30He
[O/MKHO NOALEePXMBATLCA OTPULATENBHOE AiaB/IeHre 3a cHeT BbITSKKM BO3fyxa C onpeaesieHHOR CKopocTbio. Yaansemsblii
BO34yX [O/KEeH NpoxoanTb yepe3 HEPA cunbTp.

MoTok BO3Ayxa f0/KeH 6bITb HeOAHOHaNPaB/IEHHbIM, @ KPATHOCTb BO34yX006MeHa A0/MKHA 6bITb PaBHON KpaTHOCTK
BO3/lyX006MeHa B YACTOM NomeLleHun (kak npasBuio, oHa coctasnseTt oT 20 Ao 60 u-'). UTo6bl n3bexarb /10KasbHOro no-
BbILIEHUS KOHLEHTpauumn 3arpsisHeHnin B Bo3ayxe, ciegyeT A0/MKHbIM 060a30M 06ecneunTb NPUTOK U BbITSXKKY BO3AyXa.
O (PEeKTUBHLIM peLleHneM SBAAETCA YCTPOWCTBO MPUTOKA U BbITSXKMA BO3[dyxa TakuM 06pas3oMm, 4ToObl BHYTPU Kamepbl
noffepxvueanncb oTpulyaTesnibHoe faB/ieHne Bo3ayxa 1 ero Lupkynaumsa (HanpuMep, ¢ NOMOLLbI0 BEHTUIATOPA).

[na KOHTpoNA 3P HEKTUBHOCTU LUPKYNALUN BO3AyXa BHYTPU KaMepbl U KOHLLEHTpaLuU 4acTul, B HeM cnefyeT uc-
nofb30BaTh CYETUMK YacTUL, BbINONHAWOLWMNI Takke PyHKUMo oT60pa Npob Bo3ayxa W3 Kamepsbl.

CnepyeT nogaepxusartb Temnepatypy (22x 2) ‘C v OTHOCUTENbHYI BAaxHOCTb (501 10) %. [lomkHa 6biTb npea-
YCMOTPEHa BO3MOXHOCTb ynpaB/ieHnst 060pyAoBaHNeM, HaxoAALWUMCs BHYTPU KaMepbl, C BHELWIHE ee CTOPOHbI, Hanpu-
Mep. 3a CYeT UCNOJIb30BaHNSA BMOHTUPOBAHHbLIX B KAMEPY NepyaTok Un noslyKoCTIOMOB.

B.2.2 TecT-wTamMMbl MUKPOOPraHM3mos

B.2.2.1 LWTtammbl Ana onpegenexHnsa unsmyeckoli apeKkTMBHOCTH

CnepgyeT ucnonb3oBaTb TecT-wrtamm Bacillus subtrUs mar. ntger NCTC 10073 (DSM 2277). KOTOPbI XOPOLLO BbKNBA-
€T B ycnoBusAx ot6opa npob. Ltamm cnefyeT roTOBUTb Ha NUTaTeNbHON cpefe, OTBevatoLl el ycTaHOBNEHHbIM TpeboBaHu-
AIM, ¥ UCNO/Ib30BaTb B BUAE OTMbITON CycneH3un cnop.

MpumeyvyaHune — [Ins onpeaeneHns unsnyeckoin agekTMBHOCTM YCTPOICTB AN 0T6OPa Npo6 Bo3gyxa MoryT
1cnonb3oBaThCs chepuyeckme YacTulbl NOANCTUPONA U Apyre BuAbl HEXN3HeCNoco6HbIx YacTuy, (13). PesynbTat 6yget
aHanornyeH pesynbTaty, NONy4YEHHOMY C UCMOb30BaHWEM MUKPOOpPraHn3MoB. OHaKo HekoTopble ycTpolicTBa ANna oT60-
pa npo6 Bo3ayxa He N03BO/AT BbIABUTb BCE HEXM3HECMNOCOGHbIE YaCcTuLbl, B TO BPEMS Kak MUKPOOpPraHu3Mbl npopactaioT
B KOJIOHWIO, KOTOpPas MOXeT 6biTb fIerko o6HapyXeHa 1 nogcuntaHa.

B.2.2.2 LWtammbl Ana onpegeneHnsa 61M0a0rnyeckoli akTuBHOCTH

MICTOYHMKOM MOSIB/IEHMS B BO3AyXe NOMELLEeHNIA MHOTUX BU0B MUKPOOPraHN3MOB MOTYT GbiTb KOXHbI€ NOKPOBbLI Nep-
coHana. Ha KoTopbIX AOMUHMPYIOT MUKPOOPraHM3Mbl Koarynasa — oTpuuartesibHble cTagnIoKOKKN.

OfHakKo a HeKOTOpbIX MOMELLEeHNAX MOXeT 6biTb 06HapyXeHO 3HaunTeslbHOe YNC/I0 MUKPOOPraHN3MOB, MPUYNHOW
NnosiBfIeHNs KOTOPbIX ABNSAETCA TEXHOOrMYeckunii npouecc. MNpu npoBeAeHnn 61MONOrMYECcKUX UCNbITAHWA cnefyeT NCnosb-
30BaTb MUKPOOPraHn3mbl, KOTOPble 06bIYHO BCTPEYAIOTCS B YUCTbIX NOMeLLeHNAX. MOXHO 1Cnonb3oBaTb Takoi TecT-MuK-
poopranusm kak Staphylococcus eptdermtdls (NCTC 11047, ATCC 14990). OgHako cregyeT UMeTb B BUAY, YTO U3MEHEHUS
cocTaBa pacrnbl/IAeMOro aspo3o/isf, MeTofa pacnbl/ieHNs 1 ycnoBuii oT6opa Npo6 MOryT NpUBECTU K M3MEHeHWo 6nonoru-
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yeckoi adPeKTMBHOCTH YCTPOWCTB 415 0TOopa Npo6 Bo3gyxa. B cBA3W ¢ aTuM meToA onpefeneHns 6nonorniyeckoin ag-
(PEKTUBHOCTU MOXET OblTb MEHEEe HaAEeXeH, YeM MeTof onpeaeneHust pruanyeckoin aphekTUBHOCTM.

B.2.3 leHepauus YacTul, — HocuTesneli MUKpOOpPraHn3mMoB

A3p030/1, cocTosiLMe K3 YacTuL, onpeAeneHHoro pasmMepa, reHepupyloTCsl C MOMOLLbIO YCTPOWCTB pas/inyHbIX TH-
noB (Hanpumep, Takmx Kak JMCKOBble reHepaTopbl asapo3oneii) [14]. Ha guck, BpaLiatoLniica ¢ BbICOKO YacToTol, noaaeT-
CSA XUAKas CycneH3nsi MMKPoOOpraHM3mMoB, KOTopas Npu 3TOM NpeBpaLiaeTcs B MeNKOAMCNEPCHbI TOMOreHHbIi a3po30/b.
M3MeHsAs yacToTy BpalleHns, MOXHO NOAYUYNTb Kanau pasnnyHoro pasmepa. Kanau 6bICTpo BbIChIXAKOT, Y B 3aBUCMMOCTH
OT KO/IMYyeCcTBa HepacTBOPVMMOro MaTtepuasna BXUAKOCTU MOXHO NOJTYyUYNTb CyXme YacTuLbl pa3finyHbix pasmepos. juameTp
Kanesib MOXHO onpefennTb C NOMOLLbI0 YpaBHEHNS, KOTOPOE CBA3bIBAET €ro C NJI0THOCTHIO 1 MOBEPXHOCTHLIM HATSXEHM-
eM XWAKOCTYW, 4acTOTON BpalleHns n agnaMeTpoM gucka pacnblnutens. Kpome Toro, guamMeTp kanesb MOXHO U3MepUTb Npu
NOMOLLM MUKPOCKOMA.

Pa3mMepbl YacTul, cogepxalinx Bnary, yMeHbLLAOTCA 3a CYeT ee UCNapeHns A0 pasMepoB, KOTOpble 3aBUCAT OT KX
TBepoii asbl. VX pasmepbl 1 MacCy MOXHO YyBEINYUTb, BBOAA B CyCMEH3NI0 MUKPOOPraHW3mMoB oaua kanvs. fuameTtp
CYXOW 4acCTULbl MOXHO BbIYUCNTb, NOMb3YSACh HUKENPUBEAEHHBIMU YPABHEHUSAMM, UM ONPeAenuTb Npy NOMOLLM MUKPOC-
Kona nytem ot6opa npo6 Bo3gyxa B Kamepe € Ucnosib3oBaHMeM MeMbpaHHoro unbTpa.

Paguyc r no6oii yacTuupbl cBA3aH ¢ o6bemMom I cnegytoleii hopmynoit

r= <3/4 1T Y)13 (B.1)

Pa3mep Cyxoit yacTuLbl 3aBUCKT OT KOSIMYECTBA TBEPAOTO Matepuana, MMEetLEerocs B yacTuue, cogepxaLlyei Bnary,
1 OT pasmepa Cropsbi.
CnefioBatenbHo, paguyc Cyxoi 4acTuubl paBeH

|3/4(K#+ I'M'T1, (B.2)

rge ',— o6bem cnopbl (MpumepHo 0.5 Mkm3);
V — 06bem yacTuubl Nocne nucnapexus.

