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Mpegucnosue

Llenn, OCHOBHble MPUHUMMbLI W MOPSAOK MpPOBeAeHUss paboT Mo  MeXrocyfapCTBEHHOM
CTaHgapTmsaumm yctaHosneHbl FTOCT 1.0 92 «MexrocygapCTBeHHaa cucTema CTaHgapTusaunn.
OcHOBHble MonoxeHnsa» u FTOCT 1.2—2009 «MexrocygapcTBeHHaa cucTeMa CTaHgapTu3auuu.
CTaHapTbl  MeXrocyfapCTBeHHble, MpaBWia W  PeKOMEeHZAuUM M0 MeXrocyapCcTBeHHOM
cTaHgapTusauumm. lMNMpaswna paspaboTKu, NPUHATUSA, NPUMEHEHNS, OOGHOB/IEHUSI N OTMEHbI»

CsefeHuu o crangapre

1 TOAIrOTOBJ/IEH ®defepanbHbIM  rocyAapCTBEHHbLIM  YHUTaAPHbIM  MPEeANPUATUEM
«BCePOCCUICKUIA  Hay4YHO-MUCCMefOBaTEeNbCKUIA  UHCTUTYT CTaHjapTv3aumMmM W cepTudmnkaumn B
MalumHocTpoeHun» (BHUHMJILL)

2 BHECEH ®egepasibHbIM areHTCTBOM M0 TEXHWYECKOMY Pery/iMpoBaHuio U METPOIormu
(FoccTtaHpapT)

3 TIPMHAT MexrocyfapCcTBeHHbIM COBETOM MO CTaHapTusauuim, MeTposiormm wu
cepTudmkaumm (npotokon Ne 41-2012 ot 24 mas 2012 roga)

3a NpUHSTViE CTaHAapPTa NPOro/I0CoBasIA:

KpaTkoe HaMMeHOBaHMe CTpaHbl Kopa cTpaHbl no CokpalleHHOe HaMeHoBaHWe
Ho MK (MCO 3166) 004—97 MK (MCO 3166) HaLMOHaNbHOI0 opraHa
004-97 Mo ctaHjapTmsaumnm
N3epoanpkaric kas t'ecnyonuka AZ. AscTaHfapT
Pecny6nuka [lomeHuns AM MHHTOOrsKoHOM0a3BUTUA
Pecny6nuka Benapycb BY MocctaHgapT Pecny6nvku benapycb
Kblprbisckas Pecny6nvka KG Kblproi3ctaHnaot
Pecny6nvnka Mongosa MD Mongosa-CtaHgapT
Poccuiickan depepaums RU [MoccTaHgapT
Pecny6nvka TamknkucTaH T TampKHKCTaHaapT
Pecny6nuka KasaxctaH KZ MocctaHgapT Pecny6nukun KasaxcraH
TypKmeHuCTaH ™ MnaBroccay>x6a «TypKMeHCTaHanTaanb»
Pecny6nvka Y3bekuctaH uz Y3ctaHganT

4 Mpukasom PefepasibHOr0 areHTCTBa MO TEXHWUYECKOMY PeryivMpoBaHUI0O U MeTPONIornm
oT 19 pgekabps 2012 r. M 1921-cT MeXrocyfapcTBeHHbI ctaHgapT FOCT I1SO 11138-1-2012

BBeAEeH B [AeiCTBMEe B KayeCTBe HalLMOHa/IbHOro cTtaHgapTa Poccuiickoii degepaunn ¢ 1 sHBapsi
2015 .

5 HactoAawmin cTtaHgapT WAEHTUYEH MeXAyHapogHoMmy cTaHgapty ISO  11138-1:1994
Sterilization of health care products - Biological indicators - Part 1. General requirements
(Ctepunusaums  MefuULMHCKOW npogykumn. Buonornyeckme wHamkatopbl. Yacte . O6uwme
TpeboBaHuA).

CTeneHb COOTBETCTBUA - MAeHTUYHasA (1DT).

CraHfapT NoArotosneH Ha ocHoBe npumMeHeHna MOCT P IC'O 11138-1-2000.

CBefieH/st 0 COOTBETCTBUM MEXIOCYAapCTBEHHbIX CTaHAAPTOB CCbIIOUYHbIM MEXAYHAPOLHbIM
CTaHAapTam MNpvBefeHbl B AOMO/THUTE/IbHOM NMpuioXeHun JA.

6 BBEJEH BIMEPBbIE

ViHdhopmauymsi o BeefieHun B feiicTBue (MpekpalleHun AeiiCTBMA) HacTOAWEro cTaHgapTa nybnumkyeTcs B
yKazaTene «HaunoHa/bHble CTaHAapTbi».

WHhopmaums 06 M3MEHEHWAX K HACTOsALLEMY CTaHLap Ty Ny6nnMKyeTcs B ykasaTene «HaunoHanbHble
CTaHAapTbl», a TeKCT W3MEHeHUA - B MHOPMALMOHHBIX yKasaTensax «HauuoHanbHble CTaHAapThbi». B
cflyyae nepecmMoTpa WM OTMeHbl HAacTOALWEro CTaH4apTa COOTBETCTBYWLWAs MHpopmauus 6ymeT
ony6n1koBaHa B MHhOpMaLMOHHOM YKasaTene «HauyoHanbHble CTaHAapTbix.

© CrtaHpapTuHgopm, 2013
W Poccuiickoli  degepaupmyt  HaCTOALMIA - CTaHAAPT He MOXET ObITb MOMHOCTBIO WM YaCTUYHO

BOCMNPOU3BELEH, TUPaXKMpoBaH W pPacrnpocTpaHeH B KayecTse O(bI/ILI'I/IaJ'IbHOFO n3pgaHna 6e3 paspeLleHnsA
defepasibHOro areHTCTBa Mo TEXHUYECKOMY PerynmpoBaHnio U MeTPOJIOMN.
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BBeneHune

Buonornyeckne WHAMKATOPbI WCMONL3YKOTCA AN  OUEHKM 3((EeKTUBHOCTU
npowecca cTepunnsauny MeauLMHCKON NPOLYKUUM 1 ApYTuX ueneid. K MeLuunHCKOW
NPOAYKLUNN OTHOCAT NNEKapCTBEHHbIE CPeACcTBa U MeAULUHCKME U3aenus.

MpyMeHeHWe OMONOTMYECKUX WHAMKATOPOB OMpeaeneHo W3roTOBUTENEM U
yKazaHO B MapKupoBke. KIcrosib3oBaHWE HECOOTBETCTBYHOWMX WHAMKATOPOB MOXET
NMPUBECTU K OLUMOOYHBIM pe3y/ibTaTam.

Buonornyeckne MHANKaTOPbI AO/MKHLI BCErAa UCMONb30BaTLCA B KOMOUHALNN C
hunsmyeckum UMM - XMMUYECKUM KOHTPONeM  3((PpeKTMBHOCTM  npouecca
cTepunusaumn. Ecnm  konebaHmsi  (M3MKO-XMMUYECKUX MOKasaTefein npouecca
CTepunn3aunm BbIXOLAAT 3a JOMYCTUMble Npeaesnbl, Mpouecc cTepuausaumy Bcerga
[O/MKEH paccMaTpuBaTbCA Kak Heya0BNeTBOPUTE/IbHbIA He3aBUCUMO OT pe3y/bTaToB
KOHTPONS C NOMOLLbI GUONOTMYECKUX MHANKATOPOB.

AP heKTUBHOCTL OGMONOTMYECKUX WHAMKATOPOB MOXET 3aBUCETb OT YC/0BWUI
XpaHeHns L0 MOMEHTa UX MPUMEHEHWS, METOLOB MPUMEHEHUS WU LeWACTBMIA nocne
3aBeplleHns  npouecca. 1oaToMy  He06XO4MMO  BbIMONHATL  PEKOMEHAAUUK
N3roTOBUTENA B OTHOLUEHWM XPaHEHUs U NPUMEHeHWs. Bruonornyeckne UHLMKaTopbl
AO/MKHbI ObITb NepeaaHbl 414 1abopaTOPHOro KOHTPONS KakK MOXHO CKopee nocne ux
MCrosfb3oBaHMs B Mpouecce cTepunusauun. He  JonyckaeTcs  MCNONb30BaTb
ovonornyeckne WHAMKATOPblI MOCME UCTEYEHUs CpokKa TFOAHOCTU, YKa3aHHOro
N3roTOBUTENEM.

OueHKa 3 (heKTUBHOCTN NPOLECCOB CTEPUNN3ALUN C NMOMOLLbLIO BUONOrNYECKUX
NHLMNKaTOPOB [0/KHA BbIMO/THATLCS nepcoHanom, NOAr0TOB/IEHHbIM

COOTBETCTBYIOLLMM 06pasoM.
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MEXTIOCYAAPCTBEHHGBIN CTAHAOAPT

CTepunmsaumsi MeAULMHCKOM NpoayKumm

BNOTOITMYECKVME MHONKATOPDI
Yactb 1

TexHnyeckune TpeboBaHUA

Sterilization of health care products. Biological indicators. Part 1
Technical requirements
[Jarta BeefeHunsa - 2015-0 1-01
1 O6nactb NpUMeEHEHNA
11 Hactoawuii  ctaHgapT ycTaHaBnuBaeT o0wwue TpeboBaHUA
NMPOV3BOACTBY, MapKupoBke © paboTe 0060pyAOBaHUS NpU  U3rOTOBEHWUU
6M0NOrNYECKNX WMHANKATOPOB WU CYCMEH3UIA, MPUMEHSIEMbIX ANA BanMgauum u

KOHTPONS MPOLLECCOB CTEPUIN3ALINMN.

MpumMmeyaHne — KOHKpPETHbIE TPEGOBAHUS K BUONOTMUECKUM MHAMKATOpaM Ans

onpegeneHHbIX BULoB ctepuansaymm —no 1ISO 11138-2 n 1SO 11138-3.

CTaHOapT He COAepPXMT TpeGoBaHWIA K NPOAYKLUMMW, HenocpeacTBEHHO
WHOKY/IMPOBaHHO MWUKPOOPraHu3Mamu, MEeTOAMKaM KyNbTUBMPOBAHMSA
XWN3HECNOCOOHbIX MUKPOOPraHN3MOB, a TakKXe K G1ONIOrMYecKMM MHAMKaTopam, B
KOTOpPbIX WCMOMb3yKOT 60Nee OAHOrO BMAA WM LITaMMa MWKPOOPraHW3MOB,

WHOKY/TIMPOBaHHbLIX B HOCUTENE.
2 HopmMaTtuBHbIe CCbI/IKN
B HacToAwem cTaHAapTe MUCMNOMb30BaHbl  CCbUIKM  Ha  chnepgytolyue

CTaHAapThl:

W3paHve opuumnansHoe

K
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ISO 9002:1994 Quality systems - Model for quality assurance in production,
installation and servicing (Cuctembl KauyecTBa. Mogenb Ans 06ecrneveHus
KayecTBa Npu MPOM3BOACTBE, MOHTaXeE N 06CNYXMBaHNW)

ISO 11138-2:1994 Sterilization of health care products. Biological
indicators. Part 2. Biological indicators for ethylene oxide sterilization
(Ctepunuszauma MeaMLUUHCKON NpoayKuun. bruonornyeckne nHankatopsl. Yacts 2.
Bronornyeckne MHANKATOPbI ANS CTEPUNN3ALUM OKCUAOM 3TUEHA)

ISO 11138-3:1995 Sterilization of health care products. Biological
indicators. Part 3. Biological indicators for moist heat sterilization (Ctepunusayus
MeANLINHCKO NpPoAyKuMN. bruonoruyeckne NHAMKATOPbI. Yacte 3.

