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Mpegucnosue

Llenn, OCHOBHble NPMHUMNLI H NOPALOK MpPOBefeHMs paboT MO MEXrocyAapCTBEHHOM
CTaHAapTM3aLnmM  YCTaHOB/IEHbI roCcT 1.0—92 «MexrocynapcTBeHHas cuctema
cTaHgapTmsauun. OcHoBHble nonoxeHua» n FOCT 1.2—2009 «MexrocyfapcTBeHHas cucrTema
CTaHfaptm3aumun. CTaH4apTbl  MeXrocy[apCTBEHHble, nNpasBwWna W PeKoMeHZauum o
MEXroCyapCTBEHHOM CcTaHAapTu3aumu. [lpaBuna pa3paboTKW, MNPUHATMSA, MNPUMEHEHUS,
0OHOBMEHUSA W OTMEHbI».

CsefieHus o cTaHZapTe

1 MOArOTOBJIEH ®epepanbHbIM  rOCYAapCTBEHHLIM  YHUTAPHLIM - NPeAnpUaTueM
«BcepoccuiAickunii Hay4Ho-McCnefoBaTeNnbCKUn MHCTUTYT CTaHAapTusauum u ceptuukauum B
MaLluHocTpoeHun» (BHUMHMALLY)

2 BHECEH ®efepanbHblM areHTCTBOM HO TEXHWYECKOMY  PEeryivpoBaHuio U
meTponorum (FoccTaHiapT)

3 MPUHAT MexrocyfapCTBeHHbIM COBETOM MO CTaHAapTusauuu, MEeTPOoaorum u
ceptugmkaymm (npotokon Ne 40-2011 ot 29 Hosbpsa 2011 r.).

3a NpVHATYIE CTaHAAPTa NPOro/I0COBa/INA:

KpaTkoe HavMeHOoBaHue CTpaHbl HO Kog cTpaHbl o CokpallleHHOe HavMeHOoBaHue
MK (UCO 3166) 004—97 MK (MCO 3166) HaLMOHa/IbHOTO OpraHa
004—97 HO CcTaHAapTU3aLmnmn
benapycb BY "occtaHgapT Pecny6imku Benapycb
KazaxctaH Kz occtaHaapT Pecny6nmkn KasaxctaH
Kbliprei3ctaH KC. Kblprei3cTaHZapT
Poccuiickas ®efepaums RU ["occraHpapT
TapKuknctaH TJ TamKHKCTaHNaoT

4 Mpukasom defiepanbHOro areHTCTBa Mo TEXHUYECKOMY perynnpoBaHuio U METPOIOrun
oT 13 gekabps 2011 r. N° 1380-cT MeXrocyfapcTBeHHbIli ctaHgapt MOCT 1SO 11140-2-2011
BBeJEH B AeliCTBME B Ka4yecTBe HaLMOHanbHOro ctaHgapTa Poccuiickoli defepaunn ¢ 1 sHBaps
2013 .

5 HacToswmini cTaHAapT WAEHTUYEH MeXAyHapogHoMy ctaHgapTy ISO 11140-2:1998
Sterilization of health care products - Chemical indicators - Part 2: Test equipment and methods
(CTepunusauma MefMLUHCKON NPoAYKUMU. XUMUYECKMe UHAMKATOPbI. YacTb 2. O6opyaoBaHue
U MEeTOAbl UCTIbITAHWIA).

CTeneHb COOTBETCTBUA - UAeHTUYHas (1DT)

CraHfapT NnoAroTosfieH Ha ocHoBe npumeHeHus TOCT P MCO 11140-2-2001

CBefleHMs 0  COOTBETCTBUM  MEXrOCYJapCTBEHHbIX  CTaHZAapPTOB  CCbIIOYHbIM

MeXAYyHapo4HbIM CTaHAapTaMm npuBefeHbl B JONOSHUTENLHOM npuioxeHun A

6 BBEJEH BITEPBbIE

VH(hopmaums 0 BBefeHMM B [feiicTBMe (MpeKpalleHuy AeicTBMS) HaCcTOsLWEro cTaHgapTa
ny6anKyeTcs BykasaTene «HaumoHanbHble CTaHAapThi».

ViHopmaums 06 M3MeHeHUsIiX K HaCcTOsieMy cTaHaapTy nybnukyeTcs B ykasaTene
«HaumnoHanbHble CTaHAapThi», @ TEKCT M3MEHEHWIA - B MH(OPMALMOHHBIX yKazaTensx «HauynoHanbHble
CTaHfapTbl». B cnyyae mepecMoTpa MaM OTMeHbl HAacTOSLEro cTaHgapTa COOTBETCTBYHLLAS
MHhopMauus BygeT onybnnkoBaHa B MHGhOPMaLMOHHOM YKasaTene «HauuoHabHble CTaHAap Thi»

O CraHgapTuHtopm, 2013
B Poccwiickoli ®efepaunn HaCTOALMIA CTaHAAPT He MOXET OblTb MOAHOCTBIO WM YaCTUYHO

BOCMPOU3BEAEH, TUPaXKMPOBaH W PacnpoCTpaHEH B Ka4ecTBe OC*)I/ILI'I/IaI'IbHOFO n3paHnA 6e3 paspeLueHna
®defiepasibHOro areHTCTBa Mo TEXHUYECKOMY PErynpoBaHuio 1 METPOJIOMUN.
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BeBeneHne
[ns NpoBepKn XapaKTepuCcTUK XUMUYECKUX MHAMKATOPOB, 3a UCK/TIOYEHMEM
paguaumoHHbIX  WHAWKATOPOB,  TpebyeTca  crneuuanbHoe — WUCMbITaTebHOe
obopypoBaHue. HacToAwmin cTaHAapT yCTaHaBNMBAET TEXHUYECKME TpeboBaHUS K
ncnblTaTelbHOMY 060pYyA0BaHWIO, MCNOMb3YyEMOMY A/ YCTaHOB/IEHUSA peakumm
WHAMKATOPOB Ha CYLWECTBEHHble (M3MyeckMe napameTpbl. PagnaumoHHble
WHAMKATOPbI 00bIYHO UCMbITLIBAKOTCA B PaguaLMOHHbIX YCTAHOBKAX.
O6opyfoBaHMe, [OMNYCKM Ha TeXHUYEecKMe XapakKTepuCTUKW KOTOpOro
npuBeAeHbl B HACTOSILLEM CTaHAapTe, MNpefHasHayeHO ANS  WUCMbITaHUNIA
WMHAMKATOPOB Nto6oro knacca no 1SO 11140-1.
B KOHKpEeTHbIX c/iy4yagx MOXeT OblTb NPMMEHEHO 060pyaoBaHne C

