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Ilenu, OCHOBHBIE NPHHLHIBI M MOPAZOK INPOBEIACHHSA padoT IO MEXIOCyOapCTBEHHOMN
cranmapTusanuu ycraHorieHsl [OCT 1.0—92 «MexrocyiapcTBeHHas CHUCTEMa CTAaHOAPTU3ALNML
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crannapTusauuu. [IpaBuna pa3paboTKy, TPUHSITHS, MPUMEHEHNs], OOHOBJICHHS 1 OTMEHBDY

CBenenus o ctaHaapTe

1 TIOATOTOBJIEH ®@epepanbHbIM TIOCYIaPCTBEHHBIM YHUTApHBIM  IPEANPHUATHEM
«BcepoccHiiCknii  Hay4yHO-HUCCIIEOBATEbCKHIT HWHCTUTYT CTaHAAPTH3aLMH M  CepTHQHKAIMN B
maumHocTpoeHuny (BHUMHMALIT)

2 BHECEH ®enepaibHbIM areHTCTBOM 10 TEXHMYECKOMY PETYJIMPOBAHUIO U METPOJIOTUH
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Pecnivbmuka TamkukucTad TJ Tamxukcrannapt

Pecriyonuka Kasaxcran KZ T'occrannapt PecniyOnuku Kazaxcran

TypxkMeHUCTaH ™ I'nmasroccnvx6a « TypkMeHcTaHaapTiIaps»

PecnivOnmka Y3bekncrad Uz VY3cranmapt

4 Ilpukazom PegepasbHOrO areHTCTBA 10 TEXHUYECKOMY PEryIMPOBAaHUIO H METPOJIOTHH
ot 19 nmexabps 2012 r. Ne 1921-ct mexrocymapcteeHHbiil crangapt I'OCT ISO 11138-1-2012
BBElEH B JEHCTBHE B KaueCTBE HALMOHAJIBLHOro craHaapra Poccuiickoit Penepauuu c 1 sHBaps
2015 r.

5 Hacrosimuii CTaHAapT HOSHTUYEH MexayHaponHoMmy cradmapry ISO 11138-1:1994
Sterilization of health care products — Biological indicators — Part 1: General requirements
(Crepunmsanusi MeIMUMHCKOH mpoaykuuu. buomornmueckme wuHmmkaropel. Yacte 1. Ob6mme
TpeOOoBaHMS).

Crenenb cootBercTBUs — uaeHTi4Has (IDT).

Cranpapt noarotosyieH Ha ocHoBe nmpumeHenus 'OCT P HCO 11138-1-2000.

CBezileHUsT O COOTBETCTBUH MEXTOCYIAPCTBEHHBIX CTAH/APTOB CCHUIOYHBIM MEXIYHAPOHBIM
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®enepanbHOrO areHTCTBA MO TCXHHYCCKOMY PETyIHPOBAHHIO H METPOJIOTHH.
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Beenenne

Buonornyeckue HMHAMKATOPHI HCMONB3YIOTCA Uit OHEHKH 3(h¢eKTHBHOCTH
MPoIecca CTEPUITH3ANMN MEIULITHCKON MPOAYKIMH U Apyrux ueneid. K meautmnckoit
MPOAYKLWH OTHOCAT JIEKAPCTBEHHBIE CPEACTBA U MEIULUHCKHE U3AETHS.

[IpuMeHeHre OMONOTHYECKUX HHOUKATOPOB OIMPENENICHO HW3rOTOBUTENIEM H
YKa3aHO B MapkupoBke. Vcronb30BaHHWE HECOOTBETCTBYIOIIHUX HHAMKATOPOB MOXET
TIPUBECTH K OITUOOYHBIM PE3yJbTaTaM.

Buonornueckre HHAUKATOPH! TOJKHBI BCETA HUCTIONB30BATHCA B KOMOHHAITHH C
(usHuecKUM ~ HW/HIH  XMMHYSCKAM  KOHTPOieM  S()peKTHBHOCTH  MpoIecca
crepwiusaiu. Ecmu  konebanusa (H3MKO-XHMHUYCCKHX TOKasaTenell  mpouecca
CTEpUJIM3AlliK BBIXOAAT 3a JIONYCTUMBIE NPEJEIbl, MPOLECC CTEPHIN3ALUN BCEraa
JAOJLKCH pacCMaTpUBATBCA KakK HeyﬂOBﬂeTBOpl/lTeﬂbelﬁ HC3aBHCHMO OT PE3YJIbTAaTOB
KOHTPOJIS C TIOMOTIBI0 OHOJIOTHYECKHUX WHIAKATOPOB.

OddexTrBHOCT OHONOrHYECKUX HHAMKATOPOB MOKET 3aBHCETh OT YCIIOBHI
XPaHEHHUs 10 MOMEHTA WX MPUMEHEHHSA, METOAOB MPUMEHEHHS WM JACHCTBHH MOCie
3aBepiIeHrss mporecca. [lo3ToMy  HeoOXOOWMO  BHIMOJNHATH  PEKOMEHIAH
HU3roTOBUTECISL B OTHOIUICHUHN XPAaHCHUA U IIPHUMCHCHUA. BHOJ’IOI‘H‘ICCKI/IC HHAUKATOPBI
JIOJDKHEI OBITH TIEPeaHbl j11 Ta00paTOPHOTO KOHTPOJISA KaK MOXKHO CKOpee HOCIIe UX
HCIOJBb30BAaHUS B Iporuecce crepwiusauuu. He momyckaercs WCIOnIB30BaTh
OWOJIOTHUCCKUE WHIWKATOPE TOCTEe WCTCUCHHUS CpPOKa TOMHOCTH, YKa3aHHOTO
HU3rOTOBUTEJIEM.

Ouenka 3)(heKTHBHOCTH MPOLECCOB CTEPIITM3ALIMH C TIOMOIIBIO GHOIOTHUECKHUX
WHIUKATOPOB JIOJIKHA BBINOJTHATHCA TIEPCOHAJIOM, TIOATOTOBJICHHBIM

COOTBETCTBYIOIINM 00pa3oM.
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MEXIOCYJIAPCTBEHHBIN CTAHITAPT

Crepunu3auus MeTHIIMHCKOH TPOAYKITAN

BUOJIOI'MYECKHUE NH/IUKATOPbBI
Yacts 1

TexHnueckne TpeOOBaHHSA

Sterilization of health care products. Biological indicators. Part 1.

Technical requirements

Jara eeenenus — 2015-01-01

1 O6sacTs npumMeHeHnst

1.1 Hacrosimmii craHmapt ycraHaBiumBaeT oOmue TpeOoBaHMS K
MPOU3BOACTBY, MAapKUPOBKE © paboTe 00OpyIOBaHWS TPH HW3TOTOBICHHH
OMOJIOTUYECKUX HMHAMKATOPOB M CYCIICH3MM, MPUMEHAEMBIX IJIsi BAIMJALKAH H

KOHTPOJIA IPOLECCOB CTCPUITHU3AIIAN.

IMIpumeuanune — KoukperHbie TpeOOBaHHS K OMOJOTHYECKMM HHAMKATOPAM JUIS

onpeneneHHbIX BUnOB crepuimsaimu — no ISO 11138-2 u ISO 11138-3.

Crargapr He coaepur TpeOOBaHHH K MPOAYKLMH, HEHNOCPEACTBCHHO
WHOKYJIHPOBAaHHOH  MHWKPOOpPraHH3MaMH, METOAUKAM KYJIbTHBHPOBAHHAS
KHU3HECTIOCOOHBIX MHUKPOOPTaHU3MOB, A TAK)KE K OHOIOrHYECKHM HHIAMKATOPaM, B
KOTOPBIX HKCIOJIB3YIOT 0O0Jice OAHOrO BHAA HWIIM IITAMMAa MHKPOOPraHH3MOB,

HWHOKYJTMPOBAHHLIX B HOCUTEJIC.

2 HopmaTHBHBIE CCHBLIKH

B nHacrosmem CTaHOApPTE HCHOOJB30BAaHBI CCBUIKM Ha CICAYIOLIHC
CTaHaapThI:

H3panne opunnannHoe
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ISO 9002:1994 Quality systems - Model for quality assurance in production,
installation and servicing (Cucrempr kadectBa. Mogens mas  obecmeucHus
KavecTBa IIPH IIPOM3BOJCTBE, MOHTAXE M 00CITY>KMBAHUH)

ISO 11138-2:1994 Sterilization of health care products. Biological
indicators. Part 2. Biological indicators for ethylene oxide sterilization
(Crepumnu3zanus MeTUIMHCKOM TpoaAyKiuK. bruonorudeckue HvHANKATOpBI. YacTs 2.
Bronorndeckue WHIMKATOPHI JUTSl CTEPUITA3AIMY OKCUIOM STHIICHA)

ISO 11138-3:1995 Sterilization of health care products. Biological
indicators. Part 3. Biological indicators for moist heat sterilization (Crepunuzanus
MemummHCKOM — mpoxykumn.  bumomormueckme — wHamkatoper.  Yacte 3.

Buonorunueckue HHAWKATOPEI AJ1A CTCPUITU3ALTUHN BJIAYKHBIM Tel'[J'IOM)

3 Onpenenenus

B Hacrosmiem craHmapTe NPHMEHSIOT TEPMHHBI C COOTBETCTBYIOLIMMH
OIIpeCICHUAMU!

3.1 owuonormyecknii magakatop — BU (biological indicator — BI):
I'oToBBIil K NPUMEHEHHIO WHOKYJIMPOBAHHBIH HOCHTENb B TICPBHYHOH YIaKOBKE,
00eCIIeUMBAIOIIMH  ONPEICIEHHYI0  PE3UCTEHTHOCTh  (YCTOMYMBOCTB) K
KOHKPETHOMY PEKHMY CTEPUIIU3ALIH.

3.2 wHocureab (carrier): YAepKWBAalOmMMWii MaTepHal, HAa KOTOPIiH
HAHECEHbI TECT-MUKPOOPTaHU3ME.

3.3 mepBH4YHas ynakoBka (primary pack): Crucrema, npeoxpansionias
HHOKYJIUPOBAHHbIH HOCHTENb OT [OBPEXKICHHUS M KOHTAMHHALMM, HO He
MPETATCTBYIOMIAs TPOHUKHOBEHUIO CTSPUITU3YIOIIETO areHTa (areHToB).

34 sBropmuHas ymakoBka (secondary pack): Ymakosounas Tapa, B
KOTOPYIO TOMEIIEHBl OHONIOTHYECKHE WHIAWKATOPHl [UIS TPAHCHIOPTHPOBAaHHS H

XpaHCHWA.
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3.5 wnHOKyJIHMpoBaHHBbIH HocuTedb (inoculated carrier): Hocutens, Ha
KOTOPBI#i HAHECEHO OTIPE/ICIICHHOE KOJIMUECTBO TECT-MUKPOOPTAHU3MOB.

3.6 TeCT-MHKPOOPraHH3M (test  organism): Mukpoopranusm,
UCTIONB3YEMBIH JUTSI M3TOTOBIICHUS HHOKYJIMPOBAHHBIX HOCUTENECH.

3.7 4HCI0 KHBBIX TeCT-MUKpoopraHusMoB (viable test organism
count): YHCITO )KHUBHIX TECT-MHKPOOPTaHA3MOB B ¢IUHHUIIE 00BEMa CYCIIEH3HH WIH
Ha WHOKYJIMPOBAHHOM HOCHTEJIE, ONpPEEIsieMOe N0 POCTY NUCKPETHBIX KONIOHUI
IIPY OMNPEJCJICHHBIX YCIIOBUAX KYJIbTHBUPOBAHUA.