Bunonornyeckue MHOWKaTOPbI ANna ctepuinsaunin BiaXXHblM TEI'U'IOM)

3 OnpegeneHusa

B HacToAlwem cTaHAapTe MPUMEHSAOT TEPMUHbI C COOTBETCTBYHOLLUMM
ornpeseneHnsamMu:

31 o6uonornyecknin nHgnkatop — BW (biological indicator — BI):
[OTOBbIi K NPUMEHEHUID WMHOKY/MPOBaHHbIA HOCMTENb B MEPBUYHON YNaKOBKe,
obecneymBaroLLMii  OMpefenieHHY  Pe3UCTeHTHOCTb  (YCTOMYMBOCTb) K
KOHKPETHOMY PeXumy CTepununsauum.

3.2 HocuTenb (carrier): YaepuBawLWWA  MaTepuan, Ha KOTOpbIi
HaHeCeHbl TECT-MUKPOOPTraHU3MbI.

3.3 nepBuYHada ynakoBka (primary pack): Cuctema, npegoxpaHstolas
WHOKYNIMPOBaHHbIA HOCUTENb OT MOBPEXAEHUA W KOHTaMMHAUMMW, HO He
NpenaTCTBYIOLLAasA MPOHUKHOBEHUIO CTEPU/IN3YIOLLErO areHTa (areHToB).

3.4 BTOpuMYHas ynakoBKa (secondary pack): YnakoBoyHas Tapa, B
KOTOPYK MNOMeLLEeHbl OMONOrMYecKkne WHAUKATOPbI ANS TPAHCMNOPTMPOBAaHUA W

XPaHEHUA.
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3.5  MHOKYy.WpoBaHHbIN HocuTenb (inoculated carrier): Hocutenb, Ha
KOTOpbI HaHeCeHO onpefe/ieHHOe KOIMYeCcTBO TeCT-MUKPOOPraHN3MOB.

3.6 TecT-MUKpPOOPraHu3m (test organism): MwuKpoopraHusm,
MCNO/b3YeMbIiA ANS U3rOTOBNEHUS WHOKY/TMPOBAHHbLIX HOCUTENENA.

3.7 4ncno XuBbIX TecT-MUKpoopraHmamoB (viable test organism
count): Yuncno XuBbIX TECT-MUKPOOPraHNU3MOB B eiHULEe 06beMa CyCcrneH3un unm
Ha MHOKYNHPOBaHHOM HOCWUTEfe, OnpeaenseMoe No pocTy AUCKPETHbIX KONOHWIA
npv onpesieneHHbIX YCOBUAX KY/IbTUBMPOBAHMS.

3.8 wuHakTtuBauusa (inactivation): [loTepa TecT-MMKpOOpraHvsmamu
CNOCOBHOCTU K POCTY, NPOpacTaHWi U/MNN PasMHOXEHUIO NpU OnpeAeneHHbIX
YC/I0BUSIX KY/NbTUBUPOBaHWS.

3.9 ycnoBua KynbTMBMpOBaHUA (culture conditions): Yka3aHHas
M3roToBUTENEM KOMOMHaUMs YCnoBuiA fns obecneyvyeHWss pocTa, nNpopacTaHms
n/vnn pasmMHOXeHUs TeCcT-MUKPOOPraHNM3MOB, BK/OYAKOLWAs MUTATE/IbHYHO Cpesy,
MPOAO/MKUTENIBHOCTL Y TEMNepPaTypy MHKy6auuu.

3.10 npwusHaHHas Konnekuus KynbTyp (recognized culture collection):
MexayHapogHas KONMeKUWs, Haxogawasacs Mof Hpucaukumein ByaanewwTckoro
[0roBopa 0 MEXAYHapoLHOM MpPU3HaHWWM KOMNEeKUUA MUKPOOPraHu3mMoB Ans
Lieneid NaTeHTOBaHUS U perynnpoBaHus.

3.11 BenuumHa  (napametp) D; BenvunHa  gecATUKpPaTHOro
cokpaueHusa (D value): Bpems BblAep>XKWM UAX MOr/OLWEHHas A03a U3y4veHus,
Heo6Xxo4MMble AN YMEHbLUEHUA NONyaLMm TecT-MMKpoopraHuamos B 10 pa3 npu
ornpegseneHHbIX YCNOBUAX 06paboTKu.

3.12 kpwuBas BbKMBaHUA (survivor curve): I"padmyeckoe
npeAcTaB/ieHne 3aBUCUMOCTU MpoLecca WMHaKTMBaLMM OT BPEMEHU BbILEPXKKM
(NOrnoLWeHHOM A03bl N3NYYeHUs) NpY ONpeaeneHHbIX YCI0BUAX.

3.13 ycTpoicTBO Ana ucnbiTaHna npouecca (process challenge device):
YCTpOWCTBO, mMogenvpytolee HauxygLive yC/oBus BO34eNcTBUA

CTEPUNN3YIOLLEro areHTa (areHToB) Ha 00bEKT cpen CTepUIN3yeMblX 0OBEKTOB.
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MpumeuvaHunsn

1 YCTPOWCTBO 418 MUCMbITaHWsA MpoLecca LO/MKHO BbiTb MOCTPOEHO TakMM 06pasom,
yTo6bl GMOMOrMYECKNIA WMHAMKATOP MOXHO ObII0  PacnonoXmutb B MecTe, Haumbonee
TPYLHOLOCTYMNHOM [/15 CTEPU/IN3YIOLLLErO areHTa (areHToB).

2 KOHCTpyKUMSA yCcTpoWCcTBa AN UCMbITAHUS Npouecca cTepuamsaumm 3aBucuUT OT
BUfa CTEPUNN3YeMbIX 06BEKTOB M MNpoLefypbl CTEPUAM3ALNN. BUONOTMYECKNA WHANKATOP He
BOMKEH BAMATH Ha PYHKLMOHMPOBaHMe YCTPOCTBA.

3 B HeKoTOpbIX YyCTpPOMCTBaX BMECTO OMOSIONMYECKOro MHAMKAaTopa MOXET ObITb

ncnosb3oBaH VII/IOKy]'IHpOBaI'IHbIIz HOCUTENb.

3.14 konoHwucobpasywuwaa eguHnua — KOE (colony-forming unit —
CFU): Bugmmas Ko/IOHUA MUKPOOPraHM3MOB, BbIPOCLUAs U3 OLHOW KNETKU UK 13
rpynnbl KNeTokK.

3.15 aBTOHOMHbIA  GMONOrMYECKUIA nugmnkatop  (self-contained
biological indicator): buonornyeckuin MHAMKATOP, MNeEpPBUYHAs  YMNaKOBKa
KOTOPOro COLEPXMUT MUTATENbHYI0 Cpefy, He06X0AMMYIO ANS BblpaliBaHUS TECT-
MUKpPOOpraH N3mos.

3.16 O0KHO BbbkKMBaHMA—rn6enn (survival—kill window): WHTepBan
[03bl  U3NYYEHUA WA BPeMEHU BbILEPXKU B Mpouecce cTepuansaumm npu
OMnpefeNieHHbIX YCOBUAX, B TEYEHWe KOTOPbIX OCYLLEeCTBAAETCA Mepexos OT
npopacTaHns BCeX OMONOTMYECKUX WHAWKATOPOB (3KCNO3UUWA BbIKUBAHUA) K
OTCYTCTBUIO MpopacTaHusa BCex OMOMIOrMYECKMX WHAMKATOPOB (3KCNOo3uuma
rnéenm).

3.17 HomMmuHanbHaa nonynauusa (nominal population): 3agaHHOe u4mucno

MWKPOOPraH3mMoB.

MpumeyaHne — OBGHaPY>XEHHOE YUCO MUKPOOPraHW3MOB ByfLeT OTIMYaTbCst OT
HOMWHA/IBHO ~ MOMYNAUMM  MUKPOOPraHWM3MOB B 3aBUCUMMOCTM  OT  MOFPELUIHOCTY

MCNO/1b30BaHHbIX METOAUK MHOKYNAUUN N METOLOB 06Hapy)K€HMF| YKM3HECMNOCOBHbIX KETOK.
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3.18 pesuctomep (resistometcr): O6opynoBaHue, npegHasHavyeHHOe ANA
CO3f4aHNa  KOMOMHauuuM  OnpefeneHHbIX  (PU3NKO-XMMUYECKMX  NapameTpoB

npoLecca cTepuinsanmmn ¢ onpeaeneHHbIMI AoNyCKamu.

4 O6uive Tpe6oBaHNs K NPOAYKLMUW, MPON3BOACTBY I MapKUPOBKE

4.1  T1pou3BOACTBEHHbIA KOHTPONb M KOHTPO/Ib KayecTBa

4.1.1 Bce onepauuu, nNpesycMOTPEHHbIE HACTOAWMM CTaHLApPTOM, AO/DKHbI
KOHTPO/IMPOBATbCS B COOTBETCTBUM C Tpeb6oBaHuamMK SO 9002.

4.1.2 HeobxoaMmo  npefycmatpuBaTb — Perucrpauuid  KOMMOHEHTOB
NMPOW3BOACTBA.

Mpon3BOACTBEHHbIE KOMMOHEHTbI [O/MKHbI BKIKOYaTh BCe MaTtepuasnbl U
3/IEMEHTbI, BXOfAfLIMEe B COCTaB WM Haxogdalwmecs B MNPAMOM KOHTaKTe C
CyCreH3vel  TeCT-MUKPOOPraHWM3MOB,  WMHOKY/IMPOBAHHbIM ~ HOCUTE/NIEM WK
O6U10M0rNYECKMM UHAMKATOPOM.

4.1.3 KOHeYHbIA NpoAyKT, MNOCTaBNseMbI M3roToBuUTeNEM (CycrneH3wus,
WHOKY/NIMPOBAHHbIA HOCUTENb WAW  BGMONOrMYECKUiA WMHAMKATOP), He [O/MKEH
cofepxatb TeCT-MWUKPOOPraHusmMoB ApPYrMx BWAOB B KOMWYECTBE, CMNOCOOHOM
YXYAWNTb  NOTpebuTeNbCKne  cBOWCTBa  npogykumn. CobnwogeHne  3Toro
Tpe6oBaHMA nNpy¥ NPOU3BOACTBe o0bGecneumBaeTca Baiujauueli NPoOM3BOACTBA,
ynpaBsfieHNEM, TEKYLLUM KOHTPOJIEM W 3aMMCbi0 NMPOU3BOACTBEHHbIX NapaMeTpoB.

