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BeeneHue

B cootBeTCcTBUM ¢ TpeOOBAHUAMH MEXAYHAPOAHBIX CTAHIAPTOB IIPH IIOCTaBKE CTEPUIBHOH ITPOLYK-
IUU JOMOJHATEIBHOE MUKPOOUOJIOIMUECKOE 3arpsSI3HEHUE MeAULIMHCKMX U3LEeNUN OT JIOOBIX UCTOYHUKOB
NOJDKHO OBITH CBEACHO K MUHUMYMY BCEMHM JOCTYITHBIMU CpeAacTBaMH. [laxe npu MpoOrU3BOACTBE U3NENUi
B CTAHIHAPTHBIX YCJIOBUSIX B COOTBETCTBMU ¢ CHUCTEMOM KadectBa MCO Ha HUX JO CTEpWIM3ALMU MOLYT B
MaJIbIX KOJHUYECTBAX HAXOOUTHCS MUKPOOpPraHuM3Mbl. Takue u3nenust HectepwibHbl. llenp creprin3anuu
COCTOUT B TOM, YTOOBI YHHYTOXUTHL MUKPOOHOJIOTMYECKMEe KOHTAMUHAHTEL ¥ TaKUM 00pa3oM IIpeodpa3o-
BaThb HECTEPHWIbHBIC U3HEJIHNS B CTEPHJIbHEIE.

YHUYTOXECHHE MUKPOOPraHM3MOB DU3NUECKUMU M XUMUYCCKUMMH METOIAMH, KOTOPHIE UCITOJIb3YIOT-
Csl TIpU CTEPHUIM3ALMH MEOULIMHCKUX U3NEeANH, TOMUHUHSIETCA SKCITOHEHIIHAJIBHOMY 3aKOHY. DTO 03HAYaET,
YTO HEU3DEXKHO UMEETCA KOHEYHAA BEPOATHOCTD TOr0, YTO MUKPOOPraHU3M MOXET BhIKUBATH HE3ABHCHUMO
OT CTEIIEHU NpoBeAcHHON 00paboTKH. s KOHKpETHON 00paboTKHU BEPOSATHOCTE BBUDKUBAHMSA OfpeaeIcHa
KOJITMYECTBOM U THIIAMH MHUKPOOPIraHH3MOB M YCIOBHSAMH HX CYILUECTBOBAHUSA N0 U BO BpeMs 0oOpabOTKU.
ClenoBare/bHO, CTEPWJIBHOCTD J1000ro U3fenus B PAILY W3ACIWM, MOABEPTrHYTbLIX CTEPWIH3AUMH, MOXET
BEIPAXKATHCH TOJBKO B TEPMUHAX BEPOSITHOCTH CYLUECTBOBAHUSA HECTEPUJILHOI'O U3LEIIHS.

TpeboBaHUs K cucTteMe odOecliedeHUMs KayecTBa IpU ITPOCKTHPOBAHHMU/pa3paboTKe, U3rOTOBJIECHUH,
[IOCTaBKe, MOHTaXe U oOciyXuBaHuM Hawtcs B craHmaprax cepuu TOCT P UCO 9000, TOCT P 51536,
['OCT P 51537.

Cragpaptel cepuu ['OCT P UCO 9000 onpenensiior HEKOTOpPBIE POLIECCHI, MCIIOIb3YEMbBIE ITPH
ITPOU3BONICTBE KaK «CIIEIMAIbHbBIEY, THE PE3YABTATHI HE MOTYT OBITH IOJHOCTBIO [IPOBEPEHBI MOCHEAYIOLIUM
OCMOTPOM WJIM UCIBITAHUEM M3Jeusi. CTrepuian3auus sIB/ISIETCSA IIPUMEPOM TAKOI'0 Mpoliecca, IMoTOMY 4TO
3¢ dEKTUBHOCTD IIpolieccd HE MOXET ObITb ITpOBepeHa OCMOTPOM U UCIIbITAHMEM npoiaykuuu. [lo sToi
ITPUYUHE [IPOLECChl CTEPHIIM3ALMM JOJDKHBI TTOABEPraThCs BAIMAALIMU IIEPE] UCITOJIb30BAHNEM, A BbIIOJI-
HEeHUE Iipolecca IOJIKHO IMOCTOSHHO KOHTpoavpoBarbcsi. M3roTrosjeHHE CTEPWILHOIO MEIMHMHCKOTO
useansi Tpedbyer BHUMaHUS K NMPOAYKILUM U XapaKTEPUCTUKAM YIIAKOBKH, 4 TAKXKE K METOJAaM CTECpUIIM3a-
LMK, O0OPYIOBAHUIO U CUCTEMAM YIIpABJICHMUSI. '

BaxxHO UMeTh B BHAOY, YTO 3KCHO3UIIMS B NPAaBWJIbHO BAIHIAMPOBAHHOM H TLIATEIBHO ITPOBOAUMOM
[IpoLecce CTEPHWIM3AIINY — HE eIUHCTBEHHBIN daxTop, odecrneyuBaoiui HAICXKHYIO FapaHTHIO CTEPHAIh-
HOCTY IPOHAYKLUMK H COOTBETCTBHUSI €€ CBOEMY HasHaucHUI0. CleayeT y4uThiBaTh M Apyrue (PaxkTophi,
BKJIIOYAst MUKPOOHOJIOrHYecKU cTaTyc (OHOJIOTHYECKYIO HArPY3KY — OMOHATpy3KY) ITOCTYITAIOILETO ChIPhS
M €ro Iocjenymoiliee XpaHeHUEe, KOHTPOJIb 34 COCTOSSHHMEM OKpYXAWINENA cpenbl, B KOTOPOU IIPOTYKIIHAS
U3rOTOBJISIETCSH, COOUPAETCH U YIIAKOBBIBAETCS.

Hacrosiluu¥ cTaHOAPT COLEPXUT TPeOOBAHUS M JAET PYKOBOACTBO (MPpUIOXEHUSI A—D) K BaTHIaIUHU
U TEKYIIEMY KOHTPOJIIO Ta30BOM CTEPUIN3ALMU OKHMCBHIO 3TWJIeHA. Banupauust rnpouenyp CTeprIiM3aliu
[pearnojaraeT, 4ro o0opyaIoBaHHUE COOTBETCTBYET TEXHHUCCKUM TpeOOBAHUAM.

[IpuMedanue— TpeboBaHns o0a3aTeILHON 4YacTH 2TOTIO CTAHIAPTA JOJDKHBI CTPOro BbITTOAHATHCA. Pyko-
BOJICTBO, JaHHOE B IIPUIOXCHHUSIX, SBIsSeTCS HEo0sa3aTeNbHLIM YU HE pacCMarpUBaeTcad KaK HHCTPYKLIMS 110 KOHTPOJIO

ISl ayAUTOPOB.

PyKoBOACTBO, colepxallcecsd B MPUIOXKCHUAX, NACT OOBACHEHH METOHAM, KOTOPhIE CIYXKAT HOCTH-
XKEHHNIO cooTBeTCTBUS TpeOoBaHusIM. Llenp ero — rmoMoys odecrneyuTry ¢auHooOpase IIOHNMMaHsa WU Bbl-
[TOJHEHUS HACTOSIIEro craHmapta. MoryTr HCITOIb30BAThCA U Apyrue MeTodbl, 3P HEeKTHBHOCTD KOTOPbIX B
BBITTOJIHEHH I TpEOOBAHMM HACTOSILEro cCTaHoapTa clAeayeT TIoKa3aTh.
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FTOCYIAPCTBEHHBIHA CTAHIAPT POCCHMUCKOU OEJAEPAILINMU

MEAUIITUHCKHUE U3AEJINA

Bamnanusg ¥ TeKYIIMH KOHTPOJb CTEPHIAH3ANUH OKCHAOM JTHJICHA

Medical devices.
Validation and routine control of ethylene oxide sterilization

Jlarta sseaenns 2002—01—01

1 O0aacTp npumMeHeHns

1.1 Hacrosiiuui craHmapT ycTaHaBIMBAET TpeOOBAHUS M JAET PYKOBOJACTBO I10 BATULAIMU U TEKy-
HIEMY KOHTPOJIIO MPOLIECCOB CTEPWIM3ALMY MEOIULIMHCKUX U3NEJIHA OKCHIOM 3THJICHA.

Ocoboe BHUMAaHUE yaeasieTcst HeOOXOOUMOCTH MPOBEAEHUS CIIELIMAJIBHBIX MCIIBITAHUK Ha Oe3onac-
HOCTb, Ka4eCTBO U 3(PPEeKTUBHOCTb, KOTOPHIC MOIYT HPEBbIILIATD TpeOoBaHUS 4.2 1 MOTYT OBITh HEODXO-
JTUMBI I CIIeIIMAJIBHBIX U3ICITUN.

IIpuMeduyanwue— Hacrogmmit cTaHaapT pacrpoCTpaHsIeTCs Ha CTEPHIN3ALUIO MeIULIMHCKHUX U3nenuil. OH
MOXET IIPUMCHSATHCH U I Apyrom MEOULIMHCKOMN MPOAYKIIHH.

1.2 Hacrosiiui cTaHoapT He pacIipocTpaHsIeTcsl Ha CUCTEMY 00ecIieyeHUSI KayecTBa, KOTOpass UMeeT
BaXXHOE 3HAYMECHUE B YIIPABICHUU BCEMH CTAAUSIMU IpoOIlecca CTEPUIU3ALINHL.

1.3 Hacrosiuuii cTaHgapT HE OIpeleasieT MeToAbl obecrieyeHUss OE30I1aCHOCTH OIeparopa
(cMm. TOCT P M3BK 61010-2-041). Oxcua 3TiUIeHA SAOBUT, IOPIOY M B3pbIBOOIIACeH. B HEKOTOPBIX cTpaHax
CYLLIECTBYIOT IOJIOXKEHUS, YCTAHABRIUBAIOIIUE TPeOOBAHUA K Oe3oIracHoi pabore ¢ OKCHAOM 3TWICHA U K
MOMEIIEHUAM, B KOTOPBIX OH MCNOJB3YETCSI. B HEKOTOPBIX CTpaHAX CYILUECTBYIOT PErjIaMEHThI, YCTAHOB-
JICHHBIE 3aKOHOIATEJIBHBIM IOPSAKOM, Ha IIPEACABHO JONYCTUMBIE YPOBHM OCTATOYHOIO OKCHAA 3TWICHA
B MECIMIIMHCKHUX U3JMENUSIX U TIPOAYKIIAH.

1.4 Hacrosduiuii cTtaHgapT HE OXBATbIBAaeT TEXHOJOIMIO BBEACHMSI OKCHUIA STUICHA WIU CMECceu
HENOCPEACTBEHHO B MHAUBUAYAIBHYIO YIIAKOBKY ITPOAYKIIUU, 2 TAKXKE HEIPEPHIBHEBIE NMPOLIECCH] CTEPUIU-
3aL[UH.

1.5 HacTosuuuii ctaHgapT HE YCTaHABJIUBACT AHAJTUTUYECKUE METOAbBI OIPENEC/IEHUS YPOBHEH OCTAa-
TOYHOTO OKCHAA 3TWieHa WM npoaykKroB ero peakiuu (cm. TOCT P UCO 10993-7).

1.6 Hacrtosaluui crangapTt HE pacpoCcTpaHsIeTCs Ha U3Jeausl, Ha KOTOpbIe HEOIATOTIPUATHO BO3AEN -
CTBYET OKCHJ STWIECHA WJIU IPYTHE OCTATOYHBIC IPOMYKThI OKCHIA 3THJIEHA, BO3HUKAIOUIHE B OITMCAHHBIX
[IpOLIECCaX.

2 HopmaTuBHBIE CCBLIKH

B HacTosIluEM cTaHIapTe UCIOJAB30BAHBI CChUIKU HA CIEAYIOLIME CTAHIAPTHI:

'OCT P UCO 9001—96 Cucremsl kauectBa. Mozneab obeciedeHUsI KAaYeCcTBa IIPHU MPOSKTUPOBAHUH,
pa3padoTKe, MPOU3BONCTBE, MOHTAXE U OOCIYXKUBAHUU

[TOCT P UCO 9002—96 Cucremnl kayectBa. Mopesp obecrieyeHUsT KauyecTBa IpU IMPOU3BOJACTRE,
MOHTAXE M O0CITYKUBAHWUU

[TOCT P UCO 10993-7—99 HUznenusa mequnuHckue. OLeHKa OHOJIOrHYECKOro AeMCTBUA MEIUIIH -
ckux uzgeanu. Yacrtp 7. OcTtaToyHOE COMEPXAHUE OKHMCH 3THICHA I10C)IE CTEPUIU3ALUN

'OCT P UCO 11138-1—2000 Crepunmzauusa MeTULIMHCKONU MpOAYKLIMU. buosornyeckue MHIMKA-
Topbl. Yacts 1. TexHnueckue tpeboBaHuUsg

N3namme opunuaIbHOE
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I'oCT P UCO 11138-2—-2000 Crepunuszauua MEeAULIMHCKON NpOXYKLUMH. bHoMOrnyecKkue UHIUKa-
Topbl. HacTth 2. buonoruyeckne WHIMKATOPHI IS CTEPWIM3ALMH OKCHAOM 2THICHA

UCO 9004—94* ¥YnpapjieHUe KayecTBOM U 3JIeMEHTHI cucTeMbl KadyecTtBa. Yacth 1. PykoBoncrsa

[OCT P M3BK 61010-2-041—99 3SnexrpoobopyroBaHUE 1151 MPOBEACHUS U3MEPEHUMN, YTIPABIEHUS
U JnadopatopHoro ucrojs3oBaHug. Yactb 2-041. YacTHble TpeOoBaHMA K MApOBBIM aBTOKJIABAM LIS
00padoOTK1 MEAULIMHCKUX MAaTEPHANIOB M IS T1aOOPAaTOPHBIX MMPOLIECCOB

I'OCT P 51536—99 Cucremnl kauectBa. U3penuss MenuuuHckue. CrienuanibHble TpeOOBaHMSA I10
npuMmerHeHuio 'OCT P UCO 9001—96

['OCT P 51537—99 CucreMbl kavectsa. Magenusi meauiimHckue. CrielpaibHble TpeOOBAHUSI TIO
npumeHeHuio T'OCT P KCO 9002—96

3 Onpenenenus

B HacrogmeM craHmapTte TPHUMEHSIOTCS CJIeAyIOllMe TEPMUHBI C COOTBETCTBYIOILIMMU OIpeesie-
HUSIMMU:

3.1 aspamma (aeration): Yactb mpouecca cTepuau3alidd, B XoA€ KOTOPOM OKCHUI ATWIEHa WU/WIN
MPOIYKThI €0 peakium 1eCOpOUPYIOTCS U3 MEIULIMHCKOTO U3AECJIUSL 10 JOCTHXEHUS 3aJaHHBIX NpeAeIbHbIX
YPOBHEH.

[IpyuMeyaHue— 3D1a npoueaypa MOXET ObiThb BHINIOJHEHA B CTEpWIM3ATOpPE M/WIKM B OTICIBHOM KaMepe
nnbo B clieliManbHOM TNOMENIEHHHN.

3.2 30Ha a3pamMu (acration area). KaMepa win NoMelIEHUE, B KOTOPOM MPOUCXOIUAT a3paliusl.

3.3 omonormvecknit nuaukarop — BH (biological indicator — Bl): I'oToBblif K IPUMEHEHHIO HHOKY-
JIMpOBAHHBIM HOCUTEIHL B IIEPBUYHOM YIIAKOBKE, ODECIICYHMBAIOUIUYN ONPENCJICHHYIO PE3UCTEHTHOCTDh (YC-
TOMUYHUBOCTH) K KOHKPETHOMY PEXUMY CTEPWIU3ALIUH.

3.4 gkaaubposka (calibration): CpaBHeHME H3IMEPHUTEIBHOM CHCTEMBI WM IIpUOOpa HEU3BECTHOM
TOYHOCTH C HU3MEPUTEJHBHOM CHUCTEMOM HIM IPpUOOPOM H3BECTHOM TOYHOCTH (IPOCIEXUBAEMOM [0
HAUMOHAJIBHOIO 3TAJIOHA) C LIEJbI0 OOHAPYXEHHUS, YCTAHOBJIEHHWSI COOTHOUWIEHUH, NOKYMEHTUPOBAHUS Wi
YCTPAaHEHUS PEryJIMpOBaHUEM JIIOOBIX OTKIIOHEHHUW OT 3aJJaHHLIX HOITYCKOB MPOBEPSIEMON M3MEPUTEIBHOM
CUCTEMBI WK ITpudopa.

3.5 kamepa (chamber): ITpocTpancTBO CTEpHIN3aTOPA, B KOTOPOM Pa3MELIAOTCS U3IEIIMS, IToAJiexa-
1E CTECPWIU3ALIUHM.

3.6 KOMHCCHOHHAA NPOBEPKA; ATTECTANMSA YCTAHOBACHHOr0 000pyaoBanusa (commissioning; installation
qualification): IlonydyeHne u NOKYMEHTAJIbHOE IIOATBEPXKICHME TOro, 4To 0OOpPYIOBAaHHE MOCTABICHO U
YCTAHORJIEHO B COOTBETCTBMH C TEXHUYECKMMU TPEOOBAHUSIMU U PYHKIIMOHUPYET C 3aJaHHBIMHU T1apaMET-
paMM IIpU KCITOJb30BAHUM B COOTBETCTBUU C MHCTPYKLMAMU IO SKCIUIyaTallAM (CM. TAKXKE «BaJTMOALIUSI» ).

3.7 xonauumonupoBanue (conditioning): O6paboTka MPOAYKIIMHK B paMKax IIMK/IA CTEPWIN3ALIMNA, HO
A0 IMoJAa4Yy CTEPWIM3YIOILECIO AreHTa ¢ LEJIbID JOCTHXEHUA €10 HEOOXOOUMOM TeMIIEpaTYPhl U BJIAXKHOCTH.
JTa 4acTh HMKIIA CTEPWIU3ALUU MOXET ObITh BHIMTOTHEHA ITpHU aTMOCHEPHOM JABJICHUU WIHX [10J BAKYYMOM
(CM. TAKXKE «IIpeABAPUTEIIBPHOE KOHIULIMOHUPOBAHUE ).

3.8 3aBepmenme nmuKia (cycle completion): MOMEHT nocjie OKOHYAHWST LIMKJIA CTEpUIM3ALMM, KOra
CTEPITU3YEMAs] 3arpy3Ka TOTOBA K YIOAJICHHUIO U3 KaAMEDHI.

3.9 Bpemsa JKCHO3MIHMM (exposure time): BpeMsi, B T€YeHHE KOTOPOro B KaMepe CTepuaIu3aropa
NOJAEPXUBACTCS B YKA3aHHOM JHara3oHe TeMIIeparypa, KOHLUECHTpALWs CTEpUIA3YIOLIEIO arcHTa, J1asije-
HHUE K BJIAXHOCTS.

3.10 opommiBka (flushing): Onepanys, npy KoTopoyr CTePpWIN3YIOUIUM areHT yIajJseTcs U3 3arpy3Ku,
a TAKKe U3 KaMEPH.I:

a) MHOIOKpPATHOH HOIOJHUTENBHOM IojadYed (UWIBTPOBAHHOIO BO34yXa WIA HWHEPTHOrO rasa H
3BaKyaled U3 KaMepbl UIN

b) HenpepbIBBOK IPONYBKOM (PUILTPOBAHHBIM BO3AYXOM WIM UHEPTHBIM Ta30M uepe3 3arpys3kKy U
KaMepy.

3.11 MuoKy/mpoBaHHbIH HOcHMTEJ b (inoculated carrier): HocuTtenn, HA KOTOpBIM OBUIO IMOMELIEHO
OIIpeJieIcHHOE KOJHYECTBO TeCT-MUKPOOPraHU3MOB.

* MexnyHapoaHble crannaptsl — B0 BHHUHWKHW lNoccranpapra Poccum.
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3.12 Menunumckoe u3neane (medical device): MHcTpyMeHT, anmnapar, npudbop, Matepyan Wiu Jo0oi
APYrod MpeaMeT, UCHOoJb3yeMbie OTASALHO WIM B COYETaHMM, BKIIKOYAd [pOrpaMMmHoc obecreyeHue,
HeoOXOAMMOE IS UX MPABWJIBHOIO MPUMEHEHUS], KOTOPbIE IpeaHa3HayYeHbl H3rOTOBUTEIEM K UCIIOIB30-
BAHUIO JUIS YEJOBEKA B LEISX:

- IMATHOCTUKU, NNPOPUIAKTUKH, HAOTMIOOCHHUS, JIEYEHUST WIM 00JIeryeHUsI 00JIe3HH;

- IMATHOCTUKM, HAONIOACHMS, JIeYeHUst, OOJIEerYeHUS WIM KOMIIEHCALIUY 1PV TpaBMaxX WiV UHBAJIUI -
HOCTH;

- UCCJIEJOBAHMS, TIEpeCcaikKyi WIH MOTUPHUKALIUK OPraHOB WIK (PUIUOJIOTUUECKUX ITPOLIECCOB;

- KOHTpOJIA 3a4aTtus,

1 HEe OKas3bIBAOIIWE CBOETO0 OCHOBHOTO IEHCTBHA BHYTPH WIM CHaApyXM 4Ye€JOBEYECKOTO OPraHU3Ma C
[TOMOILBIO (PApMAKOJIOTHYECKUX, UMMYHOJIOTHYECKHUX WM META0OJIMYECKUX CPelCTB, HO (PYHKLUHMOHUPO-
BAHUIO KOTOPBIX TAKME CpelICTBa MOTYT CIIOCOOCTBOBATD.

3.13 BBIDYCK IO 3HAYEHHAM napaMerpoB (parametric release): IlpH3HaHUe NMPOAYKIIUU CTEPUIBHOM, B
OCHOBHOM, I10 3HAYCHUAM (PU3NYECKUX U/MIN XUMHUYECKUX NapaMeTpOoB IIpollecca, a He 110 pe3yjbTaTaM
HCIILITAHUKM 00pa3LoB WK OMOJOTHYECKMM MHIMKATOPAM.

3.14 arrecramua IkcIayaTHpyemoro obopyaosannd (performance qualification): OlLieHKa U TOKYMEH -
TAJILHOE IMOATBEPXKICHUE TOr0, YTO 000ODPYIOBAHHUE ITPOBEPEHO M OYAET ITPOU3BOJUTD [TPUEMIAEMYIO NPOAYK-
[UI0, €CJIM OHO DJKCIUIYaTUPYETCA B COOTBETCTBHM C TEXHHUYECKUMH TpeboBaHUSIMU (CM. TakKxKe
«BaTUIaL US> ).

3.15 npeasapuTenbHOEe KOHAMIMOHMPOBaAHHE (preconditioning): O0paboTKa U3oeauid 10 IUKIIA CTePU-
JU3AIIMY B CIIELMAJIBHOM IIOMELIECHUM WM KaMepe CTepWIN3aTopa C LEJIbIo JOCTHXKEHUS 3amaHHBIX
3HAYEHUH TeMITepaTypbl U OTHOCUTEIBHON BIAXHOCTH (CM. TAKXKE «KOHIAUIIMOHUPOBAHHE»).

[IpuMedyaHnue— ITa yacTb HMKIA CTEPWIM3ALMM MOXeT ObiTh BBHITIONIHEHa NPH aTMOCHEPHOM JaBiCHUM
WJIHA TOA BaKYYMOM.

3.16 30Ha nmpenBapHTENBLHOrO KOHIMNMORMpPOBAHUA (preconditioning area): Kamepa wiu noMeiieHue,
B KOTOPOM MNPOBOAUTCS IPECABAPUTEIBHOE KOHIMIIMOHUPOBAHKE.