3.8 wHakTEBamusi (inactivation): IloTeps TeCT-MUKpPOOpPraHu3MaMH
CHOCOOHOCTH K POCTY, HIPOPACTAHWIO /WM Pa3MHOKEHHIO HPH ONPEJIEICHHBIX
YCIOBHAX KYJIETHBUPOBAHUSL.

39 ycaoBust kyabTuBupoBaHusi (culture conditions): VYxazaHHas
HM3TOTOBHUTENICM KOMOHMHAIMSA YCIIOBHH Ui OOECIeUeHHsA POCTa, MPOpacTaHHsA
W/WTH Pa3sMHOKEHHS TECT-MHKPOOPTAaHM3MOB, BKITIOUAIOIMIAA MATATCIHHYIO CPEAy,
MPOJOKUTEIIEHOCTD M TEMIICPATYpPy WHKY OaIliH.

3.10 opusHaHHAS KOJLIeKIHUs KyasTyp (recognized culture collection):
MexnyHapoaHas KOJUIEKUHs, HAXOMALIAACs NOA opucamKimeil Bynanenrrckoro
JOTOBOPa O MEKOYHAPOAHOM IMPU3HAHAH KOJUICKIHH MHKPOOPTaHHU3MOB IS
mereit MaTeHTOBAHNA U PETYIMPOBAHHUA.

3,11 BesmumHa  (mapamerp) D; BesmunHa — AecATHKPATHOIO
coxpamenusi (D value): Bpema BBIICPKKH WITH TTOTJIOLICHHAs /1032 HU3ITyYCHHA,
HEOOXOAMMBIE U YMEHBIICHHS MOMYJISAIHH TECT-MUKPOOPraHu3MoB B 10 pa3 mpu
ONpEENICHHBIX YCIOBHAX 00pabOTKH.

3.12 kpuBag  BBUKHMBAHHSL  (survivor  curve): I'paduueckoe
MPEACTABICHHE 3aBHCHMOCTH MPOLIECCA HHAKTHBALMH OT BPEMEHH BBIICPIKKH
(TIOTJIOMICHHOH 10361 W3JTyYCHHMs ) TIPH OTIPEJICNICHHBIX YCIIOBUAX.

3.13 ycrpoiicTBo JUin ucnbiTanus npouecca (process challenge device):
YerpoiicTso, MOJIEUpYIOLIEe HAMXY/ILUIHE YCIOBHA BO3ACHCTBHUS

CTEPUIM3YIOLIEro areHTa (areHToB) Ha O0BEKT CPEAN CTEPHITU3YEMBIX 00 BEKTOB.
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IIpumeyanus

1 YeTpoiicTBO JUIsl HCIBITAHHUS! MPOLIECCA NOJDKHO OBITh IIOCTPOEHO TaKUM 00pas3oM,
yroObl OHONOTHYECKHIA WHIMKATOP MOXKHO OBUIO pacloNOKUTh B Mecre, Haubonee
TPYIHOAOCTYIHOM JUISI CTEPIIIM3YIOINETO areHTa (areHToB).

2 KoHcrpykiust ycTpoiicTBa U1 MCIBITAHUSI TIPOLIECCa CTEPUIN3ALUK 3aBUCHUT OT
BUJIA CTEPUIM3YEMBIX OOBEKTOB W MPOLIEAYPH! CTePHIM3aLUH. bHOJIOrHYecKknii HHIUKATOP He
IOJDKEH BIIHSITh HA QYHKIMOHUPOBAHHE YCTPOWCTBA.

3 B HeKOTOpBHIX YCTPOICTBax BMECTO OHOJIOTHYECKOTO MHAMKATOpA MOXKET OBbITh

HUCIOJIB30BAH HHO KyJ'II/IpOBaHHHﬁ HOCHTECJIb.

3.14 kononueodpasyroman exuauna — KOE (colony-forming unit —
CFU): Buaumas KOJIOHHS MUKPOOPTaHW3MOB, BBIPOCINAS U3 OJHOH KJIETKH MIIH U3
CPYIIBI KIETOK.

3.15 aBTOHOMHBIIi  Omosiormueckmii  wHAHKartop  (self-contained
biological indicator): buonormyeckuii WHAWKATOp, NEPBUYHAA YIMAKOBKa
KOTOPOTO COJEPIKHT MATATEIBHYIO CPey, HEOOXOAMMYTO ISl BHIPAILMBAaHUS TECT-
MHKDPOOPIaHH3MOB.

3.16 oxno BpikuBaHmsi—rubOem (survival—kill window): Wartepsan
J03bl HM3ITyYCHHWS WM BPEMEHH BBIJIEP)KKH B IPOLECCE CTEPHIM3AaUUHM IPH
ONpPENEICHHBIX YCIOBHAX, B TEUYCHHE KOTOPBIX OCYLLECTBIIACTCA MEPEXON OT
NpopacTaHusA BCEX OMOJOrMYECKHUX HMHAMKATOPOB (3KCIO3HLUSA BBDKMBAHUS) K
OTCYTCTBHUIO TPOpPACTaHMsi BCEX OHMOJNIOTMYECKHX HHIUKATOPOB (9KCIO3MIMHA
rudenn).

3.17 HomuuanbHas mnomyisius (nominal population): 3amaHHOE umMCIO

MHKPOOPTaHU3MOB.

Ilpumeuanne — OOHapyXeHHOE YHUCIO MHKPOOPraHU3MOB OyAET OTIHYATHCS OT
HOMHHAJIBHOIl ~ MOMyJSIMM  MHMKPOOPT@HM3MOB B 3aBHCHMOCTH  OT  IOIPELIHOCTH

HCMOJIb30BAHHBIX MECTOAWK UHOKYJIALIMH H METOOOB 06Hapy>l<eHm SKU3HECMOCOOHBIX KJIETOK.
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3.18 pe3ucromep (resistometer): ObopymoBaHHe, MpeAHAZHAUCHHOE IS
co3faHusi KOMOWHAIMM — OIpejeeHHbIX  (M3MKO-XMMHUYECKHX IapaMeTPOB

npoLecca CTEPHIN3AINK C OMPEACICHHBIMHU TOMYCKAMH.

4 Ob6mue TpeOoBaHUS K MPOIYKIIMH, TIPOU3BOACTBY H MAPKHAPOBKE

4.1 IIpou3BOJACTBEHHbBINA KOHTPOJIb U KOHTPOJIb KAYECTBA

4.1.1 Bce onmepauuu, npeayCMOTPEHHbIE HACTOSIINAM CTAHIAPTOM, TOJKHBI
KOHTPOJIMPOBATHCA B COOTBETCTBHHU ¢ Tpebosarmsmu SO 9002,

4.1.2 HeobxonuMo  @IpexycMaTpHBaTb  PETHUCTPAIMIO  KOMIIOHCHTOB
TIPOHM3BOJICTRA.

IIpou3BoACTBEHHBIE KOMIIOHEHTHl JOJDKHBI BKJIIOYaTh BCE MaTepHalbl U
9JIEMEHTHI, BXOJSALIME B COCTaB WM HAXONAINHECS B INPAMOM KOHTaKTe C
CYCIICH3MEH TECT-MHKPOOPTaHW3MOB, WHOKYJIMPOBAHHBIM HOCHTENEM WIH
GHOJIOTMYECKUM UHIUKATOPOM.

4.1.3 KoHeuHblif MPOAYKT, MOCTABISIEMBIA WM3rOTOBHATENEM (CYCIIEH3HS,
HWHOKYJIVPOBAHHBIA HOCHTECITh WM OWONOTHYCCKHHA WHIWKATOP), HE HOJDKCH
COJiepkaTh TECT-MHKPOOPTaHH3MOB JAPYTHX BHAOB B KOJIMYECTBE, CIIOCOOHOM
YXYAIIUTh noTpedutensckue cBoiicrBa npoaykuuu. CobmoaeHue  3TOro
TpeOOBaHUSA TPW MPOM3BOACTBE OOCCICUMBACTCS BaTHIAIMCH TPOM3BOICTBA,
YIIpaBJICHHEM, TEKYIIIHM KOHTPOJIEM U 3aIHCHIO0 IPOHU3BO/ICTBEHHEIX TAPAMETPOB.

4.2  TecT-MHKPOOPTaHHU3MBI

4.2.1 lItaMMbl TECT-MHKPOOPTaHW3MOB HE JIOJDKHBI TpeboBaTh Mep
M30JIALUM IPH PaboTe ¢ HAMH.

4.2.2 TecT-MHUKPOOPraHHU3MBl JIOJDKHBI TPHHAIIICKATH K ONPEISTICHHOMY
IMTaMMy, B3jITOMY M3 O0S3aTeNIbHOM KOJUIGKIUH KYJIBTYP, H OJHO3HAYHO

HACHTA(GUIMPOBATHCS C STATOHHBIM HOMEPOM 3TOH KOJUTEKIHH KYJIbTYP.
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423 Ecnu mTaMM TpeOHA3HAYCHHOTO JUIA HCHOJNb30BAHUS  TECT-
MHKPOOPraHW3Ma HE TPHHAUICKHT K O0S3aTENbHONW KOJIEKIHHM KYJIbTYD,
H3rOTOBUTENb HECET OTBETCTBEHHOCTh 32 OTHECCHHE KOHKPETHOTO INTaMMa K
0043aTeNnbHON KOJUIEKLIUH.

4.2.4 Jlns kaxa0#i cepum CYCIICH3UH TECT-MHUKPOOPTaHU3MOB HEOOXOAMMO!

a)  3aperHCTPHPOBATh MPOHMCXOKACHHE HHOKYJIATA OTHECEHHEM €ro K
COOTBETCTBYIOIEN KOJUIEKIIMH KYJIETYD;

6)  YAOCTOBEPHTH €r0 HACHTUYHOCTb U YHCTOTY.

Meroasl,  HWCHONB3yeMBIE IS TOJACPKAHHUA  KyIbTyp  TeCT-
MHKPOOPTaHU3MOB, JOJDKHBI OOECIICUWTh MPEAOXPAaHCHHE OT KOHTAMWHALMH H
BPEIHEIX U3MEHCHHI HX HEOTHEMIIEMBIX KadecTB. KOHTPOJIBHBIE TECThI SBIIIOTCS
crenuUIECKUME [T KQXIOTO MITaMMa TECT-MHKPOOPTaHHW3Ma M JIOJDKHBI OBITH
JIOKyMEHTHPOBAHBI M BAJTHIAPOBAHBI H3TOTOBATENIEM.

4.3 CycneH3un TeCT-MHKPOOPraHA3MOB

4.3.1 TIutarenpHAs cpena W yCAOBUSA WHKYOWPOBAHMA, UCHONIB3YEMBIE IS
CYCIIEH3HH TECT-MUKPOOPTAHU3MOB, JO/DKHBI OBITH OMPENCIICHBl M3TOTOBHUTEIIEM.
OTH ycroBHA JOJDKHBL 00€CHeYMBaTh IOCIEAOBATEIBHOE BOCITPOM3BOACTBO
CYCIIeH3H# TeCT-MHUKPOOPraHM3MOB B COOTBETCTBUH € TPEOOBAHUAMH HACTOAIIETO
CTaHapTa ¥ OTAeNbHbIM TpeGoBanusam ISO 11138-2 u ISO 11138-3.