O6bem vacTuubl, cogepxalyein snary (M1) k KonHueHnTpaumsa Teepgoit asbl (r/m*)
n, = (B.3)
MnoTHOCTb TBEpAOro Matepuana B pactesope (r/m3)

Onpeaenus pagnyc Cyxoi 4acTulbl, IETKO BbIYUCIUTL ee guamMeTp.

A3poanHamuyeckoe NoBefeHNe YacTuLbl 3aBUCUT OT e NIOTHOCTU. M03TOMY HE0BXOAUMO ONpeaennTb IKBUBASIEH-
THbIV MameTp Cyxoii YacTuupl, T. €. pasmMep Cyxoii YacTuubl ANs cay4yas, ecnim 6bl ee NIOTHOCTb Gblfa paBHa eAnHuULE.
OKBUBANEHTHbI AVAaMeTp YacTuLbl </>paccunTbiBaeTcs no hopmyne

d,= d(p)t. (B.4)

rae d — gnameTp Cyxoili YacTuubl, MKM:
p — NJIOTHOCTbL TBEPAOrO BeLlecTBa, U3 KOTOPOro COCTOUT yacTuua, r/MKM3.

B.2.4 MpoBepfeHne ncnbliTaHuii

McnblTaHna NpoBOASITCA B kKaMepe uin B NOMELLEHUM, T4e CO3faHbl YCNOBUA TypGYNEHTHOCTMW, aHanormyHble Tem.
4YTO UMEeIOTCH B YNCTOM MOMELLEHUN. YCTPOIMCTBO Ans oT6opa Npob Bo3ayxa u hunbTpoaepxaresb, B KOTOPOM pacnosioxeH
umnbTp ¢ Nopamn guameTpom 0,45 MKM, AO/MKHbI GbITh MOMELLEHbI PSLO0M, HO HA JOCTATOYHO 6O/IbLIOM PaCcCTOSHUN OT re-
Hepartopa a3po3osieil (NpumMepHo 1 M). TO HYXHO 418 TOro, YTOGbI YacTULbl K MOMEHTY 0T60opa Npobbl 66111 cyxumu. C no-
MOLLbIO CHETUMKA YaCTUL, CrefyeT onpefenuTb, YTO KOHLEHTpaLWsA YacTuL, 0Kos10 yCTpoiicTBa A9 oT6opa npo6 Bo3ayxa u
dunbTpogepxartensa ognHakosa. MembépaHHoe ycTpoiicTBo gns oT6opa npob Bo3gyxa, paboTaioLiee o CKOPOCTbIO NOTOKa
(oT60pa NPo6bI) NPYMEPHO 5 N/MUH, He [O0/MKHO 6bITb 06paLeHo MUILTPOM BBEPX. PUNLTP JO/KEH ObITh HANPAaB/EH TO/b-
KO B CTOPOHY WM BHW3, 4TOObI NpefoTBPaTUTL OCaXAeHue yacTul, Ha mem6paHy nog geicTeuem cun rpasutayun. Oba
ycTpoiicTBa BKOUAKOTCA OAHOBPEMEHHO. Bpemsi oT6opa Npo6 3aBUCUT OT KOHLLEHTpaLun XN3HECNOCOGHbIX MUKpoopra-
HW3MOB B BO3[yXe, OfJHAKO CUYMTAEeTCs, YTO [OCTATOYHO HECKOJIbKO MUHYT. [ocne ucnbiTaHna hunbTpbl NOMeLalTes B
yaluku, cogepxaline coeBblii Ka3eMHO-NENTOHHbIV arap Wan 3KBMBANEHTHYIO aTTeCTOBaHHY cpedy. [locne uwHKy6auuu
06oux HabopoB Npo6 B TeyeHue 2 cyT npu Temnepartype 37 °C NoACHATLIBAETCS YMC/IO KOMIOHWIA.

Mepep ncnbiITaHNAMU FOTOBUTCS CYCNEH3Usi OTMbITbIX cnop B pacTBope 80 %-HOro 3TUI0BOrO cnupTa C KOHLeHTpa-
uueit He 6onee 10*—10' cnop/Mn, 4TO NO3BONAAET MNOMYUNTb YACTULbI, HECYLLME, & OCHOBHOM, TOJIbKO OAHY cropy. Heo6xo-
AMMOe KONIMYeCTBO reHepnpyemMoro aspo3o s 3aBMCUT OT pa3MepoB Kamepbl 1 06bema nojasaemMoro v yaansiemoro Bo3gy-
xa. [pn n3MeHeHWM KOHLUEeHTpauuu a3po3ons He cnefyeT yBenvuuBaTb Bpems oT6opa npob, a Takke Heo6XoanMo
cneauTb, 4To6bl HA NUTATENbHON cpese He GblI0 COBMELLeHUli (COBNageHnii) KONOHWIA MUKPOOPTraHU3MOB.
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B aspo3onbHoil cpee cnegyeT AncneprupoBaTh TBEPAbIE BELLECTBA B Pa3/IMYHbIX KOHLEHTPaLWAX A5 TOro, YTOGbI
npW pacnblIeHUN NOMYYNTb YaCTULLbl Pa3/IMYHbIX pa3mMepoB. HeobxoAnmas KoHLeHTpauus TBepablX BellecTs onpegenseT-
cs no chopmynam B.1—B.4. [ina nonyyeHus gnanasoHa yactuy gnameTpom ot 0.8 o 15 MKM cnegyeT NpMroToBuTb NATb
pacTBOpPOB. [lNs YacTuL, Kaxaoro guameTpa ciegyeT NpoBecTu He MeHee 10 3KCNEpUMEHTOB.

B.3 OdopmneHne pesynbtatos

AhhekTMBHOCTL ycTpoiicTBa Ansi oT6opa Npo6 B NpoLeHTax onpegensercs no N3BECTHOMY YNC/Y KOJIOHWIA B 3TOM
yCTPOICTBE W YACNY KOMIOHWI B yCTPOCTBE C MeMBpaHHbIM hMILTPOM MO creAytolieli hopmyne npu ycnosuu, YTo obbe-
Mbl MPO6 BO3AyXa A1 060UX YCTPOWCTB paBHbI.

O hekTUBHOCTb Yncno KOMoHWA B UCMbITYEMOM YCTPOIiCTBE
e

i , . K 100. (B.5)
ycTpoiicTBa YKCNo KONOHWIA B YCTPOKCTBE C MEMBPAHHLIM (OUILTPOM

PesynbTaTbl MOXHO BbIpa3uTb rpadnyeckn B Buje KpUBOi, oTpaxatoLeii 3aBMCMMOCTb 3th(PEKTUBHOCTM yCTpoiicTBa
Ans oT60pa nNpo6 Bo3dyxa OT pasMepoB YacTuy. Bce Touku npencTaBnsioT co6oli cpegHue 3HavyeHust ahhekTUBHOCTM ¢
yKasaHueMm CTaHAapTHbIX OTKIOHEHWA.

Mpunoxexne C
(cnpaBoyYHOE)

MeToabl onpeaeneHna 6nosarpa3HeHmnii Ha NOBEPXHOCTAX

C.1 BsegeHune

B HacToALeM NpuaoXeHnn NprBeeHbl MeToAbl onpeaeneHuns 6uosarpasHeHnii Ha MOBEPXHOCTAX 415 C/lyYaes, Kor-
Aa npefycMOTPeHO NpoBeAeHe MUKPOGMONOrMYecKoro KOHTPons. C Lenblo 06HapYXeHNS XXN3HECNOCOOHbIX YacTul, 0T6M-
patoTcs npeacTaBUTeNbHbIE NPOGLI, KOTOPble SIBAAKOTCA NPeAMETOM KOHTPOS.

3TN MeToAbl He BbISIBASIOT 06LLEe YKC/0 XU3HECNOCOOHbIX MUKPOOPraHn3MOoB, HO NMO3BOJAT NOyYaTb OTHOCK-
TefbHble pe3ynbTaTtbl, MPUrOAHbIE A1 CPABHEHUS B KOHTPO/IMPYEMbIX YCN0BUAX. MeTofbl MOTyT NCNO/Ib30BaTLCA NpU Te-
KyLLEeM KOHTPOJ/IE YMCTbIX MOMELLEHWIA B 3KCMTyaTUPYEMOM COCTOSIHWM, @ Takke, Npu Heo6XoAMMOCTH, B MOCTPOEHHOM U
OCHaLWEHHOM COCTOSIHUSIX.

HacToswwnii ctaHAapT npegycmaTtpuBaeT opraHn3aunio JOKYMeHTMPOBAaHHO! CUCTEMbI KOHTPONSA 61o3arpAa3HeHnin B
YNCTbIX NOMELLEeHUAX.