3.17 ycrpoiicteo n18 HcenbiTanuda 3¢d¢exrusHocTy mpouecca (process challenge device): OOBexT,
MOICJIUPVIOUIMI caMble TUIOXHE YCIOBHUSI, CO3JaBaeMble [UISI CTEPUIIU3VIOLIEro areHra (CTepUIM3VIOLIMX
ar€HTOB), NEUCTBYIOLIEro (IeiCTBYIOINX) HA CTEPWIN3YEMbBIE U3NECTHS.

[IpuymMeuaHus

1 YcrpouicTBO MOCTpOSHO Tak, YTo OMOJOIrHYeCKUl MHAMKATOp pacrionaraercs B Mecre, Haubosiee TpyIHOM I
IIPOHUKHOBEHHUSI CTCPMIIM3YIOUIETO areHTa. KoHCTpyKLMST ycTpolicTBa miasl HUCIbITaHUs 23QPdeKTUBHOCTH Ipolecca
3aBUCHUT OT XapaKTepa IpeIMETOB, KOTOPBIE JODKHBI ObITh CTEPpHIM30BaHbl, H METOOUKH CTEpWIM3allHU. buonoruyec-
KHH MHIWKATOPp HE JOJXEH OKa3bIBaTh BO3ACHUCTBUA Ha YCTPOMCTBO IS UCTbITAHUSA 3PP EXTUBHOCTH IIpollecca.

2 B Hekoropbix ycTpoiicTBax Mg UCIbITAHWA 3h@dEKTUBHOCTH Npolecca HHOKYJIHPOBAaHHBIA HOCUTE/Ibh MOXET
WCITOJIL30BaTbCA BMECTO ODMOJIOTMYECKOT0 MHAMKATOPA.

3.18 paspaborka nmponecca (process development): JlokymMeHTHpOBaHHAasI IporpaMMa U3ydeHus IIpo-
[Hecca CTepUWIM3aLMY, KOTOpasl BBIITOJIHAECTCS, YTOOB! OIPEUE/NTh, KAKNE OTPaHUYCHHUS HAa HEro OKa3biBaloT
IIPOMYKIIMS/VIIAKOBKA/3arpy3Ka 1u/Miu o0opyaoBaHUE.

3.19 cosmecTHMoOCTH Npoaykumu (product compatibility): CriocoOHOCTB Mpolecca CTepUIN3aliy I10-
JIy4aTh HYXHBIE Pe3yibTaThl 0€3 BPSIHOro BIUAHMUS Ha ITPOIAVKLIHIO.

3.20 konTtposbHaa 3arpy3ka (reference load): OnpeneneHHas CTepHIN3ALUOHHAS 3arpy3Ka, KoTopas
[IpeCTABISIET HAUDOoJIEe CIOXHOE COYETAHUE IMPOAYKIIMHU It CTEPpUIIM3ALIUN.

3.21 pesanupammsa (revalidation). KoMIUIeKc HOKYMEHTHPOBAHHBIX MPOUEAYP IISL NMOATBEPXKIOCHUS
paHee INPOBEACHHOMN BaJIMITALMM.

3.22 noMemenme (room): OrpaHHYEeHHAasT 30HA, I'Ie OMHOBPEMEHHO MOXET OBITH ITOMEILLIEHO OOJIbLICE
KOJUYECTBO MPOAYKIIUY, YEM B CTEPHUIM3ATOPE (CTEpHIN3ATOpPaX) €AMHOBPEMEHHO.

3.23 craana BBEeAECHHA cTepuam3syomero areHra (sterilant injection stage): Ctaausi, HAYUHAIOLWAACS C
MOMEHTA I€PBOro BBEACHUS CTEPUWJIMNIYIOILEro areHTa B KaMepy M BCEeraa OKaHUYMBAIOLIASICS, KOrjaa HeoO-
XOOUMOE NABJICHUE NOCTUTHYTO.

3.24 Bpems BBEIECHHS CTEpHAM3YyIOmero areHra (sterilant injection time): I1poao/OKMTEIBHOCTD CTaIHU
BBEACHUS CTCPUIIN3YIOLUErO areHTa.

3.25 Bpems ynajienHs CTepuamM3ymomiero arenra (sterilant removal time): YacTp HuKiIa cTepUIH3aLUH,
KOTZA CTEPWIM3VIOUIMH areHT yaaifaeTcsl U3 KaMephbl U U3 CTeEPWIN3YeMOMN MPOIYKUNU, HO HE0o0g3aTeIbHO
[TOJIHOCTBIO J€COPOUPYET U3 OTACHBHBIX BUIOB IIPOAYKLUMN (CM. TAKXKE «a’palius»).
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3.26 crepmabnocTb (Sterility): OTcyTcTBHE XU3HECHOCOOHBIX MMKPOOPTAaHU3MOB (CM. «CTEPHIH3a-
LUS»).

I1 pyMeyan e — Ha npakTuxe HEBO3MOXHO JOKAa3aThb a0COMIOTHOE OTCYICTBHME MUKPOOPTaHHU3MOB.

3.27 crepnabhbiii (Sterile): He comepXammu XU3HECIIOCOOHBIX MUKPOOPTraHN3MOB.
3.28 crepunm3zanma (sterilization): BamuoupoBaHHBINA IIpolecC 1L OCBOOOXICHHA IPOAVKLHH OT
XU3HECTTOCOOHBIX MUKPOOPIraHU3MOB.

IlpumMedanue — Ipupoaa rnbesu MHKpOOPraHH3MOB B IIpoLieCCe CTEPMIH3AIHU OMMChiBacTCA IKCIIOHE-
HIaabHOM PyHKIMEH. I1103TOMY MOXHO FrOBOPUTD TONBKO O BEPOSITHOCTH ITPUCYTCTBUSI MUKPOOPraHU3MOB Ha 11000,
OTHAEIbHO B3ATOM ¢TUHHLUE ITPOAYKLMM. BepoaTHOCTE MOXET OBITH OUYECHBb MAJIOH, HO OHA HUKOXIA HE MOXET PABHATHCA
Hymo. BepositHocTh MoxeT OBITh BEIpaXkeHa B BUle YPOBHA obecriedeHMs crepwibHocTH (YO).

3.29 yposenn obecnedenusi crepuabHocTH — YO (sterility assurance level — SAL): BepositHocTh Ha-
YU XKU3IHECIIOCOOHOI0 MUKPOOPraHyu3Ma Ha eIUHUIIE ITPOAYKLMU MOC)Ie CTEPWIN3ALIIH.

IlpuMeuan ue— YpoBeHb CTEpMIBHOCTH OCRIYHO BhIpaxaercs Kak 1077

3.30 muxn crepuam3ammu (sterilization cycle): O0padoTka B repMeTHYHOM KaMepe, BKIIOYAIOIAs
yaajieHUe BO3[yXa, KOHAULUMOHMPOBAHUE (IIpU' UCITOJB30BAHMM), BBEICHUE CTEPUIIMIYIOIIEIO are¢HTa, BhbI-
HEePXKY B OKCHAE TWIEHA, YIAUIEHUE OKCHUIA 3TWIEHA U IIPOMBIBKY (TIPH MCIIOJIL30BAHUN ).

3.31 crepmumiyemas 3arpy3ka (sterilization load): IlpeaMersl, KOTOpBI€ HOJDKHBI CTEPHUIU3OBATHCS
OIHOBPEMEHHO B OMHOW M TOHU XKe KaMepe CTepuausaTopa.

[l puMeuyaHue— CreprmmsyeMas 3arpy3ka MOXeT BKJII0YaTh 00JIblile YeM OIHY IMPOM3BOACTBEHHYIO CEPHIO
WIX TIapTHUIO.

3.32 mnponecc crepum3amun (sterilization process): Bee cragnu, Koropele TpeOYIOTCSI, 4TOOBI BbIIIOJI-
HUTh CTEPWIM3ALUIO, BKIIOYAS ITpeABAPUTEIBHOE KOHIULIMOHUPOBAHUE (ECIH UCIIONB3YETCS), IIUKII CTe-
PWIM3ALKN U a3paLMIO.

3.33 mone3nblit 00beM Kamepnl crepuam3atTopa (usable sterilizer chamber volume): Mecto BHyTpH
KaMephl CTEPUWIM3ATOPA, KOTOpOe He orpaHuueHO PUKCUPOBAHHBIMUY WIHN CheMHBIMU YaCTIMH (IIOLOOHAMH
H T. II.) ¥ KOTOpOE ABJISIETCS, CJAeNOBATEABHO, NOCTYHHBIM IS pa3sMElleHUs 3arpy3ku. OHO onpeacasercs
BLICOTOM, INUPUHOU U TJIYOMHOM.

3.34 pamamamua (validation): /JlokymMeHTUpOBaHHAasi rnpoueaypa IIOJY4EeHUSI, IIPOTOKOJUPOBAHUA U
MHTEPIIPETALMM PE3YJIbTAaTOB, HEOOXOAMMAIX /ISl AEMOHCTpPAaLlMA TOro, YTO IIPOILIECC HEU3MEHHO OAeT
NPOLYKIIHIO, COOTBETCTBYIOILYIO OIPEAEICHHBIM TEXHUUYECKHUM TPeOOBAHUSIM.

IlpumMeyan e~ Bamnpalyma paccMarpruBacTca KakK €IMHDBIHA ITPOIIECC, KOTOPBIiA COCTOMT U3 KOMUCCHOH-

HOI TIPOBEPKHU M aTTECTALMU 3KCIUIyaTUpyeMoro obopyaoBatusa. COOTHOLUECHUA MeXIY 3TUMH ITOHSTUAMHU ITOKA3aHbI
HITXKE.

Banugayus
KomuccuoHHasn ATTecTrauusa KCcnNyaTtnpyemoro
npoBepka obopyaosanus
ATTEcTauus IKCnnyaTMpyemoro ATTEecTauus skcnnyaTupyeMoro
obopynosaHusa no dmavvyeckum  0bopyaosaHna no muxpodbuonornieckim
XapaKTepucTuKam XapakTepucTuKkam

4 OcuoBHbBIC HOJIOXKECHHA

Iopnexamue CTepuIM3aLMA MeJULIMHCKHNE U3NEAUS JOJDKHEI OBITh U3rOTOBJICHEBI B YCJIOBUSX, TapaH-
THPYIOIIMX, YTO UX OMOHArpy3ka OyaeT Bcerna HU3KoM. /ISl BBIITOJHEHMS 3TOTr0 TpeOOBAaHMUSA HEOOXOAUMO
HCIIONB30BaTh cucTteMy kKayectBa, cooTBeTcrBylolyio [OCT P UCO 9001 wm [T'OCT P UCO 9002.

JoXyMeHTUpPOBAHHEBIE IIpOLICAYPbl MU UHCTPYKIIMU, TPEOyeMbi€ COTIJIACHO HACTOSIILUEMY CTAaHOAPTY,

caenyet 3¢ peKTUBHO BHeAPSTH B coOTBETCTBMHU C TpebosanussMu 'OCT P UCO 9001, T'OCT P UCO 9002,
[OCT P 51536 u T'OCT P 51537.

4
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4.1 Ilepconan

JloJKeH OBITh Ha3HA4YeH KBATM(PULIMPOBAHHBIM MTEPCOHAJI, OTBETCTBEHHEIN 32 OOCITYXMBaHUE 000OpPY-
noBaHud (4.4.1), npoBeneHME BAJIMIALIMN, TEKYLIUN KOHTPOJIb IIpoliecca CTEPUWIM3AIIMM OKCUJIOM 3TWIEHA
U BBINTycK npoaykiiiu B cooTtBeTcTBUU ¢ TOCT P UCO 9001 wnu T'OCT P UCO 9002.

4.2 Paspaborka nponecca CTepUIN3aANHNA B COBMECTHMOCTD MPOXYKIHH

4.2.1 Jlo BBEACHUST HOBBIX WIU IPETEPIICBIINX U3MEHEHUS BUIOB IIPOAYKIMH, YIIAKOBKH, CIIocoDa
3arpy3Ky WM IIpolecca CTePHIM3ALUU MMOUICXKAINM BAIMAALUMMA MPOLiecC CTEPpWIM3ALUU JODKEeH OBIThH
OXapaKTepHU30BaH U JOKYMEHTUPOBAH. UTOObI BEIIIOJHUTE 3TO TpeOOBAHUE, CIACAYET UCII0Jh30BATh aHAIO-
T'MYHYIO paHee BAIMIMPOBAHHYIO ITPOAYKIIUIO, VIIAKOBKY Y 3arpy3Ky, [IPOAEMOHCTPHPOBAB UX S3KBHBAJIEHT-
HOCTh. JI100as JeMOHCTpaLUsa 3KBUBAJIICHTHOCTU MO/XKHA OBITh JOKYMEHTUPOBAHA.

4.2.2 Ilpomykuus u yIakoBKa IOJDKHBI O0O€CreyHBaTh JIETKOE YAAJEHHE BO3AyXa M IIPOHUKAHUE
OKCHJIa 3TWIeHAa U mnapa. CneayeTr onpeaeauTbh MECTO B MMPOAYKILIMHU, B KOTOPOM Haubojee TPyaAHO JOCTHYD
CTEPHUIBHOCTH.

4.2.3 JloskHO OBITH IMOKA3aHO, YTO YCTAHOBJIECHHBIM IPOLECC CTEPIIIN3AUMU HEe HapyllaeT PYHKIIU-
OHANBHBIX CBOHCTB MPOAYKIUUH U €€ YITAKOBKH.

4.2.4 Ecau moimxHa moryckatbesl MOBTOpHASI CTEPWIM3ALMS, TO CHAEAYET OUECHUTH MOCIEACTBUS ee
[TPOBEHECHHSI.

4.3 1lponecc crepran3auum

[Ipoiiecc cTepyiM3aliMM JOJDKEH BKJIKOYATH NPEIBAPUTENIbHOE KOHIUIIMOHUPOBAHUE U/WIH KOHIHU-~
LHIMOHUPOBAHME, UMK CTEPHIIM3ALIMU U a3pallHIo.

4.3.1 IlpenBapurenpbHoe KOHIMIIMOHUPOBAHHE U/WIH KOHAULIMOHUPOBAHUE

[IpeasapuresbHOe KOHAUIIMOHUPOBAHUE U/WJIM KOHIANULMOHUPOBAHUE BBIIOJHSIETCS B TEYEHUE OII-
PEIEJIIEHHOTO IeproAa BpeMEHHU, YTOOB! JOBECTH TEMIIEPATYPY ¥ OTHOCUTEJIBHYIO BJIAXHOCTh B 3arpy3Ke I0
3aJaHHOTO 3HAYeHUs (CcM. 3.1).

BiaxxHOCTh BO BpeMsi KOHAULIMOHUPOBAHUS TOJIXXHA CO3/1aBaThCs Togaveid napa B CTepUIN3aATOP.

4.3.2 Huxna crepunusaluuu

LIy cTepyWiIn3alium 10JKeH BKIIOYATD!

a) yIaJeHHE BO3MyXa;

b) KOHIUUMOHUPOBAHUE (ECJAU UCIIONB3YETCS);

C) BBEICHHE CTCPUIMIYIOLIEro areHTa;

d) nmommepxXxaHue yKazaHHBIX YCJIOBHMA BO BpeMS LIMKJIA CTEPHIIA3ALIMU;

€) yoaJleHUE CTEPUIM3YIOUIEro areHTa;

f) mpoMBIBKY KaMepbl CTEPHUIM3ATOPA;

g) BbIpaBHMBAHHE JABJIECHHUS BO3AYyXa B KaMepe ¢ aTMOC(EPHBIM JABJIEHUEM.

4.3.3 Aspauud

st obecriedyeHUs aspaluMy U3NEAHUE KOJDKHO HAXOIOUTHCS IIPU OIPEACHACHHBIX YCIOBUSX B TEUEHUE
olpe/icJieHHOro rmepuoaa (CM. Takxe J.3.4).

Aspanysi MOXET OBITH BBITIOJIHEHA B CTEPWIM3ATOPE M/WJIM B OTAECIBHONM KaMepe WiIU IOMELIEHUH.

4.4 Ob6opynoBanmue

4.4.1 Cnenyer NOKYMEHTAIBHO OQOPMUTH TEXHHUYECKME TpeOOBAHUA K OOOPYOOBAHHUIO, KOTOpPOE
UCIIOJB3YEeTCS JUIS1 CTEPUAU3ALMY OKCHAOM 3TWIEHA, BKIIOYAsT 30HY IIPEIBAPUTEIBHOIO0 KOHIUIIMOHUPO-
BaHUS.

I puMeyaHn ue— Takue Texuudeckue TpeOOBaHUA K KOHCTPYKLMH CTEpUIM3AaTOpPa MOTYT OBITh YCTaHOBJIE-
Hbl MECTHBIMHM WJIH MEXIYHAPOIHLIMKM OpraHaMy WIHM COOTBETCTBYIOLUEH opraHu3anyei o craHaapTu3anvm.

4.4.2 YcnoBusl XpaHCHUS CTEPUIIM3YIOLLETO Ar€HTA 0 U BO BPEMSI MCIIONb30BAHUS NOJDKHbBI rapaH-
THPOBaTh, YTO €0 KAYECTBO U COCTAB OCTAIOTCS COOTBETCTBYIOLIMMHU TEXHUYECKUM TPEOOBAHUSIM.

4.5 Kaauoposka

Jlo;mxkHa 6bITh co3aHa, JOKYMEHTUPOBaHA U MMOANEPXUBaAThcst B pabodyeM cocTossHUY 3P PEeKTHBHAA
CHCTEMA KANTMOPOBKHM BCEX YIIPABJSTIOILNX, [10KA3bIBAIONIVX 11 PETUCTPUPYIOLINX IIpHOOPOB, UCITIOIb3yeMbIX
UL BAIMAALIMY U TEKYLIEro KOHTPOJs MMpolecca CTEPUIM3ALMUA. JTA CUCTEMA J0JKHA COOTBETCTBOBATH
tpedoBaHusM [OCT P UCO 9001 wiu TTOCT P UCO 9002.

4.6 Texnuueckoe 00CayKMBAHNE

4.6.1 [looKHa ObITh OpraHU30BaHa IJIAHOBASI CUCTEMA TEXHUYECKOTO O0CAYKMBaHUA B COOTBETCTBUH
C MUCBbMEHHBIMU MHCTPYKUMSAMHU. JLOMKHLI ObITh ONPEAEeHB U JOKYMEHTUPOBAHDI COUEPXKaHUE U TTepU-
OIUYHOCTh KaXXAOH pabOThI MO TEXHUYECKOMY OOCITYKHUBAHUIO.
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4.6.2 O6opynoBaHue (4.4.1) He DOJKHO UCIIONB30BATHCA JUIA 00pabOTKH MeIULIMHCKUX U3ReIHH N0
3aBepLUEHUS M JOKYMEHTAJIbHOIO OQOPMIIEHHUS BCex paboT 110 TEXHUYECKOMY OOCIYXMBaHUIO.

4.6.3 JlokyMmMeHTallMd IO TEXHUYECKOMY OOCIYXKMBAHMUIO INOJDKHA XPAaHUTBCSI B COOTBETCTBHM C
I'oCT P UCO 9001 unu TOCT P UCO 9002.

4.6.4 Tlopsimox oOCIyXMBAaHHUS, NMPOLENYPbl OOCITYXXUMBAHHUSA WM IOKYMEHTALMs IO OOCIYXMBAHHUIO
JOJIKHBI ITEPpUOANYECKH KOHTPOJIUPOBATHCS YIIOJHOMOYEHHLIM JUILIOM (4.1).

5 Bammnanus

5.1 O0mue NoaoKeHHus

[1pouenypsl BaMaauuu AOKHbBI OBbITh JOKYMEHTHUPOBAHbI, 4 BAJIMAALIMOHHDBIE JOKYMEHTHI JOJIKHBI
xpaHUThCsl B cootBeTcTBUU ¢ T OCT P UCO 9001 wiu 'OCT P UCO 9002.

5.2 KoMHCCHOHHAf mpoOBepKa

5.2.1 Ilpouenypa KOMHUCCUOHHOM IPOBEPKH IOJ/DKHA IMOKA3aTh, YTO TEXHUYECKHE TpeboBaHUS K
000pYI0BAHHUIO JUISI NIPEABAPUTENHLHOIO KOHAULIMOHUPOBAHUS (eCJIM UCIOJb3yeTcsl), 0OOPYIOBAHUIO IJIS
CTEPIIH3ALNY U O0OPYIOBAHUIO IJIA a3pallMH BBIINTOJHEHEI.

5.2.2 KomuccroHHas rnpoBepKa JoJXKHa HAYHHATHCS ¢ KaTHOPOBKU BceH YIIpaBJsiiouleil, MOKAa3bl-
BAIOUIEH U PErUCTPUPYIOLLUEH aIraparypsl iIpolecca CTepuin3aluu.

5.3 AtrecTanmusa 3KCILTYaTHPYEMOro o00pyaoBaHHaA N0 (PU3HIECKMM XAPAKTEPHCTMKAM

).3.1 ATrecTrauMsl 3KcIuiyarupyeMmMoro o0opynoBaHMSA IO PU3MUECKMM XapaKTepUCTHUKAM IOJLKHA
BBIITOJIHATHCS [TPU BBEACHUM HOBBIX WIH IIPETePIIEBIIUX U3MEHEHHUE U3JEINNA, YIITAKOBKH, CI1I0c0o0a 3arpya-
KM, O0OpYyI0OBAHMS WIH [1apaMeTPOB IIpoliecca, €CIIM SKBUBAJICHTHOCTE C PaHEEe BAIMIUPOBAHHBIMM HU3IE-
JIMEM, VIIAKOBKOM WM CITOcOOOM 3arpy3kd HE JeMOHCTpHMpoBajachk. [leMOHcTpanust 3KBUBAJIEHTHOCTH
IIOJIKHA OBITh JOKYMEHTHPOBAHA.

5.3.2 Uzpenue, ucrosbdyeMoe il aTTECTALUM SKCIUTYyaTUPYEMOro o0OpynoOBaHUS [0 PUSHYECKUM
XapaKTePUCTHKAM, JTOJDKHO OBITHh YIIAKOBAHO TAK Xe€, KAK OHO OyAeT YIaKOBBIBATHCS IIPU CTCPWIN3ALIHAH.

5.3.3 MaxkcumMasibHoe BpeMsl, IIpollefllee MEXY 3aBepIICHHEM IPeIBAPUTENBHOIO KOHIUIIMOHUPO-
BaHUS (€CJW OPUMEHSIETCSI) ¥ HAaYyaJoM LMKNA CTEPWIHU3ALMHM JOJLKHO OBbITh YCTAHOBJIEHO U JOKYMEHTU-
POBAHO.

