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BBepeHune

MpaBuna, NPUBOAVMMbIE B HACTOsLEl TexHuueckoli creuudpvkauuy, He NpedycMaTpyBaloT — MCMo/b30Ba-

HUA MX B Ka4ecTBE KOHTPO/SIBHOTO Yek-AucTa NS OUEHKM COOTBETCTBMS TpeboBaHMSIM MEpPBO YacTu CTaHaap-
TalNCO 17665-1.

[aHHoe pyKOBOACTBO MpM3BaHO OKasarb MOMOLb B [AOCTWKEHWW OOMHAKOBOTO MOHVMaHWUSA W BHEOPEHWA
TpebosaHuin MICO 17665-1 nyTem MpPeaoCTaB/eHNst pasbsCHEHWA U MpUBEAEHUS MNpUeMIEMbIX METOAOB  [Ao-
CTUKEHUSI COOTBETCTBUA  yKa3aHHbIM TpeboBaHVsM. [IOKYMEHT OCBELLaeT BaXHelune acrektbl M NpuBOauT
npvmepbl. MeTogpl, OT/IMYaOLLMECA OT MPYBEAEHHbIX B [JAHHOM PYKOBOACTBE, Takke MOryT WCMO/b30BaTbCs.
OfHako npy  WCMOMb30BaHUN  a/lbTEPHATMBHBLIX METOAOB OHU  [O/DKHbI MMETb MOATBEPXKAEHVME cBoel  adhdhek-
TUBHOCTU B MN/1aHe JOCTVKEHUS] COOTBETCTBUSA Co cTaHaapToM NCO 17665-1.

OcHOBHasA 4YaCTb 3TOTO [OKyMEHTa MPUMEHVMa KO BCEM YCTaBkaM W MNapaMeTpaMm B TexX Crydasix, Korga
BbINOSHACGTCA CTEpwIM3aums BMaXHbIM - Teryiom. [puioxeHnss K [aHHOMY PYKOBOACTBY Takke [eTa/lbHO Oro-
BapMBalOT CPOACTBa, ObecreyvBaloLiMe BbIMOMHeHne TpebosaHuin WNCO 17665-1 wn  npeactasnsiolme  fydive
COBPEMEHHbIE NMPaKTUIKA.

Hymepauus craTteli OCHOBHOM 4YacT [AAHHOM  TEXHUYECKON crneumdivkaumm  COOTBETCTBYET — HyMepauum
cTateii ctaHgapTa ICO 17665-1.

MeayumHcKan npodykums, obpabaTbiBaemas B YUpeXOEHUSX 3[paBOOXpaHeHus, BKIIOYaeT B ceba  Lu-
poKWiA psig, V3OeMiA € pasuHbIMMA - YPOBHSAMM  BMOMOTMYECKO  Harpysku  (3arpsisHeHuid). CooTBeTCTByHOLLME U

TUWATENBbHO  BbIMO/HAEMbIE MPOLIECCHl OYACTKM M — MPWM  HEOGXOoAMMOCTM obecrneyeHns 6esonacHoro obpatle-
HUSI — [EKOHTaMMHALWM KpaiiHe BakHbl W 06si3aTefibHbl [/ BLINOSHEHUST Mepen, nepefadeld npofaykumM Ha
CTEPUIN3ALINIO.

3arpy3kM 13 pasHOpOAHbIX U3AEeNMA  OBblYHbI AN YYpeXaeHWlid  34paBooXpaHeHusi, npu  3toM  obpaba-
ThiBaeMble 00beMbl OMPefensioTca Kak Mo UCTOPUYECKMM [aHHbIM, Tak M MO MpOrHO3vpyeMbiM 3anpocam  Ha
CTEPWIbHYIO  MPOAYKUMIO.  YUpeXOeHWs 3ApaBOOXPaHEHNS OOblMHO He  OroBapviBalOT  UCMOMb30BaHWE  CTepun-
3aLMOHHBIX MPOLECCOB, MpeAHa3HaYeHHbIX A1 KaKuUX-Mbo  OTAENbHbIX  MEAVUMHCKMX — u3aeunii. 8  0BbluHyto
NPaKTuKy Y4YpPeXOEHUA 30paBOOXPaHEHUsT Talke He BXOOUT OnpefeneHvie  GUOSIOTMUECKOA Harpy3kM  KOHKpET-
HOro  MeauvumHCKoro msgenmsi. OueHb BaXkHO, 4YTOObl OMpedesieHHble  WMHCTPYMEHTbI nepen  AeKOoHTamuHauuel
pasbuvpasmcb M TWATENIbHO VHCMEKTMPOBa/IMCb  MOCNe  3aBeplleHVst  mpouecca  cTepuamsauun.  Heobxoaumbl
Tawke nocneayollas cbopka M OueHKka COCTOsHWA. [0 STOM MpUuYMHE WMHCTPYKUMM W3rOTOBUTENS  MEAVLMHCKO-
ro mgerma (cm. VICO 17664) [omkHbl TWATENIbHO COOMI0AATbCd BO BCEX acnektax OuUCTKY,  Ae3UHGIEeKLMN,
YNakoBkM W cTepwimMsaumn. MHorve w3faenuss MoryT ObiTb MOMHOCTBIO MOMPyXEHbl B XWAKOCTb, WM MOMYT ObITb
OTMbITBI 1 [AE3VH(MLMPOBaHbI B  aBTOMATU3MPOBaHHOM 060pyaoBaHMM (cM. WCO 15683). [na w3genwid, koto-
pble He MOryT ObiTb MO/HOCTHIO MOTPY)KEHbI B KAOKOCTb WM HE BblAEPXKVBAOT TEM/IOBYH AEKOHTAMUHALMIO,
[JO/MKHbI  MCMO/Mb30BaThCsl  a/lbTEPHATMBHbIE  CMOCO6bl  Ae3vHdekumn, obecneuyvBarolme  danbHelillee  6e30-
nacHoe obpalleHne € 3TUMKM u3denusamu. Ha Mectax [O/mkHbl MMETbCA U WCMOMb30BaTbCH Takve npouenypbl 1
MO/TUKKM, KOTOpbIE FapaHTVPYIOT MPOXOXAEHWE MEeOULVMHCKOTO u3genns  4vepe3  06paboTky, COOTBETCTBYHOLLYHO
ero Xxapakrepuctvkam. Ocoboe BHVMaHWE [O/MKHO YOENATbCA CyLKe W XPaHeHUIO  CTepWIbHbIX  MeauvLH-
CKUX um3ge/min. TpeboBaHMSt K YMakoBKE MEAVUMHCKMX u3fdenuii msnoxeHol B MICO 11607-1 n WCO 11607-2.
Ecnm  MHOroKpaTHble LWKMblI  CTepuimMsaumyM  MOTYT MpuMBOAMTL K AerpajaummM U OfpaHuMuMBaTb  CPOK  CryKObl
MEOVLMHCKOTO  U30e/us, W3rOTOBUTE/lb Takoro W3LeNvss  [O/DKeH  ykasbiBaTb  [OMYyCTVMOE  KOMIMYECTBO  LIMK/IOB
€ro 0bpaboTKM.

Mpn BblIGOpPE MEAULWHCKOTO W3A4ENVS MPUOPUTET  AO/DKHbI UMETb TakMe €ro CBOWCTBa, Kak JIerkocTb
OUMCTKM 1 Pa3bopku.

JononHutensHble  ykasaHus, crieuudomyeckme O cpepbl  34paBOOXpaHeHUs, MNPUMBOAATCA B MpUoxe-
HUM D K AaHHO TEXHWUYECKO crieLmdomKaLmm.

NCO 17665 nog o6wyM HasBaHMeM «CTepuimsauyss MeauUMHCKOM NpoAyKuMW, BriakHoe Terio»  Co-
CTOWT W3 CNIEAYHOLLYIX YaCTeil:

Uactb 1: TpeboBaHua K paspaboTke, Bamgauum U TekylleMy KOHTPO/IO rpouecca crepuwiisauyn  Me-
OVNUVHCKWX U3AENIIA;

YacTb 2: PykoBOACTBO MO npyMeHeHnio ICO 17665-1.
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HAUMWOHANbLHBLIL CTAHAOAPT POCCUMNCKOMN GELEPAL NN

CrepunnzaLms MeAMLIVIHCKOM NPOoAyKLN
B/TAXXHOE TEM/10
YacTb 2
PykoBoacTBo no npvmeHeHunio ICO 17665-1

Sterilization bl health care products. Moist heat. Part 2. Guidance on the application of ISO 17665-1

[Jara BBepgeHnsa — 2017—03—01

1 O6nacTb NpUMEHeHUs

JaHHas TexHuyeckas cneuudpukaums obecrneuvBaeT 0o6LLee pPYKOBOACTBO Mpu  pas3paboTke, BamaaLuim
N TeKyLeM KOHTPO/Me TMPOLECCOB CTEPWIM3ALMN BfiaXHbIM  TEIVIOM W MpefHasHayeHa 1 pasbsCHEHWA  Tpe-
60BaHWIA. U3NOXEHHbIX B CTaHgapte WCO 17665-1. YkasaHus, MpUBEAEHHbIE B  HACTOsLWEl  TexHW4eckol
crieumdovkaLmy, npefHasHadeHbl 418 MPOABWKEHWS MPaBWIbHLIX —MPaKTUK, WMEIOWMX OTHOLLEHVE K  mpouec-
caMm CTepwiMsaumy BNaxXHbIM TEN/IOM W [ Oka3aHWs MOMOLWM TeM. KTo paspabarbiBaeT ¥ Ba/AOMPYeT Mpo-
LIeCCbl CTepUIM3aLn B/IabkKHbIM TEMIOM B COOTBETCTBUM C TpeGoBaHMAMM cTaHaapTa ICO 17665-1.

MpumeuyaHne 1 — CIpyktypa OCHOBHOM YaCTW [aHHOW TexHuueckoi crneumdpmkauym WCO  (ctatbn 1—12)
COOTBETCTBYET CTpyKType WCO 17665-1. Takum 06pa3oM, YKasaHUsi W pPasbsCHEHVSl, MNpUBEAEHHble B OTAE/bHbIX CTaTbsX
win naparpachax [JaHHOMA 4acTh, OTHOCATCA K TpeboBaHMSIM COOTBETCTBYHOLLEN CTatbM Wbl Maparpadpa WCO  17665-1.
Hanpumep, ykasaHua oTtHocutenibHo WCO  17665-1. naparpacha 52 npuBedeHbl B naparpade 52 [aHHOTO  [OKYMeEHTa.
3TN yKasaHus SABNAKOTCA  [OMOSMHEHMEM K yKasaHuaM, npvBedeHHbIM B VCO  17665-1. npwioxeHn A. CMOTpute Takke
npunoxexve E.

MpnmeyaHue 2 — Ocobble crieumuyeckne COOBPEKEHNS, XapakTepHble /1 MPOLECCOB  CTEPWIN3aLIMN,
BbIMO/HAEMbIX B YUPEXAEHVSX 34paBoOXpaHeHUs], NpUBEAEHbI B MPUIOKEHNN D.

2 HopmaTunBHbIE CCbIJIKM

MepeuncneHHble HWKE HOPMAaTUBHbIE [OKYMEHTbl (CTaHZapTbl) SBNAKOTCA  06sA3aTefIbHbIMA - MpU  NpUMe-
HEHWM HacCTosLLEro craHgapTa. [na [atmMpoBaHHbIX CCbUIOK WCTOMb3YHT TOMbKO YKa3aHHYyld B CCbUIKE  pefak-
umio. [na  HeaatvpoBaHHbIX CCbUTOK  MCMOMB3YIOT  MOCNEAHION  pPefakumio  [OKyMeHTa, BK/IoYas fobble  [onos-
HEHWS. U3MEHEHWA 1 NMOnpaBky.

NCO 17665-1:2006 Crepwmsauma MeguuMHCKOM — mpoaykumn. BnakHoe Temno. Yacte 1. Tpeb6o-
BaHMA K pa3paboTke, BamgauMM W Tekyllemy KOHTPO/IO Mpouecca CTepuim3aLvM  MeSULVHCKUX — U3aenuii
(ISO 17665-1:2006. Sterilization of health care products — Moist heat — Part 1. Requirements for the devel-
opment. validation and routine control of a sterilization process for medical devices).

MpumeyaHne — B HopmatMBHbIX ccbUikax WCO 17665-1. npuBoaATCA Ony6/MKOBaHHble CTaHAapTbl, coaep-
XaHWe KOTOPbIX [O/MKHO ObITb  WUCMOMb30BaHO [J1  OKasaHWs MOMOLM  MpU  AEMOHCTPaLMM  COOTBETCTBUS  TpeboBaHUsSM
TOli cTatbW, B KOTOPOM [JaeTCA COOTBETCTBYHOLASA CCbUIKA. HekoTopble M3 HWX HyXHbl, B OCHOBHOM, A/19 MNPOMbILLIEH-
HOI CTepumsaumn BAKHbIM  TENJIOM WM AN U3FOTOBUTENIEA MapoBbIX CTEPWIN3ATOPOB, M MOryT Takum 06pa3oM  Bbl-
XOAUTb 3a paMKu TUMOBOW MPaKTVKK, WCMOMb3YyeMOA NPV BbIMOMHEHUN CTEPWIN3ALMN  BM&KHBIM  TEMIOM B YUpexaeHusIX
3paBOOXPAHEHVIA.

MCO 17665-1 onvcbiBaeT psig, METOLOB M NPoLeayp, KOTopble MOryT 6bITb UCMO/b30BaHbI /19 MOHUTO-
pUHra NpoLIeccoB cTepunvsaLmn. TpebytoLleecs 419 3Toro 060pyAoBaHne 00bI4HO MPYCYTCTBYET Ha PbIHKE.

W3paHve odhmumanbHoe
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Psin,  HOpMaTVBHBIX CCbUIOK  OMUCLIBAET —creundvkalyum 1M MeTodbl  UCTbITaHWA,  WCMO/b3yeMble  KOMMeEpUecKu™
MW MOCTaBLUYKaMW AN aTTecTauym ux npofykumn. [lonb3oBareny Takoii NpoAyKuMn  JOMkHbl  ObiTb  YBEPEHbI,
YTO MPMOBPETEHHbIE UMW MPOAYKTbI COOTBETCTBYIOT TPEOOBaHMAM LMTVPYEMbIX CTaHAAPTOB, HO OObIMHO Y HKX
HET HeOOXOAUMOCTU U3y4aTb 3TV CTaHAAPTHI.

NCO 17665*1 onucbiBaET MCMO/b30BaHME YMakoBKW, COOTBETCTBYHOLWEA TpebosaHusm WCO 11607*1 wu
MCO 11607*2. YupexgeHus 30paBOOXpaHEHVst OO/DKHbI MpUOGpEeTaTb Takyld YMakoBKy, KOTOpas COOTBETCTBY*
€T TpeboBaHWAM 3TVX CTaHAAPTOB.

OovH 13 MeToAOB Ba/mauuMy MNPOLIECCOoB, onucaHHbii B MCO 17665*1. OCHOBaH Ha YCTaHOB/IEHWM
BroHarpysku.

CraHpaptel cepmm  WCO 11737 oroBapuvBaloT psif,  MUKPOOMOMOTUMYECKMX METOAOB, WCMOSb3yeMbIX B
3TOM npoLecce. YupexaeHns 34paBoOXpaHeHUst OObIMHO He [0/DKHbI  MCMONb30BaTh AaHHbIA  noaxod K - Ban*
JaLmm npoLieccos.

3 TepMUHBbI 1 onpeaeneHns

B HacTosllleli TexHW4eckon cneuudimkaLmm MNpUMEHEHbl TEPMUHbI U ONpPenenieHns, WCMosb3yemble B
cTaHgapTe ICO 17665*1. co cnefyroLLmmMm A0NOSTHEHUSAMU:

31 UCTbITaHNST Ha CcTepuibHOCTL (tests for sterility): TexHunueckas onepauusi, onmcaHHas B (hapMako*
fee. BbINo/HAeMas Ha NPOoZyKTe, NOABEPrHyTOM CTepuI3aLn

4 9nemMeHTbl CUCTEMBI MeHeMKMeHTa KayecTBa

MpyMeHnMbI ykasaHus, npreeaeHHble B ICO 17665-1:2006, npunoxeHve A.

MpuMedaHyie — Ocobble COOBPAKEHIIS, OTHOCALLVIECS K YHPEXAEHUSIM 34PaBOOXPaHeHVs, MpyiBeaeHb B D.2.

5 OnucaHue CTepunN3yoLLETO areHTa

5.1 CTrepunmsytoLpii areHT

511 BnaxHoe Terno - 3T0 BOZA NPW TMOBbLILWEHHLIX Temreparypax. BnaxHoe Tenio MoxeT obecne*
umBaThbCA MyTeM MOAayYM HaCbILLEHHOr0 Mapa WM BblpabaTbiBaTbCd HAa MeCTe 3a CYET MPUIoKEHUS TeryioBoW
SHEPIMM K BOAE, YXe codepxalwlelica B npodykte. Bnara BbiCTynmaeT B ponuv cpedbl, nepefaroLleli TersoByto
3HEPIVI0 MMKPOOPraH13Mam.

512 Tpumvecn, cofepxalimecs B CTEPWIM3YIOLLEM areHTe, MOMyT ObiTb KaK TOKCUMYHbIMKW, TaK U BbI3blBa-
IOLLMMK  KOPPO3MK0, U MOryT 00pa3oBbiBatb Gapbep Mexay MUKPoOpraHM3Mamu U CTEPWIM3YIOLLWMM — areHTOM.
OHM MoCTymaloT BMECTe C BOJOW, KOTOpas HarpeBaeTcs WM npeBpawlaetcs B Mmap. /mbo o6pasylotcs B pe-
3yNbTaTe KOHTaKTa MeXay marepyasiaMmm 1 CTepunvsylolMM areHToM B XO[e BbinapuBaHWAa W nojadn napa B
cTepwmsarop (cM. ctatbl 6. 7 v npwnoxeHve A). Ecim ypoBeHb npumeceli € CTepwI3yloeM areHTe MOXET
ObITb M3MEHEH 3a CYET KauyecTBa MWUTAlOLLE BOAbl, MOJABAaEMO/ B MapOreHEpUPYHOLLYIO CUCTEMY, TO Xapakre-
PUCTVIKV MUTaOLLIEN BOAbI [O/MKHBI OrOBapUBATHCS.

5.2 MukpoboumaHas addeKTUBHOCTb

MwukpoboumaHasi aKTMBHOCTb BfIXXHOTO Teryla OCHOBaHa Ha Temrepatype W NpOoAO/DKMTENLHOCTU  KOH-
TaKTa Mexay MoeKyiamy Bofbl ¥ MUKPOOPraHM3MamMm.

Ons  ueneit crepwmzauym  BMaXHbIM - TEMJIOM  CyLLUECTBYET psif,  NPUEMIEMbIX KOMOMHAUWIA  BPEMEHW W
Temneparypbl, NPUBOAUMBIA B HEKOTOpbIX (ha(>Makonesx. B umcno 3mmx KombuHaumiAi BXogaT (HO He orpaHu-
UMBaKOTCA TONBKO MMM) W Te. KOTOopble nepeuncsieHbl B Tabrmue 1. Bce nepeuncneHHble KomouHaumn 6asu-
PYIOTCS Ha KOHUENUWMW «MNOSHOM mbenm» C  (DakTopoM 6e30MacHOCT, KOTOpblii Obll YCTAHOB/IEH A1  Hacbl-
LLEHHOMO napa WM BOAbl, MMEKLMX KOHTaKT C MUKPOOpraHvMamoMm. [leperpetbiii nap BefeT cebs B 6osbluel
cTeneHn nodobHO cyxoMmy BO3ayxy (fasy) U WMEET HU3KYI0 MMKPOOOLWMAHYH0 aKTMBHOCTb MO CPaBHEHMIO C Ha-
CbILLEHHBIM NapoM.

MeperpeTblii Map MOXET 06pa30oBbIBaTLCA B Pe3y/ibTaTe CHKEHWS AaBfEHVst WM TepMoayHaMude-
CKOTO OXaTus HacbilweHHoro napa. OH MOXeT Tawke 00pa3oBbiBaTbCA B pesy/bTate 00e3BOXVBaHUS —YacTeil
CTEpPWIN3YEMON1 3arpy3Ki, B 0COGEHHOCTM YacTeil, CofepxaLLyxX HaTypasibHbIe BOSIOKHA.

Ycnoevsi 06pa3oBaHUA MEperpeToro napa MOryT ObiTb MMHYMM3MPOBaHbl 3@ CYET MPUMEHEHVS MpaBWIb-
HbIX UHXXEHEPHbIX PeLLIeHUi NPy KOHCTPYMPOBaHWM CCTEM NoAaqun napa, Hanpuvep:

2
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a) YCTaHOBKa CepuM pedyKUMOHHbIX KamaHoB Ha TpybonpoBoAe Mofayus napa B CTEPWIM3ALIMOHHYHO
Kamepy 1 0becrneyeHve CHDKEHNS JAaBNEHNS B KXKA0I CEKLWM B COOTHOLLIEHUW He 6onee 2:1;

b) obecrneyeHne CKOpoCcTV Napa He 6onee 25 M/cek:

C) obecneyeHe npeaBapuTeNIbHON 00pPaboTkM  (KOHAMLMOHMPOBAHKS) MartepuasioB K3  HaTypaslbHbIX  BO-
JIOKOH /191 AOCTVKEHUS MM BNKHOCTU 6oriee 40% nepes, cTepunsaumeit.

Ta6nuua 1 — TMpuvepbl KOMOGMHALMIA MUHUMA/IbHBIX TEMMEpatyp W BpemeHW, YCTAaHOB/IEHHbIX /1 aAeKBaTHbIX YpPOB-
He MUKPOBHOI NIETaNIbHOCTY @ CTEPUIM3ALIMOHHBIX MPOLIeccax

Temneparypa. 'C Bpems, MvUH
121 15
126 10
134 3

5.3 Bo3sgeiicTBue Ha MaTepuasbl

BO3AECTBME HA MaTepyasibl B OGLUEM C/lyyae OrpaHuuvBaEeTcsl AedhopMauyelt, TpelwHamy, paspbiBa-
MW. BbI3BaHHbIMY IAB/IEHNEM W TEMMNEPATYPOI CTEPUIU3YIOLLIETO areHTa.

5.4 32konorydeckme qakTopbl

MpUHUMNBI  CUCTEM  3KOSIOTMYECKOTO  MEHEDKMEHTa MOryT ObiTb MNPUMEHeHbl U K npoueccaMm  crepuiu-
3auMmn - BraxHbIM - TeryioM.  MICO 14001 npvBoauT — cneumdvkaumio  CUCTEMbl  SKOSIOMMYECKOTO  MEeHeMKMEHTA.
MCO 14040 npvBOAUT PYKOBOACTBO MO MPOEKTUPOBaHMIO WCC/EA0BaHUA OUEHKA >KU3HEHHOrO Uukna. Jo/mkHo
paccmaTpmBaTbCA  MPUCYTCTBME  BPeAHbIX BEWEeCcTB B CvBe cTepunusatopa. [lononHuTeNbHble  ykasaHua no
370l cTaTbe patotcsa B ICO 14937:2009. npunoxeHune E, nogpaszaen E.3.

6 OnucaHune npouecca n 06opyaoBaHUs

MpumeuaHue — Lenblo 3TO0 AENCTBUA SAB/SETCA OMMCaHUE XapakKTEPUCTVK CTEPWIN3aLMOXOro npolecca B
LUEMOM U  OMMCaHVe XapakTepuCTUK 0BOpPYOBaHUsl, HEOBXOAVMOTO /11 BbINOHEHWS CTEPWIM3ALMIOHHOMO npolecca  6es-
OornacHbIM 1 BOCMNpon3BOoANMbIM My TEM.

6.1 lMpouecc

6.1.1 O6wwwue TpeboBaHuA

Mpouecc crepwm3aumm OO/MKEH ObiTb OMpPeaeneH A1 KaKAOro CemelicTBa NPOAYKTOB WMWK KOHdury-
paumii 3arpy3ku, NpeacTasiseMoii Aa CTepunmsamn.

MapamveTpbl npouecca A0/MKHbI ObiTb  MPUMEHVMBbI K - MUCMOsb3yeMoMy 060pyaoBaHuio. OHU  [O/DKHbI  ObITbh
ONTVMM3VPOBaHbl TakMM 06pasoM, 4TOObl AJ19 KaKOOr0 CemeiicTBa MPOAYKTOB PYTUMHHO OGecrevvBa/iMCb  Oro-
BOPEHHble YC/IOBUS 3KCMO3WLMM BO BCEM OObeme CTepPWIM3ALMOHHOW Kamepbl, a MakCUMaslbHble Temnepary-
pbl M CKOPOCTM W3MEHEHWA TMepemMeHHbIX Mpouecca (Hanpvmep, Temneparypbl W AaBfieHVs) He NpUBOAWIM K
MOBPEXAEHVSM W AerpajaLn npoayKTa.

Creundprkalyiss npouecca cTepwwmzauyn [0/DKHa BrIloWaTb B cebs Bce napameTpbl npolecca, onpege-
nsowme npodwib  SKCMO3WLWM  Ha  NPOTSHKEHMW BCero paboyero uykia. Ta uyacTb pabodyero uUMkia, B KOTOPOi
YCTaHaB/IMBAKOTCA  YC/IOBUSA  OBECTEYEHUst IETA/ILHOCTY, AO/DkHA OblTb  UAEHTUIMUMPOBaHa, a Tawke [AO/DKHbI
ObiTb OnpedeneHbl BEPXHUA W HWKHWIA npegenbl A1 KakOoro napameTpa  npouecca, CrocobHOro  MoBUSTh
KaK Ha NleTasIbHOCTb, Tak 1 Ha Ka4eCTBO MeVLIMHCKOIO U3ae/us.

JomkHbl  npegnpvHUMaTbCs  Mepbl 419 3anvMcu  (PervcTpauuv)  AaHHbIX - 415 OUEHKM  30OEKTVBHOCTU 1
NPUeM/IeMOCTM  PYTUHHOTO  Mpouecca  crepum3auun.  TOYHOCTb  M3MEPEHW A  Jo/mkHAa  OnpefjensitbCs  AOnycka-
MU. YCTaHOB/IEHHbIMW [J19 NapaMeTPOoB MpoLecca.

Ecnv npepnaraetca  MCMONb30BaTb  CyWECTBYHOLIMIA NpOLECC CcTepuwmsauum 418  06paboTki  HOBOrO  Me-
OVLWHCKOTO  M30e/us, 3TOT  CyLUeCTBYIOWMIA Mpouecc OO/DKeH ObiTb  AeTa/mM3vpoBaH, WM AeTanm3aums  [0/DkHa
cofepatb VMHQopMauMio U JaHHble, AOCTartouHble [15  BbINOSHEHWS  OnpefernieHus npouecca (CM. cratblo 8)
0151 NpenaraeMoro HOBOro MeANLIMHCKOTO U3AeNns (M34en1iA) W HOBOW KOHCpMrypaLmn 3arpyski.

Harpy3ka, uaeHTUOMUMpOBaHHas [ HOBOrO MEAULWHCKOTO W3Oe/mMs WM A7 HOBbIX YC/MOBWIA  3arpys-
KA. O0/MDKHA ObiTb MeHbLUE WM paBHa Harpyske, OMpeaenieHHol [/1A CyLLEeCTBYIOLLEeA CTepuin3auyioHHon 3a-
rpy3Ku (3arpy3oK). [/151 HeKOTOPbIX CEMEVICTB NPOLYKTOB YBEPEHHOCTL B TOM. UTO ONpeAesieHHbIe YC0BYS
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3KCnosuuynm  ByayT BOCTMPOM3BOAVMBIMKM, MOXET OblTb BO3MOXHA TO/ILKO MNpU  YC/IOBMW, 4YTO pa3Mepbl CTepuin-
3aLMOHHOI 3arpy3Ki 1 ee KOHJMIypaLms Obiiv YETKO OnpeaesieHbl.

Ecnn  fomkHbl  MCMOMb30BaThCA  OMOMOTMYECKME W XUMUYECKMe WHOMKATOPbl, OHW  He MOryT 3aMeHUTb
COGO/ TeKyLmiA MOHUTOPUHI, W3MEpPEeHMe MepeMeHHbIX Mpouecca U /iobble  WHble MNepUoanyeckMe  UCTIbITaHus/
NPOBEPKN.

COBMECTVMOCTb  HOBOFO  MEAMLMHCKOTO  W3AeNMs C  HauMeHee  6r1aronpusiTHbIMW -+ YCOBUAMKW  npoLiecca
cTepwm3aumm [omkHa ObiTb OueHeHa. Takast OueHKa [O0/PkHa BKIKYaTb B Cebs JOMyckM Ha napameTpbl Mpo-
Lecca. HeonpegenieHHoCTb (HETOYHOCTb) CBSI3aHHbIX C  MapaMeTpamy MNpouecca M3MepeHuid, a Tawkke kade-
CTBO NUTaKOLLMX cpef (CM. NpuioxeHue A).

JlioBble OrpaHMYeHUst pasMepoB M MacChbl CTEPWIM3YeMOl 3arpy3kM U ee  KoHdourypauun [O/mkHbl  ObITb
orpeserieHbl 1 3anMcaHbl B paboume MHCTPYKLUWN.

CoOTHOLLIEHVE MexXdy Temneparypoli, W3MEPEHHON B KOHTPO/IbHOA TOYKE, W TemnepaTtypoil, U3MepeH-
HOIA B 3arpys3ke, A0/MKHO ObITb OMPeAEesIEHO A/15 KaKaoro CEMeCTBA NPOAYKTOB.

KauecTBO MeOMUMHCKOTO M3AE/NA MOXET 3aBWCETb OT Ha/Mums MpYMeceii Ha ero mnoBepxHocTW. [pume-
CM 1N UX MakCyMasibHO [OMyCTUMasi KOHLEHTpauWst BO BCEX XXUAKOCTAX, BXOOALIMX B KOHTAKT C  MeOMLMHCKM
n3genvem, [Ao/kHbl  OblTb  CMEUMMUMPOBaHbI M BKIKOYEHbI B CNEUMIMKALMIO  CTEPUIM3ALMOHHONO  Mpolecca.
HekoTopble M3 npuMecel, noanexalmx pPacCMOTPEHMIO, M WX MaKCUMaslbHO AOMYyCTUMbIE  YPOBHWM  NPUBEAEHbI
B MPUNOXKEHUN A.

6.1.2 [lpouecchl C HACbILEHHBIM NapoM

Map MOXeT reHepupoBaTbCA BHYTPU CTEpWIM3aTOpa WM BIYCKaTbCA B Kamepy W3 BHELUHEro MWCTOYHMKA,
BO3yX MOXET [MOCTENEHHO YAaATbCA M3 Kamepbl 3a CYET [PaBUTALMOHHOMO 3aMeLLeHUs, aKTVBHOrO MoToka
napa W 3a CYET NPUHYAUTENIbHOTO BakKyyMMpPOBaHUs. Hanmuve HacbIWEHHOr0 Mapa OTMEYaeTcsl B TOuke W3-
MEPEHMS.. HanmpuMep, B CMMBE Kamepbl, KOrga MW3MepeHHas Temnepatypa COBMafaeT C Temnepartypoli Hacbl-
LLUEeHHOro Mapa, paccydTaHHOW no fasneHnto (cM. npwioxeHve C). U Temnepartypa, WU AaBfieHVWe SBASOTCA ne-
PEeMEHHbIMI MPOLIECCa, a TouKa M3MEepPeHNst TemMnepaTypbl ONPeaeseTCs Kak KOHTPO/IbHasi TOUKa M3MEPEHNSI.

Ecnm  konebaHus napaveTpoB npouecca wWwum 06beM HEKOHOEHCVPYEMbIX [as0B MOMYT MPUBECTU K He-
3pheKTMBHOMY  MPOLECCY, W3rOTOBUTENb CTEpPWIM3ATOpa WM  OTBETCTBEHHoe /muo  (cm. NCO  17665-1:2006.
npunoxeHne A. MyHKT A4.2) 06s3aH 006ecneunTb MNosb3oBaTeNs aekBaTHOM MHAOpMaUWeR, KoTopast [Oo/mK-
Ha BK/toYaTh B cebs:

* BEPXHWA W HWKHWIA npedenbl A7 KaXOOro napametpa npouecca, a Take cnocob yaaneHns Bo3dyxa
13 Kamepbl:

- CTOUHWIK HEKOHLEHCVPYEMbIX [a30B:

e METOAbl WCMbITAHWA, 4YacTOTy WCMbITaHUA W KpUTEpUM NPUEMSIEMOCTU /71 OLEHKM npouecca Ccrepwin-
3auymn.

YpaneHve BO3fyxa W3 Kamepbl CTepwimsatopa 3a CYeT akTMBHOTO MOTOKa WM FpaBUTaLMOHHOMO  3a-
MeLLeHUs MMeeT Mpeackasyemblii  pes3ynbTaT Tobko Mnpu  06paboTke MpOCTbIX TBEPALIX MEAWLIMHCKUX — 13ae-
JmiA.  YpaneHue Bo3dyxa HenpeackasyeMo A1l TakMX MeAVLUMHCKUX M3Oemii Kak  WHCTPYMEHTbl C  KaHaslamu,
Gonbluve TBEpAble W3AE/MA C  KPYMHOA Maccol, a Tawkke WHCTPYMEHTbl U TEeKCTWIbHblE U34eNMs B CBOEN
MepPBMYHOA ynakoBke. [ 06paboTKM TakMX MeOVUMHCKUX W3Oermii  JO/KeH WCMoNb30Batb pabounii  ukn c
NPUHYOUTENbHLIM WM MHAMUYECKMM  CMOCOGOM  yaaneHuss Bosgyxa. [puMepoM  MOXET C/YKWTb  LUMKA,  UC-
MO/b3YIOWMIA  HECKOSTBKO — BaKyyMHbIX WM MapoBbIX Ny/IbCOB A1 MOC/EA0BATE/IbHONO  YMEHbLUEHWST KO-
yecTBa BO3fyxa B Kavmepe W B MeAWUMHCKOM u3aenum (M3gerusx). Bo Bpems Kaxaol nynbcauyn nap BXOAWT
BHYTPb MEOMUMHCKOTO U3AENMsS W BbIXOAMT W3 HEro: KOHAEHCUPYHIOLWMWIACA nap BHOBb MCMAapsieTcs, W 3a CcueT
3TOr0  06ecrneuMBaeT OVMHaMMYECKOE «BbIMbIBAHME» OCTATKOB BO3fdyxa W3 YMNakoBOK, Leneii u kaHasioB. Komu-
YECTBO My/IbCOB, BEPXHEE W HWKHEE 3HayeHue [aBfieHVs B KaXkAOM My/bCe, CKOPOCTb W3MEHEHUs [aBneHus
N Temnepatypbl W WHTEPBa/T MEXOY KaKObIM TakMM U3MEHEHMEM SIBMSIOTCA MEPEMEHHbIMM Mpouecca W urpa-
0T BaXHYl0 poib 419 3ahdpekTmBHOMO yaanieHnss Bo3dyxa. [py OueHke nNpurogHOCTM npouecca  CTepuimsayin
K CemeiicTBY MpPOAYKTOB KOMOMHALMM 3TUX W3MEHEHWA TemnepaTtypbl W AAB/EHUs, CKOPOCTU WX W3MEHEHVs U
NPOAO/DKATENIbHOCTL KaXKA0r0 TAKOro U3MEHEHMS 0/KHbI ObITb NPUHATLI BO BHUMAHVIE.

