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Beenenue

Jlyvua, OTBETCTBEHHBbIC 33 0€30MMACHOCTL CTEPWIbHON MEAMUIMHCKOW HPOJAYKUMU, NOJ/LKHBI 3HATh
[IPOLECCH] CTEPWIN3ALIUU, METOHBI KOHTPOJISI U QU3UYECKUE XAPAKTEPUCTUKM CTePHIN3YEMOIO ITPOAYKTA.
IlponyKThl, nMpoU3BOAMMbIE B KOHTPOJIUPYEMBIX VCIOBUSAX, COACPXKAT MUKPOOPIraHU3MEL U SABIASIOTCS 110
ONpencJeHUIO HECTEPWILHBIMHU. Llenblo cTeprIn3aliiy ABsICTCA pa3pylieHUE 3THX MUKPOOHOJOTMYECKUX
KOHTAaMKUHAHTOB. Ilocie cTepunn3zanuy, oqHAKO, CYLLIECTBYET HEKOTOPAs BEPOSTHOCTh TOT'0, YTO, HECMOTPA
Ha 06palboTKy, MUKPOOPraHM3Mbl MOI'YT BBIDKUTh. KaK cieNcTBUE, CTEPHWIBHOCTH 00paboOTAHHbBIX IIPEAMETOB
BbIPaXXaeTCsl BEPOSATHOCTHIO BBLKMBAHUS OJHOIO MUKPOOpPraHusMa B IIPOAVKIIUMU.

TpeOoBaHMs K CUCTEME KA4YecTBa TpU IIPOCKTUPOBAHMM, Pa3palboTKe, TMPOMU3BOICTBE, TOCTaBKE,
MOHTAaXe U 0OCIYKMBAHHU MEAULIMHCKOU ITPOAYKUMHU IpuBencHb! B craHaaprax cepuu [ OCT P MCO 9000.

MexayHapoaHble ctaHaapThl cepud TOCT P MCO 9000 onpeneisiior HEKOTOPbie MPOLECCHI, UCITOIb-
3yeMBIE B IMTPOM3BOACTRE MeJULIMHCKON MPOJYKIIMH KaK «CIeUHaJTbHbIe», eCU PE3YIbTaT HE MOXET OBITh
[TOJTHOCTbBIO TIPOBEPEH MOCAeAVIOUIMM KOHTPOJIEM M HCIIbITAHMEM NpoayKuUMH. CTEPpUIN3ALUA ABISAETCS
[IPUMEPOM CITELIMANBHOTIO MPOoLIECcca, IMTOCKOILKY €€ 3(P(PEKTUBHOCTD HEe MOXET ObITh [TpOBEpEHA KOHTPOJIEM
npoaykra. IlosTomMy npouecc cTepuam3aliMy 10JDKEH ObITh BAIUAMPOBAH 10 NPAaKTHYECKOIO NMPUMEHEHHUS
M TOMJICKUT TEKYILEMY KOHTPOJIIO, 4 000pyIoBaHUE — HEOOXOOMUMOMY OOCHYXMBAHUIO.
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FTOCYJAPCTBEHHDBIN CTAHIOAPT POCCUVMCKON OPEITEPALVMU

Crepnian3anusa MEAMINHCKON NPOAYKIMH
TPEBOBAHHS K BAIMIJAIIMN U TEKYILLIEMY KOHTPOJIIO
CTepunn3anusa BAAKHLIM TENJIOM B MEAHIHHCKHMX YIpeKIEeHHAX

Sterilization of health care products. Requirements for validation and routine control of moist heat sterilization
i1 health care facilities

Hara sBenenus 2002—01—901

1 ObaacTs npuMeHeHNs

1.1 TpebosaHua, BKIOYEHHbIE B CTAHAAPT

1.1.1 Hactostiuit cTaHoapT COAEpXHUT TPeOOBAHUS K CTEPMJIM3ALIMH BJIAXKHBIM TEIUIOM, BaJIMIALIUMH
M KOHTPOJIIO Mpoliecca CTEPUAN3ALUY KAK B MESUIIMHCKUX YUYPEXKIEHHUAX, TAK U B OpraHu3auusx, pabora-
FOLLKX 10 JOTOBOPY C HUMMU.

1.1.2 HacTosiiuui craHaapT pacripocTpaHsieTcsl Ha Bce ITPOLIECChl C MCITOAB30BAHUEM BJIAXHOIO TEILId
B MEAULIMHCKUX YUYPEXIAEHUSX, II€ B KAYECTBE CTEPUIIUIVIOIIUX Ar€HTOB IPUMEHSIETCS I1ap, MApOBO3AYILI-
Hasi CMECh UJIM Nneperperast Bojaa.

Il pmMeyaHne— OcHoBHbIe TPeOOBaAHUS HACTOSALICIO CTAHAAPTA MOTYT IPUMEHSTBLCA MpU CTepUIIN3ALIUH
hapMaleBTUYECKOM NPOAYKIIMHM, HO U1 HEE MOTYT IIOTpeOOBATLCS M ApyryMe TeXHUUYECKHE U pYKOBOISILINE YKA3aHWA.

1.2 llonoxkeHusi, He BKJII09E€HHbIE B CTAHAAPT
1.2.1 B HacrosdweM ctaHIapTe HE pacCMaTPHUBAIOTCS CUCTEMbI obecriedyeHU KadyecTBa Ul KOHTPOJIA
Ha BCEX CTalUdgX IPOU3IBOACTRA.

I[TpuMeuaHnune-- Crneayer yynToiBaTh MeXJAyHapoaiiblie ctaHgapTnl no cucreMam kadectBa (MCO 13485
unu UCO 13488), KoTophie KacaroTcss KOHTPOJASI BCEX CTalMil IMpPOM3BOACTBA, BKJIIIOUYASA TIPOLECCH CTEPUIM3ALIUMU.
Hacrossmumit ctaHIapT He coaepXuT TpeOoBaHUH K OpraHU3allMy CUCTeMbI KA4YeCTBa B IPOLECCe INTPOM3BOACTBA, HO Ha
HEKOTOPBIC IJIEMEHTBI TAKOW CUCTEMBI JaHbl HOPMATHUBHABIE CCbUIKM B TEKCTC.