3.3.4 ArrtecTalMs 3KCIUTyatUpyeMoro oOopymoBaHUS I10 (PH3IUYECKHUM XAPAKTEPUCTHUKAM JOJXKHA
JeMOHCTPHPOBATh:

4) 4YTO 10 OKOHYAHUIO YCTAHOBJEHHOI'O BPEMEHHU IIPEABAPUTEIBHOIO0 KOHOAUIIMOHUPOBAHUS CTEPHU-
AWU3aUUOHHAA 3arpy3ka HaxOOUTCHA B IIpelejax 3HAYCHUM TeMIIepatypbl Y BJIAXHOCTU, YKA3aHHLIX B
TEXHUYECKHUX TpeOOBAHUIX HA NPEABAPUTECILHOEC KOHIULMOHUPOBAHUE,

b) 3aBHCHMOCTb MeXIY BJIAXHOCTBHIO U YBEJIMUYEHHEM JaBJeHMsI NOCTYIUIEHHs Mapa;

C) 4TO HNOCTYIUICHHE CTEPHUIM3YIOUIETO areHTa B KaMepy CO CTePHIU3YEMOM 3arpy3KOM NMPpOU3BOAUTCS
B [IpeAesax 3HaYeHUN TeMIlepaTyphbl M BJIAXHOCTH, YKA3aHHBIX B TEXHUYECKUX TPeOOBAHMSAX Ha IIPOLIECC
CTEPUJIHN3ALIUMU;

d) 4To razoo0pa3HbIi CTEPWIMIYIOIIMHM areHT IIOCTYIaeT B KaMEpy CTEPWIU3AaTopa;

e) 4To TeMIieparypa, BJAXHOCTb U ApPYrue napamMeTphbl (TaM, rie OHU HUCIIOJb3YIOTCS) HAXOOATCS B
rpejaeaax 3HayeHUM, YKa3aHHBIX B TEXHUYECKUX TPEeOOBAHMAX HA IIPOLIECC CTCPUIIN3ALINY;

f) 4TO PU3HMYecKre YCIOBHS, YCTAHOBJIECHHBIC IS CTEPWIM3YEMOM 3arpy3ku, IMOIICPXKMBAIOTCSH B
TeYeHUE BCEro BPECMEHH 3KCITO3ULINH;

g) 9TO B TEYECHUE a’pallUU CTEPUIIK3YEMas 3arpy3ka HaxXOXHUTCs B MNpeaejaX yCTaAaHOBJICHHOIO quara-
30Ha TEMITIEpATYpPEL.

5.3.5 TIlocne aspauuy B COOTBETCTBUM C HJOKYMEHTHUPOBAHHBIMHA METONUKAMM HOJDKHBI ObITH OIIpe-
NeJeHBl YPOBHU OCTATOYHOI'O OKCHUAA 3TWIEeHA U/WIH IPOLYKTOB e€ro peakliuu, 4ToObl 10KAa3aTh, YTO 3TH
YPOBHHU [10CJIE a3palliM HUXE YCTAHOBJICHHBIX IMTPENEeIoB.

5.4 ArrecTans 3KCILUIYaTHpyeMoro o0OpyaoBaHMSA N0 MHKPOOMOJOrHYEeCKMM XapaKTepHCTHKaM

5.4.1 ATrecrainmsa 3KCIUIyaTUPyeMoro OOOpYAOBAHUS IO MUKPOOMOJIOTMYECKUM XapaKTEPUCTUKAM
IOJDKHA BBINOJIHATBCA IPH BBEACHHWH HOBBIX WIH IIPETEPEBLUMX USMECHEHWS U3NCIMHI, VITAKOBKH, cl1OCcoba
3arpy3KH, O0OpYNOBAaHUS WJIM IapaMETpoB IIpoliecca, €CIM 3KBUBAJIEHTHOCTL ¢ paHee BAJIMIUPOBAHHBIMU
H3/Ie/IHeM, YIITAKOBKOM MU cIIocoOOM 3arpy3Ku HE IeMOHCTPHUPOBaiach. JdeMoHcTpalinus 3KBUBAJIEHTHOCTH
NOJIKHA OBITh JOKYMEHTHPOBAHA.

5.4.2 CooTBeTCcTBHE OUOJTOTrMYECKMX HHAUKATOPOB J0JMXKHO ObITh YCTAHOBJIEHO U JOKYMEHTUPOBAHO.
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5.4.3 WUznenue, UCMOJB3YyEMOE JUTE MUKPOOUOJIOIHYECKOM OLIEHKK padoThl 00OpYyAOBAHMS, JOJLKHO
OBITE YNIAKOBAHO TAK X€, KaK M Ui CTEPWIU3allHU.

5.4.4 AtTecralMsl 3KCIUIyaTUPYEMOro oGOpYIHOBAHHMS ITO MUKPOOUOJOrHYECKUM XapaKTepUCTUKAM
IOJDKHA JEMOHCTPUPOBATh IKBUBAJICHTHOCTb IIpolecca I CTEPUIN3ALIMUA U3JIEAUMN MHAKTUBALMEH OUO-
aoruyeckux uHaukaropos B coorBeTctBuU ¢ TOCT P UCO 11138-1.

OTH UHIUKATOPB! JOJDKHBI OBITH IOMEUIECHB! B XdpaKTEPHbIE MECTA 110 BCEMY 00beEMY CTEPHIINIYEMOI
3arpy3Ku IIpy YCIIOBUHM BbIOOpA NapaMETPOB LIMKJIIA, IIPUBOASILUX K MEHbILUEHN JETATbHOCTH, Y€M B OOBIYHOH
3KCILIyaTallM4d C T€M, YTOObI IIpU IIPUMEHEHUHN YKA3aHHOIO IMKJIA CTEPUIU3AaLUM JOCTUTANACh rApaHTHUSA
CTEpWIBHOCTHU.

5.4.5 Ecau ycTpoHMCTBO WIS MCbITAHUS 3(PPEKTUBHOCTH [Tpoliecca, MOACIHPYIOIEE U3NETIUE, TOJIK-
HO MCITOJI30BATHCA [IPU TEKYIEM KOHTPOJIE B KOMOMHAIIMU C UHAUKATOPAMU IS CTEPUIN3AIIMU OKCHAOM
3TUJIEHA, TO TOJIKHO OBITH MOKA3aHO COOTBETCTBUE 3TOr0 YCTPOMCTBA CBOEMY Ha3HAYEHHIO.

5.4.6 Mumukaropsl U1 CTEPWIM3ALMU OKCUIOM 3TUJIEHA JOJIKHBI ObITh IOMEUIEHbI B CTEPIIIN3YE-

MYIO 3arpy3Ky J0 ITpeaBapHUTeJIbHOTO0 KOHAUIIMOHUPOBaHNS (eciid OHO MCIIOJb3YETCSsI) U OCTABAThCS TaM B
TedeHUe LUKIIA CTepUIM3aluu.

5.4.7 buwoHarpyska u3gesnsa J0JKHA ObITh YCTAHOBJIEHA U NOKYMEHTHPOBAHA.
5.5 CeuaeTeabCTBO 0 BATMIANMH
5.5.1 BanupauuoHHBIA HpOTOKOJa (OTYET) HOJIKEH OBITH NOKYMEHTHUPOBAH. JaHHBIe LOJKHBI ObITH
ITOAIMCAHEBI JIMIIAMUA, OTBETCTBEHHBIMMU 34 IMOATOTOBKY, PACCMOTPEHUE U YTBEPXIEeHHe ITpoToKoja. Banu-
NAIMOHHBIN MpoTOoKON HomKeH XxpaHUThes cornacHo [OCT P MCO 9001 unu TOCT P UCO 9002.
3.5.2 BanuuauMoHHbIN IIPOTOKOJI JOJDKEH BKJIIOYATh U3LEJIHE, IJ151 KOTOPOI'O IIPOBOJAUTCS BaATHAALIMUSA,
WJIK CChUIKY Ha Hero ¥ JOKyMEHTUPOBAHHbIC TeXHUYECKUE TPEOOBAHMS K ITPOIIECCY CTEpUIN3ALMHA OKCUIOM
3TWIeHA. BanuIauMoHHBIA MIPOTOKOJ JOIKEH TAKIKE BKIIIOUATH CICAVIOIIUE [TapaMeTphl U ICITYCKU Ha HUX:
3.5.2.1 IlpenpapurenpbHoe KOHAMLIHMOHUPOBAHUE (€CTIU UCITOJIB3YETCS ).
a) BpeMsi, TeMIlepaTypa, BJIaXKHOCTD;
b) MUHMMAIbLHASA TeMIIEpaTypa U3Heaud, JONYCTUMAS I Hadasa [IpeaBapuTeSibHOro KOHAXWIUOHM-
pPOBaHUSI;
c) criocod U paslejieHue M3JEIUN B 30HE TPeaBAPUTEIbHOIO KOHIUIIMOHUPOBAHUS;
d) TeMmriepaTypa M BJAXHOCTb CTEPWIN3YeMOMN 3arpys3Ku;
€) MaKCUMAaJbHOE BPEMSI MeXIY OKOHYaHHEM IpeABAPUTEbHONO0 KOHAUIMOHUPOBAHUS U HAYAIIOM
HMKIA CTEPMIIM3ALIHUH.
).5.2.2 KonauuuoHupoBaHue, eciau ucrnoabn3yercd (4.3.1):
a) HavyalabHBbIA YpoBeHb BakyyMa (ec/JIM UCITOJb3VETCs) U BpeMS, 3a KOTOPOE OH JOCTUIACTCH,
b) BpeMs BBIACPKKH ITOLO BAKYYMOM;
C) BpeMsi, TeMIiepaTypa, JaBJEHUE U BIAXKHOCTS;
d) TteMIteparypa U BJIAXHOCTb CTEPWIHU3YEMOM 3arpy3KH.
5.5.2.3 Crepwinsaliui:
a) TIOBBILIEHHE NABJICHUS BO BpeMs I10Ja4U CTEPWJINIYIOLLEIO areHTa, BpeMs Moxadyu CTEPUIIN3YIO-
1LIETO areHTa U KOHEYHOE NaBJeHHUE;
b) KOHLEHTpalUUs oKCHJa 3TWIEHA, oIlpeacsIeHHAsT HE3aBUCUMO OT YBEJIMUYCHHUS JIABJICHUS C HUCI10JIb-
30BaHUEM, IO KpalHEW Mepe, OOHOIo U3 CICAYIOLMX (PpaKTOPOB:
1) Macca UCnosb3yeMoro CTEpWIM3YIOIIETO areHTa,
2) 00BbeM UCIOJB3YEMOro CTePHWIN3YIOUIETO arcHTA,
3) npsgAMoH aHaJu3 rasa B KxaMepe CTEpHUJIN3aTopa,
C) TeMlilepaTypa B KAMEpPE CTEpHIM3ATOopAa;
d) BpeMsl BO3ACHUCTBHUS CTCPUJIM3YIOLIETO areHTa (3KCIIO3ULIKSA);
€) TeMIIepaTypa CTEPIIM3YyeMOH IPOAYKIIMH.
5.5.2.4 Anspanus:
a) BpeMHd M TEMIIEpaTypa;
b) u3sMeHeHMe HaBIGHMA B KaMepe U/MIM IMOMELIEHHM JUIST aspauuu (eciym OHO U3MEHIeTCs)
(cMm. 4.3.3);
C) KpaTHOCTb OOMeHa BO3xyxa WIM JIPYyroro rasa,;
d) Temneparypa aspupyeMoi NpOaYKIIMK;
€) crioco® 3arpy3ky U pasfejcHUe U3AEeTUP B KaMepe WK ITOMELIEHUH Uil aspaliu.
5.6 Pesamananus
5.6.1 Bamunauust ¥ JaHHBbIE JAIO00M Tocienyiollel peBaMIallMy OOJDKHBI [IepecMaTpuBaThes, 10
KpaiHEeN Mepe, eXerofHo, ITpyu 3ToM 00BbEM peBaTMIALMOHHBIX MCCAENOBAHNUMA TOJIKEH OBITh OIIPEACIICH U
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OJOKYMEHTHPOBAH. MeTonNKU IIpOBEePKH BAIHAAIMH H PEBUTHAAIIMH AOJDKHBI OBITH JOKYMEHTHPOBAHBI, 4
pEBAIMOAIIMOHHBIE OTYETHI JOJKHBI COXPAHATHCS.
5.6.2 PepanmaaninoHHBIN oTYET HOJKEH OBITH JOKYMEHTHpPOBAH. OTueT HoJLKeH OBITh ITOAIMUCAH TEM

K€ CaAMBIM YITOJIHOMOYEHHbBIM, KOTOPBIA FOTOBWI, IPOBEPsUT U ITPUHMMAJ IIEPBOHAYAJILHBINA BaAJTMAALIMOH -
HBIA ot4eT (5.5).

6 Ynpamiaenue nponeccoM H KOHTPOJIb

6.1 YroObl MoKasaTh, YTO TEXHUYECKHUE TPEOOBAHUSA K IIPOLIECCY CTEPUIM3AIIMA ObLIH BBIIIOJHEHEI,
cJieIyeT JOKYMEHTUPOBATL M COXPAHSTH NaHHbBIE IS KAXKIOro IIMKNA CTEPWIN3ALMH. OTH JaHHbIC JOJLKHEI
BKJTIOYATh:

a) TeMIlepaTypy Y BJIAXHOCTh B 30HE NpeIBAPUTEIPHOI0 KOHINLMOHNPOBAHUS (€CIIM UCIIONIB3YETCH ),
M3MEPEHHYIO U 3aperdCTPUPOBAHHYIO B MeCTe, e HauboJiee TpyIHO JOCTUYS 3HAYEHUN 3aflaHHEBIX [1apa-
METPOB;

b) BpeMst Hayana ¥ OKOHYAHUS NPEeNBApHUTEIbHOr0 KOHAUIIMOHUPOBAHUS (€CJAHM MCIIOJB3YyeTCs ) IS
KaXI0M CTEPHUIHU3YEMOM 3arpy3Ku;

C) BpEMs Hayaa IMKIIA CTEPWIM3ALUUM CTCPUIN3YEMOM 3arpy3ku,

d) TeMriepaTypy U JaBJICHUE B KaMepe B TeUeHUe IIUKIIA CTEPWIN3ALUK, U3MEPEHHEIE B XapaKTePHBIX
TOYKAX KaMephl;

¢) MNOJATBEPXACHUE TOT'O, YTO ra3oo0pa3HbIi CTePMWIM3YIONINI areHT ObUI ITOJIaH B KaMepy CTEPpUNIU-
3aTOPA;

f) KOJNMYeCTBO HCIIOJIb3YEMOro OKCHIAa 3THJeHA WIM KOHIEHTPALUMIO OKCHUIAa 3TUJIEHA B KaMepe;

g) BPEMSI BKCIIO3ULIHNMU;

h) BpeMsi, TeMIlepaTypy, U3MEHEHUE AABACHUS (€CAU MEHsIETCS) M/WIH KPaTHOCTh BO3AYXOOOMEHA
(ECIIM HMCIIOJB3YETCS) BO BPpeMS a’spaliUy;

1) pe3yJbTaThl UCTBITAHUS WHAUKATOPOB ISl CTEPWIN3AMM OKCHIoM 3TiwieHa (6.3).

6.2 Bce otuersl JOJDKHBI XpaHuThesd B coorBeTcTBUU ¢ TOCT P UCO 9001 mnu 'OCT P NCO 9002.

6.3 MHpukaTopHhl Wi CTEPWIN3ALUKM OKCUAOM 3TUJICHA, pere¢HeparuBHas Cpelda Y YCJIOBHUS KYJIbTH-
BHPOBAHUS, KOTOPHIC OOBYHO HCIOAB3YIOTCS NPHU KOHTPOJAE NpoLEcca CTEPHIU3ALIMU, JOJDKHBI COOTBET-
crBoBath TOCT P UCO 11138-1 u 'OCT P NCO 11138-2.

6.4 Cienyer MpoBOAUTh OLIEHKY OMOHArpy3KU 4epe3 omnpele/icHHbIE UHTEPBAJIHI.

7 BbINYCK NpoxyKIuu

7.1 OObpraubIH BHIMYCK NPOAYKIHH

7.1.1 Cnenyetr HOKYMEHTUPOBATh KPUTCPHUH, MCIIOJb3IYEMBIC JUIS KAXIOH CTEPUIN3YEMOM 3arpyskKH,
110 KOTOPbIM OLIEHUBACTCSI MPOLECC CTEPHMIM3AIMM. BTH KPUTEPUH NOJLIKHBI BKIOYATE:

a) COOTBETCTBUE TPEOOBAHHSAM K (PUINYECKHUM IapaMeTpaM IUKIIA;

b) OTCYTCTBHME pOCTa TECT-MUKPOOPTaHU3MOB HAa WHIMKATOPaX IJI CTEPUIM3allMK OKCUOM 3TWIEHa
rocjie HHKybauuu (6.3).

7.1.2 Ilpomyxivsi mMoLDKHA OBITH MPU3HAHA HETOAHOW U C HEH JOJDKHBI IIPOU3BONUTECS IEUCTBHUA B
cootBeTcTBUM ¢ TOCT P UCO 9001 wn 'OCT P UCO 9002, ecnu:

a) (U3MYECKUIl napaMeTp HUKIa HaXOBUTCS BHE YCTAHOBJICHHBIX JOKYMEHTAMU IIPEJEIOB WIU

b) mobasi KyJabTypa 00paboTaHHOro OMOJOTUYECKOTO HWHAUKATOpA IOKAa3bIBAET POCT TECT-MUKPO-
OpPraHu3MOB.

7.2 Bpiyck 1o 3HaYeHHAM NapaMeTrpoB

Il pyr MedaHue— Hacrogmmii nyHKT nobapisdeT U/ WiKM N3MeHseT TpeOoBaHusA pasaenos 4—6 v nyHkTa 7.1,
KOTNa UCIIONBb3YETCH BHIITYCK 110 3HAYCHWAM NapaMETPoOB.

7.2.1 ArTtecTauus 3KCIuIyaTupyeMoro o6opyaoBaHus 110 MUKPOOMONOIHYECKUM XapaKTepUCTUKAM

B nonostHeHME K 5.4 maercs cienyioniee TpeOOBAHUE: aTTECTAIIUS IKCIUIYATUPYEMOTO 00OpyIOBaHUS
10 MUKPOOUOJOTUYECKHM XapaKTepUCTHKAM NOJDKHA ObITh BBIIIOJIHEHA ONpeIeIe HUEM JIETAIBHOCTH IIHKIIA
metonoM A (7.2.1.1) wm meronom B (7.2.1.2).

Eciu 11g 3Toro rnporecca cTepWIN3ALUA UCITONB3YIOTCA JIPYTUE CTEPWIN3AIIMOHHDBIE KAMEDPBI, KOTO-
pbIE JAIOT TE XE€ caMble MMapaMeTphbl lpolecca, OHU AOJ/DKHBI OBITh IMOJABEPIHYTHI ITOJHOM aTTeCTallMy B
KCIUIyaTaiMy no pusndeckuM XapakTepucTukam Judo:
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a) TeM X€ METOINOM, KakK M [MepBOHAayaJbHasd KaMepa WiH

b) Mcrob3yd YMEHBIICHHBIA O0BEM aTTeCTALMU IKCIUTYaTUPYEMOro o0OpyaoBaHUS 110 MHKPOOUO-
JIOTUYECKUM XapaKTEpUCTUKaM, KOTOPhI JOCTATOYEH 14 [TOOTBEPXKIESHUA TPeOYEMOTI0 YPOBHS JIETAJIbHOC-
TV LUKJIA.

7.2.1.1 Meron A: HOCTpOEHNUE KPUBOU BHIXHBAEMOCTH

JleTasipHOCTh LIMKJIA CTEPWJIM3ALUM ONpEaeasieTcsl ITIOCTPOCHUEM KPUBOHA BBIKMBAEMOCTH C HUCIIOJIb-
30BAHUEM IIPAMOro cUeTa BHDKUBIINX MUKPOOPTraHU3MOB.

Ha xprBoil BBDKMBAEMOCTHU JOJDKHO OBITb HE MEHEE IISITU TOYEK, COOTBETCTBYIOLIMX CTYIIEHUYATOMY
NOBBIILIEHUID BPEMEHM BO3LEHMCTBUS OKCHAOM 3THIEHA, MNpPM 3TOM BCE JpYIrHe IapaMeTphbl OCTAIOTCS
[IOCTOSTHHBIMU. J1OMKHA ObITH olpeleneHa MHULMKAIbHAS KOHTAMUHAIIUA OMOJIOTMYECKUX MHIUKATOPORB
(B HyJIEBOM TOYKE BpPEMEHHU Ha KPHBOU BLIKMBAEMOCTH), KOTOpbHIE OLUIM TONBEPrHYTHI BCEM CTaIUAM
[IUKJIa, KPOME BO3OEUCTBUS OKCHIOM 3THJIEHA.

JlaHHbBIE ITO3BOJISIIOT BBIYMCIUTbL BPEMSI BO3JIEMCTBUS OKCUIOM 3TWUJIEHA, HEODXoauMoe IS TOTO.
4TOOBI JJOCTUYb OMpPENCICHHON BEPOSITHOCTU BbDKMBAHUSA TECT-MUKPOOPraHuU3Ma.

7.2.1.2 Meton B: MeToa oTpHiiaTeIbHOM A0JU

MuauKaropsl sl CTEpUIN3aLNM OKCUIOM 3TWIEHA JNOJXHbI OBITH ITOABEPrHYTHI BO3NEHUCTBUIO OK-
CUIOM 3THJIEHA I[IPU CTYNEHYATOM YBEJINMYEHHUH BpEMEHY 3KCITO3ULIMHU, ITPU 3TOM BCE OCTAJIbHbIE ITAPAMETPbI
JOJIKHBL OCTABATLCH MOCTOAHHLIMU. [lociae BO3aelCTBUS OKCUAOM 3TWIEHA 0o0pa3lbl MMOABEPraoTcs HUc-
[IBITAHUIO NPSAMBIM ITOCEBOM B COOTBETCTBYIOLUYIO ITUTATENLHYIO cpeny. Benercst nmoacyet od6pas3ioB, IoKa-
3aBIUMX OTCYTCTBHE POCTa ITOCJIe HHKYOAIIMY. DKCIEPUMEHT JOJIKEH OXBATHIBATH HE MEHEE CEMU OTPE3KOB
BPEMEHU BO3NEUCTBUA OKCHIOM STWICHA, B KOTOPEIX UMEETCS:

a) He MeHee oJHOro Habopa, rie Bce MPOBEeAcHHbBIE 00pa3lbl TOKA3bIBAIOT POCT;

b) He MeHee 4YeThIpeX HAabOpoOB, IIe€ €cTh 0JIA 00pa3loB, MOKA3bIBAOIIMX POCT (cyeTHast 00JacTh);

C) He MeHee JIByX HabopoB oOpa3lioB, II€ poCcT He HabmomaeTcs.

Bennyuua D MoxeT OBITh pacCyUTaHa, MCXOAsl M3 MOJMYYEHHBIX PEe3yabTATOB C HCIIOJb30BAHUEM
MeTona, onucaHHoro B B.7. Ha ocHoBaHMM BeIuMYyuHBI [ MOXET OBITh PACCYUTAHO BpeMs BO3IECUCTBUSA
OKCHIa 3TWIEHA, HEODXOIUMOE 51 JOCTHIKEHUST YCTAHOBIEHHON BEPOSITHOCTU BBDKUBAHMS TECT-MHUKPO-
OpraHu3Ma.

7.2.2 CBUACTEALCTBO O BAIMAALINHK

TpeboBanue, ykazaHHoe B 5.5.2, 3aMEHEHO CIECAYIOINUM: BATHAAIIMOHHBIN IIPOTOKOJ HOJIKEH CoJlep-
XAaTh JOKYMEHTUPOBAHHEIE TEXHUUYECKUE TPeOOBAHUA K [IPOLECCY CTEPWIM3AIMUA OKCUIOM 3TUIEHA WU
CChUIATBCSI HA HUX. DTU TpeOOBAHUS JOJ/DKHBI BKJIIOYAThH ONUCAHUE KOHQPHUIypallMU 3arpy3Kd Kamepsbl, a
TAKKE 3HAYEHUS CJAECIYIOIUMX NMapaMeTpoOB U INOITYCKMA Ha HUX.