4.3.2 Metoapl moicyYeTa MHUKPOOPraHH3MOB H MOCIEAYIOIIEeH 00paboTKu
JIOJDKHBL OOECIIEYHTh OTCYTCTBHE OCTAaTKOB NMHTATENBHOW CPEbl B CYCIIECH3HH,
HCTIOJIb3YEMOM IS MHOKYJISI[MA HOCHTENeH. YKa3aHHbIE OCTATKH MOTYT OBITb
moMEXOM TpH paboTe ¢ WHOKYJMPOBAHHBIM HOCHTENCM HIH OHOJIOTHYECKHM
HMHIAKATOPOM.

Ecimi  M3rOTOBHTENH TOKA3al, YTO OCTAaTKH MUTATEIbHOH Cpeapl He
OKa3bIBAIOT BPEIHOrO BIMSHMA HAa PaboTy ¢ MHOKYJIMPOBAHHEIM HOCHUTENEM HIIH
OHOJIOrHYCCKMM HHIUKATOPOM, YKa3aHHOE TpeOOBaHUE HE YUUTHIBACTCA.

4.3.3 Usrorosurenu CyCIIeH3Hi TECT-MUKPOOPraHU3MOB HJTH

OHOJIOTHYCCKHIX HHOUKATOPOB JOJIZKHBI IMUCbMECHHO HOATBCPOANTH, YTO
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6UOIOrHIECKIe WHANKATOPH U CYCIICH3HUA TECT-MHKPOOPTAaHH3MOB TOJYUCHEI U3
KYITBTYPHI, B3SITOM M3 KOJUIEKIHH KYIBTYP.

434 Ecnu cycmeH3Ws TECT-MHKPOOPTaHWU3MOB IpEJAHA3HAYEHA I
TMPUTOTOBJICHHS ~ WHOKYJIMPOBAHHBIX  HOCHTEICH HIHM  WHOKYJHMPOBAHHOTO
MPOAYKTA, KaXKIbI 7 KOHTeHeD, CoAepIKaIniA CYCIIEH3HIO TECT-
MHKPOOPTaHH3MOB, AOJDKEH COMPOBOXIATHCA HHpOpMaLHeii, coxeprarmeii:

a)  Ha3BaHME TECT-MHKPOOPraHU3Ma;

b)  HasBanue Wi aGOpeBHMATYPy KOJUICKIMH KYJIBTYPHI, OTKYAa ObUI
MOJTy4€H TECT-MHKPOOPraHU3M, M CCHIIIKY Ha HOMEp INTaMMa,

C¢)  HOMHMHAIIBHBIM OOBEM CYCIICH3MH B MIJUTHIMTPAX (WM B rpamMMax,
€CJIH TECT-MHKPOOPraHU3MBI TIPEICTABICHBI HE B (JOpMe CycrieH3nn);

d)  eauHBIli KO&, MO KOTOPOMY MOXKET OBITh BOCCTAHOBJIEHA HCTOPHS
M3rOTOBJICHUS,

€)  UHCIIO XKHU3HECIOCOOHBIX KJICTOK B MHJUTHITATPE CYCIICH3UH,

f) PEKOMEHTyeMBbIe YCIOBHS XPAHCHNS,

g)  CPOK rOJHOCTH WM CPOK XPAHCHHUS,

h)  HasBaHKMe W3rOTOBUTEIN, TOPrOBYIO MAapKy, aApec ¥ APyrue CpencTBa
HUICHTUDHKALH,

1) HMHCTPYKLIMH [0 YTHIA3AMIAN.

4.3.5 Tlo TpeboBaHuio MOTPEOUTENS M3TOTOBUTENL O0sA3aH TPEICTABUTH
HHPOPMALIMIO O XAPAKTEPUCTHKAX PE3UCTCHTHOCTH WM IPYTUX XapaKTePHCTHKAX
CYCIIEH3UHM. DTH JaHHbIe JOKHBL OBITh COTTACOBAHBI MEXAY IOKyIaTeaeM MU
H3TOTOBHUTEIIEM.

4.3.6 YcnoBus XpaHEHUS CYCIICH3HH TECT-MHKPOOPTaHH3MOB M CPOK HX
TOOHOCTH JOJDKHEI OBITh yKa3aHBl M3TOTOBHUTENEM. JTH YCIOBHA JOJKHBI
KOHTPOJIUPOBATHCSA B mepuo xpaHeHus. OHU JOIDKHBI TOAIEPKUBATE CYCTICH3AH
TECT-MHKPOOPTAaHU3MOB B TAKOM COCTOSHHH, YTOOBI OHH COOTBETCTBOBAIH
TpeOoBaHMIM HACTOSIIETO craHgapTa u Tpebosanmsm SO 11138-2 u ISO 11138-
3.
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4.3.7 JlomxHO OBITH YCTaHOBJICHO YUCIO KU3HECTTOCOOHBIX
MHUKDPOOPTaHH3MOB B CYCIIEH3HH.

[Io TpeboBanuio mOTpeOWTENA MMOKA3aTENh TPOPACTAEMOCTH  TECT-
MHKPOOPTaHH3MOB  ONpPEAENIAIOT 4epe3 MPOLEHTHOS OTHOLIEHHE  4MCia
JKU3HECTIOCOOHBIX ~ TECT-MHKPOOPraHHU3MOB, OOHapyXEHHBIX C  TOMOIIBIO
MHUKPOCKOTIHH.

4.3.8 W3roToBuUTENh OOJKEH TAPAHTHPOBATH TPAHCHOPTHPOBAHHE TPEThEHM
CTOPOHE B KOHTPOJIMPYEMBIX YCJIOBUAX, CPAaBHUMBIX € YCIIOBHAMH XpaHEHU:
CYCIIEH3H TECT-MHAKPOOPraHH3MOB.

4.4 Hocurenp, nepBUyHas YIAKOBKA U KOHCTPYKIHS

44.1 Hocutens © TEpBUYHAs YMAKOBKA HE JOIDKHBI  COAEPKATh
3arpsA3HeHui (PU3MUECKUX, XUMHYECKUX HWIH MHKPOOHOIIOTMYECKHX), KOTOPBIE
MOTJTH OBl YXYIIIUTh XapaKTePUCTHKH OHOJIOTHUECKOrO HHIANKATOPA.

442 Hocutenp W mepBUYHAs YMAKOBKa HE OJDKHBI Pa3pyIIaThCsi B
TPEIYCMOTPEHHOM /U HAX TPOIIECCE CTEPUITU3AINH, BCICICTBUE YETr0 MOTIIH GbI
H3MEHUTHCS XaPaKTEPUCTHKHA HHOKYJIMPOBAHHOIO HOCHTEJIA.

Hocurenp nomxeH BblAEpKHBaTh TPAHCIOPTHPOBAHWE B MEPBUYHOM H
BTOPHUYHOW YMaKkoBKax, a Takke obecnedwBate paboTy ¢ HHM B MeECTe
HCIIOJIb30BaHUA 0€3 MOBPEXKACHHUM.

KoHcTpykumss ~ HOcHTeNns  WWIH — TEPBUYHOM  YMNAKOBKH  JOJDKHA
MPEyCMaTPHUBATh:

a)  MHHUMH3ALUMIO  TOTePh  HAYAJBHOM  KOHIEHTPAMM  TECT-
MHKPOOPTAHM3MOB BO BPEMs TPAHCTIOPTHPOBAHHUSA, OOPAILIIEHHA ¢ HUM H XPaHEHHS
B TEUCHUE CPOKA T'OTHOCTH;

b)  cooTBeTCTBHE YCTPOWCTBY AJIs HCIIBITAHUS TIPOIECCA CTEPHITM3AIINH.

4.4.3 Coorsercreue TtpedoBanusM 4.4.2 HOMKHO IIPOBEPATHCA IIYTEM
BU3YAJIBHOTO KOHTPOJIA HOCHTENST W TIEPBHYHOM YIAaKOBKH, MOABEPTIINXCS
BO3ICHCTBHIO CTEPUIM3AIMM TPH  MAKCHMAJbHBIX 3HAUEHHSAX M CKOPOCTAX

HU3MCHCHHUA (i)I/ISI/IKO-XI/IMI/I‘IeCKI/IX MmapamMeTpoB Iponecca CTCPUIIU3ALIHN.
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IIpameuanne — Ilpenennl H3IMEHEHHs 3THX CBOHCTB TMpHBEdEHbI B

coorBeTcTBYIOIMX YacTax ISO 11138.

4.4.4 Bo Bpems W mocjie TPOTECCa CTEPHITM3AIIHH HOCHTETh U TIEPBUTHAS
VIIaKOBKa HE MJOJDKHBI TOTJIONIATh WJIM BBIJENATh HHUKAKAX BELIECTB B
KOJTMUECTBAX, CHOCOOHBIX 3aMEUTMTh POCT MAaJor0 YHCNIa BBDKHBIIHX TECT-
MHKPOOPTaHWU3MOB B YCIIOBHAX BBHIPAIIMBAHHA MPH MOMAAAHWUN STHX BEIIECTB B
CpeAy BBIpALLHBAHHA.

[TopsAmok  BHITIONHEHUS TECTOB HA TPOBEPKY COOTBETCTBHUA  OTHM
TpeOOBaHUAM MPHUBEJEH B MPUIOKEHUH F.

445 Tlo TpeGoBaHWiO MOTPeOUTENS HW3TOTOBUTENHL O0sM3aH MPEIOCTABHTDH
CBECHU O IIPEACTIbHBIX Pa3MeEPax HOCHUTEIIA.

4.5 HHoKyIMpPOBaHHBIE HOCUTENU

451 Ilpp  W3rOTOBJEHWH  OJHOH  TAPTHM  HOCHUTENEH  JOIDKEH
HCTIONTE30BATHCS TONBKO OJUH INTAMM TE€CT-MUKPOOPTaHA3MOB.

4.5.2 noxynMpoBaHHBIE HOCHTEIHM TOTOBAT MyTeM HAHECEHHA Ha HHX
CYCIICH3HH  TECT-MHKPOOPTaHM3MOB € TMOCICAYIONIMM  BBICYIINBAHHEM B
KOHTPOJTHPYEMBIX YCITOBHAX.

4.5.3 Ycnosusi, Ipyd KOTOPHIX OCYILECTBIIECTCS HHOKYJIAIHSA, TOJIKHBI OBITH
pa3paboTaHbl, BATWIUPOBAHE W TPOKOHTPOJIMPOBAHEI, UYTOOB TapaHTHPOBATH
OTCYTCTBHE€ B HWHOKYJIMPOBAaHHOM HOCHTENE TOCTOPOHHUX MHKPOOPTaHH3MOB,
KOTOPBIE MOTYT YXYJIINTHh XapaKTCPHCTHKH TMPOAYKLUHH B COOTBeTCTBHH ¢ ISO
11138-2 m ISO 11138-3.