TEXHUYECKNMUN XapaKTEPUCTUKaMun, NMEKOLLLMMN 6onee LUNPOKKE AOMYCKW.
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MEXIOCYAOAPCTBEHHGBIN CTAHOAPT

CTepunusaums MeuLMHCKON NpogyKLuum

XNMNUYECKWME MHONKATOPDI
YacTb2

O6opyoBaHMe 1 MeToAbl UCTbITaHUI

Sterilization of health care products. Chemical indicators. Part 2. Test equipment and methods

Jata BBegeHns — 2013—01—01

1 O6nacTb NPUMEHEHUS

HacToswmin ctaHfapT ycTaHaBnvMBaeT TpeboBaHMS K 060pyAOBaHUIO W
MeToZaM MCNbITaHUIA, NPUMEHSAEMbIM [/15 MPOBEPKN XMMUYECKUX NHAMKATOPOB Ha
cooTBeTCTBME TpeboBaHMsAM 1SO 11140-1.

O6opypgoBaHue 1 MeToAbl UCMbITaHNA Anst YyacTeil 3 4 1SO 11140 ykasaHbl
B 3TUX YacTax.

CTtaHaapT He ycTaHaBnvBaeT TpeboBaHU K 060pyAoBaHWIO MAM MeToAaM
NCNbITaHWA, MUCMONb3YEMbIM AN NMPOBEPKM XMMUYECKMX WHAMKATOPOB Knacca 1
ANSt CTEPUAN3ALMNA MOHU3MPYIOLLMM 06/yYeHneM Ha cooTeeTcTBme ISO 11140-1.

CraHfapT He ycTaHaB/ivBaeT TpeboBaHW 6e30MacHOCTU WCMbITaTeNIbHOro
06opyAoBaHWA, OHU PEryanpyroTcs 0COObIMU PErnoHasbHbIMU, HaLWOHAbHbIMU

nan MeCTHbIMW pernaMmeHTamMmn.

2 HopmaTuBHbIe CCbINKK

B HacToAwem CcTaHAapTe WCNOMb30BaHbl  CCbUIKM  Ha  cnepyoLine

CTaHAapThl:

WN3aaHue oguumanbHoe
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ISO 11134:1994 Sterilization of health care products. Requirements for
validation and routine control. Industrial moist heat sterilization (Ctepunusauus
MeAMLMHCKOM NpoAyKumun. TpeboBaHWA K Banujauuyv 1 TeKyLeMy KOHTPOSIHO.
MpomMbILWeHHas CTePUAN3aLUa BIaXXHbIM TEM/I0M)

ISO 11140-1— 2000 Sterilization of health care products. Chemical
indicators. Part 1. General requirements (Ctepunmsaums  MeaULIMHCKOW
npoayKumMn. XumMuyeckne mHamkatopel. Yacte 1 Knaccudukaymsa, TexHuyeckue
TpeboBaHUs)

ISO 10013:1995 Guidelines for developing quality manuals (PykoBoacTtea

Mo pa3paboTKe MHCTPYKLUMIA 06ecneyeHmns KavyecTsa)

3 OnpegeneHus

B HacTofweM CcTaHapTe MCMOJb3YHTCA TEPMUHBLI C COOTBETCTBYHOLLUMM
onpeaeneHusmm no 1SO 11140-1, a TakXXe TEPMUH, NPUBEAEHHbINA HIXKeE:
Bpems rnogbemMa: Bpems, npowefllee OT Hayana nojays napa Ao

OOCTUMXXEHNA 3afaHHbIX yC]'IOBI/II\/lI BblAEPXKKN.

4 PesHeToMerp Ansa npoBepkn xmmmyeckux nHankatopos (CIER)

4.1 O6Lwme nonoxeHns

Pe3ncToMeTp npefHasHayeH 415 BblAepXWUBaHUSA UCMbITbIBAEMbIX 06pa3LoB
MpwW 3afjaHHbIX YCOBUSAX UCMbITAHWUA.

TexHuyeckue TpeboBaHMA, NPUBELEHHbIE HWXKe, OMpefensloT napameTpsbl,
KOTOpble  [O/MKHblI  6bITb  AOCTUTHYTbI  HEMoOCPeACTBEHHO BOKpPYr o6pasua.
KOHKpeTHble cpeAcTBa WM3MEPEHUs U KOHTPOAA 3TMX MNapaMeTpoB HaCTOALLMM

CTaH/apTOM He yCTaHaB/MMBaKOTCS.

MpumedaHue — [On9 [OCTUXKEHWs Tpebyemoii TOUHOCTU  PEKOMEHAYeTcs

aBTOMATMYeCKUIA KOHTPO/b MapamMeTpoB npoLecca.
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4.2 Pe3uctomeTp A/19 NapoBbIX XUMUYECKUX NHANKATOPOB
4.2.1 TpeboBaHMs K paboymm XapakTepucTukam
4.2.1.1 O6opyfoBaHWe [O/HKHO 0b6ecrneymsBaTb napameTpbl, MPUBEAEHHbIE B
Tabnuue 1

Ta6nuua 1— MuHUManbHble AMana3oHbl 1 Npeae/bHbIe OTKNOHEHUS

HaumeHoBaHwe Mﬂﬁg'n'\"a%g‘f_l"'b'” MpefenbHble OTKNOHEHNA
napameTpa obecneynBaHms
napameTpa
Temnepartypa Ot 110 °C pgo 145 °C ro,5 °c
JasneHne* Ot 140 °C po 420 klMa *3,5 KklMa
Bakyym* Ot 4 °C go 100 kMNa *0,5 klMa

* MpuBeLeHbl 3Ha4YeHMst abCONOTHOIO AaB/eHMS.