7.2.2.1 IlpeaBapurespHO€ KOHAMIIMOHUPOBAHME, eC/IM UcnoJb3yeTcs (4.3.1):

a) BpeMsl, TeMIIepaTypa U BIAAKHOCTb;

b) MHHUMAJIBbHAS TEMIIEPATYpa NMPOMYKIMH, pa3peLICHHAA JUT TOrO, YTOOBI HAYATh IIPpEeABAPUTEILHOE
KOHIMIITMOHUPOBAHHE;

C) CIIOCOD 3arpy3KM M pasieiieHUe MPOAYKIIMM B 30HE TIPEABAPUTEIBHOTO KOHANIIMOHUPOBAHWS,
d) TeMmrmeparypa ¥ BJIAXKHOCTb KAXIOU CTEPWIU3YEMOMN 3aIrpy3KY;

€) MakCUMaJIbHOe BpeMsl MEXIYy OKOHYAHUEM IpEerBAPUTEABHOIC KOHAUUMOHUPOBAHUSA U HAYANIOM
IMKJIa CTepUIH3ALH.

7.2.2.2 KOHAIUIIMOHUpPOBAHUE, €CIU Ucnoab3yeTcs (4.3.1):

a) HAYyaJbHBIA YpOBEHDb BaKyyMa M BpEMsl, IPUHATOE TSI €0 JOCTHXKEHUS ;

b) BpeMA BBIOCPXKH 1O BaAKYYMOM;

C) BpeMsd, TeMIleparypa, JaBJIeHUE, BJAXHOCTD;

d) TeMriepatypa M BAZXHOCTh KAXIOU CTCPWIM3YEMOM 3arpy3KH.

7.2.2.3 Crepuianzanus:

a) MOBBIIICHUE NABJCHUS BO BpeMs I104AYM CTEPWIUIYIOUIENO areHTa, BpeMs IoJayu CTepHIU3YIO-
ILIETO areHTa M KOHCYHOE JaBJICHUE;

b) KOHILEHTpaUMsi OKCHJA 3TWIEHA, ONpeAc/ieHHass Ha OCHOBAHUM TIPSMOIo aHaiu3a aTrMocgephl
KaMeph!;

C) TeMIiepaTrypa KaMephl,;

d) TteMmneparypa CTEPUIU3YEMOUN 3arPY3KU;

e) KOJMYEeCTBO I10JAY CTEPIIU3YIOLLErO areHTa B TeYeHHWE BPEMEHHM 3IKCHO3MIIUU (KOorna IpH-
MEHSIETCS);

f) BpeMst 3KCITO3ULIUMN.

7.2.2.4 Anpaiius:

a) BPEMS U TEMIIEparTypa;
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b) uU3MeHeHUe NaBJIEHUS B KaMepe WIH B IOMELUIECHUH IUIS adpaluy (ecJd OHO U3MEHSe1Cs);

C) KpaTHOCTH OOMEHA BO3[yXa WIU APYroro rasa;

d) TemMmepartypa CTepWIN3yeMoOM 3arpy3KHu.

7.2.3 Pepanumauus

[TpuBoguTCsl caenywllee TpedboBaHUe B JOMOJHEHHUE K TEM, UTO OAHBI B 5.6.

Pepasiipaliys rnpouecca CTepwin3allMy JOJIKHA BKIIOYATh NOBTOPHYIO ATTECTALIMIO 3KCILTYaTUPYEMO-
ro o6opys0BaHUSA 10 MUKPOOMOTOIMYECKUM XapaKTCPUCTUKAM.

7.2.4 Texyliuil KOHTPOJIb U YIIpaBICHUE

TpeboBaHme, ykazaHdoe B 6.1, 3aMEHEHO CJIEXYIOUIHM.

IHaHHBbIe O KaXIOM LMKJIE CTEPWIM3ALMM MOOJKHBI OBITH 3aperMCTPUPOBaHbl U COXpPaHEHBbI IS
[MOATBEPKACHUSA TOro, YTO BCE TEXHUUECKME TPEOOBAHUSA K IPOLECCY CTEPHIM3ALMU ObUIM BBITIOJHEHBI.
OTH NaHHBIC JOJDKHB!I BKJIIOYATh, IO KpalHEeH Mepe, CleayIolylo UH(POpMALIHIO:

a) TEMIIEpATypy U BIIAXKHOCTH B 30HE IPEABAPUTECILHOTIO KOHAUIIMOHUPOBAHUSA (€CJIH OHO HCIIOJIb-
3yE€TCs) B MecTax, rae HauboJjiee TPyOHO JOCTUYD 3aJaHHBIX [1ApaAMETPOB;

D) TeMIiepaTypy B CTEPWIN3YEMOHN 3arpy3Ke BO BpeMsl MPeJABAPUTENBHOTIO KOHIUILIMOHUPOBAHUS;

C) BpeMs HAYajla U OKOHYAHUS MPEeABAPUTEIbHOIO KOHAULIMOHUPOBAHUS (€CIU HMCIIOJB3YETCS ) IUIS
KaXIOU CTEPUIM3YEMOM 3aIrPy3KH;

d) BpeMs Hayaja LMKIA UISE KaKI0M CTEpWIU3YEMOM 3arpy3KH;

€) BpEMsI, IIpoLIealIece MEXNY OKOHYAaHHEM IIPEeABAPUTENBHOIO KOHAULIMOHHUPOBAHUSA WU HaAYaIOM
HUKJIa CTEpHUAM3ALMUY;

) TeMneparypy B CTEPpWIN3YEMOHR 3arpy3Ke BO BpeMs 1IMKJIA CTEPHIN3ALIUU;

g) BJAXHOCTb BO BpeMSI KOHAMUMOHHNPOBAHMS (€CJAU UCIIONB3YETCS ), OIpPENCICHHAS ITPSIMbIM U3MeE-
PEHUEM;

h) masjIeHHUE B KAMEpe BO BpeMsl LHUKIA CTEpUIN3ALUN,

1) TEMIIEPATYpPy B KaMepe, KaK MMHUMYM, B [IBYX TOYKAaX;

]) TIOATBEPXKIACHUE TOrO, YTO ra3000pa3HBIA CTEPUIU3YIOUIUN areHT ObLUT IMOJaH B KaMEPY CTEPHUIIU-
3aTOpPA;

K) KOHLIEHTPAIUIO OKCHIA STHIEHA B KaMepe, OIPEHeJCHHYIO AaHATUTHYCCKUM METOLIOM;

1) BpeMsi CTepMIM3ALLHOHHOM BbIICPXKH;

m) BpeMsi, TEMIIEPATYPY, U3MEHEHME NaBACHUS (€CIIM KaKOU-JIMO00 NapaMeTp U3MEHSIETCS ) WU (€CIH
UCITOJIBb3YETCS ) NEMCTBUE CUCTEMBI ITPUHYAUTEIBHOM BEHTWISLIMMA BO BpEMS aspallvi;

n) HOATBEPXKIECHUE TOro, 4TO CUCTEMA LUPKYISIUUMU (ITpd HAJIMYMK) paborasa BO BpeMsi LMKJIA
CTEPWIM3AIIHH.

TpeboBaHue 6.3 He NpUMeEHSsIETCs], KOIla UCIIONb3YyeTCH 3aK/Io4YeHHe 10 3HaYEHHAM apaMeTpoB.

TpeboBanusl, ykasaHHble B 6.2 U 6.4, IPUMEHSIIOTCS.

7.2.5 BpInycK NpoayKuuH

TpeboBaHue 7.1 He NpUMEHSIETCsl, €CIM WUCIOJIb3YETCS BBITTYCK IO 3HAYEHUSAM ITapaMETPOB.

[Iponykina noskHa ObITH IIPU3HAHA HETOOHOM, U IMOCIEAYIOIHUE IEHMCTBUSA ¢ HEH HOJLKHBI IIPOBO-
autbesi B cooTBeTcTBMM ¢ [[OCT P MCO 9001, ecnu dpusnyeckue rnapaMeTphbl IIMKIA HAXOOSITCS BHE
YCTAHOBACHHBIX JOKYMEHTAMM HOIYCTUMBIX OTKJIIOHEHUH.
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[IPUJTOKEHHUE A
(CTIpaBOYHOE)

OO0mue acneKTbl CTEPHAN3ALMM

[1pyn creprmnzaniny OKCHIOM 3TWIEHA HEOOX0AUMMO o0paulaTs BHMMaHHE Ha clenyroinye odiue acrnexTh.

IlpuMeuyan e — Pasnesbl HACTOAUIETO CTAHAAPTA, K KOTOPbIM OTHOCATCH PEKOMCHIaUHNH 3THUX INPHIOXE-
HUAK, 0003Ha4YEHbl HOMEPOM TIYVHKTA B KBaZApaTHBLIX CKOOKAX.

A.1 Ilepconan

YpoBeHb KBaJIMDUKALIMU, OOYUEHUsi Y OTILITA [IepCOHAIA 3ABUCUT OT BBITIONTHSAeMOM paboThl. Obluee pyKOBOACTBO
Mo oOyYeHHMIO KaK YacTH IMOJHOM cHUcTeMBbl odecriedeHUA KadyectBa gaetcd B MCO 9004.

[lepconan pomxeH npoTH 00ydeHHE U UMETh HEOOXOAMMYIO KBanU(UKALIMIO, €CJIM OH BBITIONHAET CICAYIOIHE
(OYHKIMN:

a) MMKpPOOHMOJOIrMUECKHUIN KOHTPOJIb;

b) MoHTaX 000pYI0OBaHUS;

C) TeXHHYecKoe o0clyXMBaAaHUEC 00OPYIOBAHMA;

d) arrecTaliyio 3KCIUVIyaTUpPYEMOro obopyaoBaHs 110 GU3NUYECKMM XapaKTEPUCTHKAM;

€) TEeKYLUYIO 3KCIVIyaTalMIO CTepHIN3aTopa;

f) xanuoposky;

g) pa3paboTKy rnipouecca;

h) pa3paboTKy TexHMuecKUX TpeOOBaHUI K O0OPYAOBAHUIO,

WU OCYLICCTRIISTh ApyTHEe HEOOXOIUMBIE (DYHKILIUH.

A.2 Pa3spaboTka mponecca CTEPHIH3AIMH H COBMECTHMOCTD M3aeana {4.2]

A.2.1 Tlpu paspaborke Inpoliecca CTEpUIM3ALMH UI1 KOHKPETHONO MEJUILIMHCKOIO M34EIHUsl HeoOXOOuMOo
YCTAHOBUTH PEXHUM, KOTOPBIA sIBIsAercs 3(M@eKTUBHBIM M COBMECTMMBIM C MEIULIMHCKUMM wusacaueM. l[lostomy
HavaybHbIC MCCIICIOBAHMS HA COBMECTUMOCTD TPOAYKLIMH BMECTE C SKCIIEPYMEHTAILHBIM ONpEACIEHNEM COOTBETCTBHIA
TpeOoOBaAHUAM U/VAH ONITUMHU3ALMEH ITpoliecca CTEpHIN3ALIMA MOTYT ITPOBOAUTBCH Ha CTAaAWM pas3pabOTKH H3AECIUA.

[IpumMeuyanue— TpeOoBaHUA K CHUCTEMC KauecTBa, KOTOPLIC PACHPOCTPAHAIOTCH HA IIPOCKTUPOBAHME
MeAUIMHCKMX nanenui, onpeaeicHsl B T'OCT P KMCO 9001.

A.2.2 Bo Bpems 1poliecca CTepWIM3allMu OKCUIOM 3TWIIeHA U3JAC/INAS MOTVYT ObITh NOABECPIrHYTHI BO3IECHCTBHIO
OKPYXaIlleH cpedbl, Halpy¥Mep BaKyyMa M MepenajoB JaBAEeHUs, BLICOKOM TeMIEpaTyphl U U3MEHEHHS BJIAKHOCTU.
ITponyxkiiMis MOXET TaKXe pearMpoBaTh ¢ OKCHIAOM 3TWIEHA U/WIM MCNOJNb3yeMbIMU ra3aMmn-pasbaButengamu. KoH-
CTPYKUHMS M3ACHS JOJDKHA rapaHTHpOBaTh COXpaHHOCTh (YHKLHMOHANBHBIX XapaKTECpPUCTHK 0e30macHOCTH TNOCie
BO3JCHCTBUA HEONMaronpMusiTHuIX PaxKTopoOB cTepUaH3almud. KpoMe Toro, BbicokKas BIAaKHOCTb W Mepenajbl JaBIcHUAA
MOTYT NOBJIUATL Ha FePMETHUHOCTD YIIAKOBKYU Y HApPYVIIUTH €€ LeIOCTHOCTD.

A.2.3 THlpu BriOOpe npouecca crepuIN3allMyd, KOTOPHIA JOJKEH UCIIOAb30BAThCA ISl MEAMUMHCKUMX M3/ICIHU,
HeoOXooUMO YVUMTBHIBaTh Bce (AKTOpbl, KOTOPbIE BIUAIOT Ha 3 ¢dEeKTUBHOCTh IIpoliccca. LorKHO OBITh NPHUHATO BO
BHUMaHUE Cleaylolllee:

a) HaIpyKe obopynoBaHUA IS CTCPWIM3ALIMH;

b) peXuMBbI, KOTOpbI€ MOTIYT ObITH OCYllleCTBJIEHB Ha UMEIOLIeMCS B HAJIMYMM 000OpyIOBaHUY;

C) IIPOLIECCHI CTEPUIMU3ALIMU, YK€ UCTIONB3YEMbIC A APYTroM NMPOAYKLIVH;

d) TpeboBaHMA K YPOBHSIM OCTATOUHOrO OKCHUIA 3TWICHA U/WIN IMPOAYKTOB €0 PEaKIINH;

€) Pe3yabTaThl 3KCICPUMEHTaANIbHOM OoTpaboTKH ripouecca (cM. A.2.4).

A.2.4 Paszpaborka npoliecca MOXET BKJIKOYATh HECKOJIBKO 3JIEMEHTOB:

a) orpenejleHUe HeoOXOOHMMOIO BpeMEHHU IUIA HNOCTUXCHHS 3adaHHBIX TeMIiepaTypbl ¥ BIAXHOCTU BO BpeMd
NpeIBapUTENbHOIO KOHAMIIMOHUPOBaHUA (€C/Iy MpeaBapuTebHOE KOHINLIMOHMPOBAHME NOKHO MCTIONb30BATHCH );

b) omnpeneneHue NPeAcIOB USMEHEHHS ITapaMeTpoB Ipoliecca cTepuansauuu (4.3 1 A.3);

c) OLIEHKY OMOHarpy3kKy Ha ITPOAYKLMIO, N0 XOTopoH (OmoHarpyska) JoJRKHa OIpencasTbhest 3PPEeKTHBHOCTD
LIMKJIA CTepWIM3ALIMY, 4 TakKe J0J/DKHa OBITh IOATBEPXIeHa leiecooOpa3HOCTh HUCIIOIB30BAHHUA OHOOrHYECKOro
WHIMKATOpa 1A artTecTallMM O0OpYIOBAHUS M TEKYLLIEIr0 KOHTPOJIA;

d) ornpeacneHue MUHUMANBLHOIO BPEMEHHM as3paliy NpU 3aNaHHLIX YCIOBUAX Jerazaliuy Tak, UyToObl ypoBeHb
OKCHIa 3TWIEHA U/WIH TPOLYKTOB €€ peakldy ObUl B Npeleniax win HuKe ypoBHeil, yeraHoBiaeHHBIX B 'OCT P HCO
10993-7.

[Tocne BuinonHeHUs 3TUX JeHCTBUH pouecc crepiinsanuy dyaer paspaboraH. CooTBETCTBHE 3TOr0 rnpollecca

CTEPWIN3ALNH TPEOOBAHUAM ACMOHCTPUPYETCA ITIPH BLINTOJTHEHMH aTTeCTAUMOHHBIX MCCEI0BAHMUM 2KCIU1yaTUPyeEMOro
obopynosanusa (5.3 v B.3, 5.4 n B.4).
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A.3 lIponecc crepuimsanun {4.3]

A.3.1 [lpenBapuTenbHOEe KOHIULIMOHUPOBAHWE M/WIH KOHIMLHOHHUpoBaHHe [4.3.1]

A.3.1.1 Ha ycTtofYMBOCTL MHUKPOOPraHU3MOB K MHAKTUBALIMM OKCHAOM 3TWIECHA BIMAET COACPXAHHE B HUX
piard. I1o sToit npyunHe B 0OBIMHOM IPAaKTUKE BEAETCA KOHTPOJIb Y YIIpaBJleHHe BIAXHOCTbIO aTMocdephbl, B KOTOpPO#
BBIACPXKMBAETCH TIPOAYKIIMA I TOro, yurodbl NpUOAKM3UTL COACPXKAHME BJarM B MHKPOOpPraHMiMax K MECTHBIM
ycnoBusiM. llepen HavanoMm LMKIAa CTepMAM3alIMH M34eNIMs OOLIYHO BLIAEPXKUBAIOTCA B YCJAOBHSIX OIpeNcjicHHON
TEMIIEPATYPHI U BJIAXHOCTU. Takoe NMpeaBapUTeIbHOe KOHAMLIMOHMPOBAHUE MOXET YMEHBIINTDL ITPOAOIKUTEIBHOCTD
LIMKJIa CTEPWIN3alMH.

30Hbl NPEABAPUTEABHOI0 KOHAMLUMOHHMPOBAHUA JO/DXHBI OBITH OTHACAEHB! OT 30H CTCpWIM3alUMH, COOPKM M
VIIaKOBKH.

IlpeaBapurenbHOe KOHAMIMOHHPOBAHUE MOXHO NTPOBOJINTH B KAMEPE CTEPWIN3ATOPAa 0 CTEPHIM3ALIMH, HO OHO
HE SBASETCA YacThlo LMKAA cTepwin3anui. OHO MOXET ObiTh BBIIOJTHEHO M B OTAECNBHOH 30HE NpPEeABApPHUTEILHOTO
KOHAULIMOHHUpOoBaHKA. OOBIMHO WISt 3TOH UEAH UCITONL3YIOT OTAE/IBHOE [ToMelleHHe. 30Ha IpeABapUTeIbHOTO KOHAN -
LMOHMPOBAHHUA A0KHA ObITh NpHCTNIocobrieHa X NMPOBEAEHHIO OYHMCTKH U UMETh NIPOYHYIO OTIENKY.

IIpoekTnpoBaHHe M CTPOMTENBLCTBO 30HBl TIPEIABAPUTEILHOIO KOHIMILIMOHMPOBAHHMA JOJLKHBI 0bOecrieyMBaTh
BO3MOXHOCTL PasiejcHUA M WICHTH(QUKALUMK Pa3jiMYHbIX CTEPHIN3YEMBbIX 3arpy30K M YCTPOMCTBa IS YIIpaBjIeHUs
BXOJOM M BBIXOJOM ITPOIYVKUMH U nepcoHata. 3oHa rpedBapUTeNbHOIO KOHANIHNOHAPOBAHHA JO/KHa ObITh Pacioo-
JKE€HA pIAOM CO CTEPHIM3aTOpPOM, YTODRI KAK MOXHO OBICTpee ITOMELIATh H3/e/INe B CTEPWIM3ATOP 110C/Ie NIpeABapH-
TE€JIbHOTO KOHAMUMOHMpoBaHMA. PexoMmeHayercss, 4Tobbl B 30HE€ MNPEIBApPHTEIbHOIC KOHAULMNOHMPOBAHHA
obecneynBanace CBOOOIHAS LUMPKYISLIUA BO3JyXa BOKPYT CTEPHIN3YEMOM 3arpy3ky U IiIo BCEH 30HE.

A.3.1.2 Bpemsd, B TeyeHHE KOTOpPOro ABEPH 30HB! NPEABAPHTENILHOINO KOHANMIMOHHUPOBAHHA OCTAlOTCA OTKPhI-
THIMHM, HOJXHO ObITh OrpaHuyYeHOo. Ecau mid Jocryrna nepcoHana MCIoJb3YIOTCA OTHENBHBIC ABEPH, OHM JOJLKHBI
3aKpbIBaTLCH aBTOMaTUdecKU. HeobxoquMo obecrieHHTh ONOBELIEHHME oTiepaTopa, €C/N ABEPH OCTABJICHL! OTKPBITHIMM.
DTO MOXHO CACAaTh, UCHOJIb3Ys 3BYKOBYIO HH CBETOBYIO CUTHANIM3AIIMIO B cyyae, €CIM ABEPH OCTAIOTCH OTKPHITHIMHU
IoAbLIE pa3pelleHHOTO BPEMEHH.

A.3.1.3 YBiaaxHeHue nyreM BBeICHHs BOASHOTO Iapa napeanodrutrensHee (cMm. 4.3.1), Tak Kax yBAAXHHUTEIH,
KOTOpBIC pacHbUIAIOT XOJOZHYIC BOAY B BHAE a3po30id (HanpuMep, YBIALKXHHUTENH ¢ BpalllaloIMMcs AUCKOM H
PACNBbUIHMTENAAMM), MOTYT ABIASATHCA NOTEHUNANBLHBIMH HCTOYHHKAMHU MHUKPOOHOTO 3arpA3sHeHHd. TaM, rie yBaaxkHeHHe
BO BpeMs HPEABAPHUTEIIBHOIO KOHAMIIMOHUPOBAHHA HE MOXET OBITH BHIITONHEHO BBENCHHEM BOISHOTO Mapa, CAEayeT
IpeayCMOTPETh NMPOBEACHHE ONHOBPEMEHHOTO MHMKPOOHOJIOIrHMYECKOro XOHTpOJs1 OOOpYAOBAHMS M HOCTYIIAOUIEH
BOIbI, YTOOBI NpEAOTBPATHTL OOIMOJHUTENIBHOE 3arpsAA3HeHHe uatenusi. Kayecrso napa, MCoas3yeMoro st IapoBbIX
crepwnsaropos (EN 285, paspatorannsiit CEN/TC 102), noaxoaur mng yRAaXHEHUS BO BpEMSA HNPEABApUTEILHOIO
KOHAMLUMOHUPOBaHNS ¥ KOHAULIMOHUPOBAHUA.

OO6byHO VIS YBALKHEHHST 3arpy3KM B KaMepe IOIIEPXMBAECTCS OTHOCHTENbHasA BlaxHocTs Bonee 30 %.
CneunduunpyeMas OTHOCUTEAbHAA BIRKHOCTh 3aBHCHUT OT NPOIYKIIMH, KOTopas NOMIECKHUT crepunusaumMi. Heobxo-
JIUMO YYMTBIBATh BO3MOXHOCTb IIOBPEXACHHS NPOIYKLIMHM H VITAKOBKH NPY NOBBILUIEHHOM BIAXHOCTH.

Harpesanne ¥ yBIaXHEHME NPOAYKIHNK HCIMOAbL3YIOTCHA A AOCTHKECHHS BOCIIPOM3BOAMMBIX TEMIIEPATYPHI
NPOOYKUMH M codepXaHMs BJaru B Heil 10 Bo3aeicrBUs rasa. OnNbITHBIM MMYTEM OXIPEAENSACTCA MUHUMAIBLHOE BPEMA,
HeoOXOaMMOe I JIOCTMXEHUA TIpoXyKuuein TtpedbyeMoro cocrostHus. TaMm, rae HeoOXOAMMO, CACHYET ONpPEAENSITH
MaKCHMAaJIbHOE BPEMSI MEXAY H3BJICYCHHEM 3arpy3KH W3 30HbI IMPEABAPDHUTENBHOIOC KOHAHLIMOHHPOBAHNSA W HayJIOM
HHMKIA CTEpHAN3aLMH. B oBbIyHOM NpaXTHKE 3TO BpeMs He npesbuuaect 60 MHH.