1.2.2 HacrosiuiMii ctaHaapT He COLEpXUT 4YacTHBIX TpeOOBAHUM KO BCEM BMIAM 00OpydOBAHUSI,
MUCIIOIb3YEMOI0 B CUCTEMAX CTEPUIM3ALUMU (HanpuMep, 000pya0BaHUS IJIST MBIThS ).

1.2.3 Hacrosiuyid craHaapT He pacupocTpaHsieTcsi HA IIPOLECCHhl CTEpUWIM3ALUU, TIPU KOTOPLIX B
KayeCTBE CTEPWIN3YIOILEIO areHTa UCIIOAB3YIOT CMECHh [1apa M XMMHUYECKOIro BELLECTBA.

1.2.4 Hacrosiiuui ctTaHzapT He NIPUMEHSIETCS 1S IPOMBILIIIEHHOW CTEPWIU3ALIMA BIAXHBIM TEILIOM,
Kotopast paccmarpuBaercsd B [OCT P MCO 11134.

2 HopmaTtHBHbIE€ CCBLUIKH

B HacTosiiieM cragaapre fpUBEICHbI CChUIKY HA CleRAVIONNe CTaHAaAPThL:

[OCT P UCO 9001 —96 Cuctemb! kadyecTBa. Moaenb obecrieyeHUSI KauecTBA NPU IMTPOEKTUPOBAHUH,
paszpaboTKe, MPOU3BOACTBE, MOHTAXE U OOCAYXUBAHUU

[OCT P UCO 9002—96 CucreMmnl kadectsa. Moneab obecnieyeHUss KayecTBa MpHU MPOHU3BOACTBE,
MOHTAaXe U 00CIYyKMUBAHUU

[OCT P UCO 11138-1—2000 Crepunuzanuss MEAUIIMHCKOM NPOAYKUUKU. bruonoruyeckue MHIUKA-
Tophl. Yacte 1. Obuive TpedboBaHUS

N3zanne opMuHaIBHOE
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I'OCT P UCO 11138-3—2000 Crepunuzauiud MeAULUMHCKON IIPOAYKIMA. bHOJIOTUYECKUE WHIMKA-
Topbl. HacTh 3. buosiornyeckie MHOMKATOPHI JUISL CTEPMIIM3ALIUM BIAXHDBIM TETUIOM

'OCT P UCO 11737-1—2000 Crepunuzauus MeIUHUHCKOM MpoAyKUMU. Mukpobuoiornyeckue
metolsl. Hacts 1. OLeHKa rony/isiiuM MUKpPOOPTaHM3MOB B NPOAYKLIMH

[OCT P 51350—99 (MBOK 61010-1—90) be3onacHOCTb 3NEKTPUYECKHUX KOHTPOJbHO-U3IMEDPUTEID-
HbIX ITpubOpOB U nabopatopHoro obopynosaHug. Yacte 1. O6uIMe TpeGoBaHUA

F'OCT P MBK 61010-2-041—99 be301nacHOCTh 3AEKTPUUYECKMX KOHTPOJIbHO~U3MEPUTENLHBIX MPU-
0opoB U naboparopHoro obopynosaHusl. Yacte 2—041. YacTHbie TpeOOBaHMS K J1aboOpaTOPHBIM aBTOKJIA-
BAM, B TOM UYHCJI€ MCITOJb3YIOLINM Nap st 00paboTKU MEAULIMHCKUX MaTEPHUAJIOB

MUCO 10012-1—92% TpebGosaHus K OOECMEYEHMIO KA4yecTBa W3MEPUTENLHOrO OOOPYILOBAHUS.
Yacte 1. CucTteMbl MeTposoruyeckoro obecrieueHus 11s1 o0opynoBaHuUsI

MCO 11607—97* VYnakoBka /Uil MEIULMHCKUX M3NEAU, MOUIeXaMX GUHULIHON CTepUIN3aLUK
MCO 13485—96*% Cucremsr xayecTBa. MeauuuHckue usgenusi. YactHble TpeGOBAHUSI K IPUMEHE-
HUW ctaHpapra UCO 9001

MCO 13488—96% Cucrtemsbl KayecTBa. MenuuuHckue u3nenns. YacTHole TpebGOBaHMS K NpUMeHe-
Huwo craHaapta UCO 9002

3 Onpenenenns

B HacTosiuieM CTAMAAPTE UCIIOJb30BAHBI TEPMUHBI ¢ COOTBETCTBYIOLUMMU OIpPECICHUIMU:

3.1 napomozxymmHaa cMech (air-steam mixture): OgHOpOIHAas cMECh BO3IAyXa M HACKILICHHOTO ITapa,
UCITO/Ib3yeMasl LI CTEPWIU3ALMM.

[IpuMeuanue— Bo3ayx MCronb3yioT JUISE KOMIIEHCAlLIMUM JABJIEHWSI, BO3HUKAIOILETO B TIepMETHUUYHBIX
KOHTEMHEpaxX U IPeBBIUIAKLIero AaRJeHUE HACBILICHHOIO rapa.

3.2 ouonarpy3ka (bioburden): Ilonyasauus Xu3HeCcrnocoOHbBIX MUKPOOPraHH3MOB B CbIpbe, MaTepHa-
J1aX, KOHEYHOM TIPOAYKTE U/WIN B YIIaKOBKE.

3.3 arrecramua: [Ipouecc 1OKyMEHTUPOBAHHOIO PACCMOTPECHUS M YTBEPXKICHUS IIPUTOTHOCTU, OCY-
LLIECTBASIEMbBIM Ha 3aBeplUarolluei CTauy IporpaMMbl BaIMIALIMU C LEJBIO pa3pellcHUs BbITYCKaA Ipo-
IYKIIUH.

3.4 Bemmumna D (D value): BpeMs BRIIEpKKY ITPU OTIPEAEACHHBIX YCJIOBUAX 0OpadoTKHU, HeobxouMoe
IUISE YMEHbIUEHUS MOMYyJIsI({iMU KOHKPETHOro TecT-MuKpoopranusma 8 10 pas.

3.5 ajsexkTpoMexaHudecKHl KOHTPOJb (electrmechanical control): KoHTpoabHas cucteMa, UCIIOIb3YIO-
Hiasi MexaHW4YecKUe cpercTsa (HannpuMep, KOMpPhl WM repdoKapTsl) AJIs COIVIACOBAHUS U ITOJAYU SJIEKT-
DPUYECKUX CUTHAJIOB.