Kak TO/bkO U3MepeHHas Temrnepatypa MpeBbICUT TEOPEeTUYECKYD Temrepatypy, pacCuMTaHHylo —corsiac-
HO OnMCaHWo, MPUBEAEHHOMY B nNpuioxeHun C. yKe MOXeT nNosBUTLCA neperpetoii nap. Haimuve nepe-
rpeEToro napa MOXET ObiTb NarybHbIM 4719 MEOULUMHCKOTO u3de/ma Wwin AN €ero ynakoBKW, U MOXET Tawke
NPVBECTU K HEeYyAa4HOMY NPOLIECCY CTEPUNU3aLINN.

OhhekTMBHOE  yaasieHVe BO3dyXa W3 KaHa/l0B  WHCTPYMEHTOB, MOPWUCTLIX 3arpy3oK W ApyrvX  U3denui
CMOXHOA  KOHCTPYKLMKM, MMEIOLMX  TPYAHOMAOCTYMHble  MOSIOCTK, [AOCTaTOYHO  3aTpydHuTeNnbHo. Ha  dmsnueckne
ycnosus, Tpebytowmeca ana  ahheKTMBHOTO yaanieHns BO3dyxa, BAMSKOT [/iMHa, LuvpvHa U dopma  KaHasloB.
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TOMWMHA CTEHKA UW3Oe/us, Marepuan npofykra, Macca, [U1I0THOCTb, CUCTEMAa YMakoBKM W Ha/muve  Opyrux
M3genvin B TOM e ynakoBke. [lpouecc cTepuvzaumy, YCMewWwHo YAansioWwmMii BO34yX W3 Kamepbl CTepunmsa-
Topa [0 MMHUM&IHOTO YPOBHS, MOXET OKa3aTbCA HeCrnocobHbIM  yAa/mMTb B [JOCTATOYHOW CTeneHu  BOo3ayX
M3 KaHana u3genusl, 4ToObl MO3BOMMUTL MPOHUKHYTL TyAa napy. 3akoH [asibToHa [nacut, 4To CyMMapHoe [aB-
NIeHMe B 3aMKHYTOM MPOCTPaHCTBE pPaBHO CyMMe MapuuasibHbIX  OAB/EHWA  Pas3/iYHbIX  [a30B, MPUCYTCTBYHO-
WX B artoMm MpocTpaHcTBe. TeopeTuyeckM Temneparypa B kKamepe CTepuivsaTopa, codepxalleli cmecb napa
M OCTaTO4HOrO BO3fdyxa, AO/KHA OblTb HWXE, 4YemM pacyeTHas Temnepatypa, MoslydyeHHast OT COOTBETCTBYHOLLE-
0O 3HaYeHVs [OABMEHVWS B COOTBETCTBUMM C Tabsmueil 3HauyeHwidA Temneparyp napa A8 U3MEPEHHbIX JaBeHui
B Kamepe (cMm. npunoxeHve C).

OpfHako wumeloTcs  (hakTbl, MOKasbIBAKOLLME, 4YTO OOBLEM OCTATOYHOrO BO3AyXa, [JOCTaTouHblA  Ans  Toro,
yToGbl UMK CTEpUIM3auMy  OKasasics HeydauHbIM, MOXET [OHW3UTL Temreparypy napa BCero /Mb Ha Ta-
Kyl0 Masylo BenmumHy, kak 0,01 *C. BcnefctBuMe 3TOMO0 pasHMUa Mexay Temnepatypod, W3MEpeHHOW B KOH-
TPOMBHOW  U3MEPUTE/NIBHOA  TOYKE, W pacyeTHON TemnepaTypoil, MOSyYeHHOW C MOMOLLUB  Tabnuubl  3HAYEHWIA
TemMnepatyp napa [Af8 UW3MEpPeHHbIX JaBfeHwlii B kavepe (CM. npwiokeHve C), MOXET OkasaTbCs HeaocTa-
TOYHOW [ANA  OBHapyeHUsi HebOoMblUMX OOBLEMOB BO3AyXa, CrOCOOHbIX KOHLEHTPMPOBATbCA B KaHalax W
TPYAHOAOCTYNHbIX  MOMIOCTAX  M3Ae/WiA, MpeaoTBpallas NpoHUKaHWe B HUX Mapa. [Mpy Takux  06CToATeNbCTBAX
aflekBaTHOe ydaneHve BO3fdyxa W MpOHVKaHWe napa B 3arpy3ky MOXeT OblTb CMPOrHO3MpPOBaHO MO AaHHbIM,
MO/YYEHHbIM M3 WCMbITaHUA Ha MPOHMKaHWe napa WwiM Mo AaHHbIM, MO/yYeHHbIM OT YCTPOiCTBa 4719 MOHU-
TOpUHra npoLiecca.

VcnbitaHue Ha MpoHMKaHWe napa npefHasHadYeHo AN cneumdnyeckx CemeiicTB  MPOAYKTOB U MCMOJb-
3yeTcs [ MPOBEPKUM TOrO, UTO OOBEM HEKOHAEHCUpYeMblX ra30B, OCTaBLUMXCA B kavepe cTepwvsartopa
K Hauasly nepvoga Miaro, He BOCMPENATCTBYET KOHTAKTY HAaCbILEHHOTO rMapa CO BCeMM MOBEPXHOCTAMM  Me-
OVLMHCKOTO  M30e/ A Ha  NPOTSHKEHUW BPEMEHV BblAepkkA. Ha aT1oT 06bem BAIOT  adIeKTMBHOCTL  CUCTEMbI
yOANeHNa BO3AyXa, HaTekaHue BO3fyxa B Kamepy CTepwMsatopa W HeKOHAEHCVpyemble rasbl, MepeHocuMble
napoMm. HaTekaHMe BO3oyxa B kamepy U OObeM HEKOHAEHCVpYeMbIX ras30B, COAepxalmxca B nape, MOryT
ObiTb OnpegenieHbl C MOMOLUBIO  Pas/iMuHbIX UCMbITaHWiA  (CM., Hanpumep, npwioxeHne A n EH 285). O6uiee
HayI4vie HeKOHAEHCVPYEMbIX ra30B OMpPeAesAoT UCTbITaHMEM Ha NMPOHVKaHVe napa.

VcrnbitaHne Ha NpoOHWKaHWe napa MOXeT OblTb OCHOBAHO Ha M3MEPeHuM Temneparypbl, Ha 6uonoru-
YECKMX WM  XVMUYECKAX WHOMKATOpPaxX B 3aBUCYMOCTU OT BO3MOXHOCTEl. VcnbimatenbHasi cuctema  [Jo/mkHa
obecreuBartb Harpy3ky, npeacTaBuTENbHbIE A1 TOTO CEMeicTBa  (CemeicTB) MpoaykTa, [nS  KOTOporo  OHa
npefHasHaveHa. BbinyckaeTca Uenbld  psfg  UCTbITATE/IbHbIX  YCTPOWCTB  A/19  KOHTPOMS MPOHMKaHUA napa  u
yoaneHns Bo3dyxa. TpeboBaHMS K XUMUYECKMM MHOMKATOpaM MOXHO Haitm B WMCO 11140-3. NCO 11140-4.
MCO 11140-5. CO 11140-6" v EH 285.

PykoBOACTBO N0 BbIGOPY M WCMOML30BAHMIO XMMUYECKUX WHAMKATOPOB MpuBedeHo B MCO 15882. Tpe-
60BaHMA K OMONOTMYECKMM MHOMKaTopam npvBegeHsl B MCO 11138-3. PykOBOACTBO MO BbIGOPY W WCMOMbL30-
BaHWIO 6MOIOrMYECKVX MHAUKATOPOB Haxoautesa B ICO 14161.

KoHTpornbHasA 3arpy3ka MOXET COCTOSATb U3 €AMHWYHOrO TuMa MEAMLMHCKOrO M3Oenns, U3 MeOULHCKUX
W30EMUIA, OTHOCALLMXCS K pasHbIM CeMe/icTBaM M3JenuviA, HO 3aKTo4YeHHbIM B eAuHYl0 O6LLyl0 yrnakoBky. [isi
KaDKOro KOHTPO/IbHOTO  MPOAYKTa. WIN - MEOMUMHCKOTO  U3AENUA  TPYAHOCTb YAA/IeHUs BO3AyXa WM WHble MoMe-
XU npoueccy CTepwimM3aummM [0/DkHbl OblTb  MeHbLle, 4YeM A1s /o6oro MeAWUMHCKOrO U3genns WM ceMeiicts
MPOAYKTOB, [/191 KOTOPbIX PACCUUTAH AaHHbIA NPOLLECC (CM. Tarke NpuiokeHus A n B).

Ecrm  npepnonaraeTcs  MCMonb30BaTb  YCTPOWCTBO — KOHTPOMS  npouecca  (Hanmpumep, AeTeKTop  Bo3ayxa
WM WHOe YCTPOMCTBO MOHWTOpWHIA) [ANs MpeacTaBneHVss  cemelictBa  (CemelicTB)  Mpoaykra, NpUroaHoCTb
[JAHHOrO  YCTpOICTBA MpU  3KCMO3VUMM B YCNOBMSIX  Mpouecca  CTepwiMsaumm  Jo/mkHa  ObiTb  MOATBEPXKAEHA
M3roTOBUTENIEM  YCTPOIiCTBA /11 UCTbITAHWS  MPOLECca, W3rOTOBUTENIEM  CTepunmsatopa WM OTBETCTBEHHbIM
nmuom (cMm. CO 17665-1:2006, npunoxeHue A. MyHKT A4.2).

6.1.3 Tllpouecchl ¢ ynakoBaHHbIMW NPOAYKTaMm

MpoaykT MOXET OblTb HarpeT B UMKIEe C MOrPyXeHWeM ero B BOAY, B LMKIe C pas3bpbl3rvBaHvem BOAbl, B
LMKNe C NapoBO3AyLUHOMW CMECbiO, B MapOBOM LWKIE C rpaBuTaUMOHHbIM 3aMeLleHeM BO3dyXa WM B LKIe C
NPUHYAWTENBbHLIM -+ Yag/ieHeM  Bo3dyxa. [lapoBo3fylluHble CMecuM 4acTo  UCMOMb3YTCA A1 NpefoTBpalleHus
VCK&XKEHWS  TeOMETPUYECKOn hOpMbl WM HapyLUeHWs  CTPYKTYpbl  CTEpUIM3YemMoro KOHTelHepa, BO3HUKatoLLy-
MW ¥3-3a BHYTPEHHErO [aB/eHUs, reHepypyeMoro 3a CYET HarpeBa kak pacTBOpPOB Ha BOAHON OCHOBE, TaKk U 3a
CYET Ha/Muis BO3dyxa B J10G0M FEPMETUYHO YKYMOPEHHOM KOHTEliHepe. 3Heprusl, HeobxoauMas /i Harpe-
Ba CTEpPWIM3AUMOHHOM 3arpys3ky [0 OnpefenieHHol Temnepatypbl CTepuwiMsaLuM, 3aBUCAT OT cemelictBa Mpo-
OyKTa. _pasmepa CTEPWIM3ALUMOHHON 3arpy3kM UM ee HadaulbHOW Temnepatypbl. [lepeHoc Ternsia OyaeT 3aBuceTb

MCO 11140-6HaxoauTcs B CTaamm paspaboTku 1 OCHOBbIBaeTcA Ha EH 867-5(57].
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OT HarpeBaloOLLE cpedpbl, €e KOHTakta C KOHTEMHEpPOM MpoAdyKTa, OT MaTepuana KOHTeliHepa W CUCTEMbl Moa*
[JEPXKK/ KOHTEMHEpa, a Tawke OT pasHMUbl TEMMEPATYp B MeCTe nepeHoca Tersia. Tun CemeiicTBa npogykra W
KOHCpMrypaumus 3arpysks OyayT oOkasblBaTb Havborbluee BAMSHWE Ha pasHuUbl Temneparyp € MecTe nepeHoca
Tenia. 3T pasHMUbl MOXHO MMHUMMW3VMPOBATL MyTEM YMEHbLUEHUS MOTOKA W Y/IydlWeHUs pacrnpeaenieHns Ha*
rpeeatolleli cpedbl 3a CYET NPUHYAUTENBbHOM  UMPKY/IsSUMM.  MacCoBbli MOTOK M FTOMOFEHHOCTb  MepeHocsLel
TEeN1o cpedpl B 06beMe kamepbl MOMyT OblTb MPOBEPEHbl C MOMOLLLI0 TakMX MEPEMEHHbIX MPOLEecca, Kak CKo-
pPOCTb BpalLEHWs BEHTWISTOpPA, JAaBfeHMe W MOTOK  UMpkynsuun. Temnepatypa nepeHocswein Tenno  cpefpl
Ha ee BbIXxoge [Jo/mkHa OblTb OnpedesieHa kKak MepeMeHHast npouecca. Ecrm vcnonb3yetcs nap. Temneparypa
OKpY)XaIOLLIEM cpedbl Takke [Oo/kHA cuMTaTbCs NepemMeHHoli npouecca. MoXeT MoHafobutbes  yaennTb  BHU-
MaHMWe arnvporeHHOCTM MEePEHOCSLLE Tenio cpefdbl W OTCYTCTBUMIO B HEA  XVMWUYECKUX MPUMECEN, CMOCOGHbIX
BbI3BaTb 06pa30BaHNE NATEH Ha YMaKOBKe.

B pononHeHne K CkasaHHOMY, MOXET roTpeboBatbes, UTOObl MepeHocslas Tersio cpeja Oblia  cre-
PWILHOA BO BpeMs OX/1aXOEHUS W B TedyeHMe nepuoda paboyero Uukna, B TeYeHue KOTOporo obecneveHa
NETaIbHOCTb.

PacnpegeneHue Temneparypbl BHYTPU KOHTEHEpa C MPOAYKTOM OyAeT 3aBMCETb OT (POpMbl  KOHTEliHe-
pa, BS3KOCTW NPOAYKTa, YC/IOBWIA nepefayun Terna 4epe3 CTeHKy KOHTeliHepa W uyepe3 MpPOAYyKT, a Talkke OT KOH-
BEKUMM BHYTPU NpoAykTa. KpyrnHble KOHTElHepbl TPeOyloT 60/bLIero BpeMeHU A/ pas3orpeBa W OX/laxaeHus,
YTO MOXET BECTM K OrpaHMY4eHUI0 pa3MEePOB  KOHTEMHEPOB, WCMOMb3yeMbIX 4719  NPOAYKTOB, HyBCTBUTE/bHbIX
K NPOAO/DKMTETBHOI 3KCMO3MLIN.

B xofme BbINOMHEHVSI Mpouecca CTepwauyn  [JO/MKHbl  ObiTb  MAEHTUOULMPOBaHbI TOUKM  pasMeLLeHns
KOHTEiHEPOB C MPOAYKTOM, B KOTOPbIX W3MEpeHbl HavBbICLUas W HU3Was Temnepatypbl B 3arpyske BO Bpe-
M basbl HarpeBa, a TaKke HavBbiClLasi M HM3Wasi Temnepatypbl B 3arpy3ke BO BpeMsi oasbl OXNaXaeHus.
Temnepatypbl, W3MEPEHHble B 3TWX TOYKAX, AO/DKHbI OblTb PACCMOTPEHbl KaK MEPEMEHHbIE MPOLECCa; OAHAKO
ecm obas U3 3TUX TOYEK OKasbIBAETCA HEBOCTMPOM3BOAMMONM, A1 obecneyeHns  crneumdmumpoBaHHol  fe-
Ta/TbHOCTM C OAHOBPEMEHHO COXPAHHOCTBLIO MPOAYKTa MOXET MNOHaA00UTLCS CTATUCTUYECKMIA NOAXOA.

6.2 O6opynosaHue

MpumeyaHne — Ocobble COOOPaKEHNS, OTHOCALUMECA K  YUPEXOEHUAM  30paBOOXpaHeHus, MpuBegeHbl B
npuioxeHnn D. nyHKT D.3.2.

6.2.1 Ony6/mMKoBaHbl  PErMOHasIbHbIE U HaUYIOHaUIbHbIE  CTaHO@pTbl Ha  CTepwInsaumoHHoe 06opyao-
BaHMe (Hanpumep. EH 285). pekomeHaytolme MaTepuasibl, KOTOpble MOMYT ObiTb  MCMOMb30BaHbl MPU  KOH-
CTPYVpOBaH/N W U3rOTOB/IEHUM  CTEPWIM3ATOPOB.  Martepuasbl, WCMosibyemMble  U3rOTOBUTEIEM B KOHCTPYKUWN
crepwmsaropa, MOIyT 6a3uposBaTbCA Ha  Mpouecce  CTepwM3aumy,  OCYLLECTB/IAEMOM  CTEPUM3aTopoM, W
Ha cemelicTBe (cemeiicTBax) MpOAYKTa, KOTOpble MpegnonaraeTcd B HEM  CTepwn3oBatb. BbiOpaHHble Ma-
Tepuasbl  AO/DKHbl  MMHVMM3MPOBATL  KOPPO3WI0O M 0bpasoBaHve /oObIX KOHTAMMHAHTOB. KOTOPble MOryT  Bbl-
[endaTbCa B XOAE PYTVHHOM aKcrulyatauun. [Map. uvHas nepeHocswas Temnno cpeja, >KUAKOCTM Win  BO3AyX,
UCMonb3yemMble A/19 ONPEecCoBKA Kamepbl CTepuiM3artopa, MOMYT MEepPeHOCUTb BMECTe C CO6O0li  TOKCWMYHble  Wn
KOppO3uiiHble areHTbl. TakMe areHTbl A0/MKHbl OblTb  WMAEHTUMUMPOBaHbLL, W A5 HUX [O/DKHbI OblTb  OrOBOPEHbI
MaKCUMaslbHO  AOMYCTUMbIE  YPOBHM  (CM. NpwnoxeHve A). 3awpyra MarepyasioB 3a CYET  MJIEHKOOOPA3yHOLLMX
aMUHOB (TaKMX KaK mgpasuH) He [o/kHa MNPYMEHSTbCA B KAYecTBe  as/lbTepHATUBbI  NPaBWILHOMY Moa6opy
MaTeprasioB 1 KOHTPOJTHO KOPPO3UIHBLIX MPUMECEIA.

MpegnoytutensHo, 4YTOGbI 3anMcM O  CTepwir3aumn  ObUIM  HE3aBMCMMbIMW  OT  aBTOMATUYECKOTO  KOH-
Tpo/iepa M MokasbiBalOWMX NPUOOPOB  cTepwmsatopa. Cuctema, KOMOVHMpYOWas B cebe 3anucb  JaHHbIX,
yNpaB/ieH/e 1 VHOVKALUWMIO, MOXET MpvBEeCTM K HeahdhekTBHOMY Mpoueccy CTepwiMsauumy, KoTopbil  Gyaert
WHTEpNpeTVpoBaH Kak  athdpekTvBHbIA.  HesaBucMMble  YCTpOiCTBA  pervicTpauyy  JaHHbIX — XapakTepusyroTcs
Ha/MuMeM COOGCTBEHHbIX OTAE/bHLIX CPEeACTB  M3MEPEHVsi, 00paboTKM  AaHHbIX M pacrievarkn WX 3HaYeHWiA.
Mpn 3TOM He UCKMYaeTcd OOMEH WMHAIOPMALWIOHHBIMA  AAHHBIMW B VHbIX LEAX Mexdy peructpatopoMm U
KOHTPOJ/IEPOM.

Bo3agylWwHbIi  OeTeKTOp MOXET OblTb BCTPOEH B CTEPWIA3ATOP, WCTOMb3YIOWWIA  BakkyMHble W NapoBble
nynbCbl A/19 OTKAYKM BO3fdyxa B hase yJasieHus BO3fyxa npouecca CTepum3auum HacbIWeHHbIM napoM. OH
MCTONb3yeTCA 1A ONpPeAenieHss Toro, MOIYT /1M HEKOHAEHCUpyeMble rasbl, OCTalOLMecs B Kavepe CTepwin-
3aropa K KOHLUy Mepuofa M1aro, Hakan/meBarbCA B 4aCTaxX 3arpysks (Hampumep, B KaHaslax) W MpuBOaUTb TeM
caMblM K HeyJayHOMy 3aBepLUeHV0 npouecca CTepwiMsaummM B 3TUX 4YacTsaX. YCTaBka BO3AYLIHOTO JeTektopa
OCHOBbIBAETCA Ha OfpederieHHbIX MapameTpax rnpouecca WM [aHHbIX O CeMelicTBe (CemeicTBax) MpoaykTa,
ansa  06paboTkM  KOTOpbIX pas3paboTaH [JdaHHbIi  npouecc. HekoHaeHcupyemble rasbl, OOHapyXeHHble OeTek-
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TOPOM BO3/[lyXa, MOIYT B YMC/I0 MPOYEro cofepxkarb W rasbl, BblAENAOLIMECA NPV HarpeBe npodykta WM ero
YMakoBKK. crbITaHns AeTekTopa Bo3ayxa U3noxeHb! e npuiokeHnn A v B EH 285.

6.22 Cneundhmkauym o060pyaoBaHUS OO/MKHbI BKAOYATb B cebA  MHOpMAaLMio, [OCTATOYHYH [Ans  BblX
MOSHEHWs onpeaereHns NpoLecca A/1s1 HOBOTO MPOAYKTa UM HOBOW KOHChUrypawmm 3arpyskv (cM. pasgen 8).

6.2.3 Tpouecc crepwmsaumy, BbIMOMHSEMbIA B COOTBETCTBUM C €ro  creumdvkauven, 3aBuMCUT OT  kaue-
CTBa ObGecrneuvBalolLyX €ro nuTalolmMx cped. B MOMEHTbl MUKOBOTO NOTPEOMEHVst [aBfieHVe  Kakaoh nuraro*
Wwei cpefbl — rasa, XWOKOCTM WM Napa, 3aMepeHHoe B TOYKE ee MOAKIIOYEHUs K CTepunu3atopy, He [O/HKHO
nafarb HKe MUHUMYMAa, CNeumULMPOBAHHOMO N3rOTOBUTENEM CTEpUM3aTOPa.

Hanpvmep, addbekTvBHOCTL  paboThl  BakyyM-HAacoCOB  TUNa  «BOAFHOE  KOMbLO» U TENI006MEeHHVKOB
naJaeT BMECTe CO CHWKEHVEM [JaB/ieHVss BOAbl W C TOBbILLEHWEM ee Temnepatypbl. MOXeT MosABATLCA Mu-
KpOGHasi KOHTaMUHALWS, €C/M  BryCKaeMbli B Kavepy CTepww/saTopa BO3L4yX COAEPUT 4YacTvlbl  pasmMepoMm
bonee 2 wmukpomeTpoB. Eciv nogava nuTalowwx cpef,  obecneuvBaeTcs  TPETbYMM  SMUAMKM, OHW  06s3aHbl
cnegoBaTb  pekoMeHJauysM  U3OTOBUTENIA  CTEPUM3ATOPa, WM COOTBETCTBME  3TUM  PeKoMeHZauysM  [0/DKHO
6bITb NMOATBEPKAEHO.

JokanbHble HOpMaTVBHble TpebOBaHVs, OTHOCALLMECA K OXpaHe OKpyXalolleil cpefbl, MOryT Haknafpl-
BaTb OrpaHWYeHWs Ha BbICOKYD TEMMNEPATypy >KAOKOCTEW, WCTekaowyx u3 crepwimsatopa B OOLLYIO  KaHa-
JII3ALMOHHYI0  CUCTEMY, HA YPOBHW YTEUKM MaTepuasioB, WCMOSb3yeMbIX /19  MPOM3BOACTBA  CTEPUIM3YIOLLETO
areHTa, Ha 4acTvupl, Bblgensemble NpPoLyKTOM WWiM YNakoBKOW B Xofe CcTepwwmsauu, U Ha 06beM BOfApl,
CMosb3yeMOii B Xofe npoLiecca.

BesonacHOCTb A0/MKHa ObITb YAaCTbIO KOHCTPYKUMM 06opyaoBaHUA U paboTbl € HUM. CriegyeT cobnogarb
TpebosaHns M3K 61010-2-040 1 Tpe6oBaHMA HALMOHa TbHbIX HOPMATVBHBIX [JOKYMEHTOB.

6.24 TakMe CUCTEMbl Kak KOHTEMHepbl, MOSKW, CTeNNaxV W HOCUTENW, MpeAHasHayeHHble /11 NOAAepXK-
KM WM O cogepkaHust BHYTpUM cebsi MeaMUMHCKOTrO u3genust (M3genuil), He [OMKHbl MPEensitcTBoBaTb ean-
HOOOpa3HOMY PacrpoCTpaHeHWio napa, LUMPKYNsuMM  NEPeHOCALeli  Tennio  XWAKOCTW,  YAANEHUIO  OCTaTO4YHOro
BO34yxa, C/MBY KOHAeHcata Wi Bofbl. CucTema [O/DKHA Takke MPensaTcTBOBaTbL  MNOBPEXAEHUIO  MeavLH-
CKOro 13aenm1s WM ero ynakoBK/ U COXPaHsITb LIESTOCTHOCTb CTEPUM3ALIMOHHON 3arpy3Ku.

6.2.5 Het gononHuTensHol MHgopmaLn.

6.2.6 [porpamMmHOe o6ecrieveHne AO/MKHO ObiTb CTPYKTYpPUMPOBaHO. YKasaHus [fdaHbl B u3daHum «[lpasu-
Na  Hap/iexallero npou3BoACTBa asTOMAaTVKW. PyKOBOACTBO MO  Baauvv  aBTOMATU3MPOBaHHLIX CUCTEM B
thapmaLieBTUYECKO! MPOMBILLAEHHOCTV (GAMP 4).

7 OnpepgeneHve npoaykra

MpumeyvaHne — Ocobble COOOPKEHWUS, OTHOCALMECH K YUPEXOEHUAM  30paBOOXPaHeHWUs, TpvBEAeHbl B
npunoxeHun O. nogpasaen D.4.

71 B xoge pa3paboTkym npofykta cnefyeT yAensaTb BHVMaHvWe npoueaypam ero paseopks (ecnm  3to
MPUMEHMMO), OUNCTKN, AE3VHIEKLMM, OCMOTPA U CTEPUNU3ALN.

PykoBoaCcTBa UM METOAbl OYACTKA WM AE3VHADEKUMN  MEOWUMHCKUX U34enuiA  nepes  crepwmsauueli  pac-
CMOTpeHbl e cepun cTaHgaptoB WMCO 15883. VHdopmauuss 06 o06paboTke MeOMUMHCKOTO U3fenusi, kotopas
[OMmKHa NpefoCcTaBNAaTLCA ero urotosutenem, gaHa B ICO 17664.

7.2 OCHOBHOV ChyHKUMEW YMaKoBKM SBNSETCA COXpaHeHWe MEOMLMHCKOTO W3A4eNus  CTEPWIbHbIM, MoKa
ynakoBka He OyOeT BCKpbITa A1 WCMOMb30BaHMSA M3Jenus. YMakoBka [JO/DkHa MPOTUBOCTOSTb  BO3AEWCTBUAM,
KOTOpble MOryT BO3HMKATb B XOfe Mpouecca CTepunm3auyK, OCTaBaTbCA 3akpbITO, W He [0/DKHA OKasbiBaTb
HeraTyBHOroO BO3AENCTBUSA Ha Ka4eCTBO MEAULIVHCKOTO U3AeNns (Hanpumep, 3a CHET BblAeSIEHNS el0 YacTuL).

YnakoBka MEOWLUMHCKOrO WU3LeNusi, CTEPWIM3YEMOrO HacbILeHHbIM MapoM, [O/DkHA  YAOB/ETBOPATL  Tpe-
6oBaHuamM NCO 11607.

MaTtepasi M KOHCTPYKUMSI HEMPOHMLIAEMbIX YMakoBOK (Hampumep, ¢o1akoHoB, ammyf, 3M1aCTUuHbIX — Make-
TOB) [O/MKHbI MO3BOMATL Mepefady Tersia K NpoAyKTy W. €C/M KOHTEliHep YKYMOPEH, YKYropka A0/hkHa OCTa-
BaTbCS 3aKPbITON 1 06ecneunBaTb repMETUHHOCT.

BTopyuHas ynakoBka [O/DKHA 3alumuiaTh MPOAyKT BO BpeMsi OObIMHOM paboTbl C HUM M €ro  pacnpocrtpa-
HeHus. Ecnm  BTOpUYHas ynakoBka [JO/kHA MoaBepraTbCs  MNpoueccy CTepunusaumy, OHa  [O/DKHA  COXpaHsTb
CBOK CrMOCOBHOCTb 3alMaTh NPOAYKT M He [OO/MkHa YXy[waTb CBOM KauecTBa M3-3a BO3MENCTBMS Ha Hee
npoLiecca cTepumM3aLmn.

Ecnu B KoHLE npoLiecca cTepunsaLmm HyHbl KOHTPOMMPYEMbIE YCI0BUS 151 ypaBHYBaHWS AaB/IeHNsS
B MEAVLVHCKOM V3AE/MN U €10 YMakoBKe [0 aTMOC(EPHOTO AaB/eHs, TO A0/MKEH ObITb ONPeaesieH crnocob.
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C TOMOLLLI0 KOTOPOro 3TW YCMOBUS AOCTUralOTCA  (Hampumep, B Kavmepe WM B KOMHaTe C  perysivpyembIMu
YCNOBUSIMI OKPY)XaIOLLIEH cpeabl).

7.3 HeT AONONHUTESIbHOM MHAIopMaLmK.

7.4 Tlognexallee Ccrepwmsauum MeauUMHCKOe un3denne MOXET OblTb  OXapaktepus3oBaHO €ro  (hopMOi,
Maccoii, MaTepuanamym KOHCTPYKUMM, Ha/M4MeM [ABWKYLLUMXCS YacTel 1 yrnakoBkoil. [pogykT B KOHTeliHepe
OyoeT XxapakTepu3oBaTbCs €r0 COCTaBOM, OOBLEMOM U BSA3KOCTHIO. Er0  KOHTElHep 6yneT  XapakTepy3oBaTtbCs
pa3vepoMm, MaTeprasioM 1 YKyropKO.

CnefyeT BbINOMHATL UCCMEAOBaHME C LEMbIO OTHECEHWS NpoAykTa K OnpeferieHHoOMy CemeicTBy  npo*
ayktoe. O6bEM Takoro WCCNEAOBaHUA MOXET ObiTb COKpalleH 3a CYeT MepBOro  nepecmoTpa  napameTpoB
mpouecca, Ywe YCTaHOB/IEHHbIX [15 CyLIeCTBYIOLLEro Mpouecca CTepwim3aumM, 3a CYeT MNpuMeHeHus Basu*
OMPOBaHHOrO MpoLecca OYUCTKA (ec/ii 3TO MPUMEHUMO), M 33 CYET CpaBHEHUs HOBOrO Mpofykta € Temu Mpo*
[AyKTaMu. KOTOPbIE YXKe COOTHECEHbI C MPOLECCOM CTEPUIM3ALIMM [MPpUMCaHbl K NPOLLECCY CTepu3aLn).

7.5 HeT gononHuTensHol HhopmaLmm.

7.6  DKCMOHMpOBaHVE MEAULVHCKOTO W3AE/NS  BO3LECTBMIO  CTEPWIM3YIOLLET0 areHTa He [0/DKHO  Mo¥
9BO/IATb  BbIXOA, PacyHETHbIX MapameTpoB JIHOObIX MCMOMb3yeMbIX B KOHCTPYKUMM W3AEeNMs MarepuasioB 3a YycTa-
HOBJ/IEHHbIE /151 HUX MaKCVMasIbHbIE UM MUHYMaSIbHbIE A0NYCTVMbIE Npeaesbl.

Mo wmepe pocta Temneparypbl MaTepuasibl PasyrpoyHAOTCA W CTAHOBATCA 60nee  YyBCTBUTENbHbIMK - K
h13NHECKMM HANPSHKEHUAM U MEXaHNHECKUM BO3AENCTBUAM.

JudbchepeHumansHoe — pacluvpeHMe  MaTepvasioB C  HW3KOM  TErsIonpoBOAHOCTLIO WM pacluvpeHve  ©
okate pasfMYHbIX MaTtepuasioB, HaxXOASAWWMXCA B KOHTakTe Mexay co0Oi, MOryT CTaTb MPUYMHON  BO3HWKHO-
BEHMS HANPsHKEHWIA B MaTepriasiax v LiBax U3aesnmii.

7.7 HeT gononHuTensHol MHhopmaLmm.

7.8 TennouyecTBUTE/IbHOCTL XUAKOTO MPOAyKTa MOXET [OMKTOBaTb MaKCMMasTbHbIA  06bEeM  3arofiHEHMS,
mMatepuas 1 pasMep KOHTeliHepa, KOTOopble MOXHO MCMoMb3oBaTb. CTabuibHOCTb W CTEPWIBHOCTb  XKUAKO-
CTM [OMxHa OblTb OLEHeHa MO MCCMefoBaHMAM TemneparypHbIX KapT, BbIMOMHEHHbIX Ha Mpea/iaraeMblX  KOH-
TeliHepax. Korga >XUOKOCTb MOABEPraeTcs BO3AEWCTBUMIO MO MeHblueli Mepe BEepXHWX NpeenoB  BblGpaHHOro
(Nnpepnaraemoro] npodinns npoLecca CTepunmsaLmn.