A.3.1.4 Temneparypa ¥ BIAXHOCTb B 30HE NpEeABAPUTSILHOTO KOHAVIMOHHUPOBAHHKS JOJLKHE! OBITh TAKUMM, YTO
TeMIIepaTrypa ¥ BAAXKHOCTb CTEPWIN3YEMOH 3arpy3ky, ITOMEIHaeMOM B CTEPHIM3ATOP, HE OBLIM HACTOJNBKO HHM3KUMH,
YTOOBI HMEJIA MECTO KOHACHCAUMS BJIard ¥ HEMO3BONMTEABHO AOATHA HArpes, ¥ HE OBLUIM HaCTOJIBKO BBICOKMMH, YTOODI
TeMIIEPATYPHBIN PEXHM NHKI2 CTEpHWIM3alMM ObL1 HApYLICH.

B KoHUe npeaBapHTeIbHOTO KOHAMIMOHMPOBAHUA U3MEPEHHBIE TEMIIEpaTypa K BJAAXHOCTL B CTEPWIN3YEMOMU
3arpy3ke He JO/DKHBI OTKJOHSTHCA OT 3a7aHHbIX 3HAUEHHH: TeMIieparypbl bornee yeM Ha +5 "C M BjIakHoCTH DoJee YyeM

Ha +15 %. Peanbnblie AWAanasoHbl U3MEHEHMI TeMIIEparyphl M RIAKHOCTH IO/DKHBI JAEMOHCTPHPOBAThCS BO BpeMH

aTTECTALMH IKCIUIVaTHpyeMoro o0opyaoBasMs Mo QU3IHYECKHUM XapakTepucTukaMm (5.3 1 B.3).

A.3.2 Iluxn crepunusauuu (4.3.2]

A.3.2.1 HyxXHO y4HUTBEIBATE CIACAVIONIME PHU3IHUYCCKHME XapaKTEePHUCTHKH Mpolecca CTepuaM3alidu:

a) MyOMHY U CKOPOCTh JOCTHMXKEHHA BAKYYM4;

b) OUEHKY YTCUKH K3 KaMepbi (BHIMTOMHSCTCH ¢ MCIIOAb30BAHMEM BaKyyMa MpH paboTte Mo XABJICHUEM HIDKE
aTMocdepHOro Wi JABJICHUS W BakKyyMa 1pH pabore 1oj HaBjieHUEM BBILIC aTMOCHEPHOTO);

C) BO BpeMs CTaAUM KOHAWMLUHUOHHPOBAHUA MOBLIIUCHUE XABJICHHUA IPU BBEACHUM [1apa;

d) 3aBUCHMOCTE MEXAY ITOBBIIIEHUEM NABICHUA M CKOPOCTBIO AOCTHXCHHA 34JaHHOIO HABNCHUSI BO BpeMd
NMONAYU CTEPMIM3YIOLIETO areHTa ¥ roKasaHUAMY NpUOopoB, MpeHa3HAYSHHBIX 1T KOHTPOJIA KOHUEHTpAallMK OKCHlIa
ITWICHA;

€) MyOHHY U CKOPOCTh BOCTUXKEHHUA BaKyyMa MpH VIATIeHUH CTEPWIN3VIOUIETO areHTa,;

f) roBbllieHWEe HaBACHUS W CKOPOCTh JOCTHXEHHS AaBICHUS BO BpeMsl ModadM Bo3ayxa (MIu 1io00oro Apyroro
raza, UCIoJIb3yeMoro Ha 3TOH cTanny LMKNA CTEpUIH3alMy);

g) YHCJIO MOBTOPEHUH BO BPEMEHHU NOCAEAHNX ABYX CTAIMH U I0Obie U3MEHEHMS B ITOC/IEAYIOIIMX TOBTOPEHHUAX.
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A.3.2.2 Yrobn obecrieynTh pABHOMEPHOCTh paclpelcIeHASI OKCHIA 3TWICHA 10 BCell KaMepe CTEPHIN3aTopa M
110 BCEH CTEPIIN3YEMOM 3arpys3ke, HCOOXOAUMO YIIPaBRIATh OCTATOYHBLIM COAECpKAaHHMEM BO3JyXa B KaMepe N0 II0Ja4yu
CTePHJIM3YIONIEro areHTa, INOTOMY YTO OKCHUJL 3THNIEHA W BO3IYX HE CMEIIMBAIOTCH XOPOIIO B CTATUYECKUX YCIOBUMX.
I'mybokoe ymaneHue BO3AyXa MCIMONL3YVIOT OOBIYHO TaM, Iie NPHMEHHAIOT YMUCTHI OKCHA 3TWICHA WIHM OTHEONACHBIE
ra3oBble cMecH. JU1a uageanil, KoTopble HE MOI'YT BBIACPXKMUBATH IMyOOKHUMA BaKyyM, OOLIUHO MCIIONB3VIOTCA B KaYecTBe
CTEPWIN3YIOLIETO areHTa CMECH OKCH/JL 3TWIECHA/HEBOCIUIAMEHAIOLIMKCS pa30aBuTe/ib. OOBIMHO ONA YIANEHWUS BO3AYXa
HCITOJIB3YETC BaKyyMHMpPOBaHUE, HO Ui 9TOr0 MOXKET HCHOJIb3OBAThbCA TaxKe M BBLITECHEHHE ra3a IpH YCJIOBHHU
cobnoAcHUS CrieUabHLIX Mep 0€30MmMacHOCTH M BaIMAALMHM YCIOBUM yialeHMsI, HEOOXOMUMBIX Nl TOTO, YTOOHI
YCTAHOBUTH TPEOYEMVYIO KOHLICHTPAIINIO raza.

3apermcTpUpoOBaHHOE KoJjieOaHue TeMIiepaTyphl B ITYCTOM KaMepe, 3arnoJIHEHHOI ra3oM, 0JDKHO OBLITh He OoJiee
+3 "C B TeYeHME BCEro BpEMCHM 3KCno3uuMu. CreprwinsyeMast 3arpy3ka A0/DKHa JOCTUraTh MUHVMAJIBLHOTO 3HAYEHUS

3aJaHHON TEMIICPATYPhI, 4 KOJeOAHUES TEMIICPATYPLI IT0 BCEMY 00BEMY 3arpyXKeHHON NPOAYKIINT JOJDKHO ObIThL MEHbIIE
wiK paBHO 10 °C B m00oi1 3agaHHBIII MOMEHT B T€YEHHE BO3ACHCTBYS CTCPUIIN3YIOLIEro areHTa.

A.3.3 Aspanus [4.3.3]
Octarky OKCHAa 3THUACHA K €ro INPOAYKTOB peakliy MOTIYT ObITh onacHbl. /Uig U3roToBUTENA BaXHO 3HATL
BO3MOXHOE CoiepXaHHe OCTATOYHOIo OKCHJIA 3TWICHA B npoaykKiiy. Ha adpdpekTHBHOCTD aspalliy BAUSIOT TeEMIIEpa-

Typa, BpeMs TipeObIBaHMs, NPUHYIAUTENbHASA LIMPKYAALUHUA BO3AYyXa, CITOCOOBI 3arpy3kKM IPOAYKIIMY U YIIaKOBOYHBIX
MATEPHANTOB. A3palusl MOXKET OLITh IPOBEJCHA B KaMepe CTCpWIM3aTopa, B OTACHbHOM 30HE WM o0oMuX MecTax.

A.4 OoOopyaosanne [4.4]

A.4.1 Cxunampl qJis1 XpaHEHHAS OAJIOHOB, PE3€PBYapOB-XpaHWIKIL WIM KOHTEHHEPOB C OKCHIOM 3TWIEHA WIU CO
CTEPWIM3YIOHIMMU CMECIMU JOKHB O0ecTieynpaTh 0€30MacHOe XpaHeH!e 1 ObITh XOPOIUO IIPORETPHBACMbBIMH,

[IpuMedyaHne — B HeKOTOphIX CTpaHaX CYHIECTBYIOT CreUMIBHBIE MHCTPYKLIMM IO XpaHEHHWIO OKCcHIAa
ITWICHA.

IToMemieHua (30HbI), TOe BO3MOXHbBI KOJIeOaHUS TEMIIepaTyphl OOJbIIME, YeEM PEKOMEHAVIOTCS MOCTAaBUIMKOM
XpaHWina (TaHKa) oKcuja 3TWieHa, CIEAyeT o00pyNoBaTh CHCTEMAaMM PETryJIMpOBaHWSA TEMIIEpaTyphl.

Ecnu crepwinsaTop cHaOxXaeTcss OKCHIOM 3TUIEHa U3 pe3epByapa-XpaHUIMIla, KOTOPLIH NepHOJHUYECKHU 3aT10Ji-
HSAETCSI, MOCJIEMHUMN JOJLKECH OBITh 000PYHOBaH CUCTEMOM ist 0TOOpa aHAJIM30B ¥ CPEACTBAMM ISl ITOJTHOIO YAAIEHUSI
OKCHA 3TWICHA M OYMCTKU B CIIy4yae 3arpA3HCHUA WIH YPE3MEPHOro HaKOIUJIEHHA TOJIMMEPOB.

A.4.2 HezaBHcuMblIA KOHTPOJIbL BAAXHOCTH BO BpPEMS CTAAMHM KOHIAMUMOHMPOBAHHS B UHKIE CTSPWIM3ALMH
ABJIACTCA TIPEANIOYTMTENBHBIM. Jlpyrue MeToAbl HM3MEPEHMS BJIAXKHOCTU B CTCPWIM3ATOPE BKIIOUAIOT OLIEHKY €€
3HaAUEHUS TyTeM KOHTpOJIS 3a NOBHIIIEHMEM HARICHWUA BO BpeMS rojpayM Irapa B KaMepy. K UCIONbL30BaHUIO 3TOTrO

rokKasarenss Hago IMOAXOAMUTb C OCTOPOXHOCTBIO, TAK KaK TpedyeTcsl rapaHTUpOBaTh, YTO OH IPaBHILHO CBSI3aH C
BJIKHOCTBIO.

A.4.3 CucreMma mnojad¥ CTESPWIM3YIOILIETO arcHTa B CTEPWIM3ATOP AOJDKHA OniTh O0OpYIOBaHA MCHApPUTEIIEM,
4yTOOBI MPEAOTBPATUTD ITOMANaHNE XMIKOIo OKCHIA 3TWIECHA B KaMepy CTEpHIN3aTopa.

A.4.4 Temneparypa OKCHIA 3TWIEHA, IOCTYIAIOUNIET0 OT MCIIAPUTEAsT B KAMEpPY CTCpUWIN3aTopa, JOJLKHA KOH-
TPOJIMPOBATHCS, YTOOBI ITOKA3bIBATh, YTO OKCHJI 3TWIEHA HAXOOUTCA B ra3000pasHOM COCTOSHMM. C MOMOINBIO 3TOTO
MOXHO VIIPaBISATh aBTOMATHUYECKMM KIIallaHOM, KOTOpbIM OyneT rpeppiBarh INOCTYIUICHHE OKCHUIA STWIEHA, KOrga
3HAQUYCHHUE TEMIEPATyphl OYyAeT HUXKE 3aJlaHHBIX IPENEioB, TEM CAMBIM MpeaoTBpalias NOCTYIUICHUE KUIKOIo OKCHia
STHJIEHa B KaMepy cTepuaMaaropa. U1 TeKyiuero KOHTpOASA 33 TEM, YTO OKCHI 3TWICHA ITOJHOCTBIO HAXOAMTCH B
ra3oo0pa3sHOM COCTOSSHMM, MOXHO IHOJB30BaThCA JAHHBIMU O TEMIIEPATYPE M CKOPOCTH ITOTOKa CTEPWIMN3YIOLUETO
areHTa, NOJYYeHHBIMH OT MCIapHUTeNd, eCIM NIpH BAIMIALIMU I10KA3aHO, YTO MEXIY HMUMM M TEMIIepaTypod OKCHAA
3TWICHA, ITOCTYNAKUIETo B CTEPWIM3ATOD, CYUIECTBYET 3aBHCUMOCTD.

PapHoMepHOCTDL pacrpeaeNeHUss OKCHUAa 3TWIEHAa II0 BCel KaMepe CTepwiM3aropa HOJIKHA ObITh NOCTUIHYTa
NpUHYINTEABbHON IMpKyaauuen (A.3.2).

A.4.5 JlomxHo ObITh, KaKk MMHHMMYM, [IBa AaT4MKa VIS M3MEpPEHHA TeMiieparyphl KaMeprl. 11o xpaiiHeil Mepe,
ONVH U3 HMX JOJIKEH HAXOMUTBhCS B CAMOM XOJOOHOM MeCTE BHYTPM KaMephl, OIIPEACICHHOM BO BPEMSI KOMUCCHOHHOM
IIpOBEPKN, MIM B MHOM COOTBETCTBYIOLLEM MecTe. PacrionoxeHHe BTOpPOro jardyvdka TeMIleparyphl B TOM Xe caMoM
30HE, YTO U JNEePBOTO, ITO3BOASAET NMPOBEPUTh (PYHKIIMOHUPOBAHHUES U3MEPHUTEIBHON CUCTEMABI.

A.5 KannOponka H Texanieckoe oociayxupanue [4.5]

A.5.1 TecTsl Ha yTEUKY JOJDKHBLI BBIMOJAHATLECH NS BCEX KAMEp U OLITH YaCThIO 3aITaHUPOBAHHOM NMpOorpaMMEel
IpeayNpeIUTEIbHONO TeEXHUYECKOro oOCHYyXKMBaHHMA HE3aBMCHMO OT MCHojb3yeMoro Lukiaa. Ecam npeaycMoTpeH
ABTOMATHUUECCKMI KOHTPOJIb HA YTCUKY KakK YyacTth pabouero LiMkia, NMpaBWILHOCTh paboThl aBTOMaTHYEeCKOH CHCTEMBI
CICYET IIPOBEPATh Yepe3 oIipeie/iIcHHbIE UHTEPBAJIBI BPpEMEHMU.

A.5.2 3amMeHa GunpTpPOB WIS BO3AyXa, NOCTYHAIOLICIo B KaMepy CTEpWIM3aTOopa, JOJXKHa OBITh BKIIOYEHA B
rpadux npeayrnpeIUTeIbHOI0 TEXHUUECKOro obcnyxuBaHus. [lepyoIMYHOCT 3aMEeHBl TaKUX (QUILTPOB 3aBUCHT OT
MECTHBIX YCJIOBMI 3KCIUIVaTALMM M JIOJIKHA ONpeAesThcd HAa OCHOBE peKOMEHALMI U3TOTOBUTENS (DWILTPA, OITBITA
MECTHRIX VCIIOBMH 3KCIUTyaTalMiy M paGoThl crepunn3aropa. B rpaduk npeayripeIuTeIbHOTO TEXHUYECKOTo OOCIyXH -
BaHUSA DOJKHA ObITh BKIIOYEHA OYUCTKA M PEMOHT BHYTPEHHMX ITOBEPXHOCTEN UCIIApUTEIIA.
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A.5.3 BriGop NaTYMKOB BNAXHOCTH IS IPOLIECCOB CTEPHIM3aLMM OKCUIOM 3THJEHA TpedyeT CrelMaIbHOrO
riogxona. [Ipu sToM ao/mKHB YUUTBIBATBCH cCleayioulre $paKTophbl:

a) ecniy Ha pabory naTyMkKa HeOnaronpMaTHO BO34elicTBYeT aincopObuMs oKcHaa STWIEHa, TO cliedyer aubo
M30JIMPOBATh JaTYUK OT aTMocdephbl KaMepbl 10 NIOCTYTUICHUA OKCHAA 3TWIEHA, JIM0O YIAIUTb JATUMK Uil COOTBETCT-
BYIOLLCH HErazauuu,

b) ecny paTyMKM ObUIM yianeHbl U IPOBOMMIACh UX Aera3auMsd, OHH JOJIKHBI OBITh NOBTOPHO KaaHOpOBaHbI HE
MEHEe YeM B JIBYX XapaKTEPHbBIX TOYKaX U3MepsieMOoro Ayarna3oHa.

[TPAJTOXEHHUE B
(CripaBOYHOE)

Bamvnanua

B.1 O6mue noaoxenus [S.1]

Banupaiiug paccMarpHBacTcd KakK TMOJHBIA HOpoUECC, KOTOpblM COCTOUT U3 KOMHUCCHOMHOM TIpOBEPKHU H
aTTeCcTalvMu SKcnavaTupyeMoro obGopynoBanvs. CBs3b MEXIY 3TUMM TEpPMMHAMM MJUTIOCTPUPOBAHA B NPUMMCYAHWM
K 3.34.

KoMHUCCHOHHAs MMpoBepKa JEMOHCTPHPYET COOTBETCTBHE OOOpPYIOBAHUA TeXHUYeCKUM TpcOOBaHHAM, 4 4TTeC-
TalHs 3KCINYATUPYEMOTO O00PYIOBAHUS NEMOHCTPUPYET, YTO NPOSYKLIMSI TpeOyeMOoro KauecTBa OyieT NPOU3BOIUTLCS,
eciM obopyaoBaHMe MPOLUIO KOMHCCHOHHYIO IPOBEPKY U UCIOAL3YETC B COOTBETCTBUM C JOKYMEHTHPOBAHHLIMM
poleaypaMm.

B.2 Komuccuonnas nposepxa [5.2]

B.2.1 IlpenpapurenbHOe KOHAMIIMOHUPOBAHHE

KoMHCCHOHHAs ITPOBEpPKA OCYLIECTBIASIETCS B NMYCTOM 30HE NpeABapUTENbHOIO KOHIMIIMOHHWPOBAHUA, YTOObI
YCTAHOBUTD, YTO OHA COOTBETCTBYET INPOEKTY.

HeobxonuMo ornpeaenuTb Xxapakrep LUPKYISLIHMM BO3AyXa B 30HE, KOoTopas OyleT 3aHsATa CTepUIN3YEMON(MBIMH)
3arpy3koi(kaMym). 310 MOXET ObITh BBITIONHEHO C TIOMOILBIO ABIMOBOI'O TeCTa B KOMOMHAILIMM C BBIYMCICHUSIMH
KPaTHOCTH BO3XyX00OMeHa M U3MEPECHHEM CKOPOCTH BO3JyXa.

H10o0nl TTOJYYNTL HOCTOBEPHBIE 3HAUYCHUS TeMIIEpaTyphl U BIAKHOCTH, MX CJEJAYET NPOBEPATH B TEYECHUE
NOCTATOYHOIO BPEMCHM 10 BCEil 30HE IpeABApUTEIIBHOIO KOHAWIIMOHUPOBAHMSA. 1eMIieparypa U BAAKXHOCTh JOLKHEI
N3MEPATHCA B HECKOJILKHX MECTaX, paclipelc/ieHHBIX IO BCEH 30HE NpeABAapHUTEIbHOIO KOHIMLMOHNPOoBaHMA. Mecra
U1 KOHTPOJS JOJDKHBI BRIOMpAThCcs TaK, YTOOB! OXBATUTL BCe BEPOSTHBIC TOUKM 30HBI NPEABApUTCIBHOIO KOHAWIIHY-
OHMPOBAHMS, TZIC OXUAAIOTCS 3KCTPEMaJibHbIE 3HAYEHUS TEMIIEpATYpPhl ¥ BAAKHOCTU. /U1 3TUX TOUEK HEOOXOIUMO
HCITOJIB30Barb HE MEHEE ABYX JaTYUKOB TeMIieparypbl U OJHH AaTdHK BaaxXHocTH. (Ha rnpakruke ornpeacncHo, 4YTo Ha
Kaxable 2,5 M> TycTOll 30HBI NpPeABAPUTENBHOrO KOHAMIIMOHUPOBAHUS MOCTATOYHO MCIIONB30BATh OOMH JATYHK
TEMIIEPATYPbl U OJIVH JAaTYHUK BIAKHOCTH, YTOOB! IOJYYNTbL COOTBETCTBYIOLIEE pacipeliesicHMe 3HAYCHUM B ITYCTOM
30HCE).

B.2.2 KoHauuuoHUpoBaHHUE

BraxHocTh npeasapurelbHO KOHANLNOHNPOBAHHON TIPOIYKIIMY MOXET YMEHBLIATLCH BO BpeMs CTAOMU BaKY-
YMHPOBAHUA LUKIIA CTEPWIM3ALMM, BBEASHUEC Napa BO BpeMsl KOHIMUMOHUPOBAHUS MOXET HCIIONL30BATLCH IUIs
TOJIePXaHUsl YPOBHSA BIAXKHOCTH.

KoMHCcCHOHHAst NpoBEpKa KOHIAWIMOHMPOBAHHMA OOBLIYHO BHITIONHAECTCA OMHOBPEMEHHO C KOMMCCHUOHHOM
[TPOBEPKOM BCEero crepwiMsaropa (B.2.3).

B.2.3 Crepunu3zanusg

B.2.3.1 YToORBl YCTAHOBUTDh 3KCIUIyaTallMOHHEBIC Npeaennl I8 GHaKkTopOB, BO3ACHCTBYIOLIMX HA 3P (PECKTUBHOCTL
CTEpWIM3allMH, KOMMCCHOHHAas NMPOBEpPKa BHIIIONHAETCA B ITYyCTOM KaMepe crepuausaropa. llonyyeHHBIE DaHHbie
HCITOAB3YIOTCS IS aITeCTallMH SKCILTYAaTHPYEMOTro obopyaoBanHA.

Ecnu BMecTO OKCHIA 3TWICHA WCIONb3YIOTCA MHEPTHLIE Ta3bl, TO IIpU OLIEHKE pe3yJbTaTOB HEOOXOINMO
VUMUTBHIBATh PA3IMYME TEIUIOEMKOCTEH.

B.2.3.2 PacnipepencHue TeMIreparypbl Ha BHYTPEHHEH NMOBEPXHOCTH MYyCTOH KaMephl JOMXHO ObITH ITOAYYEHO
IyTeM pasMellleHUs TeMIiepaTyPHbIX JAaTYMKOB HENOCpeACTBEHHO Ha CTEHKaX KaMepsl. KpoMe Toro, AOIXHO OBITh
OTpele/IeHO pacrpee/eHue TeMIepaTypbl BHYTPM IYCTOM KaMmephl. KOMWYECTBO MCIIONB3YEMBIX TEMIIEpAaTyPHBIX
HATYUKOB OOJKHO AATh ITOJHYIO KAPTHHY pacrpedciceHHs TeEMIieparypbl Ha BHYTPECHHEH MOBEPXHOCTH M BHYTPH ITYCTOH
KaMmepbl. KonyuecTBo JAaTYMKOB OYAET 3aBHUCETb OT KOHCTPYKUMM CTEPWIM3aTOpPa M TeXHUWUYECKUX TpeboBaHUU K

npoueccy crepunuszaumn. OObBIMHO B IPAKTUKE aTTeCTALlMM I MIPOBEACHMS 3TUX U3MEPCHUI TeMIIepaTyphi UCIIOJb-
3VETCH CHSAYIOLIEE YUCIO JaTUMKOB:
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a) JUIS KaMep C IOJIE3HBIM OOBEMOM CTEpMIM3AIMOHHON KaMepbl A0 5 M’ BKIIOYUTENLHO — He MeHee 10
PABHOMEPHO paciipeAesieHHbIX JAaTYUKOB;

b) mns xaMep ¢ TOJE3HLIM 0OBEMOM CTepWIM3allMOHHONM KaMephl Gonee 5 M? — He MeHee OIJHOTO JOTOJHM-
TeJBbHOIO JAaTYMKA Ha KaXIbliA JOTIONHUTENBHBIN 1 M3 06beMa KaMephl;

C) A8 KaMep C I0Je3HBIM 06BEMOM CTEPUIM3ALIMOHHOM KaMepb! 6osiee 10 M? — He MeHee 20 TeMnepaTypHbIX
NaTYMUKOB.