MpumeyaHue — [na NpoBepkM WHAMKATOPOB KNaccoB 5 M 6 MOXeT noTpebosartbcs
MeHblUee 3HayeHWe abCoMOTHOrO AaBfieHMs B (hase BaKyyMWPOBaHWsA, 4TO 00YC/OB/IEHO
3apumanbHbIM AaB/IeHMEM OCTaBLUErocs BO34yXa.

421.2 Ana n3MepeHns BpeMeHW BbIAEPXKKM MNPU UCMbITAHUAX BCeX
NnapoBbIX MHAWKATOPOB, npmeefeHHbIX B ISO 11140-1, AONXKHbLI UCMNOJ/Ib30BaTLCH
yacbl (Taiimep) ¢ npeaenom usmepeHus 4o 90 MUH 1 TOUHOCTbIO He Xyxe + | % oT
BPEMEHU BbIAEPXKMU.

4213 O6opypoBaHue LO/MKHO NMETb YCTPOWCTBO ans
BaKyyMMPOBaHMA Kamepbl [0 334aHHOr0 OCTaTOYHOr0 [aBNeHUs C  Uefbio
obecneyeHns [OCTaTOMHOrO YyfaneHUs BO3fyxa nepej nofgadvein napa. Mogady
napa B Kamepy He/b3si UCMONb30BaTb A4J1A TOro, 4YToObl MOBAUATL Ha YyhaneHue

BO34yXa M3 KaMepbl.

MpumeyaHune — Ha HEKOTOpbIE MHAMKATOPbLI MOXET OKaTbIBaTb HEGMArOMNpPUSTHOE
BO3/€eiCTBME YBENMYEHHOE BPeEMSs CYLIKM U BaKyyMUpOBaHUs. OTKauMBaHue cnefyeT NpoBOANTb

B TeHEHNE MUHMUMaSIbHOTO BpeMeHN, KOTopoe 06bIYHO He LOJ/DKHO MpeBbIWaTh 5 MUH.

4214 Kamepa fomkHa 6biTb CIPOEKTUPOBaHa TakKUM 06pa3oM, YTOObI
obpa3syloLWuniica Ha XOMIOAHbIX YacTAX Kamepbl KOHAEHCAT He BAMAM Ha yCnoBus

WUCNbITAHWIA.
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MpumeyaHne — IT0O MOXET MOTPe6GOBaTb TEPMOCTATUUYECKOTO PErynupoBaHus

TemnepaTypbl BHYTPEHHWUX MNOBEPXHOCTEN Kamepbl U/vnv ABepeli 0 YPOBHU 3afaHHOW paboueit

TemnepaTypbl.

4215 B kamepy f0/MKeH NofaBaTbCs HACbILLEHHbIA Map OT BHELLHErO,
Mo OTHOLUEHWIO K Kamepe, WCTOYHMKA. [lofaBaeMblii nap AO/MKEH OTBevaTb
Tpe6oBaHuam ISO 11134.

42.1.6 TeKkylumMe 3HayeHUs TemnepaTypbl M abCONOTHOrO [AaBNeHUs
[O/KHbI KOHTPOMMPOBATLCA W 3aMUCbiBaTbCA C Lie/Ibl0 NOATBEPXAEHMSA TOr0, YTO
OHM HaxoAsATcs B npefenax AONYCKOB ANA BblOpPaHHbIX YCMOBUIA BbIAEPXKKN,
npuBefeHHbIX B Tabnuue 1

4217 Bpemsa nogbema He fo/mpkKHO npesbiwars 10 ¢, npyu 3TOM Bpems
noBblWeHNs TemnepaTypbl oT 100 °C g0 3agaHHOW TemnepaTypbl BbIAEPXKM He
[LOJ/DKHO npesbiwaTh 5 c.

42.1.8 Mo OKOHYaHMN BPEMEeHW BbILEPXKKWU Bpems, Tpebytoweecs ans
NPUBELEHNS AaBNIeHNA B Kamepe K aTMOCHepHOMY, He AO/XHO NpesblwaTth 5 C.

4.2.2 MeToamMKa mucnbiTaHUA

4221 NHpgnkaTop nomewjaroT B Hagnexawmin gepxxatenb 06pasuos.

[epxaTenb He JOMKEeH BANATb Ha paboTy MHAMKATOpA.

MpumedvaHne — [epxaTenb 06pa3Ll0B JOMKeH 06ecrneunBaTb Takoe BO3AeCTBUE
napamMeTpoB WCMbITAHUA Ha UHAMKATOP, KOTOPOE MPefyCMOTPEHO W3rOTOBUTENIEM WHAMKATOPA.
ONa pasnuuHbIX WHAMKATOPOB MOrYT MOTPe60BaThCA PasNMUHbIE BapUaHTbl KOHCTPYKLIMM
Jepxartens. [na npasBUIbLHOTO BbiGopa HEOGXOAUMO MPOKOHCY/bTUPOBATLCH C MU3rOTOBUTENIEM

MHAMKATOPA.

4222 MMepeg HayasioM  UCNbLITAHWA  MPOrPeBaldT  BHYTPEHHIOH
MOBEPXHOCTb KaMepbl A0 Tpebyemoli TemnepaTtypbl.

42.2.3 lMoMecTMB 3arpy>XeHHbIl fepXaTenb 006pa3LoB B Kamepy,
BbIMOMHAKOT OnepayMn B CeAytoLein nocnefoBaTe/lbHOCTH:

a)  OTKauuMBalOT Kamepy A0 TPebyemoro npeABapuTeIbHOro BakyyMa.
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6) MogatoT Map B Kamepy [0 LOCTVDKEHUS TpebyeMmbiX TemnepaTtypbl W
[aB/eHNA.