MeavumHcKMe  u3genus, nodsepralolmecs MoBTOPHOM 06paboTke, MOryT CTpagatb OT  akkyMySIMpyHOLLMX-
CH U3MEHEHWUI, BbIpaXAIOWWXCA B PaCTPECKVBAHMM MOBEpXHOCTE OT  AuddhepeHumManbHOro  pacluvpeHust  Tost-
CTbIX MaTepuasioB, MOSBIEHAN XPYMKOCTY WM paccnavBaHus. TpPeLWHbl, W3/10Mbl, pas3pbiBbl W KaHasbl  MOryT
yoepxvBaTb B cebe opraHudeckse, XxuMuyeckue U buonorndeckse npumecy  [KOHTaMUKaHTbI),  KOTopble  MOryT
BbI3bIBATb HeXernarefbHble (MarepuasibHble] peakumy WM HenpeackasyemMo BbIAENATbCA Hapyxy BO Bpems UC-
nosb3oBaHMs  m3genms. MHorve maTtepuasibl, NOABEprasicb MHOrOKPaTHOMY BO3AEMCTBUIO  CTEPWIM3ALIMM  Badk-
HbIM TEM/IoM, MOMYT COXpPaHsiTb O/MTENbHbIA CPOK 6e30macHo CnyxObl (Hanpumep, Hepxasewowas crasb). [py-
rMe marepuasibl, OfHaKo, MOMyT WMETb OfPaHWMYEHHbI CPOK  (DYHKUMOHMPOBAHUS W TPeGYHT  AOMOHUTENbHBIX
nccnepoBaHuii. Cebliku criegyeT nekatb B M CO 10993-1. M CO 10993-17. M1 CO 17664 n NCO 14971.

79 OueHKka [o/mkHA YCTaHOBUTb, YTO MNOC/e 06paboTkM MeauuMHCKoe u3genve 6yaet AelictBosBatb Mo
CBOEMy HasHauyeHW0 u OyaeT 6e3onacHo B MCMOMb3oBaHUW. OueHka [O/MKHA YYuTbIBATL MeXaHuyeckue, Xvmu-
Yeckre. 3MeKTpUYeckMe, TOKCUKOSIorMyeckme, dmandeckie, OGuonoryyecke 1 MopdoosiorMyeckie  CBolicTBa  U3-
Jenvs.  CneumanbHble [06aBKM, MpOLECcCHble npyMecy  (KOHTaMMHaHThI],  BbllleniadvBaeMble  BeLLecTBa, OCTa-
TOYHble CyOCTaHUMM npouecca W MpPOAyKTbl Aerpajalum  [O/DkHbl OblTb OLEHEHbl MO CTEMEeHW WX BO3AENCTBUA
Ha 6e30MacHOCTb U34eNMst U ero ynakoBkM. MOXET MpOSIBMSATLCA KOPPO3USt HEKOTOPbIX MarepuasioB, ecnv nap
obpasyeTca M3 BOAbl C HU3KMM pH. wim K3 BOAbl, COAEPXAaLleli Takve MpUMEeCH, Kak Xopugbl M CUIMKaTbl.
Hanpumep, pesvHa MOXET OKCUOMPOBATLCA B MPUCYTCTBMM  OCTATOYHOTO BO3AyXa MNPU  MOHWKEHHbIX Temre-
patypax napa. OG6e3BOXEeHHble LE//I0/I03HbIe MaTepuasibl MOryT Habupatb BOAy B XO4e nMpouecca MapoBoi
cTepumM3aLmm, Bbi3biBasi TEM CambIM 3K30TEPMUYECKUI Neperpes MaTepriasia U MpoCTPaHCTBa BOKPYT HEro.

7.10 HeT AoNo/HATENBHOM MHAYOPMaLN.

8 OnpepgeneHve npouecca
MpnmeyaHune — CcoOOpaXeHVs, OTHOCALLMECS K YUYPEXOEHVSM  3[paBoOXpaHeHUs, MpvBEAeHbl B MPUIOKe-
Hum D. nogpaspnen 0.5.

8.1 Llenbto 3TOro AeicTBusi SBMSIETCA 0becneveHne Tpebyemoro YpoBHS 0bGecrneveHusi CTEPUIbHOCTU B
KOKOOM 4acT 3arpysky CTepwimsatopa 3a CYeT TapaHTMPOBAHHOMO KOHTaKTa  KOHTAMUHMPYHOLLWX — MUMKpPOoopra-
HW3MOB O B/1aroi Npu 3a4aHHON TemnepaType B TeHEHVE 3a4aHHOTO BPEMEHN.

8
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OhhekTMBHOCTL M BOCMPOM3BOAUMOCTb  CTEPU/IM3ALIMOHHOMO  NpoLecca  MOryT — OnpefensTbes  YCroBu-
SIMA.  KOTOpble MOXHO KOHTPO/MPOBaTb W MOATBEPXKAATH C MOMOLLBH (OM3UYECKVX M3MepeHuiA. Ecrim ogHo 13
YCMOBUIA M3MEHSIETCH, M 3TO MOXET MOB/MATb HA YpPOBeHb OOEecneyeHVss CTEepUIbHOCTM, Takoe YCoBue [OMK-
HO OblTb OMNpefenieHo Kak MepemMeHHas npouecca, a 3HayeHue, Npu KOTOPOM BO3HWKAET W3MEHeHWe, [O/HKHO
6bITb ONPeSENeHo Kak napameTp npoLecca.

MepemeHHble mpolecca A0/MkHbI ObiTb  ONpefeneHbl, a napaveTpbl npouecca, B TOM uucie UM ux fo-
Myck/. AO/MKHbI  OblTb  cneumdmuypoBaHbl.  MapameTpbl  npouecca  AO/MkHbl  XapakTepu3osaTb  YC/IOBWS,  MOA-
TBEpXKAAOLLME MPOTHO3 TOr0, UTO  CTEPWIM3YIOWLMIA  areHT —obecneunt Tpebyemblii  ypoBEHb  ObecreyeHus
CTEPUNBLHOCT BO BCEX YacTAX MPOAyKTa, He TO03BOMSS MPUM 3TOM HW OAHOM €ro 4YacTu BbIATM 3a pacyeTHble
Jonyctimble npeaess..

Mpy 06paboTKe HEKOTOPbIX MEOMLHCKMX W3AEUA  u3MepeHue (OU3MYECKVX YCIoBWIA  (Hampumep, Tewm-
nepartypbl) BHYTPY CUCTEM CTEpUNbLHOrO 6Gapbepa He NpeACTaBNseTcd BO3MOXHbIM.  [na  Takux MeaULMHCKUX
M30eNMin - BOCMPOM3BOAMMOE  [OCTUKEHWE 33[aHHOrO YPOBHS OOECneyeHust CTepWIbHOCTM  [IO/KHO  ObiTb  Be-
pUOMLMPOBAHO B KOHTPOSIbHBbIX  M3MEPUTESIbHLIX  TOYKaX, Hamnpuvep, B CAMBE /19 U3MEpeHus Temneparypbl
crepwmsauun. B cnydae  1Cnosib3oBaHMA  Mpouecca € HacblWEHHbIM  MapoM  [okasaTe/lsCTBa  BOCMPOU3BOAN-
MOCTU NnpoLiecca MOryT ObITb MOSYYEHbI U3:

a) 3HauYeHWi TeMnepaTypbl 1 AAB/IEHNI, MO MEHBLLIE Mepe B TOUKaX Nepervoos rpacuvka AaBeHus:

b) KOMM4ecTBa NnapoBbIX My/1bCOB:

C) cKopocCTell U3MEHeHVs AaB/eHyst Uinmn TeMneparypb:

d) 4/mMTEeNbHOCTN 3KCMO3MLMM;

€) Be/IM4YMHbI HaTEKaHVs BO3Myxa B Kamepy:

0 gaHHbIX O KavecTBe napa.

Mpouecc crepywmMzaum MOXeT ObiTb pas3paboTaH B MNPOVM3BOACTBEHHOM CTepuiMsatope WM B crneuy-
a/lbHOM  MCCnefoBarte/lsCkoM  cTepunm3arope. [MapaveTpbl npouecca /11 ONPefeieHHoro  npouecca  crtepu-
Jm3aumy  [O/DKHbl  OblTb  YCTAHOBMEHbI HA WX Havxyfwme (HaMMeHblume [AOMyCTUMbIE) 3HAYeHWsi, HO B TO Xe
BpEMS elle npuemnemvble O 3hOEKTUBHON CTEPWIM3ALMKM, HAmpUMep, C  KCMOb30BaHWEM HWKHErO Mpeae-
Na ponycka Ha [/MTENbHOCTb  3KCMO3WUMM WM € UCMOMb30BaHMEM HauMeHblueli  AOMyCTUMON  CKOpPOCTU  pe-
LIMPKY/IALMM /153 NPOLIECCa C MOrpy>XeHnemM n3aenna B Boay.

82 WHorpa pansa 06paboTKM  MPOAYKTOB, MNPOM3BOAUMBIX MEOULMHCKOM U (hapMaLeBTUHECKOA MPOMbILL-
JNIEHHOCTBIO.  BbIOMPAETCA MPOLECC, OCHOBaHHbI Ha pekoMeHJauusx Mo Temnepatype cTepuwwmsaumm U Bpe-
MEHM BbIAEPXKN, MPYBEAEHHBIX B PErMOHaIBHOM WM HaLWIOHaIbHOM dhapmakonee.

8.3 Hert gonosHuTenbHoM MHdopMaLyn.

8.4 HeT AONONHUTESBHOM MHGIopMALIMK.

85 BVONOMMYeCKn UHAMKATOP MPEACTaBseT COOOM MMKPOOMOMOrMYECKY0 Harpysky C W3BECTHOl YCTOi-
UMBOCTLIO  (PE3UCTEHTHOCTBIO),  UCTOMb3YEMYIO  A/11  MOATBEPKAEHUS  NIETA/IbHOCTU  CTEPWIM3ALMOHHONO  MpoLec-
ca B OnpefeneHHbIX MecTax kamepb! v B npogykre (cMm. 1 CO 11138-1) B ToUKax pa3meLLeHns MHAVKaTOPOB.

Pa3pabotka ¥ onpegeneHne  MUKPOOMOMOMMYECKUX MPOLIECCOB  PacCMaTpuBaloTCs B NPWIOKeHu B un
NCO 17665-1:2006. npunoxennsas B. C m O. [Npn MCNonb3oBaHUM OUOMOMMHECKUX WHAMKATOPOB CriegyeT yae-
NATb  BHUMaHVWE  MMKpOOPraHu3mam, YyaepxuBaembiM  BHYTPU  MpOAyKTa, npuMecaM  (KOHTamuKaHTaMm)  BHYTpU
WM Ha MOBEPXHOCTAX MNPOAYKTa, HeXenareslbHbIM peakuusaM C  Marepriasiamy  KOHCTPYKLMM, a Takke YuWTbl-
BaTb TPYAHOCTb pPa3MELLEHSt BUOTOMMUECKNX MHAVKATOPOB B MOJIOCTSIX M KaHa1ax U3aesvii.

Korga 6bl HM  WCMOMb30Ba/INCL  BUOMOTMYECKME  WHAVMKATOPbI A/11  MOATBEPXKAEHUS JeTalbHOCTM B 3a-
JaHHbIX TOYKax WX pasMelleHus, Bcerga  AO/MKHO  ObiTb  MCMOMb30BAHO M3MeEpeHVe  m3nYeck X MapameTpoB
B Xode Mpouecca cTepwmsau C Leblo MOATBEPXKAEHWST TOro, YTO BbIMOMHS/ICS WMEHHO 3afaHHbliA  CcTepu-
JM3aLVoHHbI NpoLecc.

8.6 Het ponosHuTenbHOM MHdopMaLmn.

8.7 Het ponosH1TenbHOM MHdopMaLyn.

8.8 8 KauecTBe OOHOrO W3 3NMEMEHTOB B OMpedenieHAn CTepuIM3aLyoHHOro npouecca MOXET 6biTb UC-
Mo/b30BaH XUMUYECKU nHamkaTop (cM. ICO 11140-1).

OH wucronb3yeTcs [ANA  AEeMOHCTpauun  [OCTWKEHVS 33[aHHbIX BE/IMYMH  MepeMEHHbIX npouecca B MecTe
CBOETO0 pa3veLLieHs.

XVMUYECKME  UHAWKATOPbI MOKA3bIBAIOT 3KCMO3WLMIO 3@ CYET BO3AEWCTBUA Ha HUX U3MEHSIoLWWXCH  dmsu-
YeckxX WM XyMMYeckMx (DakTopoB, M PaCCUMTBLIBAIOTCH Ha PeakuMilo Ha W3MEHEHWEe OJHOrO0 WM HECKOMbKMX
MEPEMEHHbIX  CTEPWIM3ALIMOHHOTO  MpOLECCa, TakuX, Hanpumep, Kak [/IMTENIbHOCTb  3KCMo3vuyK,  Temnepa-
Typa WM B/I&KHOCTb. M3roToBUTENlL  XMMWUYECKOTO  MHAOMKATOPA [O/DKEH  OMPefe/iTb  YCMOBUSA  3KCTIO3NLMK,
KOTOpblE MOTYT 3aCTaBUTb XMMUYECKWIA HAWKATOP U3MEHWTbL CBOE HaYa/IbHOE COCTOSIHME Ha KOHEYHOe.
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JocTkeHne XVMWYECKUM  WHOMKATOPOM  KOHEYHOrO COCTOSIHUA He  [O/DKHO — pacCMarpuBaTbCA  Kak — MHOMKALMS
[JOCTKEHUA MPUEM/IEMOrO YPOBHSA 0GECneyeHVst CTePWIbHOCTM, HO MOXET ObiTb OOHWMM U3 MHOIMX (pakTopos,
YUMTbIBAEMBIX TPV OLiEHKE MpvemMsiemMocT npouecca  crepumsaupn.  OTCyTCTBME  MEpexofa  XMMWYECKOTO  WH-
Jvkatopa B KOHEYHOe COCTOsHVME [O/DKHO pacCMaTpuBaTbCA Kak — [0Kas3arTesibCTBO  HEYJAYHOro  BbINOSIHEHUS
mpouecca CTepwA3aLMM, W TakoW Cydyald MOAMEXWT paccnefoBaHMo. PykoBOACTBO MO MCMOMb30BAHMIO — XU-
MWYECKVX MHOMKATOPOB npuseseHo B MICO 15882.

89 pu paspaboTke npouecca MOryT ObiTb WCMOMb30BaHbl AaHHbIE, MO/yYEHHbIE OT  KOHTPOSILHOM
YCTPOIACTBa, TaKoro, HanpyMep, Kak YCTPOMCTBO KOHTPOMS Mpouecca WWAM  KOHTPOSbHOTO YCTPOICTBa, Mpea-
Ha3HAYeHHOro 4111 VMUTaUMM  CBOWCTB NpofyKTa WM cemelicTBa NpOAyKToB. [Nsi MpOUECCOB C  UCMO/b30Ba-
HUEM HaCbILLIEHHOTO Mapa PacCMOTPEHUS TPEBYIOT CrieayoLLme qrakTopbl:

* Marepviasibl KOHCTPYKLWY;

* Macca:

- IyIiHa 1 AyameTp NosbIX U3 1 Tpy6ok;

* CMOCOBHOCTb K BMUTLIBAHMIO (MOM/IOLLIEHMIO) BNary;

* TEN/I0NPOBOAHOCTb:

* rpaHVLibl 6e30MaCHOCTY, CBSI3aHHbIE C Harpy3Koi;

- CPEACTBA, C NMOMOLLbHO KOTOPbIX MOMYT OLIEHVBATLCA YAA/IEHVE BO3AyXa U MPOHVKaHVE napa.

3TN (paKTopbl 0ObIMHO MOMYT ObiTb OLEHEHbI MyTEM W3MEPEHMsI Temneparypbl B COYETaHUM C WCMOMb30-
BaHMEM XMMUYECKVX UM BUOMOrNYeCcKX NHAVKATOPOB.

[na  npoayktoB B KOHTEMHEpaxX KOHTPO/IbHOE YCTPOWMCTBO AO/DKHO  MMUTMPOBATL  TEMMEpaTypHbii  Npo-
hwib B HaVIXyALLIEM MECTE pasMeLLIEHNA BHYTPW NPOAYKTa.

6.10 Ecnm npogykt Obll mpunMcaH K OOHOMY M3 CEMEWCTB NPOAYKTOB, 4719 KOTOPOro NpoLecc Ccrepuiu-
3aUmMM  yke onpegeneH, M 3TOT MPOUECC OCHOBaH Ha YCTAHOB/IEHHOM COOTHOLLEHUM —BpeMeHu/TeMneparypbl.
TO [ONO/THATE/bHAsA OLIEHKA C MOMOLLbH BUMOMOMMYECKVX MHAVKATOPOB 00bIMHO He 06A3aTe bHa.

811 Tlpouecc crepwnmsauym, 6GasvpylOLLMIACA Ha onpefeneHHol  BGUOMorMyYeckon  Harpyske, npeacTas-
JIEHHON  BUOMOTMYECKMMN  UHAMKATOPaMY, WCMONb3yeTca Npu  pa3paboTke CTepuM3atopoB B MNULLEBOR, dhap-
MaLeBTVYECKOA MPOMBILLIEHHOCT, B MEAMLUMHCKOA MPOMBILIEHHOCTM U B YUPEXAEHUSX  30paBOOXPAHEHMS.
JTOT METOA, U3BECTEH Kak METOZ, «MO/HOM rbenn» (cM. ICO 17665-1. npunoxeHue D).

8.12 Tpouecc crepumsauny, GasvpyOLMIACA Ha OUOMOTMYECKOl Harpy3ke B €e €CTeCTBEHHOM COCTOs-
HAM WM B COYETAHUM C OMOSIOMMHECKUMN MHAVKATOpaMK, TpebyeT paclUMpeHHbIX OUOMOMMUecKUX Uccneaosa-
HWIA. CONPOBOXAAEMbIX YACTbIM GUOTOTMUECKVIM CKPYHUHIOM NPOAYKTa M OKPY)XatoLLeli cpeapl.

OTOT MeTof, OObIMHO WCMONL3YKT B (hapMaleBTUYECKON W MEOULWHCKOA NpOMbILIEHHOCTW. Elo  Bbl-
6vpatoT, ecnm BO BpeMs OfpederneHvss MPoAyKTa HekoTopble CBOVCTBA NpoAyKTa WM  06opyAoBaHWs npoge-
MOHCTPMPOB&/IM  CBOK YyBCTBUTE/IBHOCTb K 00paboTke BfaXHbIM TersioM. B Takom C/lydae  UCMOMb3ylT — Mu-
HUMasbHbIA  MpoLecC /1 OOCTKEHWSI  YCNOBWIA, NpW  KOTOPbIX MPOAYKT MOXET ObilTb Ha3BaH «CTEPU/IbHbIM
6e3 yxyaweHus e kadectBa Wi qoyHkumiA (cm. MICO 17665-1. npunoxeHus B n C). McnbimaHnsa Ha Hauuve
YV3HECMOOOOHbIX  MMKPOOPraHU3MOB  [0/DKHbl  ObiTb  BbINOSIHEHbI HAa  CTEPWIM30BaHHLIX  HOCUTENsSX C  U3BECT-
HOW nonynsLyei MAKPOOPraHM3MOB, MMEIOLLIVX M3BECTHYHO YCTOUMBOCTD (PE3UCTEHTHOCT).

8.13 Het fonosH1TENbHOM HAopMaLN.

9 Banvpgauyua
9.1 O6Lasn nHghopmauys

911 HoBblii cTepunm3atop [O/KEH ObiTb MOCTaBfEH M CMOHTMPOBaH B COOTBETCTBUAM C €ro  crieulmdm-
KaLMAMY 1 MOHTaXXHbIM YepTeXami.

JomKHO ObiTb  BO3MOXHO MEpEMELLEHME 3/IEMEHTOB Basmgaumy Mexay arrectauyein  moHtaxa  (1Q).
arrectaumein  dpyHkumoHvpoBaHust  (OQ) M arTecTaumeit  akcrulyatmpyemoro  obopyzosaHus  (PQ). ecnm  npu
MAaHMPOBaHNY CreLMAIMUECKol BarMaaLmmn 3TO OKaKeTCs 6onee NpakTuiHbIM Le/iCTBUEM.

[JoKyMEHTUPOBaHHbIN ~ ea/IMAAUMOHHBIA  M1aH  JO/DKEH  ObiTb  COrlacoBaH W YTBEPWAEH  OTBETCTBEH-
HbIMA  CTOpOHAMW  Mpexae, YemM  HayHyTCs  Ba/MJauMoOHHble — UccnefoBaHus.  BaaaumoHHble  [OKYMEHTbI

[JO/MKHbI  MPOXOAWTL Yepe3 Npouedypbl perucTpauum KX UCTOPUM UM KOHTPONS u3meHeHuin (cm. NICO  17665-1,
MyHKT 9.1.3).

9.1.2 HeT AONOAHUTENLHOM UHGIOPMALIAN.

9.1.3 Cwm. nyHkT 9.1.1. naparpadc 3.

914 LUenn wuavepeHnss TemnepaTtypbl [O/MKHbl ObiTb BEPUCIMLMPOBAHLI C  MOMOLLBID  KOHTPO/IbHO-U3Me-
PUTENBHLIX  K/IMOPOBOYHLIX CPEACTB  M3MEPEHUSt W AENCTBYHOLMX CTaHgapToB. OfHUM 13  MPYMEPOB  MOXET
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CYKMTb MacnsHas aaHHa C W3BECTHON CTabwibHOM TemnepaTtypoli, KOHTponvpyemas 06pa3uoBbiM — U3MepU-
Tenem Temnepatypbl, COOTBETCTBYIOLLMM CTaHAapTy. [1py OJHOBPEMEHHOM MOMPYXEHUM B BaHHY HECKOMbKUX
[JaTuskoB Temnepatypbl MOXET ObiTb OfpedenieHa pasHOCTb WX MoKasaHWi (T. €. MOrpeluHoCTb  [aTyvkoB  Mpu
M3MEpPEHNN 3a4aHHON Temneparypbl).

Ecnn  pasHOCTM MeXay W3MEpPEHHbIMW —Temrepatypamu  UCMOMb3ylTca  AN1S  OUEHKN pesynbTaToB  Npo-
Lecca crepwmsaumy, TO [O/DkHA OblMb M3BECTHA MOTPELUHOCTL KaXKAOrO M3MEPEHUs MpyM TOM  3HaYeHUM Tewm-
nepatypbl. NPY KOTOPOM JO/HKHO AeNaTbCs CPaBHEHME.

9.15 KambpoBka npuOGOPOB, BCTPOEHHLIX B CTEPWIM3ATOP, M KaMOPOBKA W3MEpPUTESIbHLIX Lenel, uc-
nosb3yeMblX [NS KOHTPOSIA W ynpaBfieHWsi, MOXET OblTb MOABEprHyTa 4acToi Bepudvkaumm B KPUTUHECKUX
yacTsax pabouero UMKMa MyTeM CpaBHEHUSI C U3MEPEHUSIMYM, COE/aHHBbIMU  KOHTPO/bHLIMM  MprbopaMn BO  Bpe-
M$1 BbINO/THEHVS PAGOUMX UCTbITAHNIA

9.1.6 Cm. nyHKT 9.2.3, naparpad”

9.1.7 HeT AONOMHATENBHOM MHGopMaLN.

9.1.8 Cwm. npunoxenve O. nyHkTbl D.6.2.3 1 D.6.3.

9.2 AtTectaums moHTaxa (1Q)

9.2.1 O6opyaosaHue

ATTecTaums MOHTaXa HeobxoAyma npyv BBOAE B 3KCrUlyartaumio HOBOMO CTEPUIM3ALIMOHHOIO  OTAEe/eHus,
Mpy 3aMeHe WMEIOLLEerocs CTepwMzatopa Ha  HOBbIA, WA MpU  NEpeMELLEHN UMEHOLLErocs  cTepwMsartopa
Ha HOBOE MecTo. HekoTopble 3MeMeHTbl aTTecTalum MOHTaKa HeobXOAVMO BbIMOMHWTL, €C/M €  MMEHLLMIACH
CTEPWIM3ATOP  BHOCATCA  WM3MEHEHWs,, CrOCOOHble MOBMATb  Ha  3hheKTMBHOCTb  MPOLIECCOB  CTEpPUIM3ALIM,
Hanpumep, 3aMeHsloTCH  ABepHble NPoKNagKy, MoaudmuMpyeTcs cucteMa nojadv napa, 3aMeHsieTcsa wuam  pe-
MOHTUPYETCS BakKyyM-HaCcoC.

MnaH BbINOMHEHVSI aTTecTaumMM MOHTaXa, KOTOpbIi MOXET COCTaB/sATb 4YacTb MacTep-NyiaHa BanMjauuwu,
OO/MKEeH BrMoYaTb B cebs  npoueaypbl, obecneuvBalollyie  MOMyYeHMe  AOKYMEHTVPOBaHHbIX — [0Ka3aTesbCTB
TOr0, 4TO CTEPUNM3ATOP 1 CONPOBOXAAIOLLIAA OKYMEHTALWS COOTBETCTBYHOT CreLmchuKaLmsIM.

W3roToBuTtenb  CTepwm3atopa 06si3aH MPEeoCTaBUTb  PYKOBOACTBO MO MPOBEAEHMIO  WCMbITaHWA U - Te-
KYLLEro KOHTPOMS  KaKAOM CWCTEMbl OBHapYeHUs HenosiafoK Kak 4YacTb  COMPOBOAMTENBHOW  AOKYMEHTaLyn
cTepwim3aropa, Hanpumep, LO/DkHbl OblTb MpUBEAEHbI METOAbl MMMTaLMM HEeMosiagoK B CUCTEME Mojaum  nu-
TaloLLMX Cpes, Win co3aHns 06 beMa OCTaToHHOrO BO3ayxa B kamepe.

9.2.2 MoHTax

MnaH aTTecTaumMm [O/MDKEH BKIOYaTb B Cebs  npoueaypbl, obecrneuvBarolyie  [OKYMEHTUPOBAHHOE — CBU-
[OeTeNbCTBO TOTO, YTO BCE MPUCOEOMHEHHbIE K CTEPWIM3ATOpYy MuTalolme cpedbl COOTBETCTBYHOT — creuyidvka-
LMAIM. 1 YTO paboUmii LK COOTBETCTBYET LK/Y, CNeLMULIPOBAHHOMY U3rOTOBUTENIEM.

9.2.3 ®YHKUMOHMPOBaHME

Mocne MoOHTaXa [OMKHblI OblTb  YCTAHOBMEHbI W MOATBEPXKAEHbl COYHKLMM cucTeM  6Ge30macHOCTU  Co-
rnacHo TpebosaHmsm M3K 61016-2*40.

MnaH aTTectaumm [JO/keH BkAOYaTb B cebs  npouedypbl, obecreqvBaiolimMe MonydeHne  AOKYMEHTUPO-
BaHHbIX [0OKa3aTeNlbCTB TOMO, YTO HE OOHApYXEHO HUKaKMX MPU3HAKOB HEWCNpaBHOCTEN WM yTeuyek, U 4YTO B
MOMEHTbI MWKOBOrO MOTPe6sieHNs AABMEHVST BCeX MUTAOWMX Cpef, MPeBbILaloT WM paBHbl MUHUM&TBHO  [0-
MyCTUMOMY 3Ha4EHIII0, CneLmdnLPOBaHHOMY U3rOTOBUTENIEM CTepu3aTopa.

Cnegyer  BepudMuMpoBaTb  (DYHKUMOHMPOBAHME  CUCTEM  OOHapYXXeHUsl  HEeMCNpPaBHOCTEN,  BCTPOEHHbIX
B CTEPWIM3ATOP U3rOTOBUTESIEM.

Ha atoii cragum wim BO BpeMsl BbIMOMHEHWS arTectauum  (OYHKUMOHMPOBAHWS MOXHO BbINOSHUTL  Be-
pudrKaLmio  KaUTMOPOBKA ~ M3MEPUTENBHBIX  CUCTEM, BCTPOEHHbIX B CTEpWIM3ATOp, a Taikke MPOBEpKY KakaoW
CUCTEMbI, UCMOMb3yeMOol A1 perucTpauym  WiM - UAeHTUGIMKaLMM - HEnosiafiok, He  MO3BONAIOWMX — AOCTUMHYTh
33/1aHHbIX 3HAYEHWIA KPUTUYECKVX MapamMeTPOoB npoLecca.

9.3 ArtTectaums dyHkumoHVposaHys (OQ)

MpunmeuvaHune — CooOBpaKeHNs, OTHOCSLUMECS K  YUpeXaeHVsM 30paBOOXpPaHeHVs, npuBedeHbl B MpUIoxXe-
H1n O. nymcr 0.6.1.

931 MnaH artTectaumm OYHKUMOHMPOBAHMS, KOTOPbLI MOXET COCTaB/sATb 4YacTb MacTep-f/laHa Basv-
Jaun.  OO/MKeH BKIYaTb B cebsa  npouedypbl, obecneuvBatolime MonydyeHMe  AOKYMEHTUMPOBAHHbIX — Aokasa-

TeNbCTB TOrO, YTO:
a) cucTemMbl 6e30MacHOCTM U OBHapPYXXEHUS HEeMosafoK, BCTPOEHHblIE € CTepwumn3aTop, (PyHKUMOHMPYIOT

B COOTBETCTBUN CO CreLydmkaLyein:
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b) ycTaHoB/IEHHOE 060pPYA0BaHME PaboTaEeT B 3apaHee 3afaHHbIX Npeaesax;

C) KaueCTBO KadK[I0W NuTatoLLeli cpefibl COOTBETCTBYET CrieLmdmkaLmm;

d) paboumii uvkn paboTaeT B COOTBETCTBUM CO CrieLmdmKaLmeit;

€) B XOAe BbIMOMHEHNA paboyero uvkia He OOHapyEHO CBUAETENLCTB BO3AENCTBUA CTepuiMsaTopa  Ha
OKpy>XXatoLLiee 060pyi0BaHME U HAOBOPOT:

f) 3BykOBOE [@BfieHVe Ha MeCTe YCTaHOBK/A CTepunm3atopa He MPeBbIAaeT pPervioHaslbHble WM Hauwmo-
Ha/TbHble HOPMATVBHbIE TPE6oBaHS:

4) npu paboTe cTepwim3atopa C MycToO/i Kamepoil Temnepatypa W [aBfieHue, 3anucbiBaeMble U Moka-
3blBaEMble  BCTPOEHHbIMM  NPUOOpamMM  Ha  MNPOTSHKEHMM BCErO0  UMKIA  CTepwiMsaumn, HaxofAaTcsd B 33[aHHbIX
npegenax 419 CTepuIn3aLmoHHONO MpPoLEecca;

h) OTCYTCTBYIOT OYEBMAHbIE YTEUKN Mapa, CKaToro BO3Ayxa, BOAbl WM COPOCOB Mpw so6ol Temnepary-
pe wnn fasneHun B npeenax paboyero AvianasoHa CTepun3alyoHHOrO LKA,

MakcMManbHoe U MUHUMaIbHOE — 3HAaYeHUst /060  MPOLECCHONM MEPEMEHHON He  AO/DKHblI  MpEeBbllLaTh
[JOMNYyCTMbIX 3HAYEHWIA, YKa3aHHbIX M3rOTOBUTESIEM MEAULWMHCKOTO U3AEus.

Ecnn  usrotoBuTENIeM  CcTepwiM3atopa  PEeKOMEHAOBaHbl  WCMbITaHUS  3KCT/yaTMpyemoro  060opyaoBaHys,
OHW [OO/MKHbl ObITb  BbINO/HEHbI HA CTaguM arTecTauum 3KCr/lyatupyemord 060pyAoBaHVs, Mpu  3TOM  OO0JDK-
HO ObITb  BepubVUMPOBAHO COOTBETCTBME  KPUTEPUAM  NMPUEMSIEMOCTY,  CrieumMUMPOBaHHLIM  M3rOTOBUTESIEM
crepumsaropa.

Ecnn  wsrotoBuTeNb  AeknapuvpyeT  COOTBETCTBME  CTaHAapTy Ha obopydoBaHue, UCTbITaHusl, NpoBOAu-
Mble B Xofde artrectaumMy (OyHKUMOHMPOBaHKS, [O/MKHbl COOTBETCTBOBATb  WCMbITAHUAM,  CreumULMPOBaHHbIM
B CTaHgapTe Ha obopyaoBaHue.

Ecnm  pomkeH  UCMOMb30BaTbCsl  CYLLECTBYIOLWMIA  MPOLECC CTepwMzauyi, €ro  TekylWyid  ctatyc  AOSDKeH
ObITb  BEpUCOMLMPOBAH MyTeM  JEMOHCTpaUMM  COOTBETCTBMS  pesysibTarta  TekylyX —WUCTbITaHuiA  pesyribTatam
NpeabIayLLYX UCTbITaHWiA, NPOBEAEHHBIX B XOAEe aTTecTaLyn MOHTaXa ¥ aTTecTalyv oyHKLVMOHPOBaHUS.

1A npoLeccoB ¢ MCnob30BaHYEM HACbILLEHHOTO napa:

* KayeCTBO Mapa W HaTekaHVe BO3dyXa B Kamepy CcTepuimsaropa MOryT BVsATb Ha 3dheKTMBHOCTbL Npo-
uecca crepwmsaumn. JO/mKHO ObITb  MPOAEMOHCTPMPOBAHO COOTBETCTBME TpebosBaHusam WMICO 17665-1, pas-
Jenbl 7 v 8 Wi pekomeHaaLUmAM U3roToBUTENA MEeONLHCKOrO U3Levs:

- ecnm TpebyeTcA BbINOSHEHVE WCMbITaHUA Ha MpoHMKaHWe napa (cM. VCO 17665-1. pasgen 6). [0/MKHO
ObITb MPOAEMOHCTPMPOBAHO COOTBETCTBME TpeboBaHWAM K kadectBy paboTbl U TpeboBaHWAM K  MPOBEAEHUIO
UCTbITaHWIA:

- €C/IM VCTbITaHne Ha MNPOHMKaHWe napa [O/DKHO BLIMOMHATLCA PYTUHHO A1 MPOBEPKV yOasieHus Bo3dyXa M
MPOHVKaHUA napa, TO Ba/MOHOCTb WCMbITaHWS AO0/DkHA ObiTb MOATBEPXKAEHA, Hampumep, COOTBETCTBMEM Tpebo-
BaHWSM CTaHAAPTOB, OMNUChIBAKOLLIMX 3TU UCTIbITaHUS, TakuX kak CO 11140-3. CO 11140-4 win CO 11140-5;

* €CrM [Ona  MpeaCTaBNeHVst  Crneuudonueckoro  Mpoaykta [AO/MKHO ObiTb  MCMOMb30BaHO YCTPOWCTBO  KOH-
Tpons npouecca, TO MNPOLUECC CTepun3auum [OO/DKeH ObiTb NpPOBeAeH C 3TVM  YCTPOWCTBOM. OHO MOXET ObITb
MCMOMb30BaHO OTAENLHO WM ObITb BKIOYEHO B Apyrve uchbitaHus. CriedyeT BbIMOMHATb  UHCTPYKUMK, Mpeao-
CTaBJIEHHbIE M3rOTOBUTE/IEM YCTPOWCTBA KOHTPO/IS MPOLIECCa;

* ec/M A1 TeKywero KOHTPONs [0/MkeH ObiTb WCMOMb30BaH BO3AYLUHbIA AETEKTOp, OH [O/MKeH ObiMb OT-
perynvpoBaH [HaCTpPoOeH] B XOAe UCMbITaHWA aTtTecTaumm  (OYHKUMOHMPOBAHUS C  WCMOMb30BaHNEM  KOHTPOSIb-
HO 3arpy3ki. Bo3gyluHbI [JeTekTop [JO/KeH MofaBaTb CUrHa/M3auMio O Heronagke, ecnm B xofde  yaase-
HUA BO3f4yxa B KOHTPO/ILHOM 3arpy3ke He ObUM  [OCTUIHYTbI  33[@HHble  3HaYeHUs MepeMeHHbIX —MpoLecca.
KoHTponbHas 3arpyska [o/bkHa OblTb  MPEeACTaBUTENIbHON A1 «XyAWero  Crydas»  MeOUUMHCKOTO  u3gevs r
KOHCMrypaLmm 3arpysku.