3.6 cpeacrsa KOHTpOJs npon3BoacTBeHHOM cpeapl (environmental control): CpenctBa KOHTpOJSI U
MEPOIIPUSITUS, IPUHATBIE B IIPOU3BOJACTBEHHbIX IIOMEILECHUSIX C LICAbIO PEryIUPOBAHMSE OHMOHAIPY3KH.

[IpumMeygaHUHe— Cooa MOTYT BXOJUTH BO3AYILIHBIE U XKWAKOCTHBIE QWILTPHI, Je3MH(EKIUT ITOBEPXHOC~
TEeH, paboyas ojJexna NnepcoHana U opraHmM3alijiOHHbLIE MEPHI.

3.7 sexwauna F (Fvalue): Mepa criocoOHOCTY TEIUIOBOM CTEPUINIALIMOHHON 00pabdOTK UHAKTHABU -
pPOBAaTh MUKPOOPTaHU3MHBI.

3.8 peqmuuna Fy, (F, value): Benuyuna F, paccuyutanHas npu temrmeparype 121 "C, senuuuHe z,
paBHoit 10 "C, u BeauyuHe D, paBHOW | MUH.

3.9 memgmumHckoe yupexaenue (health care factlity): Opranusauusi, BMecte ¢ OOCIYXUBAIOLIMMU €€
CYOnonpsIMMKAMK, KOTOpasi IIpeacTapisieT Jio0bie (POPMbl MEAULIMHCKOTIO OOCTYKMBAHUS MMAIIUEHTOB.

3.10 memmuuuckas npoayknus (health care products): MeauiMHcKue U3aesus, JeKapcTBeHHbIE (Pap-
MalleBTUYECKHEe U OUOJIOrMYECKUe) U JUArHOCTUYECKUE CPEeACTBA.

3.11 mmxpobuonormgeckui rect (microbiological challenge): buonornueckue MHAUKATOPBI, TECT-TIA-
KEThI ¢ OMONOTHYECKUMHU MHIMKATOPAMU WK KHOKYJIUPOBAHHBIN MIPOAYKT, KOTOPBIE COAEPKAT U3BECTHYIO
MOTNYNSILHIO MHUKPOOPraHU3MOB 1 MOTYT OBITh UCITOJNL30BAHBI JJISl ITPOBEPKHU LIUKIIOB CTEPUIU3ALIMH.

*) Jlo BBeacHus B IeUCTBUE OpUrMHai cranaapra — so BHUMKMU Tocerannapra Poccun.
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3 12 nmopucTeid marepuan (porous material): Martepuan wiM cTpyKTypa NOponyKTa, Tpedviollue
MPOHMKAHHWA Mapa BHYTPb IIPOAYKTA IUTS OCYLUECTBJCHUS €ro CTepUIN3aLMu

3 13 nepsuunad ynakoska (primary packaging): DieMeHT yI1a<KOBOYHOMU CHUCTEMbI, KOTOPbIM COXpPa-
HAET CTEPUJIBHOCTD [IPOAYKLIUY

3 14 nerambHOCTD npouecca (process lethality): CriocobHocTh Npolecca CTepyuIu3allii UHAKTUBUPO-
BATb MUKPOOPTaHU3MBbI

[IpuMeyaH e — JleTaIbHOCTL ONpPEACASIOT MyTeM KOJMYECTBEHHON OLEHKW IMbesid MUKPOOPTraHU3MOb
WU TIYTEM YCTAHOBJIEHUS U U3MepeHUs TpeOyeMbIX dU3UUEeCcKUX [1apaMeTPOB

3 15 npueMka (KOMMCCHOHHAA NpUEMKA, KOMMCCHOHHAS mnpoBepka) (commissioning): ITonyueHue u
NOKYMEHTHPOBaHUE JOKA3ATEAbCTBA TOI'O, YTO O00PYIOBAHME NTOCTABTEHO U CMOHTHPOBAHO B COOTBETCTBUU
C JOKYMEHTAlMeh U paboTaeT B OIPEHEJIEHHBIX AOMNYCKax IPW YCIOBHUM COOMIONEHHS MHCTPYKLMHU IO
3KCIUlyaTaluuu

3 16 moBTOpHAA nNpHemMKa (IOBTOPHAA KOMHMCCHOHHASA NpPUEMKA, NOBTOPHAA KOMHCCHOHHAN NPOBEPKA)
(recommisioning): IloBTopeHue npueMKHU MOTHOCTHIO WJIM 4YaCTUYHO I TIOATBEPXKJEHUSI HAACKHOCTHU
[1polecca

317 pesamunamusa (revalidation): KoMruieke JOKYMEHTHPOBAHHLIX NPOLUCAYP IS ITOATBEPXKACHUS
paHee MPOBECACHHOW BaJIUAALINU

3 18 Hacoimesnnid nap (saturated steam): BoassHoll nap B COC10IHUM PABHOBECHSI MEXIY KOHIEH-
called M UCIapeHueM

3 19 mmurarop 3arpy3ku (simulated product load): 3arpyska, 3aMeHsIfoLIast HEJCBYIO 3arpy3kKy U
obecreyuBaruIas 3KBUBAJIEHTHOE Wi DoJblice ITPOTUBOAEHCTBUE 00padoTKe

3 20 crepuabHbi (sterile): He comepxaiuui >x U3HECTIOCOOHBIX MUKPOOPTraHU3MOB

IlpmmMedaHnHue— Ha npakrtvuke CoCTOsIHUE abDCONMIOTHOIO OTCYTCTBUS MMKPOOPraHU3MOB HE MOXET ObITb
J0Ka3aHO (CM CTepUan3alus)

321 crepmiausamma (sterilization): BanuaupoBaHHBIM Tpollecc OCBOOOXACHHS TMPOAYKTA OT BCeX
(bOopM XHMIHECTIOCOOHDBIX MHUKPOOPraHU3MOB