B) BobigepxusaloT Tpebyemble napaMeTpbl B TeyeHWe Heob6X0Anmoro
BPEMEHU BbIAEPXKN.

r M0 OKOHYaHUW BPEMEHW BbILEPXKKM OTKAYMBAKOT Kamepy [0
TpebyemMoro OCTaTOMHOrO AaBfieHWs, 3aTeM MOJAlT BO3LYX [0 [LOCTUMKEHUS
aTMOC(epPHOro AaBneHus.

4224 BbIHAMaOT MHAMKATOP W3 Kamepbl W BU3yaslbHO 06CneaytoT
ero. 3aTeM 3anucbiBaloT pesynbTaT, OTMETMB 3afaHHble YC/IOBUA BbIAEPXKKU (CM.
4.2.1.6).

4.3 Pc31cT0.METP ANA 3TUNEHOKCUAHBIX (30) XMMUYECKMX MHANKATOPOB

4.3.1 Tpeb6oBaHWA K paboynMM XxapakTepucTnkam

4.3.1.1 O6opypoBaHMe AOMKHO ob6ecneynBaTb MapaMeTpbl, NPUBEAEHHbIE B

Tabnuue 2, B TeYeHNe BPEMEHMN BbIAEPXKM OT 140 120 MUH.

Tabnuua 2 — MuHUManNbHble ANanas3oHbl U NPefenbHble OTKIOHEHUS

MUHUMaNbHbIA
amanasoH

HaumeHoBaHWe napameTtpa o6éneunBaHms MpefenbHble OTKAOHEHUS
napameTpa
KoHueHTpauus okenga Ot 200 go 1200 mr/n +5%
aTuneHa
Temnepatypa OT1 30 °C po 65 °C + 1°C
OTHOCUTENIbHAA BNaXHOCTb OT120°C 1o 85 % * (10 % x OB)
(0B)

MpumMmeyaHunsa

1 Pabouyee pfaBreHne OyAeT ONpefenaTbCAd He TOMbKO YyKaTaHHOW B Tabiuue 2
YaKeHMasbllO KOHLUeHTpauuell OKcuaa 3TWU/IEHA, HO W Ha/lvyuvem raToB-paTbaBHTenei, ecnu
rakoBble MCMO/b3YHTCA, MO3TOMY OHO B TabnuLe He yKa3biBaeTcs.

2 Ecnm ykasaHHas TOYHOCTb He AOCTUrHyTa (HanpuMep, MpWU HU3KWUX KOHLEHTpaumax
oKcufa 3TuNeHa B rasosoil cmecu meHee 10 %), TO NpPUMeHeHWe Pe3HCTOMETPa [O/KHO ObITh
OrpaHNYeHO MNPOBEPKOW OTAE/IbHbIX KNaccoB WHAMKATOpoB  (Hanpumep, WHAMKATOPOB
rnpovecca), TpebYHOLMX MEHbLLEA TOUHOCTH.

43.1.2 [na n3mepeHnsa BpeMeHN BbIAEPXKK Mpu UcnbiTaHMAX Bcex 30
NHAMKaTopoB, npusedeHHbIX B ISO 11140-1, Heo6Xx04MMO MCMONbL30BaTb Yachl
(Tarimep) ¢ npegenom mamepeHMs A0 120 MMH M TOYHOCTbIO He XyXe = 1 % orT

BPEMEHU BbIAEPXKM.
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43.1.3 O6opypoBaHue LOSKHO nUmeTb YyCTPOWCTBO onsa
BaKyyMMpPOBaHMUA KaMepbl [0 OCTATOYHOro faBneHus MeHee 4 klla c uenbio
obecneyeHns paBHOMEPHOrO pacrpefeneHns CTEPWUIM3YIOLLEro areHta npu
nojaye v ero yfaneHus nocne 3aBepLUeHns BPEMEHU BbIAEPXKKM.

43.14 Bpemsi [0 AOCTMXeHWS Tpebyemol KOHLUEHTpauumn okKcuaa
3TUNeHa BOKPYr WHAMKaTOpa W BpeMs YMeHbLUeHWS 3TOW KOHUeHTpauuu [o
YPOBHSA, MpW KOTOPOM [eiCTBME OKCMAA 3TUNeHa Ha MHAMKATOP MpekpaliaeTtcs, B
CYMMe [JO/DKHO COCTaBnAaTb He 6onee 10 % OT o0OuWel WHTErpMpoBaHHOA
BblAEPXKKMN (Npou3BefeHUsa napumanbHOro faBfieHUs OKCupa 3TW/ieHa Ha Bpems
BbIEPXKMN).

43.15 Kamepa ” ee pfaBepb [O/KHbI  MMETb YCTpOWCTBa AN
NnofJepXXaHus TemnepaTypbl BHYTPEHHWX MOBEPXHOCTEN Ha YpOBHe Tpebyemoii
paboueit TeMnepaTypbl.

4.3.1.6 Kamepa pfomkHa WMeTb YCTPOICTBa, MpeaoTBpaliatoLlme
nonafaHne B Hee XXMAKOro OKCUAa 3TU/IEHA WK YacTuL, Moimmepa.

43.1.7 TeKylyme 3HaYeHUs TemnepaTypbl, AaBNEHUA U OTHOCUTE/IbHOM
BNaXKHOCTU JOJ/IXHbI KOHTPONMPOBATLCA W 3aNUCbIBATHCA C LIENbI0 MOATBEPXKAEHUS
TOr0, YTO OHW HaxoAATCA B npefenax TpebyemblX AOMYCKOB AN BblOpPaHHbIX
YCNOBUIA BbIAEPXKKN. B TeuyeHMe BCEro LMKNa MUCMbITAaHUA AO/MKHbI 3anuCbiBaTbCA
Kak TemrnepaTypa, TaK v faBneHue.

4.3.2 MeToanKa ucnbITaHUs

4321 NHavkaTop nomewiaroT B Hafnexawuin gepxarenb 06pasuos.

[lep>xaTenb He A0MKEH BANATL Ha paboTy MHAMKaTOpa.