4.5.4 Kaxnplii HOCUTENb AOIDKEH COACPXKATh OJAHO M TO K€ KOJUYECTBO
KJIETOK TeCT-MHKPOOPTaHM3MA.

4.5.5 YcnoBus XpaHeHHS WHOKYJIMPOBAaHHBIX HOCHTEJNIEH U CPOK T'OJHOCTH
OmpeaensaeT U3rOTOBUTENb. DOTH YCIIOBHA JOJDKHBI KOHTPOJIHPOBATHCA B MEPHON
xpaHeHusa. OHH OO/DKHBI COOTBETCTBOBATh TPEOOBAHUAM K HHOKYJIHMPOBAaHHBIM

HOCHTeNAM, u3noxeHHsIM B ISO 11138-2 u ISO 11138-3.
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4.5.6 Ilpn ynakoBHIBAHWM HWHOKYJIMPOBAHHBIX HOCHTENEH ¢ UENBIO
TIpeBpaLIcHUA UX B OMOJIOTMYECKAE WHIWKATOPHI YIAKOBKA HE JI0JDKHA M3MEHATH
HOMHHANBHYK) MONYyJ/SIIMI0 W  HPENATCTBOBATh TPOBCACHMIO paboT ¢
KOHKPETHBIMH HOCHTEIISIMH.

4.5.7 Kaxnmyo CepHUIo HHOKYJIHDOBAHHBIX  HOCHTEJEH  JOJDKHA
COTPOBOXKIATh MH(POPMALHS, COCPIKAIIIas:

a)  Ha3BaHWEC KMHOKYJIMPOBAHHBIE HOCUTEHY,

b)  Ha3BaHHMe TECT-MHKpPOOPraHH3Ma,

C)  PYKOBOACTBO NO MPHMEHEHMIO, CIICNUAJIbHbIE JAHHbIE, KACAIOLIUECS
TIATATEIBHON CPEBI U YCIIOBHIA, HEOOXOAUMBIX IUI POCTA TECT-MUKPOOPTaHH3MOB
Troce BO3ACHCTBHS TPOTIecca CTePHTH3ALIHHT;

d) HasBaEWMe KOWIGKIMH  KYJIBTYP, OTKyAa ObUl  B3AT  TECT-
MHUKPOOPI'aHH3M, U CChUIKA HA HOMEP IITaMMa,

€)  UHCII0 TECT-MHKPOOPIaHH3MOB Ha OJHOM HHOKYJIMPOBaHHOM
HOCHTETIE;

f) HOMED CEpUM WM CICIMAILHBINA KOJ, MO KOTOPBIM MOXET OBITH
BOCCTAHOBJICHA UCTOPHUS MIPOU3BOACTBA;

g)  XapaKTEePHUCTUKH PE3WCTEHTHOCTH WHOKYJIHPOBAHHBIX HOCHUTENEH K
BO3JEHCTBHIO IIPOLIECCA CTEPHMIIM3AINH, KOTOPOMY OHH JOJKHBI I1OJBEPraThes,
BKIIOYAs YCIOBHSA TECTHPOBAHMA M METOABl  ONpEACNCHUS]  YKa3aHHBIX
XapaKTEePUCTHK;

h)  uKCITO MHOKYJIMPOBAHHBIX HOCUTENEH BO BTOPUUHON yIMAKOBKE,

1) PEKOMEHIyEeMEIE YCITOBUSA XPaHESHUS,

J) CPOK 'OTHOCTH HHOKYJIHPOBAHHBIX HOCHTENCH;

k) Ha3BaHWe WM3rOTOBHUTEINS, TOPrOBas MapkKa, aapec WM APYTHE CPEACTBa
HUICHTUDHKAITAH,

1) mpomecc crepunuzanWu, MIA KOHTPONST KOTOPOTO MpEAHA3HAUYCH
HWHOKYJTMPOBAHHbBIH HOCHTEIb,

M) MHCTPYKIMH [0 YTHIM3ALUK U YHHITOKEHHIO.

10
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4.6 BroIOrHUECKIE HHAUKATOPEI

4.6.1 buonorMuecKkhue WHAWKATOPHl MOJDKHBI OBITh H3TOTOBJICHBI ITyTEM
YIAKOBKH OTACIBHBIX HHOKYJIMPOBAHHBIX HOCHTENCH B IIEPBUYHYIO YIAKOBKY.

4.6.2 TlepsuyHas ymakoBKa JOJDKHA OBITH CKOHCTPYHPOBAHA, M3TOTOBJICHA
¥ BaIHINPOBAHA TaK, YTOOBI HAXOMAMIHICA B Hell OHOJOTHUYECKWH WHIUKATOP
otseuan Tpebosanuam [SO 11138-2 mw ISO 11138-3.

4.6.3 TlepBuuHas ynakoBKa JOJDKHA OBITh CKOHCTPYHPOBAHA, U3rOTOBJICHA
H BATMAMPOBAHA TaK, 4TOOBl B NEPHON XPaHCHHSA M TPAHCIIOPTHPOBAHUA B
COOTBETCTBHH C WHCTPYKIMSMH W3TOTOBUTEIS OWHONOTHUSCKHH WHIUKATOP H
HWHOKYJIMPOBAHHBIA HOCHTENbh OBUTA 3alMIICHB OT KOHTAMHHALWMH H IMOTEPH
MHOKYJISITA W3 HOCHTEJIA.

4.6.4 YcnoBus moMeNIeHUs B NEPBHYHYIO YIAKOBKY JOJDKHBI OBITH YETKO
OIpeIeICHBl, BATAANPOBAHK H MPOKOHTPOJHPOBAHBI, YTOObB WHOKYJIHPOBAHHBIA
HOCHTENb HE COJACPIKaJl MAKPOOPTaHU3MEI, HHBIE, YeM TECT-MHUKPOOPTAaHU3MEL, H
KOTOPBIC MODJIA OBl HEOIArOMPHATHO MOBJIUATH Ha XaPAKTCPUCTHKH MPOAYKTa TaK,
Kak 310 ompeneneHo ctanmapTamu ISO 11138-2 u ISO 11138-3 cooTBETCTBEHHO.

4.6.5 TlepBruHas ymakoBKa JOJKHA OBITh BAIMOUPOBAHA B COOTBETCTBHH C
€e HA3HAYCHHEM M COOTBETCTBYIOIMM MEKIYHAPOTHBIM HIIH HAIIMOHAIEHBIM
CTaHAAPTOM.

4.6.6 Kaxxnas mepBUYHas yMakoBKa U1 OHOJIOTHYECKOTO HMHAMKATOpa
JIOJDKHA MMETh STHKETKY, COJIESPIKALILYIO CIeIYIONTYI0 HHDOPMALHIO:

a)  Ha3BaHHE TECT-MHKPOOPraHH3Ma,

b)  HOMEp cepum GMOIOTHUECKOro HHAUKATOPA,

C)  CPOK rOJHOCTH OMOIOTHYECKOT0 HHAUKATOPA,

d) ykasaHwe Ha TIPOIECC CTEPIIM3ALNM, KOTOPOMY COOTBETCTBYET
OHMOTOTHUECKUI WHAUKATOP,

€)  Ha3BaHKE M3TOTOBUTEIS, TOPTOBYIO MapKy, apec U APYTrHe JaHHBIE.

4.6.7 buonornyeckue WHAMKATOPHI JOJDKHBI OBITH  YIIAKOBAaHBL  BO

BTOPHYHYIO YIIAKOBKY [T TPAHCTIOPTHPOBAHUSA M XPAHEHU.

11
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4.6.8 BropuuHas ymakoBKa [JODKHA OBITh CHAaO)KeHAa  HTHKETKOM,
CoZIepIKaIei CIeyIOIIyIo HH(pOopMAanHio;

a)  Ha3BaHMe «OHONOTHYECKUE WHIUKATOPHIY,

b)  wHpopmammio, ykazaHHYIO B 4.6.6;

¢)  Ha3BaHHE KOJUIGKIWM KYJIBTYP, OTKyAa ObUl  B3AT  TeCT-
MHKPOOPTaHH3M, H CCBUTKY Ha HOMEp ITaMMa;

d) YHCITO  TECT-MHKDOOPTaHM3MOB,  HAXOMIIUXCA B KAKIOM
OGUONOrHYECKOM MHAUKATOPE, KAaK 3TO ONPEAENICHO AN CEPHH MHOKYIMPOBAHHBIX
HOCHTEIICH;

€)  KONMYECTBO OMOJIOTMYECKUX HHAMKATOPOB BO BTOPHYHOMN YITAKOBKE;

f)  pexoMeHIyeMbIe YCIOBHS XPAHSHHUS,

g)  PE3HUCTCHTHOCTh TECT-MHKPOOPTaHHW3MOB B  HHOKYJIMPOBAaHHOM
HOCHTENC, HAXOAAIIEMCS B TIGPBUYHOM  YIaKOBKE, BKIOYAasd YCIOBHS
TECTHPOBAHUA W METOIBI, HCHONB3YeMBIe [ ONPEACICHHS YKa3aHHbBIX
XaPaKTEPUCTUK;

h)  pyKOBOACTBO MO NPUMEHEHHIO, OCOOEHHO MAaHHBIE, KACAIOLIUMECS
NUTATeIbHON  Cpembl M YCJIOBHM, IpPM KOTOPBIX BBIPALMBAIOTCS — TECT-
MHKPOOPTaHU3MEI TIOCIIE BO3ICHCTBHS (haKTOPOB CTEPIIIH3ALIIH,

i) HWHCTPYKIIHY 10 YTIIN3ALUN U YHHUYTOKSHHUIO.

TexcT STUKETKH JOIDKEH OBITh HA PYCCKOM SI3BIKE.

4.6.9 Kaxmas BTOpWYHAS YIaKOBKA JO/DKHA OBITh CHAOMKeHa KOIHel
ceprudukara a1 KaxI0i cepur GHOIOTHUECKOTO HHIAMKATOPA, KOTOPBIH TO/IKEH
BKJTIOUATH CIIEIYIOMIYIO HH(POPMALIHTO:

a)  uadopMaImo, yKasaHHyO B 4.6.8;

b)  XapakTepUCTHKH PE3UCTEHTHOCTH MHAMKATOPOB K BO3JAEHCTBHIO
mpolecca  CTEPWIM3ALMM, JUIA  KOHTPOJIL — KOTOPOro  MpeJHA3HAYEHBI
HHOKYJIHPOBAHHBIC HOCHTEIIH;

C)  CCHUIKY Ha HACTOSIIMM CTaHAAPT M APYTHE COOTBETCTBYIOLIME

MEXKIyHapPOAHBIE CTAHAAPTHL.

12
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4.6.10 Kaskmass ~ BTOpHYHAas  ymakoBKa  JOMDKHa  OBITH  CHaOXeHa
MHACEMEHHBIME MHCTPYKIHAME 110 padoTe ¢ OMONTOTHUSCKUMI HHANKATOPAMHE U II0
OMPECTACHHIO YKCIA BEDKWBIIMX MHKDPOOPTaHW3MOB, a TaKXKe CICAYIOIIUMHA
TpeGOBaHUAMH:

a)  OWONOTHYEeCKUEe WHAWKATOPHI MODKHEI XPAHUTECS TIPH  YCIOBHSAX,
YKa3aHHbIX U3TOTOBHATEIIEM,

b) OMOJIOTMUECKAE  WHAWKATOPH  JAaHHOW CEPUH  HE  JIOJDKHBI

MCTIOIB30BAThCS MOCIIE HCTEUSHHS CPOKA XPAHEHNS,
C) mocie  BBAGPKKA B TIPOBEPSIEMOM  IUKJIE€  CTEPHIM3AIMH

OMOJIOTHUECKHE HWHAMKATOPHl OOJDKHBI OBITh HM3YUeHB HA HAIMYHAE BBDKHUBIIHX

MHKPOOPTaHWU3MOB B TCUCHVE BPEMEHH, YKA3aHHOTO U3TOTOBUTENIEM,;

d) nOpum mpoBepke WHAWKATOPOB [UIA OLEHKH BBDKHBIOMX TECT-
MUKPOOPraHU3MOB MNOJIKHBI HUCIIOJIB30BATHCA MCETOABI H ycioBuA, NMpEeaAmMMCaHHbIC
HM3TOTOBUTENIEM. EC/IM NPUMEHSAIOTCA albTEPHATUBHBIE METOIBI, TO OHHU JIOJIKHbBI
OBITh BAJIMUPOBAHBI.