- MNpuvnoxeHve A onpefenseT UCMNbITaHWs, KOTopble [0/DKHbl ObiTb  BbINOSHEHbI CO  CTEPUIN3ALMOHHBIM
MpoLeccoM B xofe arrectaumy  (OyHKUMOHVMPOBaHMS C  WUCMOMb30BaHWEM  NapameTpuyeckoro nogxoga. [Mpu-
NioxeHne B onpegensieT uWCMbiTaHWs, KOTOpble [AO/KHbl ObiTb  BLIMOMHEHbI CO  CTEPWIM3ALMOHHLIM  MPOLECCOM
B X0OA€ arTectaLmm hyHKLUMOHMPOBAHWS C UCTIO/b30BaHNEM B1O/IOTMHECKOro Noaxoaa.

- Ecnm ypoBeHb OCTATOYHON B/I@XKHOCTVM MPOAYKTA MOXET MOBMMATb Ha €ro KauyectBO MNpY  MCMO/b30Ba-
HAM MO HasHa4YeHWo (Hanpumep, ObMerYnT ero MUKPOOHYH —pe-KOHTaMMHaLW), TO [O/DKHO OblTb  BbINO/IHEHO
UCTIbITaHNE Ha B/TEOKHOCTb 3arpy3ki.

[lns npoayKTOB B KOHTEHEpaX:

- Npochrnn Harpesa, 3KCMO3NLMM 1 OXTKAEHNS AO0MKHBI BbITb NPOBEPEHbI MY MYCTOl Kamepe:

-[0/MKHbI BbITb ONpefeneHbl «X0NoAHOE NATHO» W «ropsivee MATHO;

e [OO/MKHO ObITb BepUULMPOBAHO COOTBETCTBME TPEOOBaHMSM TakMxX MNepeMeHHbIX Mpouecca, Kak [Jas-
JIEHVie Hacoca, UMPKyIsSUmMs 1 Temneparypa.

9.3.2 HeT ononHUTeNbHON MHChopMaLWN.
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9.4 ATTECTauusi aKcryaTpyemoro 06opyaosaHust (PQ)

MpnmeyaHue — CoobpaxeHVsl, OTHOCALIMECA K YUpexaeHusM 30paBOOXpaHeHusi, MpvBedeHbl B MPWIOXKEHUN
D. nyHkT D.6.2.

941 Llenbto  arTectaumm  akcrylyatvpyeMoro  06opyaoBaHUS — SIBASIETCA  AEMOHCTpauus  CMoOCOBHOCTU
CTEPUM3ALMOHHOrO  Mpouecca  AOCTUraTb  33aHHOrO  YPOBHSA  OOECTeYeHWst  CTEpPUSIbHOCTM  KOHKPETHOW — 3a*
rPY3K1 Ha NOBTOPSIOLLENCA OCHOBE.

Cnegyer vMeTb MfaH artTecTauuy 3SKCrlyaTMpyemMoro 060pyA0BaHMs, KOTOPbIA MOXET ObiTb 4acTblo Ba*
JMAaLMOHHOO MacTep-r/iaHa.

9.4.2 Hert gononHuTensHoi nHhopmaLmn.

943  JonkHbl ObITb  BKIOYEHbl Mpoueaypbl, obecrneuvBalolme  AOKYMEHTUPOBAHHOE — CBUAETE/IbCTBO
TOrO, YTO CTepuwM3auyvoHHbIA Mpouecc 6yAeT CTepwm3oBaTb NPoAykT  (MPOAYKTbI), MPUMKNCAaHHBLIA K cemeit-
CTBY NPOAYKTOB, /151 CTEpUI3aLym KOTOPOro AaHHbIA NpoLece paspaboTtaH.

Ecrm  wsrotoBuTEniemM  cTepuiuzatopa  pekoMeHAOBaH —MpeABapuTenbHbIi  pas3orpeB  kamepbl nepeg  wck
Mosb30BaHMEM, 3TO [AO/DKHO ObiTb yKa3aHO W WCMOSIHEHO nepeq, BbIMOSIHEHWMEM WCTIbITaHUIA aTTecTauum  3Kc-
nayaTvpyemoro 060opyaoBaHus.

3arpyska crepunm3atopa W ee KoHdurypauyst [OO/kHbl  ObiTb  TakMMK, Kakve OyayT MCnosb3oBatbCA B
pYTUHHO paboTe. Ecnm npefycMaTpuBaeTcs MOBTOpHas 06paboTka, MpU  UCTbITaHUSX O0/DKHbl  OblTb  UCMOMb-
30BaHbl HauXyflMe BO3MOXHbIE KOHCUIypaLus 3arpy3ku U KOMOWHauusi MpOAYKTOB U3 CEMENCTB, MpeaHasHa-
YEHHbIX 47191 06paboTKM AaHHLIM MPOLIECCOM. YMakoBka Tawke A[o/dkHa Oblb TOW. 4to 6GyAeT MCnosb30BaThbCA
B PYTUHHO paboTe.

CTepwi3oBaHHble  MPOAYKThl, MpoLleflMe 4Yepe3 MPOUECC  3aKMuMTEeNbHOA  cTepumvsaumn,  AO/MKHbI
ObITb MOABEPrHYTbI MPOBEPKE Ha CTEpWIbLHOCTb. [poBEpKM Ha  CTEPWILHOCTb  MMEKT  HEBbLICOKYHD — CTatucTu-
YECKyl0 penieBaHTHOCTb WM He MOryT OblTb MPUHATBI B KAYeCTBe €OMHCTBEHHOTO [oKasaTesbCTBa  Ba/IMAHOCTU
npoLiecca cTepumsaumn.

9.4.4 [1na NpoLeccoB C UCM0/b30BaHNEM HACbILLIEHHOrO napa:

e KauectBO napa ¥ HaTekaHue BO3[yxa B Kavepy CTepwmsaropa MOryT narybHO BO3AelCTBOBaTbL Ha
3afaHHble MEepeMeHHble MpoLecca, W OHW [AO/MkHbl OblTb OBHapYXXeHbl Nepes, BbINO/HEHWMEM WCMbITaHWii  arTe-
craumm  aKCrUlyatpyemoro obopyfoBaHusl. EcnvM  OO/MKHO  MCMOMb30BATbCA  MCTbITaHWE Ha  MPOHMKaHWe  napa,
Hanpumep, Tect Bosu-[yika. pe3ynbTarbl ero BbINO/IHEHUA A0/KHbI ObITb U3BECTHbI 3apaHee.

- [elictBeHHOCTb ypaasieHUs BO34yXa W MPOHUKAHWSA Mapa, KOCBEHHbIM MyTeM onpedenieHHble U3  pesysib-
TaTOB  MCMbITaHUA, YCTAHOBMEHHbIX /19 arrectaumMy  MOHTaXa W - arrectaumm  (OyHKUMOHUPOBaHMS,  [OSDKHbI
ObiTb MPOBEPEHbl U  BEpUbULMPOBaHbI O1  «XyALWEro C/yyas» B OTHOLLEHUM 3arpy3ki, ee KoHdurypaum un
MEAVLMHCKAX — n3genuii.  [aHHble, Ha OCHOBaHUM KOTOPbIX BbIHOCUTCS CYXXAEHWE, [O/KHbl ObiTb  MOMYyYeHsbl
M3 V3VEpeHWidi Temnepatypbl, MNOAAEPKAHHbIX XVMWYECKMM WWIM  BMOMOTMHECKMU  MHOMKATOpaMK, — pasMme-
LWEeHHbIMM B TPyAHO MoAdalolyxcs crepwwmsaumm  Mectax. Ecim  go/mkHbl  ObiTb  MCMOMIb30BaHbl - KOHTPO/IbHASA
3arpy3ka WM - YCTPOWCTBO KOHTPOMA Mpouecca B KAYecTBe  a/lbTEPHATMBbI  «XyALIEMY —C/lyyaro»  3arpysku,
cnefyet npegBapuTeNibHO  YCTaHOBUTL WX Ba/IMOHOCTb B KAYecTBe HambOMbLUein Harpyski. Tuibl  MeauLMH-
CKX W3AeNMiA WM KOHMIypauuiA  3arpy3kM, NpeacTaBfsieMble  3TUMKW  aflbTePHATVBHbIMM - CpeacTBamyl,  MOryT
ObITb yKa3aHbl W3TOTOBUTENIEM CTepuM3aTopa. YCTPOWCTBO KOHTPOMSA Mpouecca [AO/MKHO ObiTb  ynakoBaHO B
TOT Xe TUN YNakoBKA C WCMOSb30BaHVEM TeX e Mpouedyp, YTO UM MpoAayKT Mpu pPyTWHHON pabote. OgHO W TO
e YCTPOWCTBO, HO C pa3/M4HbIMU CUCTEMaMU YMakoBK/ (HampuMep, MakeTbl WM KOHTEWHEPbI), MOXET nped-
CTaB/15iTb Pa3/IMYHbIE CEMECTBA MPOAYKTOB.

- Ha npotsxeHun atanoB ypasieHns BO3dyXa W BblpaBHMBaHUA CTEPWIM3AUMOHHOTO LMKIa  PasHOCTb
Mexdy Temneparypamy, W3MEpPeHHbIMW B KOHTPOSIbHOM TOUKE W3MEpPEHWs UM B TOYKAX MEAVLMHCKOrO M34enns
WM KOHTPOSIbHOM  3arpy3ky, MOXET ObiTb UCMOMb30BaHA /19 ONpedenieHnst MpPUCYTCTBUS  HaCbILLEHHOTO  napa
B TOuKax usmepeHusi. [epuvog mniaTto npeacTaBnseT Ccoboi KOMOVMHALUMIO BPEMEHV BbiPaBHUBAHUS W BPEMEHM
BblAEPKKN. B GOMbLUMHCTBE C/y4aeB BpeMsl BbIAEPXKKM SBASETCA 4aCTblo paboyero uukna, obecneuvBaroLLeli
NeTasIbHOCTb.

e [na 3arpy3ok, onpefenieHHbIX B MPWIOKEHUM A. Bpemsl BblpaBHMBaHUA SIBMSETCA MEpO  OCTaTOYHbIX
MEKOHAEHCUPYEMbIX [a30B, MPUCYTCTBYIOLUMX B Hauasle nepuoja niaro. YBenuueHne obbema 3TvX rasoB  Oy-
OeT yMeHblaTb BpEeMSA BbIEPKKM U CHWXATb JIETa/IbHOCTL. CKOPOCTb pOCTa  O8B/IeHUAt OT TOYKM  Bakyyma
[0 TOYKM Kayasia nepuvofja r/iarto MOXET B/WATb Ha  OMpefesieHe  Ha/Muus  HacbIWeHHoro napa.  Huskas
CKOPOCTb poOCTa [JAaBfEHVNA MOXET MPUBOAWTL K pPas30rpeBy OCTATOYHOrO BO34yXa, YTO YMEHbLUMT pasHuLy Tewm-
neparyp v NprBeseT K HeNpPaBW/IbHOWM MHTeprpeTaLm 3an1caHHbIX JaHHbIX B OTHOLLIEHWM MPOHUKAHWS Napa.
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e lMpoHvkaHWe Tenna a KaxaplA TMn CTepuin3yemoli 3arpyskvu [O/KHO ObiTb onpefeneHo /mbo no temne*
patype. W3MEpeHHOA a OnpeaenieHHOM KOMMYECTBE YMakoOBOK C  MEAVLVHCKAMM  U3AENMAMK, MBO a KOHTPOSb®
HOM 3arpyske. M0 MeHblueli Mepe OfvH [atuvk Temnepartypbl [O/MKeH ObiTb pPacrofiokeH a HemnocpeacTBeH*
HOM 6nM30CTM  OT [JATYMKOB Temnepartypbl, MOAKIIOYEHHbIX K  3anvCbiBAIOLLEMY YCTPOWCTBY, MOKa3blBatoLLEMY
npuéopy W KOHTpOMNepy. Ecnv pgatuvk wim MHOMKATOP He MOTYT ObiTb YCTAHOB/EHbI Ha MeOMLMHCKOM u3ae-
MM B TOM MeCTe, KOTOpPOe cuuiTaeTca Havbonee TpyaHbIM [ CTepunM3aumy, MeayUMHCKOe UW3denve  MOXET
ObITb 3aMEHEHO Ha W3fenve [Apyroro Tuma WM Ha YCTPOWCTBO /19 UCTbITaHWs 3hdeKTMBHOCTL mpolecca npu
YC/MOBUM, UTO MOATBEPXKAEHHAA Harpyska Ha MpoLecc OT 3TOM a/lbTEPHATVBHOM 3aMeHbl A0/DKHA ObiTb  PaBHOM
wm 6orbLieil, YemM OT MEeAWLUMHCKOrO W3Lenusl, KOTOpoe 3aveHa [Oo/mkHa MpeactaBnatb. KommuectBO M TOUKM
pasMelleHVst  Cnonb3yeMblX — AaTuukoB  OyAyT 3aBWCETb OT TuMa CTepWIM3aUMOHHOW 3arpy3kM W pasMepoB
kamepbl cTepumzaTopa. [Jaruvky, pasmellaemMble B 3arpyske, [O/DKHbl ObiTb pasvelleHbl Ha Tex uactax (W
BHYTPM 4acTell) MEOVLMHCKOrO W3Aenusl, M3 KOTOpbIX TpyaHee BCero ygansetca Bo3ayx. CrnefsyeT € OCTOpOX-
HOCTbIO MHTEPMNPETVPOBaTL TEPMOMETPUYECKAE [AaHHbIE, MO/yYEHHbIE W3HYTPU MOMbIX WA MOPUCTbIX  Meau-
LMHCKAX W30ENWiA, CroCOBHbIX yAepKuBaTb BHYTPU cebs BO3dyx. V3vepeHus Temnepatypbl camy no cebe He
MOryT roKa3aTb pa3/Muisi Mexay TemrepaTypoid ropsuero BO3AyXa WM TeMMepatypoii  HacbILLEHHOTO napa.
Hanmuve HacbIWEeHHOTo napa MOXeT ObiTb OLEHEHO M0 CKOPOCTU MoAbemMa [JaBfieHus M PocTy  Temnepartypbl,
a rpun HeOHBXOAYIMOCTU — U M0 SKCTIOHUPOBAHHBLIM XUMMYECKM UM BUOIOTMYECKUM MHAMKATOPaM.

* Bocnpov3BoayMOCTb B rpaHuuax [oMyCTUMbIX MNpefenioB A0/DKHa ObiTb MPOBEPEHa € UCMO/b30BaHUEM
He MeHee TPeX NOBTOPHbIX OANHAKOBbIX LKIoB (cM. ICO 17665*1).

-Ans npoueccoB € MpoAyKTamnm B KOHTE/Hepax WCrblTatenibHas 3arpyska M ee pasvelleHvue B Kawvepe
cTepwnmsaTtopa [O/MKHbl OblTb MPOBEPEHbI MO MeEHbLUEA Mepe B MEeCTaX, PacrofiOKEeHHbIX BOMM3N OT  KOHTElt-
HepoB. OnpefesfieHHbIX B Xode artrectaumy  (OYHKUMOHVPOBaHMSA Kak  Moslyyatolyie HavMeHbLUYl0 U Havboslb-
LLIYHO 3KCTIO3WILM.

COOTBETCTBME  KPUTUYECKAM NEpeMeHHbIM, OnpefenieHHbiM B pasfene 8, [AO/MKHO Obimb  BepudmLmposa-
Ho. EcM Ans HOBOrO cemeiicTBa MPOAYKTOB WWIM HOBOW KOHpMrypaumn 3arpy3k [0/DKEH ObiTb  UCMOMb30BaH
yKEe UMeoLWiica Mpouecc CTepuvsaumy, npefenbl  3KCNo3vuwy, OnpeaeneHHble B pasgene 7. [OMkHbl  ObITb
NepecMoTpeHbl, a [OCTMXEHWE MUKPOOMONoTMYeckoli  3thheKTMBHOCTY, OMpefenieHHoe B pasgene 8. [0/MKHO
6bITb  BepudmMuMpoBaHO. Ecrv  napameTpbl Mpouecca W3MEHSIOTC B Xofe Mocredytoleli  paspaboTtky,  cne-
OyeT  BepudmMumMpoBaTb  MMKPOBUOSIOrMYECKYt0  SPDEKTMBHOCTL M Mpedesibl  SKCo3vuMM - O/19  CyLLECTBYHOLLErO
cemelicTBa (CeMeCTB) NPO/YKTOB.

9.4.5 HeT gONOMHATENBHOM HAYOPMaLWN.

9.4.6 HeT fONO/HATENBHOM MHGOPMaLWN.

9.4.7 Het pononHuTensHOM MHGopMaLn,

9.5 AHarn3 v yTBepXeHve BanMaaumn

95.1 [aHHble, cobpaHHble B XO4e Ba/AfauuM, [OO/MDKHbI OblTb NEPECMOTPEHbI W YTBEPXKAEHbI Ha3HAYeH-
HbIM A1 3TOTO JIALOM, OpPraHu3auUyOHHO HEe3aBUCUMbIM OT JIMU. BbIMOHABLUMX UCTbITAHWS, TOTOBMBLUMX OTYET
0 BamaaLWn, 1 OT /L. OTBETCTBEHHbIX 3a NPOV3BOACTBO.

952 [aHHble, wucCrofb3yemble 71 MOATBEPXAEHUS Mpouecca CTepuim3auyy, [OMKHbl  BKIYATL B
cebs (No Mepe NPYMEHUMOCTW):

a) crneuydhmkaLmio ctepumsaTopa 1 ikobblie NocneaytoLLme ee N3MeHeHs:

b) MEeCTo pasveLleHUs] W YHUKaNbHbIA WMOEHTUGMKATOP CTepuIM3aTopa, Hanpuvep, €ro  3aBOACKONM HO-
Mep BMECTe C Ha3BaHWeM, afipecoM U3roTOBUTENS, TUMIOM CTEPUI3ATOPA U CCbITKOIA Ha MOAESb;

C) OOKyMEHTaLMIO, NOATBEPXKAAIOLLYH0 COOTBETCTBYIE CrieLmdhmkaLyisM no 6e30nacHOCTU:

d) gokyMeHTbI Ha cocy, paboTatoLLmii Nog, AaBNeHNEM;

€) PYKOBOZCTBO M0 06C/Ty)XMBaHUIO U rpachuk nnaHoBOro 06C/Ty)XMBaHUA CTEPUIU3ATOPA,;

) MHCTPYKUMIO MO MOHTaXY;

) VHCTPYKUMIO oneparopa;

h) komum peknapaunii  (CepTMdIMKATOB) B COOTBETCTBMM C  TPeGOBaHWSMM  HOPMATMBHBIX  [AOKYMEHTOB,
OTHOCALLMXCS K MEAULMHCKAM U3Aenunsm (eCrv NPUMEHVIMO):

) BaMOAUMOHHBIA MacTep-M/iaH, Ba/MAALMOHHbIA MPOTOKO/T U OTYET O BamjaumMy BMECTe C  AOKYMEH-
TVPOBAHHLIMU JaHHBIMY;

j) CTaHgapTHbIe paboune npoueaypbl 06C/Ty)XMBaHMS, MPOBEPOK U UCTIbITAHWIA;

K) nogpobHble cBeaeHUS O JHOObIX W3MEHEHMSIX, BHECEHHbIX B CTEpWwM3atop, B €ro npubopbl Wi B
CYICTEMY YNpaB/IEHNS;

1) Noapo6HbIe cBEAEHMSt 060 BCEX 0OHAPYXKEHHBIX HEUCMPABHOCTAX 1 Mepax Mo UX YCTPaHEHUIO;
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m) ONMCaHNs KOHPMIypaLWn 3arpy3ku A/151 KOKAOro TUna 3arpyskv crepumnsatopal/cemelictea npoayKTos;

n) A79 MPOAYKTOB B KOHTE/HEpax W. €CnvM MPUMEHVMMO, YMakoBaHHbIX MPOAYKTOB (Hanpumep, MpoayKToB
B Tape) — pesy/bTarbl UCMbITaHWi Ha NPOHUKaHKE Napa A/18 Kaxkaoro Tuna sarpyaku/cemeiicTea npoayKToB;

0) napaveTpbl, WCMoMb3yemble 719 KOHTPOMS UMKa CTepuwiMsaumn, WM Konvo  cneuydpmkauyn  npouecca
cTepUIM3aLIK;

p) WAEHTUMKALMIO BCErO MEepcoHasia, YYacTBYIOLLETO B Ba/mMgauuM, BMECTe C JaHHbIMA O Mpodieccro-
HasbHOW kBamdbmKaLmm (B YacTy, KacaroLLENCs X CMOCOBHOCTM BbINOSHSTL PaboThl):

* NporpaMma nepearTecTauyn, NEPUOANYECKUX N PYTUHHBIX NMPOBEPOK/MCTIbITAHNIA,

* 0by4aroLLIMe PyKOBOACTBA 4/159 PYTUHHOTO 3KCT/yaTalMOHHOIO NEPCoHana;

* TMOATBEPXAEHME, YTO CTEepWIN3aTOp CMOHTUPOBAH W MOAKIIOYMEH K MWTaloWMM cpejaM B COOTBETCTBUM
o crneuychrkaLpeis;

e MOATBEPXKOEHME, 4TO Ka/MOpOBKA MCMbITATeNIbHOrO  060pyAOBaHMS Oblia  BEpUGIMUMpOBaHa, W YTO
kaxgas uvsmepuTtenbHas Uenb Oblla OTka/mMbpoBaHa W MoBepeHa, M (NpyY  HEO6XoaMMOCTM) OblM  MPOBEAEHbI
PerynpoBKY;

* MOATBEPXKOEHVE, 4TO 060pyaoBaHMe ObU10 MPOBEPEHO, W UYTO OHO BbLIMOMHAET OMPEAENEHHbI  npouecc
cTepumM3aLm ¢ npuememoli BOCIPOM3BOAMMOCTbIO;

e MapameTpbl npouecca (BKMOYas WX [OMyCKW), WCMOMb3yeMble [l OLUEHKA BO3MOXHOCTU BbiMycka Mpo
[yKTa;

e 3HaYeHMe YCTaHOBK/ BO3AYLUIHOrO [AeTektopa WWIM uHTeprpeTaums OGuonorMyeckoro  MHAvkartopa, Wuc-
MO/Ib3yYEMOr0 B ONHOYKY MM B COYETaHMM C YCTPOCTBOM /151 UCTbITaHWS 3cpcheKTMBHOCTM NpoLiecca;

e A8 06OpydoBaHMS, YXKE HaxoAsAWerocs B aKCrulyatauym — pesynbTarbl OOCMYXMBaHUA W MOATBEPX-
[OEHVe. YTO jaHHble, NO/TyYEHHbIE U3 PYTUHHOM 3KCUTyaTauyn, SBASIOTCS YAOBIETBOPUTESTIbHLIMU.

10 TeKywWunit MOHUTOPUHT U KOHTPO/1b

MpumeuvaHune — CooOBpaKeHNs, OTHOCSLUMECS K  YUpeXaeHVsM 30paBOOXpPaHeHVs, npuBedeHbl B MpUIoxXe-
HUM O. nogpaspen D.7.

101 [JdomkHa WMETbCA YTBEPXAEHHaA MporpaMMa  PYTVHHOTO KOHTPONSA U ynpasneHus. [aHHble, nosy-
YeHHble W3 KOHTPO/MA W Yynpas/ieHusl, [O/DKHbl  [OKYMEHTVPOBATLCH, MepecMarpusarbCs,  YTBEpKOATbCA U
COXPaHATLCA.

10.2 Jlvya, OTBETCTBEHHblE 3a CTEPWIM3ALMIO, [O/MKHbI y6eauTbCA B TOM. 4TO [MJ1aHOBOE O6C/yXMBa-
HWe ObUI0 YCMELWHO W TMOMHOCTLIO BLIMOSIHEHO Mepef, MYCKOM CTepum3atopa B EeXe[HEBHYI0  3KCr/lyaraumio.
Kpome TOro, [OO/MKHO WMETLCH CBWAETENbCTBO, YTO B OTYETbI 06 arrectaumm  qoyHKLMOHVPOBaHWS/NBPMOANYB-
CKOW pearTecTauyy BKIKOYEHbI Te  CTepuM3auyoHHble — 3arpy3ku/cemelicTBa  NPOAYKTOB, KOTOpble  NpeacTouT
CTepwIn30BaThb.

10.3 Cwmotpute npwioxeHve D. nyHkr D.7.2. B KOTOPOM MpuBEAEHbl COOBPEKEHWS, OTHOCALLMECH K
YUPeXOeHVAM 34paBO0OXPaHEHNS.

104 TMpodw Temnepatypbl W [aBMeHUs B Kamepe MOMyT [eHepypoBaTbCH  3/IEKTPOHHLIM  CMIOCOBOM
WM MyTEM OLUEHKW 3anmuceli 3HaJeHuin TemnepaTypbl W [a@BfeHUsl, MOSyYEHHbIX @ XOAe BbIMOMHEHWST LMKNa
crepwmsauymn. 3areM 3t npodvav MoryT OblTb  UCMONB30BaHbl /19 CPaBHEHWUS C  MPOOWIAMM, MO/TyYEHHbI-
MW B X0[e Ba/imaaLyn.

Ecrm  ona Tekyllero KOHTPONst [0/KeH ObiTb  MCMOMb30BaH — GUOMOMMYeckKUin - WM - XUMMYECKUA  MHOU-
KaTtop. OH [JO/DKeH ObITb pasMelleH B MecTe (MecTax), KOTopble MO pesynbTaram Bagauym npusHaHbl Hau-
XyOWwMMM - Ana  co3daHvst  YCrioBUiA  cTepwmsauun. Kak  anbTepHatvBa, WHAMKATOPbI MOrYT OblTb MOMELLEHbI B
MecTa, KOTOpble B pesy/bTarte UCMOoSb30BaHWS OAHOTO W3 METOAOB, OmucaHHbIX B WMCO 17665-1. npunioxeHus
C wm O npu3HaHbl Harpyskoli Ha CTepUIM3aUMOHHbIA MPOLECC, AOCTAaTOuHON /1 obecrneyeHus feTaslbHOCTU
B HaVIMeHee [I0CTYMHOM YaCTu NPoayKTa.

105 Vi3vepeHuss Temnepatypbl CTepwmsauuM, nepuoja M1ato U [aBfeHns B Kamepe CTepwinsaro-
pa SBAAOTCA  [JOCTATOYHbIMM  MpU  paboTe C  HeynakoBaHHbIMA - MEAMUMHCKAMW - U3LENVSMYM,  CTEPUIU3YEMbIMA
HacbilLeHHbIM  napoM. Ecm  mMegvuuHckoe wu3fenivie  ynakoBaHO WM - KeKOHAEHCUMPYEMbI ra3  MOXeT OblTb
yoepKaH a TakMX YacTax W3Oe/ns, Kak KaHasbl, TPyokM WM pacluenvHbl, CrefyeT WCMoMb30BaTb exeaHeB-
HOe WCrMbiTaHue Ha npoHUKaHWe napa. [na  [okasarenbCTBa  Ha/MuMA  HaCbILWEHHOTO napa W ObHapyXeHus
YCNOBUIA 0Opa30BaHWs MeperpeToro napa B OObeMe KaMepbl B XOfAe Mpouecca MOXET OKas3aTbCs HeooXo-
OUMbIM ~ CpaBHEHME U3MEPEHHOM W pacyeTHol Temneparyp. Ecim  megvumHckoe uv3genue  yrmakoBaHo — winim
HEKOHAEHCVPYEMBIN ra3 MOXKET BbITb YAEPKaH € TakUX YacTsaX U3/, Kak KaHasbl, TRYOKM WA pacLLe/vHbI.
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3HaueHne S, paccuMTaHHoe Mo Temnepatype a Kamepe, ywe He OyAeT NpeAcTas/ATb JIETa/IbHOCTL MpoLecca,
a MnoToMy He MOXET ObITb WCMOMb30BAHO [/151 OLUEHKM Pe3y/bTaToB CTepWIM3alyOHHOTO Mpouecca A1 fdaH-
HOro TMNa MeANLIMHCKOTO U3AENNS.

B [fononHeHve K M3MEPEHWI0 MapameTpoB Mpouecca, Ans paboyero uukia [O/MKHO ObiTb [0Ka3aHO Mpo-
HUKaHWe Mapa B 3arpy3Ky, HanpuMvep, C MOMOLLB0 BCTPOEHHOTO B CTepwM3aTop [JeTektopa Bo3gyxa wwin
YCTpOVicTBa KOHTPONS npouecca. W petektop BO3dyxa, W YCTPOMCTBO KOHTPOMSA Mpouecca A0/MkHbl ObiTb  Be-
pUchmLIMpOBaHbI U MPU3HaHbI FoAHBIMM A/19 NPOAYKTa B CTEPUWIN3ALIOHHON 3arpyske.

10.6 TemnepaTypa >XWAKOCTY B KOHTPO/SbHBIX KOHTEMHEpax, HaxoAsmxcs B MeCTax, MNpU3HaHHbIX Hau-
6onee XxonogHbIMM 1 Havbosiee TropsYMMKM  YacTAMM  CTEPWIM3ALMOHHON 3arpy3kM Mo pesynbTatam  psiga Bbl-
MOSIHEHHbIX  WUCCNEAOBATENbCKX LWK/IOB, MOXET WCMoMb30BaThCA /19 NPOTHO3VPOBaHWS  Havbosnee HU3KOA 1
Haubonee BbICOKOW TemnepaTypbl 3arpys3ky, COCTOsILLEl W3 >KMAKOCTel. VHorga [Ans  nporHosvpoBaHUst BOC-
NPOU3BOAVIMOIO  TEMMEepaTypHOro nNpodomnss  Haubonee  XOMOAHOMO  MPOAyKTa  MOMyT — MCMOMb30BaTbCs — Temre-
patypHble npodwnM, CreHepupoBaHHble 719 Kavepbl CTepwiM3atopa W LMPKY/MpyloLein nepeHocswell  Ten-
no cpefbl. Ecnm  HeoGXxogMMO M3VIEpATb TeMMepaTypy B KOHTPOJIbHbIX — KOHTEMHEpaX, PacrofiOKEHHbIX BHYTPU
CTEPWUIM3YEMOI 3arpy3Ki, MOXHO PACCMOTPETb NPYMEHEHNe 6eCNPOBOAHBIX CUCTEM U3MEPEHNS.

10.7 HeT [ONONHWTENBHOM MHCbOPMALIK.

11 BbinycK npoayKuuu nocse crepuinsaymm

111 Pe3synbTatbl MaHOBbIX MNEPUOANYECKAX WUCTBbITAHUA A0/MKHbI  ObiTb  OTMEYEHbl B [OKyMEHTaLuM Mo
BbINYCKY NMPOAYKLMN.

Bbimyck npogykta MOXET OblTb OCHOBaH Ha CpaBHEHWM TEMMepaTypHOro npodhnns  CTEPWIN3ALIMOHHON
kamepbl C TemneparypHbiM npodhuiemM, u3MEpPEHHbIM /60 B KOHTPOSILHOM MNpogykte  (npogykrax), Jmbo B
mecTe (MecTax), B KOTOPOM TemnepaTypHbii Mnpochwib BHYTPUM MPOAYKTa MOXET OblTb ChpOrHo3vpoBaH. s
Bblycka MpoOAyKTa MOryT OblTb Taloke WCMo/Mb30BaHbl [aHHble O  [OCTUMKEHUU  CNeUMtULMPOBAHHBIX  3HAYEHWI
Temneparypbl CTepuwmsauuy, nepuvoga nnato K Monocbl Temneparyp crepumsaumm B MecTe, B KOTOPOM Bpe-
MS1 BbIAEPXKN MOXET BbITb CMPOrHO3/PoBaHo.

Ona  MeoyuMHCKMX  U3Aervii, CTEPUIM3YEeMbIX  HACbILLEHHbIM  MapoM, BbIMyCK, OCHOBbIBAIOLLMIACA — WCK/IHO-
uynTeNIbHO Ha Temrnepatype CTepuimsauym 1 BPEMEHU BbIAEPKKW, [O/KEH OblTb OfPaAHWYEH TOMbKO He  YMako-
BaHHbIMW MEAVLIMHCKAMU U3AENAMM.

Ecrm  xvmmyeckve  wunn GUOMOTMYECKME  MHOMKATOPbI  UCMOMB3YKOTCA  PYTUHHO, OHW  [O/MKHbI  CUUTATLCH
YacTbtO KPUTEPUEB BbIMyCKa 1 JOMKHbI ObITb AOMOSTHEHVEM K 3MEPEHIO (IU3MYECKVX NapameTpoB.