MpumedyaHne — [epxaTesb 06pa3L0B JOMKEH 0GecneunBaTb Takoe BO3AECTBUE
napamMeTpoB WCMbITAHWS HA MHAWMKATOP, KOTOPOE MpeayCMOTPEHO WM3roTOBUTENEM UHAMKATOPA.
ONA pasnuuHbIX WHAMKATOPOB MOryT MOTPe60oBaThCS pas/MuHble BapuaHTbl KOHCTPYKLUM
Aepxatens. [ns npaBUILHOTO BbiGopa HEOBXOAMMO MPOKOHCYNbTUPOBATLCSA C U3rOTOBUTENEM

MHAMKaTOpa.
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43.2.2 Mepes Hayanom wucnblTaHMsA o6pasel, Aep)katenb 06pasLoB U
BHYTPEHHIOIO MOBEPXHOCTb Kamepbl MPOrpeBaroT 40 TpebyeMoit TemMnepaTypsbl.

4.3.2.3 MomecTB 3arpy>XeHHbIn fgepXaTens 06pa3LoB B Kamepy,
BbINONHAIOT Onepauun B CnefytoLein nocnefoBaTebHOCTH:

a) OTKauMBaloT Kamepy 0 TpebyemMoro octaTtoyHOro 4as/ieHus.

0) MogatoT HEOOXO4MMOE KO/IMYECTBO BOASHOMO Mnapa A0 YCTaHOB/eHUA
Tpebyemoli OTHOCUTENbHOM BNAXXHOCTW B KaMepe.

B) [MojalT OKCMA 3TWeHa WAM ero CMecb C rasom-pasbaBuTesnieM [0
[JOCTMXEeHNA TpebyeMON KOHLUEHTpauumn okcumaa 3tuneHa. [0 Hayana oTcuyeTa
BPEMEHMN BbIAEPXKKN B KaMepy He AO/DKHO MOMacTb HW Maneillero Konuuvectsa
okcupa atuneHa. Mpw NpoBeAeHUM 3TOr0 UCMbITaHWUSA HeMb3s UCMONb30BaTh COCYS,
B KOTOPOM MOTYT NPUCYTCTBOBATb C/iefibl OKCMAA TUeHa.

r) BbigepXusaloT 3TM  napameTpbl B TeyeHWe BCero Tpebyemoro
BPEMEHU BblAEPXKKMN.

n) Mo OKOH4YaHWW BPEMEHU BbIAEPXKKM YMEHbLUAKT KOHLEHTpauuto
oKcupa aTuneHa B 06/1aCTU BOKPYT MHAMKATOpa 4O YPOBHA, MpY KOTOPOM OKCWU[
60nbLLE He BO3[ENCTBYET Ha MHAMKATOP.

4.3.2.4 BblHyB WHOWKATOP W3 Kamepbl, €ro Bu3ya/lbHO 0O6CefyoT.
3anucbiBatoT pe3ynbTaT, OTMETUB 3afjaHHble YCIOBUSA BblaepXkun (cM. 4.3.1.7).

4.4  Pe3ncTOMETP 4N BO3AYLUHbIX XMMUYECKUX UHANKATOPOB

4.4.1 TpeboBaHUA K pabounmM XapaKTepucTukam

4.4.1.1 O6opypgoBaHMe A0MKHO obecneymBaTb MpMBefeHHblE B Tabnuue 3

napameTpbl B TeYEHWE BPeMeHM BblAep>Xkn Ao 180 MuH.

Ta6nuya 3 — MuHUMaNbHbIE AMana3oHbl TEMMEpaTypbl U NpeaebHble OTKIOHEHNS

MUHUMaNbHbIN
[nanasoH

Knacc nHavkaropa 06écneunBaHns MNpefenbHoe OTK/IOHEHME
Temneparypsl
Knacc 1,3,4u5 OT1 120 °C fo 200 °C +25°C
Knacc 6 Ot 120 °C po 200 °C +05-°C
44.1.2 [ns n3MepeHUs BPEMEHM BbIGEPXKKU NPU UCMBLITAHUAX BCeX

BO3AYLIHbIX WMHAWKATOPOB, MNpuBeAeHHbIX B ISO  11140-1, HeobxoLMmO
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1CMonb3oBaTb Yachl (Taimep) B npegenoMm m3MepeHus 4o 180 MUH Y TOYHOCTbIO
He XyXe £ 1% 0T BpeMeHU BbIAEPXKN.

44.1.3 Kamepa u ee paBepb [JO/MKHbI WMMETb MPUCMOCOBNEHUS Ans
NOoALEPXKaHUs TemnepaTtypbl BHYTPEHHWX MOBEPXHOCTE KaMepbl Ha YpOBHE
Tpebyemoli pabouyeit TemnepaTypbl.

44.1.4 Kamepa pgomkHa wWMeTb Mojadyy Harpetoro rasa (06bl4HO
BO3[yXa), Ha MCNOJIb30BaHME KOTOPOro paccymTaH MHAMKATOP.

4415 YcuneHHas UMpKynaumsa rasa Ao/HKHa ObiTb CMPOEKTUPOBaHa
TakuMm 06pa3om, u4TO6Gbl TemmepaTypa 00/iee XONOAHbIX 4acTeld He Morna
OKa3blBaTb HE61AronpMATHOIO BANAHWSA Ha YCNOBUS MUCMbITaHWIA.

44.1.6 Tekywme 3HayeHUs TemnepaTtypbl B TeyeHWe BCEro Luukna
MCMbITAHUA  JO/MKHbl  KOHTPO/MIMPOBATbCA M 3aMUCbIBATLCA € LEJIbIO
MOATBEPXAEHMA TOr0, YTO OHU HaXOAATCA B Npeenax TpedyembixX AOMYCKOB.

44.1.7 Mocne noMelleHNs MHAMKATOpa B Kamepy TemnepaTtypa B Hei
[0/MKHA BOCCTAHOBUTLCA 40 TPebyeMOro ypoBHSA HAaCTPOMKWU B TedeHWe He 6onee 2
MU/H.