4.7 ABTOHOMHEIE OHOJIOTHUECKHAE HHANKATOPEI

4.7.1 ABTOHOMHbIE OMOJIOTHUECKUE UHIUKATOPBI JOJDKHBI COOTBETCTBOBATD
BCEM TPeOOBAaHUAM HACTOAIIETO CTaHIAPTA.

472 ABTOHOMHBIE  OHOJIOTHYECKHE  HHAMKATOPbl  JOJDKHBI  OBITh
JIOCTATOYHO TPOYHBIMH, YTOOBI MEPEHOCHTH TPAHCIOPTHPOBAHUEC BO BTOPHYHOM
yIaKoBKe, a Takxke oOpaineHue 6e3 MOBPEeXKICHHI B MECTE HCIIOIb30BAHUS.

KoHCTpyKIHA ~ AaBTOHOMHOTO  OHMOJIOTMYECKOTO HWHIMKATOPA JOJDKHA
olecreunBarh:

a)  MHHHAMH3AIMIO HOTEPh HCXOTHOTO HHOKYJIATA TECT-MUKPOOPraHu3Ma
BO BpeMsl TPAHCIIOPTHPOBAHUA U OOPAICHUA C HUM,

b)  BO3MOXXHOCTP HCTONB30BAHHSA €r0 COBMECTHO C YCTPOHMCTBOM JUIA
HCTIBITAHUS TIPOTIECCA CTEPUITA3AITIH.

4.7.3 Bo BpeMs U mocie 3aBepIIeHAs MPOLIECCa CTEPHIN3ALMHA MATCPUAIBL,
N3 KOTOPBIX HU3rOTOBJICH ABTOHOMHBII 6I/IOJTOFI/I'-IGCKI/II71 HHAUKATOP, HE NOJIKHBI
YACPKUBATh WM BBIACIATh KaKMe-THOO BELIECTBA B TAKOM KOJHMYECTBE, KOTOPOE

MOXET I/IHFI/IGI/IpOBaTL pocT MaJjoro KOJIHYECTBA BBIXKHBIIIHAX TECT-

13
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MHKpOOpI‘aHI/BMOB IIpA 3aJaHHBbIX YCIIOBHAX KYJbTUBHPOBAHHUA (CM. IIPUAJIOKCHHE
F).

5 OmnpenencHre pe3uCTEHTHOCTH

5.1 TpeGoBaHMsA K ONPEOCTICHUIO PE3UCTCHTHOCTH

5.1.1 Pe3uctenTHOCTH (YCTOHUMBOCTB) KaXKHOW CEpHH OHONOTHYECKHX
WHIMKaTOPOB JOKHA OBITH MOKAa3aHa JKCMEPUMEHTAIbHO, YTOOBI MOATBEPIMUTH
cootBetcTBHE TpeOboBanmam 1SO 11138-2 u ISO 11138-3.

5.1.2 Kontpons pesucrentHoct (54 wm 5.5) pomkeH BKIIOYATh
OLpe/ie/ICHNe YWCIa BbDKMBIIMX TECT-MUKPOOPTaHU3MOB M OINPEACIICHHE
XapaKTePUCTHK PE3UCTEHTHOCTH KOMOWHalmed MByX uiaM Oolee CIeayIOLIHX
METOMOB:

a)  ONpeACICHWE  BEIUYMHBI [)  MyTeM  INOCTPOCHHSA  KPHBOHM
BEDKHBAEMOCTH,

b) ompexeneHume BENWUMHBI /) METOJOM  aHANM3a  YaCTHYHOIO
TIPOpacTaHus,

C)  pacueT OKHA BBDKMBAaHMA — THOENM C  HCIONb30BaHHEM
PacCUMTAHHOM BEMUUHHE [D ¥ IPOBEPKA XapaKTEPHCTHK BBKUBAHHS — THOEIH.

5.1.3 BenuuwHbl, OMpeaeneHHbIE TAKUMHA METOJAMH, NOJDKHBl HaXOJUTHCA
B mpepenax, ykaszauubix B ISO 11138-2 m ISO 11138-3 cootserctBenno. Ilo
KpaiiHell Mepe aBE M3 3TUX BEJIHYWH JOJUKHBI OBITh MPHUBEICHHI HAa 3THUKETKE
BTOPUYHOW VIMAKOBKM ¥ B CEPTHU(HKATE, COMPOBOXKIAOMEM KaKIYI0 CEPHIO

WHOKYJIMPOBAHHBIX HOcHTeeH (4.5.7).

IIpumeuanne — Coorsercryromue pasgennt ISO 11138 moryT nmorpedosath
AOMOJIHMTEIBHBIX  ONpeaesieHHil  (HAmpuMep, BeIHYMHBLI 2 JJsl  CTEPHIM3AIMM

OMO0JIOrHYeCKHX HHINKATOPOB BJIAKHBIM TEIJIOM, KaKk npexycmorpeno ISO 11138-3).

14
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5.2 Pacyer okHa BEIXXHBaHHA — ruOeTH

OKHO BBDKHBAHHS — THOEITH MOKET ObITh PACCUMTAHO C KCIIOB30BAHIEM
OIHOH W3 BeNIWYMH [), ONpeAeNeHHOW CcoriacHo mpwioxkeHHsIM B u D mo
CIICAYIOIM (POPMYIIam:

Bpewms (noza) sepkuBanus =D (1g/N — 2),

rae N — YHCIO TeCT-MHKPOOPTAaHM3MOB Ha OJHOM HOCHTENC, YKa3aHHOE B
MapKUPOBKE.

Bpewms (moza) rubenu <D (1g N + 4).

5.3 Ompenenennie 9rcia BEOKUBIIAX TECT-MAKPOOPTAaHH3MOB

Ilopsimok  ompepeneHHs YHCAa  BBDKHMBIIHX — TECT-MHKPOOPTAaHH3MOB
MPUBEACH B TIPHIOKECHHH A.

5.4 Omnpenenenue Benuuunbr D

5.4.1 HdanHbIe mjisl pacuera BETHUMHBL D A1 GHONOTHYECKUX HHIHKATOPOB
JIOJDKHBI OBITH TOJIydEHBI B COOTBETCTBUH C MPHIOKEHHEM B (T.e. mocTpoeHneM
KPUBOH  BBDKWBAaHHA ¢  HCHOJNB30BAHHEM  MPAMOrO  MOACYETa  TECT-
MHKPOOPTAaHM3MOB) W/uau mpuiokeHnem C (aHaM3 YaCTHYHOTO TPOPACTAHHS
WM METOA Haubollee BEPOATHOTO YHCIIA).

5.4.2 BenwumHa D paccuymTHIBACTCA B COOTBETCTBHH C MPHIOXKEHWEM B
w/wmn D.

5.4.3 MoryT OBITh HCHONB30BaHBl APYTHE METOABL, HO MPH 3TOM AOJDKHA
OBITH TPOAEMOHCTPUPOBAHA HX SKBHBAJIEHTHOCTH STAJIOHHOMY METOJY.

5.5 Onpenenenne xapakTepUCTHK BBIKUBAHUA — rubenu

XapakTepHCTHKH BBDKHBaHMS — THOEMH OMPEICIIIOTCS W MPOBEPSIOTCS B

COOTBCTCTBHUHA C ITPHIJIOKCHHUEM E.
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[puno:xenune A
(o0s13aTENILHOE)

OmnpenenieHre YUCITa )KUBBIX TECT-MHKPOOPTaHH3MOB

A.1 HHOKy/IMpPOBaHHBIE HOCHTEIM AOJKHBI OBITH HCCICAOBAHBl HA HAJIHUME
BBDKHMBIIMX TECT-MUKPOOPraHW3MOB B COOTBeTCTBHM ¢ A2 — A4 wwm
anbTepHATHBHBIM MeTOMOM. [lpH WMCHONBb30BaHWH aNBTEPHATHBHOTO METOIA
JIOJOKAHO OBITh M3BECTHO COOTHONICHHEC PEKOMEHIYEMOTO H aJbTCPHATHBHOTO
METOJIOB.

A.2 Cnemyer UCHONB30BAaTh HE MEHEE YETHIPEX MPOO W3 KaKAOM MapTHH,
cepun win Skeno3uuun. Kakaas mpo6a noymkHa OBITE MOMEIEHA B BEIMBIBAIOTIYTO
MUTATEIbHYI0 CpPelly COOTBETCTBYIomlero o0Obema. TecT-MHUKPOOPraHU3MbI
BEIMBIBAIOTCS OT WHOKYJTHUPOBAHHBIX HOCHTEIICH C TTOMOIIBIO TIPHHATOW METOMAKH
(HampuMep, BCTPAXHBAHHEM CO CTEKISAHHBIMH OycaMH, NEPEMEIIMBAHHCM B
TOMOTEHH3aTOPe, YIIFTPAa3BYKOBOM HJTH APYTHM COOTBETCTBYIOIIHM METOIOM ).

A.3 Cycrnensusa JomKHA pa30aBiAThCI B COOTBETCTBYIOIIECH CTEPUIIBHOM
pa30aBIAIOLIEH KUIKOCTH TaK, YTOOBl B [103aX, NpeAHA3HAYEHHBIX AT MOCEBA B
gamkax, Haxommiock oT 30 mo 300 kononmeoOpasyroumx emmany (KOE).
Yka3zaHHbIE JTO3BI CTEPHJIBHON JKHUAKOCTH JO/DKHBI OBITh JNHOO TepeMemmaHsl C
PaCIUIaBIICHHBIM TIATATEIGHBIM arapoM, JHOO TIOCESHBI B YaIIKH C TBEPIOH
MUATATeNILHOW cpeoi. M3roToBuTeaH OHOJMOTHYECKHX HHIAMKATOPOB AOJKHBI
yKa3aTh WA O0ECHEYHTh MOCTABKY COOTBETCTBYIOIICH CPEAbl W/HJIM MPHBECTH
TOJTHBIE TAHHBIC JUTS IPATOTOBJICHHUS TaKOH CPEIIBI.

A4 TllomemeHHple B 4amKH NPOOBl JOJDKHEI HWHKYOMpOBATHCS MPH

TEMIIEPATYPE U B TEUCHHE BPEMEHH, YCTAHOBJICHHBIX H3TOTOBATENEM.
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IIlpumevanus

1 OGBI4HO TemmepaTypa 1 BpeMsi HHKyOauuu cocTaBisiioT ot 55 no 60 °C e meHee
48 u mna TepMomIbHEIX opraHu3moB u ot 30 mo 37 °C He meHee 48 4 i Me30(MIBHBIX
OpraHU3MOB.