LlenoctHoCcTb  yNakoBOK W KOHTEMHEPOB  [O/DKHA MPOBEPSITbCA  BU3yaslbHO  MOC/E  BbIrPY3KU  MPOAYK-
Ta u3 crepwwmsaropa. [1oBpeXAeHHble YMakoBKA W KOHTElHepbl [0/MKHbl CUMTATLCA HE  COOTBETCTBYHOLLMM
TpeboBaHUAM  MPOAYKTOM. AHa/IOMMYHO aToMy TpeGoBaHUIO [JO/MKHa WMETbCA  elle  [eicTBylolas cucTemMa,
COOTBETCTBYIOLLM  00pa3oM  OTOPaKOBbIBAIOLLAS B/lakHble YMAkoBKM C  Lenblo  NpefoTBpalleHns  nonajaHus
PEKOHTaMVMHUPOBaHHbIX MPOAYKTOB B pacnpefenuresibHylo  cetb. Cylika [Jo/mkHa ObiTb  BbINOSHEHA B cpede
C KOHTPONMpYEMbIM KOSMYECTBOM YaCTUL, W MUKPOGHbIX KOHTaMMHAHTOB. [l 31O Lenu  MOryT  MOAXOAWTh
noMeLLieHns knacca 7 cornacHo onpegeneHnio CO 14644-1(14].

112 VpeHTndukauma CTepuM3oBaHHbIX Y HeobpaboTaHHbIX MNPOAYKTOB MOXET ObiTb  OCYLLECTB/IEHA C
MOMOLLIbHO dM3nYecKuX 6apbepoB, NPOXOAHbLIX CTEPUIM3ATOPOB Y MHAMKATOPOB CTEPUM3ALMN Ha YIaKkoBKaxX.

12 NoppepxaHne adodpekTUBHOCTM NpoLecca

12.1 [deMOHCTpaLys HenpepbIBHON 3¢hEKTUBHOCTM

Bo Bcex cryyasix, KOraa 3amncu  TEKYLUErO KOHTPO/S, NEepuoaMHeckVMX WCTbITaHWiA 1 arTectaumm  oyHK-
LMOHMPOBAHMA  YKa3blBAIOT Ha HEMpUeMsIeMble OTKIOHEHUSI OT  JaHHbIX, MOJyYeHHbIX Mpu  Ba/MgaumW, npu-
UMHa 3TVX OTKIOHEHMIA [ODKHA BbITh MAEHTUAIMLMPOBAHA, A CTEPUIM3ATOP NOABEPTHYT NEpeaTTecTaLym.

Ecrm  cTepunmzatop MCMonb3yeTcsl peako, nepuoabl  6e3aeiicTBus  MOryT MPYBOAUTL K M3MEHEHMsM B
ero pabote WM K M3MEHEHVsIM MUTAIOWMX €ro cped. JTOo, B CBOW Ouvepenb, MOXET NpUBOAWTL K BbIMOSHEHWO
mpouecca, He COOTBETCTBYIOLLErO —CreLpdMumpoBaHHOMy —mpoueccy. ECnm  cTepuivM3atop  Nepuoanyecku  npo-
CTaMBaeT. CrfieflyeT BbIMO/HUTL  KPUTUMUECKU/A MEPECMOTP AaHHbIX C  LESbIO  YCTAHOBMEHWS B/MSHWS  MPOCTOEB
Ha 30)IEKTVBHOCTL MpoLEcca W OnpefeseHus Mep. KoTopble CreayeT npeanpuHsaTb [19  YTOUHEHUS  PYTUH-
HOTO  MOHWTOPWHIA,  WCMbITaHWA WM HEOGXOAMMOCTV — MepeatTecTauuy,  MOATBEPXKAAOLMX  3CIIEKTVBHOCTL
mpouecca. Hanmpuvep, credyeT pacCMOTPETb BO3MOXHbLIE MOC/EACTBUS  ©XEHeAe/IbHOrO  OTK/IOYEHUs]  CTepu-
N3aTopa Ha BbIXOAHbIE AHU U BAUSIHWE Ha SCDCIEKTUBHOCTL NPOLIECCA SHEPrOCOEPEratoLLIMX CUCTEM.
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12.2 TMoBTOpHas Ka/IMGPOBKA

MpunmeyaHune — CooOBpaKeHNs, OTHOCSILLMECS K  YUPeXAeHVsIM 30paBOOXpPaHeHVsl, MNpuBefeHbl B MNPUIoxXe-
HUKM O. nyHKT D.9.1.

|/|HTepBaJ'I Mexay MNOBTOPHbIMU Ka]'M6pOBKaMI/I Ka>|<p,0|71 I/I3Mep|/lTe]'IbHOI7I uenn He [OO0/MKEeH NpeBbillaTtb
12 MeCALEeB N MOXeT 6bITb YMEHbLLUEH, €eC/1n  BbINO/IHANOCL BHEO4YepeaHoe 06Cﬂy)KI/IBaHVIe wim  Gbinn nony-
YeHbl gokasaresibCTBa HETOYHOCTU VI3MepeHVII7I.

12.3 TexHuueckoe 06CyxMBaHVe 060pyA0BaHUS

MpumeyaHne — CoobBpadKEHVS,, OTHOCALLMECH K YYPEXOEHUAM 30paBoOXpa HeHus. npvBefeHbl B NPUIOXe-
HUKM O. nyHKT D.9.2.

1231 Crepwwmsartop [O/DKeH OblTb MNEPUOAMYECKN MPOBEPEH C LEMbKO MOATBEPXKAEHUS TOrO, YTO OH MO-
MPeXHEMy MNPOLO/DKAET COOTBETCTBOBATb —creundvkalmy, M 4YTO He ObOHapyeHO CBWUAETENbCTB €ro  Henpa-
BWIbHO paboTbl. [lo/DkHbl Takke ObiTb BbINOMHEHLI MPOBEPKM W UCMbITaHUS /11 [AokasaTesbCcTBa  TOro, YTO
ob6opyaoBaHue no-pexHemy 6e3onacHo B akcrnyataum {cm. MOK  61010-2-040(24}). w 4tO0 BCE nuTaKOLLIMe
cpenbl COOTBETCTBYHOT TPEOOBAHUSM.

1232 JonkHa ObiTb paspaboTaHa Cxema TEXHUYECKOTO OOCyXUMBaHMS Ha 6ase pekoMeHdauwii  u3-
rOTOBUTENISI  CTEPWIM3ATOpa, W3roToBUTENS  (M3roToBUTENEN) CPeACTB M3MEPEHMs, a Taike Ha 6ase  [JaHHbIX,
MOMYyYEHHbIX U3 PYTUHHbIX pPaboT NO  OOC/YKMBAHWIO, WCTIBITAHWA, BbIMOMHEHHLIX HAa  3aBOAE-M3roToBUTENE U
onbiTa, MOMYYEHHOTO B XOoAe 3Kcrulyataumn. [ Kakaoro crepwmsatopa  [o/bkeH ObiTb  paspaboTaH  Habop
npouesyp, COAepXalumii MOJHble  WHCTPYKUMM  O/11  BbINOSHEHUS KakOOW 3afaun, BXOHSAWEW B TEXHUYECKoe
obcnyxmBaHme. Cxema TeXOOC/KMBAaHWS W YaCToTa WCTONHEHUST KaXKAOM BXOAAWE/ B HEro 3adayuv  [0/DKHbI
ObiTb  OCHOBaHbl Ha  peKkoMeHAaUWsix, MNpPeACTaBMEHHbIX — WM3TOTOBUTENIEM  CTEpWIM3aTopa,  3KCM/TyaTalyOHHOM
Harpyske Ha CTepuIn3aTop U Ha COOBPaKEHNSIX 6E30MaCHOCTM.

1233 Mocrne 3aBepLUEHUS] KAKAOTO TEXHWYECKOTO OOC/YXMBaHWSI  OO/DKHbI  BbIMOMHATLCA — MPOBEPK/
060py0BaHVS U €ro qOYHKLWNA.

124 Tlepeattectauys

MpumeuvaHune — CooOBpaKeHNs, OTHOCSLLUMECS K  YUpeXaeHVsIM 30paBOOXPaHeHVs, MNpuBedeHbl B MpUIoxXe-
HUM O. nyHKT D.9.3.

MepeatTectauysi BbINOMHAETCA C  LEMbIO  MOATBEPKAEHUA TOrO, UTO W3MEHEHMS He yxyawwmim  adpdpex-
TVBHOCTb Mpouecca CTepwmsaumy, WM 4YTO [JaHHble, MO/lyYeHHble B X04e Ba/mgauuy, MO-MPexHeEMY BayMOHbI.
Ona 3amTbl OT HEOOKYMEHTVMPOBAHHLIX W3MEHEHWA OXBaT W VHTEpPBa/T MEXAy Kaaoi uYacTblo nepeatTecta-
UMM OO/DKHbI  ONpefensTbCid Mo TWMY [AaHHbIX MPOLEeCCa, MOMYYEeHHbIX W3  MEpPUOAMYECKUX UCTbITaHUA, U 13
OaHHbIX,  BEPUMLMPYIOLLMX  PYTUHHYIO  BOCMPOM3BOAMMOCTb — NapameTpoB npouecca. Kak npaswio, nepear-
TecTaums BbIMOMHAETCH EXEroaHO.

OxBar paboT Mo nepeartectaummM OyaeT 3aBMCETb OT MNPUYMH, BbI3BABLLMX HECOOTBETCTBYE B padoTe;
ecM Oblla BbINOMHEHA 3ameHa KomnoHeHTa {cM. MCO 17665-1. nyHkT 12.5) wim BHECeHbl W3MEHEHUS B
cuCTEMY  YMpaB/ieHWs, TO MOXeT ObiTb [0CTaTouHO [A0KasaTb  MOBTOPSEMOCTb — aTTeCTOBAHHOIO — CTEpUIU3a-
LUMOHHOrO umkna. Eciv xe. B C/lydae WCMOSMHEHUS rMpouecca € YNakoBaHHbIMW - M3AENMAMU WM € MOPUCTON
3arpy3koii, HeucrnpaBHOCTb 3aKiovasiaCb B HaTeKkaHUM BO3fyxa B Kamepy, TO MOXET O0Ka3aTtbCsd HeobXoavMbIM
TOJIbKO MOBTOPUTL UCTIbITAHME KAMEPbI Ha YTEUKy, & 3aTeM BbINOHUTB VCTbITaHWe Ha MPOHUKaHVe napa.

MepeatTectauyst  akCr/lyatMpyemoro  O6OpyfoBaHVWsA  MOXET  MNOHafobUTLCA Takke B CliyYae  CMEHb!
MPOAYKTa, €ro YnakoBKM WM KOHUrypaumm 3arpyskv, WM Korja [aHHble O CTepunm3yeMoli 3arpy3ke He ykia-
[bIBAlOTCA B CrieldmumpoBaHHble Npeaers!.

Ecnv B Xxope nepeartecTauy WCMOML3YHOTCA  OMOMOTMYECKME  MHOMKATOPbI, WX  XapakTepUCTUKA  [O/K-
Hbl OblTb WAEHTUYHbI TEM WHOMKATOpaM, KOTOpble WCMOMb30BIMCL B XoA4e Banmjaumn. Jliobble  M3MEHeHus,
CMOCOOHbIE  BbI3bIBATb COMHEHWA  OTHOCUTESIbHO — 3(p(pekTMBHOCTM  npouecca  CTepwivsaumn,  AO/MKHbl  MHAUM-
MpoBaTh NpoLeaypy nepecmorpa.

[na  obneryeHnss cpaBHeHUs! [aHHbIX —aTTecTauun  aKCrulyatupyemoro 06opyaoBaHus W nepearTectaLum
CUATaETCA HOPMasIbHBIM UCTO/b30BATL OAUH W TOT e hopmMar oTyeTa.

12.5 OueHka n3meHeHui

HeT fononHUTENbHBIX yKa3&HI/IVI.
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MpunoxeHve A
(cnpaBo4Hoe)

OueHka npouecca CTepunmsaLiv, 6asupyoLLasicsl B NEPBYIO oUepeb Ha M3MePEHIN O3NUECKUX
napameTpoB

A1 BBepeHne

All OueHka npouecca CTepWwM3aLMM 3TVM METOAOM MPOBOAUTCA OObIMHO Ha OCHOBAHWM [JaHHbIX, MOJyYeHHbIX B
pesynbTaTte BbIMO/HEHWS Cepyu  MOC/eAoBaTe/lbHbIX  UCMbITaHWA.  Kaxaoe wcnbiTaHWe [O/MKHO —paspabarbiBaTbC € LEe/bto
vnoeHMdKaumm  pakta  OOCTKEHMSAA  OOHOrO WM HECKOJIbKUX — MapamMeTpoB,  CMeLMUUMPOBaAHHBIX — OJ19  CTEPWIN3aLMOH-
HOro npotiecca.

UenbimaHua © TpeboBaHUsi K paboyvM  XapakTepucTuKaM, [eTayM3vpoBaHHble B [JaHHOM  MPUWIOKEHWW, SB/ISHOTCA
npumMepamMn W OTHOCHATCA K CTepuIM3aTopaM, COOTBETCTBYHOLMM TpeboBaHusaM EH 285(25] v npuvMeHUMMbl NpU  YCrI0BUK,
4TO MCMNOMb3yeEMble WUCMbITaTe/lbHOE 00OpyJOBaHME U Mpouedypbl  Takke OTBevaroT TpeboBaHusM EH 285 (cm.  Tawke
NCO 17665-1. nyHkT 9.14). TpeboBaHVS K WCMbITaHUAM U pabounm  Xapaktepuctvkam /19 MasibiX CTepuIM3aTopoB  JaHbl
B EH 13060(38].

Crepwmsatopbl, COOTBETCTBYHOLLME TpeboBaHusM EH 265 wwm EH 13060. npegHasHadeHbl B MepBYylO  oyepedb
019 UCTO/Mb30BaHUsA B CUCTEME  3[JpaBOOXPaHEHWs, OAHAaKO OHWM MOTYT WCMO/b30BaTbCAd UM B MPOU3BOACTBE  MEOULIMHCKX
V3aenvin.

A. 12 [Ana crepuwmsatopoB, He cooTtBeTcTBylowmMx EH 285 wam EH 13060. MOXET OblTb HEBO3MOXHO [OOCTWKe-
HVe KpuUTepueB MPYEM/IEMOCTH, TMPUBEAEHHbIX B AaHHOM MNPWIOXeHuW. [ TakMxX CTepuwin3atopoB  [OOKYMEHTMPOBaHHbIE
Ba/IMOALUMOHHbIE MpouUedypbl MOTyT BKIlOYaTb B Ce6sl UCMbITaHUS U Mpouedypbl KaK W3 [aHHOTO MPWIOKEHUs, Tak U U3
npunoxenust B. TlonyyeHHble B X0Ae WCMbITaHWA fAaHHble MOryT ObITb 3aTeM  WCMosb30BaHbl 15 Bepudvkaumm - adachex-
TMBHOCTU  PaccMaTpuBaeMoro  CTEPWIM3ALMOHHOIO  Mpouecca, npefHasHa4YeHHoro /191 0bpaboTKM  MEeAMLMHCKOrO  U3aenunsi
(U3penwid). 3TOT MnoOAXod MOXET Tawke OKa3aTbCAd MOAXOAAWMM MpU  AEMOHCTPauyn  COOTBETCTBUA  TPeboBaHUAM  3aKOHO-
[aTenbCTBa 0 MEAVNLIMHCKMX U3OE/NSX (eCIM HEO6XOAVIMO).

A. 13 MMpn BblGOpe wucnbITaTeNbHBLIX MNPUOOPOB AN aaMAALMOHHBLIX WCCMEAOBaHWA W PYTUHHBIX UWCMbITaHWA cregy-
eT yAensaTb BHWMaAHWE KOMMYECTBY W TuMaM HeO6XOAVMbIX CUrHa/IbHbIX BXOAOB. [lO/MKHbI 3anMcbiBaTbCH [aHHble Temrie-
patypbl 1 faBrnieHvs. MoryT MnoHafoouTbCA W Apyrvie BXOAHble CurHasibl. Hampumep, uchbimaHus ManbIX 3arpy3ok (cm. Ad)
TpebyeT WCMOMb30BaHNA KaK MUHUMYM CeMW CUrHa/TbHbIX BXOAOB /17 [OATUYMKOB Temrepatypbl W OAHOMO  CUrHasIbHOro

BXOa 19 AaTUVKa AAB/IEHVSI.

A.2 VicnbITaHnsi OO0 3arpy3km

A21 Oro wuchbiTaHMe Ha MNPOHVKaHWe Mapa BHYTPb  MEAVUVHCKOTO U3OBrbis  (U3OeNWi), COOEpXallero  kaHaTbl.
VcnbiTaHe OCHOBaHO Ha KOHTPO/ILHOM  U3JeNvK, NPeACTaB/sloleM MOyl  3arpysky, W3noxeHHbIM B EH 285, npunioxe-
Hve A. nogpazgen Al. 3TO WCMbITaHWe [JOMOMHSAET Apyre WCTbITaHWs, B KOTOPbIX [AO/DKHa MCMOrb30BaTbCA  CTaHAapTHas
KOHTPO/1bHasA yrnakoBka (cMm. A.3).

A22 Pe3ynbTaT WCTbITaHWS C MOJION 3arpy3koli OLEHMBAETCA MO  3KCMO3VILMWM  XMMMYECKOTO WHAMKATOpa, BCTaB/IEH-
HOrO B KOHTPO/IbHOE 13ae/ve.

A.3 CraHaapTHas KOHTPO/IbHasA yrakoBKa

A31 CraHpapTHas KOHTPO/bHas YMakoBKa WCMOMb3yeTcsd B WCTbITaHMAX C  HebOMbLUOW 3arpys3koli, C MOJSIHOW  3a-
rPy3KOi. wucnbiTaHM Bogn —/[vKa, WCMbITaHVSAX [AeTeKTopa BO34yXa, B/IKHOCTU TEKCTW/IbHOM 3arpy3ku, a Talkke MOXeT
UCMONb30BaTbCA /17 NPOAO/DKUTESBbHBIX  (MOCTOSAHHbIX]  WCTIbITaHWA  Ha  COOTBETCTBUE TPebOBaHUAM, W3/IOKEHHbIM B Npw-
noxeHun A. nytocrax A.3.3. A36 NAI.7.

A32 CraHgapTHas KOHTPO/IbHasA YrMakoBKa [OO/DkHA COCTaB/ATLCA W3 YUCTbIX  [1aOKUX  X/10M4aToOyMaXkHbIX — Mpo-
CTbIHE. KaXXOasi U3 KOTOpPbIX [A0/DkHA ObITb OTOGEsleHa OO0 4MCTOrO Genoro LBeTa M MMETb pa3mep nopsigka 900 * 1200 mm.
KonmyectBO HWTENM Ha CaHTUMETP B OCHOBE TKaHW [O/MKHO ObiTb 30 * @ KO/MYECTBO YTOYHbIX HWUTE Ha CaHTUMeTp — [o-
psaKa 275, Bec NpoCTbIHM AO/DKEH COCTaB/IATb OKO/10 185* 5 r/M2. a XPOMKY, KpOMe BOKOBbIX, I0/DKHbI ObITb NOAPYO/IEHb.

A3.3 HoBble W 3arpsA3HeHHble JIPOCTBHU  [O/MKHbI ObITb  BbICTMPaHbl, HOBO BPeMs CTUPKM He [O/MKHbl obpabarbl-
BaTbCA HUKaKMM KOHAMLIMOHEPOM A1 TkaHeld. [MpOCTbIHM [0/MKHbI ObiTb BbICYLLEHbl, a 3ateM MOABEPrHYTbl BblAEPXKE Mpu
Temneparype okpyxatoLleli cpeabl ot 20 *C Ao 30 'C npu oTHOCUTELHOM BNaxXHOCTV OT 40 % 10 60 %.

MpuMeuyaHue — KoHOMLVOHVpYIOLWLME areHTbl A1 TKaHeli MOIyT B/MSITb HAa  XapakTepUCTVKU TXaHW W copep-
»aTb 106aBKU, CNOCOBCTBYHOLLYIE 06PA30BaHMIIO B CTEPUIN3ATOPE A0MONHUTE bHBIX HEKOKAEHCHPYHOLLIMXCS Fa30B.

A34 Tlocne BbIAEPXXM MNPOCTbIHU AO0/MKHbI ObITb CMOXeHbl A0 pasMepa npumepHo 220 * 300 MM. Kak MOKa3aHO Ha
pucyHke Al

A35 3atem MpOCTbIHM [AO/MKHbI ObITb CMOXEHbI B CTOMKYy BbICOTOM MNpvMepHO 250 MM (MOC/ie HaxkaTuss Ha  CTOMKY
pykori). Cronka MpOCTbiHEl 3aTeM 06OpayvBaeTC aHa/loTMyHOM  TKaHbI, W 00epTka  3aKpersiseTcs  CTepwIn3alyiOHHOM
JIeHTONM LMpUHOM He 6oree 25 MM. [Ns CTepU/IM3aTOpOB, He CMOCOOHbIX BMECTUTb OO/blle OAHOrO MOAy/isi, BblCOTa CTOrM-

K/ O0/DKHa COCTaB/IATb NMPUMEPHO 150 mm.
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A36 O6WuiA Bec CTaHOAPTHOW KOHTPO/SIbHOW YMakoBKW AO/DKEH COCTaB/saTb npumepHo 7.0 + 014 «kr (IpymvepHO
30 npocTbiHel), a pAns Hebonblmx ynakoBok— 4.0+ 0,16 kr (npumepHO 17 npocTbiHeR). [ocrie MCnonb3oBaHWA  CTOMKa
npocTbiHel coxmeTcs. Ecnv Bec NpOCTbIHEN, COCTaBMSOWMX CTOMKY BbIcOTOW 250 MM. npeBbicuT 7,14 Kr. 4YaCcTb MPOCTbl-
Hell porkHa ObiTb U3bSATA. AHa/IOMMUYHO, €C/IM BEC MPOCTbIHEN, COCTaBMSOWMX CTOMKYy BbicoTol 150 mm, npeBbicut 4.16 Kr.
YaCTb MPOCTbIHEN Take Ao/KHA ObIThb U3bATA.

A3.7 HenocpeacTBeHHO nMepes, VCMo/b30BaHMEM Temnepatypa BHYTPUM CTOMKM Ao/dkHa Obib B npegenax ot 20 *C
o 30 *C npu BnaxHoc oT 40 % po 60 %. [lMocrne MCMoNb30BaHWA YraxoBKa BbIHUMAETCA U3 CTepwim3atopa U MpoBeTpu-
BaeTCA B OKPY>KatOLLIEV Cpee C aHas10rMyHbIMM napameTpamu.

A3.6 KOHTpPONbHbIE YIMakoBKW, COCTOSLWME W3 pas/IMyHbIX MaTepuasioB C pas/iIMdHbIMKM - pasMepaMiy, MOryT UCMO/Ib-
30BaTbCA MNPV YC/IOBMW  [0OKa3aTeNibCTBa WX 3KBMBAIEHTHOCTM TpebGOBaHUSIM  UCMbITaHW, B KOTOPbIX [AO/DKHA  MCMOrb30-
BaTbCA CTaHAAPTHast KOHTPO/IbHas ynakoBka (cMm. MICO 11140-4(56)).

Paaaepes 8 MM

In

= 900
= 900

i

= 1200 = 600

1 CRON. HECNOXGHHLIA 2 CIOSA, CIOXEHHbIE OJHOKPATHO

41
L |
l—
> 450
|
|
= 450

- .I 8
™
= 600 2 300 «300
4 cnosi, ABYKpaTHO 8 C/oeB, TpexKpaTHo 16 cnoes., YeTbIpeXKPaTHO
C/IOXEHHbIE C/IOKEHHbIE C/IOKEHHbIE

PucyHok A. 1 — CkraaibiBaHve Kaxkaor NpoCTbIHN

A4 TepMOMETPUYECKME CMbITaHUA

A.4.1 TepMOMETPUYECKME UCTIbITAHMSA C MasTOl 3arpy3Koi

A4l11 3710 uvcMblTaHMe Ha MpPOHUKaHWe Mapa B CTaHZAPTHYHO KOHTPO/IbHYHO ynakoBky (CM. A3). OnucaHHyt0 KOH-
TPO/IbHYIO  YMaKOBKy WCMOMBb3YHOT C  LENbio  OnpefesieHs  MOMHOThbI  YAIeHUs  BO34yXa, [OOCTarovHOro 19 arrectaumm
CTEepWIM3aLVIOHHOTO  MpOLecca, NpeaHasHa4YeHHoro /11 06paboTkM  LUMPOKOTO  psija  KaHob, MET&/VIMYECKUX W TEKCTWIb-
HbIX NpPOAyKTOB. [I19 BbINOMHEHWS [AHHOTO WCMbITaHUS OMpedersieHHOe KOSIMYECTBO [JATUMKOB Temneparypbl (5) paswvelua-
0T Ha pasHbIX YPOBHAX BHYTPU CTaHAAPTHOM KOHTPOSIbHOW YMakOBKM BOKPYr ee BepTUKasibHOM ocwu. PucyHok 6. mnpuBegeH-
HbI B EN 265. nintocTpypyeT NprvHLMA pasMeLLieHns AaT4MKOB TeMneparypbl.

A4.1.2 Kputepum npremMieMocTy A1 JaHHOTO UCTIbITaHUSA CrieaytoLLve:

a) nosoca Temneparyp Crepwwmsaumm  AO/KHAa WMETb  HWKHWIA - Mpeden, paBHbli  Temnepatype crepwivsaumu, W
BEpPXHWI Npeaen, paBHbIV TeMnepatype cTepumsaumm ruitoc 3 *C:

b) Bpems BblpaBHMBaHMSA He [OO/KHO nMpeBblwarbe 15 ¢ Ana CTepuwiM3auyioHHbIX KaMep C MOJiesHbIM  O6BLEMOM A0
600 1 1 He NpeBbILWaThb 30 ¢ 419 Kamep 60/1bLLIErO pasvepa:
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C) 8 BpemMsa nepuoga nnarto Temrepatype, MW3MepeHHas Haf, KOHTPO/IbHOW YMakoBKOW, He [Oo/kHa MpeBbillaTb
TeMnepatypy B KOHTPO/IbHOW TOYKe W3MEPEHUsI Temnepatypbl B Kavepe crepwmsatopa 6Oonee, Yyem Ha 5 *C B TeuyeTe
nepsbIx 60 C. 1 6osiee, YeM Ha 2 *C B TeHeHMe OCTaBLLIErOCH BPeEMEHM:

d) BO Bpemsa BbIAEPKKM Temnepatypa, W3MepeHHast B KOHTPOSIbHOM TO4YkKe W3MepeHWs Temneparypbl B kavepe CTe-
pwwizatopa, /fitobas Temrepatypa, W3MepeHHas B TOT JXe MOMEHT BHYTPUM KOHTPO/IbHOM YMakoBKW, W COOTBETCTBYHOLLAS
Temrepatypa HacCbIEHHOro Mnapa, paccuuTaHHas Mo [aB/fieHVi0 B KaMepe, [O/DKHbl HaxoAuUTbCA BHYTPM MOJIOCHbI  Temrie-
patyp cTepumzaLmm 1 He I0/DkHbI OT/INYATLCA ApYr OT Apyra 6oree, Yem Ha 2 *C (CM. MyHKT 6.1.2).

€) Bpemsi BbIAEPXKM [OO/DKHO ObiTb He MeHee 15 MuH. 10 MMH U 3 MWH A1 Temneparyp crepwwzauum 121 *C.
126 'C 1 134 *C COOTBETCTBEHHO.

A.4.2 TepmMOMETPUYECKNE UCTILITAHWSA C MOSHOM 3arpy3Kori

A421 3ro wucnblTaH/Me Ha MPOHUKaHWe nMapa B CTaHOAPTHYIO KOHTPOSIbHYHO  YMakoBKy MakCUMaslbHOTO — pasmepa,
OHa [OOMOSHSAET WCMbITaHWe C Masloli 3arpyskoid. KOHTpO/bHas yrakoBKa W3 TeKCTWISA MOMEL@eTc B LUEHTP MOSHOW  3a-
rPy3Kn. COCTOSILLEN 3 TEKCTWIbHbIX N3OSN,

Ad22 KpuTepun nprvemsieMoCcT Af19 [@HHOTO UCTIbITaHWS TakMe e. Kak /19 UCMbITaHMs C Masioli  3arpy3kol, 3a
VCK/TFOYEHVEM TOTO, YTO HE BbIMOSHAETCS M3MEPEHME TeMMepaTypbl Ha, KOHTPOIbHOW YMakOBKOWA.

A5 VcnbitaHye Bosu-[vka

A51 370 wuCMbITaHME Ha [MPOHWKaHVE Mapa, Takoe >e. KaK MWCMbITaHMe C Masloii  3arpy3koil, HO npeaHa3HaueHHoe
O/19  ©Ke[HEeBHOTO BbINOMHeHNA. B LeHTpe CTaHOAPTHOM KOHTPO/ILHOM — YMAakOBKM — pasMeLL@eTcss  XVIMMYECKUIA  MHAMKATOP,
COOTBETCTBYIOLLWIA  TpeGoBaHusam WCO  11140-3 (55]. ycrnelwHoe MPOXOXOEHWe UCMbITaHWs  ornpedensercd Mo paBHOMep-
HOMY M3MEHEHWIO LiBETa MHAMKATOPA.

OpvirHarbHas paboTa, Ha KOTOPOIi OCHOBaHO VCTbITaHve BoBu-[uka. NpuBeAeHa B cTatbe Bosu v ap. [44].

AS52 CraHOgpTHas KOHTPOSibHasi YMakoBKa, W3/IOKEHHaA B MpwioxeHu A. nogpasgen A3, npeacrasnser  ons
npouecca CTEPWIM3ALMM  HAarpysky HOMVMHaUTbHO Takyl0 >e. Kak Harpy3ka OT TeKCTWIbHOM YMakoBKW, OnucaHHoW —Bosu.
B KauectBe anbTepHaTMBbl /19 MPOBEAEHVST UCMbiTaHns BoBu-[Mka Ha MPOHWKaHVWE napa CO CTaHOAPTHOW  KOHTPOSbHOM
yMaKOBKO MOMYT UCMO/1b30BaTbLCS UHAMKATOPbI, COOTBETCTBYHOLLME TpeboBaHMAM VICO 11140-4 [56].

A6 McnbITaHre Ha CKOPOCTb HaTeKaHNs BO3ayxa

Pabouve xapakTepuCTuky, oOrnpederieHHble B npuwiokeHun A. nogpasgenbl A2A4 mn AS5. OCHOBaHbl Ha [OOCTVKEHWN
HM3KOrO YPOBHS OCTaTO4HOIO BO3/yXa.

HatekaHve BO3fyxa B KamMepy CTepwimsatopa B/MSIET Ha 3TOT YPOBEHb, UM OHAa He [O/bkHa MO3BOSIATL  [AB/IEHUIO
B Kamepe Bo3pacTatb 6Oonee, yem Ha 013 KMa/mvH (1.3 MBap/MvH) Npu M3MepeHUM [aBfieHVss B kavepe nopsgka 6 xMa
(60 MmBap) nnm Hvoke.

A7 VicnbITaHnsa doyHKUWIA AeTeKTopa Bo3AyXa (ECnv MeeTCsl) C Masioii 3arpy3KOoi, C MOJIHOM 3arpy3Koi

A71 3M uvChbITaHUA WCMOMb3YIOT A1 HaCTPOVKM [eTekTopa BO3fdyXa Ha Pervctpauyio  HeucripaBHOCTW, €ec/im  Co-
[epXaHne OCTaToO4HOro BO3[yxa B Kamepe [AOCTaroyHO, 4ToObl MPUBECTM K HeyAayHOMy TMpoLeccy C  Masloil  3arpyskoi
(cm. A4.1)  nonHoi 3arpyskoii (cm. A4.2}.

A72 [eTektop BO3fyXa [OO/DKEH PErUCTpPYpOBaTb HEUCTPABHOCTb, €C/IM B Havasle BPEMEHVN BbIPaBHMBAHWSA  Ha-
/IN4Me OCTaTOYHOrO BO34yXa MPMBEAET K pasHALe Mexay Hambosniee HM3KOW TeMneparypor, W3MEPEHHOW B CTaHOApPTHOM
KOHTPO/IbHOW  yrakoBKe (MCMOMb3yeMOl B UCMbITAHUSX, W3/TIOKEHHbIX B MpunoxeHun A. nogpasgenbl A4l n A42). n Tem-
nepaTypoi. U3MepeHHO B KOHTPO/TBHOM TOUKE M3MEePEHNs TemnepaTyp B Kavepe, NpeBbiluatoLLeli 2 *C.

[Ona  cTepunm3aumoHHbIX  KaMep, HECTIOCOOHbLIX BMECTUTb 3Ty KOHTPOSIbHYKO  YMakoBKy W©3-3a CBOWX MasibIX —pasve-
POB. MCMO/Ib3YETCA MeHbLLAA M0 pa3Mepam BepCus KOHTPO/TBHOW YNakoBkuy (cMoTpuTe A.3).

A.6 CyxOCTb 3arpy3ky — Masiasi U NMoJsiHast 3arpy3ku C TeKCTWIEM, MOSHasA 3arpyska ¢ MeTas1/10M

3™  uCMbITaHWA  UCMOrb3YHOTCA 4719 Bepudukaumm  TOoro, 4YTO  MOCTpoeHWe paboyero UvKMa, BblGOp MapameTpoB
npouecca WM BM&XHOCTb Mapa TakoBbl, YTO YPOBEHb OCTATOYHOM B/I&KHOCTU 3arpy3kM B KOHLE Mpolecca CTepwiizaumm He
yBe/mMunBaeTcs bornee YeM Ha 1 % anst TeKCTUs, 1 6onee yeM Ha 0.2 % anst meTasia.

A9 VIcnbITaH1s Ha YPOBEHb 3BYKOBOW MOLLHOCTU

VicnbiTaHysi, onpegensiiolie  YpoBeHb 3BYKOBOW MOLIHOCTY  [/11  WCMOMb30BaHUs B pacueTax 3BYKOBOW —MOLLHOCTY,
reHepyipyemMoli  CTepWIM3aTOPOM, AO/DKHbI  BbINOMHATLCA  U3rOTOBWTESIEM  CTepwimM3atopa B COOTBETCTBAM € TpeGoBaHVsIMU
M3K 61010-2-040 [24].

3BYKOBOE [aB/ieHVe, CO34aBaemMoe CTEPWIM3ATOPOM B  MOMELEHWM, [Ae OH  YCTaHOB/EH, [O/DKHO — OMNpeaensitbest
B coOTBeTCTBMM C WCO 3746 [58] M BepucuLMPOBaTbCS Ha COOTBETCTBME TPEGOBaHMAM  HALMOHA/bHLIX HOPMAaTUMBOB  Ha
3BYKOBbIE LLYMbI B OKPY)AtOLLEV cpeae.