[Ipumedyanue— [lpyn crepunnzalivm npolecc OTMHpaHUs MUKPOOPIaHU3MOB OITMChIBAETCA IKCIOHEH-
UMaNbHBIM 3aKOHOM C(JieoBaTeNbHO, HAIWYUE MHUKPOOPTaHU3MOB B KOHKPETHOM OOBEKTE MOXET OBbITH BbIPAKEHO B
BEPOSTHOCTHOM BHUAE DTA BEPOSITHOCTb MOXET ObiTh CHMXKEHA 0 BECbMA MaJIOM BEIWYMHDBI, HO HMKOTa HE MOXET
OBITH CHIDKEHA 10 HYNS

322 umka crepunusanum (sterilization cycle): 3azaHHass nociaegoBaTeIbHOCThL paboOYUX CTAIUN,
[IpeIHasHavYeHHbIX ST JOCTUIKEHUSI CTEPUIN3ALIMU U BBRIMTOJHSAEMBIX B 3aKPBITOM KaMepe

3 23 pa3paborka mpouecca crepwm3aumu (sterilization process development): MccinemoBanua u
pa3padoTKa BOCIIPOM3BOJMMOTrO [IPOIIECCa, ¢ IIOMOLIBIO KOTOPOro NPOAYKT MOXET ObITh CTEPHWJIN30BAH 0e3
[TOBPEXACHUS O XEJIacMOM BEPOSITHOCTU COXpaHEHUST HECTCPUJIbHbBIX €HMUHUIL

3 24 pasmpanug (validation): /lokKyMeHTHpOBAHHASA TIPOLEAYypPa TIOJAYUECHHS, IIPOTOKOJIUPOBAHUA H
UHTEpIIpEeTAlMY Pe3yJAbTaTOB, HEOOXOIMMBIX IS AEMOHCTpAaLUMU TOro, 4YTO IIpOoliecC HEU3MEHHO 1aeT
ITPOAYKT, COOTBETCTBYIOLUMI TIPEABAPUTEILHO OFIpEAC/IEHHBIM TPEOOBAHUAM

Il pumMeyaHyue— Bamagauus BKIKOYaeT TpU NeUCTBUSi KOMMCCHOHHYIO IPOBEpPKY, IPOBEPKY Tpoliecca
Ha COOTBETCTBYC TPEOOBAHUAM M aTTECTALMIO B IKCIUIyaTAUMHU

3 25 BesuuuHa Z (z value): MsMeHeHUe TeMIlepaTypbl, HEOOXOAUMOE AJisi U3MEHEHUS! BENMUYUHD! D B
10 paa

326 cucrema crepwimsaumu (sterilization system): KoMriiuiekc MeTonoB U 0oOOpydOBaHUA, BKJIHOYas
CTEPHJIM3ALMIO, HEOOXOMUMBIN V1S NepeBoaad MOTECHUMANIbHO KOHTAMUHUPOBAHHOIO NPOAYKTa B CTCPUIIb-
HOE M 0e30I1aCHOE ISt UCIT0JIb30BAHUS COCTOSHUE

327 kKamepHaa ¢ypuurypa (chamber furniture): CpencTtBo BHYTpPM KaMepbl CTepuiip3aTopa Uis
PA3MELIEHNS 3aIrpy3KU

3 28 mpoaykr (product): OGuiee NMoHsATHe 1 0003HAYEHMS ChIPbS, MPOMEXYTOUYHBIX ITPOAYKTOB U
rOTOBOU ITPOAVKIIHUU
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4 O01mMe NoJI0KEeHN
(CM. npunoxeHue A)

4.1 OTBETCTBEHHOCTDb M NOArOTOBKA IEPCOHAIA

OTBETCTBEHHOCTDb 3d MOHTAX W OOCJYXHWBAHUE CTEPMIM3ATOPOB BJIAXKHBIM TEIUIOM, BAIUIALUIO U
TEKYILMI KOHTPOJb CTEPWIM3ALMH BJAXKHLIM TEIUIOM, 4 TAKXKE€ BBIIIYCK CTEPMJIM30BAHHON TITPOAYKIIVH
JOJDKHA ObITh BOIJIOXKEHA Ha KBaTU(GPUUHMPOBAHHBIN [EPCOHAI, KAK 3TO INPEAYCMOTPEHO TpeOOBaHMUSIMU
[OCT P UCO 9001 (mmm UCO 13485) wiu 'OCT P MCO 9002 (unm NCO 13488).

4.2 Onexna

JOJLKHBI ObITH OIpeaeieHbl U JOKYMEHTHPOBAHbBI TpeOOBAHUA K BEpXHEH ofexae, IpeIHazHaYeHHON
JJIS1 UCTIOJIL30OBAHHSA B KAXKJAOM IMOMEUIEHHH, THE NPOBOMSITCS CTEPHJILHBIE MPOLIECCHI.

4.3 TpeOoBaHuA K NPOAYKTY

[lponykT U MaTepUaibi, MOAJeXKAIUUE CTEPUAN3ALMNY BAAXKHBIM TEIIAOM, HOJIXKHbBI ObITb COBMECTHUMBbI
C GU3NYECKMMU YCIOBUSMU U USMEHEHUSAMMU CpPelbl BHYTPU CTEPUIIMIALIMOHHON KaMepbl. Dt1a uHbopMa-
LUST JOJIKHA OLITh JOKYMEHTHPOBAHA U ITOJYYEHA OT MOCTABILMKA WJIM COCTABIEHA MEOULIMHCKUM YUpEXK-
NEHUEM.

19 pOnyKTOB, NMpelaHasHaYeHHbIX AJIs] TTOBTOPHOTO MCIIOJNb30BAHUS, ITOCTABLLIUKOM JOJDKHO OBIThH
[IPEACTABIECHO JOKYMEHTAJbHOE CBUIETEILCTBO TOIO, YTO NPOLECHYPHI, PEKOMEHIOBAHHbIC IUIS JISKOHTA-
MWHALMK, OYMCTKM M CTEpWIM3ALUUM ITIPOAYKTA, ABIIOTCH 3PPeKTUBHBIMUA. OLEHKA 3TUX TIpOoLeayp
AOJIKHA TIPOBOJAUTECH B MpoLEecce BATUIALINNA.

4.4 TpeOoBaHusA K YNaKOBKe

4.4.1 OOwuUe MOJIOXKEHUS

4.4.1.1 YnakoBo4YHbIe MaTEPHUAJIbl U NMpaBUia padoOThl ¢ HUMHU HOJXKHBI ObITh IIPUBEACHBI B TEXHU-
YECKOH JOKYMEeHTaUnMU.