4.2 TeCT-MUKPOOPraHU3Mbl

4.2.1 LTtamMMbl TeCcT-MWKPOOPraHW3sMOB He [O/KHbI TpeboBaTb Mep
n3onauuy npm pabote ¢ HUMK.

4.2.2 TeCT-MUKPOOPraHuU3mbl [LO/MKHbI MNpUHaAnexaTb K ornpefeneHHOMY
WTaMMy, B3ATOMY W3 0653aTeNbHOM  KOMMEKUUW  KyNbTyp, W OAHO3HAYHO

I/I,El.GHTI/IdJI/ILI.VIpOBaTbCFI C 3Ta/IOHHBIM HOMEPOM aToin KONnekKynn KynbTyp.
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423 Ecv  wTtamm  NpeAHasHa4yeHHOro A9 UCMO/b30BaHWUA  TecT-
MUKPOOPraHn3Ma He MNPUHALNEXUT K 0053aTeIbHON  KOMNeKUUN  KynbTyp,
M3roTOBUTENlb HECeT OTBETCTBEHHOCTb 32 OTHECEHWE KOHKPETHOro LwTramma K
00653aTeNbHOM KONNEKL M.

4.2.4 [na KaXOOW cepumn CycrneH3nn TecT-MUKPOOPraHnM3MOB HeO6X04UMO:

a) 3aperncTpupoBatb MPOUCXOXAEHWE WHOKYNATA OTHECEHMEM ero K
COOTBETCTBYIOLLEN KOMNEKLMN KYNbTYP;

0) YAOCTOBEPUTbL €r0 MAEHTUYHOCTb U YUCTOTY.

MeTogabl, ncnonb3yemble  Ans noajepXxaHus KynbTyp  TecT-
MUKPOOPraHN3MOB, LO/DKHbI 06ecneynTb NpefoxpaHeHWe OT KOHTaMMHauuu |
BPEAHbIX U3MEHEHUI UX HEOTbEMNEMbIX KayecTB. KOHTPO/bHbIE TECTbl ABMASKTCS
cneunguyeckummn Ans Kaxaoro wramMma TecT-MUKPOOpraHu3Ma M A0/MKHbI ObiTb
[JOKYMEHTMPOBaHbl 1 BaIMLMPOBaHbI N3rOTOBUTENIEM.

4.3  CycneHs3nn TeCcT-MUKPOOpraHu3mMoB

4.3.1 TutatenbHaa cpefa ¥ ycloBUs WHKYOUPOBAHWUSA, UCMOMb3yeMble A/15
CYCMEH3UN TeCT-MUKPOOPraHM3mMOB, AO/MKHbI GbITb ONpeAesieHbl U3rOTOBUTENEM.
3T ycnosus [LOMKHbI 06ecneymBaTb MOCNefoBaTe/lbHOE BOCMPOM3BOACTBO
CYCMEH3MIN TeCT-MUKPOOPraHN3MOB B COOTBETCTBUM C TpebOBaHWAMMW HACTOSLLErO
CTaHAapTa 1 OTAeNbHbIM TpeboBaHuam 1SO 11138-2 n 1SO 11138-3.

4.3.2 MeTofbl MoAcyeTa MMKPOOPraHM3MOB W nocnegytowein 06paboTku
[O/MKHbI 06ecneynTb OTCYTCTBME OCTaTKOB NUTATe/lbHOW Cpefbl B CYCMeH3uwu,
MCNONb3yeMO N8 WMHOKYNALMU HOCUTeNel. YKa3aHHble OCTaTKM MOryT O6blTb
MomMexoin npu paboTe C WHOKY/NMPOBAHHbIM HOCUTENEM WAW BUONOrNYECKUM
NHLNKATOPOM.

Ecnu  un3rotoBuTenb nNokasan, 4TO OCTaTKW MUTaTe/NIbHOW Cpedbl He
OKasblBalOT BPEeLHOr0 BAUAHMA Ha paboTy C UHOKYIMPOBAaHHbLIM HOCWUTENEM WK
610/10rMYeCKUM UHAMKATOPOM, YKa3aHHOe TpeboBaHMe He YUUTbIBAETCA.

4.3.3 W3rotosutenu CyCneH3ui TeCT-MMUKPOOPraHN3MoB nn

610N0rNYecKnX NHOWKATOPOB  AOJ/DKHbI MNCbMEHHO noaTeepanTb, 4TO
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61onornyecKne MHANKaTOPbl U CYCNeH3nsi TeCT-MUKPOOPraHNM3MOB MOMYYeHbl K3
KYNbTYpbl, B3STON U3 KOMNEKUUW KyNbTyp.

4.3.4 Ecnn  cycneHsns  TeCT-MWUKPOOPraHuW3MOB  rpefHasHavyeHa Ans
MPUrOTOBMIEHNS  WHOKYNMPOBAHHbIX  HOCUTENEW  MAW  UHOKYNUPOBAHHOIO
NPoAYyKTa, KaXX Il KOHTelHep, cofepxaLyuii CYCMeH3uto TecT-
MUKPOOPraHN3MOB, LO/MKEH CONPOBOXAATLCA UH(OpMaLUeid, cogepKaLlei:

a) Ha3BaHMe TeCT-MUKPOOPraHM3ma;

b) HasBaHMe WM abbpeBmaTypy KOMNNEKLUUU KynbTypbl, OTKyAa 6bin
NoMy4YeH TeCT-MUKPOOPraHM3M, U CCbIIKY Ha HOMep WTamma;

c) HOMMWHaNbHbIA 006bEM CyCNeH3Mn B munanamTpax (WamM B rpammax,
€C/N TeCT-MUKPOOPraHM3Mbl MpeLCcTaB/ieHbl He B POPMe CyCneH3un);

d) eAVHbIA KOA, MO KOTOPOMY MOXET ObiTb BOCCTAHOB/IEHA MUCTOpPUA
N3roTOBNEHWS;

e) 4MCNO XKU3HECNOCOOHbIX KNETOK B MUNUAUTPE CYCNEH3UN;

N PEKOMEHAYEMbIE YCNOBUS XPaHEHWUS;

Q) CPOK FOAHOCTU WU CPOK XPaHeHUs;

h) Ha3BaHWe M3roTOBMTENSA, TOProBYKD MapKy, agpec v gpyrue cpeacrea
NaeHTUnKaymm;

i) NHCTPYKLMK MO YTUAN3ALUN.

4.3.5 Mo TpeboBaHWiO MOTPeOUTENS W3rOTOBUTENL 006s3aH NpPeACcTaBUTb
NH(OPMaLNI0O O XapaKTePUCTUKaX PE3NCTEHTHOCTU W APYTrMX XapaKTepucTukax
CYCMeH3UW. OTU [aHHble LO/DKHbI 6bITb COrflacoBaHbl MeXAy MoKynaTtenem Wu
N3roTOBUTENEM.

4.3.6 YCcnoBus XpaHeHWs CYCMeH3UA TeCcT-MUKPOOPraHW3MOB M CPOK WX
rOLHOCTM [O/KHbI ObiTb YKasaHbl W3roTOBUTENIEM. OTU  YC/IOBUA  [O/DKHbI
KOHTPONMPOBAaTLCS B Mepuof XpaHeHusi. OHM [O/MKHbI NOAAEPXMNBATb CyCNeH3un
TECT-MUKPOOPraHM3MOB B TakKOM COCTOSIHWW, 4TOObl OHW COOTBETCTBOBA/IN
TpeboBaHUSIM HACTOALLEr0 CTaHAapTa u TpebosaHmam I1SO 11138-2 n ISO 11138-

3.
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4.3.7 [onxHo ObITb yCTaHOB/IEHO ymcno YKM3HECNOCOOHbIX
MWKPOOPraHN3MOB B CYCIMEH3NN.

Mo Tpe6oBaHMO nNOTpebuTens mMokasaTtenb MpopacTaemMocTn  TecT-
MWKPOOPraHW3MOB  OMpPeAensaoT  4epe3  TMPOLEHTHOE  OTHOLUeHWe  4ucna
XXUN3HECMOCOOHbIX  TeCT-MWKPOOPraHU3MOB,  OOHAapY>XXeHHbIX C  MOMOLbIO
MWUKPOCKOMUMU.

4.3.8 N3rotoBuTenb AO/MKEH rapaHTVPOBaTb TPaHCMNOPTUPOBaHWE TPeTben
CTOPOHE B KOHTPONMPYEMbIX YCNOBUAX, CPaBHUMbLIX C YCNOBUAMMU XpPaHEHUS
CYCNeH3nii TeCT-MUKPOOPraH13MOB.

4.4 Hocutenb, nepsrMyHas ynakoBka M KOHCTPYKLMA

441 Hocutenb U nNepBMYHas yMakoOBKa He AO/HKHbI  cofepXaTb
3arpA3HeHUn (hM3NYECKUX, XUMUYECKUX WM MUKPOOMONOTrNYeCcKnX), KOTopble
MOr/in 6bl YXYALWWUTL XapakTepPUCTUKN BUOMOrMYecKoro NHAMKaTopa.

4.4.2 Hocutenb W nepBMYHas YynakoBKa He [O/DKHbI paspyllaTbCd B
NpesyCMOTPEHHOM [/1f HUX NpoLiecce CTepunnsauum, BCNeiCTBUE Yero MOru Obl
N3MEHUTLCA XapaKTEPUCTUKM MHOKYNIMPOBAHHOIO HOCUTENSA.

Hocutenb [OMKeH BblfepXuBaTb TPaHCMOPTUPOBAHWE B MEPBUYHON W©
BTOPUYHOW YynakoBKax, a TakKxe obecneumBaTb paboTy C HUM B MecTe
NCMNO/b30BaHNA 6e3 MOBPEXAEHNIA.

KOoHCTpyKuMs  HOcuTens  W/uam  NepBUYHOW  YNakoBKM  [O/MKHA
npegycmaTpusaTh:

a) MUHMUMU3ALNIO noTepb HayanbHOIA KOHLeHTpauun TecT-
MWKPOOPraHN3MOB BO BpeMs TPaHCMOPTUPOBaHWA, 06paLLEHNS C HUM U XpaHeHWs
B TeYeHue CpoKa rogHocTu,

b)  COOTBETCTBME YCTPOMCTBY ANA UCMNbITaHWUSA NpoLecca CTepuan3almm.

4.4.3 CooTBeTcTBue TpeboBaHMAM 4.4.2 [O/DKHO MPOBEPATLCA MyTeM
BU3ya/lbHOT0 KOHTPONA HOCWUTENA W MEePBUYHON YNaKOBKW, MOABEPTLLNXCS
BO3LENCTBMIO CTepuiM3auuMm nNpu  MakKCUMasbHbIX 3HAYeHWAX U CKOPOCTAX

N3MEHEHWA (*)VISVIKO-XI/IMVI‘-IBCKVIX napamMeTpoB npouecca crepunansaumni.
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MpumeuaHune — Tlpegenbl U3MeHEHWS 3TUX CBOWCTB MpUBeAeHbl B

COOTBETCTBYHOLWMX YacTax 1SO 11138.

4.4.4 Bo Bpems M nocne npouecca CTepuansaumm HOCUTENb M MepBUYHAA
ynakoBka He [O/DKHbI MOraowate WAM  BbIgeNATb  HUKAKUX BelecTB B
KONMYecTBax, CMOCOOHbIX 3aMeA/iuTb POCT Masioro Yucna BbDKMBLUMX TeCT-
MUKPOOPraHM3MOB B YC/IOBMAX BblpaliMBaHWa Npu nonafaHuuM 3TUX BeLLecTB B
Cpeay BblpalymBaHus.

MopsAdOK  BLIMOMHEHWS TeCTOB Ha MNPOBEPKY COOTBETCTBMA  3TUM
TpeboBaHWAM NpuBELeH B NPUNOXeHUU F.