4.4.2 MeToAnKa UCnbITaHUA

4421 NHpgnkaTop nomewjaroT B Hagnexawmin gepxxatens 06pasuos.

[lep>XaTenb He A0MKEH BANSATL HAa paboTy MHAMKATOPA.

MpumeuvaHne — [epxaTenb 06pa3LoB JOMKEH 06ecrneunBaTb Takoe BO3AeiCTBUE
napamMeTpoB UCMbITAaHWS Ha MHAWMKATOP, KOTOPOE MPeAyCMOTPEHO WM3rOTOBUTENEM WHAMKATOpA.
Ons pasnnyHbIX WMHAMKATOPOB MOFYT MOTPE6OBATLCA pas/MYHble BapuaHTbl KOHCTPYKLMUM
Aepxatens. [ns nNpaBUILHOTO BbiGopa HEOGXOAUMO MPOKOHCY/NbTMPOBATLCSA C M3rOTOBUTENEM

MHAMKaTopa.

4.4.2.2 Mepeq HayanoM  MCNbITAaHWA  Kamepy  NporpesarwT [0
Tpebyemoli TemnepaTtypbl.
4423 MomecTB 3arpy>XeHHbIli AepxaTenb 06pasLoB B Kamepy,

MPOBOAAT BbIEPXKKY MHAMKATOPA B HArpeToM rase.
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4424 MapameTpbl UCNbITAaHUA JO/MKHBI ObITb BbIEpXaHbl B TeYeHue
BCero TpebyeMoro BpeMeHU BbILEPXKKMN.

4425 MO OKOHYaHMM BPEMEHM BbIJEPXKKN WN3BAEKAKT 06pasibl U3
Kamepbl 1 oxnaxaaoT Ao 100 °C nnu HWXKe B TeYeHMe He 6onee 1 MuH.

4.4.2.6 BblHYB MHAMKATOP M3 Kamepbl, ero Bu3yalbHO 06CnefytoT.
3anucblBatoT pesynbTaT, OTMETUB 3afaHHble YC0BUA Bblaepxxku (cm. 4.4.1.6).

4.5 Pe3uctomeTp Ans napodopManbLeruiHbiX XMMUYECKUX UHANKATOPOB

4.5.1 TpeboBaHMs K paboumM XapakTepucTUKam

4.5.1.1 ObopynoBaHue fO/MHKHO 0becrneymBaTb napaMeTpbl, NPUBELEHHbIE B

Tabnuue 4, B TeueHWe BPeMEHMN BblAepXKK 0T 140 360 MUH.

Ta6nuua 4— MuHUManNbHbIE AXANa30Hbl U Npeae/bHble OTKNOHEHUS

MUHUMabHbIN

NanasoH MpefensHble

HavmeHoBaHe napameTpa 06€ecneynBaHNs OTKNOHEeHUs
napametpa
KoHueHTpaums Ot 5 p0 70 mr/n + 2 mr/n
thopmanbgernga
Temneparypa OT150 °Cpo 85 °C +1°C
OTHOCKMTe/IbHAsA BIAXHOCTb OT190 % no 95 % *+ (5% x OB)
(0B)
MpumeyaHne — YkKazaHHaa B TaOnHUE 4 MaKCMMasibHasA KOHLEHTpauus 3aBUCUT OT

Temnepatypbl. pyY HU3KMX TemnepaTypax BbICOKME KOHLEHTpauuu dopmanbiernga moryt
MPMBOAWTbL K €ro NofMMepu3aLmu.

4512 Ona n3MepeHWs BpPeMeHW BbILEPXKKM MNPU UCMbITAHUAX BCeX
napoopManbaerniHbiXx  MHAMKATOPOB, MNpuBefdeHHbIX B  1SO  11140-1,
Heo6X04MMO MCNONb30BaTh Yackl (Tailmep) ¢ nNpefenoM nsmepeHus Ao 360 MUH K
TOYHOCTbIO He XyXe £ 1% OT BpeMeHU BbILEPXKKM,

45.1.3 O6opypaoBaHue JO/IKHO nMeTb YCTPOICTBO ans
BaKyyMMpPOBaHMA KaMmepbl [0 OCTaTOYHOro fasneHns mMeHee 4 kla C uenbio
AOCTAaTOYHOrO YyAaneHWs BO3dyxa nNepes Mofadveit CTepuan3yloLllero areHTa, a
TaKXKe C Lefbl0 OTKauykn CTepUNM3YyIOWero areHta no OKOHYaHWUM BpemeHU

BbIEPXKKMN.
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4514 Bpems oT Hauyana nogaun copmanbiervga Ao LOCTUKEHUA
Tpebyemoli ero KOHUEHTpaLuK, TaK e Kak Y BpeMsi OTKaukun rasa Ao 0ctaTo4yHoro
naBneHms 5 klMa no oKOHYaHWM BPEMEHM BbIAEPXKKU, JOMKHO ObiTh He 6onee 60 c.

4515 Kamepa, ee fBepb M nogsogsauine TpybonpoBoAbl [LO/MKHbI
UMeTb  MPUCNOCO6NeHNs  ANA  MOALEPXKaHUs  Temnepatypbl  BHYTPEHHUX
MOBEPXHOCTEN KaMepbl Ha YpPOBHE Tpebyemoli pabouyeit TemnepaTypsl.

MockonbKy Qopmanbaerns fIerko pacTBOPSeTCA B BOfE, WCTUHHaA ero
KOHLEHTpaLmMs B KaMepe B TeyeHMe npouecca B 60/bLLUONA cTeneHn 6yfeT 3aBUCETb
0T 06pasoBaHMsl KOHjJeHcaTa, MO3TOMY HeobXoAMM NpeABapuUTeNbHbIA NPOrpes
Kamepbl.