2 BhicbixaHue MUTaTeNbHBIX CPel MPH MOBHINIEHHBIX TEMIEPATypaxX WHKyOaruu

MOXET He6naronp1/1;rmo BJIMATH Ha POCT.

A5 Tlocne COOTBETCTBYIOIIETO NEPHOJA WHKYOAUMH JOJDKHO OBITH
MOJACYNTAHO KOJHMYECTBO KOJIOHHEOOPa3yOIMX EIWHHUI B YallKax ¥ IO HHM

BBIYHCJICHO CPEAHCE KOJIMYCCTBO BEIXKUBINHX TECT-MUKPOOPTraHU3MOB.
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Ipunoxenne B

(o0s13aTENILHOR)

Meton KpHBOI)'I BbIDKMBaHUA

MMpumeyanue — HneanbHas KpuBas BbDKHBaHMsS SIBJISETCS JIMHEHHOH BO BCEM
auanasoHe wHakTHBanud. Ha mpakTHke MMEIOT MECTO OTKJIOHEHHs OT 3TOro ujeaja, OJHAaKO
JIMHEHHOCTH JIOJUKHA COXPAHSTHCSA B NPHEMIIeMbIX mpexenax. IloctpoeHne KpuBOi BBDKHBAHHSA
METOZIOM TMpPSIMOTO  MOJACYETa IO3BOJIIET IPEACTaBUTh PE3UCTEHTHOCTb  IOMYJISILUH
uncieHHoCTHI0 Gonee 5 X 10", B To Bpems kak merony MPN (npunoxenne C) mo3sosser
HPENCTABUTb PE3UCTEHTHOCTD MOIYJISLHK YHCICHHOCTHIO MeHee 5 X 10°. Xopomras koppensuus
MEXy BeMUMHAMK ), MOJyueHHBIMH 3THMHM JByMsI METOAAMH, MO3BOJISIET YTBEPXKIAATb, 4YTO

CEPbE3HBIX OTKJIOHEHUI OT JUHEHHOCTH KPHBOIA BbDKMBAHUsI He HaOmoaeTcs.

B.1 Hccnemyempie mnpoObl moanexar o0paboTKe MNpH  CTyNEHYaTOM
BO3PACTaHUU SKCTIO3UIMH (BBIICPXKKH) B OTIPEJICNICHHBIX YCIOBHAX. JIomKeH ObITh
YCTAHOBJICH AMANa30H W3MEHEHMs sKcmo3unuu. Kaxaas SKCmosumus Wid 103a

JOJIXKHBI OTJIIMYATHCA OT npe)lbmymeﬁ Ha IMMOCTOAHHYIO BCJIMUHHY.

IIpumeuanue — TpeboBaHus k XapaKTepUCTHKaM aIIapaTypsl mpuseneHsl B ISO

11138-2 u ISO 11138-3.

B.2 JomxHbI OBITH KCIOIB30BAHBI HE MEHEE IIATH OSKCIIO3HIIHE, KOTOPHIE
JIOJIKHBI BKITIOUATH:

a)  OOHY SKCIO3HIMIO, B KOTOPOM mMpoba He MOABEPraeTcs BO3ACHCTBUIO
CTEPUIIM3YIOMIEr0 areHTa (CTEPWIIM3YIONIMA areHT MOXET OTCYTCTBOBATbh WIIH
MOJKET OBITh 3aMECHEH Ha ra3, He BhI3bIBAIOIINHN JICTATFHOTO AEHCTBUSA),

b)  cHmwkenue momyssiun 10 0,01 % MCXODHOTO MHOKYJIATA, O KpaiHe#

Mepe, TIPH OTHOM AKCIIO3HUIIHH.
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B.3 B ka)xa0# 3KCIO3WIUH JOJDKHO OBITH MCIOIB30BAHO HE MEHEE YEThIPEX
HMHOKYJIMPOBAaHHBIX HOCUTEIEH B KoM ompeneneHun. [Ipr kakaoi 3KCIO3UIIUN
JIOJDKHO OBITH TO JKE€ CaMO€ KOJIMYECTBO MMOBTOPHOCTEH.

B.4 Oto6panHbie poObI TONMKHBI ObITH 00paboTaHbl B TCUECHHUE 2 U TOCIE
3aBEPIICHUS] KKAOW 3KCMO3ULMH, YTOOBI YIAUTh TECT-MHKPOOPTAHWU3MBI W3
Hocutela. OnpeaeneHne Yucna BbKUBIIUX TECT-MAKPOOPTaHU3MOB JIOJDKHO OBITH
MPOBEACHO B CHCLMANBHBIX YCJIOBHAX KYJIHTHBHPOBAHHA TIO METOJaM,
YCTaHOBJICHHBIM H3TOTOBUTEJIEM.

B.5 Ilonp3ysch mMONy4eHHBIMH NAHHBIMH, CTPOMTCS KpHBAas 3aBUCHMOCTH
sorapudMa BEDKUBIICH TOMYJALMU OT BPEMEHH B MHHYTaX WIH YPOBHS JO3H B
JIMHEHHOM BHJI€ KPHBAs PErPECCHHU, MONB3YICh METOIOM HAMMEHBIIUX KBAAPATOB.
Touku ¢ maHHBIMH BbDKHBaeMocTH MeHee 0,5 yorapudma HauabHOM MOMYJISAIAH
HE JIOJIKHBI BKJIFOYATHCA B PETPECCHOHHBIN aHanwm3. [1o oTpuiaTelbHOMY HaKIIOHY
JIUHUM DPETPECCHU PACCUMTHIBACTCS BENMYMHA ) B MUHYTaX WIM B €IUHHIAX
MOTIIOIEHHON JTO3BI.

B.6 Koadduiment perpeccuut ITUHEHHOCTH KPUBOW BBDKHUBAHHS JIOJDKCH

OwITh He MeHee 0,8.
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Ipunoxenne C
(o0s13aTesIbHOE)

@OpakimoHHbIH HeraTHBHBIH aHau3 (Merog MPN it mociieoBaTeIbHOTO
OTIpeIeIeHUs BEIMYUHBL D ¢ HCMONB30BaHUEM OrpaHUueHHOro Meroaa Crnupmana-
Kap6epa)

IIpumeuanue — @pakiMoOHHbIE HETaTHBHBIC JAHHBIC NPUMEHSIOTCS I
OmpeneNeHus] BIMSHUS IPOLecca CTEPUNIM3AlMU Ha XapaKTePHCTHKH PE3HCTEHTHOCTH TECT-
MHUKPOOPraHM3MOB C [IOMOLIbIO MeTozia Hanboee BeposTHbIX Beanunn — MPN (Most Probable

Number).

C.1 Konrponupyembie mnpoObl AOMKHBI OBITH TOABEPTHYTH KPATHBIM
OKCTIO3WIMSIM B ONPEACTCHHBIX YCIOBUSAX BO3JACHCTBHA BCEX MEPEMEHHBIX
(hakTopoB mporiecca cTepUIM3aliY, UCKITI0Yasd NPOJO/DKUTENBHOCTD WIH YPOBEHB
J03bI BO3JCHCTBHUSA, KOTOPBIE OCTAIOTCS MOCTOSIHHBIMHU. B KakIoW 3KCHO3MIUHN
nomwkHO ObiTh He MeHee 20 moBTOpHOCTEH. Kaxkaplii mepuon SKCIO3MLMH WU
YPOBEHb O3Bl JOJDKEH OTIMYATHCS OT MPEABIAYIIErO Ha MOCTOSHHBIM HHTEpBai. B
KQXIOH OKCIIO3MLUH [IO/DKHO HCIOJIB30BaTbCd OJHO M TO JK€ KOJHYECTBO

MMOBTOPHOCTEH.

IIpumeuanue — TpeboBanus k paboTe HCHBITATEILHOrO OOOPYIOBaHMS

npusenensl B ISO 11138-2 u ISO 11138-3.

C.2 Tlocne 2 Y S5KCHO3MIMH KKABIH WHOKYJIHPOBAHHBIH HOCHUTENH B
aCeNTUYECKHX YCIOBHAX IOMEIACTCS B MPOOHPKY, COAEPKAIIYI0 aIeKBaTHOE
KOJIMYECTBO COOTBETCTBYIONICH CTEPHIILHOW MHTaTeNbHOH cpeapl. O0beM cpesbl
JIOJKeH OBITh OJAMHAKOB JUIA KaXKaod moBTOpHOCTH. Eciam muTatrenbHas cpena
BKJTIOYCHA HM3TOTOBUTENIEM B COCTaB OMOJIOTHYECKOTO HHAMKATOpa, TO
H3rOTOBHTEND JOJDKEH MPUIIOXKHTH HHCTPYKIIHH TO KYJBTHBHPOBAHHIO, a TaKKe
BBIJIaTh TpeOOBaHHA K THTATCILHOW CpeAe WIH yKa3aTh Ha BO3MOXHOCTH €€

npn06peTeHHs[ H/WITH MPUBECTHU UCUYECPIILIBAIOMIUE JAHHBIC AJIA €€ MPUTOTOBIICHHUA.
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C.3 VHokynupoBaHHbIE HOCHTEIH HMHKYOHUPYIOTCSI TIpH TeMIepaType,
PEKOMEH/I0BaHHOW m3rotoButesneM. KymbsTypsl HCCIEqyroTcs Ha POCT TECT-
MHKPOOPTraHMW3MOB 10 HMCTEYEHHH BpPEMEHH WHKYOAlMH, PEKOMEHIYEMOro
W3rOTOBHTENIEM. POCT TECT-MHUKpOOpraHu3Ma MOXKET OBITh YCTAHOBJIEH IO
MYTHOCTH THTATEIIFHOTO OyJIbOHA, TOBEPXHOCTHOMY pPOCTY Ha OyibOHE WIH
OCaXICHWIO HAa JHE MPOOMPKH B 3aBUCHMOCTH OT XapaKTEPHCTHK TECT-
MHKPOOpraHU3Ma.

C.4  PesyabraThl  cleAyeT — 3anuchiBaThb B BHAE  OTHOILIEHHA
HMHOKY/JIMPOBAHHBIX HOCHTEJCH C BBDKHBIIMMH TECT-MHKPOOPraHH3MaMH K
00IeMy YHCJIy HHOKYJHPOBAHHBIX HOCHTENCH, TMOABEPTHYTHIX BO3ACHCTBHIO

Kakao#t cyOneTasbHOM SKCIIO3UIINHY.
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IIpunosxenne D
(o0s13aTesIBHOE)

Pacuer BenmuumHbl D ¢ HCHIOTB30BaHUEM OTrPaHU4YCHHOI 0

metoaa Crnimpmana-Kapbepa
D.1 Pacuer Beymmuuns: D

IHpumeuanune — Orpanudennrii Meron Crnupmana-KapGepa (Spearman-Karber)
Tpebyer, uTOOBI MOCIENOBATENbHbIE HKCIO3ULHH OTIHYANINUCh OPYT OT APyra Ha MOCTOSHHBIH
HHTepBaN ¢ W B KAXKAOH OSKCIOSUIUM HCIONB30BAOCH ONHO M TO K€ HHCIO PEILIMK

(6roNOrHYeCKHX MHANKATOPOB) /.