A.10 VicnbITaHne AHaMNYEeCKOro AaB/1eHNs

3T0 VCMbiTaHWe WCMoMb3yeTcs Ans  Bepudvkalyi TOro, TO MakCUMaslbHasi CKOPOCTb M3MeHeHUs! [aB/fieHust B Kame-
pe crepwwsatopa He NpvBEAET X TMOBPEXOEHVIO YMNakoBKM u3fdenvid. CpefHee W3MeHeHVe [aBfeHUsi B TeyeHue Jiio6oro
3-CEKyH/IHOTO MHTEPBa/Ia BPEMEHY B XOZEe NMPOLIECcCa CTEpUIN3ALIN He A0/DKHO NpeBbIwats 1 000 kla/mum (10 Bap/vun).
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A.11 VicnbITaHre KavecTBa napa

Al111 HekoHp Ouicupyemble rasbl B Mape B/AUSIOT Ha yAa/leHVe BO3dyxa U3 kavepbl. Brara, cogepxallasca B mnape,
B/IMSET Ha OCTATOYHYIO BJ/I@XKHOCTb 3arpy3ky crepwwmsaropa. [leperpeB napa 3a0epXVMBaeT Ha/MuMe B Kavepe Hacbl-
lweHHoro napa. LUvpokmin pa3bpoc pdaBneHuidi Ha AMHUM  MoJauM napa € CTepuIM3aTtop O3HayaeT HefoCTaTO4Hyt  Mpo-
V3BOAMTENIbHOCTL WUCTOYHMKA Mapa, a 370 MOXET MOB/WSATb Ha AeliCTBUTESIbHOCTb 3HadeHVMss 2 *C Mpu  OueHKe Ha/uus

HacCbILLEHHOrOo Napa (cM. A4).

MprMecy B Nape MOryT BbI3bIBaTb KOPPO3MIO 1 OCTaB/IATb TOKCUYHbIE BELLECTBA Ha NPOoAYKTe.
Al112 Tpy BbINO/HEHMM WCMbITaHU/A MeTodamy, onucaHHbIMM B EH 285, Kk kadecTBy nofaBaeMoro B CTepwiMsarop

napa NpebsiBNsSIOTCS CrieayHoLLyie TPeGOoBaHUS:

a) KO/IMYECTBO HEKOHAEHCVPYEMbIX ra30B B Nape He A0/DKHO NpeBbIwaTh 3.5 % no o6bemy:
b) MVHUMa/IbHOE 3HadeHve cyxoct 95 % (5 % B&KHOCTM) A1 3arpy3kM CTepwimMsaTtopa, cogepxalleli MeTauul, u

MUHUMYM 90 % (10 % BNI@XXHOCTW) 4/1 3arpy3Kv CTepU/IM3aTopa, CoAepKaLLlel TEKCTUIb:
€) Makcumym 25 % neperpesa npuy PacLLMPeHnn [0 aTMOCHEpPHOTO AaB/IeHNS:

d) npumecy B cooTBeTCTBUM € Tabrimuammn A 1nA.2;

e) OTK/IOHEHNA OaBJIEHUA TMapa, He NpeBbllarolime

Ta6nunuya Al — [lpumecn B KOHAeHcare, MO/lyY4EHHOM Ha BXOAe Mapa € Crepwvsarop,

KOPPO3 MaTeprasioB

10 % OT HOMVH/IBHOTO MAHOMETPUYECKOTO [JAB/EHUS, W3-
MepSIEMOrO Ha BXOAE B NOC/IeAHI PeayKUMOHHBI KnanaH (Ha JIMHUM nogayum napal.

paccMarpyBaemble B acriekte

HaHvenoaamHo CopepxxaHie o koHaeHcare
Cwnukar (StO) £0.1mMI0n
Xeneso £0.1Mr/n
Kagmuii £0.005 mIn
CBuHeL, £0.05MIn
Tsdxesble MeTaUVIbl, 38 UCK/IFOUEHVEM XXerle3a, KaaMus, CBUHLA £0.1mMM0n
Xnopuap! (O ~) £0.1mMn
Pocdarb! (P,04) £0.1mMI0n
MpoBogMocTs (Mpu 25 *C) £3pSlcm
pH (kvicnoTHOCTB) or5a07
BuisyasibHO (BHELLIHVE MPU3HaKK) BecuBeTHb I, YNCTbIN, 6e3 ocaaKa
YKectkocTb (X Wwenio4Ho3eMesIbHbIX MOHOB) £0.02 mmonb/n

MpumedaHre — MeTog, oT6opa NPodbkI KOHAEHCaTa U3oxeH B EH 285. noapasaen 22.4.

Ta6nunuya A2 — T[pumecn B KOHAeHcate, MOMy4YeHHble W3 Mapa, WCMOMb30BaHHOIO € CTepuwnsartope, paccMarpvBae-

MbI€E € acCreKTe KOHTaMMHaLWIM 3arpy3Ku

HaviveHoBaHVe CofepxaHue a KoHAeHcare U3 YMCToTe napa

KMCNOTHOCTb MK LLENIOYHOCT R»
AMMOHMIA (NH,) $0.2mIMn
KanbLyiii n MarHumia $Ra (mln)
TsbKenble MeTa/ bl £0.1mIMn
Xnopuap! (O ~) $0.5wmlMn
Hutpartb! (NOj) £0.2MIn
Cynbpatb! (SO £Ra(mln)
OkucnsieMble BelecTsa £ Ra(vln)
OcTarku rnocrsie BbinapnBaHns £30mMIMn
Cwnukarbl <StOj) £0.1™MI0n
Pocdarbi (P,0,) £0.1 MmN
MpoBoaymocTb (npu 25 °C) £ 35 pS/ICM
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OkoH4YaHVie Tabnmupl A.2

HanmveHosaHve CopepxaHvie B KOHAEHcaTe 13 YACTOro napa
BakTepriasibHble 3HAOTOKCHHbI S 0,25 KOE/Mn
BuisyasibHO (BHELLHME NPU3HaKK) BecLBeTHbIi, UCTbIA, 6e3 ocaaka

aTeCT C peareHTOM onvcaH B EBponelickoli chapmakoree.
MpwnmeuyaHune —MeTog otbopa Npobbl KoHAeHcaTa onvicaH B EH 285. noppasaen 22.4

A12Bopga

MopgaBaemass Bofa AO/KHA MMETb KayeCTBO MUTLEBONM BOAbl, a Mojada [Oo/DkHa OCYLUECTB/SATLCA 4epe3  YCTPOCTBO
3aWMTbl  OT 06paTHOro nNpoToKa. M3-3a B/MAHWMSA  Temnepartypbl Ha pabouve XapakTepuUCTVKM CuUCTEMbl  TemrepaTtypa Mo-
[aBaeMO BOAblI He [o/kHa npeBbiwaTb 15 *C. 3HaueHMe ecTKocTM BoAbl {£ Le/loYHO3eMesbHbIX VOHOB), AO/DkHa OblIThb
mexay 0.7 MMosb/n 1 2.0 MMosb/n.

3HaueHVe ECTKOCTU, BbIXOZSLLEE 3a 3TV Npeaesibl, MOXET BbI3BaTb OT/IOKEHVIE HAKUMW 1 NPOG/IeMbI C KOPPO3UEN.

A.13 CxaTbIih BO30YyX

Oxatblii BO3AyX [O/MKEH MNogaBaTbCs Mo AaBfieHvem oT 600go 800 kla (or 5 pgo 7 Bap), OH He [O/MKeH cofepxarb
BoAy (B >XuWaKoii pase), He [OO/KEH COAepXaTb Kaneb Macnia pasMepom 6osnee 3 MKM. U [IO/DKEH ObiTb NPOhUILTPOBaH
uepes ubTP 25 MKbI.

A.14 MNporpaMMbI UCTIbITaHWI

Mpvmvep, MokasaHHbIi B Tabnmue A3. BKIOYaeT B Cebsi WCMbITaHWs, HEOGXoAVMble /1 BeputMKaLMM  [OCTVDKEHMS
onpeaereHHbIX MapamMeTpoB MPOLECcCa, a Takke [/ OUEHKM MO MOJyYeHHbIM  [aHHLIM  MPUCYTCTBUSI  HEKOHAEHCMPYEMbIX
rasoB B kKavepe CTepwisatopa BO BpeMsl Mepuofa rviaTto B KOMMYECTBE, [OCTaTO4HOM /11 NPEOTBPALLEHVst MPOHMKa-
HUS Napa B MeAVILIMHCKVE U3AEMUS, UCTIONb3YeMble B 34PaBOOXPAHEHMN.

Ta6nuuya A3—Tp1umMep rpacuka UCMbITaHW /151 BanMaaLmn 1 NEPYoaMHECKUX UCTIbITaHWIA

Cebinka Ha ATTecTaLys ATTectaups ATTECTaLMIA 3KC- MNepvio-
WcnbitaHne EH 285 MOHTAKA chyHKLMO- nyaTypyemMoro Ondecku*
HVPOBaHUS o6opyaoBaHNs UcnbITaHWs

McnbitaHna 1 NpoBOAKN — oyHK- Pazpgen 11 XX® — — Xk
LA 6e3ornacHoCTv
KauectBo napa (A11):

* HEKOHZIEHCVPYEMbIB rasbl: 1332221 — X — xd

* 3HaYEHMe CyXOCTU: 1333222 — X — Xd

* Neperpes: 1334.223 — X — xd

enpumecy "'(tabnmupbl A1 nA2) Tabnmua E.2 — X — xd
TepmMomeTpuyeckvie McrbITaHys
(A4):

* Masiast 3arpyska (Ad.1); 0312.16.1 — XX — Xe

* MofHas 3arpyska (A4.2) 831.2.16.2 — XX — xd
McnbitaHe C MOSHOM  3arpyskoit 825.15 — XX — Xd
(A2
WenbimaHve Boen-Auka (A.5) 83217 — XX — Xe
CkopocTb HaTekaHusa BO3/yxa 833.18 — XX — Xe
(A6)
[JeTextop BO3gyXa — €CM UMe-
etca (A7):

« Masiast 3arpysKa: 8.34.2,192 — XX — X d

« MO/THast 3arpysKa; 8343.193 — XX — Xd

* ChyHKLWM 834.4,194 — XX — X*
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Ceblnka Ha ATTecTaLya ATTectauma ATTecTaLps  3kc- Mepvio»
VcrbraHue EH 26S p— oYHKLWO- n/yatvpyemoro andee ke
HUPOBaHMA 0bopyfoBaHus UCTbITaHWA
VcnbITaHve Ha CyxocTb 3arpys-
K (A.8):
* Manasi 3arpy3ka (TekCTwib}; 84.1.201 — — —
* M0/Has 3arpy3ka (TeKCTUIb); 84.2.20.2 — — —
* METUVT 84.3.20.3 — X — —
VcnbITaHve oyHaMUYECKOro 10.23 — — — Xb
nasneHns (A.10)
VicnbiTaHre npoaykra — — — X9 Xd

MpuMeuaHue —3Hak «XX» 0603HaYaeT Npe/iaraeMble UCTIbITaHUs!, 3HaK «X» — PeKoMeHAYeMbIE UCTIbITaHNS,

C—» — Heobs3aTe bHble UCMbITaHNA (I/ICI'IbITaHI/Iﬂ, KOTOpPble MOryT He BbII'IOl'IHﬂTbCFI].

a COOTBETCTBUE [A0/DKHO MOATBEPXKAATHCS YTBEPXAEHHbIMY [ATTECTOBAHHLIMM] aH/TATUYECKVMM METOZAMU.

& Cneumc LmpyeTCs M3roToBUTENEM.

¢ o MeHbLLel Mepe eXXeKBapTasibHO.

4o MeHbLLIEN Mepe eXXEroaHo.

e [Mo MeHbLLe Mepe exxeJHEBHO.

1o MeHbLLel Mepe exeHeseNbHO.

9 Heo6X0AMMO, EC/IN SKCMO3NLMA 0 334aHHBLIX YCIOBUIA CTEPUIM3ALIMM HE MOXET ObITb MOATBEPXAEHA UCTIbITaHW-
MK aTTecTaLyn coyHKUMOHUPOBaHYS.
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MpunoxeHne B
(cnpaBo4Hoe)

OueHka npoLecca CTepun3aLyiv, OCHOBaHHas! B NEPBYHO ouepeab Ha G1OJIOMHECKO MHAKTVBALIN
1 COMPOBOXAAIOLLIEV NPOLIEAyPe MEXAHNUECKOTO YAA/IEHNS BO3AyXa

B.1 BeepeHve

B.1.1 CyuwectByeT Tpy MpYMeEHSIEMbIX OOLMX MeToga CrepwmM3auuy BriakHbIv  Terviom (cm. WCO  17665-1, npwio-
xeHua B. C un O} 3HaHMe 3TX Tpex MeTodOB MO3BOSISIET MO/b30BATENO MPUHATE OOOCHOBaHHOE peELLeHWe, Kakoli MeTop,
eMy MNpUMEHSTb, OCHOBbIBasCb Ha 3HaHUW MOA/IeXAWero Crepumsaumm MNpoAyKTa, Ha/UMM WM OTCYTCTBUAM  MHJOpMa-
UMM O MMKPOOMOSIOTUYECKON Harpyske Ha MNpoAyKTe, W MOHVMaHMN  MUKPOOMOSIOTMYECKMX PUCKOB, BO3HUKAIOWWIX B Crlydae
Heyja4HO CTepu3aumn.

B.1.2 TepBbii MeTOA W3BECTEH KaK «METOA OVONOrMYECKOl Harpysku», [/ KOTOPOro  uaeHTUdmumpyetcs  dhaktude-
CKasi MUWKPOOMOsSIOrMYecKas Harpy3ka W OMpefensieTcs Mnpouecc C BAakHbIM TeryioM: Mpu 3TOM  OnpefenieHnn  paspabdarbl-
BalOTCA MapaveTpbl B/I@XHOMO Tervia, HeobxoauMble [/17 OCBOOOXAEHVS NPOAyKTa OT 3TOM  CrneumdiMueckor  GroHarpysku.
3areM MPOAYKT MCMbITbIBAETCA Ha CTEPWIbLHOCTb. JTOT METOf, OCOOEHHO MpVYMEHVMM € Crlydvasix, Korga BiMsiHWe  YCoBUIA
CTepwr3auyn Ha MpoAyKT AO/DKHO ObITb CBEAEHO K MUHUMYMY (cM. ICO 17665-1, npunoxeHre B).

B. 13 Btopoli MeTtog OObIMHO M3BECTEH KaK «KOMOMHVPOBaHHbI METOZ OMOMOrMyeckoro vHavkaropa w 6uonoru-
UYEeCKOM Harpyskv» [O718 Hero wuaeHTMdMuMpyeTcs  daktudeckass 6uoHarpyska. BblOupaeTcs 6o/iee  pes3nCTeHTHbIA  Buoro-
TVYECKUI VHOMKATOP, Kak Hamboree nOAxXoAsaWmiA MpeacTaBuTeNlb  Harpyskv, W paspabarbiBaeTcs NpoLecC C  B/aXHbIM - Te-
MIOM. B KOTOPOM MPOAYKT MOXET ObITb OLeHeH Kak CBOOOAHBLIA OT >KM3HECTIOCOOHbIX MWKPOOPraHW3MOB, OCHOBbIBASACH Ha
YCMELWHON  AEeMOHCTpaLMM  MHaKTvBauyn  6oriee  YCTOMUMBBIX — OPraHW3MoB, COAEpXalyXcs B OMonHAvkatope. 3TOT  METOf,
OCOGEHHO MPUMEHUM B Crlydasix, Korga OMOMorMyeckasi Harpyska M3BeCTHa W KOHTPO/MpYyeMa, Kak 3710 ObiBaeT BO  MHOMMX
NPOV3BOACTBEHHbIX onepauysx (cm. ICO 17665-1. npuroxerwe C).

B.14 Tpemwii MeTof W3BECTEH KaK «MeTOf, TMOMHOM mberm», Korga (hakTUYeckas MUKPOOMOSIOrMYecKas —Harpyska
HEeM3BeCTHa WM MO HEKOTOPbIM MpUUMHAM He MOXeT OblTb M3MepeHa, Kak. Harpuvep, npu 06paboTke  MeaVILMHCKNX
M30e/MA MHOTOKPATHOTO  MPVMEHeHVsl.  3TOT  MeTOf, MakeT TalkKe MCMoMb30BarTbCsl, KOrda Mog/iexale  crepwiisaumn
Npoayx bl YCTOAYMBBI M MOTYT JIETKO BbIOEPXKVBATL YC/IOBUS, HEOOXOAVMble A1 [OCTVKEHUS CTepwibHOCTW. [pyu  meTo-
[€ «TOJIHOTO  YHUUTOXEHVS»  BbIOMPAETCA  MMKPOOPraHu3M, MpeacTaBuUTeNlbHbI B KaUecTBe  3HAUMTESIbHOW  Harpysku  Ans
onpefenieHHoro  npouecca C  B/axHbIM - TeryioM.  OnpefeneHHbIi  Mpouecc  (HanpuMep, MPOLECC € HaCbiWEHHbIM  MapoMm)
BbIP2XKaeTCA B MapamMeTpyyeckux TepMuHax (0ObIMHO 3TO Bpems K Temneparypa, OObeAvHeHHble C npede/ibHbIMA - 3Ha-
YeHVSIMM 19 Napa), OTHOCAWMXCA K KUHETVKE JIET&/IbHOCTV  BbIOPaHHOrO  MUKpOOpraHvaMa. OnpedensaioTcs  npegefbHble
3HaueHWss napaveTpoB (EC/M 3TO  MPUMEHUMO), OMPedensloTca  Takke MpUeM/IEMble  YCMOBUS  JleTaslbHOCTW.  Onpegens-
eTca npYeMsIeMbli  MAHVM&/TbHbI  KPUTEPUIA  (Kak MpaBusio, 3TO BPeMS BbIAEPXKKM MpY  330aHHON Temnepatype), U K Kpu-
TMYECKUM  MapamMeTpam  NpUMeHsieTC  KoadpdpuupieHT  6e30MacHOCTM € Le/ibl0  YCTaHOB/IEHUA  PeKOMeHAyeMmbIX  YC/I0BWIA
IKCMO3VLMM  [/19  NPOAYKTa, MoA/iexallero crepwmsaumn. [ns  33dad, B KOTOPbIX OMOMOrMYeckast Harpyska He  MOXeT
ObITb OMpefenieHa TOYHO, M MPYPOAA W CMeCb MNPOAYKTOB MOMYT BapbMpOBaTbCs, OObIMHO MPUMEHSIOTCH BeCbMa  LUMPOKUE
rpaHuLpl  6e30macHOCTM.  3TOT  MeTof OCOGEHHO MpYMMEHVM K 3afadaM, pellaeMbiM B 06/1aCTU  34paBoOOXpaHeHns],  (CM.
MNCO 17665-1. npunoxeHwe D).

[lBa nprvepa LKna ¢ «MoTHOM Mbesibioy» NPUBOAATCH HUXE.

a) [pouecc crepwwmzaumm paccumMTaH Ha oObecrieveHne pefdykKuMn  MUKPOOPraHM3MOB Kak MuHMMYM B 12-log. vmes
3HaueHve D. paBHOoe opHOM MuHyTe npu 121 °'C. Bampgauma npouecca cTepuwmsaumy, 6asvipylolerocs Ha 3TOM  3Hade-
HAW. YacTa 6/M3KO accoummpyetcsl C LMKIOM  «MOMHOW mmbermv» C  Temneparypod 121* C. nogdepxvBaemMori B TeueHue
15 MUHYT.

b) [pouecc crepwwmzaumn, O6ecrneuvBalOWLMA  NlerafibHOCTb B CTEMeHW, MpeBbllualoliell Tpebyemyto NS paspylue-
HVS1 BUOTIOTNHECKO Harpy3K.

B.15 B o06nactv 30paBOOXpaHEHUS KadkObI CTepUM3atop [O/DkeH Mepuogvueckn MOATBEPKOaTb CBOKO  CroOCo6-
HOCTb BbINyCKkaTb OOpabaTbiBaeMble B HEM MNPOAYKTbl CBOOOAHBIMA OT HKM3HECTIOCOOHBLIX MWKPOOPraHM3MOB, TakuX, Kak Ha
PYTVHHO 06pabaTbIBaeMbIX B HEM MEAVILMHCKMNX U3LENNSX.

Metogbl, ucronb3yemble 11 MOHUTOPUHIA Mpouecca Crepuwmsaumy, OGecneuvBaloT  YBEPEHHOCTb B YCMELHOM
BbIMO/THEHUM MPOLIECCA B MPOMEXYTKaX MeXAy UCTbITaHVSIMM C B1OOMYeCcKoi Harpy3koi (cm. Tabnuuy B.1).

B.2 Bronornyeckas arrectauysa npouecca crepuimsaumm

B21 [domkeH ObITb MNPOAEMOHCTPYPOBAH YPOBEHb 0ObecrneyeHus CTepwibHOCTM (SAL), no MeHblieli mepe 10"®.
YpoBeHb ObecreveHusi CTePWILHOCTM - 3TO  YPOBEHb  MUKPOOWMOSIOMMYECKOrO KOHTPOSS MPOLEcca, OH  OMnpedensieTcsl  Kak
BEPOSATHOCTb  COXPaHEHWA  >KM3HECMOCOOHOTO  MMKPOOpraHu3amMa Ha  MNpoAyKTe, WM Kak BEPOSTHOCTb  MOJTyYeHUs  HecCTe-
PWIBHOW  eavHVLbI.  DU3NYecKne OrpaHUYeHVss  MUKPOOVONOMMYECKUX U3MEPEHUIA TakOBbl, YTO B JlydllemM C/ydae Mbl MO-
XEM HanpsiMyt0 M3MEpPUTb  YPOBEHb BEPOATHOCTM BbDkMBaHVA nopagka  10*.  [MOoCKoSibKy MPOLIECC CTepwIn3auvn - OOSMKEH
6a3poBaTbCA Ha peaslbHbIX AaKbIX. ObUM  pa3pabOoTaHbl CTpatervy, MO3BOMSAIOWME HaMm paspabarbiBalb W arTectoBaTb
MpPOLECChI A0 YPOBHS 06ecreyeHnsi CTepuibHOCTU 10'®. MCnob3ys MeTogbl KOCBEHHbIX M3MEPEHIA.
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B.22 Tpn Heo6GXOAUMOCTV CTEpPUIM3aLMM  TEPMOCTOMKUX MarepuasioB OObIMHO WCMOMb3yeTcs MOAXO[ —«MOSHOW  Tv-
6env». Ero npocToTa, YCTOMYMBOCTb W NIETKOCTb Ba/Mdauuy MO CPaBHEHUIO C  APYrMMW MOAXOA4aMW  AO/DKHbl caenaTb  ero
MoAXOA0M «T0 YMOJTHaHMIO)» BO BCeX Cryyasix (CM. MICO 17665-1. npunoxeHwe D).

B.23 HeobxoaMmo mosydyeHve npuemsieMbIX pPesy/ibTatoB OT Tpex MocsefoBare/ibHbIX LMKNOB C  NOXOAOM  MOJTYLVK-
ra Wi NOSIHOTO LKA [i/181 KXKA0ro Tuna 3arpy3kum (cMm. VICO 17665-1. npunoxeHve O. nogpasaen 0.4).

B.24 Buonorvyeckve VHAYKATOPbI, UCMOMb3yeMble € WCTbITaHWsX, [OO/DKHbl COAepXaTb YCTOMuVBbIE K Teruly Crno-
pbl. Taxve kak cnopbl Geobacillus slearothermophdus. 1 [0/MKHLI COOTBETCTBOBAaTL TpeboBaHUSIM COOTBETCTBYHOLUMX —CTaH-
naptoB {cm. ICO 11138-1. CO 11138-3 1 ICO 17665-1. npunoxeHuve O. noapasaen D.4.1).

8.3 bronornyeckasn Harpyska

B.3.1 bBuonornyeckass Harpyska COCTOUT W3 LIECTHaALATM CBEXEBbICTMPaHHbIX 100 %-HbIX X/10M4aTOOYMaXKHbLIX —MO-
JIOTEHEL, B XOpoLlemM CcocTosiHMW. [locrne ckiagblBaHVs MosoTeHLa CKIaAbIBaloTCA Apyr Ha Apyra crmbamym B pasHble CTO-
POHbL.  chopMmpyss  cTOMKY. OAMH WM HECKONIbKO OMOMOTMYECKUX WHAMKATOPOB MOMELLAIOTCA Mexay BOCbMbIM W [EBATbIM
MosiIoTeHUaMM, MPUMEPHO B reOMETPUYECKOM LieHTpe cTonku (cMm. AAMI ST 79(59]).

B.3.2 bBuonornyeckass Harpy3ka pacriofiaraetcs Ha Mosike/CTesiaxe B [OPU3OHT&/IbHOM  M/IOCKOCTU  (Cnown  nonoTe-
Hel, JfiexaT T[OpU3OHT&/IbHO) B 30HE, HavMeHee OGnaronpusATHOM O/ cTepuimsaumy.  [18  CTepwiMs3atopoB C  rpaBuTauy-
OHHbIM  3aMellieHVeM BO34yxa WCMbITaHWe BbIMOHAETCA C  MOMHOCTLIO  3adhykeHHOW Kamepon. [ CTepwn3aTopoB C
[OVIHAMUYECKUM YAa/ieHeM BO3yXa, HANpOTUB, UCTbITaHWE BbINOJHAETCS C MyCTOM KamMepo.

B.33 T[pyv wuCNonb3oBaHMM  GUOMOTMYECKON HarpyskyM [J0/MDKeH ObiTb  MPOAEMOHCTPMPOBAH YPOBEHb — OGecneyeHVst
CTepWIbHOCTM He MeHee 10~* OguH ©3 METOAOB, MPUMEHUMbIX [/19 [EMOHCTPaLMN YPOBHSA OOeCreyeHnst CTepUIbLHOCTU
10~B. SBNSETCA METO[, SMMMPUYECKON «MOMHOW Mmbenun», 6Gasvpyrowmiica Ha 12-log CHWKeHMM umucna  MMKPOOPraHW3MoB
npr 0,21 4C e TeyeHvie 1 MVHYTbI C pe3y/ibTaTtoM = 12 Npu 3HadeHun I « 10 *C (cm. paboty Pflug [53)]).

B.34 BnaxHOCTb, COXpaHsiemasi TKaHblo, He [o/bkHa MpvBOAMTE K YBE/MYEHUIO MEepBUMYHOTO Beca (00 Ccrepwinsa-
L) GronorMyeckoli Harpyskin 6osee vem Ha 3%. Ha TkaHW He IO/KHO ObITb BUANMBIX BI2XXHbIX MATEH.

B.4 MexaHn4yeckoe yaasieHne Bo3ayxa

B4.1 VcnbimaHna Ha ypasieHVe BO3dyxa W CKOPOCTb HaTekaHusi BO3fyxa a kamepy [JOnosHsoT apyr apyra. Crepu-
I13aTop C AMHAMUYECKM YAasieHeM BO3AyXa AO/DKEH YA0BMETBOPATL TPE6OBaHNAM 060MX NCTbITaHWUIA.

HW 0fiHO 113 3TVX MCMbITaHUIA HE NPYMEHMO K CTEPUIN3ATOPaM C rPaBUTALIMOHHBIM 3aMeLLieHeM BO3AyXa.

B.42 3dhekTBHOCTE paboTbl CUCTEMbI YAA/IEHUst BO3fyXa CTepumsaropa C AVHAMUYECKUM  YOaIeHVMEM  BO3AyXa
MPOBEPSIETCS C MOMOLLIO UCTIbITaHMSA Ha MPOHMKaHKEe Napa, aHa/IorM4Horo UcnbITaHuio boav-Ayika. (cm. ICO 11140-5).

B43 Bo BpemMAa uCMbITaHUA CTEPWIM3ATOP C AVHAMUYECKUM YAA/IeHMeM BO3[yxa [O/DKeH [EeMOHCTpUpoBaTb cpef-
HIOKO CKOPOCTb YTEeUKM NopsifKa 1 MM PreT. 8 MUHYTY WM MeHbLLE 3a BCe BpeMsl U3MEePEeHNs.

B44 3arpy3ka 418 WUCMbITaHUA Ha MPOHWKaHVWE Mapa COCTOUT U3 CrIokeHHbIX 100 %-HbIX  X/10M4aTo0yMaXKHbIX
XVIPYPIVYECKUX  MOJMOTEHEL, YMCTbIX W NpeaBapuTesibHO  KOHAMLMOHMPOBaHHLIX. [losloTeHUa nocrne  ckiagblBaHs  O0/DKHbI
ObITb Y/IOXeHbI APYT Ha Apyra.

B.45 VHavkaTopHbli nucTt Boen-[vka MOMELIaeTCs Ha UEHTpasibHblA  C/IOA  CTOMKW.
obopaumBaeTcs 0AHO ABYXC/IOMHOM 06epTKOoi 13 100 %-Holi XrionyatobyMakHoM TkaHu (cM. MCO 11140-5).

B.4.6 KoHTponbHas ynakoBka pacriofiaraeTcs TFOPU3OHT/IbHO Ha  HWKHElM nepesHelt 4acTu  3arpy304HOrO  CTesviaxa
pack psaoM ¢ ABePbIO 1 Hag, CIMBOM KaMepbl, NPy MyCTol Kamepe cTepunsaropa.

B.4.7 Tabnuua B.1 AeMoHCTpYpYeT rpadhyk NpoBeaeHUsi NepYoaMYECKMX U BanA3LIMOHKbIX UCTIbITAHWIA.

Cronka cBo6GOAHO (HEe Tyro)

Ta6nuuya Bl—Ipumep rpadrika NpoBeaeHUs NEPUOAVHECKUX U eaMAALIMOHHBIX UCTIbITaHWI

VicrbITaHye 1 MOHUTO*
pyHF

ATTe-
crauusi
bloUTama

AtTectaums

PYHKUMIOHW-
poBaHusA

ATTecTtauus
3Kcryatu-

pyemoro 060-
pyLoBaHuA

PyTWHHBbIE

MCnbITaHWsA
cTep N nn 3e*
TOopa

MNeprognye-
CKUe UCrbITa-
HUA CTepuv-

3aropa

KomMmmeHTa-
puii

VcnbiTaHna Ha  cOOTBET-
CTBME TUMY W NpoOBepKa
6e30mnacHOCTu:
- cocy, paboTaroLmin

noA AaBrieHem:

* 3/1eKTPO06OPYAOBaHME:

* Tpy6Has 06BsI3Ka:

* OKpyXaroLLas cpeaa

KOHTposbHas yrnakoBKa
Ana  BUooTuYeCKoli  Ha-

rpy3Kkm

X
- cnycroi
Kamepori

25




FOCT P 56893—2016

OKOHYaHVie Tabnmubl B. 1

ATtTectauma PyTuHHbIE Mepriognye-
ATtTe- ATTecTtaups aul PYoA
VcnbITaHme 1 MoHUTO- akcnnyaru- MCrbITaHWA CKVe 1CTbITa- KobI HekTa-
craumsa PYHKUMOHW- 5
pUHT pyemMoTo 060- cTepuvsa- HUA CTepuv- puii
MOHTaXa poBaHVs
pyaoBaHuA Topa 3aropa
VicnbitaHne Ha  ypane- X
HVe Bo3dyxa — X X X - C MycToi Ka-
Mepoii
VcnbiTaHne  Ha  yTeuky VicnbiTaHne
{HaTekaHvie) BO3ayxa — — — — — BbIMO/HAETCA
N3roToBUTESIEM
dusnyeckuii MOHUTO-
— X X X X
pUHT
MOHUTOPWHT. 3anmcb
P — X X X X
[aHHbIX, KOHTPO/Tb
HeszaBrcuMbIV parunk/ OnupoHasIbHO
camorucel,
Buonoruyeckue MHOMKa-
— X X X X
TOpbI
XUMUYECKME NHDKaropbl — X X X X —

PacCMOTPEHWIO).

MpnmevaHune — 3HaK «X» 0603Ha4aeT pekomMeHgyemMble UCTbITaHUA (HeO6XO,D,VIMOCT b NCMNOJTHEHNA NOANIEXUT
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Temnepartypa 1 faB/eHne HacbILLEHHOTO Napa, UCMOosbL3yeMOro NPY CTEPUN3ALIAN BITAKHBIM

TEen/iom

TeopeTnyeckas Temneparypa napa (cm. ICO 17665-1. nyHKT 6.1.2, nepeurncrieHvie b) MaxeT 6bITb onpeaerieHa
HernocpeACTBEHHO V3 MPUBEAEHHBIX HYbKe TabnLL Win paccumTaHa no ypasHeHmio (C.1).

Ta6nwuuya Cl—Temneparypa u AaBneHne HaCbILLEHHOrO Napa, UCMOJb3YEMOro € CTEPUIN3ALIN B/IXKHBLIM TErsiom

7 U3 P. CNOb3ys M HYC OTRTOHEHVE T
[aBsnexvie mbap? Temneparypa. T. ‘C* [Jasnexve MMa* 273.27 KaK 3HaveHvie Ta6nML Napa*
abCoHOTHO Hynst®

1014,2 100 0,10142 99.9971 -0.00287
1050,9 101 0,10509 100.9981 +0.00185
1088.7 102 0,10887 101.9993 -0.00071
11277 103 0.11277 103.0025 0,002456
11678 104 0,11678 104.0044 0,004372
1209 105 0,1209 105.0045 0.004526
12515 106 0,12515 106.0071 0.007106
1295.1 107 0,12951 107.0068 0,006789
13401 108 0,13401 108.0098 0,009813
1386.3 109 0,13863 109.0110 0,011046
14338 110 0,14338 1100121 0,012132
1482.6 111 0,14826 111.0125 0,012517
15328 112 0,15328 112,0137 0.013662
15843 113 0.15843 113,0130 0.013041
16373 114 0,16373 114,0140 0,013976
16918 115 0,16918 115,0158 0,015808
17477 116 0,17477 116,0162 0,01617

1805,1 117 0,18051 117,0164 0,016372
1864 118 0,1864 118,0159 0,015913
19245 119 0,19245 119,0160 0.015968
1986,7 120 0.19867 120.0176 0,017586
20504 121 0,20504 121.0171 0,017056
21158 122 0.21158 122.0171 0,017072
21829 123 0,21829 123.0171 0.017112
22517 124 0,22517 124.0167 0.016702
23222 125 0,23222 1250154 0,015407
2394.6 126 0,23946 126.0156 0,01556

2468.8 127 0.24688 127.0153 0,015271
25448 128 0,25448 128.0141 0.014123
2622,7 129 0,26227 129.0130 0,013003
2702.6 130 0,27026 130.0127 0,01271

27844 131 0,27844 131.0115 0.011547
2868.2 132 0,28682 132.0103 0,010329
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OkoHYaHve Tabnmubi C. 1

7 v3 P, ncnonb3ysa MUHYC OTKITOHEHVE OT
JasneHve mbap® Temnepartypa. . ‘C® JasneHve MMa® 273.27 KaK 3Ha4eHune
Tabnuu, napa*
abCoMOTHOTO HY/II®

29541 133 0.29541 133.0098 0.009792
3042 134 0.3042 134.0084 0.008352
3132 135 0.3132 135.0068 0.006761
32242 136 0.32242 136.0057 0.005699
33185 137 0.33185 137.0037 0.003686
3415.1 138 0.34151 138.0024 0.00244
35139 139 0.35139 139.0005 0.000526
3615 140 0.3615 139.9986 -0.00142

* Bblaepxka 13 okymeHta ASME 'International Steam Tables for Industrial Use*, ocHoBaHHOrO Ha fiokymeHTe IAPWS
‘Industrial Formulation 1997 for the Thermodynamic Properties of Water and Steam* IAPWS-IF97).

b MokasbIBaeT TeMMepaTypy, NoyYeHHYH 13 hopmy/ibi C.1.