4.45 Mo TpeboBaHMIO MOTPebMTENS M3roTOBUTENb 06513aH MpPeAoCcTaBUTb
CBefleH1s 0 NpefenbHbIX pasmepax HOCUTENS.

4.5 VHOKyNnMpoBaHHbIe HOCUTENN

45.1 Tpwn N3roToB/IeHNU OfHOIA napTuu HocUTeNen  [O/KeH
MCNO/b30BaThCA TOMIbKO OAWH LUTaMM TECT-MUKPOOPraHU3MOoB.

4.5.2 VIHOKYNMPOBaHHbIE HOCUTENIN TOTOBAT MYTEM HAHECEHWA HA HUKX
CYCMNeH3uu  TeCcT-MUKPOOPraHW3MOB C  MOCNEAYIOWMM  BbICYLLIMBAHWEM B
KOHTPONNPYEMBIX YC/TOBUSAX.

4.5.3 Ycnosus, Npy KOTOPbIX OCYLLECTBNAETCA UHOKYNALUA, LO/MKHbI 6bITb
pa3paboTaHbl, Ba/MAUPOBAHbI W MPOKOHTPO/NIMPOBaHbI, YTOObI rapaHTUpoOBaTb
OTCYTCTBME B WHOKY/NMPOBAHHOM HOCUTENE MOCTOPOHHUX MMWKPOOPraHW3MOoB,
KOTOpble MOTYT YXYALWMUTb XapaKTepucTUKM MpoAyKuMn B COOTBETCTBUKM C 1SO
11138-2 n 1ISO 11138-3.

4.5.4 Kaxiblil HOCUTeNb AO0/MKEH COAEPXaTb OAHO W TO >XXE KOMMYECTBO
KNeToK TeCT-MUKPOOPraHM3ma.

455 Ycnosus XpaHeHUS WHOKY/IMPOBaHHbIX HOCUTENE M CPOK FOAHOCTU
onpegenser WU3rotoBUTE/Nb. DTU YCNOBUA [O/XKHbI KOHTPO/MPOBATLCA B NEPUOL
XpaHeHus. OHWM AO0MKHbI COOTBETCTBOBaTb TPEOOBAHUAM K HHOKYIMPOBaHHbLIM

HOCUTENAM, U3NnoXeHHbIM B 1SO 11138-2 n ISO 11138-3.
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4.5.6 Mpn ynakoBblBAHUM WMHOKYNMPOBAHHbIX HOCUTENEA C  Lefbto
npespaLleHns nx B 6UONOTMYECKMe UHLMKATOPbI YNakoBKa He A0/KHA U3MEHSATb
HOMWHaNbHYIO ~ MOMYNAUMID W MpPenAaTCcTBOBaTb  MPOBEAEHMIO  paboT €
KOHKPETHbIMU HOCUTENAMU.

457 Kaxaylo ceputio NHOKYTMPOBaHHbIX HocuTenen JO/MKHa
COMpPOBOX/aTb MH(OPMaL M, cogepxallas:

a) Ha3BaHWe «MHOKYNHPOBAHHbIE HOCUTENN;

b) Ha3BaHWe TeCT-MUKPOOPraHU3Ma;

C) PYKOBOZLCTBO MO MNPVMEHEHUIO, CheuunanbHble AaHHble, Kacatowmecs
NUTaTENbHON cpefdbl U YCNOBWUIA, HEO6XOAMMbIX AN POCTa TECT-MUKPOOPraHN3MoB
rnocsne BO3LENCTBMSA NpoLecca cTepunnsanuu;

d) Ha3BaHMe  KONMeKUMW  KynbTyp, OTKyga  Obll B3AT  TecT-
MUKPOOPraHun3M, 1 CCblsIKa Ha HOMep LTaMMa,;

e) 4YMCNO  TECT-MWUKPOOPraHW3MOB Ha  OLHOM  WMHOKY/IMPOBaHHOM
HocuTene;

0 HOMep Cepuv WAN CneunanbHbIA KOA, MO KOTOPbIM MOXeT OblTb
BOCCTaHOB/IEHA UCTOPUS NMPOU3BOACTBA;

)] XapaKTePUCTUKN Pe3UCTEHTHOCTU WHOKY/IMPOBAHHbLIX HOCUTENe K
BO3ZENCTBMIO MpoLecca CTepunn3aunm, KOTOPOMY OHW AO/MKHbI NOABEPraTbes,
BKNOYAs  YC/MOBMA  TECTUMPOBAHMS U METOAbl  OMpefdeneHus  yKasaHHbIX
XapaKTepUCTUK;

h) YMCNI0 MHOKYNMPOBAHHbIX HOCUTENEN BO BTOPMUHOM YNaKOBKE;

i) PEKOMEHAYEMbIE YCNOBUSA XPaHEHWS;

j) CPOK rogHOCTM MHOKYNNPOBaHHbLIX HOCUTENEN;

K) HasBaHWe M3roTOBMTENs, TOproeas Mapka, afpec Wav apyrue cpegcrsa
NaeHTUnKaymm;

[) npouecc cTepunuzaunn, ANA  KOHTPONAS  KOTOPOro  npefHasHayeH
WNHOKY/IMPOBaHHbIA HOCUTENb;

W) VHCTPYKLMM MO YTUNM3ALMNNA 1 YHUUTOXKEHWIO.
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4.6 buonornyeckme MHAMKaTOPBbI

4.6.1 bBuonornyeckne WHAUKATOPbI [AO/DKHbI ObITb W3rOTOB/IEHbI MyTEM
YNaKoBKMN OTAeNIbHbIX NHOKYNMPOBAHHbLIX HOCUTENE B MEPBUYHYHO YNAKOBKY.

4.6.2 TlepBMYHas ynakoBKa [O/DKHA OblTb CKOHCTPYMPOBaHa, W3roToB/EHA
U BanuAmMpoBaHa TaK, 4YTOObl HaxoAsAwWMicAa B Heil BGMONOTMYECKUIA MHAMKATOP
oTeevas TpebosaHuam 1SO 11138-2 n ISO 11138-3.

4.6.3 lMepBMYHaa ynakoBKa [O/DKHA OblTb CKOHCTPYMpPOBaHa, M3roToBNEHa
MW BaMAMPOBAHA TakK, 4TOObl B MNepuof XPaHeHUs W TPaHCMNOPTMPOBaHWA B
COOTBETCTBUM C MWHCTPYKUMSAMU W3rOTOBUTENSA OUONOTMYECKUIA WHAMKATOP W
WHOKYNNPOBaHHbIA HOCUTENb ObiNM 3alULLEHbl OT KOHTaMUHauuM W NOTepu
WNHOKYNATa N3 HOCUTENS.

4.6.4 Ycnosus MOMELLEHUSA B MEPBMYHYKO YMaKOBKY AO/MKHbI OblTb YETKO
onpefeneHbl, BaJIMANPOBaHbI Y NMPOKOHTPOMPOBAHbI, YTOObI MHOKYNMPOBAHHBIN
HOCUTENb He cogepXXasl MUKPOOPraHU3Mbl, WHble, YeM TeCT-MUKPOOPraHu3mbl, W
KoTOpble MOrv 6bl He6MaroNPUATHO MOBMIMATL HA XapaKTEPUCTUKM NPOAYyKTa Tak,
KakK 310 onpegeneHo ctaHgaptamy 1ISO 11138-2 1 ISO 11138-3 COOTBETCTBEHHO.

4.6.5 lMepBMYHas ynakoBKa [0/MKHA ObITb BanuaMpoBaHa B COOTBETCTBUN C
ee HasHayYeHMemM W COOTBETCTBYIOLMM MeXAYHApPOAHbIM WU  HaLMOHa/IbHbIM
CTaH4apToMm.

4.6.6 Kaxpgas nepeuyHasd ynakoBka [And OWOMOrMYecKOro uHAuKaropa
[0/IKHA VMETb 3TUKETKY, COAepXalLyto Cneayowy nHpHopMaLmio:

a) Ha3BaHVe TeCT-MUKPOOPraHN3ma;

b) HOMep cepun B6MOIOrMYECKOT0 MHANKATOPA,;

C) CPOK rOAHOCTM BMONOTMYECKOro NHAMKATOpPA;

d) yKaszaHWe Ha npouecc CcTepunms3aumm, KOTOPOMY COOTBETCTBYeET
O6V0N0rNYecKnii HANKATOP;

e) Ha3BaHWe U3roToBUTENSA, TOPrOBYO MapKy, afpec v Apyrue faHHble.

4.6.7 buonornyeckme WHAMKATOPbl  AOMXKHblI  OblTb  YMakoBaHbl  BO

BTOPWMYHYHO YNAKOBKY ANs TPAHCMOPTUPOBAHNUS U XPaHEHWS.
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4.6.8 BTopuuyHas ynakoBKa AO0/MKHa ObiTb  CHabGXeHa  3TUKETKOW,
cofepxallieii cnefyoLyo NHpopmauuio:

a) Ha3BaHMe «O6NONOrnYecKe NHANKaTOPbI»;

b) NH(opMaLNIO, YKasaHHY B 4.6.6;

C) Ha3BaHWe  KOMMeKuuM  KynbTyp, OTKyga Obln B3AT  TecT-
MMWUKPOOPraHU3M, 1 CCbI/IKY Ha HOMep LUTamMmma;

d) 4ynucno  TecT-MUKPOOPraHW3MOB, HaxoAALMXCS B KaX4om
OMONOrMYECKOM MHAMKATOPe, KakK 3TO OnpefeneHo ANd CepuH WMHOKY/MPOBAHHbLIX
HocuTenei;

e) KONNYeCTBO O6MONOrMYECKUX MHANKATOPOB BO BTOPUYHOIN YNaKoBKe;

) pekomeHAyeMmble YC/I0BUA XpaHeHUs;

)] PE3NUCTEHTHOCTb  TECT-MWUKPOOPraHM3MOB B WHOKY/IMPOBaHHOM
HOCUTeNle, HaxogAawemMcs B MEePBMYHON  ynakoBKe, BK/IOYasd  YCNOBUS
TEeCTUPOBAHMA W MeTOAbl, WCMNONb3yeMble AN4  ONpefenieHns  YKasaHHbIX
XapaKTepUCTUK;

h) PYKOBOACTBO HO MPUMMEHEHWNID, OCOGEHHO [JaHHble, Kacatolinecs
nuTaTeNbHOM  Cpedbl M YCNOBWIA, MNpW  KOTOPbIX BblpawMBalOTCA  TecT-
MWUKPOOPraHu3Mbl MOC/e BO3LENCTBUA (PAKTOPOB CTepUaM3aLunm;

i) WHCTPYKLMMN NO YTUAN3ALUN U YHUUTOXEHWIO.

TeKCT 3TUKETKN AO/MKEH OblTb Ha PYCCKOM Si3bIKe.