TemnepaTypHeIe JaTYUKH JOJUKHBI OBITH PAaCNONOXEHBI B MECTAX, TAE€ BO3MOXHbI MaKCUMaJbHbIe TeMIIepaTypHble
KoJleDaHusd, HANIpUMEP, OKONO HEHArpeThiX YacTei KaMepbhl MAH OKOJIO [Bepeil, BOMU3W BBOJOB Tlapa MNU rasza.
OcTa/ibHbiE TEMTICPATYPHBIC AATYMKM JOJUKHBI ObITh pacnpencsieHbl PABHOMEPHO IO BCEMY CTEPWIIN3ATODY.

B.2.3.3 ®usnueckne paxropsl paboThl 000pynoBaHmsa B NPOLIECCE CTEPHWIM3aALMM A0/DKHBI ObITh ONIpEnENeHEl
VIt ITyCTON KaMephbl. 3TH GaKTopbl BKIIOYAOT:

a) MYOMHY U CKOPOCTb JOCTHXXEHHUA BaKyyMa;

b) OHEeHKY YyTEeUKHM M3 KaMeEphl (BBITIOJHAETCA ¢ HUCIIOb30BaHMEM BakKyyMa MpU padoTe Mo AaBJIEHUEM HMXe
aTMOChEpHOTo WIHN AABJACHUSI U BaKyyma NnpH paboTe 1o JaRiIeHHUEM Bhllle aTMOC(HEPHOIO);

C) TMOBBILICHME OABJICHUS IIPH BBEACHMM NApa HA CTAAWMHU KOHIUIHOHWPOBAHUHA;

d) noBhHIUEHMUE HABICHUA U CKOPOCTh AOOCTMOKCHMA TpeOyeMoro HaBJeHUS TIpU Tojade OKCHAa 3TWiaeHa U
3aBUCHUMOCTh MEeXOY (dakTopamMy, 1o KOTOPLIM Npearoiaracrcsi KOHTPOJAMPOBATh KOHLIEHTPALMIO CTEPWIM3YIOLIErO
arcHTa,;

€) MIyOMHY U CKOPOCTh JOCTHIKECHUS BaKyyMa, oObIYHO HCIOJIB3YEMOro IPY VAaleHUU OKCHUIa ATWIEeHA;

) noBbllIeHME AABICHUSI U CKOPOCTb JOCTHMXKEHHA TpeOyeMoro NaBjicHMS IIPpH foxade Bo3avxa (WIM APYrUX
ra3oB);

g) KOJMUYECTBO IIOBTOPECHMH IMPEAbIAYIIMX [ABYX CTaOdvil A JOObie H3MEHEHHS B NOCACAOBATENIPHOCTH HX
NOBTOPEHUH.

[Ip KOMUMCCHOHHOU IpoOBEpKEe HEOOXOAMMO TakKXe OLEHWTb padoTy ROMOMHUTEABHBIX BCIIOMOraTelbHBIX
CHCTEM, HATIpUMEpP, KayecTBO MOAABaeMOro 1apa, ClIoCOOHOCTh NCTIAPHUTEN CTEPWINIYIOLIETO areHTa NoNAePXVBaTh
MUHUMAJIBLHYIO TEMIIEpaTypy BBOOMMOTIO Ta3a, HalleXXHOCTh CUCTEM PWIbBTPOBAHMS BO3AyXa U BOIBI, ITOCTYIAIOIMX K
CTEpPWJIN3ATOPY, U CIIOCOOHOCTH MApoOBOro reHeparopa odecrneuuBaTh JOCTATOYHOE KOJIHYECTBO TIapa TpedbyeMoro
KadyecTBa IIPH MaKCHUMATbHOM 3arpys3kKe cTepwin3aTopa.

J1oJDKHDBI OBITH BbITTOJHEHBI TIOBTOPHBIE 1LIMKIIbI, YTOOBI MOKA3aTh BOCIIPOU3BOINMOCTD VIIPARIECHMA.

B.2.4 Aspauus

PacripeneneHue TeMIepaTypel B 30HE aspalviud JOJDKHO OBITh ONIPSACKCHO TEM XKE METOAOM, KOTOPbIA pEKOMEH -
ayercst A1 30H NPEABRAPUTENIBHOIO KOHAUIMOHUPOBAHUS (CM. PYKOBOACTBO IO KOMHUCCUOHHON IIpOBEepKe IpeABaApU-
TEJIbHOIO KOHIMIIMOHMpPOBaHMs). CKOPOCTM M XapaKTep BO3AYIMHOTIO ITOTOKa Mo BceM 30HEe JO/MXHBI ObITh TaKXe
OTIPEAECNICHHEI.

B.2.5 TloBropeHne XOMHMCCUOHHOM IIPOBEPKU

Cnenyer NpoBECTH MOBTOPHYXO KOMHUCCHOHHYIO TIPOBEPKY B CIIy4asx:

a) TPOBEACHHUA MHXECHEPHBIX paboT, KOTOphIe MOIYT 3aTPOHYTh CTEPWIM3ALIMOHHOE O0OpYIOBaHNME, WIH

b) HEHCNONB30BAHHUA CTCPHUIU3ALMOHHOTO 000PYIOBAHMSA B TEUYEHHE [IEpHUOAA, KOTOPHIM MOI OKa3arh JCiCTBUE
Ha KpUTUUYECKYC IlapaMeTpsl obopyraopaHud. [Uis NpUHATUS pelUcHUS O HEOOXOAMMOCTHU IOBTOPHOM aTrecTaluv
IKCIUIYATHPYEMOro Oo00OpyHOBaHMS CJICAYET ITPOBECTH OPUIIMAABHLIA OCMOTP ¥ AOKYMECHTHPOBATDL €ro Pe3yiabTaThl.

Ecny BO BpeMsi IIOBTOPHOM KOMMCCHOHHOM HPOBEPKN OOHApyXEHO, UTO paboTa CTEPWIN3ATOPA HE OTBEYAET
TEXHWYECKUM TpeOOBAHMUAM K TIPOLIECCY CTEPUIN3ALIMU, HEOOXOINMO YCTAaHOBHUTH IIPAUYHMHBI 3TOTO.

B.2.6 IlpeasapureibHoe MUKPOOHOIOIMYECKOE UCIIbLITAHHUE

IlpeapapurenpHoe TecTpoBaHre OMOMOrMYECKUMH MHIMKATOPAMM MOXET ObITh BBIIIOJHEHO B IYCTOH KaMepe
OHHOBPEMEHHO ¢ PU3UYECKMMH HUCHOBITAHHUSIMHM. BKIIIoueHHe TAaKoro UCIILITAHUS B KOMUCCUOHHYIO ITPOBEPKY MOXET
HaTh rpeaBapUTEIbHYIO MHMOPMALIAIO O paboTe CTepUIN3aToPa A0 ATTECTALMH IKCIUTYaTUPYEMOTO 000OpyaoBaHMA, HO
NOJAYYCHHDbIC AAHHLIC HC MOI'YT ObLITH CBA3AHK CO CTCPWIHHOCTHIO KOHEYHOrO ITPOAYKTA.

Iipy Mcrionp3osanyy OMOJIOTHMYECKMX MHAMKATOPOB B ITYCTOM KaMepe BaXHO NOABEPTHYThH OMonormyeckuie
WHIOUKATOPE! TIPENITIONAracMbIM B IIpollecce CTePWIN3allMH YCJIOBUSIM IIpeABapUTEIbHOI0 KOHIUUMOHHPOBAHHUA H
KOHIULIMOHHUPOBAHHA.

B.3 Arrecranusa pa0orbl 000pynoBanus no pU3HIECKHM XapakrepucTHRaM [5.3]

K npymMmepaM CYyHIECTBCHHBIX UBMCHEHWH B U3AE/IMM, YIIAKOBKE WM IIPOLECCEe, KOTOPHIE NOIKHBI YYNTBIBATHCS,
OTHOCST:

- YIIAKOBKY;

- KOHCTPYKILIMIO TIPOAYKIINH;

- KOHOUTYpaALMIO CTEPHUIIM3YEMOMN 3arpy3Ku UM TUIOTHOCTD,

- CTCPUAU3ALIMOHHOE 000pYIOBAHME,

~ LIMKJI TIpoliecca.
BoszelicTBye Taxux U3MEHEHMIT Ha BCe CTAAMM Tipollecca CTCpUIN3aLiMM, BKJIKOUAsS TIpEeABAPUTEIBHOC KOHAWIIM-

OHUPOBAHUE U A3palLIUIO, NOJXKHO OBITH OIPENC/ICHO.
[TonydeHHbIe NMPH KOMHCCHOHHOM ITPOBEPKE pe3yJibTaThl JOJUKHBI UCIIONBL30BAThCA 19 ONpEAC/ICHNUS napaMeT-
POB, KOTOPbie HYXKHO OTAENLHO HCC/IEoBaTh B XOA€ aTTeCTallMi IKCIUIYATUPYEMOTO 000pYaAOBaHUA.
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B.3.1 IlpeasapuresibHOe KOHIMHHMOHUPOBAHUE

B.3.1.1 ATrecraums 3KCIuiyaTupyeMoro odbopyaoBaHHs H0oXKHA ObIThH BHITIONHEHA Ui 30HBI NPEeABaApUTEIIEHOIO
KOHAHLIMOHUPOBAHUS, 3arpY>KCHHOMA N0 MAKCUMYMY U B OOBIYHOM YACTUUYHO 3arpy>KCHHOM COCTOSITHHUH. I1pH ripose-
JEHHUN aTTeCcTallK 3KCIUTyaTUpYEMOro o0OpPYAOBAHUS CIIOCOO 3arpy3K¥ M pacCTOdHUS MEXIY NOIAOHAMM [1OJDKHDI
OBITh TAKMMH Xe, KaK YKa3aHO B JOKYMECHTHUPOBAHHbBIX METOOMKAX.

B.3.1.2 lns cramuy arrectalidy 3KCIUIyaTUpyeMoro oQOpyZOBaHUS NPOOYVKLMS JOJIXKHA MCIOJIb30BaThbCcs NpHU
TeMIleparype, paBHOM WIN, B HEKOTOPBIX CAYy4YasdX, HHDKE TeMIIEpaTypbi, YCTAHOBJIEHHOW A IpedBapUTENbLHOTO
KOHIAHUMOHMpoBaHUs. Ecny teMneparypa npoayKilu¥ MOXET U3MCHUTLCS 10 TIpeIBAPUTEIbHOIO KOHAMIIMOHHpOBa-~
HUS, HATIPUMEpP, W3-3a TPAHCIOPTUPOBAHUS IS CTEPWIN3ALIMU, MOXET 0Ka3aThCsl HEOOXOMUMEBIM cAejiaTh JOIIYCK Ha
M3MEHEHHE TeMIIEpaTyphl NPOAYKUMH, KOTOpOE MOXET ObITH U3BECTHO M3 OIIbITA.

PacrnipeneneHue TeMrieparypbl ¥ BIIAXHOCTH B CTEPWIM3YEMOIT 3arpy3Ke AOJLDKHO OBbITH IMOJAYYCHO 33 MEpHON
BpEMEHN, TpeOYEeMbIH I8 TOTO, YTOOKI CTCPWIM3YEMas 3arpy3ka AOCTUIIAa MUHUMAaJILbHON 33aJaHHONM TEMIICpPATYPH U
BIIAXHOCTH. JLOKHBI OBITh TAXKE YCTAHOBJIEHBI 3HAYCHUS TEMIIEpATYphl M BIIAXKHOCTH, NOJY4EeHHBIE B CTEpWIN3YEMON
3arpy3Ke I110cjie MaKCUMabhHO JOITYCTUMOTO TIepHoAa NPeABAPUTCILHOIO KOHAMIIMOHUPOBAHHUA. DTO HEOOX0OUMO [LId
MOATBECPXKIECHNSA TOrO, YTO COAepXalinecsd B TEXHHYCCKUX TPEOOBAHMAX YCI0BHS OYAYT JOCTHTHYTHI, KOT/1a UCIIONb3Y-
eTCSl MAKCHMMAJIbHO NOINYCTUMOE BpeMs peABaAPUTEIbHOTO KOHIUUMOHUPOBAHUS. KOJMIHYeCTBO UCHTONb3YEMBIX J1aTYMi -
KOB JOJIXKHO 0DeCnieYMTs TOJHYIO KapTHRHY PaAcIIpelc/icHUs TeMIIEpATYPhl M BJAXHOCTH B CTEPWIHM3YEMOH 3arpyske.
OHO OyIeT 3aBUCETb OT KOHCTPYKLMU 30HBI TMPEeBAPHUTEIBHOIO KOHIMUMOHUPOBAHUA, JaHHbIX, INOJYYCHHBIX IpH
KOMMCCHOHHOM TIpOBepKe, U TeXHWUecKHMX TpeboBaHUN mpouecca crepwin3allnd. OObIMHO B MNpakKTHKe aTTecTalMu
JUTA TIPOBEICHUS 3THX U3MEPCHHN TEeMIICPaTypPhl UCTIONBL3YETCS CACAYIOIIEE YNCAO JaTUMKOB:

a) IsIThb JATYMKOB TEeMIlepaTypbl M B4 JaTUXMKA BIAKHOCTH — IUISI CTEPUWIM3YEMOM 3arpy3kKy¥ HOMHWHAJIBLHOIO
o6beMa MeHbie 2,5 M°:

b) 1A 06beMOB NpoAyKIMHU Gojiee 2,5 M° — IBa JaTYMKa U3MEPEHUS TEMIIEPATyphl M OAWH JaTYMK BIAXHOCTH
Ha KaXIblii HOMHWHaN NPOoLyKLIMHA oObeMoM 2,5 Mm7;

c) Wi GONBIUMX 30H IPENBAPUTENLHOIO KOHAMLMOHMPOBAHWS, 3aHMMaOLMX Gonee 50 M? HOMMHAIBHOTO
0ObeMa MPONYKLIMH, AATIMKH He JODKHbBI Pa3MellaThCd Ha KAXKIOM HOMUHaE MPOoAYKIMM 06seMoM 2,5 M2, HO HOJIXHBI
pacrpeaensaTbCs B HYXKHBIX MeCTax, 4ToObl ITOKa3arb JOCTHKCHHUE TpEeOYeMOro COCTOSIHUS IO BCell CTEpWIN3YEMOM
3arpyske.

JlaT4UKH TeMITepaTyphl ¥ BAaXHOCTH HOJDKHBI OBITh pacrionoXeHbl BHYTPH €IMHUYHOIO KOHTCHHEpa WiIN A1000#
IPYTOH YITAKOBKH, KOTOPYIO MpeArnojaracTcs oOMECTUTh B CTEPUIIN3ATOP.

B.3.2 KoHaMunoHUpOBaHHE

PyKOBOACTBO IO arrecTalMy 3KCIUIyaTHpyeMoro obopyJdoBaHUS TS TIPEABAPUTENIBHOIO KOHIAULIKMOHUPOBaHUS
rno pusndecknuM xapaxkrepuctukaM (B.3) npuMeHseTcs Taxoke K arTeCTalldM SKCIIyaTUpyeMoro obopyaoBaHus s
KOHIMIIMOHUpOBaHUA. OOBIYHO B NpaKTHUKE aTTeCTALUMH IS TIPOBEACHHUA 3TUX U3MEPEHUMN UCIIONB3YETCsl CIACHYIOUICE
YUCao 11poo:

a) JUIS KaMep C TI0JIE3HBIM 00EMOM KaMephl CTEPHIM3aTopa A0 5 M? BKJIIOUMTENLHO — He MeHee 10 paBHOMEpHO
pacripefcICHHbIX 1aTYUKOB;

b) ISl KaMep ¢ MoJIe3HbIM 00beMOM KaMephl cTepunuaaropa 6oaee 5 M° — He MeHee OJHOTO AOMOTHUTEILHOTO
NaTYMKA Ha KAXAbI OJWH JONONHHTENbHBIH 1 M3 06beMa KaMephl;

C) Ui KaMep C TToJIe3HbIM 00BEMOM KaMephl cTepiuiusatopa 6onee 10 M3 — He MeHee 20 JaTYMKOB TEMITEPATYPbI.

B.3.3 Crepunusanus

Y1oOR rapaHTUpPOBaTh, YTO NPH aTTECTALIMM 3KCIUTYaTHpYEMOTro 000pyAOBaAHNA JEMOHCTPUPYETCH alcKBAaTHOCTD
npollecca KOHIMIMOHUPOBAHYS, MCIIOAB3YyEMOE Ui 3TOM Lie/IM U3[eaue OO/KHO WMETh TeMIiepaTypy, MUHHUMAIbHO
Pa3peLieHHYIO IS 3arpy3KM B CTEPWIN3ATOP WIHM MEHBLUIYIO.

[Ipn HeOOXOAUMOCTU U3EJIMA NMOABEPTralOTCS TIPEIBAPUTENBHOMY KOHAULIMOHUPOBAHUIO B TCUCHHUE MHUHUMAJIh-
HOI'O0 MHTCpBAJIa BpEMEHU, YKA3aHHOI'O B JIOKYMEHTALINM.

Cnoco® 11y criocoOnl 3arpy3ky LIS KaXJoro CTepwin3aropa JO/LKHBI ObITh JOKYMEHTHPOBaHbl. KoMOMHaLINA
H3leanit, JoNnycTHMas Ui JaHHOTO Crioco0a 3arpy3kKu, Jo/DKHa ObITh JOKYMEHTHpOBaHAa. ECAN TpYAHOCTH, BO3HUKAIO-
e NPUA CTEPWIN3ALMM KaXAOro BHAZ IPOAYKLIMHA, M BO3ACHACTBHE (DAaKTOPOB LIMKJia HAa KaXIbI BUJ NMPOOYKLMH
(HanpuMep, abcopbimsa oKCHaa STWIEHA) YXE€ M3BECTHBHI B JOCTATOUHOM CTENIEHH, TO I Ueled BUIWIALMU MOXET
HCIIONb30BATLCSA STAIOHHAA 3arpy3ka(H), yka3zaHHas B JOKYMCHTALUH.

Crnenyer CpaBHHThH HOBBIE BHIbl NPOAYKUUM € ITAOHHOW 3arpy3KOW M, €C/IM MpeAltojiaraercs, YTo OHH

NPEACTABIAIOT OONBUIYIO TPYAHOCTb WIS CTCPWIN3ALUMM, HEOOXOMUMO NPOBECTH MNOJMHLIM LYK HMCCIefOBaHUK H
ATTECTALIUIO IKCILUIyaTUpYeMOro o0opyaoBaHUA.

PacnipeneneHne TeMrieparypsl 1o o0beMy CTEPWIM3YEMOM 3arpy3kK HOJDKHO OBITH ONPEACNCHO IUId KaxOIoro
crioco0a 3arpy3ku M Uil peKOMEHIyeMOM 3arpy3kv. KMl3 MpakTHKM M3BECTHO, YTO MCIIONbL30OBAHME TOI'O XE& HHUCHA
H3MEpeHHIT, 4TO U 114 onpeAcneHHs pacripeieicHus TeMNeparypbl B NyCTOM KaMepe BO BpeMs KOMHCCHOHHOH
IIPOBEPKH, HaeT aieKBAaTHYIO KAPTHHY paclpelencHUs TeMriepaTypbl. MecTonoioXeHne N1aTYMKOB B CTEPWIN3YEMON
3arpyske AOJDKHO ObITh BRIOpaHO TakMM 00pa3oM, YTOOBI OIPEAcHNTh MaKCHMaNibHOE M3MEHEHME TEMIIEpATYpPhl ¥ B
X0Jl¢ KOMMCCHOHHOM ITPOBEPKH YYACTh MECTOIONOXEHHUE TOpIUYHUX M XOJIOAHBIX TOYECK.

[Tpn paspadboTke TpebOBaHHH MO SKCINYATAUUU I YKA3aHHBIX CIIOCO0OB 3arpy3KM JOMXKHbBI OBITh ONIPEHAENIEHB]
KCIUTyaTalMOoHHble GU3NUCCKHUE XapaKTepUCTUKH, YKa3aHHbie B B.2.3.
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B.3.4 Aspanus

[ITpnMeyan e — Hacrodumii cTanaapt He onpeaensieT JONMYCTUMbBIE YPOBHH COACPXaHMA OKCHAA 3THICHA
W OPOAYKTOB €ro peakli. buorormyeckas cCoBMeCTUMOCTb NMpolaykToB — 1o 'OCT P UCO 10993-7.

Temrieparypa B cTepwin3yeMOM 3arpy3ke B Xojlie Npolecca a’paliMy NO/DKHA M3MEDATLHCS B TeUeHUE BCETO
nepyvoaa BpeMeHH, HEOOXOAUMOrO U1 CTAabUNM3ALUKM TeMIIePaTyphl CTEPUNM3YEMOU 3arpy3Ku.

B.4 Arrecranus 3KCILIYATHpPYEMOro 00OpyAOBAHHSA N0 MUKPOOHOJOTHIECKHM XapaKTepHCTHEAM [5.4]

Cnelnyer yYUTHIBaTh CYLUECTBEHHBIC U3MEHEHUS B U3IEANH, YIIAaKOBKe WIM Iipollecce, HalpuMeD:

- YIIAKOBKY;

- KOHCTPYKIIMIO TIPOAYKLMH;

- KOHQUIYpalMIO CTCPIWIN3YEMOM 3arpy3Ku WM IJIOTHOCTD;

- CTEPUIIM3YIOLIEEC 00OPYIOBAHUE,

- LIMKJI npoliecca.

JlonXHO OBITb YCTAHOBJIEHO BIMSHME TaKMX H3MeHeHHH Ha Bce CTaluM mpolecca CTepWIH3aLMU, BKIHOUAs
IIpeaABapUTEIIbHOC KOHIUIIMOHHUPOBAHUE U avpaliuio.

Pesynbrarhl, nojyyeHHbIE BO BpeMsi KOMHMCCHOHHOM NIPOBEPKU M aTTECTALIMH 3KCTUTYaTMPYEMOTO 060Dy I0BaHMs
110 (PU3INUECKUM XapaKTepucTUKaMm, HOJUKHHEI UCHOAB30BATHCH, YTOOB ONMpelcMuTh KpUTUYEeCKUEe IapaMerpsl Lid
CIICLIHaJIBHOTO MCCNEN0BAHUA B XO4€E arTeCTallyy 3KCIUIYaTHPYEMOro o00pyI0BaHH 110 MUKPOOHONIOTMUECKM XapaK-
TEPUCTUKAM.