4.4.1.2 YmnakoBouyHble MaTEpPUaJbl JOJDKHBI OLITL COBMECTUMBIMU C YCJIOBUSIMHU CpE/bl BHYTPU CTE-
PUJIU3ATOPA B IIPOLIECCE CTEPUTN3ALIKU.

4.4.1.4 YrakoBoYHbIE MaTepHasbl JOJDKHBI cooTBeTcTBOBATh cTaHaapty UCO 11607%).

4.4.2 TlpoHHuaeMocTh yrakoBKM

Y1aKoBKa JOJKHAE 00eCneYuBaTh YCIOBUS CTEPUIU3ALIMU HA MOBEPXHOCTH WU BHYTPH IPOAYKTA Kak
[YTEM VIJIEHUS BO3AyXa, TaKk U NPOHMKAHUA Iapa, WIW Ui HENPOHULIAEMOH YIIAKOBKM, TAKOM XaK,
HarpuMep, PJIAKOHBI JUISI BOIHBIX pacTBOPOB — TEIUIOIIEPENAYCH.

ITpu xpaHeHUH 1M TPAHCITOPTHPOBAHUHM YI1AKOBKA JOJ/KHA [IPEAOXpaHATh NPOAYKT OT MEXaHUYECKOro
[TOBpEXIeHUS U 00eCcneyuBatb CTEPUIIBHOCTE MEOMUIUHCKON NPOAYKIMY K MOMEHTY UCIIOJIL30BAHWA.

5 Ob6opynoBaHue

(CM. IIPDUJIOXKEHUE A)

5.1 JlokymeHTANUA

5.1.1 /laHHBIe 00 000OPYIOBAHUN

Ha xaxnom crepuniv3artope U IaporeHeparope N0JOKHbI ObITh OJHAa MM OoJiee MHGPOPMAUMOHHDbIX
TabyinyeK, 3aKperuisieMbiX Ha o00pydOBaHHU U COAEPXKAUIMX CAEAYIOIY UHGOPMALIMIO HA S3bIKE ITOJIb-
30BaATENSA:

a) HalMEeHOBAHUE U anpec U3roTOBUTENIS;

b) 3aBOJCKOW HOMEP WJIUM HHOE 0003HaYeHHe 00OpYIOBAHUA,

C) pacueTHOE JABJNCHHUE B KAMEPE M MAKCHUMaJIbHas pabouast TeMIlepaTypa;

d} paBieHue B pybauike (ecim HeoOXOAUMO);

€) OTMETKAa MHCIEKTOPa Han3opa ¥ MISHTUDUKALUMOHHAA MAPKUPOBKA COCYaA;

f) nara U3roToBJEHUA COCYLA;

g) CTAHJIAPTHOE IABJIEHUE, HA KOTOPOE pACCUMTAH COCYyH (ecd HeoOX0IuMO).

JToKHO OBbITh JOKYMEHTHUPOBAHO U IOATBEPXKIEHO COOTBETCTBHE CUCTEMbI CTEpHUIM3AllUU TpeboBa-
HisM OesornacHoceTy 110 TOCT P 51350 u TOCT P MBK 61010-2-041.

*) o BBeNeHUS B NeiicTBUe opurkHan cranaapra — so BHUUKUM Toccranpapra Poccuu.
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5.1.2 be3onacHocTs

5.1.3 YkazaHus U UHCTPYKLUH

It KaXOoro CTepHaM3aTopa HA 43bIKe (A3bIKax), COINTacOBAHHOM(bIX) C MOJb30BATEACM, JOJUKHA
ObITh nAaHAa cjaeayrollas odg3arebHast UHPOPMaALInA:

a) MHCTPYKUUU ITO MOHTAXY CUCTEMBI CTEPWJIN3ALIMU, IOCTATOYHbIE IJ1st Oe3onacHol ¥ 3P heKTUBHON
paboTbhl OOOPYIOBAHUA;

b) nepevyeHb KOHCTPYKTHBHbIX MATEPHAJIOB cOCyaa U PYPHUTYPLI KaMEPhl, HAXOOALLMXCH B KOHTAKTE
CO CTEPUIU3YIOLLIMM areHTOM;

C) MHCTPYKLUHHU IT0 0€30macHor U 3ddeKTUBHOU padOTe, BKIIIOYAS PEKOMEHIALUU TI0 MPEAESIBLHO
NOTIYCTUMBIM 3HAYEHWUSM TEMIIEPATYPbI M JaBJIeHUS B COCY/E;

d) MHCTPYKUMH U PEKOMEHIAYEMBIHN NEPEYCHB OlIEPALMIA ITO TEXHUYECKOMY OOCTYXUBAHUIO, BKIIIOYAS
[IepeYeHb 3aMeHSIEMBbIX YACTEH U CNENMANbHBIN UHCTPYMEHT IS OOCAYKUBAHWS

€) CXEMBbI KaMepbl, TOKA3bIBAIOIIUE €€ POPMY U KOHCTPYKUHKIO, TPYOONTPOBOAbI U MPUHLIMITHAJIBHEIE
CXEMbl CHUCTEMbI KOHTPOJSI, PEKOMEHAYEMbIC CXEMbI MOHTAXA U IepedeHb 3aacHbIX YacTed BCEX OTBETCT-
BEHHbBIX Y3JI0B CUCTEMbI;

f) cxeMa yrnipasleHUs TPOLECCOR U/WIU MPOrpaMMHOE obeciieyeHue, HeobxonruMoe s paboThl U
0OCIIYKUBAHUSA CUCTEMBI KOHTPOJIS (M. 5.2.6).

g) YKA3aHUS IO 3aMEHEe WM PEBU3UU MNPOTrpaMMHOI0 ODECIEUYEHMSI, BKJIIOYAS ITOKYMEHTALUIO,
MOITBEPXAAIOLLYIO [TPOBEAeHNE BATHAALMN.

5.1.4 JdononHurenbHast “UHPopMaL U

[lonb3oBare/b MOIKEH UMETh U BECTH NOKYMEHTALUMIO 00 UCIIBITAHUAX YCTAHOBKH.