45.1.6 Kamepa pfomkHa WMeTb YCTPOICTBa, npeaoTBpallatoLine
nonagaHue B Hee XXNAKOro hopmanvHa unm Yyactu, noammepa.

45.1.7 Tekylme 3sHa4YeHUa TemnepaTypbl 1 AaBNEHUA B TEYEHWE BCETO
UMKNa WCMbITAHWUA [OMIKHbI  KOHTPO/MIMPOBATLCA W 3amnucbiBaTbCa € LENbo
MOATBEPXKAEHMSA TOTO, YTO OHW HaXOAATCA B Mpeeniax fOMYCKOB A/ BblOpPaHHbIX
YCNOBUIA BbIAEPXKKMN.

4.5.2 MeToanKka ncnbiTaHKA

4521 NHpgnkaTop momewjaroT B Hagnexawmin gepxxatenb 06pasuos.

[lep>XaTenb He A0MKEH BAUSTL HAa paboTy MHAMKATOPA.

MpumeyaHune — [epxartenb 06pa3LLOB [l0/KeH obecneyumBaTb Takoe BOB,U,GI‘/‘ICTBMG
napameTpoB UCNbITaHMA Ha MHAWKATOP, KOTOpPOE NnpeayCMOTPEHO MU3rOTOBUTENEM WMHAMKATOPaA.
Ona pasnnuyHbiX WHAMKATOPOB MOryT I'IOTpe6OBaTbCFI pa3nnyHble BapuaHTbl KOHCTPYKLUWWU

Aepxatens. [ns nNpaBUILHOTO BbiGopa HEOGXOAUMO MPOKOHCYNbTMPOBATLCSA C M3rOTOBUTENEM

WHAMKaTopa.

4522 Mepef, Ha4YanOM MCNbITaHUA KaMepy NporpesatoT A0 Tpebyemoit
TemMmnepaTtypsl.

45.2.3 MomewaoT 3arpy>XeHHbIn aepxxaTenb 06pas3LoB B Kamepy W

3aKpbIBakOT €e.
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4524 3aTem BbIMONHAKOT CNnefyoLyio nocnepoBaTe/lbHOCTb
onepaymii:
a) OTKaunBalT Kamepy 0 TpebyeMoro octaTtouHOro 4aB/eHus.
0) MogaloT AoCTaToyHOEe KOAMYeCTBO BOASHOrO napa A0 AOCTUXEHUS
Tpebyemoli OTHOCUTENbHON BAAXHOCTW.
B) OTKauMBarT Kamepy O OCTaTOYHOIO LaBNEHUS, NMPY KOTOPOM MOXXHO

Mpou3BEeCTU nojavy napoopmManbAeruiHoii CMecu.

MpumeyaHue — [ns npegoTBpalleHMs KOHAEHCAUMW napa AaBfeHue B Kamepe
HeNb3s NoAHUMATb BbILLE 3HAYEHWS, COOTBETCTBYIOLLErO HACLILLEHHOMY Mapy MpK (haKTUUYecKoii

pabouein Temneparype.

r MopatoT opmanbaerng B Kamepy A0 [AOCTUMXKEHUS Tpebyemoi
KOHLEHTpaLMn 1 BbIBOAAT Kamepy Ha Tpebyemyk TemnepaTypy WiuM [AaBfieHue
nocpesCcTBOM [06aBneHUs B Hee BOAAHOro napa. [o Hayasna oTcyeta BpPEMEHM
BbIJEPXXKN B Kamepy He [O/DKHO NonacTb HW  Manelilero KonuyecTBa
(hopmanbaerunga.

0) Bbigep>KnBaloT yKa3aHHbIE YC/I0BUS B TeyeHue Tpebyemoro BpemeHM
BbIAEPXKMN.

e) M0 OKOHYaHWWM BPEMEHW BbILEPXKKM YMEHbLLAT KOHLEHTPaLuio
(hopmanbgervja B Kamepe [0 YPOBHSA, MpW KOTOPOM OH 6onblie He Oyger
BO3[eNCTBOBATb Ha MHAMKATOP.

4525 Tlocne wu3BNeYeHUa WHAUKATOpa W3 Kamepbl €ro BU3YyalbHO
obcnefytoT. 3aTeM 3anucbiBalOT pe3ynbTaT, OTMETUB YCMOBUS BbILEPXKKM (CM.
45.1.7).

MpumeyaHue — [N yaaneHns oCTaTOMHOrO KonimuecTsa hopManbaeruaa W ero
nonumepa U3 Kamepbl MOTYT NOTPe60BaTLCA 0CO6bLIE Mepbl, 3TO HEO6XOAMMO AN 06ecneyeHus

BOCNPON3BOANMOCTIM MnMocneayrwmnx ULMKNoB NCNblTaHUA.
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4.6 Peructpupytolliasa annaparypa

4.6.1 O6uwue TpeboBaHNA

46.1.1 WHCTPYMEHT A0/MKeH WMEeTb [AEeACTBUTENbHbIA MNOBEPOUHbINA
cepTugumKar.
4.6.1.2 KannbpoBka [O/DKHA  BLINOMHATLCA  C  UCMO/Ib30BaHWEM

pabouero UM KOHTPO/ILHOTO 3TafloHa, KOTOPbI, B CBOK Ouepedb, MOBEPEH MO

HalunoHanbHOMY WM OCHOBHOMY 3Ta/IOHY.

MpumeyaHune — Hanpumep, METOAMKN KanubpoBku npuBegeHsbl B 1ISO 10013.

4.6.2 Annapartypa 4ns perucrpauuuv Temnepatypbl

46.2.1 TemnepaTypHble pPerucTpaTopbl AO/KHbI UCMONbL30BATLCA A4
3anucy TemnepaTypbl B MeCTaX, yKasaHHbIX B METOAUKAX UCMbITaHWIA, ONUCAHHbIX
B HACTOALLEM CTaHAapTe.

4.6.2.2 TemMnepaTypHbIi perncTpaTtop AC/MKEeH MMEeTb fBa unn 6onee
KaHana 3anucu (NpuyemM Kaxabli LO/HKEH UMETb CBOM AaTUMK M CKOPOCTb 3amnuncy,
COOTBETCTBYHOLLYIO AMHAMUVKe MpoLecca).