D.1.1 Yto0sr oxBaTuTh (PpaKIAOHHO-HETATHBHYIO 06JIaCTh, HY>KHO BHIOpATh
WHTEPBAI 3KCMO3AINH WK ypoBHA 103 (U), Uy, ..., Uy). HauanpHas sxcnosunms
U1 Be1bupaercs Tak, 9Tobbl crepunu3yromuii a¢dexr 6bu1 paBeH Hyno wm » = 0.
Iocnenuss sxcmosurmsa Uy BeIOWpaeTcsa Takod, 4yToObl OB 0OCCIcUeH MOJTHBIH
crepwmsyonmii 3¢pdexT wm r = n. Tecr CUnTaeTCs NEHCTBHTEIBHBIM, €CIIH B
SKCIO3ULNH, TPEAIISCTBYIOMEH {/1, OTCYTCTBYIOT OTPHLATEBHEIEC (CTEPHUITBHEIC)
enuHAIB (F = 0) m B 3Kcmo3uium, cieayoomei 3a Uy, MPUCYTCTBYIOT TOJNBKO
OTPHLIATE/IBHBIE €QUHHLBI (7 = 11). [Ipr 5TOM B ABYX NPOMEXYTOUYHBIX HHTEPBAIAX
vexay Uy Uy (tme 0 < 1 < n) A0IDKHBL OBITH BE 3HAUMMEBIE MPOOEL. 3ateM
paccUMTHIBAETCA CpPERHAA OSKCIO3MIMWA [0 JOCTIIKEHWS CTEPHIBHOCTH WIH
orpaHmIeHHOro mokasatens Crmpmana-Kapbepa mo dopmyie

k=1
Usk:Uk_i_'ci Ua
2 noH

rne Uy — CpemHAA SKCIO3WLHA JO INOCTIDKCHUS CTEPINIBHOCTH (OLEHKA
orpaHmdeHHOro mokasarens Crnupmana-KapGepa);

Ur — mnepBas 5KCIO3HINA, B KOTOPOH HaOMIONAIOTCS BCE CTEPUIILHEIC
PeIUHKY, 7 = 1,
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d — WHTEpBajl BPSMCHHU WINM O3Bl MEXY SKCIIO3UIUAMU,
n — YHCIO pemidKk (OHOJOTMYECKWX HHIWKATOPOB) B KAKIOH
SKCTO3HUIIHH;
7i{ — UUCIIO CTEPHIIBHBIX PEIUINK B KaXKI0H SKCIO3ULIMH;
U, - camas mauTeabHAd SKCIO3WINA, B KOTOpOH HE HAOMOTaroTCs
OTpHUATENbHBIE OHOJIOTHIECKIE HHAUKATOPEL, = (;
U1 — axcnio3utius, npeamectsyomas Uy ;
Y ¥ — CYyMMa CTEPUIIbHBIX PEIUTHK (7) BO BCEX IKCMO3MLMAX Mexay Ui
1 Up1.
D.1.2 Benuuuna 1D paccuuThBacTCs MO GopMyIie

U,

Si

D=— s .
1IgNo +0,2507

rae Usk — CPCOHCC 3HAYCHHE JSKCNO3ULHMH A0 AOCTHIKCHUA CTCPUIIBHOCTH,
MOJTydeHHOE M3 TPEABIAYIel (hOpMYJIBI;
Ny — cpellHee YHCIIO JKUBBIX CHOP B pacueTe Ha OOWH OHMOJIOTHYECKHI
HHIUKATOP, ONPECACICHHOC 10 BCEMY KOJIMYCCTBY JKHUBBIX CITIOP.

D.2 Pacuer aucnepcum Uy, CTaHAAPTHOTO OTKJIOHEHHSI U
AOBEPUTEJIbLHOI0 HHTEPBaAJIA ¢ MOMOIIBIO METOAA Cnan&Ha-Kapﬁepa

IIpumeuanue —Pacuer no merony Cnupmana-Kapbepa mnossossier yCTaHOBHTH
Bapuaunio Ug u, B CBOIO O4epenb, pacCUUTaTh CTAHAAPTHOE OTKIOHEHHE M JOBEPUTENbHBIA

HUHTEpBaJL.

D.2.1 Oucnepcus Uy, T.e. (Ug) paccuuteiBaetcs mo ¢opmye

d2 k-1

> r(n-r),

(Usk) = nz(n_l) ~

rac d— HWHTCPBAJI BDEMEHU HUJIA OO3bI MCKIOY SKCIIO3UITUAMHU,

1 — 4ucio mpod (PETUTHK) B KaX10H 3KCIIO3HUIINH,



TOCT ISO 11138-1—2012
¥; — YHCJIO CTEPUIIBHBIX PETJIMK B KaKIOH SKCIIO3HIIHH,

L

k-1
X nr-r)

i=i — CyMMa BCIIMYWH, TOJTYYCHHAA YMHOXCHUEM 7; Ha

(n—ry) mia xaxaoit sxcrosumuu U Mexay U u Uy,

D.2.2 CranpaptHoe otkiionenne Ug(SDysx) paccuurbiBaercs 1no Gpopmyie

SDU_* =4 VU“ .

D.2.3 Tomp3yACh BEPXHAM W HIDKHUM JOBEPUTCIBHBIME Tipenenamu Uy

paBHB Ug % 2SDyg; p=0.95), paccumThiBacTCs HIDKHHN H BEPXHUI
JIOBEPHUTENIBHBIE mpeAenbl il D!

HUXKHUE TOBEpUTETBHBIHN mpenen Uy

P
" gl +0,2507 °

BEPXHUH NOBepUTENbHBIN npenen Uy

Uy + 28Dy,
& gy + 0,2507
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Ipunoxenne E
(o0s13aTesIbHOE)

XapakTepUCTUKH BHIKUBAHUSA—THOETH

Ilpumeuanue — KOHTPONb XapaKTEPUCTHK BBDKHBAHHA—THOENH C MOMOILIBIO
OGonpmioro  yucna  OMONOrMYECKMX  OPOO  SIBISIETCS  AOMOJHHUTENBHBIM — CPENCTBOM,

rapaHTUPYIOIUM NOCTOAHCTBO XapaKTCPUCTUK BCEX €AUHUIL] B Ka)kmoi JaHHOM cepuun.

E.1 3nauennsa enuuwmHbl D, BBIUMCIECHHBIE MO0 W3 KPUBOW BBDKHUBAHUA,
b0 IyTeM UCIOIb30BAaHUA MeETOAa (PAKIMOHHOTO HETAaTHBHOTO aHAIH3a
(mpunoskenuss B m D), mOMKHBI MCMIONB30BATHCS I pacyeTa BPEMEHH (Z103B1)
BBDKHUBAHMS U BPEMEHHU (103b1) THOEH.

E.2 JIns monmydyeHWsi HAIEKHBIX BEJIMUHMH BPEMEHH ([103bI) BHDKHBAHUS U
BPEMEHM (J103b1) THOCIH CJICAYET HCIIOJIb30BaTh He MeHee 50 mpo0.

E.3 Jln1 XapakTepUCTUKU BPEMEHH (703b1) BBKHBAHWS W BPEMCHH (HO3bI)
rubenu HeoOxomumo He MeHee 50 mpod. XapakTepuCTHKA BBDKMBAHUA — 3TO
(ukcupoBaHHAs OKCIO3MLHKSA BPEMEHH (103bI), KOTOPOH COOTBETCTBYET
OIPEJIETICHHOE KOMWYECTBO BBDKMBIIMX OPraHM3MOB B Ka)XIOH €IHHUIIE MPOOHI.
XapakTepucTHKa BpeMEHH (H03b1) THOETH — 3TO (PUKCHPOBAHHAA SKCIO3HLHA
BPEMEHH (Z103blI), KOTOPOH COOTBETCTBYET MOJiHAas THOENb BCEX OPraHH3MOB B
KaQXI0W STMHUTIE TIPOOHI.

E.4 XapakTepucTUKH BBDKHBAaHHS — THOCIH OOJDKHBI ONPENENATHCA B
pe3ucTomMepe OMONOTHIECKHX WHAWKATOpOB. [lepro/pl BpeMeHN/ 03kl BBKHBAHUA
— rulenu onpeAesaoTCsA CiieAYIOIIM 00pa3oM:

Bpewms (no3a) BepkuBanusa > D (Ig Ny — 2),

rae Ny — MCXOIHOE KOJTHYECTBO OPraHHU3MOB.

Bpems (n03a) rudemm <1g (Ny + 4).

IMIpumeuanue — Yncno npob, B3sThIX Wi Kaxkaoil Skcros3uimu, OyaeT 3aBUCeTh

KaK OT MPOM3BOAUTEILHOCTH, TAK H OT pabouMx XapaKTEePHCTHUK HCHOJIB3YEMOro PE3HCTOMEpa
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OMOJIOTHYECKHX WHAUKATOPOB. HHOFZ[a CJIEAYET BBINIOJIHUTL HECKOJIBKO MPEABAPUTEIBbHBIX
IKCMO3ULUN  JJIst BpeMeHH/Z[O3 KakKk JOjid BBbDKHBAHUA, TaK H 1"I/I66J'II/I7 Y4TOOBI OIIpEACINUTD

HeoOxomuMoe obiiee KOI4ecTBo mpod.
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IIpuno:kenue F
(cpaBouHoe)

OmnpeneneHue FHTHOUPOBAHKS POCTA MATSPHAIIAME HOCHTEIICH 1

TICPBUYHBIX YIIAKOBOK BO BPEMS CTCPHITU3ALTNHA

F.1 Marepuaisr

F.1.1 Cycnensus TecT-MUKPOOPraHU3MOB OJJHOTO IITAMMA, IIPUTOTOBICHHAS
TEM K€ CIocOOOM, HYTO W TECT-MHUKPOOPTAHW3MEI, NPEAHA3HAUCHHBIE IS
HHOKYJSUHH Hocutenell. CycneH3msi NOMDKHA COCTOSTh W3 MHKPOOPTaHH3MOB
M3BECTHOH MOMYJISALAN, ONpPEIeNiCHHas TO YHCIY >KUBBIX MHKPOOPTAaHH3MOB,
TIO3BOJIAIONIAs BHIASTUTH WX B KomuuecTse OT 10 go 100 equHwmL.

F.1.2 Pe3ucromep AOIKEH COOTBETCTBOBATh TPEOOBAHUAM, ONPEACIICHHBIM
B MOCJICAYIOIIMX TACTAX HACTOSAMICTO CTAHAPTA.

F.13 TIllurtarenbHas cpesa —  KakK  OMNPENENIEHO  YCIOBHAMH
KyJIbTUBUPOBAHHAS.

F.1.4 Vcranoska mni MHKYOUPOBaHHA ¢ KOHTPOJIEM TEMIEpaTypbl — Kak
OTIPEIENICHO YCIOBHAMHU UHKYOUPOBaHUS.

F.2 Meron onpenenenus

F2.1 TlpencraBurenbHoe KkonudecTBO w3 12 HEHHOKYJIHPOBAHHBIX
HOCHTeJICH pa3jeNuTh Ha IIECTh IPYMN MO ABa HocurensA. [IpUroTOBHTH ACBATH
KOHTEHHEPOB C MATATENBHON Cpenoi (cpenoii pocra).