5.2 DKCHIyaTaUMOHHbIE XAPAKTEPUCTHKY CTEPHIN3ATOPA, TEXHOJOTHYECKHE CPelbl H HCTOYHUKH DHEP-
UM, MATEPHAJIbI, TPUHALIEKHOCTH U CPEACTBA KOHTPOJIA

5.2.1 BKcrutyaTalMOHHBIE XapaAKTEPUCTUKU

Y noab30BaTEA JONXKHBI ObITE JAHHBIE, TTOATBEPXAAIOLIME, YTO CTEPUIM3ATOP COOTBETCTBYET CBOUM
TeXHUUYECKUM XapaKTEPUCTUKAM.
5.2.2 TexmonorudyeckHe cpeibl ¥ MCTOUHUKH DHEPTHUU

5.2.2.1 Yucrora ¥ KayecTBo napa JA0J/UKHbBI ObITh CTAHAAPTU30BAHBI, U JOJIXHO ObITh ITOATBEPXKIAECHO,
YTO TpedyeMo€ KayecCTBO CTEPHAU3YEMOIO IPOAYKTA HE YXVAIIAETCI. BTU MOKA3aTEIU HOJIKHBI OBIThH
JOKYMEHTHUPOBAHBI.

5.2.2.2 YucrToTa CXATOro BO3/yXd, HCIIOAB3YEMOI'O B CTEPHWJIM3AIIMOHHON KaMepe, MOJUDKHA OBITh
TaKOU, 4YTODOKI 0€30MACHOCTD MPOLAYKTA HE CHMXANACh. DTO AOJIKHO ObIThb JOKYMEHTHPOBAHO.

5.2.2.3 Oxpyxawwui BO3AYyX, MOCTYIAOUIWNA B KAMEPY INpU cOpoce BAKyyMa, IOJDKEH MPOXOLUTH
yepe3 PUIBTP, 3aJePXKUBAIOMNA MUKPOOPTAHU3Mbl. XAapPaKTEePUCTUKKU PUILTpA JOJDKHBI ObITH JOKYMEH-
TUPOBAHBEI.

5.2.2.4 KauecTBO BOIbI, UCITOJIB3YEMOI B CTCPUIN3ATOPE 11 OXJIAXICHUS ITPOLYKTA, JOJDKHO ObITh
VKa3aHO B TeXHUYECKOW AoKyMeHTauMu. Ilpu 3ToOM JOJDKHO OBITH IMOATBEPXACHO, YTO OHA HE KOHTaAMMU-
HUPYET MPOAYKT. DTOT PaKT NoKeH ObITh JOKYMEHTHUPOBAH.

5.2.2.5 BnaexrponuTraHue, NOABOINMOE K CUCTEME CTEPUIM3ALUU, TODKHO COOTBETCTBOBATH TPEOO-
BAHUAM U3TOTOBUTEJISI CTEPHIM3ATOPA. ITO AOJKHO ObITh JOKYMEHTRPOBAHO.

5.2.3 Marepuaini

[Tonb3oBaTesp JOJDKEH FapaHTUPOBATh, YTO CBOMCTBA KOMITOHEHTOB M MarepuaioB, BEIOpaHHbBIX JUIA
KOHCTPYKIIMY CUCTEMBI CTEPMJIM3ALMH, CBOIST K MHHUMYMY BEpPOSITHOCTL MMKPOOMOJOrMYecKOn WM
XUMHWYECKOU KOHTAMUHALUU. DTO JOLKHO ObITh JOKYMEHTUPOBAHO.

5.2.4 TlpuHamIeXHOCTH

[Tonb3oBaTend NOKEH BbLIOpATb OCHACTKY KaMephbl TakK, YTOOLI OHa ITO3BOJLIA I1apy PaBHOMEPHO
MPOHUKATH BO BHYTPEHHUE TMOJOCTU KaMephl /WK oDECreyYuBaTh HOPMAAbHYIO TeIUlonepexayy U ocy-
IIECTRJATh APEHAX KOHACHCcATa.

5.2.5 CHcTeMbl KOHTPOJSI U pPerMcTpalv JaHHbIX

5.2.5.1 Cucrema yrpapieHUs AOJKHA [MOAACPXKMBATL TEMIIEparypy B Mpelenax, yKasaHHbIX 14
KOHKPETHOTO Ipolecca CTEPHIN3ALINHN.

JTOJIXHBI AaBTOMATUYECKH KOHTPOJIUPOBATLCS M 3aITMChIBATHCS (KaK GYHKLMS BPEMEHU) CIEAYIOLIME
[lapaMeTpbl Ipoiecca:

a) TeMmiiepaTtypa B KaMepe;

D) HaBJieHUE B KaAMEpE;

C) CKODPOCTbL UBMEHEHUS TeMIlepaTypbl U JaBJICHUSI.
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Pe3y1bTaThl KOHTPOJIA JIO/DKHBI perHCTPUPOBATLCA.

3aruchIBaOILCe YCTPONUCTBO M CHUCTEMAa KOHTPOJAS HOJIXKHBI ObITb HE3aBUCHUMbBIMH. OHM JOJKHBDI
[IONABAaTh CUIHAJ BO BpeMd LMKIIA CTEPHIM3ALNMY MK B KOHLE UMKIIA B TOM Ciydade, eciau pas3iudnst Mexay
KOHTPOJUPYEMBIMH K 3AITMChIBAEMBIMU II€PEMEHHBIMHU [IPEBLIINAIOT JONYCTUMbBIE Npedeabl. Peructpupye-
Mble JaHHbIE JOKHBI OBITH JOCTATOUHB! AJISl TOTO, YTOObI MOXXHO OBLIO MPOBOJAUTD OCICAYIOLIME aHATHU3DI.

D.2.5.2 YTobbl 0OecreyuTh HAXEXKHOCTh KOHTPOJS B 3arpy3Ke, JaTYMKU TEMIIEPATyphbl, UCITOJIb3YEMbIC
B [TPOLIECCEe KOHTPOJS U MOHUTOPHHTIA, JO/DKHBL paclioflaraTeCsd B MECTAX, ONpPEene/IAeMbIX [TPEeABAPUTE b-
HBIM M3Y4YeHUEM pACIIpeaeieHUs TEMIIEPaTyp.