¢ OTK/IOHEHWE OT 3HAYEHVISA, PACCYUTaHHOTO Mo doopmyrie C.1 13 ykazaHHOM TabnuLbI napa.

T=42677 6+ 1-3892.7/(1nP- 9.486 54)) - 273.27.

rae I — TeopeTuyecKasn Temnepatypa napa, B rpagycax Lienbcus:
P— n3mepeHHoe gasneHve, B Mna.
Uncno muHyc 273,27 “C MCMonb3yeTcs Kak 3HadeHue abCoMioTHOro Hyns no wkase KenbBuHa (O K). 310 3HayeHuve

*C  Mexay paccuMTaHHOW no Tabnvue TeopeTMyeckon Temneparypon u
TemnepaTypoi, NpeanMcaHHON AeNCTBYOLLMMM Tabmuamm napa.
[ns  nonydeHus MPOMEXYTOYHbIX 3HAYEHWI MOXET WCMOTBLI0BAaTbCA JIMHENHas WHTEPMOAUMS MeXay ToukaMy [aHHbIX.

ucronb3yetcsl A9 KOMMeHcaumy  cMeteHus 0.1

MpvmMep pacueTa:

Ona P =-0.20504 MMawn 7=121*C

In P-1.584 550

In P*(-9.486 54) = - 1. 584 55 ¢ <- 9.486 54) = - 11.071 09 3 892.7/(—11.071 09) = 351.609 4
42.6776 +351.6094 = 394.287 05 K=394.287 05 - 273,27 =121.0171*C

28

C.1




FOCT P 56893—2016

Mpunoxexne O
(cnpaBo4HOE)

Oco6ble COO6PaKeHNs Mo NPOLIECCaM, UCNO/b3yeMbIM B 06/1aCTH 34paBOOXPaHEHMS

0.1 BBepgeHuve

JaHHOB  MpunoxeHve npeg/iaraeT  AOMOSHUTENbHBbIE  YKasaHWs, KOTOpble MOMyT WMCMOMb30BaTbCA MNpu  Bamgaummn
npowecca ctepuinsauyiv, npMeHAemMoro npn 06p860TKe Vl3ﬂ,el'll/ll7l MHOrOKpaTHOro UcroJsib3oBaHA.

0.2 3nemeHTbI c1CTEMbI OBecTeHeHN KauecTBa (A0MONHUTE bHbIE YKa3aHVs K npyMeHeHno MCO 17665-1.
nogpasgen4.l)

0.2.1 PykoBOAuTE b C UCMO/THUTENLCKMM MOSTHOMOYUAMU J0/DKEH HECTV OTBETCTBEHHOCTD 3a:

a) BBedeHVWe B [eliCTBME CUCTEMbl OOECTeYeHUsl KauecTBa, MEpPecMOoTpbl ee Yepe3 perynspHble MNPOMEXYTKM Bpeme-
HA W MOMyYeHVe [O0KasaTe/lbCTB, YTO CuUCTeMa MOHSATHA COTPYAHVKaM, BHeApeHa W MOoAMepKMBAETCH C  MOMOLLbIO  Tekylueli
MHhopMaLmn:

b) onpegeneHve porneii K pacnpefesnieHVe OTBETCTBEHHOCTW, pacrpefernieHne 33434 W MPOLECCOB,  MOAIXaLLMX
VCTIOSTHEHWIO:

C) obecneyeHre YeTKOM AEHTUMKALV BCE LIEMOYKM OTYETHOCTU:

d) obecrneyeHne BeprthrKaLm 1 AOKYMEHTVPOBaHMS U3MEHEHWIA 8 NPOLIECCE;

€) obecreyeHne CoCTaB/IeEHVS 1 BHeAPEHMS1 0630p0B kauecTBa paboThbI NepcoHaa:

f) obGecneuveHve HeOOXOAMMbIX PECYPCOB /11 OOyYeHWsi MepcoHasia, HabnwoaeHWs 3a MepcoHasioM, pabouyeil  ges-
TeNbHOCTN 1 ayAUTOB CUCTEMbI O6ecredeHns KavecTsa.

022 PykoBoguTeNlb C  WCMOSHATENBCKUMW  MOSIHOMOYMAMU — [OJDKEH  MOHMMATL  MPEVMYLLECTBa, CO3faBaemble  AN1S
npeanpUATYA CUCTEMON 06ecrieyeHs KaUecTBa, B TOM Ymnc/ie OVHAHCOBbIE, 1 HeCTU OTBETCTBEHHOCTD 3a:

a) HasHayeHVe MepcoHasia, OOYYEHHOro BbIMOSIHEHWIO ayAuTOB KayecTBa W BHEAPEHVe VHMLUMAETVB, Croco6CTBYHO-
LLAX MOBbILLEHVIO KaYecTBa:

b) onpeferieHvie U pacrpeaeneHne OTBETCTBEHHOCTU Meefly OMnepaTVBHBIM 1 YNpaB/ieHYeCKVIM NepCoHasIoM:

C) onpederneHve KeanMdvKaumy, KOMMETEHUMIA W OTBETCTBEHHOCTVM  K&XOOrO OTBETCTBEHHOrO /U3,  HasHa4eHHOro
151 BbINOTHEHWA crieLmdnyeckol 3aaaum (3aaay);

d) obecneyeHrie HeO6XOAMMON KBaIMOMKaLIN, YPOBHSI 06pa3oBaHIs 1 MPOM3BOACTBEHHOTO OGYUeHVS NepcoHana:

€) BHedpeHVie MeponpuATMA MO MPefOTBPALLEHMIO WMHADEKUMIA M NporpamMMbl  KOHTPO/ISA, BK/IOYas npouedypbl U npo-
TOKO/Ib:

f) npuHATVME Mep No oxpaHe 340PpOoBLSA 1 6E30MACHOCTU NEPCOHAN;

0) onpefeneHve npouedyp A1 CyOrnoCTaBLUMKOB, BKIHOYas paboTaloWMX Kak BHE. Tak UM BHYTPU YUpexaeHus 3apa-
BOOXpPaHeHUs1 (eC/ NMPUMEHMMO):

h) onpegenenHve npoLeayp, 0becneunsaroLLVX HernpepbIBHOE NOAAEPKaHME KaYecTBa 1 KOMMETEHLVIN NEPCOHaNa;

i) obecrieyeHve HanMuMsa OeliCTBYIOLMX MPOUEAyP KOHTPO/S W MOHUTOpMHra BeexX ha3 paboTbl, Ha/mume [OKyMeH-
Taumn. obecrieunBaloLLell  BbIMOSHEHNE BCeX TpeboBaHW CTaHAapTOB, PYKOBOACTB W HOPMATVBHbLIX aKTOB, OTHOCALLMIXCS
K XpaHeHWIo, KCMOMb30BaHMIO YWCTAWMX W Ae3VHVLYIPYIOLWMX areHToB, U 3a WX WCMOMb30BaHWe MepcoHasioM C  CoG/to-
[eHneM BCeX yKasaHWi, MEIOLLIMXCS Ha STVIKETKaX:

j) obecreyeHne COOTBETCTBUA MPUOOPETEHHBIX CTEPUIM3ATOPOB 3aKOHOAATE/IbHbIM  TPeGOBaHMsSM U UX  crieumdivika-
umam (cMm. MICO 17665-1. noapa3nen 6.2);

k) obecrneuveHne nNPaBWILHOCTM MOHTaXa CTEPWIM3ATOPOB C  COOG/MIOAEHVEM WX MPaBWIBHOMO  (DYHKLIMOHMPOBaHWS,
6e30MacHOCTV NepcoHasia 1 OXpaHbl OKPYXaroLLel cpeabl;

1) obecrieyeHe COOTBETCTBUSI XapakTepyCTUK MNUTAIOWMX — CTepum3atopbl cpef TpeboBaHWsM  M3roToBuUTeNns  CTe-
pwnmzaTopa;

T) obecriedyeHvie Ba/MdaLMM BHOBb MPUOOPETEHHbLIX CTEPUWIN3ATOPOB [0 WX BBOAA B JKCryaraumio Mo AOKyMeH-
TUPOBaHHOI CxeMe, BK/IHOYasA aTTecTaUuMilo  MOHTaXa, 3TTeCTaltoo  (DYHKLUMOHMPOBaHWA W aTTecTaumio  3KCr/TyaTMpyemoro
0bopy10BaHUS:

n) obecreyeHne BbINOHEHWMS MO  [JOKYMEHTUMPOBaHHbIM CXeMaM  MEPUOAMYECKUX  WCTIbITaHWA  CTEPUIM3ATOPOB  Ha
©XErofiHoM, exxeKBapTaIbHOM, exeHeeIbHO 1 - B HEKOTOPbIX C/Ty4asix - eXXeJHEBHOW OCHOBE:

0) obecrieveHrie HaMuMsA [OTOBOPOB Ha TEXHUYECKOE OOC/YXVBaHME C BHELUHVMW OpraHM3auvsmMy, UMEoLLmMN
MOSIHOCTLIO  OBYYeHHbI W [OMNyleHHbIM K paboTaM MepcoHasl, WM MNporpaMM  TEXHUYECKUX OCMOTPOB W OBCMYXVBaHWA
COBCTBEHHbLIM TEXHNYECKVIM MEPCOHasIOM, MOSTHOCTHIO 00YUYEHHBLIM 1 AOMYLLEHHBIM K TakuM paboTam:

p) obecrieveHVe Ha/MUMst W UCTIOSHEHUST [OKYMEHTUPOBAHHbIX Mpoledyp MNpov3BOACTBA, KOHTPOMS KadectBa W OX-
paHbI TPy4a, COOTBETCTBYHOLLMX TPeOOBaHMSAM 3aKOHOAATETBECTBA U TyULLMX MPUHATBLIX NPOM3BOACTBEHHbBIX MPaKTUK:

q) obecrieyeHne Ha/IMUMS U UCTIONHEHUST MPOLIeAlyp, CBSI3aHHbIX C HEUCTPaBHOCTAMM, HECYACTHBIMU CyYasiMi Y
OMacHbIMM CUTYaLVISIMU;
y) oGecrieyeHie [I0KYMEHTVPOBAHHOTO WCTOMHEHUS] PEKOMEHAALUMIA U3roToBUTENsi 060PYAOBaHMSl MO PerysisipHOMYy

TEXHMYECKOMY OOC/TyXVBaHMIO U MEPUOANYECKUM  TeXHUYeckuM ocMoTpam (cmoTtpute WCO 17665-1. pasgen 12 v nopgpas-
nen12.3);
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S) obecrneyeHne MNEPUOAVYECKON Ka/IMOPOBKY, OCMOTPa, MPOBEPKM U TEXOOC/yXMBaHWA BCEX W3MEPUTENIbHBLIX — Lie-
neli. BCTPOEHHbIX B CTEpPWIM3aTOP WM UCMOMb3yeMblX B paboTe CO CTEPWIM3ATOPOM; Ka/MOPOBKA CPeACTB  M3MepeHUs
[O/KHa  BbIMOMHATLCA € MOMOLLBI0  KOHTPOMbHO-M3MBPUTBINBHOMO  060pYOBaHWs,  Ka/MOPOBAHHOIO W MPOC/IEXVBAEMOro
[0 HaLMOHa/TbHbIX CTaHAAPTOB;

) obecrneyeHve npenoCTaBfeHNs WU3rOTOBUTENIEM CTepwim3atopa MHopMaumnr  pathkoB OTHOCUTENBHO  JIHOObIX  Ya-
CTeli 1 KOMMOHEHTOB, TPEOYHOLLVIX PYTUHHO 3aMeHbl, 1 06ecrieyeHre AOCTYNMHOCTY 3To HChOPMaLIKW A1 NoMb30BaTens.

D.2.3 PykoBoguTeNlb C  WCTOHUTENICKMW  MOSIHOMOYMAMW  AO/DKEH  YAENSATb  BHYMaHWE TakuM  3KCT/TyaTauyoHHbIM
acrnekTam, Kak;

a) opraHuzaumMs M OBYCTPOMCTBO paboumx 30H {30Hbl AEKOKTaMMHaUMW. MPUrOTOB/IEHWS, CTEPUIM3ALMA U XpaHe-
HUSI  CTEPWSIbHOM MPOAYKUMM), KOHTPO/b  OKPYXatolled cpefbl, CaHUTapHble KOMHaTbl C  YMbIB/IbHKAMW [11 MbITbS  PyK.
pabouve MOBEPXHOCTW, KOHTPO/Ib MOTOKOB MEPCOHasla M TPaHCMOPTHbIX CPEACTB, CPeAcTBa MEPCOHa/IbHOW  3amTbl  A1s
COTPYAHVKOB, COOMOAEHNE YCTaHOB/IEHHO (DOPMbI OAEXAb] NEPCOHAIOM;

b) NOAroToBKa MEAVLINHCKVIX U3OENWIA;

C) ou1CTKa N Ae3NHADEKLNS:

d) c6opka 1 npoBepka PYHKUMIOHNPOBaHWS C/TOXHBLIX U3AENIA:

€) yrakoBka:

0 3arpy3ka CTepuIn3aTopoB, UX SKCI/TyaTaLus, pasrpy3ka 1 BbIMyCK NPOAYyKTa:

) XpaHeHvie 1 pacrnpeaeneHue:

h) HeobXoAYMOCTb Ha/MuMA W HaMuMe CUCTEMbl, OBECTIEUMBAIOLLEA MPOCMEXMBAHME KXKAOrO MEeAVLIMHCKOTO  U3-
nenvs.

i) obecneyeHvie 1 NoaaepKaHVe CTePUIbLHOCTY;

J) cornaLLeHns o 3aKyrkax (forosopbl);

k) obecneyeHvie TEXHNHECKOTO 06CTy)XVBaHVA 1 NOAAEPXKaHVE KaiecTBa paboTbl CTepU/IN3aTOPOB:

1) yrpaB/ieHne 1 OTYETHOCTb 06 MHUMAEHTAaX, TPEOYHOLLWX BHAMaHVS Winnn AelACTBUIA;

T) obecreveHve CTEPUIM3ALMA  MEOULMHCKAX W3OENWA B COOTBETCTBUM C  TpeboBaHUSMM KX CEMEVCTB  MpOoAyKToB
W \NIM PEKOMEHIALIMSIMA UX N3TrOTOBUTENEIA:

) obecneveHne CTeEPUIM3aLIMIN MeAVLIMHCKVX U3AEMNIA, TPYAHO NOAAAROLLIMXCA OHUCTKE U CTEPUINZALIAN.

D.24 PykoBOoguTe/lb C WCMOHUTENIbCKMW  MOSTHOMOUMSIMA  [IO/DKEH  YAENATb BHUMaHMe TpebGOoBaHVSIM K AOKYMEHTU-
POBaHMIO MPOLIECCOB CTEPUN3ALIMIA 1 OGECTIEUMTD BK/TIKOUEHME B 3TY [IOKYMEHTALIMIO TaK/X acreKToB, Kak:

a) perynsipHble ayauTbl KAUeCTBa CUCTEMbI JOKYMEHTVPOBAHUS.

b) obecneyeHne AOCTYNHOCTU AaHHbIX NEPCOHaY:

C) CTaHOapTHble pabouve npoueaypbl, UMENLIMe [OCTaTOuHYH0 MHGOpMaUmio 000 BCeX KPUTUYECKUMX CTYMEeHsX Mpo-
Liecca cTepum3aLmm:

d) pykoBOACTBa, AviarpaMMbl 1 BU3yasibHble ykasaTesn, KOTopble A0/KHbI ObITb BCeraa A0CTYMNHbI NepCoHary;

€) ace OT4eTbl ayauUTa NpoLEeccoB U 060PYA0BaHMS:

0 BCe W3MEHeHVsl, BHECEHHble B MPOLECCbl: W3MEHEHUS [O/MDKHbl [OKYMEHTUPOBATLCS, YTBEPXKAATLCA W CBOeBpe-
MEHHO JOBOAMTLCS 40 COOTBETCTBYHOLLIErO NepcoHasia.

D.3 OnucaHvie npoLiecca 1 060pyA0BaHMs {AonoH1Te bHbIe YkasaHus K ICO 17665-1. pazaen 6)

D.3.1 Mpouecc (gononHuTtenbHble ykasanus K ICO 17665-1, nogpasaen 6.1)

0.3.1.1 [ia noaxoaa K OLieHKa npoLiecca CTepUn3aLin U3NoKeHbI B NPUIoXeHUAX A v B.

D312 Ecim Hamuve YC/oBWUIA CTEPUIM3ALMM HA  MEOVILMHCKOM  U3OeM  (M34ennsx) He MOXET ObiTb  CNpOrHosv-
pOBaHO Ha OCHOBaHUM WCTbITaHUIA, OMWCaHHbLIX B MPUIOXKEHUM A. MOXET OKa3aTbCHd HEeoOGXOAMMbIM  BbIMOSHEHWE UCTIbITa-
HWIA. NpeanCcaHHbIX NPUIOXEHMSMU A 1 B.

D.3.2 O6opyaoBaHvie (oononHuTesbHble ykaszaHus k CO 17665-1, nogpasaen 6.2)

Crepwnsatopbl, MpeAHasHayeHHble A1 UCMOMb30BaHWA B cdiepe  3[4paBoOXpaHeHWUs, [O/MkHbl  OblTb  CHaGXeEHbI
npoueccoM  (Npoueccamy)  CTEPUIM3ALIY,  PacCHATaHHbIM  Ha  CTEPWIM3aLMIO  LUMPOKOrO  psifa  MEOVILIMHCKUX — U3OENWiA,  py-
TUHHO UCTO/b3YeMbIX B YUpeXeHUsIX 30paBooXpaHeHs.

D.4 OnpepeneHvie NpoayKTa B yUpeXaeHUSX 30paBo0XpaHeHVs (A0NoNHUTe IbHble yKa3aHus K ICO
17665-1. pa3aen 7)

D.4.1 fononHuTenbHble ykasaHus K CO 17665-1, nogpasaen 7.1

ManioBeposTHO, 4TOObl  yupexzeHve 3[paBOOXpaHEHWs1 Y4yacTBOB&/I0 B pas3paboTka W KOHCTPYMPOBaHWM — Meau-
UMHCKOro usfenus. Bornee BEPOATHO 0. YTO  YypexaeHve 3[paBoOXpaHEeHUs1 MOXET oOKasaTbCsa repef  BblIGOpom  Mpu-
obpeTeHVss OHOTO WM  HECKOSIbKUX  KOMMEPYECKUX MPOAYKTOB. B onpedeneHHbIX OOCTOATENbCTBaX — y4pexaeHwe  3apa-
BOOXPAHEHNS1 BCE e MOXeT ObiTb MPMBIEYEHO K pas3paboTke U KOHCTPYMPOBAHWIO HOBOMO WM K MOAMdiMKaLmM  CTaporo
MeOVUMHCKOrO m3genunsi. B Takux O6CTOSITENbCTBAaX CEMENMCTBO MNpoAyKTa [O/DKHO ObITb ornpefenieHo, W TpeboBaHus WICO
17665-1 noa/1exar BbIMOSTHEHUIO.

D.4.2 flononHutensHble ykasaHuA K CO 17665-1, nogpasaen 7.3

YupexaeHs  34paBoOXPaHeHUs]  3a4acTylo  YKIaApbIBalOT  HECKOSIbKO  Pas/iMuHbIX  KOMMEPYECKVX MPOAYKTOB B OAHY
YNakoBKy. [1A Takoli KOMOGMHaUMM crneflyeT ornpefenstb  CEMENCTBO nNpoaykta. B 6OMbLUMHCTBE CrlydaeB  onpeferieHHoe
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cemMelicTBO MpofyKTa [O/DKHO COBMacTb C CEMEVCTBOM MpofyKTa TOro MEOULWHCKOTO W3JeNMs e  YrakoBKe, KOTopoe W3-
BECTHO Kak Hanborsiee TpyA4HO NoAJatoLLEeecs CTEPUN3aLI.

0.4.3 fononnHuTensHble ykasaHnsa K ICO 17665-1. nogpasaen 7.10

Vicnonb3oBaHne u3Oenuii, TPYOHO  MOOMAIOLMXCA  O4MCTXe WM pa3bopke, [AO/DKHO — TW@TesIbHO — paccMaTpuBaTbes
nepes, WX MPUOBPETEHMEM, TOCKOMIbKY YCMELWHO CTepwnM3oBaTb MOXHO TO/bKO XOPOLIO O4MLLEHHOe wu3denve.  VIHCTPyk-
UM Mo TMOBTOPHOW 06paboTke [A0/MKHblI  MPEAOCTaBNIATLCA — U3rOTOBUTENIEM  MEOVILMHCKOrO  u3fenms. [ WHCTPYMEHTOB,
M3roTOB/IEHHBIX A0 Bbinycka WICO 17664 [23], crnenyeT BbINOHATL TpebOBaHWS pPervioHasIbHbIX WM - HaUMOHa/IbHbIX  HOp-
MaTVBHbIX JOKYMEHTOB.

D.5 OnpepneneHvie npouecca ([ononHuTe bHbIe ykasaHus K ICO 17665-1. pa3aen 6)

0.5.1 JononHutenbHble ykasaHusA K MCO 17665-1. nogpasgen 8.1

0511 [ns nOBTOPHOW OGPabOTKM U3OEMIA B YUPEXOEHWSX 3[4paBOOXpaHEHUs MPUMEHSETCH Mpouecc  Crepwuin-
3aLMKN.  OCHOBaAHHbIA Ha PEKOMEHAAUMSX HaUMOHa/lbHbIX W PervioHasbHbIX  hapMakonen Mo Temrepatype  Crepunmsauum
N  BpemMeHu BblOEPKKW, WWIM pa3paboTaHHbI  MCXOAs W3 napamMeTpoB Mpouecca,  CreuvdmuMpoBaHHbIX — U3roToBUTENEM
MeAMLIMHCKOro M3Aeuns U CTepunmsaTopa.

D512 Yxe paspaboTaH psig CTaHOApPTOB /A1 CTEPWIM3ATOPOB, MPUIOAHbLIX A1 00pabOoTKM  LUMPOKOTO psga  Meaun-
LUMHCKVUX  W3OeNWiA.  VIsroToBuTENIeM  CTepwinsatopa MOXET OblTb PeKOMeHZOBaH MpOLECC CTepwiMsaumy, YAOB/IETBOPSIO-
LA TpeGOBaHUSIM, ONMCaHHBIM B COOTBETCTBYHOLLIEM CTaHAapTe.

D513 MaxkeT MCMoNb30BaTbCA M HECXOXWIA, HO YXe CyWeCTBYIOLWMIA NpoLecC CTepwmM3auuy, KOTOopbli paHee 6bin
onpegeneH A/ 06paboTkM cemMelicTBe NpOAyKTa, K KOTOPOMY OTHECEHO HOBOe MeAMUMHCKOe W3fenve, Mpu  YCoBUW, 4TO
pasvep, KOHCTPYKUMSA W KOHCTPYKUMOHHblE Marepua/ibl HOBOMO MEAVLMHCKOTO W3Ae/ns  yxXnafbleatoTcd B COOTBETCTBYHO-
LLIVie XapaKTepUCTUKV CeEMeCTBa NpoayKTa.

0514 YupexgeHuss 30paBOOXpaHeHWsi, [OO0BO/IbHO 4acTo, YK/I1aAblBatOT HECKO/IbKO Pas/IMYHbIX  KOMMEPYECKMX Mpo-
OYKTOB B OfHY YMakoBKy. B Takmx criydasix y4ypexgeHve [O/DKHO YuMTbiBaTb TpebGOBaHUS VHCTPYKUMIA MO MOBTOPHOM O6pa-
60TKE. BbIMYLUEHHbIX /11 KaXOOro U3AE/ NS, YKIablBaeMOro B OOLLYH0 VYMakoBKY, WM YuMTbiBaTb TpebOBaHMS K cemelicTBam
V3MEeNWIA, K KOTOPbIM OTHECEHbl 3TV MNPOAYKTbL. YUpeXAeHVe 34paBOOXpaHeHVs] [OO/DKHO pPacCMOTPETb  pPekoMeHAaumm  OT-
OeNbHbIX MOCTaBLUMKOB KOMMEPYECKMX MPOAYKTOB MO MOBTOPHOV 00paboTKe W CpaBHUTb WX C  YC/IOBUSIMM  CYLLECTBYHO-
Lero B y4pexzaeHuM npouecca (MpoueccoB) CTepwmsaumm. B pesynibTate MOXET 0Ka3aTbCA BO3MOXHbIM — UCMOrb30BaTb
CYLLECTBYIOLLMIA MPOLIECC, HO MOXET MOHaAoOUTLCA U pa3paboTke HOBOrO MpoLecca CTepuIM3auuy, OCHOBaHHOTO Ha  pe-
KOMEHZauuAX — U3rotoBuUTENs  MEOUUMHCKOro  u3fenvs.  Jioboe OTKIOHeHVEe OT  Mnpef/iaraeMoro npouecca  CTepunsaumm
OO/MKHO ObITb  COM/1IAaCOBaHO C  U3rOTOBUTESIEM  MEAMLMHCKOTO W30S WM - Ba/THUMPOBAHO OTBETCTBEHHbIM  JIMLOM  (CM.
MCO 17665-1. npunoxkeHue D, nyHKT D.8.3.1 v npuioxeHue A. nyHKT A4.2).

0515 Ecmm nnaHMpyemblii K WCMOMb30BaHUKO — CTEPWIM3ALMOHHBIA  MPOLECC He  pPeKOMeHOOBaH — U3rOTOBUTESIEM
MEAMLIMHCKOTO U3JeNNA U He Obll paHee oOnpedenieH Kak MpuUrogHbli K 06paboTke cemericTBa MpodyxX Ta. K KOTOpoMy OT-
HECEeHO HOBOe u3fesve, TO [JO/KHO ObITb MPOBEAEHO [JeTa/lbHOe CpaBHEHVe HOBOro Mpodykta C MNpoAyKramu, KoTopble
M3HaYaslbHO ObUM  onpefeneHbl A1 06paboTkn  aTuMm  npoueccoM. CpasHeHWe [O/DKHO BKIHOYaTb B cebs  dmanyecxme
XapaKTepUCTVKN Hapsiay C TensIoBoli 1 G1oI0rMHeckoli OLIEHKON, rag 3ro MPUMEHVMO.

0.5.2 JlononHutensHble ykasaHusa K ICO 17665-1. nogpasaen 8.3

Ona  kakgoro  MeAMUMHCKOro  U3aenunsi OO/DKHbl  YUMTbIBaTbCA  M3MYECKME MapaMeTpbl W OrpaHUYeHUss B 4YaCTU  3KC-
nosvLMn.  UAEHTUMLMPOBaHHbIE  U3TOTOBUTENIEM  MEOVLMHCKOTO  m3fenusi. HecoGniofeHne  WHCTPYKUMIA - U3roToBUTENA  U3-
[enMa Mo ero MOBTOPHOM 06paboTKe MOXET MarybHO OTpasUTbCs Ha pabouMx XapakTepucTvkax u3genns v npuBecTn K
NpeKpaLLeHNto AeCTBUS rapaHTUHBIX 06A3aTeNbCTB N3roToBUTE S

D.5.3 lononHutensHble ykasaHuA K CO 17665-1. nogpa3aen 8.4

[Ona  MHOTMX  MeAVMUMHCKUX  W3OeVA - yAaneHne Bo3dyxa SBSETCA  KpUTUYECKVM  (hakTopoM  MpY  MPOrHO3UPOBaHWN
Ha/IM4uMsl HaCbIWEHHOTO Mapa B MecTax, TPyAHO noajaowmxcsa crepunmsaumm. COOTBETCTBYHOLLME WCTbITAHUS U KpUTEPUX
npriemMsIEMOCTY /159 )aKTOPOB, C/I0COOLLIX NMOB/VSATL HA MPOHVKaHVE napa, NpuBeAeHbI B MPUIoKeHUSX A v B.

0.5.4 flononHuTensHble ykasaHus K ICO 17665-1. nogpasaen 6.12

Mpouecc cTepuM3aumK, OCHOBLIBAIOLLMACS Ha OMOMOrMYeckor Harpyske, B OOMIbLUMHCTBE C/lydaeB HerpaktuyeH u
He NMPUroAeH 41 06paboTKM MEAVNLMHCKMX U3AE/MA MHOTOKPATHOMO UCMO/1b30BaHWS.

0.6 Bannpaums (oononHuTenbHbIe ykasaHns K ICO 17665-1. pasaen 9)

0.6.1 ATTecTtauya oyHKLIMOHMPOBaHWS (AOMOHUTENbHbIE yXazaHus K CO 17665-1. myHKT 9.3.1)

0.6.1.1 [pu MOHTaXXe JIO6OTO HOBOMO CTepwM3aTopa, MOAMVKaLMM - uMetoLlerocs  obopydoBaHUA C  LUefblo  Bbl-
NMOSIHEHNA WM HOBOTO Mpouecca CTepUIM3aLMM WM MPU  U3MEHEHUM MUTAOWMX Cped, W3roToBuTesb  CTepwmsatopa  Win
CTOpOHa, Hecyllas OTBETCTBEHHOCTb 3a Mpouecc CTepwmsaumy, [AO/MkHbI  ONpefesMTb  CeMelicTBO  (CeMeiicTBa) MpoAyKTa,
KOTOpble MOryT O6pabaTblBaTbCA B CTepuM3aTtope, a Talkke TpeboBaHVA K pabouMM  XapakTepucTvkaM W UCTbITaHus, KO-
Topble [O/DKHbI  UCMOMB30BaTbCA  A/19  Bepudmkaumn  adhdeKTMBHOCTM  Mpouecca  CTepwisaumn.  VIsmeHeHnss B npolecce
CTepw3aumn, CrocobHbIe MOB/NATL Ha ero aththeKTMBHOCTb, BK/IKOUAKOT B CE6S1 VI3MEHEHUS MapamMeTpoB npoLiecca.

D.6.1.2 TpeboBaH\s K pabounM XapaKTeprUCTUKaM 1 UCTbITaHUS, KOTOPbIe MOTYT NOTPeboBaTb YTBEPXAEHVS:

B) abhdhekTMBHOE YyaasieHe BO3fyXa, MO/yHYeHHOE B XOAE BbIMOSIHEHVS MPOLEcca: OHO MOXET ObiTb  CrpPOrHO3MpPO-
BaHO Mo paboyeMy LWKIy: BOCMPOM3BOAVIMOCTL MOXET ObITb HapylleHa 3a CYeT HaTekaHWs BO3fyxa B Kamepy, Hamuvs B
nape HeXOHAEHCYIPYeMbIX ra30B 11 CKOPOCTU M3MEHEHWSt TemMnepaTypbl B KaMepe 1 B 3arpyske crepusimsaropa:

31



FOCT P 56893—2016

b) npvmecn (KOHramvHaHrbl]. OCeBLUME Ha MEAULMHCKOM U3LOE/MW: 30 MOXET ObITb CrpOrHO3VpoOBaHO MO  MpuMe-
CAIM. COAepXKalLVMCA B Nape:

C) nMpOHVKaHVEe Mapa B Te 4YaCT MEeOMLMHCKOrO W3Oenuns, U3 KOTOPbIX 3aTpyAHEeHO YAaleHVe Bo3dyxa: 3TO MOXET
ObITb CMPOrHO3MPOBaHO MyTEM CPaBHEHWS Temnepatypbl, W3MEPEHHOW B KOHTPOSIbHOM YCTPOMCTBE, C Temneparypon, W3-
MEPEHHON 8 KOHTPOSIbHOW TO4YKe W3MEpeHVsi Temneparypbl B KaMepe; KOHTPO/IbHOe YCTPOMCTBO [AO/DKHO  MNpeacTaBnsTh
COGOli Takylo e Harpysky, Kak W MpeactaBnsieMoe WM MegyuuHCKoe u3genvie (U3genvs), a MeToq, [O/keH ObITb  Bepu-
UUMpOBaH € MOMOLLBIO  XMMUYECKUX WM OUOMOMMYECKUX  VMHOWKATOPOB, MOMELL@eMbIX B KOHTPO/bHOE u3fenve win B
MeAMLIMHCKNE N3OeNNs:

d) cyxoCTb 3arpyskM [/l YMakOBaHHbIX W3OE/WiA: 3TO MOXET ObITb OnpedesieHo Kak Bu3yaslbHbIM  OCMOTPOM, Tak W
M0 U3MEHEHWIO MacChbl 3arpy3Ku.

D.6.1.3 Ec/m cywecTByloWmMiA NpoLecc CTepuwmMsaumym  [O/DKEH WCMO/b30BaTbCA  fJ1A  06paboTkM  HOBOTO  MeamLyH-
CKOTO M30e/mMA  WWIM  HOBOW  KOHthurypaumm — 3arpyskyi, COOTBETCTBME TpeboBaHWAM K pabouvm  XapakTepucTukam, —YycTa-
HOB/IEHHbIM B XOAe TMepBUYHOM WM nocnedytoweli  arrectauum  (OYHKUMOHMPOBaHUA  [O/DKHO  ObITb  MOATBEPXKAEHO A0
BbIMO/IHEHNA  aTTeCTalun  SKCrUlyaTypyemMoro  obopyaoBaHus. 310 MOXeT ObITb  CcAeflaHo MyTeM aHa/msa  [aHHbIX, Mosy-
YEHHbIX W3 PYTVHHOW 06paboTKM, WWAM N0 pesyfbTatam MeproguyeckMx WCTbITaHWiA, Wi MyTemM MOBTOPEHWs atTecTauum
PYHKLIMIOHMPOBaHWA.