46.2.3 LLIkana npnbopa Ao/MmKHa BKIOYaTh TpebyemMble TemmnepaTypbl 1
ObITb TaKOW, 4TOOLI MaKCcMManbHas paboyas Temnepatypa coctaBnsna He 6onee 90
% OT MOIHOW LUKanbl.

46.2.4 LleHa pgeneHuss pomkHa O6biTb He 6onee 1 °C, a CKOpOCTb
AnarpaMMHOW NIeHTbl TaKOR, YTOBbI BECh LMK/ M306paxancs Ha OTPe3Ke NeHTbl He
mMeHee 200 MM. Pa3pelueHure NeHTbl AO/MKHO 6bITb He MeHee 0,5 °C.

46.2.5 Mpn npoBepke annapatypbl Mpy paboumx TemnepaTypax
OKpy>Kalolleli cpefbl nNpefenbHas owwubka perucrpatopa BO BCEX WHTepBanax
Temnepartyp, YKasaHHbIX B Tabnuuax 1—4, He gomkHa npesbiwaTh 0,25 %.

4.6.3 Annapartypa 414 permcrpauun gasneHus

4.6.3.1 Pernctpupytowmnin gasneHne npmbop AO/MKEH MCNONb30BaTbHCA
COBMECTHO C AaTYyMKOM ANS 3anucu [aBfeHUs BHYTPU Kamepbl B TeYEHMEe BCEero

Uukna ucnbiTaHns. [prubop MOXET ObiTb BMOHTUPOBAH B TemnepaTypHbIi
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PerucTpaTtop B KayecTBe [OMONHUTENbHOrO KaHana, OTKainbpoBaHHOrO Ha
fasneHne. CKOpPOCTb M3MeEPeHUI N0 KaXAOMY KaHany [O/DKHA ObiTb He MeHee
OHOr0 M3MepeHus B CeKyHIy. Bce nsMepeHHble faHHble LO/MKHbI UCMNO/b30BaTHCS
A9 00BbACHEHNA Pe3ynbTaToB.

4.6.3.2 LLikana npubopa [fonxHa BKIYaTh paboune faBneHus u 6biTb
TakoW, 4TobObl MakcMManbHoe paboyee AaBfeHMe cocTaBnsano He 6onee 90 % oT
MOMHON wWkKanbl. LleHa fgeneHns He [o/KHA npeBbiwath 4 KMa, a CKOpoCTb
AnarpaMMHO/ NEeHTbl JO/MKHa OblTb TakOW, 4TOGbI BeCb LMKA M306paxancs Ha
OTpEe3Ke MIeHTbl A/IMHOA He meHee 200 mM. PaspelleHVe NeHTbl JO/MKHO ObiTb He
MeHee 2 KlMa.

4.6.3.3 Mpn npoBepke annapaTypbl nNpu paboumx TemnepaTypax
OKpy>Kalollelr cpedbl npefenbHas owMbOKa BO BCeX AManasoHax [aBneHui,
yKa3aHHbIX 419 Pe3MCTOMEeTpa, He fo/KHa npesbiwaTs 0,5 %.

4.6.3.4 TemnepaTypHas MOrPewHOCTb W3MEPUTENbHOW CUCTEMbI He
fosmkHa npesbiwats 0,01 % Ha 1°C B AuMana3oHe paboumx TemrepaTyp faTyuka
[aB/IeHNS.

4.6.3.5 Owunbka, 06yCcnoBneHHass M3MEHEHMEM TemnepaTypbl BO3[yXa,
OKpYXXaroLLero pesnucTtomeTp, He fo/mkHa npesbiwatsh 0,02 % Ha 1°C.

MocTtosHHaa BpeMeHn (0T 0 % fo 63 %) Ha CTaAvuW MOBbILWEHUA LABEHUS

He fo/mkHa npesbiwath 0,04 c.
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MpunoxeHne OA

(cnpaBo4HOe)

CBefeHMA 0 COOTBETCTBUM MEXIoCyaapCTBEHHbLIX CTaH4ApPTOB

CCbI/TOYHbIM MeEXAYHapOoAHbIM CTaHAapTaM

abnuuya QAN

O603HayeHne 1
HaVMeHOBaHWNe CCbINOYHOIO
MeXAyHapOo4HOro CTaHAapTa
ISO 11134:1994
CTepunusaumns MeanLMHCKONR
npoaykumn. TpeboBaHUs K
Ba/MAauMm n TekyLiemy
KOHTPONt0. MpoMbILWIeHHas
CTEPUAN3aLNSA BNXKHBIM
Tennom

ISO 11140-1— 2000 IDT
Crepunnszaumns mMeLuLUHCKON

NpoayKunn. XvMuyeckue

NHANKaTopbl. Yactb 1

Knaccugukayms, TexHn4eckue
TpeboBaHus

ISO_10013:1995 PykoBo/cTBa
B paboTKe MHCTPYKLNiA
eyeHNs KayecTBa

CteneHb
COOTBET-
CTBUA

O603HayeHne N HaMMeHOBaHWe
MEeXroCyapCTBEHHOr0 CTaHJapTa

*

MOCT ISO 11140-1—2011
Crepunusauns MeguLMHCKON
nposyKumn. XvMuyeckne
nHgukartopsbl. Yacts 1 O6uwme
TpeboBaHuA

COOTBETCTBYHOLLMIA MEXXTOCY/JBPCTBEHHbIA CTAaHAAPT OTCYTCTBYeT. [I0 ero yTBepxeHNs
PEKOMEHAYETCA VCMO/b30BaThb NEPEBO/, Ha PYCCKMIA S13bIK JAHHOMO MEXIYHAPOAHOTO CTaHApTa.
lMepeBoz, JaHHOTO MeX/ayHapoAHOro CTaHAapTa HaxoauTes B deaepaibHOM MHKBOPMALMOHHOM

CPOFrllile TEXHWYECKVIX PEr/IAMEHTOB H CTaHAAPTOB.
pumMedaHue -
0603HaueHVIe CTEMeHN COOTBETCTBYS CTaHAAPTa:

- IDT - nAeHTMYHbIe CTaH4apTb!.
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