5.2.6 TlporpaMmbl KOHTPOIS

Ionp3oBaTe b A0JDKEH rapaHTUPOBaTh, YTO MPOrpaMMHBIE YCTPOHCTBA, UCIIOJIB3yeMbIe IS YIIPABe-
HUSI M KOHTPOJIS IIpOLeCcCa CTepWIM3alluM, BAJIMIAMPOBAHBI. KOHTPOJBLHBIE NPOIPaMMbl NOJLDKHBLI OBITh
opopMJIEHDBI AOKYMEHTANIbHO. [IpaBHABHOCTD HMX pabOThl AOJKHA OBITH MPOAEMOHCTPHUPOBAHA Kak IIpH
UMUTALMH IPpOLIecCcd, TAK U B peabHOM Mpotiecce. JIobbie nocaeaAyioine u3MeHeHUa CASAYET LOKYMEH-
TUPOBATH AHATOTMYHBIM OOPa3oM U OLIEHUBATHL C TOYKH 3PEHMST HEOOXOIUMOCTH PEBAIMIALIUY.

5.3 Tpebosanus K npudbopam

5.3.1 TouyHocTh NpUdOPOB

5.3.1.1 To4yHocTb NPNOOPOB HOLKHA OLITh YKA3aHA B TEXHUYECKOW HOKYMEHTALIUU.

5.3.1.2 TovyHocTb NIPHUOOPOB, NPUMEHSIEMBIX U8 BaAWIALWU, JOJIXKHA I[IPEBLIIUATE TOYHOCTh YIIpaB-
JSAOUIEU W 3aNUCBIBAIOILIEN CUCTEM.

5.3.1.3 Jatyuky teMriepaTypbl ¥ IaBJICHUS JOJOKHBI FApaHTUPOBATL YCTAHOBJICHHYIO TOYHOCTS.

5.3.2 KanubpoBo4yHbIe 3TAJTOHEI

JlojKHa ObITb YKA3aH4 TOYHOCTh 3TAJOHOB, UCIIOAB3YEMbBIX ISl KATMOPOBKKM M3MEPUTEAbHBIX NIPH-
bopoB. KanubpoBKa HOJIKHA ObITb IPOCAECKHBACMON 10 HAUMOHAABHOIO cTaHAApTa, KaK 3TO NPEeaycCMoT-
pedHo TOCT P UCO 9001, TOCT P MCO 9002 u nomxHa coorBetrcTeoBats MCO 10012-1.

5.3.3 Tlporpamma kanuOpoBKU

CraenyeT NnpyuHAThL, JOKYMEHTUPOBATH U BRITNOJHSATD HEOOXOAUMbIE HHCTPYKUHMN 10 KAJIMOPOBKE BCEX
KOHTPOJUPVIOLIMX, MMOKA3bIBAOINX U 3aTIMCHIBAIOUIMX IPUOOPOB, NMPUMEHSIEMbIX U BAJIMIALIUU U TEKY-
ILEro KOHTPOJAHA LMKIA CTepWIM3alUXK. IATa IIpoueaypa IO/KHA OCHOBLIBATBCS Ha TpeOoBaHUAX
[OCT P NCO 9001 unu TOCT P MCO 9002.

5.4 Texnnaeckoe obcayxMBaAHUE

5.4.1 OOGopynoBaHue AOJXHO OOCIYXMUBATLCS B COOTBETCTBUM € JOKYMEHTAIBHO OMOPMJIECHHBIM
rpapuKoM TEXHUYECKOro OoOCIYXMBAHUA U PEMOHTA.

5.4.2 Jluuo, BBITO/HAIOUWIEE TEXHUYECKOE 00CAYKMBAHUE, AO/DKHO UMETh JOKYMEHT, ITOATBEDKIAAKO-
MK ero KBATU@PUKALHIO M0 0OCHYXKMUBAHUIO KOHKPETHOI'O CTEPUIN3ATOPA.

3.4.3 PaboTh! 110 MPOBEACHUIO KAXIOro TUIAHOBOIO OOCHYXHMBAHUS U HUX NMEPUOAMYHOCTL NOJUKHDI
OBITH OITpeneJeHbl U JOKYMEHTUPOBAHHBI.

5.4.4 He portyckaeTcsi UCMOMb30BATh CTEPHIU3ATOP B MPOU3BOJACTBE MEAUIIMHCKON NPOAYKIMUYU [0
TeX op, Ioka He OyayT NpoBeACHBbI WU HOKYMEHTA1bHO OQPOpMIIEHBI BCE ILJIAHOBBLIE UM HEOOXOHUMBIE
BHEIJIAHOBBIC MTPOLENYPLI [T0 00CAYKUBAHUIO.

3.4.5 JJokyMeHTalusa O NpOBEIACHUN TEXHMYECKOro 00CIYyKUBAHUSA JOJKHA XPAHUTHCSH COBMECTHO C
NJOKYMEHTalMer Ha obopydoBaHueE.

5.4.6 T'padpuxy ¥ HHCTPYKLMHU IO TEXHUYECKOMY ODCIIY:KMBAaHUIO 00OPYIOBAHUS, 2 TAKXKE JOKYMEH -
TalWsl O MPOBEACHUU OOCAYXUBAHUA JOJKHBI [IEPUOAMYECKH NEPECMATPUBATHLCH OTBETCTBEHHBIM JHUOM.

BDTO AULO HOJLKHO ObiThb HasHaueHo B coorBercTBUKU ¢ Tpebopanusmu ['OCT P HUCO 9001 wunu
[OCT P UCO 9002.

6 Pazpabotrka nponecca CTepHIH3AUUH
(CM. NpujoxeHue A)

6.1 Bce aTambl npouecca cTepMan3aliMu JOJXKHBI ObITh pa3paboTaHbl TakK, YTOOBI obecrieuuBaact
BOCIIPOU3BOAMMOCTD IIPOLECCA BO BPEMSI TCKYLLIEro NpOM3BOJACTRBA. DTH 3TAllbl JOJKHBI BKIIOYATE:

a) OYUCTKY/IEeKOHTAMUHAMIO;

D) IpOBEPKY;

C) KOMIINEKTAaLMIO;

d) VIakoBKY;
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€) 3arpysky.