IIpuroaHocTs OMOIOrHYECKOTO HHAUKATOPA MOXHO ITOKA3aTh HECKOJBKMMH MeToaaMH. BriOGop MeToa 3aBUCHT
OT OLICHKH OMOHarpy3xku. HW oIuH M3 METOJOB He MOXET OBITh PEKOMEHAOBAH I BCeX BUAOB NPOAYKIIAM. Moryr
HCTIONIB30OBATHCS CICAYIOHIME METOMBI:

a) Korja 1npH olLieHKe OMOHarpy3ku IpPOM3BOAUTCS HACHTUOMKALIUSA MUKPOODIAHUIMOB, BeIUUUHBLI [ Moryt
OBITL OIpeleNeHb! MM TOAYYECHBI M3 JIMTEPATYPHBIX WUCTOYHMKOB JUIS PE3UCTCHTHOM 4YacTW NOIYIILHY. YToOHI
ITOATBEPAUTL BO3MOXHOCTE TIPHUMEHEHUA OHOJIOTHYECKOTO MHIMKATOpa, BpeMs, HeoOxoaumoe Ui Je3aKTHBAlMU
OMOHarpy3kyu 0 YCTAHOBJICHHOIO rapaHTUPOBAHHOIO YPOBHSI CTEPHILHOCTY, MOXET CpaBHHBAThbCS C BPEMCHEM,
HEOOXOANMBIM VISl NMOATBEPXIACHUS aAeKBAaTHOCTH ONMOHArpys3Km MHIMKATOpa;

b) xorma uaeHTUGUKAHUA MUKPOOPraHM3MOB He IIPOBOIUTCS, a OMoHarpy3ka H13Ka (HanpuMmep, meHblue 100),
BO3MOXHOCTh [IPUMEHEHUSI OHOJIOrHYECKOro MHAMKATOpa MOXHO OLICHUTD IO NAaCNOPTHRIM ZaHHBIM. UToOH! 11omnyns-
uvg OMoHarpyskil Onta 0osee ycToMyrBa K ACHCTBUIO CTEpWIN3allMK, YeM OMOHarpyska HHAMKAaTopa, oHa JOoJIXHa
UMeTh BeTUYHHY D B 1,5—2 pasa BblllIE, YeM Yy OMOJIOTHYECKOro MHANKaTopa. Taxkasi BeTMYMHA pe3UCTEHTHOCTY LS
€CTECTBEHHOU MHUKPOGQJIOPE B JIMTEpAType He YIOMMHAETCS;

C) Xoraa uacHTudMKaLsi MUKPOOPraH3MOB He TIPOBOAUTCS, a OMOHATrPY3Ka BBICOKA, BO3MOXHOCTh IIPMMEHE-
HUSA OHONOIrMYECKOTO0 HHAMKATOPA AOJDKHA OBITE ONPEAC/ICHA BO3JECHCTBUEM HA HEro cyoneTalbHbIM (YaCTHUHLIM)
1IMkoM. C noMolibl0 3TUX UCIBITAHWH MOXHO CPAaBHUTbh OTHOCHUTEIbHbIE CTENIEHU MHAKTUBALIMH.

buonornyeckiie MHIWKATOPbI XO/XHbBI OBITH MOMELUEHb! B MecTa MPOAVKIIMM, KOTOpHIE SABIAIOTCA Hanboiee
TPYAHBIMH 1A cTepMiIn3aluyi. ECIH KOHCTPYKLMA M3ACJIHA HE ITO3BOJIACT pasMECTHTh OMOJTOrHYECKHNH UHIUKATOp B
Hau0oiee TPYIHOM JIJI CTCpWIM3alMyl MeCcTe, HYXHO HNHOXYJAMPOBaTb CYCIIEH3UM CIOp Ha IIPOOYKLMIO, 4YTOOHI
00ECIICYUTE M3BECTHOE KOMWYECTBO XKU3HECOocoObHBIX cniop. CycrieH31s criop, MaTepransl M McHojib3yeMble METOALI
noixHbl coorBercTBoBath I'OCT P UCO 11138-1.

BaxxHo gocTvyb paBHOMEPHOIO pacnpelcjacHUs CIIop Ha NOBEPXHOCTH IPOAVKLMHM, Ha KOTOPYIO OHU JOJIKHBI
HHOKyIUpoBaThcs. [1oBepXHOCTHBIE XapaKTepUCTUKY NIPOAYKLIMY OyIyT BIIMSITh HA paciipeacgeH e Criop ¥ MOTYT BECTH
K UCKOXCHHIO KapTUHLI PE3UCTCHTHOCTH IO CPAaBHEHUIO ¢ APYTHMU CUCTEMAaMHM.

Byonormdeckiie MHAKKaTOPbI WM MHOKYJIMpOBaHHas NMPOAYKLMg JOJEKHB! ObITb paBHOMEPHO pacIlipeicieHhi B
CTEPWIMN3YEMOM 3arpy3ke, HO paclipelie/icHUE JOJ/DKHO BKIIIQYATh T€ MECTa, IJE VCIOBUA CTEpUIN3allMM Haubolee
TPYAHO JOCTUXMMBI. KoJIMyecTBO OMONOrHYECKUX HHAUKATOPOB, UCIIONB3YEMBIX IS aTTECTAUHMM SKCIIIYaTUPYEMOIo
000pYyIOBAaHUA 110 MUKpPOOHOJIOTHYECKUM XApaAKTEPHUCTUKAM, JOXHO AEMOHCTPUPOBAThL IH€3aKTUBAlL[MI0 MUKPOOPra-
HU3MOB B CTEpHIM3YEMOi 3arpy3ke. MoXHO HCITOJIBL30BATH TE€ XE CAMBIE MECTA, YTO U IUIA KOHTPOJIA TEMIIEpaTyphl.
TinarenpHast olLleHKA 3(P@PEKTABHOCTU IpoLecca MOXeET ObITh NOJIyUYeHa NpHU UCIIOJb30BAaHUU IBYX OHMOJOTHMYECKUX
WMHANKATOPOB OKOJIO MECTa PACHOJIOXEHMUS KaXnoi TepMoriapei. B ciioxuslueca MpakTUKE aTTeCTALMU I MUKPO-
OHONOrHYECKUX MCIILITAHUI HCITONBL3YIOT CJIEAYIONIEee KOJINYECTBO DUOTOrMYSCKMX UHIMKATOPOB:

a) UIS CTEPUIM3ATOPa MOJe3HAIM 06bEMOM KaMephl A0 5 M? BKIIIOYHTEIbHO — He MeHee 20;

b) s cTepwIM3aTOpa IOJE3HbMIM 06beMOM KaMephl oT 5 7o 10 M xonvuecTBo 6MOIOTMYECKUX UHAMKATOPOB
JIOJDKHO OBITH YBEIMUEHO Ha [Ba VIS KaXAOTO AOTOIHUTENLHOTO 1 M>;

¢) VIS CTEPWIM3ATOPA C TI0Jie3HbIM 00beMoM Kamephi Gotee ueM 10 M3 KoMuecTBO GMONOTHYECKMX MHANKATO-
POB JIOJXHO GBITH VBEIMUEHO CHOBA HA /BA U KAXKIBIX AOTIOMHHUTENLHBIX 2 M.

ATrecTaliMsi 3KCIUIyaTUpyeMoro oO0OpyNOBAHMA 110 MHUKPOOHOJNOIMYECKMM XAapaxTepUCTHKaM HOLKHA OBIThL
BBIIIOJTHEHA C MCITIOJAb30BaHUEM OOHOIO M3 CIEAYIONIMX OOUIMX TTOAXO/I0B.

[IpuMeuanue— llpx onpelcneHU BpeMeHU BO3ACHCTBUASA ¢ UCTIONB30OBAHKEM TNIPUBEICHHBIX HIKE METO-
JoB A uiu B B pacuer cneayer OpaTh YPOBHHM MUKPOOHOro 3arpA3HEHHUA TIPOOYKUMH A0 CTEpHIM3allMK. TOYHOCTH
METOOB OMNpelcHeHUsT MUKPOOHOrO 3arpA3HEHMA OO0 CTEpWIN3allMM HEeoODXOOMMO YYHMTHLIBATb NMPH HMCIIONb30BAHUM
METOJIOB OITPEJICNCHNA BPpEMEHHM BO3JICUCTBHAL.
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B.4.1 Metox A: nocrtpoeHHe KpHBOH BbIKMBAaHUA

Meton, onyucasHui B 7.2.1.1, MOXeT MCrIOJIb30BaTLCH IS PYKOBOICTBA.

B.4.2 Meron B: MeTon orpuuarenbHoi 1onu

Meton, onycasHbIM B 7.2.1.2, MOXET UCIOIb30BATHCHA VIS PYKOBOACTBA.

B.4.3 Meron C: MeTod NONOBUHHOIO LITUKJIA

OTOT METOR MCNOJIb3yeTcsl Uil onpelesiecHHd MHHHUMAJIbHOTO BpeMeHM 00paboTKM OKCHIAOM 3TWIEHa, NpU

KOTOpPOM He OOHAPYXUBACTCA XHUBLIX MUKPOOPraHHU3MOB, BCC APYIUE NTapaMeTPhl ITPOLECCA, KPOME BPEMEHH, OCTAIOTCS
NOCTOAHHBIMHY. YTOOB!I NOATBEPAUTE MUHUMANBHOE BpeMsl, JOJ/DKHBI ObITL BBITIOJIHEHBI ABa pa3ielbHbIX 9KCIIEpHMEHTA.
B oboux akcnepnuMeHTax He JoJIXKEH 0OBapyXUBaThCs POCT MUKPOOPraHU3MOB, MHOKYIMPOBAHHBIX HA OMOJIOrMYeCKMX
MHOAMKATOpax. 3alaHHOE BpeMs BO3ACHCTBHS JOJLKHO ObITh, IO KpaliHell Mepe, B ABa pasza bonbllie MUHHMAJIBHOTO.
LIuxn XOopoTKoi NpoJO/KUTEIBHOCTH, IIPH KOTOPOM MOTI'YT OBITH BbIJEJIEHBI X¥BbIE MUKPOOPIraHHU3Mbl, TAKKE 1OJIKEH
ObITh OTpaboTaH, YyToOh! FIOKA3aTh TEXHUYECKYIO BO3MOXHOCTh pereHepallii.

YcnoBusi, nucnonp3yeMble i percHepaldH OHOJOTHYECKMX MHAMKATOPOB, JACXKHBI OBITH YCTAHOBAEHBI H
JOKYMEHTHPOBAaHbI IpH Banuigauyi. Ilpu ycraHoBIeHUM HHKYOALIMOHHOIO HEpHOaa caeayeT NIPpHHUMAaTh BO BHUMaHHe
BO3MOXHOCTB OTCPOYEHHOI'O pOCTa CIIop, KOTOphl€ ObUIM NMOABEPIrHYThl BO3AEHCTBHIO OKCHIa 3THJICHA.

B.5 3axkmouenne o pamnanun [5.5]

OTyer 0 BAIMOALIMM JOJKEH COAEPXAaTh WIM NaBaTh CChUIKY Ha:

a) NETANTBHOE ONMUCAHUE CTEPMIM3YEMON MPOOYKUMH (BKII0OYAA YHAKOBKY M Crioco0 3arpy3ky B CTEpWIN3aTOD);

b) TeXHUUYecKUe TpeOOBAHMA K CTEPWIN3aTOpY;

¢) JaHHble KOMMCCUOHHOM TIPOBEPKHU,

d) npoTOKOJBI aTTeCTALIMU IKCILUIYATUPYEMOTro 000pyIOBaHHS 110 BCeM TEKYLIUM PHUINUECKUM U OMOJIOTrHYeCKUM
XapaKTEpUCTHKAM Jid BCEX ITapTHH,

€) yKa3zaHHe O TOM, YTO BC€ KOHTPOJBHO-HUIMEPUTENBHBIC, PEerUCTPUPYIOLIHME NMPHOOPHL U T. 1. OBUIM KAJIHOpO-
BaHb! BO BpeMs aTTECTALIMM SKCIU1IYATUPYEMOTO 00OpYAOBAHHUS ;

) ycnoBus nocieayiouei npoBepKH W peBaiugalvu;

g) NPOoTOKOJ(bl) BaIMIAALINH,

h) JTOKYMEHTUPOBAHHBIE UCIIOJb3YEMbBIE METOIUKH;

1) yyebHble NOCOOMA W ITPOTOKOJIbl 06 0DYyYeHUH BCEro NMPUYACTHOIO HEpPCOHANA;

}) JAOKYMEHTUPOBAHHbLIC PEXHMbI pabOTHI, BKJIIOUAs NIpene/ib! JOITYCTUMBbIX OTKIOHEHUH OT ITPOU3BOIACTBEHHOTO
rpolecca;

k) Meromyuky 1o KajimOpoOBKE ¥ TEXHWYECKOMY OOCIYXHMBAHMIO.

{lo 3aBeplueHUIO ITPOrpaMMBbl BaIUJALMHU PC3YABTATHI MCITBITAHHMM JOJDKHBI OBITH CBENEHBI B ITPOTOKOJI O
ITPOBEICHUH NMpoBepoK. Banmaauus KoMOMHALMM ITPOAYKUMS/YITAKOBKA/3arpy3Ka I KaxJaoro crepuwinsaropa 6yaer
CYMTATHCH TIPHHSATOH ITOCHE YTBEPXACHHSA ec¢ JNHULOM (JIHI{aMH), VKa3aHHbIM B cHcTeMe obecledcHUsT KadecTBad CO
cropodbl Uarorosuresieid o 'OCT P UCO 5001.

B.6 Pemanunanusa [5.6]

B.6.1 Pepanmpauusa nomxHa ObITH NpOBeAcHA /I TINOATBEPXICHUA TOro, YTO HE MNPOM3OULIO CAYYAHHBIX
U3MEHEHHH B npoliecce U NMEpBOHAYAIbHLIM NMPOTOKON BAIHAAUMM OCTaecTcd B cHye. Pesanuaanys J0/IKHA BKIIOYATD
SMEMEHTHI ITOBTOPHOHM KOMUCCHOHHOM IIPOBEPKH M NOBTOPHOM arrecTallMi. OObIYHO NOBTOPHASl aTTECTALMS BBINOJI-
HAETCS Ha 3TAJIOHHOM 3arpy3Ke WY Ha TMIIOBO#M IpodyKuuy. OgHaKo ecay Npy NOBTOPHOM KOMUCCHOHHOM IIpOBEpKE
WIM TOBTOPHOM aTrecTallMy oOHApYXMBAIKOTCd U3MEHEHMS TMpolecca, TO KOMMCCHOHHAS IIPOBEPKa M aTTecTalMsd
paboThi 0O0pYROBAaHMA NOIKHBI OLITH IMPOBEICHEI TTOBTOPHO.

B.6.2 Ilpun yrBepXacHMH NPOTOKOJA PCBATUIALIMY NO/DKHBI YYUTBIBATHCS Pe3yabTaThl IMpedblAYIIIMX BaIMAALNH
¥ peBamvaaluMy. OTaenbHas KOMUMCCUOHHAA NPOBEPKA W IMOBTOPHAA aTTECTAlMA LIMKIOB BLIMIOJMHAIOTCS OOWHAKOBO.
JaHHbIC peBaNKuIalNM JOJKHBI CPABHUBATHLCS C TIEPBOHAYAIbHEIMH ITPOTOKOJIAMHY BaTUAALIMY (M TI000M NMOCEAYIONCH
peBUTUAAIIMM) /IS TIOOTBEPXACHHS TOrO, YTO MEPBOHAYATHHBLIC XapaKTCPUCTUKM COXpaHEeHBl. JTO CpaBHEHHE objier-
yaeTcd OJANHAKOBLIMM hopMaMH I NPOTOKONOB BAMMJALIMH Y peBAIMIALIUN.

B.6.3 PeBanupauusa J0/KHA BKIIIOUYATD CIACAVIOLIES:

B.6.3.1 loBropHas KOMMCCHOHHAA MPOBEpPKA:

a) TIOATBEPXJACHUE HANMU4YMA KATTMOPOBKH BCEH allnaparyphl;

b) npoBepKa BeIHMUYMHBI YTCYKH U3 KaMephl (A.4);

C) onpelcieHUEe XapaKTEePHUCTUK AOTIONHUTENbHBIX BCIIOMOraTe/ibHbIX CUCTEM, TAKMX KaK M1apoBhi€ I'eHepaTophl
¥ UCNapUTend crepuianayiomiero areHra (B.2);

d) pacnpegeneHre reMrieparypbl B nnycroit Kamepe (B.2);

e) onpeaedcHHe PU3NUCCKUX NTAapaMeTPOB VISl IMMyCTOW KaMepbl, TAKUX Kak:

1) rmyOHMHA U CKOPOCTb HOCTHKEHHS BaKyyMa,

2) TIOBBIUIEHME OaBJICHUS MPYM BBEAEHUM Tapa BO BpeMd CTaaMH KOHIMLIMOHWPOBaHUSA,

3) TOBBILUICHUE JABIEHUA Y CKOPOCTE JOCTHXCHUS TpeOyeMOoro AaBJICHKS BO BpeMsI MOJA4YM CTEPUIIH3VIOLIETO
arcHTa,

4) KoppeaAuUA NOBBILUECHUA JaBICHUA C APYTUM MeTonoM{(aMu), UCTIONBL3YEMbBIM I/ KOHTPOAA KOHIEHTDA-
uuu oxcuaa 3tunena (B.3),

5) myOMHa ¥ CKOpPOCTh NOCTYDKEHUSI BaKyyMa, MCNIOJIb3YEMOI0 BO BPEMS yAIeHUSI OKCHAA 3TWICHA,
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6) NMOBBILLIEHHUE NABICHUS M CKOPOCTb JOCTYDKEHHMA TpeOYEeMOro JaBJeHHUs BO BpeMs I104ayM Bo3ayxa (Wid

IpYyrux rasos),
7) KONMYECTBO MOBTOPEHUM onepauuil nepedyncyieHMiit 5) ¥ 6) u n1obbie USMEHEHHS B YCITEUIHBIX [TOBTOPE-

HwsIx (B.2);
f) aymuropckas IpoBepKa HPOTOKOJIOB TEXHHUYECKOTO OOCIYXKHUBAaHUA U KaJTHOPOBKHM.
B.6.3.2 IloBropHas aTrecTalMi:
a) omnpeacyicHUE TeMIlepaTyphl CTEpPWIN3YEMOM 3arpy3Ky ¥ paclipeae/ICHHA BIAXHOCTH BO BpeMs IpeaBapUTEb-
HOI'0 KOHAUIIMOHUPOBAHUA (5.3.2);
b) onpeneneHue TeMIIEpaTYphl CTEPWIN3YEMOH 3arpy3KM U paclpeacieHUs BIaXXHOCTH BO BpeMs KOHAMIIUOHM-
poBaHu4 (5.3.3);
C) ONpeAecHHUE paclipele/IcHUs TeMIlepaTyphl CTEPWIN3YEMOM 3arpy3ky BO BpeMs BO3ACHMCTBUS CTEPHIH3YIO-
1ero areHra (5.3.4);
d) onpencraeHUE CAEAYIOUWMUX PUIHYECCKHUX XapaKTePUCTUK IS 3arpy>KEHHOM KaMephl:
1) rnybrHa UM CKOpPOCTb JOCTUKCHMUS BaKyyMa,
2) MNOBBILICHUE AABJICHMS MPU BBEACHUHM Mapa BO BPEMS CTaAWM KOHIMIIMOHWPOBAHMS,
3) KoppeasiuMsa TOBBILIECHWA JABICHHSA BO BpeMST KOHIMLIMOHUPOBAHUS IPYTUM MeToAoM(aMH), UCITONb3Y-
MBIM{MH) U151 KOHTPOJIST BJIAXXKHOCTH B KaMepe,
4) MOBBILUECHUE NABJIEHUS Y CKOPOCTB JOCTHKCHUS TPEOYEeMOTro JaBJICHHA BO BpeMs NT0JAa4YH CTEPUIU3YIOHIETO
areHra,
J) Koppensiluys IoBbllICHUs JaBICHHUS IPYTUM METONOM(aMH ), MCIIOJIBb3YEMbIM IJI51 KOHTPOJIA KOHLIEHTpaLlUH
okcuaa stuneHa (C.3),
6) miyOMHa ¥ CKOPOCTb JOCTMKECHUS BaKyyMa, OObIYHO MCIIONb3yeMOTO BO BpeMs YAANEHUS OKCHIA ITWIEHA,
7) NOBBIIICHUE JABJICHUS U CKOPOCTb JOCTHKCHMS TpeOyeMoro JaBjieHHsI BO BpeMsl IoJaqyy Bo3ayxa (yiu

APYTUX T'a30B),
8) KOJMMYECTBO NOBTOPEHUMR ONepalyit NepeducieHui 5) U 6) n 1io6blc N3BMEHEHHS B YCITEUIHBIX TIOBTOPE-

Husax (B.3);
€) olpeleNcHNE pacpeacacHUs TeMIlepaTyphl CTEPUNNIYEMOIi 3arpy3kKM, 00TeKaeMo BO3IYILHBIM [TOTOKOM BO
BpeMsa aspaiuM (B.3);
f) aTrecrauusa KCIyaTupyeMoro obopynoBaHus 1o MUKpoOHONOrundecKuM xapakrepuctukaMm (B.4).
B.7 Meroaska BbIYHCACHHS BeTMIHHbl D npy aTrecTandy SKCILTYATHPYEMOro o00opyioBasua No MMKpOOMOJIOTH-
JeCKHMM XapaKkTepucTHKaAM no merony B

[IpuMedyaH e — [deTtand BuIYKMCICHU BeIUUYNHEL [) NIpU aTTecTallMHd 3KCIUTYaTHpPYeMOro o00opyaoBaHus 110
MUKpPOOHMOJOTMYECKMM XapaKTCpUCTHKaM 1o Meroay B, npuBeacHHbIE B HacTodllleM ITPWIOXCHUM, OCHOBaHbI Ha

mMeTone, Kotopblit ormncaH B Pflug 1.J. m Holcomb, R.G., «IIpuHUMnBI TEILIOBOro pa3pyumieHHsI MUKPOOPraHN3MOB IIpH
ne3uHGpeKIIMU, CTepHJIM3alUMM U nacTepusann», 3-e udgaHue (1983) u3n. S.S. Block, Lea n Febiger, Punagensdhus.

IIpn ucnonk3oBaHnu Meroda B B cooTBETCTBMU ¢ 5.4 OYAYT NOJYYEHRBI CACAYIONUME NaHHbIE:

=

|  Bpemsa Bo3meHCTBUS CTEPWIU3YIOLLETO Ko/oruecTBO TeCT-00BEKTOB, KonmuuecrBo TecT-00BEKTOBR,
areHTa NOABEPTILIUXCSE BOZAEHCTBHIO He NaBllUHUX pocT
£ nq 0
) ny r
& n3 | &
I4 R4 4
5 ns rs
s ng ng
7 ny ny

BpeMst f; — camMoe KOpOTKOE BpeMsi BO3NCICTBUE CTEPWIM3YIOLLErOo areHTa, IpyU KOTOPOM BCEe TecT-00pasiibl
ITOKa3bIBAlOT pocT. BpeMd BO3NECUCTBUA OT §, 00 I5 — BpeMs BO3ACUCTBUS, YBENUYMBAIOICECH B KpaTHOE YKCIO pas.
BpeMmsa Bo3aeHCTBUA f M 17 — ABA BPEMEHH BO3ACHUCTBHSA, IPH KOTOPHIX Bce TecT-00pa3Lpl HE MOKA3bIBAlOT HUKAKOIO
poCTA.
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JUIs BpEMEHM BO3JENCTBUA CTEPWIM3YIOIETO areHTa OT f; 0 I PacCYUTHIBAIOTCA KO3(POULMEHTHI X U Y MO
hopMyJ1aM:

L+t (B.1)
X, =5,

ivl 1 (Bz)

Vi = -
n1+1 n:

[Ipu #; Bce TecT-006pa3ubl ITIOKA3BIBAIOT POCT U TIO3TOMY

ro, (B.3)

Ry

Wi =

CpenHee BpeMsi NOCTHKEHUSI CTCPWIBHOCTH 4, MOXET OLITH PACCUUTAHO [10 3HAYECHMAM X, U Y, IS KaXKIOIo
BPEMEHU BO3CHCTBUS CTEpWIM3YIOLIETo areHTa f, o ¢popmyne

My =X Vi (B.4)

CpenHee BpeMsi, 1P KOTOPOM HE NPOMCXOOAT HUKAKOIO POCTa, i, VIS JIOG0H M3 UCNBITHIBAEMBIX BBIOOPOK,
MOXET OBITb PACCYMTAHO KaK CyMMa g JUIS XaXJOro BpeMeHH BO3JIEHCTBHUA OT f; IO fg:

1=6 (B.5)

CpenHsis BeauurHa D (D) paccuuthiBaercs no gpopmyne

. Y. (B.6)
D 0,2507 + ngm NO ’

rne Ny — HadanbHoE KOJIHYECTBO MHMKPOOPraHM3MOB, MHOKYJIUPOBAHHLIX HA TeCT-00pa3iibl.