4.6.9 Kaxpgas BTOpMYHas YynakoBKa fAO/MKHa ObiTb CHabXeHa Konuel
cepTuduKaTa ANa Kaxgon cepuy 6MONOrMYeCcKOro MHANKATopa, KOTOPbIA LOMKeH
BK/IOYATb C/IeAYHOLLYI0 UH(OpMaLMIO:

a) NH(opMaL MO, YKasaHHYH B 4.6.8;

b)  XapaKTepuCTUKM Pe3UCTEHTHOCTU WHAMKATOPOB K BO34EACTBUIO
npouecca  cTepunusauun,  ANd  KOHTPOSNA KOTOPOro  npejHasHa4eHbl
WNHOKY/IMPOBaHHbIE HOCUTENN;

C) CCbI/IKY Ha HaCTOAWMIA CTaHAapT W Apyrue COOTBETCTBYHOLLME

MEeXAYHapoHble CTaH4apThI.
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4.6.10 Kaxpaas BTOPMYHa#  ynakoBka  AO/MKHa  ObITb  CHabXeHa
MUCbMEHHBIMW MHCTPYKUMAMM N0 paboTe ¢ 6BMONOTUYECKUMUN UHAMKATOPaMU 1 MO
OnpefiefieHno  Yyucna BbDKMBLUMX MUWUKPOOPraHW3MOB, a TaKXe crnefylowumu
TpeboBaHMAMM:

a) OM0N0rNYeckne WNHAMKaTOPbl LO/KHbI XPaHUTLCA MNpPW  YCNOBUAX,
YKa3aHHbIX U3rOTOBUTENEM,

b) 6noNorMyeckne  MHAMKATOPbl  [AHHOW Cepuum  He  [O/DKHbI

NCMNO/b30BaTbLCA NOCNe NUCTEYEHUS CPOKa XpaHeHus,

C) rnocne  BbIJEPXKKW B MPOBEPAEMOM  LMKNe  CTepuansaumm
Bnonornyeckne WMHAMKATOPbl AOMKHbI ObiTb M3Y4YeHbl Ha HalnMuMe BbIDKMUBLUMX
MWUKPOOPraHM3mMOB B TeYyeHWe BPeMeHUW, YKa3aHHOro U3roToBUTENEM,

d) npu MpoBepke WHAWKATOPOB A1 OLUEHKM BbDKMBLUMX  TeCT-
MWKPOOPraHN3MOB [O/IXHbI MCMO/b30BaTbCA METOAbl M YC/OBUA, NPeAnucaHHbIe
n3rotosutenem. Ecnn npumeHsoTcA anbTepHaTUBHbLIE MeTOAbl, TO OHW AO/XHbI
ObITb BANNAMPOBAHbI.

4.7 ABTOHOMHble 6MOMOrNYECKME UHONKATOPDI

4.7.1 ABTOHOMHble 6MONOTNYECKNE UHAMKATOPLI LO/MKHLI COOTBETCTBOBATb
BCEM TPebOBaHMAM HACTOALLEro cTaHAapTa.

4.7.2 ABTOHOMHble  6GMONOrMYeCKMe  WHAWKATOPbl  JO/DKHbI  ObITb
AOCTAaTOYHO MPOYHbIMU, YTOObI MEPEeHOCUTb TPAHCMOPTUPOBAHWE BO BTOPUYHOIA
ynakoBKe, a TaKkxxe obpatleHune 6e3 NoBpexaeHnii B MecTe UCMo/b30BaHWS.

KOHCTpYKUMSA  aBTOHOMHOrO  OMOMIOTMYECKOr0o  MHAMKATopa  A0/MKHa
obecneymBarth:

a) MUHUMU3ALNIO MOTEPb UCXOAHOr0 WHOKY/NATa TECT-MUKPOOPraHm3ma
BO BPeMS TPAHCMOPTMPOBAHUA N 0OpaLLeHUs C HUM;

b) BO3MOXHOCTb MCMO/Mb30BaHNA €ro COBMECTHO C YCTPOWCTBOM Ans
NCMbITaHUA npoLecca CTepUn3aunu.

4.7.3 Bo Bpemsa v nocne 3aBepLUeHMA NpoLecca cTepunnsalmm Matepuansl,
M3 KOTOPbIX W3rOTOBMIEH aBTOHOMHbIA OGMONOrMYECKUI WHAMKATOP, HE AO/DKHbI
YOEPXNBaTb WM BblAENATb Kakue-nmbo BellecTBa B TaKOM KO/NNYECTBE, KOTOPOE

MOXeT I/IHFVI6VIpOBaTb pocT Maioro Ko/mn4yecTtBa BbDKMBLUNX TeCcT-
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MUKPOOPraHU3MOB MpU 3afaHHbIX YCMOBUAX Ky/NbTUBUPOBAHWA (CM. NMPUMOXKEHNE
F).

5 OnpegeneHne pesNCTEHTHOCTK

51 TpeboBaHUS K ONpPefeneHnto Pe3UCTEHTHOCTH

5.1.1 Pe3UCTEHTHOCTb (YCTOMYMBOCTb) KaXAoh cepunm OMOMOrMYECKUX
WHAMKaTOPOB [0/HDKHA OblTb MOKa3aHa 3KCMepUMeHTa/lbHO, 4TOObl MOATBEPAUTH
cooTBeTCcTBME TpeboBaHMAM I1SO 11138-2 n 1SO 11138-3.

5.1.2 KoHTponb pesucteHTHOCTM(5.4 ©n 5.5) [omKeH BKIKOYaTb
onpefiefieHne umucia  BbDKMBLUMX  TECT-MWUKPOOPraHWsMoB U OMpejenieHue
XapaKTepuUCTUK Pe3NCTEHTHOCTU KOMOMWHauMein [BYyX wau 6onee cnegytoLimnx
MeTO/0B:

a) onpefeneHne  BeNUYUHbI D nyTeM NOCTPOEHWA  KPWBOWA
BbIXXMBAemMocTy;

b) onpefeneHne BennYMHbl D MeETOLOM  aHanmM3a  4acTMUHOrO
npopacTtaHus;

C) pacyeT OKHa BbDKMBaHUA —  TruUbenu C  WCMNO/b30BaHMEM
paccuMTaHHOM BefMYMHbI D 1 NpoBepKa XapakTepuUCTUK BbDKMBAHUA — FUGenu.

5.1.3 BenuuuHbl, onpegeneHHble TakKUMKU MeToAaMu, LO/HKHbl HaxX0o4MTbCH
B npegenax, ykasaHHbix B ISO 11138-2 n ISO 11138-3 cooTBeTCTBEHHO. [lo
KpaliHein Mepe [fBe M3 3TUX BEIMUUH [O/KHbI OblTb MPUBEAEHbI HA ITUKETKE
BTOPUYHOM YMNakoBKM W B CepTU(MKaTe, COMPOBOXAAMOLLEM KaXAYH Ceputo

WNHOKYNMPOBaHHbIX HocuTenen (4.5.7).

Mpnuyeyanmune — CooTBeTcTBYHOWME pasgensl 1SO 11138 moryT notpeboBaTh
[OMOMIHNTENbHbIX  OonNpegeneHnii  (Hanpumep, BeAWMYUHbLI Z ANA  cTepuaunsaummn

6ronornyecknx MHANKATOPOB BNaXXHbIM TeN/0M, Kak npegycMmoTpeHo 1SO 11138-3).

14
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5.2  PacuyeT OKHa BbIXXUBaHWUA — rnbenu

OKHO BbIXMBaHUA — ru6en MOXeT OblTb paccyMTaHO C UCMO/b30BaHMEM
0fHOM 13 BenuunH D, onpeaeneHHoW cornacHoO npuioxeHusm B u D no
cnegyowmm opmysnam:

Bpewms (go3a) BbxuaHus >D (Ig/N — 2),

roe N — 4ucno TecT-MUKPOOPraHW3MOB Ha O4HOM HOCUTENe, yKa3aHHOe B
MapK1pPOBKe.

Bpewms (po3a) rnbenn <D (IgN + 4).

5.3 OnpegeneHune ynucna BbIXXMBLUNX TECT-MUKPOOPraHNM3MOB

MopsgoK  onpegeneHnss  4Ymcna  BbDKMBLUMX — TECT-MUKPOOPraHU3MoB
NPUBELEH B NPUIOXKeHUN A.

54 OnpegeneHune BennunHel D

5.4.1 [aHHble gns pacyeta BennUYMHbl D ana 61Monormyeckmx UHAMKaTopoB
[O/MKHbI ObITb MOMYyYeHbl B COOTBETCTBUM C NPUIOXKEHMEM B (T.e. NOCTpOeHMEM
KPVMBOW  BbDKMBaAHMA  C  WCMOMb30BaHWEM  MPSIMOrO  MOAcYeTa  TecT-
MWKPOOPraHn3mMoB) w/unu npunoxeHnem C (aHann3 4aCTMYHOrO MpopacTaHus
NN MeTog, Hanbonee BEPOATHOIO YUCA).

5.4.2 BennuuHa D paccunTbiBaeTCqd B COOTBETCTBUM C npuioxeHvem B
nivnn D.

5.4.3 MoryT 6bITb UCMO/b30BaHbl APYrve MeToAbl, HO MPU 3TOM [OJIKHA
ObITb NPOAEMOHCTPUPOBaHA UX 3KBMBANIEHTHOCTb 3TAIOHHOMY METOAY.

5.5 OnpegeneHvie XxapakTepuCTUK BbDKMBaHUA — rmbenn

XapaKTepuUCTUKN BbDKMBAHUS — TMBENN OMpefensatoTcs U NpoBepsatoTcs B

COOTBETCTBUM C NMpUIoXeHnem E.
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MpunoxeHne A

(06s13aTeNnbHOE)

OnpepfeneHne Yncna XX1MBbIX TECT-MUKPOOPraHNM3MOB

Al NHOKYNMpOBaHHbIE HOCUTENN AOMXHbI 6bITb UCCMEA0BaHbI Ha HanMune
BbDKVBLUMX TECT-MWKPOOPraHM3MoB B COOTBeTCTBMM C¢ A2 — A4 wm
aflbTepHaTMBHbLIM  MeTOAOM. [lpy  UCMONb30BaHUWM  afibTEPHATUBHOIO MeToAa
[AOMKHO OblTb WM3BECTHO COOTHOLLUEHME PEKOMEHAYEMOro W anbTepHaTUBHOIO
MeTO[0B.

A.2 CnefyeT 1Cnonb3oBaTb He MeHee YeTbipex Npo6 M3 Kaxkon napTuu,
cepun unm akcnosuumn. Kaxgasa npoba Ao/mKHa 6bITb NOMELLEHA B BbIMbIBAIOLLYHO
nuTaTe/IbHyl0  Cpedy COOTBETCTBYIOLWEro 06bemMa. TecT-MUKPOOPraHU3Mmbl
BbIMbIBAKOTCA OT MHOKY/IMPOBaHHbIX HOCUTENEN C NOMOLLbI MPUHATON METOAMKM
(Hanpumep, BCTPAXMBAHMEM CO CTEKNSHHbIMU Oycamu, nepemMelInBaHWEM B
rOMOreHu3aTope, y/ibTPa3ByKOBOM WM APYTMM COOTBETCTBYIOLMM METOAOM).

A.3 CycneH3ns AomkHa pa3baBnATbCa B COOTBETCTBYHOLLEN CTEPWUILHOWA
pa3baBnstoLLeN XUAKOCTU TaK, 4yToObl B [03aX, NpejHa3HaYeHHbIX ANS MoceBa B
yawkax, Haxogunocb ot 30 go 300 konoHueobpasywuwwux egumHuy (KOE).
YKa3aHHble [03bl CTEPUNbHOM XXUAKOCTU [O/MKHbI 6blTb MO0 NepemMellaHbl C
pacnnas/ieHHbIM NUTaTe/IbHbIM arapom, nbo MOCesHbl B YalKu C TBEpAOM
nuTaTeNbHOW Ccpefoi. M3rotoBuTenn 6GUONOTMYECKUX WHAMKATOPOB [O/MKHbI
yKasaTb WM 06ecrneynTb MOCTaBKY COOTBETCTBYHOLLEWA Cpedbl W/Mnu NpuBecTu
MOJIHblE faHHble ANA NPUTOTOBNEHUS TaKoi cpeabl.