C.2 O6wwne nonoxeHuns

KonmyecTtBo MUKPOOPraHM3mMOB Ha MOBEPXHOCTU MOACUUTLIBAETCS KOHTAKTHbIM METOAOM WM Npy NOMOLLM TaMmno-
HOB. KOHTaKTHbI1 MeToA 3ak/toyaeTcs B TOM. YTO TBepAYy NUTaTesbHYl0 cpeay U3BECTHON NowWwaamn NpukiagbiBatoT K KOH-
TPO/NVMpyeMOli MOBEPXHOCTM U 3aTeM UHKYyOupytoT. Mpopocilune KONOHUN ABASKTCSA 3epKasibHbIM OTPaXeHneM («kapToi»)
XN3HECNOCOOHbLIX MUKPOOPTraHU3MOB, UMEILLNXCS HA MOBEPXHOCTU. MOXHO MCNO/b30BaTb TAMMNOHbI, KOTOPbIMW NPOBOAST
Nno NMOBEPXHOCTH, a 3aTeM MOACUUTLIBAIOT YMNC/I0 MUKPOOPraHN3MOB, COOPaHHbIX UMK,

CKOpOCTb OCaXAEeHUSA MUKPOOPraHN3MOB Ha NOBEPXHOCTb onpegenseTcs cnegywmum obpasom. MNMuratensHas cpe-
[la C U3BECTHOW Nnowaabio BblAepXMBaeTCcsl B TeUEHNe onpesesieHHOro BpEMEHU, a 3aTeM MHKY6upyeTcs. Mo konnyecTsy
NPOpPOCLUNX KOMIOHUIA ONpeAenseTcs CKOPOCTb OCAXAEHUS MUKPOOPTraHM3MOB Ha NOBEPXHOCTb @ AaHHbI NPOMEeXYTOK Bpe-
MeHM.

C.3 YcTpoliicTBO gnsa oT6opa npob

C.3.1 KoHTaKTHble ycTpoiicTBa Ans ot6opa npob

MoryT Ucnosb30BaTbCA KOHTAKTHbIE NAACTUHBI UK ApYTUe YCTPOCTBA, B KOTOPbLIX NUTaTebHas cpefa noMelleHa a
TBEpAblE NN 31acTUYHbIE KOHTeliHepbl. Cpefa conpukacaeTcs C KOHTPOIMPYEMO MOBEPXHOCTbIO. MnowaAb NOBEPXHOC-
TV AO/MKHA 6bITb HEe MeHee 20 cm2
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KOHTaKT cpefbl C NOBEPXHOCTbIO AO0/MKEH NPOUCXOANTL B TEHEHNE HECKOTbKUX CEKYH[, NPW NOCTOSHHOM U OLHOPOA-
HOM flaB/IeHNN Ha BCIO NOBEPXHOCTb 6e3 BpallaTesibHbIX W NOCTynaTesbHbIX ABMXEHN. 3aTeM KOHTaKTHOe YCTPOICTBO Mno-
MelLaeTcs 06paTHO a KOHTeliHep, a KOHTPoMpyemMas NoBEePXHOCTW OYMLLaeTcsl OT OCTaTKOB NUTaTeNbHON cpeabl.

C.3.2 TamnoHsbl

Xun3Hecnocob6Hble eAVHNLbI Takke MOXHO 0T6upaTb TamnoHamu. CTepusibHble YBNaXHEHHbIe TaMMNOHbI, Fy6Ku um
candeTkn ocobeHHO yAo6HbI Mpu oT6ope NPo6 ¢ 6OMbLINMX, HErMrPOCKOMUYHBIX, HEPOBHbLIX MOBEPXHOCTEN, MMEILNX
yrny6neHvs, HefoCTyMNHble 415 KOHTAKTHbIX YCTPOWCTB.

TamnoH npefBapuTeNbHO A0/IXEH 6bITb CMOYEH CTEPUNBHOW cpefoii.

Mpo6bl 0T6MpaTCa MeNeHHbIMU ABMKEHUSIMU TaMMNOHa napasnienbHbIMU 6/1M3K0 PACNONOXEHHbIMU NNHUAMK. 3a-
Tem onepaymsa NOBTOPSETCA ABVWKEHUSAMY TaMnoHa neprneHANKYISPHbIMU IMHASIMUY MO OTHOLLUEHWIO K NepBbIM. Nocne aToro
TaMMnoH NomeLlaeTcs B onpefeneHHoe KOIM4ecTBO Cpebl 419 U3B/IEUYEHNS MUKPOOPTraHM3MOB, KOTOPOE UM Xe NnepeMeLln-
BaeTca. Cpefa, ncnonbdyemas s U3BneYeHWs, JO/DKHA aHaIM3NPOBAaTLCA Ha HasMumne Xn3HecnocobHbIX yacTtuy,. Mo-
BEPXHOCTb. C KOTOPOIi oTo6panu npoby, crnefyeT OYNCTUTb, YAa/IMB OCTATKM CMbIBatoLLEe cpeabl.

C.3.3 CegnMmMmeHTaUMOHMbIE YalLKun

CefMMeHTaLNOHHbIe Yallku MOryT UCMNO/b30BaTbCA AN KONNYECTBEHHON 1 Ka4eCTBEHHON OLeHKN BO3MOXHOIO 3a-
rPA3HEHNS NOBEPXHOCTU XMN3HECNOCOOHBLIMU MUKPOOPraHM3mMamm, ocejanLMm n3 Bosgyxa.

Yncno yacTul, HecyLmx MUKPOOPraHn3mbl U OcefaloLinxX U3 BO3Ayxa Ha NOBEPXHOCTb B ONpefesieHHbI NpoMexy-
TOK BpEMEHU, MOXHO OnpeaennTb Npy NOMOLM CeAUMEHTaLNOHHbIX YalleK, Hano/HeHHbIX NUTaTenbHOR cpefoii. Yatuku
3aTeM WHKybupyloT. OTOT MeToj He MO3BONSeT onpefennTb 06Liee YNC10 MUKPOOPraHn3MoB B Bo3fdyxe. OH JaeT uucnio
MUKPOOPraHM3MOoB, OCEBLUVX HA NOBEPXHOCTb B Te4eHne BpeMeHn oTbopa npobbl. HyBCTBUTENLHOCTb 3TOT0 METOAa MOXHO
NOBbICUTb, €C/IN UCNO/b30BaTh 60/MbLIMe Yalku MeTpu (Hanpumep, gnameTpoM 14 cMm) U yBeNNYMTb BPeMs 3KCNo3nuuu.
Mpun 3ToM cnepyeT NPUHATL Mepbl NPOTWB BbICbIXaHUsi NUTaTenbHol cpeabl J15).

C.4 OchopmneHne pe3ynbTaToB

YpoBeHb XN3HECNOCOOHbIX YacTuUL, HA NOBEPXHOCTAX BblPaXaeTCH YMC/IOM XU3HECMNOCOOHbIX efnHuL, Ha 1 aMr vuam
YNCIOM XMN3HECNOCOOHbIX eAnHNL Ha 1 AM2/4 (aNa mMeToAa ceAMMEHTALMOHHbIX Yallek).

MpunoxeHue O
(cnpaBoyHoOE)

MeToabl onpefeneHns 6Mo3arps3sHeHNin TkaHe

0.1 BsepeHue

B HacToAWeM NpunoxeHun npueedeHbl MeToAbl onpeaeneHns 6uosarpsasHerunii TkaHell Ans cnydyaes, Korga npeg-
YCMOTPEHO NpoBeAeHNe MUKPO6MONOrMyeckoro KoHTpons. C Lefbio 06HapyXeHNs XU3HECNOCOOHbIX YaCcTuUL, B TKAHAX OT-
6upatoTca npegcTaBUTeNbHbIE NPOGLI, KOTOPbIE SBMATCA NPEAMETOM KOHTPOSSA.

HacTtoswuii ctaHAapT npegycmatpyuBaeT opraHu3aLnio JOKYMeHTUPOBaHHOW CMCTEMbI KOHTPONA Guo3arpasHeHnii B
YNCTbIX NOMELLEHUSX.

TkaHW, NPYMEHsieMble B 30HaX pUCKa, JOMKHbI UMeTb HaZ/1exallyto YUCTOTY, COOTBETCTBYIOLLYIO BUAY BbINOJHSAE-
Moli pa6oTbl n/vnu Lenn ncnonb3osaHus. CneayeT BbINOHATL KOHTPO/Ib 610O3arpA3HEHNSA TKaHel C Liefblo CBeAeHNs K My-
HUMYMY UX OTpULaTENbHOTO BAVSAHNA Ha BUA AeATeNbHOCTHW, NPoAyKuuio, 060pyaoBaHne B 30HaxX pucka.

Mpwn BbIGOpE TKaHel 1 OLeHKe UX CBOMCTB HYXHO y4uTbIBaTb cieyioline hakTopbl, BAUSIIOLME Ha YPOBEHb Guo3ar-
PA3HEHWIi B 30HaX pucka:

a) TUN ¥ Ha3HauyeHwe TKaHel, Hanpumep, TkaHb AN TEXHOMNOTMYECKOl oAexabl, caneTok;

b) BbIGOp TKaHel;

C) BblAeNeHne YacTuL, TKAaHAMU 1 XapakTep Ux pacnpocTpaHeHus;

d) 6apbepHble CBOWCTBA TKaHel, Ux huIbLTpyoLLMe CBOCTBA;

e) o06paboTka, Ae3nHPeKUNs 1 CTepUNn3aunmsa TkaHel:

f) adhpekTMBHOCTL yaaneHns yactuy, ¢ TKaHel;

) An3aiH (KOHCTPYKUNS) OAexabl.

h) npoHuMLaemocTb TKaHeil, CBOWCTBA UX NOBEPXHOCTEN 1 YCTOWUMBOCTb K TPEHUIO.
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Mpy NOBbILLEHHOM YpPOBHE 6MO3arpA3HeHWit TKaHel cnegyeT onpefenuTb KX NpuunHy. Hanbonee pacnpocTpaHeH-
HbIMW NPUYUHAMU ABNSIOTCS:

a) nnoxas cnocobHOCTb yAepXxuBaTb YacTuLbl, onpejensemMasn CBoNcTBaMu TkaHeli, Hanpumep TUMOM BOJIOKOH, UX
hakTypoi UAn KOHCTPYKTUBHbLIMU OCOBEHHOCTAMM.