[Ipy BRHIUMCIEHUMM BPEMEHM CTepwnn3auuu D, ., TI0 3TOMY METOAY CNEyeT NCNOIb30BaTh 93 %-HEIA NOBEPH-
TeJIbHBIN nipenen st D .

Dpacq - ,D + 2 W ’ (B.7)
riae ¥ ToaydeHo CIeayIoluM oOpazoMm:
2 B.8
Ve a 2,3026 (B.8)
0,57722 + In Ng
ro{n -r
a=0.252, (i, 1+t * T""’"‘l)'“ -
=Y. G (- 1),
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NPUJIIOXEHHUE C
(CTIpaBOYHOCL)

Yopasaenne mpoueccoM H KOHTPOJIb [6]

Jlo/mxHa OpITh MOATOTOBJIEHA pabodast crieuudrKalMa, JOKYMEHTUPYIOLIAs METOIUKU IS TEKYIUEH 3KcIUlyara-
LIMH TIpolecca CTEPUIN3ALMH.

C.1 IpeasaprTeibnoe KOHAHIROAHPOBAHKE

PexomennyeMbie Uisi TEKYHIETO KOHTPOJIS TEMIIEpaATypbl ¥ OTHOCHTEIbHOM BIAXHOCTU TOYKH OOJIXKHBI OBITH
PacriojloXeHbl B MecTax, KOTOpbie siBIASIOTCH HanOosee TPYOHBIMU Ui CO34AaHMs HeoOXOAMMBIX yciosui. Jomxna
ObITh OLIEHEHA ITPUEMIIEMOCTb JAHHbIX TCKYLIIETO KOHTPONS, NPEK e YeM TIPOAYKIIUs OyaeT AoMNylieHa K CTepUAN3alVN.

Temrnieparypa cpelbl, OKpyXamouei NpoayKiiHio, NOoCTYNAIIIYIO B 30HY NpeIBapUTe/ibHOI0O KOHAULIMOHUPOBA-
HUSI, DOJDKHA ObITh paBHa MW BbILIE MUHMMAJIBHOU TeMIlepaTyphl, MMONYYEHHOW BO BpeMmsa Banunauuu (5.3). Ecau
M3BECTHBI YCIOBUA XPaHEHUS NPOAYKUMM, TO HE BCErja €CTh HEOOXOAMMOCTh ONpPEeNe/IATh TeMIeparypy uigenudil ao
npeaBapuTeNLHOTO KOHANUHMOHUPpOoBaHUs. CrieliMaibHbIe YCIOBUS XPAHCHUS MOIYT OBITh HEOOXOAWMBL IUTA U3ICTUH
JIO TIPEABAPUTEIbHOTO KOHAUIIMOHUPOBAHUSI, €CJIM OHM TPAHCIOPTUPOBLIUCH IJI CTEPHIIN3ALHU NPU KCTPEMAIBLHEIX
KJIUMaTHYecKux yciaoBuax. Crioco® 3arpy3kM M pasfgjieHHEe M3ACAUi JOJXHBI COOTBETCTBOBATb TEM, KOTODBIE
oripelic/icHbl BO BpeMs BanugauuHd. [U1d Kaxaoi cTrepWINM3yeMOM 3arpy3KH BpeMsl BX0Ja B 30HY HpeABapHUTEIbHOIO
KOHAWLIMOHHUPOBAHHUSA M BhIXOJa M3 Hee NOIKHO OBbITh AOKYMEHTHPOBaHO. [IpoTOKONBI JOIKHBI COXpaHATbhCS W
NpUKJI4NbIBATECA K JOKYMEHTALIMM 110 CTEpUIM3alni. Bee npeaMersl B 30He NpeaBapHUTE/ibHOI0 KOHAMLIMOHUPOBAHHA
HOJIXKHBI ObITh MIACHTHMPHUHMPOBAHbI TaK, YTOOBl OHHM OBUJIM OTHECEHbl K COOTBETCTBYIOIWICH INOKYMEGHTALIMHM TIO
CTEPUJIU3aLHH.

30HBI MPEeABAPUTEABHOIO KOHAMIIMOHAPOBAaHUS JOMXHBI OYHULIATLCSA B COOTBETCTBUM C YTBEPXKICHHBIM rpadu-
KOM. 3aIMCH O IpOBEACHUH YOOPOK NOJKHEI coxpaHsaThCA. OKpyxaioliasa cpella 30Hbl MPEABapUTEIBHOTO KOHINLIM -
OHUPOBAHHS OOJKHA OBITH YNpaBasseMoM, 4YToOB MWHHMMH3HPOBATh MHUKpoOHoNorndyeckoe 3arpsisHeHue. s
NIpeAOTBpALICHUS pocTa IrpubOB cleAyeT HPUMHUMATH CIICUMalIbHbIe Mepbl. g KaxIOoi CcTepuiv3yeMon 3arpy3ku
JIOJDKHBI COXPaHATBHCA YETKHE 3alMc O TeMIeparype M BIAKHOCTH, NOCTUTHYTHIX BO BpEMsi IIpeABApPUTEILHOIO
KOHIUIIMOHHPOBAHMUA U BPEMEHM TIPOJAO/DKEHUS Ipolecca.

C.2 KonaumHOHHpOBAHME

HenpephBHBIM KOHTPOAb ¥ PETUCTPallM BJIAXHOCTH B T€YEHME KOHIMLIMOHMPOBAHHS MOTYT TAKXe HCIIONIb30-
BaTbhC, YTOOb OOECCIIEUUTD NOTIOJIHUTEABHBIE JaHHbBIC, KAacalOIUMEeCs 3TON CTAOMH NUKIA CTePWIN3aLUM.

C.3 Creprwmsanus

C.3.1 TloBninieHne paBleHMs TIPY J110Jia4yc CTEPWIM3VIOILEro areHra oOlecricuvBacT KOCBEHHOC W3MEpPCHHUE
KOHLEHTpaLiiY OKCWAOB 3THJICHA B KaMepe crepwinidatopa. ITocKonbKy KOHIIEHTPAaLMA OKCHAAa DTWICHA — KIIoucBast
fIcpeMeHHad, onpeaciaaomas 3dpPeKTUBHOCTL NMPOoLECCa CTEPUIN3ALMK, HEOOX0 MO, YTOOBI CYIIIECTBOBANIA OTAENbL-
Hag BTOpas CUCTEMa IS JEMOHCTpaUMK TOTro, 4YTo (haKTHYECKOES IMOBLIMICHUE AABJISHUS TPOUCXOINUT W3-3a NoJa4Uy
OKCHIA 3TWicHA. B 27T0f BTOPOU CUCTEME MOXET MUCIIONB30BATHECH JIIOOOH U3 NTPUHLUUIIORB:

a) TMoTeps Macchl [MUTATENd CTEPUIU3VIOLIETO areHTa;

b) 06beM UCIIONb3YEMOro CTEPWIM3VIOLIEr0 arc¢HTa Wiu

C) IpsIMOe M3MEpEeHUE KOHLEHTPalUUM OKCHAa 3TUIEHA B 00beEME KaMEPHl.

[IpsiMoe n3MepeHUue KOHUSCHTPALIMM Ia3a OKCUIA 3THIEHA MOXET ObITH BLINOJMTHEHO METOAOM ra3oBOM XpOMaTo-
rpadpun M MH@pakpacHoro aHanuia. HyxHo paspabaTtbiBaTh Mepbl 0e30macHOCTH NpUM padboTe ¢ CHCTEMaMH,
HCIIONB3YIOIUUMHA MU aHAIM3HUPYIOHMIMMHM B3PhIBYATHIE Ta30Bble CMECH. MoXeT OBITh BEITOJHO WCITO/b30BaHUE
CHMCTEMBI, KOTOpasd TAKXKE ITO3BOJIUT NPOBOAUTH ONPEACICHUE COACPXAHHUA BJIATM B KaMepe KaK Mepbl BJIAXHOCTH.
To4yHOCTE AHAIMTHYECKNX METONOB JOJMXHA ObITH U3BECTHA, NOJIKHO OBITH M3BECTHO U aHATUTHYECKOE OOOpYyaOBAHHUE,
BKJIIOYEHHOE B NporpaMMy KaaHopoBKY (4.5).

C.3.2 KonpyecTtBo OUOJOTMYECKHX MHAUKATOPOB, KOTOPLIC MCNOJIB3YIOTCA WIS TEKYILEro KOHTPOJIS, JOJIXHO
o0ecIieYuTL JOCTATOYHOE paclpele/ieHUe HHAMKATOPOB B CTEpWIM3yeMOM 3arpy3ke. OObIYHO Ha IIpakTUKE TIpH
TEKYLIEM MHKPOOHONIOTHYECKOM KOHTPOJIE UCIONB3YETCA CAEAYIOLIEe KOMUYECTBO OMOIOrHYeCKUX HHINKaTOPOB:

a) IJIA KaMepbl CTEPIIN3ATOPA C T10JIe3HBIM 00BEMOM A0 5 M? BKIIOUWTENLHO — He MeHee 10;

b) [UIA KaMephl CTEpPWIN3aTopa C MoNe3HbIM 00beMoM OT 5 0 10 M3 KonuuecTBO 6MONOrMYECKUX HHANKATOPOB
[IOJIXXHO OBITh YBEJIMYEHO HA OAMH /I KaXAOro JOINONHUTENEHOro 1 M2;

c) JUIg KaMephbl CTEPWIN3aTOpa C NOJE3HbIM obbemMoM Dosnee yeM 10 M3 xonuyecTBo 6HONOrMYECKHMX HHIMKATO-
POB JIOJDKHO OBITh YBEIMUYEHO ellle Ha OOUH IS KAKIABIX JONOJIHUTEIbHBIX 2 M.

KonmiectBo BHonornvecknx UHIMKaTopoB, BhlOMpaeMoe 1Sl KOHTPOJSI ONpeacaeHHOro npouecca crepinsa-
vy, OyIeT 3aBMCETb OT JaHHbIX BaJiMjalilMM. B 4acTHOCTM 4YacTWuHas 3arpyskKa KaMepsl CTepuian3aropa TpeOyer
otTAesibHOTO IpopeacHuss BaiwgaumM (5.3.1 u 5.4.1). donxeH ObIThb crenaH pallMoHaNbHBIA BBIOOP KOJAMYECTBA
OUOJIOTUYCCKHUX MHAMKATOPOB, KOTOPHIE HYXXKHO UCNOAL30OBATh HIPH BAAMAMPOBAHUM YACTHUHO 3arpyXKC€HHBIX KaMep.

Buonoruyeckre NHAKKATOPL! AODKHBI OBITL PACIIONOXEHH B MECTaX, ONpPEACHCHHbIX BO BpeMsl aTrecralliu, B
KOTOPLIX 3aTpy/iHEHA CTEePMIM3ALIKA, 4 OCTANbHBIE paclpelcicHbl paBHOMEPHO IO BCEH CTEPUNIM3IVEMON 3arpyske.
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buonornyeckue MHAMKATOPHI HOJDKHBI OBIThH MMOMELIEHR! B CTEPHIIM3YEMYIO 3arpy3Ky WIM BHYTPh MCHEBITHIBACMbIX
netaied, MOMEIEHHBIX B CTEPWIM3YEMYIO 3arpy3Ky, OO NpPEeaBapUTENBLHOIo KOHIHMIIMOHMpOBaHMA. buolormieckue
WHIMKaTopbl BCAKWH pa3, KOrga 3TO BO3MOXHO, HOJ/DKHB HM3BJICKAThCA M3 CTEPHIM3YEMOM 3arpy3kuM M Kak MOXHO
CKOpee TI0 3aBEpIUCHHUM UMKIa NOMEINAaThCs B MUTATCALHYIO cpelty. JdO/mKHBI ORITh olipeAcsiceHbl N100bIe IQpbexTh
OTCPOUYEHHOM pereHepaiMi ¥ crieumdmyeckoe BO3AeNCTBHE OCTATOYHOTO OKCHIA 3THJICHA.

IIpuMeuyanucec— Cnenyer oOpaTiTh BHUMaHHeE HA CYLIIECTBOBAHHE B HEKOTOPLIX CTpaHaxX YCTAHOBJICHHBIX
3aKOHOM PErNIaMEHTOB Ha BO3JCHCTBHE OKCHUIOM 3THIEHA Ha IepPCOHAI.

Habmonenue pocra 6uoornyecxux MHINMKATOPOB MPU OTCYTCTBMH OTKIJIOHEHHMI (DU3MUYECKHMX XapakKTepUCTHK
npouecca JOJDKHO ObITh IpOaHATHU3MPOBAHO, 3TO MOXET BbI3BaTh HEOOXOMMMOCTH NOBTOPHOM BaJIMAAIIAH.

Jlo/mxHa NIPpUMEHATLCH CUCTeEMa, KoTopasl JaeT BO3MOXHOCTD Y€TKO ONpenensaTh, ObUIH M u3aenus obpadoraHhl.

ITPUJIOXEHUE D
(cripaBoOYHO¢)

Boinyck mpoaykuum |7]

D.1 OO0prapnni Buinyck npoayxuun [7.1]

IIp¥ OoOBLIYHOM BBINIYCKE NPOAYKIIMY dU3NYECKUE NIepEMeHHBIE ITPoLECCa CTEPWIM3AllMM Y pe3YJIbTaThl MHKYOA-

UMK OMOJIOrNYecKoro HHAMKaTopa YYUTHIBAIOTCS, YTOOL! NPaBUILHO OLIEHUTh 3(Pp(PeKTUBHOCTL NPOIECcCa CTepUIn3a-
LIUN.

HeBuInomHeHHe TEXHUYECKHUX TpeOOBaHMM 110 QU3NYECKUM IToKa3aTeNAM WKW MPOPOCT OHOIOrMYECKOro UHIH -
KaTopa Iocjie KYJIbTHBUPOBAHMS BeleT K MOMELICHUIO CTEPWIN3YEMOH 3arpy3KH B KapaHTUH JO IMOJTHOI'O BHIACHCHUS
NpUUYUHBl 3TOro siBcHUs. ClenyeT NOKYMEHTUpPOBATh HCCIACAOBAHME M BBINIOJHUTL HEOOXOMMMBIEC [CHCTBUS B
OTHOILICHHUM ITPOAYKIIUM B COOTBETCTBUM C JOKYMEHTHPOBAHHBIMHU IipoLieAypaM# oOpallleHNs C HETONHOM NpOoayKLIMEH
cornacHo cranjapram cepuu ['OCT P UCO 9000.

Ecnu dusnyeckune rnepeMeHHbIe Ipoliecca CTEPIIN3AlMY HaXoATCd HUKE HIDKHUX JONYCKOR, COAepXKaAILIMXCS
B TEXHHYECKHMX TpeOOBaHMAX, TO CTEPWIH3yeMasl 3arpy3Ka He JOJKHA OBITb BHIIIYIIlEHA, OTKJIOHEHUS JOJDKHBI ObITh
HCKII0YEeHbI;, TIPOAVKIMA JOIKHA ORITH ITOBTOPHO CTEPHIN30BAHA WIHN YHUUTOXCHA.

Ecnu crepyim3yeMas 3arpy3ka ITOBTOPHO CTEPHIIM3YETC, ITpOoLIelypa CTEpUAM3AIIMM 1o/DKHA ORITE BA/IUAMPOBRaHA
(cM. Takxe 4.2). llpuroaHocTek IpoAyYKUHMM M YIIAaKOBKH IS IMOBTOPHOM crepuau3atMu, 3@Q@QeKT NOBTOPHOTO
BO3AeHicTBMst PAKTOPOB Ipoliecca CTEpWIN3allMM Ha QYHKLMOHAILHLIE CBOMCTBA U3NENUA U YPOBHH OCTaTOYHOTO

OKCHIA 3TWIEHa M/WIM NIPOAYKTOB €€ peaKlMM JOJDKHBI OBITh MccaenoBaHul. I1poTokonkl nepBoHaYyajibHOU CTepWIIN-
3aliMM JOJEKHBI ObITh IMPWIOXEHEB! K IIPOTOKOJIAM ITOBTOPHOH CTEPWIN3ALIUH.

D.2 Bbmyck Do 3aadYenusm napamerpos [7.2]

Ecny nokaszaHo, yto paboumii HMKI cTeprinsalny 3pdeKTHBEH ¥ BOCIIPOM3BOAMM, 4 OTKJIOHEHKS apaMeTpOB
npollecca ObLTM B JONMYCTHMBIX TIpeciax, 3T0 MOXeT OhiTh NPUHSATO KaK CBHACTEILCTBO HAJIEXKHOCTH LMKIIA. Boiryck
10 3HaYEHUSM TapaMeTPOB ABISETC NPHU3HAHUEM aICKBATHOCTH CTEPWIN3ALUM MPOAYKIIMM, OCHOBAaHHOU B OoblleiH

cTeNeHW Ha N3MEPCHUH U OlicHKe (PH3NYECKHNX NMapaMETPOB Mpoliecca, YeM Ha HCIIbITaHnuaX o6pasiioB Uiy obpaboTke
OMOJIOTHUECKHX UHINKATOPOB.

HMccnenoBaHus, nexailnye B OCHOBE CTEPWIIM3ALIMH, TPEOYIOT BCECTOPOHHETO NTOHMMAaHUA KMHETUKM AC3aKTUBA -
LIMH MMUKpPOOOB ITPH BO3IECHCTBHM CTCPHIM3YIOILEro areHra. B cnyyae creprnmsaliiiy OKCHIOOM STHWIEHA UMEETCA MHOTO
(akTOpoOB, KOTOphIE RIUAIOT Ha Ne3aKTUBALIMI0O MUKpOOOB. B pesynrrare B3aMMOCBSI3N 3THX JakTOpOB NMpaKTHYECKOE
MCIIOJIb30BAHHE CHUCTEMB! BRIITYCKA ITO 3HAYCHMAM NapaMeTpOB UIS CTCPWIM3AlIMM OKCHIAOM 3TWICHA IIOTPEOYeT
Oonbiied MHMOpMALMK M VIIpaBiicH¥s OONBIIMM KOJMYESCTBOM MapaMeTpoB cTepwiu3alMu. Kpome Toro, us-sa
BJIMAHMA CaMO CTEPWINM3YEMOM 3arpy3KH, BBIIIYCK MO 3HAYEHMSM NapaMeTpPOB BO3MOXEH TOJIBKO CO CTPOrO OIipele-
JEHHOH M BaAJIMIWPOBAHHON CTEPWIMIYEMOM 3arpy3Koi M KOHQHTypauMsiMy 3arpy3ku. CrepwiriyeMast 3arpyska
KOHOUIypalMs 3arpy3Kd J0J/DKHbI [TO3TOMY paccMaTpHUBAaTLCA KaK IapaMeTphl ITpolecca.

Cogepxanue 7.2 nonojiHAeT H/WIM W3MeHseT 7.1, Korga B TeKyllled 23KCIUTyaTaliMy IpoHecca CTeprin3alliy
HCTIONB3YVETCH BRIITYCK 10 3HAYEHUSIM ITapaMeTpOB.

D.2.1 Crepunuzauusg [7.2.2.3]
PyxoroacTso B pasgesne A.3.2 N3MEHEHO U BKJIIOYAET CJICAYIOLUEE.

TeMmneparypa B CTEPWIM3YEMOM 3arpy3Ke BO BpeMA BO3ACHUCTBYSA OKCHAA 3TWICHA CYUMTAETCA YAOBJIETBOPHUTE b~

HOM, ecliid OHa MOXET NoMIepXUBaTbCd B Iipeaenaax or 0 1o +3 °C MUHHMAIBHOH pernaMeHTHPOBAHHON TeMIlepaTyphbl
LMKJIa CTepIM3almu (pyucyHok D.1).
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v Ve v

Temnepartypa

A — 3aperncTpMpoBaHHas TeMIepaTtypa, B — MaKCHMMaTbHOE HNOMYCTHMOE OTKIIOHEHUE;
( — MUHAMaJIbHAA perlaMeHTHpOBaHHAas TeMmrepartypa; [ — obnacte TeMneparypbi CTEpWIHM3alMH

PucyHok D.1 — Hmmocrpaiums KonebaHust TeMnepaTyphl

D.2.2 Aspauusa {7.2.2.4]

B nonosHeHue k A.3.3 npHBOAKTCA CIEOYIONIEE PYKOBOICTBO.

CrnenyeT BHINOAHATH BAIKAUPOBAHHYIO, YETKO CPOPMYIHUPOBAHHYIO U KOHTPOJIUPYEMYIO TIPOLIEAVPY Aera3aliuy
KaK 4acTh J1000T0 1npoiiecca ¢ IPUMEHEHHUEM OKCHa 9THWICHA, UCITONB3YIOLErO BLHIITYCK IO 3HaYCHUAM I1apaMETPOB,
ITOCKOJbKY OTCYTCTBYET TpeOOBAHME K BBIACPXKE BPEMEHHM, IIPHUCYLLCH OMoOJIOTMYECKMM HMHAMKaTopaM. Jleraszanus
MOXeT OBITH BBITTOIHEHA BHYTPU CTEpWIN3aTOPA WIU B OTACIBHOMN 30HE, XOTH OOBIUHO NPUMCHAETCH coYeTaHUE TOro
A APYroro BapuaHra.

D.2.3 ObopynopaHue

K A.4 nobGamieHo cieayrollee pyKOBOACTBO:

OnHOpOOHOCTE YVCIAOBHM B KaMeEpe CTepHIHU3aToOpa AO/KHA ObITh JOCTUTHYTA NPUHYIMTEABHOM LMPKYIALIACH.
CHycreMa IUPKYISLMHK ra3a Ao/KHA ObITE 000pYyIOBaHA KOHTPONMKPYIOIIMM YCTPOMCTBOM, KOTOPOE YKa3biBaceT, KoTia
HNPKyISaLys HeadgdexkTnBHa. HeagocTraTodHO MCITIONBE30BATh YCTPOV.CTBA, KOTOPhIE CUTHAJIM3NPYIOT, YTO 3JIEKTPOIIUTA-
HME BEeHTHISITOpA WIH Hacoca BKIoYeHo. Heobxoaumo nokasaTts, YTO NOAAECPXKHUBACTCA TpeOYEeMbIN MOTOK rasa.

D.2.4 Arrecranys sKCIUIyaTMPYeMoOro o0opyaoBaHMsI 10 MUKPOOHOJIOrMUECKUM XapaKTepUCTUKaM

[Ipy MuKpoOHoNOrHYeCKoM aTTecTalliM Mpolecca CTEPWIM3alUM, KOTOpas HCITONb3yeTcsd B KOMOMHALIMHM C
3aKJTIOUEHMEM TIO 3HAUEHNSIM NapaMeTpOB, JOJIKHbI ObITh NONYYeHbI JAHHDBIC N0 KMHETHKE MHAKTUBALIMM (YHAUTOXE-
HWA) MUKpoopraiu3MoB. Haltexauiee npuMeHeHe MeTodoB A UM B Moxer obecieynTh MonydeHre 3THX JaHHbIX,
Ho Meron C He pmaer IOCTAaTOYHOM MHGMOpMAUHM OTHOCHUTENBHO KMHETUKM MHAKTHBALMM WU ITO3TOMY HE HOJIXKEH
HNCITONB30BAThCH, KOTA UCIOIAb3YETCA 3aAKIIOUEHUE 110 3HAYCHHUAM MapaMeTpOB Mnpolecca.
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