A.4 TlomelleHHble B 4YallKM Npobbl LO/MKHbI  WHKYOGMpOBaTbCA  Npu

TeMmnepartype n B Te4HeHe BpeMEeHU, YCTaHOB/NIEHHbIX N3TrOTOBUTENEM.
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MpHMeyaun nga

1 OO6bI4YHO TemnepaTypa 1 Bpemsi MHKyb6auun coctaBnsaoT oT 55 go 60 °C He mMeHee
48 4 anA TepMoPUNbHLIX opraHmamoB U oT 30 go 37 °C He MeHee 48 4 Ana Me30(UbHbIX
OpraHn3MoB.

2 BbiCbixaHne nuTaTeslbHbIX Cpef NPV MOBbILIEHHbIX Temnepatypax WHKybauun

MOXET He6naronp|/|$|THo BINATb Ha POCT.

A.5 Tlocne cooTBeTCTBYHLWEro mnepuojga WHKybaumm [OMXKHO 6biTh
NOACUYMTAHO KOJIMYECTBO KONIOHMeOo6pasylwwmx efMHWUL B YalwKax WU M0 HUM

BblYMNCNEHO CPpeAHEE KOJINYHECTBO BbIXUBLWNX TECT-MUKPOOPraHnM3smMmoB.
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MpunoxeHve B

(o6s3aTensHoe)

MeTo/, KPUBOI BbIXKMBAHNS

MpumeyaHune — VigeanbHaa KpuBas BbDKMBaHUS SBMSETCA NIMHEHOW BO BCeM
AnanasoHe MHaKTMBauuW. Ha npakTvke MMET MEeCTO OTK/IOHEHVUS OT 3TOro uaeana, OfHaKo
JNINHENHOCTb [0/MKHA COXPaHATLCA B NpuveMnembix npegenax. MocTpoeHne KpuBOW BbKMBaHWSA
METOAOM  MPSAMOro  MofcYeTa  MO3BONSAET  MPeACTaBuUTb  Pe3UCTEHTHOCTb  MONyALUN
yuncneHHocTbio 6onee 5 X K)L B T0 Bpemss kak metoZ MPN (npunoxeHue C) no3sonsiet
NpeACcTaBUTb PE3NCTEHTHOCTbL NONYAALUN YMCNEHHOCTLIO MeHee 5 X 10°. Xopollaa Koppenauus
Mexay BennumHamu D. nonyyeHHbIMW 3TMMU ABYMS MeToAaMu, MO3BOMSET YyTBepXAaTb, UTO

CEePbE3HbIX OTKJ/IOHEHWUIT OT JINHEMNHOCTKN KpVIBOI7I BbDKMBaHUA He Ha6ﬂl0,anTCﬂ.

B.1 Wccnegyemble npobbl noanexar 06paboTke npu  CTyneHYaToM
BO3pacTaHUM 3KCNO3nLMK (BbILEPXKKN) B ONPeAeNieHHbIX YCnoBuax. LomkeH 6biTb
YCTaHOB/MEH AMana3oH WM3MeHeHWs 3Kcnosuuymu. Kaxpgas akcnosvuus unm aosa

AOMKHbI OTAINYATLCSA OT NpeapblAyLleli Ha MOCTOSHHYIO BEIMYMHY.

MpumeuyaHne — TpeboBaHUSA K XxapaKTepucTvkam annapatypbl npusefeHbl B 1SO

11138-2 n 1SO 11138-3.

B.2 [omkHbl 6blTb MCMNONb30BaHbI He MeHee MNATU 3KCMO3ULMIA, KOTOpble
AO/MKHbI BKNHOYaTb:

a) OAHY 3KCMO3MLMI0, B KOTOPO/ Npoba He noasepraeTcs BO3AEWCTBUIO
CTepUNN3YyIOLLEro areHTa (CTepUAM3YHOLWNA areHT MOXeT OTCYTCTBOBaTb WK
MOXET ObITb 3aMEHeH Ha ras, He BblI3blBaKOLLNIA NeTaNbHOr0 AeNCTBUS);

b)  cHwkeHue nonynsuun Ao 0,01 % MCXOAHOro MHOKYNSTa, N0 KpaliHein

Mepe, Npv OAHON 3KCNOo3nLmn.
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B.3 B kaXfao0i 3KCnosnumuy LO/MKHO ObiTb MCMO/b30BAHO He MeHee YeTblpex
WNHOKYNIMPOBAHHbLIX HOCUTENEW B KaXXAOM onpefeneHumn. Mpyu Kaxgon aKcnosnumm
AOMKHO ObITh TO XK€ CamMOe KOMNYECTBO MOBTOPHOCTEN.

B.4 OTtobpaHHble Npobbl 4O/MKHBLI 6bITb 06paboTaHbl B TeYeHMe 2 4 nocne
3aBepLUeHNs KaXA0M 3KCNo3uuumn, 4Tobbl YAannUTb TeCT-MUKPOOPraHU3Mbl W3
HocuTens. OnpefeneHne Yncna BbDKMBLLMX TECT-MUKPOOPraHU3MOB [LO/IKHO 6blTb
MPOBeLEeHO B CMeumasbHbIX YCNOBMAX  KY/NbTUBMPOBAHMSA MO  MeToAam,
YCTaHOB/IEHHbLIM U3rOTOBUTENIEM.

B.5 lMonb3yacb NoMyYeHHbIMW AaHHbLIMKW, CTPOUTCA KpuBad 3aBUCUMOCTM
norapumMa BbDKMBLLEA NOMNYNAUMM OT BPEMEHW B MUHYTax WM YPOBHS [O3bl B
NNHEHOM BW[e KpuBas perpeccun, Nonb3ysacb MeTOLOM HauMeHbLUUX KBaJpaToB.
TOYKM C faHHbIMW BbDKMBaemMocTu MeHee 0,5 norapugma HavasbHOM Nonynaumu
He [O/MKHbI BKNIOYATbCSA B PErPECCUMOHHBIVA aHanu3. Mo oTpuuaTeibHOMY HakIoHy
NMHUW perpeccuMm paccyuTbiBaeTcs BeMumMHa D B MuMHYyTax WM B efuHMLAX
MOrNOLWEHHON A03bl.

B.6 Koa(hduuneHT perpeccu NUHENHOCTW KPWUBOW BbDKMBAHUA [O/KEH

ObITb He MeHee 0,8.
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MpunoxeHune C

(ob6s3aTenbHOR)

P pakUMOHHBIA HeraTuBHbIN aHann3 (Metogq MPN ans nocnefoBaTeslbHOrO
onpegeneHns BennyuHbl D ¢ nCnonb3oBaHMEM OrpaHMYeHHOro metoga CnmpmMaHa-
Kapbepa)

MpumeyaHne —  ®paKUMWOHHblE HeraTUBHblE [aHHble MNPUMEHSATCA A4S
onpegeneHns BAUSIHWS Mpolecca CTEPUIM3aLUKM Ha XapaKTepUCTUKWM Pe3UCTEHTHOCTU TecT-
MMWUKPOOPraHM3mMOoB C MOMOLLbI0 MeToaa Hanmbonee BeposTHbIX BennumH — MPN (Most Probable

Number).

C.1 KoHTponupyemble npo6bl AOMKHbI OblTb MNOABEPTrHYTbI  KpaTHbIM
3KCMO3NLMSAIM B ONpeAeneHHbIX YCNOBMSX BO3L4EACTBMS BCEX MNepPeMEHHbIX
(hakTOpOB Mpouecca cTepuan3aymn, UCKNYas NPOLO/HKUTENbHOCTb UN YPOBEHb
[03bl BO3AENCTBUSA, KOTOPble OCTAKTCA MOCTOAHHbIMW. B KaXAoW 3Kcnosuymm
AO/MKHO ObITb He MeHee 20 MOBTOPHOCTeN. Kaxablii nepuoj 3KCnosvumm uam
YPOBEHb A03bl AO/KEH OTANYATLCSA OT NPEeAbIAYLLEro Ha NOCTOSHHbLIA UHTepBan. B
KaK4OM 3KCMO3MLMU [O/DKHO MCNOMb30BaTbCA OLHO U TO XK€ KOIMYECTBO

MOBTOPHOCTE.

MprvumeuyaHune — TpeboBaHMs K paboTe WCMbITATENILHOrO 060PYAOBaHUSA

npusegeHbl B 1ISO 11138-2 1 ISO 11138-3.

C.2 lMocne 2 4 3KCNO3MUMW KaXKAblAi WHOKYNMPOBaHHbIA HOCUTENb B
acenTUYeCKMX YC/IOBUAX TMOMeLaeTcs B MPOOGUPKY, COAepKallyt afeKkBaTHOe
KO/IMYeCTBO COOTBETCTBYHOLLEA CTEPUNbHOM NUTaTeNbHON cpeabl. O6bem cpegbl
[O/MKeH OblTb OAMHAKOB AN18 KaXAoW MNOBTOPHOCTW. Ecnm nutatenbHas cpepa
BK/HOYEHAa  W3rOoTOBUTENEM B COCTaB  OWMOMOrMYECKOro  WHAMKatopa, TO
N3roTOBUTENb LO/DKEH MPUNOXKUTL MHCTPYKLUUW MO KY/NbTUBUPOBAHWUIO, & TaKXe
BblgaTb TpebOBaHMSA K MUTaTe/IbHOM cpefe WM yKasaTb Ha BO3MOXHOCTb ee

I'IpI/I06peTeHI/IF| n/vnn npuBECTU nUcHepnbiBakOWME AaHHbIE A4 €€ MPUTOTOBNEHNUA.
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C.3 VIHOKy/MpOBaHHble HOCUTENM WHKYBUPYIOTCS MNpu  TemnepaType,
PeKOMEeH/[I0BaHHOV mn3rotoBuTenem. KynbTypbl WCCNeAylOTCS Ha POCT TecT-
MWKPOOPraHM3MOB MO WCTEYEHWN BPEMEHM WHKy6aLuKu, PEeKOMEHAYyeMoro
M3roToBMTENEM. POCT TECT-MMKPOOPraHM3Ma MOXeET O6biTb YCTaHOBNEH MO
MYTHOCTU NUTaTeNbHOro 6YNbOHA, MOBEPXHOCTHOMY POCTY Ha 6Yy/nbOHE MWW
OCaX/JEHU0 Ha [AHe nNpoGMPKM B 3aBUCMMOCTM OT XapaKTepPUCTUK TecT-
MUKPOOpraHuama.