D) HenpaBu/bHas aKCnyaTaunsa ofexsbl, HanpumMep, HefoCTaTOYHO YacTasi ee CMeHa,

C) HeygoBneTBopuTenbHasa o6paboTka (CTMpKa) U/mnu ctepunusauns ogexabl.

d) HenpaBWIbHO BbiGpaHHble pexumbl 06paboTky (CTUPKM), HE COOTBETCTBYIOLWME Tpe6oBaHNAM MUKPOGUOIOru-
YeCKol YNCTOTbl B 30HE PUCKA;

€) NOBTOPHOE 3arpsisHeHue ofexabl nocne o6paboTkn (CTUPKKU, CTepuan3aLun).

HacTosuee npunoxeHne He COAEPXUT PyKOBOACTBA MO ONpefe/ieHnto NPOHMLLaeMOoCTN TKaHel A1S XNU3Hecnocoo-
HbIX yacTuL,. OHO Takke He yCcTaHaB/MBAaET cneymnasibHble Tpeb0oBaHUS K TKAHAM, KOTOPbIe MOTYT NMPeAbsABASATLCA B HEKOTO-
pbIX 061aCTAX NPUMEHeHNs (HanpumMep, K CTepun3yemMbiM 1 6€3BOPCOBBLIM TKaHSIM), WU K Ka4yecTBY TKaHell, oLeHnBaemo-
My BW3yaslbHO WU Ha OLynNb.

0.2 O6Wme NoNoXeHUs

O6HapyxeHne 1 TekyLnii KOHTPOIb MUKPOBHOrO 3arpsisHeHUs TKaHel B 30HaX pucka BbINOSHAETCA nyTem oT6opa
XKN3HECNOCOBHbIX YacTUL, NPYU MOMOLLM COOTBETCTBYIOLMUX YCTPOWCTB ANA 0T60pa NPO6 COrnacHo nniaHy.

D.3 KoHTaKTHble ycTpoiicTBa Ans ot6opa npo6

[na o6HapyXeHUs XN3HeCNoCo6HbIX YacTul, B TKaHAX (B T. Y. B HEBOMbLWIMX 31eMeHTax TkaHei) MoryT ucnosb3o-
BaTbCS KOHTaKTHblE YCTpOWCTBa AN1a oTbopa npob (npunoxeHue C). Mo BO3MOXHOCTKW, nepef npuknagbiBaHNEM KOHTakK-
THOI NAacTWHbI UCMbITyeMasn TkaHb JO/HKHA NMOMeLaTbCa Ha TBEPAYH0 MIOCKYI rNafKyto NOBEPXHOCTb.

Mpun ncnonb3oBaHUK ycTpPoincTB A5 oT60pa Npo6, cogepxallnx Ha annankatope 06e3BOXeHHY0 cpedy, MOXeT no-
TpeboBaTbCA ee perngparayusa npy NOMOLLM OnNpefesieHHOro KoNnyecTsa XMAKOCTH, yCTaHOB/IEHHOTO B MHCTPYKLMUW 13ro-
ToBuTensA. Perngpartauna cpefbl MOXeT 6biTb TakXe NpoBefeHa C NCNO/Ib30BaHMEM PacTBOPOB, KOTOPblE MHAKTUBUPYIOT
UIn HelTpanusyloT geTeprupylolme unvn gesvHduumpyolwme cpeacrsea.

MpumeuvaHune — Mpu aTTectaymmn (BanmgaLumn) NpoLEeccoB CTepUIN3aLmn CTEPUbHbIX MaTepuanos (TkaHel)
YPOBEHb NX MUKPOGHOrO 3arpsA3HeHNss MOXET 6bITb onpeAesneH yjaneHmeM MUKPOOPraHM3MoB ¢ 06pasLoB TkaHel, nome-
LLIeHHbIX B 3KCTparvpyoLuii pactsop (Hanpumep, ¢ UCMOb30BaHMEM OTXMMHOWM MallnHbl). [locne 3Toro akcTparvpyoLwmin
pacTBop cnegyet npocunbTpoBaTth (MeMbpaHHas unbTpaums).

D.4 OdopmneHune pe3ynbTaTtoB

YpoBeHb 6103arpsi3HeHNI UCMbITYEMON TKaHW BbIPAXAEeTCs YNC/IOM XU3HECNOCOGHbLIX eAnHuL, Ha 1 oM™,

MpunoxeHune E
(cnpaBo4HOe)

Mopsifok aTTecTauum (Banugauuu) npoueccoB o6paboTku oAexabl v TKaHeil

E.1 BBepgeHue

HacTosuee npuioxeHne COAepXUT MeToAbl aTTecTaummn (Banmgauny) npoueccos 06paboTkm ogexabl v TKaHen ans
cnydyaes, Korga npeAycMOTPEH KOHTPO/b 61o3arps3HeHui.

E.2 MeToAbl KOHTpONA

E.2.1 OcCHOBHble NOMOXEHUA

ATTecTaums npoueccoB 06paboTKN oAexabl U TKaHeli NPOBOAUTCA C UCMOSIb30BaHeM 06pasLoB TKaHel (oaexabl),
KoTopble nogsnexar o6paboTke. O6pasLbl 3arpsA3HATCSA M3BECTHLIMU WTAMMamMy MUKPOOPraHM3MoB (CycneH3nein Mukpo-
OpraHn3MoB) B KOHLEHTpaLUN, 4OCTATOYHOW ANA NPOBEAEHUSI KONMMYECTBEHHOW OLeHkU. 3aTem o6pasLbl 06pabaTbiBaoT-
€Sl COrnacHo atTecTyeMoMy npoLeccy 1 npoBepseTcsa CNoCO6HOCTb 3TOro NMpoLuecca yMeHbluaTb YAC0 MUKPOOPraHM3MOoB,
6akTepuii a 103 pa3s. Apoxxei u cnop rpu6os — B 104 pas.
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MpumevaHnnsa

1 ATTecTauusa npoLieccoB 06paboTku oAexabl U TKaHell pasgenseTca Ha ABa aTana:

- noATBEepXAeHue (aTTecTauns) npueMnemMocTyt yCnoBuii NPoBeAEHNSA UCTbITAHWIA:

- cO6CTBEHHO MCMbITAHWA U aTTecTayus npouecca.

2 WcnbiTyemble o6pasubl (test pieces) npoxoasit 06paboTky B 06beMe 3arpysku npu atrectaumm npoyecca 06paboTku.

3 KoHTponbHble o6pasubl (control pieces) cnyxar Aia cpaBHEHWA € UCNbITyeMbiMy obpasuamMu 1 NpoxoasT obpa-
60TKy cornacHo Tectam B 1 C B nopsifike, oT/iMyatoLemMcs OT peasibHoro.

Mpwn aTtTecTaymu BbINOMHAIOTCA C/ieAyloLne TeCThbl.

a) lecTA. TMOACUHATBIBAETCS YNCII0 XKU3HECNOCOGHbIX €AVHUL, B UCXOAHOW CYCNeH3Un MUKPOOPraHn3mMoB. STOT TecT
HeobxoAuM AN5 NOATBEPXAEeHNS TOro, 4TO UCXOHAA KOHLEeHTpauusa MUKPOOpraHn3mMoB AocTaTo4Ha A9 OLeHKU Tpebye-
MOTO CHVKEHUSI MOMyAsiLUN MUKPOOPraHN3MOB.

b) TecT B. Onpegensercsa YNCA0 XN3HECTOCOGHbLIX eANHNL, HA KOHTPO/IbHbIX 06pas3Lax, KoTopble 6bln 3arpasHe-
Hbl TaKo Xe CycrneH3neil MUKPOOPraHM3MoB, 4TO U UCMbITyeMble 06pasLibl, HO He NPOLLAN NpoLiecc 06paboTkn. ITOT TecT
npejHa3Ha4veH 419 NPOBEPKM TOr0, YTO XN3HECNOCOBHOCTbL MUKPOOPraHM3MOB He U3MeHseTCAa 3a Nepuoj NpoBeAeHns art-
TecTayuu.

c) Tect C. OnpegensieTcsa YNCN0 XN3HECNOCOGHbIX €ANHUL, HA KOHTPO/bHbIX 06pa3uax, KoTopble He 6blan 3arpsas-
HeHbl [0 NpoBefeHns 06paboTku, HO 6biIv 06paboTaHbl Takxe, Kak U ucnbiTyeMble o6pasLbl. Nocne 06paboTku KOHTPOIb-
Hble 06pasLbl 3arpsA3HATCS CycneH3neli MUKPOOpraHM3MoB. TOT TeCT NpeAHasHauyeH 419 UNNCTPauun BAUSHUS pas-
NINYHbIX (DAKTOPOB Ha pe3ysibTaT OLeHKW KOIMYeCcTBa XU3HECMOCOBHbIX MUKPOOPraHW3MOB MPU NPOBEAEHUN WUCMbITAHWA
(Bpems, mexaHuueckuii apdekT, Temnepartypa, Hanmune oCTaTKOB MOIOLLMX BeLecTB Ha TKaHu 1 np.).