D.6.2 ATTecTtauus aKkcrutyatmpyemMoro o6opy1oBaHUs (40NoNHUTENbHbIe YKasaHus K ICO 17665-1,

nogpasgen 9.4)

D.6.2.1 fononHuTenibHble ykasaHnsa K ICO 17665-1, nyHKT 9.4.1

D.6211 3dphekTBHOCTE 1 BOCMPOM3BOAMMOCTL MpoLecca CTepWIM3aumMm W ero napameTpoB  AO/MKHbI ObiTb  U3-
BECTHbl /19 MOJIHOMO psija CEeMEeNCTB MNPOAYKTOB U KOHGhUrypaLmiA  3arpy3ky, YCTaHOB/IEHHbIX /11 [@aHHOro mnpolecca Cre-
pwmsaumn.

D6212 W3 psga MeOUUMHCKUX U3LENWKA, CEMECTB NPOAYKTOB W KOH(hurypauuii  3arpysky, KOTopble MOryT obpa-
6aTblBaTbCsA MPOLECCOM  CTepuM3aumK, [o/DkHa OblTb BbiOpaHa W MAeHTUOUUMPOBaHa 3arpyska, Hambonee TpyaHO Moa-
farolaacs  ctepwmsaumn.  PekoMeHZaumMm  No  Mpy3HakaM,  XapakTepusylowyM  TPyAHOCTb — CTepwimMsauuy,  OO/MKHbl - ObiTb
[aHbl N3roToBUTENIEM MEAVLIMHCKOrO U3AeNMs WM N3roToBuUTeIeM CTepumsaropa.

D.6.21.3 ATTectaumss 3KCr/lyatmpyeMoro o6OopyaoBaHUsi [O/DKHA BbIMOMHATBLCA C  3TOW  3arpy3koil, M MpW  YCrewwHOM
3aBepLLEHNM OHA MOXET ObITb MPY3HaHa AeNCTBUTEBbHOM /15 OCTaVTbHbIX BO3MOXHbLIX KOMOVHALMIA U3 3TOro psida.

D.6.214 Ecm Ha MeOVUMHCKOM W3Oe/n  Mocne 3aBeplueHVst MNpolecca OKasbIBaeTCa Briara, MOXET MOHafo6uTLCA
ero ocobas opyeHTaLmsa WM MecTo pasveLLieHN A B Kamepe.

D.6.2.1.5 HekoTOpble MeAVILIMHCKNE U3Ae/ NS MOTYT HYXOATHCA 8 NpeABapuTe/ibHON 06paboTKe, HaNPUMEP, B YPaBHW-

BaHVN X TeMMepaTypbI C TEMNepaTypovi OKpYy)XatoLLIEV CPefb! U C UHOM CeLmdNYecKon TeMMepaTypoit 1 B/TKHOCTBLIO.

D.6.2.2 fononHutenibHble ykasaHus K ICO 17665-1, nyHKT 9.4.2

KonnyectBo  UCMoO/b3yemblX  [aTuvMkoB  [JO/DKHO —obecrneyvBaTb  3anvMcb  [OCTATOYMHOTO O6beMa  [JaHHbIX, Heobxoaw-
MbIX 15 OeMOHCTpauum  adbcpektmBHOCTM npouecca. OnbIrHbIM - MyTeM  YCTaHOB/IEHO, 4YTO /19 TUMOBOW /1 34paBoOXpa-
HEHVS 3arpy3kM U TUMOBOTO MOME3HOTO0 O6bema Kamepbl (nopsigka 400 1) MaxeT ObiTb AocTatodyHo oT 5 go 12 paruvkoB
Temneparypbl.

D.6.2.3 JononHuTenibHble ykasaHus K ICO 17665-1, nyHKT 9.4.4

[JaHHble, HeobxoaMMble A1 ONpPeAenieHns MpefenioB  MPOLECCHBbIX MapameTpe» W KpUTEPUEB  MpUemsIeMocTV  Ansi
NeproaNHECKNX UCTIbITaHWA  OOMKHLI  OMPeaeNnsTbCd Ha OCHOBE [AaHHbIX, MOJyYeHHbIX B XOAe WCTbITaHWA arTecTaumm 3Kc-
nyarMpyemoro otopyfosaHus.  Cioga  [O/DKHbI  BXOOUTb  TEPMOMETPUYECKVE [aHHble W Pesy/ibTVPYoWMe  JaHHble  Xu-
MUYECKUX UMM BMOMOMMUYECKUX  UHAMKATOPOB, pa3MeLUeHHbIX B TPYAHOAOCTYMHbIX MecTax. CrefyeT Tawke oOueHvBaTb
BO3MOXHOCTb MOJTyHEeHUSI JTIOXHbIX TEPMOMETPUYECKMX AaHHbIX OT M3MEPEHNs TeMMepaTypbl BO3Ayxa BMECTO rnapa.

D.6.3 PaccmoTpeHne U1 yTBEpXAEHMe pe3y/bTatoB  Bamdauum  (gononHuTeNbHble  ykasaHuss K WCO  17665-1.

nyHKT 9.5.2)

JomkHb! 6bITb NpeaCcTaBieHbl AaHHbIE, MOATBEPKAAIOLLME, UTO:

a) 018 KaKOOro WUCMbITaHWS, CAEMaHHOro B Xofde arrectauyy  yHKUVIOHMPOBAHMSA W aTTecTaumm  SKCrulyaTypyemoro
060opyAoBaHUS, IMEETCS ero crieLydhmkaLms, 1 YTo B K&KAOM UCTIbITaH N ObLv OCTUMHY T KUTEPUA NMPUEMIEMOCTU:

b) ecm wuchnbITaHWe (UCMbITaHVs) [O/MKHO  BbIMOMHATECA MEpuoanyecky C  Lenbilo  BepudivKaumm  coxpaHeHuss  add-
hekTVBHOCTM MpoLecca CTepwmsauuy, B paMKax ero crneupdukaumy, TO [aHHOe WCMbITaHWe W TpebGOBaHMA K ero  Xxapak-
TEPUCTUKAM ~ SIBMAIOTCA  MPOM3BOAHBIMM  OT  [aHHbIX, MOJlyYeHHbIX B XOofe arrectauum  OYHKUMOHUPOBaHVSA, — artectaummn
3KCIUTyaTpyemMoro 060pyAoBaHUs 1 nepearTecTaLyn, ec/iv 3To He06X0AMMO:

c) 6bUI0 WAEHTUIMUMPOBAHO CEMECTBO NPOoAyKTa, NpPeACTaBnsiollee COOOM «XyAlwid Crydail» [ns  3arpysks  CcTe-
punmnsaropa:

d) ecmm 6bUIO MAEHTUOUUMPOBAHO JfiH060E OrpaHVyeHVe Mo Crocody WM MeCTy pasMeLLeHUss U3Oenus B 3arpyske,
TO 3TO OrPaHNHEHIE OTPADKEHO B OMNMCaHUM KOHDMIypaLmmn 3arpysKki.

D.7 TekyLLmii MOHUTOPVIHT 1 KOHTPOSTb (AOMO/THUTENbHBbIE YKaszaHus K ICO 17665-1. pasaen 10)

D.7.1 fononHutensHble ykasaHuA K CO 17665-1, nogpa3aen 10.1

D.7.1.1 [eiictBUS MO TeKylUEMY MOHUTOPUHTY W KOHTPO/IKO MOTMyT ObiTb pasdenieHbl Mo MEepUOAUHHOCTU  (YacToTe] KX
BbINO/THEHVISA. B U1C0 3TUX ASACTBIWMA MO BO3MOXHOCTU SO/KHbI BXOAUTD:

a) npoBepKa CKOPOCTU HaTekaHVs BO34yxa B Kamepy [/ YCTaHOB/IEHUSI YPOBHS 3TOTO HaTekaHVsi B kamepe cTepu-
nnsartopa:
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b) MpoBepKa pe3ys/IbTaToOB WCMOMHEHWS [/1TGHOBOTO MEPUOAMYECKOTO U BHEM/IAHOBOIO  TEKYLLEro TEXHUYECKOro 06-
C/TY)XVBaHUS:

C) WUCMbITaHVe Ha MPOHVKaHVWe Mapa A5 OUEHKN B/IUSHMA OCTAaTOMHOrO BO3[yXa W HEeKOHAEHCUMPYEMbIX ra3oB Ha
3hbdheKTMBHOCTL NpoLecca CTepun3anmm:

d) npoBepka BXOXAEHMS  3arpy3KW/CEMECTB MPOAYKTOB, Mo4/IeXalMX CTepwmsaumn, B OTY4eTbl 06  arrectauun/
repearTectaLmm 3KCrTyaTmpyemoro o60pyoBaHNS:

€) MnpoBepKa HaxOXAeHVs1 MapamMeTpoB Mpouecca B paMkax WX CneumguumpoBaHHbIX [OMYCKOB B XOAe BbINOSHEHUS
npoLiecca CTepuInN3aLmn:

f) npoBepka CMOCOGHOCTU cpabaTbiBaHUSA XVMUYECKUX WM BUOMOMMYECKUX WHAOMKATOPOB COrMacHO WX  cneuvidmv-
KaLmsim:

L) nNpoBepka CroCcOGHOCTV YCTPOWMCTB KOHTPO/SA MNPOLECCca, [AETEKTOPOB BO3AyXa WM CUCTEM MOHWUTOPWMHra MpoLec-
ca cpabaTtbIBaTb COr/1acHO UX crielmcuKaLmsm:

h) npoBepka (BUM3yasibHasl) LEAOCTHOCTU YMakoBOK, WX CYXOCTW, MpPaBWILHOCTM MapKVpOBKA W cpabaTblBaHUS XUMU-
UYeCKMX MHAMKATOPOB Ha yrakoBKax Moc/ie BbIrPy3k/ U3 Kamepbl CTepumsaTopa.

D.7.12 3arpyska CcTepwiMsaropa O0ObIMHO COCTOMT U3 MEOVUVHCKUX W3AENNA, OTHOCSLMXCA K  Pas/iMuHbIM - CEMEN-
CcTBaM MpOAYKTOB, MPU 3TOM B pa3HbIX UMKIaX CTEPWIM3ALMM 3TOT COCTaB U3Ae/mMiA MOXeT MeHATbeA. O6bem  ocTarou-
HOMO  «KOHAEHCUMPYEMOrO ras3a, KOCBEHHO oOrpefenisieMblli  NEPVOAVNYECKMM  UCTIbITAHUSIMK, OO/DKEH Obifb  TakuM, 4YTOObI
B OfpefdenieHHbIX npefenax o0b6ecrnevnBaiocb HEME/IeHHOe TMPOHVKaHVWe rapa C  3arpysky CTepuimsaropa, WMEOLLYO
COMPOTVB/IEHNE TMPOHVKAHWIO, pPaBHOE WM MeEHbLUEE, UYeM COMPOTMB/IEHVE 3arpy3ky, MPU3HAHHOW  «XyALUM  C/TyYaem».
OCHOBbIBasiCb Ha TakOM YpPOBHE OCTaTOYHOrO BO3Ayxa, [OMyCKAlOTCA MPOU3BOJIbHbIE  KOHUIypauum 3arpyskn, a Jsiobble
OfpaHMYEHNST OObIMHO OTHOCATCSI K OCTaTOYHOW B/I@KHOCTM 3arpy3ku. [/191 OAHOro cemelicTBa MNPOAYKTOB U KOHJMrypaummn
3arpy3kM MOXeT OblTb OOHapyeHa BOCMPOU3BOAMMOCTbL B HEOOMbLUOM  KOpUAOope [JOMycKoB, M OHa [o/kHa OblTb  YyCTa-
HOB/lEHa B XO4e artTectaumm 3KCr/lyaTvpyemMoro o6opyaoBaHus. MeaouumHCkoe u3genve  Beerga  [O/DKHO — accouvmpoBaTb-
Csl C OnpegeneHHbIM CEeMEICTBOM  MPOAYKTOB, BK/IOYEHHbIM B CMMCOK W3OENMiA, 06pabaTbiBaeMbIX [aHHbIM  MPOLECCOM.
CeMeiicTBO MPOAYKTOB MOXET COCTOSITb KaK M3 OAHOr0 MEAMLIMHCKOTO W34envsl, Tak U U3 TPYMMbl CXOXUX MEOUNLIMHCKMX
VI3[ENNIA.

D.7.2 fononHutensHble ykasaHuA K CO 17665-1. nogpa3aen 10.3

OueHb BaxHO, 4TOObl /1H060E W3MEHeHWe, CrocOGHOe MOB/MATL Ha KOMMYECTBO OCTATOYHOTNO BO3dyxa B Kamepe,
ObUI0  MOEHTU(OULMPOBAHO C MOMOLUBHO TakMX CPEACTB, Kak YCTPOMCTBO KOHTPO/St Mpouecca Wurbl BO3AyLWHbIA  AeTekTop
M VCTbITaHVEe Ha NMPOHMKaHVe rnapa.

D.8 BbInyck npoAyKTta nocre ctepuvsamm (4ononHuTesibHble ykasaHus Kk ICO 17665-1, nogpasaen 11.1)

081 [omkHbl WMETLCA MpoUeaypbl ayauta 060pyaoBaHus, MNpoAdykta W npouecca crepuimsaumn. Hwke npuBegeH
npumep:

Crepunvsatop [O/DKEH YAOBETBOPATL TpPebOoBaHMAM K €ro HasHayeHWo, U 3TO OBCTOATENIbCTBO [AO/MKHO ObiTh  OT-
MeYeHO B AOKYMEHTALIMM MO BbIMYCKy NpoAyKTa. 3Ta AeknapaLms [o/mKHa OCHOELBATHCS Ha CreayroLLmx doakTax:

a) YCreLUHO BbIMO/HSEMOE MN/1aHOBOE TEXHNYECKOE OOC/Ty)XMBaHME:

b) COOTBETCTBME TPEGOBAHMSAM K PaBGOoUVIM XapaKTePUCTVIKaM MO YC/IOBUSIM NEPUOSUHECKUX U TEKYLLIMX UCTbITaHWIA:

C) OTCYTCTBME M3MEHEHUIA B CUCTEME rBHEpaLMn/Noaaqm napa n apyrmx paboumx cpes;

d) cooTBeTcTBME TpebOBaHWAM K pabOYMM  XapakTepuCTVKam [/1 PYTUHHOM 06paboTKM MO  AaHHBbIM - U3 MOCNeAHUX
BbIMNOSTHEHHbBIX MPOU3BOACTBEHHBLIX LIIK/IO.

0.8.2 YcrielLHO 3aBepLUEHHbI NPOLECC CTEPUIN3ALIMM BKITHOYAET e cebsi:

a) COOTBETCTBYIE TPEGOBAHMSIM K OXpaHe OKpyXKatoLLiel cpefibl 8 30HaX NMOArOTOBKM, YMakoBKU Y CTEPUINZALIAL;

b) COOTBETCTBUE TPEOOBAHUAM K TMriMeHe nepcoHasia v KOHTPO/THO:

C) COOTBETCTBUE NpoLieypam NoAroToBKY, YMakoBKV 1 MapK/POBKV MEAVLINHCKVIX U3AENIA:

d) CcOOTHeceHVe KaXOOr0 MEAVLWHCKOTO W3AenMst WM Tpynnbl  M30e/MiA K OMpefesieHHON  KaTeropum — (Kateropusiv)
npoayKTa,;

€) KaxOasa 3arpyska CcTepwimsatopa BaMavipoBaHa [J18 Mpouecca CTepunusaumy, npegHasHavyeHHoro ans ee  06-
paboTkM:

MpumeyvyaHune — Tlpu YCroBAW, YTO 3arpyska, MNPEACTAB/SIOWAS COOOM HavMBOMbLUYH Harpysky Ha MpoLecc
cTepUM3aLMKM, YCrelHo Mpolyia arTecTalpiio  3KCTUTyaTupyeMoro OGOpYAOBaHWsl, ApyrvMe 3arpy3kM C  MeHblUeld  HarpysKkoii
Ha MPOLIECC MOTYT 6bIThb KNAaCCUIMLIMPOBaHbI KaK BaniaypoeaHHbIe.

f) pocTkeHve 3a0aHHBIX TeMMNepaTypbl CTepUAM3aLmn 1 4/IMTeNbHOCTU Neproaa nato:

L) pervcTpaupms BCero paboyero Lupik/ia u ero Homepa:

h) cneundmLmpoBaHHas peakLVs XUMUYECKOrO UHAYIKATOPa, EC/IY OH UCMOb30BaICS:

i) noaTBepkAeHWe, 4TO MpU BU3Ya/lbBHOM OCMOTPE KakAas BbIrPY)XEHHas YrakoBka Oblia Cyxo W He wmvena no-
BPEXOEHNIA.

083 MapkMpOBKM Ha KaXOOW YrakoBke W (eC/v MPUMEHVMMO) Ha KaKAOM MEAULMHCKOM U3OE/ MM AO/MKHbI  MO3BO-
NATb NAEHTUMKaUWIKO:

a) 1CMo/Ib30BaHHOIO /1 06paboTKM CTepuIM3aTopa:

b) HOMepa LVK/Ia CTepUIN3aLIMOHHOTO NpoLiecca:
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C) camOii yraKoBKY;

d) tore, uro ynakoBkaM3agenve «npoLLio 06paboTKys.

D64 HeypgauHoe 3aBeplleHVe MEPUOAMYECKONO WUCTMbITaHVSA, B TOM 4uCMe exefHeBHOro Tecta boen-[lvka. ecim
3r0  MPYMEHUMO, [O/DKHO MPUBOAUTL K BbIBOAY CTepunusaropa K3 aKcrulyaraumm. Ecim 6biiv 1cnosib3oBaHbl  Gronornye-
CK/Ee WHOVIKATOPbI, OOHapy)XeHWe >KM3HECTOCOOHBIX MWKPOOPraHM3MOB [O/DKHO MPUBOAUTL K MEPEMELLEHVIO  MPOAYKTOB B
KapaHTVH Ha BpemMs MpoBefeHVss pacc/efoBaHVs MNpUUMH.  PaccnefoBaHve MaXeT 3aKaHuMBaTbCA pelleHveM 06  YHUYTO-
YXEHUM KapaHTVHHOW MapTum NPOAYKTa Ui 06 OT3bIBE YKe BbIMyLLEHHOWM MNapTum NpoaykKTa.

D.9 MNopaepxaHve adhheKTMBHOCTI NpoLecca (A0MoHUTEbHbIE ykasaHus K ICO 17665-1, pasaen 12}

D.9.1 MNoBTOpHasA kanMbpoBKa (AoMoNHUTE bHbIE yKasaHusA K ICO 17665-1. noapasnen 12.2}

BepuidhmkaLmia kanmbpoBku (MOBEPKa) KadKA0M N3MePUTENBHON LIENU AOHKHA BbINOHATHCS;

a) exerogHo;

b) MOC/e BHEMNIaHOBOrO TEXHUYECKOTO OBCTY)KMBaHS W/ TEKYLLIETO PEMOHTa M3MepUTENbHONM Lienw;

C) Npwv NOJTyYeHNN [OKa3aTETbCTBA HETOUHOCTU M3MEPEHNI, BbINOHAEMbIX LIESIbHO.

D.9.2 TexHmyeckoe o6CTyxmBaHme 060pyA0BaHMA ([ONOMHUTENBHbIE YkazaHus K NCO 17665-1.

nMyHKT 12.3.1)

TexHnyeckoe OOCMY)XVBaHWE WM  BHECEHWE U3MEHEHWA B nuTalolme cpegbl  (Hanpuvep, B LEHTPa/M30BaHHbI
naporeHepatop) [AO/DKHbl  [0BOAUTBLCA [0 CBEAEHWS! KOHEYHOTO MOMb30BaTteslsi, OCKOSbKY, HarpuMep, U3MEHeHue MeTo-
Oe» 00paboTKM BOAbl, MNofaBaeMoli B 6olinep, MOXET W3MEHUTb YPOBHW COAEPXaHWA B Mape HeKOUAEHCUPYeMbIX —rase,
BMarM WWM XUMUYECKMX MpuMeceli [0 MPEBbIEHNS UMW [OMYCTUMbIX MpPeaenoB. Takme W3MEHeHVS NoA/iexar  OueHKe
B 4YaCT WX CrOCOGHOCTM K CO3[aHVIO HECOOTBETCTBMIA CO  crieLpchvkaumsaMn  npouecca, M Npy  HeoBXOAUMOCTU  OOSKHbI
€bJ10/HATLCA M JOKYMEHTVPOBATLCS KOPPEKTUPYHOLLIME AEACTBYUS.

D.9.3 MNoeTOpHas atTectauys (Nepeartectaumst) (AOMo/HUTEbHbIE ykasaHus K MICO 17665-1, nyHkT 12.4.1)

Ecrm  npumeHVMO,  pyTWHHaA  nepeatTtecTaumsi  (OYHKUMOHMPOBAHMSA U MepeatTectauyst  aKCrsyarmpyemMoro  06o-
pygoBaHUs  OO/DkHbI €  OoOLemM C/lyyae BbINOSHATLCA  exerogHo  (Mpumepbl  cmotpute e Tabnmue A3).  [Nepeattectaums
OYHKLUMOHMPOBaHMA  [O/DKHA MOBTOPSATb  HEKOTOpblE WM BCE WUCMbITaHWSA, MNPegyCMOTPeHHble /19 3TOro  Buga  arTectauyn.
MepeatTecTauyss  3KCr/lyaTypyeMoro o0OopyJoBaHWA [[O/DkHa MOBTOPSTb  MCC/IE0OBaHWS MO MeHblueld OfaHOW 13 pyTMHHO
06pabaTbiBaeMbIX CTEPUIM3ALMOHHBLIX 3arpy30K, [/19 KOTOPOW COXpaHeHbl JaHHble U3  Mpefblaylieli  arTecTaumm  aKCry-
atmpyemoro ob6opygoBaHus. EC/im  nosiydeHHble 3HaYeHVs OCTaloTCs e TeX Xe Mpefdenax, Y4to W e npedbliaylem uccneno-
BaHVW. BOCNPOU3BOANMOCTb MpoLiecca A0/MkHa ObITb NpU3HaHa NprYemIeMoi.
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YKa3artesnib HopMaTuBHbIX cTaTeld n naparpacgos NCO 17665*1 1 uuTUpyEeMbIX CCbISTOK UK
COOTBETCTBYHOLWMX YKazaHuii, nmetomxcsa B MICO 17665-1 n B gokymeHTte NCO/TC 17665-2

NMpumeyaHne — [JaHHas Tabrvua COAEPXKUT yKazaTeslb CCbUIOK (HA UMTMpYeMble  [IOKyMEHTbl),

coaepxaLxcst

B pazgeniax um nyHktax WCO 17665-1. M COOTBETCTBYHOLUMX YKa3aHWA W pasbsACHEHWA, MPUBEAEHHbIX B MNPUWIOXeHUN A K
NCO 17665-1 WM B OCHOBHOM TeKCTe [JaHHOW TeXHWUYECKOW crneumdpvkaly, a Taike B OCOObIX COOOPaKEHMSIX OTHOCW-

Te/IbHO YUPEX/IEHI 31paBOOXPaHEHIS, MPUBEAEHHBLIX B NMPUIOXeHMN O K AHHON TEXHUUECKOW CrieLdonKaLmm.

Oco6ble coobpa-
CooTBeTCTBYIO- CooTBeTCTBYlOLIME
XeHUs 1 ykasaHus
wue yKasaHuu yKasaHusa 1 pasb-
OTHOCUTE/IbHO
HopmaTvBHbIii pasaen/nyHKr UuTtnpyemble CChINKN " pasbACHeHUs SACHEHWs1 B OCHOBHOM -
yupexaeHuii 3gpa-
B 1ICO 17865-1:2006 B 1ICO 17665-1:2006 K nco 17665- TekcTe
BOOXpaHeHns a
1:2006. npunoxe- WCO/TS 17665-2
NCO/TS >7665-2.
Hue A {paspgensl 1-12)
npunoxexuve 0
4 CucTtembl YyrpaB/fieHUa Ka- — A124 — —
4YeCTBOM
4.1 lokyMeHTNpOBaHve MpumeHnvbIe pas-
Aenbl " MYyHKTbI A4l
MCO 13485
42 — — .
OTBETCTBEHHOCTb  PYKO- A4 0.2
BOACTBa
4.3 Pean3aumist npoaykra MprMeHnMble pas-
[enbl v NMyHKTbI
MCO 13485 A43
MpuMeHnMIbIe pa3ae-
bl UICO 10012
44  Vi3vepeHusi, aHa/m3 U | lNMpyMeHUMble nyH-
yrydlleHve — KOHTPO/1b | KTbl ICO 13485 Add
NnpofdyKTa, He COOTBETCTBYIO- o
LLiero TpeboBaHUAM
5 OnucaHne CTepuIn3yroLLe- — 5 —
ro areHta
5.1 CTepunmsytoLLmii areHT — 51 —
52 MwukpobounaHaa  adodoek- — A5 5.2 —
TUBHOCTb "
53 BoagelictBe Ha Marte- — 53 —
pvan
5.4 3konornyeckye thaktopb| — 54 —
6 OnucaHve npouecca WU — 6 —
obopyoBaHVA
6.1 Mpouecc — 6.1
6.1.1 06 o
1. ee — 1.
- ot 031
6.1.2 [lpoueccbl C HacblILLEeH- — 6.1.2
HbIM Mapom
13 N - — 1.
6.1.3 [lpoueccbl € ynakoBaH AB 6.1.3 D31
HbIMW NPOAYKTammu
6.2 O60pyaoBaHVe — 6.2 D.3.2
7 OnpeaeneHvie Npoaykra MCO 11607-1 A7 7 D4
MCco 11607-2
NCoO11737-1
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OKoHuaHve
Ocobble coobpa-
COOTBETCTBYHO- CooTBEeTCTBYHOLLME N SIS
e ykasaHus yKa3aHWA 1 pasb- OTHO CI/I)T SIILHO
HopmatuBHbI p3blen.'myMKT LiTvpyembie cCbikv N pasbsCHeHUs SCHEHWS & OCHOBHOM i
a 1CO 17665-1:2006 a 1CO 17665-1:2006 K ICO 17666- Tekcre YHPOKACHN 3fipa-
BOOXpaHeHus a
1 2006. npunoxe- NCOITS 17666-2 HCOJ TS 17665-2
A enbl 1-12 '
He (pasa ) npuioxeHve 0
MCO 17665-1 npwo-
»eHna B.C.D
MCO 11138-1
MCO 11138-3
8 OnpeaeneHvie npoLecca MpyMeHnMbIe YacTn A8 8 D5
MCO 11140
NCO 11737-1
NCO 11737-2
MCO 17664
9 Barblgaums — 9 0.6
9.1 O6Luee — 9.1 -
9.2 AtTectauys MoHTaxa (tO) — 9.2 —
9.2.1 O60pyaoBaH/e — 921 —
9.2.2 YcTaHOBKa — 922 —
9.2.3 Pabota — 923 —
A9
9.3 ATrectaums  oyHKUMOHU- — 9.3 D.6.1
poBaHus (OQ)
9.4 ATTecTaupsa aKkcnyatu- nco 17665-1:2006. 94 D.6.2
pyemoro obopyaosaHus (PQ) npwioxeHns B. C n D
EH 285
95 AHawm3 u yTBepKaeHve — 95 D.6.3
Ba/mMaaLmMn
10 TekylWini  MOHWUTOPUHT W — A. 10 10 D.7
KOHTPO/1b
11 BbInyck npogykuun nocrne — A1l 11 0.8
cTepwzaumn
12  TlMopmepxaHve  3dhdpek- — 12 09
TUBHOCTM MpoLiecca
121  [emoHcTpaums  Herpe- — 121 —
PbIBHOW 3dhcheKTMBHOCTY
12.2 MoBTOpHast Ka/IMGpOBKa — A12 12.2 09.1
123 TexHudeckoe OOCIYXU- — 12.3 0.9.2
BaHvie 060py0BaHVIA
12.4 MNoBTOpHas OLIeHKa — 124 09.3
12.5 OueHKa 3MeHeHUiA — — —
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Mpunoxexve A
(cnpaBo4Hoe)

CBefieHns 0 COOTBETCTBUM CChINIOYHbIX MEXAYHAPOAHbIX CTaHAAPTOB HALMOHA/IbHLIM CTaHAapTam
Poccuiickoin depepauun

Tabnuua JA1

0O603HaueHVe U HaYIMEHOBaHVe COOTBETCT BYHIOLLIEr 0 HAaLMOHa/IbHOIro

0O603Ha4eHme CCbITOHHOTO CreneHo co-

Mex/ayHapoaHOro ctTaHaapTa OTBETCTBUA CTaHgapTa
MCO 17665-1 0T TOCT P WCO 17665-1—2016 «Crepwmsaums MeOULUMHCKOA  Mpo-
aykuyn. BnaxHoe Terno. Yacte 1. TpeGosaHyss k paspabotke, Ba-

SauMM U TeKyleMy KOHTPO/IO  e[oLeccs  CTepuM3aLm  MeauyLmvH-

CKUIX U3AeNNiA*

CTBVISi CTaHZapTa:
* FOT — MAEHTUYHBIV CTaHaPT.

MNpumeyaHe — B HacT OFILLleVI Ta6J'IVILI,e MCNO/1Ib30BaHO Crieaytollee yc/ioBHoe 0603HaYeHVie CTerneHN COOTBET-
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W3germa  mMepuumHckvie.  TlpyiMeHeHWE  MeHeMKMEeHTa  pucka K MeAVILMHCKUM  U3Oenvism
(Medical devices — Application of risk management to medical devices)

Crepywmsaupss  MeOULMHCKOM — MPoAyKUMW.  XvMUYecKMe  MHAMKATopbl.  PykoBogsluve  yka-
3aHVMA MO OTOOpYy, MPVYIMEHEHWIO W WHTepripeTaumm pe3ynbtatoB (Sterilization of health care
products — Chemical indicators — Guidance for selection, use and interpretation of results)

Annapatbl 1S MOWKu-Ae3vHdpekuyn, Yactb 1. O6wye TpeGoBaHWS, TepMuWHbI,  OMpeaerie-
HUA U uchbimaHusa  (Washer-disinfectors — Pari 1: General requirements, terms and defini-
tions and tests)

Annapatbl AN MolViku-Ae3vHdekupn. Yactb 2. TpeboBaHMS WM METOAbl WCMbITaHWA — anna-
paToB.  MCMOMb3YHOWMX  TEPMUYECKYHO  AE3VMHIEKUMIO  XUPYPIMYECKUX — MHCTPYMEHTOB,  006O-
pygoBaHunA AON1A  aHecTte3nn, MNOWIbHUKOB, 4allek, NpUeMHUKOB, MocyAbl, I/I3,EI'EJ'II/II‘/'I n3 Ccrekna
n 14. (Washerdisinfectors — Pari 2: Requirements and tests for washer-disinfectors em-
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receivers, utensils, glassware, etc)

MotoLLe-ae3vHuLpytolLe  MallivHbl.  YacTb 4. TpebGOBaHVMSA W UCTbITaHWS  MOHOLLIE-Ae3UH-
OULMPYIOLLIMX  MalUMH € XMMUYeCKOW  Ae3vHdpekumeldi  ana  repMosniablibHbIX  SHAOCKOMOB
(Washer-disinfectors — Pari 4: Requirements and tests for washer-disinfectors employing
chemical disinfection for thermolabile endoscopes)

Annapatbl Ana  MOWKu-ge3vHdekumn. Yactb 5. 3arpsasHeHVss Ons  NpoOBefdeHUst  UCTbITaHus
M MeToAbl, AEMOHCTpYpytowme 3dekTMBHOCTL Mok  (Washer-disinfectors — Part 5: Test
soils and methods for demonstrating cleaning Efficacy)

Crepummsaums  MeguUMHCKUX — u3fenvii.  VHdiopmMaums,  npegocTaBfsieMasi  M3rOTOBUTESIEM
ONa 00paboTKM  MOBTOPHO — CTEPWIM3YEMbIX MeAULUMHCKMX u3fenunii  (Sterilization of medical
devices — Information to be provided by the manufacturer for the processing of resteriliz-
able devices)

Be30nacHOCTb  S/IEKTPUYECKMX  KOHTPOJIbHO-M3MEPUTENIbHBIX — MPMGOPOB 1 NlaGOPaTOPHOrO
obopygoBaHusa.  Yacte 2-040. [onosnHuTenbHble TpeGoBaHWA K CTepwiMsatopaM W MOeu-
HbIM  [esnHdpekTopaM, MpUMEHseMbIM /19 0O6paboTKM  MeaMUMHCKUX — MaTtepuanoB  (Safe-
ty requirements for electrical equipment for measurement, control and laboratory use —
Part 2-040: Particular requirements for sterilizers and washer-disinfectors used to treat
medical materials)

Crepywmsaups.  MNogoBble  cTepwivzatopbl. bonbluve  ctepuwmsatopbl  (Sterdizabon —
Steam sterilizers — Large sterilizers)

Cuctembl Hebuonoruveckve A7 UCMOMb30BaHUS B cTepuwam3atopax. Yactb 5. Tpebosa-
H/S K WHOVKATOPHbIM CUCTEMaM W UCTIbITyeMbIM 06pa3uaM A1 UCTIbITaHUs]  XapaKTepUCTUK
MasbIX cTepwmsatopoB Turna B u Ttvna C. (Non-biologteal systems for use in sterilizers —
Part 5: Specification for indicator systems and process challenge devices for use in
performance testing for small sterilizers Type B and Type S)

Matepyasibl 1M cuUCTEMbI [/11  YMAKOBKM  MEOMLMHCKUX  MpUOOpPOB, MpeaHasHayeHHbIX /1S
crepwmzaumn. Yactb 2. YnmakoBka Ana  crepwwsaumn. TpeGoBaHVMSt W MeToAbl  UCTbIraTii
(Packaging materials and systems for medical devices which are to be sterilized — Part 2:
SteriUzalion wrap — Requirements and test methods)

Matepyasibl 1M cUCTEMBbI [/11  YMAKOBKA  MEOMLMHCKUX  MpUOOPOB, MpeaHasHayeHHbIX /1S
crepwmsaumm. Yactb 3. Bymara /19 W3rOTOB/IEHVS OyMadkHbIX MMAKeToB (TEXHUYECKME YyC-
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