C.4  PesynbTaThl  cfefyeT 3anucbiBaTb B BUAE  OTHOLLUEHUS
VHOKY/IMPOBAHHbIX HOCUTENEM C  BbDKMBLUMMU  TECT-MUKPOOPraHM3MaMu K
06LLEMY YMCYy WHOKYNMPOBAHHbLIX HOCWUTENE, MOABEPrHYTbIX BO3AEHCTBMIO

KaXX[10/ Cy6neTanbHOM sKcnosunuuu.
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MpunoxeHne D
(06sa3aTensHoe)

PacueTt BeiM4nHLI D € MCNONL30BAHWEM OrpaHUYEHHOro

meToaa CnunpmaHa-Kapbepa

D.1 PacueT BennYuHbI/)

MpumeyvaHue — OrpaHndeHHbIM MeTog CnuvpmaHa-Kap6epa (Spearman-Karber)
TpebyeT, 4T06bI NOCnefoBaTeNbHble 3KCMO3ULMM OTANYaIMCL APYT OT Apyra Ha MOCTOSHHbIN
uHTepBan d M B KaXAOW 3KCMO3MLMM WCMOMb30BANIOCL OLHO U TO XK€ YUCNO PervK

(buonornyecknx NHAMKaTopoB) M

D.1.1 Y106bl 0XBaTUTb PPaKLMOHHO-HEraTUBHYIO 061acTb, HYXHO Bbl6paTb
WHTepBan sKcnosnuum uamn yposHsa aos (E/|, (/?, U/J. HavanbHast aKcnosmuus
U\ BbIGMpaeTca Tak, 4TO6bl CTEPUIN3YIOLLNIA 3h(eKT Obla paBeH HyMo nan r = 0.
MocnegHsas akcnosunymsa UK BbIGUpaeTcs Takoi, 4Tobbl Gbln 06ecrevyeH MNOMHbINA
cTepunm3yrowmin aekT nwam r = n. TeCT cumTaeTca AENCTBUTENbHbIM, €CN B
aKcnosuymu, npeguwecteytowein U\, oTCyTCTBYIOT oTpuuaTenbHble (CTEPUNbHbIE)
eanHmybl (r = 0) n B 3akcnosmuumn, cnegytowiein 3a (J\, NpUCYTCTBYIOT TONbKO
oTpuuatesibHble eauHNUUbI (r - n). Mpu 3TOM B ABYX NPOMEXYTOUYHbIX UHTepBanax
mexagy Ulun Uk (rge 0 < r < n) JO/MKHbI ObITb [Be 3HayMMble Mpobbl. 3aTem
pacCUMTbIBAETCA CpeAHAs 9KCMo3nuMa A0 [AOCTUMXKEHUS CTEPUIbHOCTM UK

orpaHuyeHHoro nokasarens CnupmaHa-Kapbepa no gopmyrne

roge UM - cpegHAs 3KCmos3vumusa [0 AOCTVKEHWUA CTEPUIbHOCTU (OLEHKa
orpaHuyeHHoro nokasarens CnupmaHa-Kap6epa);
Uk - nepsas 3KCMO3MUWA, B KOTOPO Habno4aloTCca BCe CTepUNbHbIE
pennnkK, rk=n\
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d - wHTepBan BPeMeHW UM [03bl MEXAY 3KCMO3MLMAMU;

n - u4ucno penauk (6MONOrMYECKUX WHAMKATOPOB) B  KaXaoW
3KCNO3ULNK;

X - YMCNO CTEPWU/IbHBIX PENSIMK B K&XKAON 3KCMO3MLUN;

U| - camasd gauTesibHas 3KCNo3uuusa, B KOTOpPOM He HabnwoparoTcs
oTpuuaTefibHble 6MOOrNYECKME UHAMKATOPSI, T = 0;

Uk\ - akcnosnums, npegwecteytowas UK;

X/i - cymma CTepunbHbIX PEnnK (/) BO BCEX 3KCMO3MUMAX Mexay £,

n UKA.

D.1.2 BennuunHa D paccuntbiBaeTca no hopmyne

IgNo + 0,2507

roe UK - cpeaHee 3HauyeHMe 3KCMO3WLMU [0 AOCTUXKEHWUS CTEPUIbHOCTH,
Mony4YeHHOe M3 NpeaplayLLei GopmMybl;
M - CcpefHee YMC/O XMBbLIX CMoOp B pacuyeTe Ha OAWH 6UONOTUYECKNiA
MHAMKATOP, OnpefeNneHHoe No BCeMY KONMMYECTBY XKUBbIX CMOp.

D.2  Pacuetr gucnepcum  t/,*, CcTaHJApPTHOrO  OTK/IOHEHUSA U
[0BEPUTENIbLHOIO MHTEpPBana ¢ NomMoLbio Metoga CnupmaHa-Kapbepa

MpumeyaHune — Pacyetr no metogy CnuvpmaHa-Kapbepa no3BoAsieT YCTaHOBUTb
Bapuauuio b\K u, B cBOK ouepefb, paccumTaTb CTaHAAPTHOE OTK/IOHEHWE W [OBEPUTE/bHbIN

NHTEpBas.

D.2.10ucnepcusa U T.e. (E/,*) paccunTbiBaeTCcs No opmyne

<r
Z 0.

rae d - MHTepBan BPEMEHU MM [03bl MEXY IKCMO3ULMAMU;

n - yucno npob (pensnk) B KaX4oW 3KCnosnumu,
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I, - 4YnUCNo CTEPWU/IbHbLIX PENNUK B Ka)KAOVI IKCNo3numnn;

K-1

* _ "
E NI« V) - CyMMa BeNNYMH, MOMyYeHHas YMHOXEHWeM  Ha

(n-r;)ans kaxpon akcnosuunm 1 mexgy U\ n Uk-\.

D.2.2 CtaHfapTHOE OTKIOHeHNe UNSDuxK) paccunTbiBaeTcst No opmyne

s%
D.2.3 IMoNb3ysAcb BEPXHUM W HWKHUM [OBEpUTENbHbIMU npefdenamu Usk

paBHbl UxXk+ 2SDusk\ P —0.95), pacCuMTbiBaeTCA HMKHUIA U BEpPXHWUN
AOBepuUTENbHbIE Mpeaens! ans D:

HVDKHWIA oBepuTeNibHbIV npegen n*

V*-2SDla
H  IgjVO+ 0,2507 :

BepXHUIA foBepUTenbHbIN npegen UX

_ U*+2SD\a
8 IgAb+0,2507 *

24



FOCT ISO 11138-1-2012

MpunoxeHuve E
(o6s3aTensHoOE)

XapakTepuCTUKIN BbIXXMBaHWUS—rM6enm

MpumeuyaHue — KOHTPO/b XapaKTePUCTUK BbDKMBAHUA—TUGENN C MOMOLLLHO
GONbLIOro  uyucna  GUMONOTUYECKMX  NpPo6  ABNSIETCS  AOMOSHWUTE/IbHBIM  CPeACTBOM,

rapaHTUPYHOLLMM NOCTOSIHCTBO XapaKTePUCTUK BCEX EAUHUL, B KaXKAOM AaHHOW cepuun.

E.1 3HauyeHMs BenuMUUHbI D, BbIYUC/IEHHbIE MO0 M3 KPUBOWN BbDKUBAHMUS,
nM6o nyTeM  UCMOMb30BaHWA MeToda (PakLMOHHOTO HeratMBHOrO aHanusa
(npunoxenns B n D), [OMKHbI UCMONb30BaThCA A1 pacyeTa BpemeHW (403bl)
BbIXXMBaHUA U BpeMeHUW (f03bl) rnbenu.

E.2 Ana nonyvyeHuss HafeXHbIX BeNUYUH BpemeHU ([03bl) BbDKMBAHUS WU
BpeMeHu ([03bl) rmbenn cnefyeT UCNONb30BaTh He MeHee 50 npob.

E.3 [na xapakTepucTUK/M BpemMeHn ([03bl) BbDKMBAHUA W BPEMEHW (J03bl)
rméenn Heobxoammo He MeHee 50 npo6. XapakKTepucTMKa BbDKMBAHUS — 3TO
(hMKCUPOBaHHAas  3KCMO3ULMS  BpemMeHM  (403bl), KOTOPOM  COOTBETCTBYET
onpeAeneHHoe KOMMYECTBO BbDKMBLUMX OPraHW3MOB B KaXKAOW eAuHMLE MNpo6bl.
XapaKTepucTmka BpeMeHW (fo3bl) rnbennm — 310 (PMKCUPOBAHHAA 3KCMO3NLUA
BpPeMeHN ([03bl), KOTOPOM COOTBETCTBYET MOSiHasa rubefib BCeX OPraHM3MoB B
KaXKA0i eguHMLe npoobl.

E.4 XapakTepuCTUKM BbDXKMBaHUA — TUGENN [ONIKHbI OMpefensTbCs B
pe3nuctomepe 6UONOTMYECKUX MHAMKATOPOB. lMepuofbl BpeMeHW/[03bl BbXKUBaHUSA
— rnbenun onpeaensoTcs cnefyrolum obpasom:

Bpems (go3a) BbkuaHus > D (IgNQ — 2),

rae No— MCX0AHOe KOM4YecTBO OpraHuM3MoB.

Bpewms (go3a) rnbenn < Ig (NO + 4).

MpumeuyaHue — Yucno Npob, B3ATbIX 4SS KAKAOW 3KCMo3uUmuK, GyaeT 3aBUCETb

KaK OT MPOM3BOAUTENLHOCTU, TaK U OT Paboumnx XapaKTepUCTUK WUCMOMb3YeMOro pe3ncTomepa
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61010rNHECKUNX NHONKaTOPOB. I/IHor,qa cnefyet BbIMOMHNTE HECKO/IbKO MNpeaBapuTesibHbIX

3KCI'I03MLI|MI7I onsa BpF,‘MeI/II/I/,U'OB KaK [On1da BbDKMBaHUA, TaK WU rméenun, 4TobbI onpeaennTb

HeobXxoAnMoe obLyee KoNMyecTso nNpob.
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MpunoxeHune F
(cnpaBo4yHOe)

OnpegeneHve UHIMOGMPOBAHMA POCTa MaTepuanamy HocuTenel un

NepBUYHBbIX YNaKOBOK BO BpeMsa CTepunansamnmn

F.I Martepuansl

F.1.1 CycneH3una TecT-MUKPOOPraHNM3MOB OHOr0 LWTamma, NpuroToB/ieHHas
TEM e Ccnocobom, 4TO U TeCcT-MUKPOOPraHuU3mbl, MnpefHa3HauYeHHble A4
NHOKYNAUMK HocuTeneir. CycneH3us AO0MXKHaA COCTOSTb M3 MUKPOOPraHvW3moB
N3BECTHOM MONynauMmn, onpefesieHHas Mo YUCNY >KMBbIX MWUKPOOPraHW3MoB,
NMo3BONAKOLWAA BblAeNUTL UX B Konnyectse oT 10 o 100 egmHuL,.

F. 1.2 Pe3nucTomep A0O/MKeH COOTBETCTBOBAaTb TPebOBaHUAM, ONpPefenieHHbIM

B MOC/NeAYHOLMX YacTsAX HACcTOSALLero cTaHAapTa.

F. 13 lNuTatenbHas cpega — Kak  OrnpegeneHo  ycroBUAMU
KYNbTUBUPOBaHNA.
F.1.4 YcTaHOBKa Ans WMHKYOMPOBAHMS C KOHTPONEM TemmepaTypbl — Kak

OnpefenieHo YCnoBUAMU UHKYOBUPOBaHMA.