WcxopHas cycneHsus MMKpOOpraHM3MOoB FOTOBUTCA B GE/IKOBOM pacTBope. Ha ucnbiTyemble 06pasiibl HaHOCUTCS
onpeaeneHHblil 06beM cycneH3un. VicnbiTyemble 06pasiibl NPoxoasiT 06paboTKy B COCTaBe 3arpy3ku, MMUTUpPYOLW e 06bIY-
Hyto 3arpy3ky. Mocne 06paboTku NOACHUTLIBAETCS YNCN0 MUKPOOPTaHN3MOB Ha UCMbITyeMblx o6pasyax. OueHnBaeTcs CHU-
XeHne nonynsiyuM MUKpOOPraHW3MOB U MOyYEHHbIV pe3ynibTaT CPaBHUBAETCS C NPUBEAEHHBLIMU Bbille KPUTEPUSMU.

Opexpaa, koTopas UCNonb3oBanach NPU UCMbITAHUAX B KAYECTBE UMUTUPYIOLLLEI 3arpy3ku, JOKHA NPOWTY cTepunu-
3aLuio [0 NocneAyowWwero NCcnonb3oBaHns Unn 6biTb YHUUTOXEHHON.

E.2.2 MwukpoopraHusmsbl

E.2.2.1 Baktepun

CnepyeT UCNONb30BaTh, Kak MUHUMYM, LWITaMMbl 6akTepuii cnefyowmnx BuaoB:

a) Enterococcus hirae ATCC 10541.

b) Escherichia cod ATCC 10536.

E.2.2.2 Tpubnbi

B cnyyae He06X04MMOCTY NPOBEPKM HAa aKTUBHOCTL FPMGBOB criegyeT UCNonb30BaTh, KaK MUHUMYM, LITAMMbI FPUGOB
cnepyoLnx BUAOB:

c) Saccheromyces cerevisiae ATCC 9084;

d) Aspergillus Taer ATCC 16404.

E.2.2.3 Cnopbl 6akTtepuii

B cnyyae Heo6xoAMMOCTU MPOBEPKU HA aKTUBHOCTb CMOP criedyeT WCNonb30oBaTb, Kak MUHUMYM, CMOPbI LWTaMma
Bacillus subtills var. Taer ATCC 6633.

E.2.3 CycneH3mn MMKPOOPraHn3mMos

E.2.3.1 Cpega ANns NpUroToB/IEHUSA CyCMNeH3nii

B kauecTBe cpefbl 418 NPUTOTOBNEHUA CYCNEH3MN MUKPOOPraHW3mMoB cnefyeT UCNONb30BaTb CTEPUbHbIN pacTBop
nentoHa B om3nonornyeckom pactesope. Ans rpubos B cpeny fobasnsetcs 0.05 %-Hbiii (06beM/06BbEM) pacTBOp NOANCOp-
6arta 80 unm Apyroro atTeCcToBaHHOIO MHrpeAneHTa. [ns cnop 6akTepuii cnegyeT UCNONb30BaTh CTEPU/IbHYIO ANCTUIINPO-
BaHHy0 BOfY.

E.2.3.2 Cpepa 418 CMblBa MUKPOOPraHM3moB

[na cmbiBa MUKPOOPraHNM3MoB 06bIYHO MCMO/b3yeTCsA cpeaa AN NPUrOTOBNEHUS CyCNeH3ni, AUCTUANNPOBaHHasA
BOAa WM No60oi pacTBOp, KOTOPbI/ MOXHO NPOhuIbTPOBATL B YC/IOBUSX MPOBEAEHUS UCNbITaHui. Mpn Heo6xoANMOCTU B
3Ty Cpefly MOXHO f06aBnsATb CPEACTBO ANA HeliTpanusauun gesnHduuympyoLlero BeliecTsa.

E.2.3.3 benkoBble pacTBopbl

roToBATCS crepyioLiie BOAHbIE PacTBOPSI.

PactBop A. 3 %-Hblli (Macca/o6bem) pacTBop 6biubero anbéymuHa (chpakuyus Kona V). goeaeHHsbIn go pH 6.8: 0.2
n. Npyn Heob6XoAMMOCTH, CTepuUIn3yemMblii rnbTPOBaHNEM.

PacTtBop B. 15 %-Hbli1 (Macca/o6bem) pacTBop aKcTpakTa gpoxxeli ¢ pH 7.0: 0.2. cTepuM3oBaHHbIi aTTeCTOBaH-
HbIM METOZOM.
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PactBop C. Cmecb pacTBopoB A 1 B B oTHoweHun 100:20, npuroToBAEHHasn Tak, YTO KOHLLeHTpauus kaxaoro benka
B pe3y/bTUPYIOLWEeM pacTsope Ao/hkHa cocTasnAaTb 2,5 % (Macca/obbem).

E.2.4 KOHTpO/bHblE U UCNbITYyeMble 06pasLbl

[NA KOHTPO/bHBIX U UCMLITYEMbIX 06pa3L0B NCMOMb3YeTCsA TOT Xe MaTepuan, KoTopblii npoxoann o06paboTky B at-
TecTyeMom npouecce. AT 06pasLbl MOryT UCMO/Ib30BATLCA TO/IbKO OHOKPaTHO. Pasmepbl 06pasL,oB A0/MKHbI 6biTh HE Me-
Hee 10 * 5 cM (B TOM Yncne 3arps3HAaeMblii yHacTok pasmepamu 5 *5 cM) n uMeTb cBO60AHbIE Kpasi 4NA NPUKPENIEHNa UX K
marepuany B 3arpyske.

E.2.5 MpuroToBneHne CycneH3nn MUKPOOPTraHN3mMoB

[OTOBMTCA CyCcneH3usi MUKPOOPraHN3mMoB, cogepxatias r 10* kneTok 6aktepwiti unn r 10" kneTok rpu6os uan cnop
6akTepuii B 1 M.

E.2.6 MeToauka ucnbiTaHuii

E.2.6.1 Mposepka (aTTectauuns) ycnosuii NpoBeAeHUSA NCNbITaHN

BbinonHAwTcs cnegyouwme Tectsl (E.2.1).

TecT A. Tlocne COOTBETCTBYIOLLETNO pasBefeHNs MHOKYIMPYEMOIA CyCneH3nmn YNC0 XN3HeCNOCO6HbIX eanHUL, B ara-
poBOii cpede noAcunTbIBaeTCA He MeHee ABYX pa3. CpefHee 3HaueHne 13 ABYyX NOACUETOB B pacTsope, cogepxalyem ot 30
[0 300 xn3HecnocobHbIx egnHNL, B 1 M. o603HavaeTca N. MNpoBepsaeTcs, YTo cofepxaHne MUKPOOPraHM3MOB a CXOA4HOMN
cycneHsun coctaenset r 10eans 6aktepuii nam r 10TANA KNeTOK rpnboB uam cnop 6akrepuii B 1 mn;

TecT B. [1Ba KOHTPO/NbHbIX 06pasua 3arpsasHsaTcs 0.5 mn cycneHsuu, cogepxadleii ot 30 o 300 X13HECNOCO6HbIX
eanHny a 1 mn. lBa Apyrnx KOHTPO/bHbIX 0bpasua 3arpasHaTea 0.5 ma cycneHsun, cogepxatieii ot 300 Ao 3000 xmn3He-
CNOCO6HBIX eAnHNL, B 1 M. DTK YeTbipe KOHTPO/IbHbIX 06pasLa 3arpA3HATCSA, a 3aTeM KOHTPO/IMPYHOTCA TakXe. Kak 1 uc-
NbiTyeMble 06pasLibl. HO OHW He MPOXoAAT cTaAunio 06paboTkM (aTTecTyeMbiM npoueccom). 3aTeM 3Tu 06pasLbl NomMeLaT-
CSl B NUTaTEeNbHbLIN arap 1 UHKY6upytoTca. MNocne aToro NoACUNTLIBAETCA HYMCI0 XU3HECNOCOOHbIX efuHul,. CpegHee Yncno
XU3HECNoCco6HbIX eAnHUL, COOTBETCTBYIOLWEee 6onee 3arpsA3HeHHbIM ob6pasuam, 0603HavyaeTcs jV,\ a aHanormyHoe ynucno

ONA MeHee 3arpsi3HeHHbIx o6pasuos — N{.