F.2.2 YnakoBarh KaXIbIH U3 ABYX HOCUTENEH KOKAOH U3 3THX TPEX IPYIII B
MaTepuali, MCHOJIb3yEeMBIil 11 M3TOTOBJICHHA OHOJIOTHYECKHX HHIWKATOPOB, W
MOBEPTHYTH WX CTEPUIIA3ALIUH.

F.2.3 YcranoButs paboune ycnoBus B pesucromepe no ISO 11138-2 u ISO
11138-3.

F.2.4 Tlocne 3aBepleHus mpolLecca Kak MOXHO ObICTpee, HO HE MO3THEE

geM uepe3 120 MuH, pa3BepHYTh HOCUTENM M B ACENTHUYCCKAX YCIIOBHIX
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MEPEHECTH B MUTATENbHYIO CpPEeAy, HE TONBEpras WX TPH STOM HEMEUTEHHOH
obOpabotke. 3anmcaTh BpeMs, HEOOXOTUMOE IS TIOJIHOM HEPEIaUM.

F.2.5 Tlomectutp omHy rpymmy MO JBa HOCHTENS B KAXKABIA W3 TpexX
KOHTEHHEPOB € TNHUTATENbHON CpefoH, TpeaBapUTENbHO WHKYOWpOBaHHON TpHU
COOTBETCTBYIOIIECH TeMmeparype. HMHKyOMpoBaTh NMTATENbHYIO Cpedy MpH
YCTaHOBNICHHOH TeMIiepaType B T€YECHHE 2 9, YTOOBI MO3BOJIATH HATHOUPYIOIIUM
BEIECTBAM JICCOPOUPOBATECA U3 HOCUTeNel. W3Bieub OMTATENBbHYIO Cpeay U3
m—u(y6aT0pa W UHOKYJIHPOBATb €€ TaKUM KOJIWYECCTBOM CYCIICH3HM TECT-
MHKPOOPTaHU3MOB, KOoTOpoe comepxkuT ot 10 mo 100 TecT-MHKPOOPraHW3MOB.
BepHyTs HHOKYIHPOBAHHYIO NMHTATEINBHYIO CPEQy B MHKYOATOp W WHKYOHPOBAThH
€e B TEYCHHE BPEMEHH, YCTAHOBIICHHOTO H3TOTOBHTENEM IS pETCHEPAIUd
OHMOTOTHIECKIX HHAUKATOPOB TIPH HOPMAJIBHBIX YCIIOBHAX WX MCIOJIb30BAHUS.

F.2.6 OrtpunarencHeiii KOHTPOJb. TMOMECTHTH OJHY TpYIy IO ABa
HOCHTEJIA, HE IMOABEPTHYTHIX CTEPWIM3ALMU, B KXl M3 TPEX KOHTEHHEPOB C
MUTATENbHON Cpenol, HHKYOMPOBAHHOW B TE€UEHHE 2 U, HHOKYJIUPOBATh WX TECT-
MuKpoopranmsmamu B koymmdectse oT 10 mo 100 m uHKYOHpOBaTh B TEUCHHE
MEPUOAA BPEMEHH, YCTAHOBJIEHHOIO H3TOTOBHUTENIEM, M B TEX JK€ YCJIOBHIX,
YIIOMSHYTHIX BBIIIIE.

F.2.7 TlonoxuTenbHbli KOHTPOJb: HMHKYOWpOBaTh TpU KOHTEWHepa ¢
TUTATEIBHON Cpeioii B TeUCHHE 2 4, HHOKYJIHPOBATh X TECT-MUKPOOPTaHU3MaMH
B kojmmaectBe oT 10 10 100 exuuuI 1 MHKYOHUPOBATh TAK K€, KAK YKa3aHO BHILIE.

F.2.8 Tlocme okOHYaHWS YCTAaHOBJIEHHOTO TIEPUOAA PETCHEPAIMH H3BIICYD
BCE JEBATH KOHTCHHEPOB M3 MHKY0AaTOpa M WCCIEIOBAaTh MX HA HAJIMYHE >KUBBIX
OPraiu3MOB B COOTBETCTBHMH C HHCTPYKIAAMHU U3rOTOBUTEIA.

F29 3anmcatp pe3ynpTaThl HAIMYAA H OTCYTCTBHSA pOCTa TECT-
MUKPOOPTaHHU3MOB.

F.3 UnTepnperanms pe3ynbTaToB

F.3.1 Ecm oTcyTcTBHE pOCTa OTMEUAETCS B OMHOM HJIH 00JIee TO3SHTHBHEIX

KOHTPOJIBHBIX 06pa3uax, HCHbITAHUE CUMTACTCS HEACHCTBUTEIbHBIM.
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Ilpumedanue — OTCYTCTBHE POCTA B MO3UTHBHOM KOHTPOJIE MOXKET OOBSICHATHCA
OmMOKOH  KOHTPOJNS TMOMYJSIIMH  TECT-MHKPOOPraHW3MOB WM HECOOTBETCTBYIOIMMHM

YCIOBHSIMHU pereHepaiuy (MUTaTenbHas cpesia, TeMneparypa 1 T.1.).

F3.2 Ecmu orcyrctBue pocra HaOmomaercss B OXHOM wiH Ooee
OTPHLIATENIFHEIX KOHTPOJBHBIX 00pa3IioB, HOCUTENh HE MOXET CUHMTAThCS
OPUTOOHBIM U1 M3TOTOBJIEHHS ~ HHOKYJMPOBAHHBIX ~ HOCHTENEH  WIH

OHOJIOTHUECKHX HWHIUKATOPOB.

Npumeuanue — OTCYTCTBHE POCTa B OTPHUIATENBHBIX KOHTPOJIBHBIX 00pa3sLax Ipu
HAJIMYUY POCTA B MOJIOXKUTEIBHBIX KOHTPOJBHBIX 00pa3liax MOXKET 03Ha4aThb, YTO MaTepUal, H3

KOTOPOIr'0 U3rOTOBJICH HOCUTEIb, CaM SABJISIETCA I/IHI‘I/I6I/ITOpOM pocTa TeCT-MUKPOOPraHu3MoOB.

F.3.3 Ecam oTcyTcTBHE pocTa HAOMIOAAETCS B OJJTHOM WA 00Jiee UCTIBITAaHHA
HOCHTEJIeH, TOABEPTHYTHIX CTEPUIIM3AIIAN, HOCHTENh HE MOXKET CUMTAThCA
MPUTOAHBIM  JUIA ~ W3TOTOBJICHWS  WHOKYJIMPOBAHHBIX  HOCUTENEH  WIH

OHOIOTHYECKUX HWHAUKATOPOB.

IIpumeuanue — OTCyICTBHE pPOCTA MOXET OOBSCHATBCS BBICOKHM YPOBHEM
ancopbripn/abcopOrmy  CTEPIIM3YIOIIEr0 areHTa WiIKd Oerpajanuell mMarepuaia HOCHTENsS! BO

BpEMSI IIPOLIECCA CTEPUITH3ALIUH

F.4 Omnpeneneane WHrHOMPOBAHWUSA POCTA, BHI3BAHHOTO MAaTepHajlaMHU
YTIaKOBKH

OO6pazmsl MaTeprana NMepBUYHON YITAKOBKH MOTYT OBITh UCIBITAHBI TEM K€
crioco6om, uro u Hocutenb (F.1 — F.3).

OOpazeny wactTm MaTepuaja TEPBUYHOM YMAaKOBKH JOJDKEH  OBIThH
JOCTAaTOUYHBIM Il TIOTPYXKECHUA B THTATENBHYIO Cpeay OO0BEMOM, pPaBHBIM
YABOCHHOMY O00BEMY IIMTATEeIBHOM cpeapl, HEOOXOaUMOW UIsI HOPMAIBHOTO
KOHTAaKTa ¢ HHOKYJIMPOBAHHBIM HOCHTEJIEM, WK [UI aBTOHOMHBIX OMOJIOTMUECKHAX
WHAAKATOPOB B O00BEME, SKBUBAJICHTHOM [UI1 HOPMAJIBHOTO KOHTaKTa C

MATATEIILHON CPeaoH.
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IIpunoxenue 1A

(cmpaBo4HoOE)

CBe/ieHH$1 0 COOTBETCTBHAH MEKT0CY/JAPCTBEHHBIX CTAHAAPTOB

CCBLJIOYHBIM MEXKAYHAPOAHBIM CTAaHAAPTAM

Tabnuna JIA.1
O6o3HaueHue 1 Crenenn O6o3HaueHHe U HAUMEHOBAHKE
HAaHMEHOBAHHE COOTBET- MEXrOCyIapCTBEHHOTO CTaHAapTa
MCEXTyHAPOJIHOTO CTAHIApTa | CTBHS
ISO 9002:1994 - *
Cucrembl kauecTsa. Moaenp
Ut 0OeCTIeYeHUsT KauecTBa
IIPH TIPOM3BOACTBE, MOHTAXKE
¥ 00CITyXKUBaHUH
ISO 11138-2:1994 1IDT TOCT ISO 11138-2-2012
Crepwim3anusa MeInuAHCKON Crepunmzanus METUIAHCKO#H
MpOAYKIMH. bruosornuecke TPOAYKITHH. Bronornyeckue
vHAUKaTOpHl. YacTs 2. wHrKaropel. Yacts 2. buojormueckue
Buonornveckne HHIAKATOPHI HMH/IAKATOPBI JUTSE CTEpUITU3ALIIH
JUTA CTEPUITU3AIAA OKCHIOM OKCHJIOM STHJICHA
STHJICHA
ISO 11138-3:1995 IDT T'OCT ISO 11138-3-2012 Crepunusarpys

Crepwinzanusa MeIUITMHCKOH
MPOAYKIMH. Bruosoruueckue
WHIUKATOPHL. YacTs 3.
Buonornueckne MHIAKATOPHI
JUIA CTEPUITU3AINN BITAYKHBIM
TEIIOM

MEUIUHCKON MPOLAYKIHUH.
Buonornueckue uHAMKATOphl. Yacts 3.
Buonornaeckue HHAMKATOPBI it
CTEpHIIU3AIINH BJIAKHBIM TEILIOM

* COOTBETCTBYIOIMI MEKIOCYJAPCTBCHHBIN CTaHaapT orcyrcTByer. Jlo ero  yTBepxKISHHs
PEKOMEHIYETCA HCIIONB30BATh MEPCBO/ HA PYCCKHMH A3BIK JAHHOTO MEXAyHapoaHoro craHaapra. [lepeson
JaHHOTO MCKIYHAPOJHOTO cTaHAapra Haxoautcs B PdeacpanbHom HHGOPMAHOHHOM (GOHIE TEXHHIECKHX

PCriIaMCHTOB U CTaHAAPTOB.

11 PUHMCYAHHC — B mHacrosmmem CTaHJAPTEC HCHONB30BAHO CICAYIOMEC YCIOBHOC 0003HaYEHHE

CTCIICHH COOTBCTCTBHS CTAHAAPTA:
— IDT — uacHTHYHEIC CTAHAAPTHI.
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YK 637.132.4:715.478:658.513:006.354 MKC 11.080 P26 IDT

KiroueBble cnoBa: MenWIMHCKAs MPOAYKLMS, CTEPUIM3ALMs, OHOJOTHYECKHE
HHAMKATOPBI, crHenupuKanyu, TpeOOBaHHWSA K M3TOTOBIEHHIO, MAapKUPOBKA,
YHaKOBKa
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