F.2 MeTog onpegeneHus

F.2.1 TlpeacTaBuTesibHOe KOMWYECTBO U3 12 HEWHOKY/IMPOBAHHbLIX
HOCWUTeNein pasfenuTb Ha LecTb Fpynn Mo Asa HocuTens. MpurotoBuTb AEBATb
KOHTENHepOoB C NMUTaTeNbHOM cpefoi (cpeoi pocTa).

F.2.2 ¥YnakoBaTb Kax/bll 13 BYX HOCUTENIEN KaXKAOW W3 3TUX TPex rpynn B
martepuan, WCNonb3yemblli A1S W3roTOBMEHUS OGUONOrMYECKUX WHAUKATOPOB, W
MOABEPrHYTb UX CTEPUIN3ALLUN.

F.2.3 YcTaHoBUTb paboumne ycnosus B pesuctomepe no ISO 11138-2 n I1SO
11138-3.

F.2.4 Tlocne 3aBeplleHUsi MpoLiecca KakK MOXHO ObICTpee, HO He Mno3faHee

yeM uepe3 120 MWH, pas3BepHYTb HOCUTENM U B aCeNTUYECKUX YCOBUSX
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MepeHecTM B MUTaTeNbHYI Cpeay, He MOABepras WX NpU 3TOM HEeMep/1IeHHON
06paboTKe. 3anucatb Bpems, HEOOXOANMOE AM51 NMOAHOW Mepefayn.

F.2.5 lMomecTuTb OfHY rpynny N0 [Ba HOCUTENS B KaX[bli M3 Tpex
KOHTEAHEePOB C MWUTaTeNbHON Cpeaoi, npeaBapuTeNbHO WHKYOGUPOBaAHHON npu
COOTBETCTBYIOLLEN Temnepatype. VIHKyOmMpoBaTb MUTaTeNIbHYK Cpegy npw
YCTaHOB/IEHHOI TemnepaType B TeyeHue 2 4, 4To6bl NO3BONTL UHIUOMPYOLW MM
BellecTBam fecopbupoBaTbCsi M3 HocuTeneid. M3Bneyub nuTaTeslbHYHO cpegy U3
WHKybaTOpa W WHOKYNUPOBaTb €€ TakKMM KONMYEeCTBOM CYCNEH3UW TecT-
MUKPOOPraHNM3MoB, KOoTopoe cofepxut oT 10 go 100 TecT-MUKPOOPraHU3MOB.
BepHyTb MHOKYNMPOBAHHYIO NUTATENbHYIO Cpefy B UHKY6aTop v MHKyO6upoBaTb
ee B TEYeHWe BPEMEHM, YCTAHOB/IEHHOIO W3rOTOBUTENEM [/1 PereHepauun
OMONOrMYECKNX UHAMKATOPOB NPW HOPMasbHbIX YCOBUAX UX UCMOMNb30BaHUS.

F.2.6 OTpuuatenbHblil  KOHTPOMb: MOMECTUTb OAHY Trpynny no pAsa
HOCUTENs,, He NOABEPTrHYTbIX CTepuUAN3auumn, B KaXKAbIA M3 TPeX KOHTENHepoB C
nuTaTeNbHOW Cpeaoi, MHKYOUPOBaHHONM B TeyeHWe 2 Y, MHOKYNUPOBaTb UX TECT-
MMWKpOOpraHusmMamm B KonmdectBe OoT 10 oo 100 m MHKy6upoBaTb B TeYeHUe
nepuofa BpPEMeHW, YCTAHOB/EHHOrO W3rOTOBMTENEM, WU B TeX Xe YCNOBUSX,
YNOMSAHYTbIX BblLLE.

F.2.7 TlonoXuTenbHbIl KOHTPOMb: WHKYOWpOBaTb TPW KOHTelHepa ¢
nUTaTeNbHOW CPefoit B TeuyeHne 2 4, MHOKYIMPOBaTb UX TECT-MUKPOOPraHn3MamMm
B KonmdectBe oT 10 40 100 egMHML, 1 MHKY6MPOBaTb TaK XKe, KakK YKa3aHO BblLLe.

F.2.8 lNocne OoKOHYaHWA YCTAaHOB/IEHHOrO Mnepuvofa pereHepauun M3BIeYb
BCe AeBATb KOHTEWHEPOB M3 MHKyb6aTopa M MCCNefoBaTb UX Ha HaM4ume >XMBbIX
OpraHn3MoB B COOTBETCTBUMN C UHCTPYKLUAMU U3FOTOBUTENS.

F.2.9 3anucatb pesynbTaTbl HaAMyus W OTCYTCTBUA  pocTa TecT-
MUKPOOPraHn3mMoB.

F.3 VIHTepnpeTauma pesynbLTaTos

F.3.1 Ecnm oTCyTCTBME pocTa OTMeYaeTcs B O4HOM WM 60/ee NO3UTUBHBIX

KOHTPOJ/IbHbIX 06pa3u,ax, NCNblTaHNE CHNTAETCA He,ﬂ,eVICTBMTeﬂbeIM.
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MpumMmeyvanne — OTCYTCTBME POCTA B NO3UTUBHOM KOHTPOSIE MOXKET 06BbACHATLCA
oLmn6Kom KOHTpPONA nonynaynn TECT-MUKPOOPraHn3moB nn HECOOTBETCTBYHOLLNMMN

YCNOBUAMY pereHepaluu (MutatesibHasi cpesa, TeMneparypa u T.4.).

F.3.2 Ecnu oTcyTCcTBME pocTa Habnwogaetcs B OLHOM uanM  Gonee
OTpWLATENbHBIX  KOHTPO/MbHBIX 06pasLoB, HOCUTENb HE MOXET CUMTaTbCs
NPUrogHbIM  AN8  W3rOTOB/MEHWS  WMHOKY/IMPOBAHHbIX  HOCUTeneld  um

610N0rNYecKmx MHONKATOPOB.

MpumeyaHne — OTCYTCTBME POCTA B OTPULLATENBHBIX KOHTPOJ/IbHBIX 06pasLax npu
Ha/IMuMM PocTa B MOMOXUTENbHBIX KOHTPO/IbHbIX 06pasLax MoXeT 03HayaTb, YTO MaTepuas, 13

KOTOPOro U3rotToBsieH HOCUTE/1b, CaM AB/AETCA VIHI'VI6VITOpOM pocTa TeCT-MUKPOOPraHM3moB.

F.3.3 Ecnn oTcyTcTBME pocTa HabntogaeTcs B OAHOM vy 601ee UCNbITaHWiA
HOCUTeNen, NoABEPrHyTbIX CTepuAM3alMm, HOCUTE/lb HE MOXET CUYMTaThbCH
NPUrOAHbIM AN WU3roTOBNEHWS WHOKY/IMPOBAHHbIX  HOCWUTENel  Unm

6M0N0rNYecKmx NHONKaTOPOB.

MpumeyaHume — OTCYTCTBME POCTA MOXET OOBACHATLCA BbICOKMM YPOBHEM
agcopbumn/abecopbuynm CTEPUAN3YIOLLETO areHTa Wan ferpajauuvein marepuasia HOCUTeNs BO

BpeMs MpoLiecca CTepumn3saLm

F.4 OnpegeneHne WHrMOMPOBaHUS POCTa, BbI3BAHHOIO MaTepuanamu
YNaKoBKM

O6pasybl mMatepuana NepBnUYHO YNakoBKM MOTYT OblTb MUCMbITAHbI TEM XXe
cnocobom, 4to n Hocutens (F.1— F.3).

O6pasey, u4acTM MaTepuana MePBUYHOM  YNAKOBKW  JO/MKEH  ObiTb
[OCTAaTOYHbIM  AN1A  MOrPY)XXeHWs B NuUTaTeNlbHYH cpedy 06bEMOM, paBHbIM
YABOEHHOMY 06beMY nWTaTeNbHOW cpefbl, HeOOXOAMMOW [N HOPMasibHOro
KOHTaKTa C UHOKY/IMPOBAHHbIM HOCUTENEM, WX 415 aBTOHOMHbIX 61M0N0TMYecKnX
WHOMKATOPOB B 00beMe, I3KBUBAJIEHTHOM [N HOPMaibHOrO0 KOHTaKTa ¢

nUTaTeNbHON Cpesoi.
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MpunoxeHue A

(cnpaBoyHOe)

CBefleHMs1 0 COOTBETCTBUM MEXIOoCyAapCTBEHHbIX CTaHAAPTOB

CCbI/IOYHBbIM MeX/AYHapoaHbIM cTaHAapTaM

Tabnuua OJA.1
O603HayeHmne un CreneHb O603HaYeHNe N HaMMeHOBaHMe
HaMMeHOBaHMe COOTBET- MEeXrocyapCTBEHHOr0 cTaHAapTa

MEeXAYHapoA4HOro cTaHAapTa  CTBMS
I1SO 9002:1994

Cuctembl KayecTBa. Mogenb

Ans obecrneyeHmns KayecTsa

npy NPOU3BOACTBE, MOHTaXe

1 06CNy>KBaHUN

*

ISO 11138-2:1994 IDT rocT I1SO 11138-2-2012
Crepununsaumns MeauLnHCKoM Crepunusaymsa MeLWLMHCKOWA
npoaykuun. brnonorunyeckue npoayKuunu. bronorunyeckune
MHAUKaTopbl. YacTtb 2. nHaukatopbl. Yacte 2. Buonorunyeckue
bBuonorunyeckme nHAMKaTopbl NHAWKATOPbI ans cTepunusauumu
NS cTepunmsaunm oKCuaom OKCWUAOM 3TUNEHA

aTuneHa

ISO 11138-3:1995 IDT FOCT ISO 11138-3-2012 Ctepununsauns
CTepunmsaumns MeanLMHCKONR MeULMHCKON NpoAyKLUN.
npoaykuun. bruonornyeckue Brvonornyeckne wHAMkKatopbl. Yactb 3.
nHankKaropsl. Yactb 3. buonornyeckue NHANKATOPLI ans
Buonoruyeckme nHAnKatopbl CTEPUIM3ALUN BNAXKHBLIM Ternsjom

ANSA CTEPUNN3aLNN BNAXKHLIM

TEnaom

*  COOTBETCTBYHLUMIA  MEXIOCYLAPCTBEHHbIA  CTaHAAPT OTCYTCTBYeT. [l0 €ro  YTBepXKIeHWsI
PEKOMEHAYETCS! CMO/b30BaTL MEPeBOf Ha PYCCKUMIA s3bIK JaHHOTO MeXAyHapo4HOro cTaHgapTa. Mepesos
[aHHOr0 MeXAyHapoAHOro CTaHAapTa HaxoauTes B defepasibHOM UHOPMALIMOHHOM (DOHAE TEXHUYECKUX
pernamMeHToB W CTaHAPTOB.

MpumeyaHue - B HacTOsILLEM CTaHAApTe WUCMO/L30BAHO Criedytolllee YC/IOBHOE 0G03HaueHue
CTeNeHV COOTBETCTBUS CTaHAapTa:

—IDT - ngeHTUYHbIe CTaHAAPTLI.
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Y[OK 637.132.4:715.478:658.513:006.354 MKC 11.080 P26 IDT

KnioueBble cnosa: MeAMLMHCKAs NPOAYKUUs, CTepunmsauus, 6GMONoruyeckue

WHAMKATOPbI, crneuyudukauum, TpeGOBaHUA K M3rOTOBNEHWUIO, MapKMPOBKa,
ynaKoBKa
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