Tect C. Ha ofuH KOHTpO/bHbI 06pasel, HaHocuTea 0,5 mn 6enkosoro pacteopa C (E.2.3.3). 310T o6paseL, npoxo-
[AWT NOMHbIN LKN 06paboTkn. 3aTeM OH norpyxaetcsi B 100 Mn cpefbl A5 CMbiBa MUKPOOPraHM3MoB, BCTPSIXMBaeTCs B Te-
YyeHne 15—30 c. nocne yero nomelyaeTca B yaluky MNeTpu. 3aTeM Ha KOHTPO/IbHbI 06paseL, HaHOCUTCA 1 Mn cycneHsuu,
cofepxatieii ot 30 o 3000 xu3Hecnoco6HbIX eAnHNL,. [lanee o6pasel, nokpbiBaeTca 10 M1 arapoBoii cpefpl, MHKyGupyeT-
CS 1 3aTeM NOACHUTbLIBAETCS YMNC0 NPOPOCLUNX e AUHUL,. DTO Yncno obosHavaeTcs n,. 100 mn paHee UCNob30BaHHON! cpe-
[bl 4N CMblBA MUKPOOPraHn3mMoB huibTpyeTcs yepe3 MeMbpaHHblii (hunbTp, yaepXusawLwmnii MukpoopraHmamel. Mocne
TPEXKpaTHOro onosiackvBaHusa Ha unbTp HaHocuTca 50 M HOBOI cpefbl 4718 CMblBa MUKPOOpPraHn3aMos. K 50 mn cpefpl
N9 CMblBa MUKPOOPraHW3moB fo6asnsetca 1 mn cycneHsun, cogepxatdeii ot 30 4o 300 XM3HEeCnoCoBHbIX eAnHNL, B 1 Mn
¢ nocnegywowum unbTpoBaHnem. PunbTp N uabTpoBanbHOE YCTPOWCTBO ononackusatTcs 50 Ma HOBOW cpefpl Ans
CMbIBa MVKPOOPraHn3MoB, koTopas Takke duabTpyeTcs. [ocne yero hunbTp NOMeLLaeTCs Ha arapoBylo cpefy, NHKy6upy-
eTCcs 1 NOACUNTLIBAETCA YNC/0 BbIPOCLUMX XXNU3HECNOCOOHbIX eAnHULL. Moly4yeHHoe Yncio obo3HavaeTcs nNr 3aTeM BblUKC-
NAeTca cpefjHee 3HayeHue n ~

Ecnu iVi V» T n.T0 ycnoBus ncnbiTaHuii cuntaoTcs npuemseMbiMn (aTTecToBaHHbIMU) ANA NpOBeeHus aTTecTa-
uun npouecca obpaboTku.

Ecnn JVj sO.S.Vn/Hnu N1/ i 0.05.V.u-wim n S 0.05.V. To ycioBua ncnblTaHuii 4na attectayuy npouecca o6paboT-
kv Henpuemnemsbl. CnegyeT NOBTOPUTb BbILENPUBEAEHHbIE onepaLmmn, Hanpumep, 406aB1MB COOTBETCTBYIOLLYIE KOMMOHEH-
Tbl N5 HeliTpanu3aummn ocTaTKoB XMMUYECKUX BelLeCcTB B KOHTPO/IbHbIX 06pasLax, nogsepraemMbix 06paboTke no aTrecty-
emMoMy MeTogy.

E.2.6.2 VcnbiTaHns obpasyos

CwmewnBatoTca 3 M cycneHsun MukpoopraHusmos (E.2.5) n 2 mn pactsopa 6enkosoro pactsopa C (E.2.3.3) n nHky-
6UpytoTCA B TeyeHne 5 MUH Npu KOMHATHOW TemnepaType. Ha ucneiTyemblii o6pasel, HaHocuTea 0.5 Ma nony4veHHol cyc-
neHsuu. VicnbitaHnsa AN MUKPOOPraHM3MOB KaXJoro Buaa npoBoAATCA HE MeHee Tpex pas.

Mocne 06paboTkn aTTecTyeMbliM NPOLLECCOM KOHTPOJ/IbHbIe 06pas3Libl nepealoTca B 1abopaTopurio Kak MOXHO Gbic-
Tpee. Kaxablii o6pasel, nomewaetca B 100 Mn cpefbl 415 CMblBa MUKPOOPraHM3MOB, KOTOpasi NepeMeLLnBaeTcs B Teye-
Hue 15—30 c. Mocne 3Toro BbINOMHATCA cejylolne onepauum.

a) 0,1 mn nonyuymBLierocst pacTsopa nomMelyaetcs B 9.9 mn cpefbl 419 CMbiBa U NepemelunsaeTcs. MNMonyumsLivecs
10 mMn cpefbl TPMXAbI CMbIBaOTCSA Ha hunbTp 50 M HOBOW cpeabl ANs1 CMbIBa. 3aTeM (PULTP NOMELLAETCsl Ha arapoByto
nuTaTenbHylo cpegy W HKybupyeTcs;

b) 1mn pacTeBopa HaHOCUTCS Ha PUILTP M TPMXAbI CMbiBaeTca 50 M HOBOV cpedbl ANs CMbiBa. 3aTem hubTp no-
MeLlaeTca Ha arapoBylo nMUTaTesIbHYI0 Cpey U UHKybupyeTcs.
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c) octaswwmecs 98.9 mn pacTBopa HaHOCATCA Ha PUALTP U TPUXAbI CMbiBaeTcsA 50 M1 HOBOI cpeabl 419 CMbiBa. 3a-
Tem (punbTP NOMeLlaeTCsA Ha arapoByl0 nuTaTesIbHY0 cpefy U UHKybupyeTcs.

d) kaxablii ncnbiTyemblii o6pasel, nomeLlaeTcs Ha valuky MeTpu a acenTMYecknx ycnoBusax, NokpbiBaeTcs arapom n
NHKybupyeTcs.

[anee nogcuynTtbiBatOTCA:

N/ — YNCNI0 XN3HECMOCOBHbLIX eVHULL, BbISAB/IEHHBIX HA PUIbTPax, T. €. cpefiHee 3HayYeHne pesysbTaTtoB nojcyeTa

no E.2.6.2, nepeuncnexus a), 6) uc);
N2 — cpeAHee Y1C/0 XU3HECNOCOGHbIX eNHNL, BbISIBIEHHbIX HA UCMbITYeMblx 06pasLax cornacHo E.2.6.2 d).

R ® /» ¢ M2 — 4MCNO MMUKPOOPTraHM3MOB, OCTABLUMXCA Nocne 06paboTki No aTTecTyeMoMy npoueccy.

E.2.7 OdopmneHne pesynbTaTtoB

OnpegenseTtcsa oTHOWeHVe BennuuHbl N (4ncna MUKPOOPraHn3MoB, HAHECEHHbIX Ha KOHTPO/IbHble 06pasLbl) K Be-
nnunHe R. MNMpoBepsieTcsi COOTBETCTBUE NOYUYEHHbIX PE3Y/IbTATOB YC/TOBUIO CHUXEHMA uncna 6aktepuii, no kpaiHei mepe,
B 10* pa3 1 CHUXEHWe yncna apoxxeli u cnop rpnbos, no kpaliHei mepe, B 104 pa3 (E.2.1).

MpunoxeHwne F
(cnpaBo4HOe)

MeToabl onpegeneHuns 6M03anH3HeHVIVI B XNAOKOCTAX

F.1 BBepgeHune

HacTosee npunoxeHne coaepxut MeTofbl onpegeneHus 6nosarpasHeHnii B Xngkoctsax (kak BOAHbIX, Tak n 6es-
BOZHbIX) 4717 CNy4yaeBs, Korga npefycMOTPEHO NpoBefeHMe KOHTPOsA 6uo3arpAsHeHunit. 3Tn mMeToApbl BKIOYalT B cebs
oT60p NpeAcTaBUTeNbHbLIX NPO6 A5 06HAPYXEHUS XU3HECNOCOBHbIX YaCTHL, ABASIOWMUXCA NPeAMETOM KOHTPONS.

BuosarpsasHeHnsa B XXMAKOCTSX OLEHMBAIOTCA B COOTBETCTBUM C OCHOBHBIMU MPUHLMMNAMU HACTOALLEero ctaHaapTa,
KoTOopble TPebyloT BeAeHUA [OKYMEHTUPOBAHHOI CUCTEMbI KOHTPO/A 6MO3arpsi3HEHU A B YUCTbIX NOMELLEHUSIX.

B gononHexue Kk aToMy cnedyeT yuuTbiBaTb ciegytowime hakropbl:

a) 3KONOTrMI0 MUKPOOPTraHU3MOB U CBSA3aHHbIE C Heli napaMeTpbl B 30HaX pucka.

b) OXuAaemyl KOHLEeHTpaLuio MUKPOOPraHn3MoB B paccMaTpuBaemoli(bix) XnaKocTn(sx);

C) cocTosiHMe xugkocTu(eit);

d> ToYHOCTb U agphekTUBHOCTL oTBOpa NPo6.

F.2 O6wure npuHumnnbl

Mpo6bl € LUenbio KOHTPONSA MUKPOBGHOTO 3arpsA3HeHNs XUAKOCTEeW B 30HaX pucka oTéupatTcsa yCTpoiicTBaMu ans oT-
60pa nNpo6 no nnaHy otéopa NPo6, korAa 30Hbl PUCKa HAXOASATCA B YACTbIX NOMELLLEHNAX B OCHALLEHHOM WK 3KCnayaTupye-
MOM COCTOSIHUW. KayecTBEHHOe U KONMYeCTBEHHOE OnpeaeieHne XU3HeCcnoCoOHbIX YacTuL, MOXeT BbIMOMHATLCS NPAMbI-
MW 1 KOCBEHHbIMWU MeToAaMu.

F.3 MeToAbl KOHTpONA

F.3.1 O6uwwne nonoxeHns

CyLLecTBYIOT pas/inyHble MeToAbl onpeaesieHnst 6Mo3arpsi3HeHNn B XXMAKOCTAX. BbIGOp KOHKPETHOro MeToga 3aBu-
CUT OT BUAA XUAKOCTU 1 Tpebyemoro o6bema npobbl. Hanpumep, MOryT NCMO/b30BaTLCA MeTOoAbl HaHeceHWs (pacnblie-
HUSI) HA YallKy, MeMGpaHHoil ounbTpauum u ap. (16].

Mpn oT60pe Npobbl cnefyeT CyWecTBEHHO CHU3NTL AaBneHne Xugkoctn. Cnegyet NpMHATL BO BHUMaHWe CoCToA-
HMe XUAKOCTU N OXUAAEeMYI0 KOHLEHTPaLMIO XN3HECTOCO6HbIX YacTul, B Heil.

F.3.2 MoparoToBka Npo6

B 3aBNCHMOCTM OT XapakTepa XUAKOCTU 1 YPOBHS 61o3arpAa3HeHmnit Npobbl MOryT 0T6MpaTbCA HEMOCPeACTBEHHO UK
nocne CooTBETCTBYIOLLEA NOArOTOBKM.

F.3.3 AHanus npo6

MeTogabl onpeaeneruns 6nosarpasHeHunii cnegyeT Bbi6ypaTth C yHeTOM XapakTepa aHannsnpyemoin XugkocTu.

F.4 OdopmneHne pe3ynbTaToB

YpoBeHb 61M03arpsA3HEHNS XNAKOCTN BblpaXXaeTCs YMCIOM XU3HECNOCO6HbIX efnHuy B 1 ma (1 cM5) xuakocTu.
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Mpunoxexnne G
(cnpaBoy4Hoe)

OpraHusauuna obydyeHus

G.1 BsepeHue

HacTosuiee npuioxeHne cofepXnT PYKOBOACTBO MO 0OyYEHWIO nepcoHana KOHTPOs0 61no3arpA3HeHnii B YNCTbIX
NOMeLLeHNAX U CBA3AHHBIX C HUMU KOHTPOIMPYEMbIX cpefax.

MocTosHHOe, XOPOLIO OpraHM3oBaHHOE M OTBevalllee NocTaB/eHHbIM LiensiM 06yyeHne nepcoHana, CBA3aHHOro ¢
BbINO/IHEHNEM TpeboBaHWIi HaCTOALEero cTaHjapTa, ABNSETCA BaXHON YacTbio cucTembl obecneyeHns Kkavectsa. lepco-
Has. B T. Y. paboTaloLwuii No KOHTPaKTY, [O/HKEH NPOATM 06yUeHne C Lenblo o6ecneyeHns HeM3MeHHbIX, HafeXHbIX U BOC-
npov3BoAUMbIX pesynbTatoB. Ocoboe BHUMaHWe cnefyeT yAensTb NOAroTOBKe nepcoHana, NpoBoAsLLero Mukpobnonoru-
Yeckuii KOHTPO/Ib MW aHanm3bl B nabopatopuu.

[lna opraHusauun obyyeHus cnegyet paspaboTaTb MeTOAMYECKME MaTepuasibl U UCMONb30BaTb TEXHUYECKME cpe-
fcTBa 00y4YeHus, BeCTW AOKyMeHTaLuo 0 NpoBefeHun obyyeHus n cuctemy NogTBEPXAEHNA KBanudurkauum nepcoHana,
npowejuwero obyyeHne. ObyueHne MOXeT MPOBOAUTLCA Kak cuiammn camoro NpeAnpuaTus, Tak v 0CyLecTBAATLCSA CTOPOH-
HUMW OpraHu3auuamu.

B HacTosiLemM nNpuioXeHUn paccMaTpuBaloTCsl OCHOBHbIE BOMPOCHI U 3/IeMeHTbI CUCTEMbI 06YUYeHNa 1 nogTBepXae-
HUA KBanudmkauumn nepcoHana B 061acT KOHTPOAS 6uo3arpA3HeHNin 1 He paccMaTpUBAaIOTCS KPUTEPUN OLLEHKN 3HaHWA,
a(hhekTUBHOCTM NpoBeAeHnsA 06yYeHnsa nan Nporpamm obyyeHns nepcoHana B LEesom.

G.2 OnemeHTbl TUNOBbLIX Nporpamm o06yyeHus

G.2.1 O6uwue nonoxeHus

Mo ocHOBHbIM BONpoOcam cnegyeT NOArOTOBUTL METOAMYECKNe MaTepuasbl € AeTallbHbIM OMMCAHMEM KaXAOoro ane-
MeHTa. Kaxaplii pasgen nporpaMmbl cnefyet pasfenuTb Ha COCTaBHble YacT U AaTb MOJSIHOE ONUCaHWE CofepXaHus
npegmeTa 06y4YeHus.

G.2.2 MeTogunuyeckme matepuanbl (4OKyMeHTaLMs No 06yyeHuio)

MeToaunueckue maTtepuasnbl JO/MKHbI BKIOYaTb B cebsi cnepyolee:

a) nepeyeHb JOKYMEHTOB, UCMO/b3YyEMbIX NPY 06yYEHUN, C HEOBXOANMBIMUN CCbINKaMW.

6) M3noxeHwe uUenei 1 MeTOA0B 00yYEHUS;

C) cogepxaHue Kaxaoro pasgena (Tembl) nporpaMmMbl 06yYeHNs € Liesibio MOJIHOTO NMOHMMAaHWA u3saraemMbix Tpebo-
BaHWiA;

d) pe3ynbTaTbl U3MEPEHUIA, MPU HEOOXOAMMOCTH;

€) KaneHAapHblli naaH 06yyeHuns (Ha JaHHOM NpeaAnpuATUM UK B APYrOM MecTe);

0 nopsAfoK oueHkn ahHeKTUBHOCTN 0BYUEHNUSA.

CnepyeT paspaboTaTtb e1Hblii MeToAnYecknii maTepvan ANs NPUHATON cucTembl paboTbl. 3TO NpeAnoyTuTesbHeE,
Yem paspabaTbiBaTb OTAe/bHbIE PYKOBOACTBA [/1A KaXA0ro anemMeHTa unu metoga. CnefgyeT BBECTU eHYIO0 (hOPMY AOKY-
MeHTauun 1 obpalaTe OCHOBHOE BHYMAaHUE Ha KOHKPETHbIEe MeToAbl paboThl, 3berast M36bITOYHOW NoAPO6HOI 06LLel NH-
chopmanuu.

G.2.3 PyKoBOACTBO MO 06y4YeHUto

Bce f,oKyMEHTbI N0 06y4eHNo, OTHOCALLMECH K KOHKPETHOWN 30He UK NoMeLLeHunio, cneayeTt cobpaTb B eANHbI TOM.
KOTOPbIV ByfeT ABNSATLCSA PYKOBOACTBOM MO NMPOBeAeHN0 06yveHns. B aToM pykoBOACTBE B MPOCTON M cTaHAapTHOW dhop-
Me JO/IKHbI coepxaTbCcs BCe MeToAbl paboThl, pasfefieHHble Ha KOHKPETHbIe M NOHATHbIE aTanbl, Cnegys KoTopbiM OXuaa-
emble pesynbTaTbl MOTYT 6bITb JOCTUTHYTHI.

PyKoBOACTBO N0 0GYYEHUIO CNYXUT, Kak NpaBuio, ANs cregyowmx uenei

a) 06yyeHns BHOBb MPUHATbLIX COTPYAHUKOB;

b) BHeApeHMs HOBbIX METOA0B, 060pyA0BaHNS U YCTPOIWCTB AN oT60pa npoob;

C) ycTaHoBfeHus npaBun paboTbl C MUKpPOOPraHuamMamu, Nnpasua rurmeHbl 1 6esonacHocTy paboTtbl B nabopato-
pun.

d

€) BHeceHus u3MeHeHuii B nnaH oT6opa Npo6 WAn NPoBeAEeHNs TekyLero KOHTPOos;

1) noBTOPHOro 06y4YeHUs nepcoHana npu NosIBNEHNN TEHAEHUNUN CHUXEHUS 3hDEKTUBHOCTN paboThl;

9) nepuoguyeckoro NoATBEPXAEHUS KBanndukaLunn coTpyaHNKOB.

-

BbINO/THEHNA aHain3a pucka;

-
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G.2.4 MeTofbl MMKPOGMO/IOTMYECKOTO aHasM3a 1 KOHTPONA 6no3arpsas3HeHuni
Ob6sA3aTenibHOe 06yuyeHne BCero nepcoHana, paboTalLero B KOHTPONPYEMbIX cpefax, OTBETCTBEHHOIO UK OCyLle-
CTBNAIOLLEr0 KOHTPO/Ib OKpYXatoLleld cpedbl, B T. 4. 0T60p Npo6, 1 paboTHUKOB nabopaTopmii, 4O/HKHO BKIOYaTb B cebs
cnepyouiee.
a) OCHOBHble MOHATMSA MUKPOOWMONOTNK;
b) OCHOBbI MPUKNALHON MUKPOBMOMOTNN, TUTVEHbI U ANULEMUONOTNN,
C) npasuna paboTbl B acENTUYECKNX YCNOBUAX U MepPbl NPeAoCTOPOXHOCTH;
d) meToAblI KOHTPONS OKPYXawoLein cpeabl;
e) meTofbl oT6opa NPo6 A8 NPOBEAEHUs MUKPOGMONOrMYECKOro aHanunsa;
f) ocHOBHble NpUHLUMNLI aHann3a pucka B MUKpobuonoruu;
[1) MOHATUS YPOBHEW LeneBoro, npegynpexaeHvs n AeicTena B MUKPO6GUOIOrnu;
h) ocHOBbI aHanu3e TeHAEHUWNIA;
I) cneynann3npoBaHHoe 0byyeHne BceM TpebyeMbiM nabopaTopHbIM MeTofaMm, a Takke aBToMaTu4yeckuMm cucre-
MaM. NCNOb3YLWNMCS 418 NAEHTUDMKALMN MUKPOOPraHn3mMoB;
J) MHCTPYKUMIO MO YeTKOMY Be[leHNI0 JOKYMeHTaLumn (MpoTOKOsI0B).
G.3 ATTecTauums nepcoHasna nocse npoxoxaeHnsa obyyeHus
G.3.1 O6wmre nonoxeHns
Llenbio atTectauumn saBnseTcs AOKyMeHTaslbHOe NoATBEPXAEHNE, YTO NepcoHan npolwen obyyeHne n obnagaeT He-
06X0AMMbIMU 3HAHUSIMU [OPSIAOK aTTecTauuy Ao/mKeH GbiTb 4OKYMEHTaIbHO odpopmeH. Mpy aTtTecTauum cnegyet KoH-
LleHTpMpoBaTb BHUMaHVe Ha cneuunasnbHbIX Bonpocax, BAALLWMXCA npegmMmeTom obyyeHns. ns obneryeHns nposefeHns
aTTecTayun nepcoHasna Ha ero COOTBETCTBUE BbINO/HAEMOI paboTe cneayeT WCNOb30BaTbh CUCTEMHbIA NOAXOA,.
G.3.2 CpepcTBa OULEHKM KBanuumkaymmn nepcoHana
Mocne pa3pa6oTkv nopsifka atTecTayuun cnegyeT NoAroTOBUTL CPeACTBa, NO3BOMISAOLME OLEHNTb 3thheKTUBHOCTb
o0byyeHuns. Ksanudukauymsa nepcoHana oLeHNBaeTCA Ha COOTBETCTBME TpeboBaHUAM, yCTaHOB/EHHbIM PYKOBOACTBOM CO-
OTBETCTBYIOLMX NOoApasaeneHunii (nabopatopuii, oT4enoB, cnyx6bl KOHTPONSA Ka4yecTBa) WM opraHu3almein, OTBETCTBEH-
HolA 3a 0b6yveHwue. [1na NoATBEPX/AEHNA COOTBETCTBUSA NepcoHana npeAbsBnseMbiM TpeboBaHMsM MOTyT UCMNO/b30BaTLCA
pasfnnyHble cpeAcTsa, Hanpumep;
a) OLleHKa Ha COOTBETCTBME LENAM, U3/I0KEHHbIM B Nporpamme 06yyeHus;
b) NUCbMEHHbIE TeCTbl
C) oueHKa 0TBETOB M 06CyXAeHue:
1) cnyyaeB M3 NMPaKTUKK, CBA3A@HHbIX C paccMaTpuBaemoli 06/1acTbio AeATeNbHOCTY;
2) npobnem.
3) cuTyaumii, cBA3aHHbIX C MeTogamMu paboTsl.
d) oTBeTbl Ha yCTHble BONPOCHI N0 TeMe 06y4eHus;
€) KOHTPOJIb M3BECTHbIX N HEN3BECTHbIX 06Pa3LI0B.
Kputepun oueHku (yA0BNeTBOPUTENbHO/HEYA0BNETBOPUTENBHO) AO/MKHbI GbITh U3BECTHLI BCEM YYacTHMKaM [0 Npo-
BeAeHus atTectayuu.
G.3.3 [lokymeHTauus
G.3.3.1 O6uwue NonoxeHus
CyliecTBYylOT pa3finyHble BapuaHTbl BeAeHUs AOKyMeHTauuu, oTpaxatoweli pesynbTaTtbl 06y4yeHns. BaxHbIM ycno-
BMEM SIBNSETCA HENPepbIBHOCTb BeAEeHNs JoKyMeHTauun n othopmaeHns NpoTOKON0B 06yyeHns nepcoHana.
[lokymeHTauus [o/mKHa yA0BNETBOPATb HOPMATUBHLIM Tpe6oBaHUAM U Tpe6oBaHWAM, NpeAbsBASEMbIM COOTBET-
cTByOWMUMUN cnyx6amm.
G.3.3.2 OchopmneHne NPOTOKONOB
MpoToKO/bl 06YUYeHNs [O/MKHBI 6bITb 0OPOPMIEHbI ICHO, B MUCbMEHHOI (hopMe U copepxaTb:
a) thamunnio 1 nHULManbl 06y4aemoro u ero 4o/MKHOCTb (NnogpasgeneHve);
b) damunnio, nHULManbl v AOMHKHOCTb OTBETCTBEHHOTO 3a 06yYeHue;
C) NopsfoK XpaHeHUsi NPOTOKO/I0B U NepeYeHb NNL,. UMEKLWNX K HAM A0CTYN;
d) cpoK XpaHeHus NPOTOKO/O0B;
€) CpoK ¥ NopsifoK NOBTOPHOI aTTecTayuu.
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MpunoxeHune H
(cnpaBo4yHoOe)

CBefleHns 0 COOTBETCTBUUN MEXIoCyapCTBEHHbIX CTAHAAPTOB CCbIZTOYHbIM MEXAYHapPOAHbIM
(pernoHanbHbIM) cTaHAapTam
Ta6nunya HI1

O603Ha4YEHNEe CCbITOYHOTO

Me HAPOAHOTO CTaHAapTa O603Ha4eHNe N HaMeHoBaHne COOTBETCTBYHLLEH MEXrocyapCTBEHHOK CTaHfapTa

NCO 14644-1:1999 FOCT NCO 14644-1—2002 YucTble NOMELLEHUA U CBA3AHHbIE C HUMWU KOHTpO/IMpye-
Mble cpefbl. YacTb 1. Knaccudmkaums 4nctoTbl Bo3gyxa

NCO 14698-2:2003 FOCT NCO 14698-2:2003 YucTble NOMELLEHNA U CBA3AHHbIE C HUMUW KOHTPO/IMpye-
Mble cpefibl. KOHTpOnb 6uosarpsasHeHnii. HacTb 2. AHanu3 faHHbix 0 61no3arpssHeHunsax

NCO."M3K 51:1999 °

NCO 9000:2001 .t

NCO 14644-4:2001
NCO 14971:2001
MCO 15161

M3K 61025.1990
M3K 60812.1985
NCO 7218:1996
Komnnekc NCO 31

* COOTBETCTBYIOLUI MeXroCcyaapCTBEHHbI cTaHfapT OoTCyTCTBYeT. [lo ero NpUHATUA pekoMeHAyeTCs MCMNofb30-
BaTb NepeBO/, Ha PYyCCKNI A3bIK4aHHOrO MeXAYHapo4HOro cTaHAapTa Uan rapMOHU3NPOBAHHbIA C HUM HaLMOHabHbIN
(rocyaapcTBeHHbI) CTaHAapT CTPaHbl, Ha TePPMTOPKUM KOTOPOI NpUMeHsieTCa HacTosAWwMiA cTaHgapT. MHdopmaumsa o
Hanuuun nepesofa AaHHOTO MeX/yHapoAHOro cTaHAapTa B HaLMOHabHOM (hOHAe CTaHAApPTOB UM B MHOM MecTe, a
Takke MHopmauus o AelCTBUM Ha TeppuTOpUM CTpaHbl COOTBETCTBYIOLLETO HaLWOHasbHOro (rocyaapCTBEHHOrO)
cTaHgapTa MoxeT 6biTb NpuBefeHa B HaLMOHa bHbIX UHOPMAaLMOHHBIX AaHHbIX, AOMOMHAIOWMNX HACTOSALWMNA CTaH-
fapr.

** Ha Tepputopumn Poccuiickoit ®epepauum geiicteyet FOCT P MCO 9000—2001 CucTemMbl MeHeLXMeHTa kauyec-
TBa. OCHOBHbIE MOJIOXEHNSA 1 CNOBaphb.
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