{) BBIIEPXHWBAHUE B YCAOBUSX CTCPUINU3ALIUH,

g) pasrpysKy;

h) XpaHeHHe;

1) pacripeneileHue.

6.2 Ilpouenypsl U MaTepUaibl, UCNIOJAb3yeMbie HA KaXXAOM 3Talle rnpoilecca, A0KHBI ObITh JOKYMEH -
TUPOBAHbLI, M KaXOasd 3al1aya JoJDKHA BBIITOJHATLCS [HOATOTOBJIEHHBIM ITEPCOHAIOM.

6.3 Bo Bcex ciyyasix [ODKHA NPUMEHSTHCS CTEPWIN3aLUs HACBIUEHHBIM NTAPOM, 33 UCKIIOYeHUeM
CJIyYaeB, KOraa B COOTBETCTBUHU C JOKYMEHTAIMEH Ha NPOAYKUMIO CYILECTBYET PUCK JUIS NPOAYKIIMH.

[lapoBO3ayliHbIE CMECH CAEAYET IIPUMEHSTH TOJBKO BMecTe ¢ 3 heKTUBHON HUPKY/SILMEH, CO3aa-

IOUIEW OJHOPOAHVIO TEILTOBYIO CPEeLy BHYTPU CTEPUNU3ATODPA.

Bocripon3BoaMMOCTh cpejlbl BHYTPH KaMephbi JTOKHA ObITb ITOKa3aHa 3KCITEPUMEHTABHO.

6.4 JoJokHO ObITh MMoKasaHo obecrieyeHue YCAOBUH CTEepMJIM3ALUU INMPOAYKTA IPH BHOBBL pa3pabo-
TAHHBIX UUMKJIAX CTEPUIU3ALNH BIAXHBIM TEILIOM.

6.5 DdPeKTHBHOCTL UMKIIA CTEPUJIM3ALMU JO/KHAE OLIEHUBATHCS, UCXO/IS U3 JOCTUXKEHUS TPEOYEMBbIX
(PU3UYECKUX MTapaMEeTPOB.

6.6 Jl1oObie MUKPOOUOTOTHYECKUE UCTIBITAHUST TOJDKHBI COMPOBOXAATLCHA U3MEpEeHUeM PU3NYSCKUX
rmapaMeTpoB.

6.7 Ilpu Ucrnosib30BaHUU UHAMKATOPHbBIX MUKPOOPraHM3MOB MX BbIOMPAIOT ¢ Y4eTOM 0COOeHHOCTEMH
[pouecca crepunuzauuu u coorsercTaus rpetosanuam [OCT P UCO 11138-1 u TOCT P UCO 11138-3.

7 Bamupauusa npouecca CTepUIH3aluHU
(CM. IpuyIoXKeHue A)

7.1 llporpaMmy Basinnalyu ITpOBOJSIT HA OCHOBE yTBepKAeHHOIo npotokoJia o OCT P UCO 9002.

7.2 Cnepyer MpoBECTH MPUEMKY KAXJIOr0o CTEepWu3aropa MpoAVKUMU Mocne MoHTaxa. Crepyer
BAIUAUPOBATE MPOIECC CTEPUIU3ALIMM TIPU UBMEHEHUSIX B IPOAYKLIMUY M YCIOBUSIX ITPOBEICHUS NIpoLiecca,
a TAKXKE JUIS HOBOTO CTEPWIM3ALIMOHHOIo o60opyooBaH M.

7.3 Banupauus DOJXXHA ObITh [TOPYYEHA OTBETCTREHHOMY TULLY, UMEIOLLEMY OITLIT TIPOBEACHUS TAKOU
paboThI.

7.4 IlpuneMka HomxHa BKJIOYATh:

a) HEeMOHCTPALIMIO COOTBETCTBUS YCTAHOBACHHOrO 00OPYAOBAHUS TEXHUUECKUM XAapaKTEPUCTUKAM;

b) npoBepKy AOKYMEHTAUUH HaA obopygoBaHue (5.1);

C) HEMOHCTPALMIO COOTBETCTBUS KayecTBa U paboOTOCIIOCOOHOCTH HCIIOJIb3YEMbIX CUCTEM;

d) TIPOBEPKY TOro, YTO paboyre U KOHTPOJIbHbBIE [IPUDODPHI KAIMOPOBAHDbI;

€) eClIi HeOOXOOHMMO, AEMOHCTPALIHIO 5(P@dEKTUBHOCTH CHCTEMbl VAAJICHHUST BO3YXA;

[} IEMOHCTpAUMIO COOTBETCTBUS IKCIIYATALMOHHBIM XapaKTEePHCTHUKEM.

7.5 ATtTecTauus B KCIUIyaTalMM JOJDKHA TOKA3aTh, YTO HPOLECC CTePWIN3ALNM BOCIIPOU3BOAUM U
[MOATBEPXK/AAeT:

a) OOQHOPOAHOCTb (PU3MYECCKUX 1TIAaPAMETPOB B YCTAHOBAECHHBIX ITPEAC)IaX BHYTPH KAMEPBI U 3aIrPy3KH,

D) COOTHOLIEHHE MEXIY KOHTPOJILHBIMU U (haKTUYECKUMHU I1apaMETpaM B 3arpy3Ke;

C) 3aBUCHMOCTb MexXny dU3MUECKUMHU NIapaMeTpaMU U JIETAJIbHOCTBIO 1O HAHHBIM JIUTEPATYpPhl WIU
ITpOBEACHHBIM HCCAEI0BAHUSIM,

d) cOOTBETCTBHE TPEeOOBAHHUSM NPHU MAKCUMAJIPHON U MUHUMAIBHOHW 3arpyskax;

€) NpUeMJIEMOCTb MpPedcjoB [MepeMeUIMBaHUsI MMPOAYKTA BHYTPH 3arpy3Ku;

{) penpe3eHTaTUBHOCTh UMUTUPYIOLLECH 3arpy3KH (€CAU OHa IMPUMEHSETCS) IO OTHOLIEHHIO K PEalb-
HOH 3arpy3Ke;

g) TO, 4YTO 3arpy3ka [js 1llesed arrecTaluu, KOTopds OyaeT UCHOJIb30BaThCHA TTOBTOPHO, Nepen
IMTOBTOPHBIM UCITOJb30BAHUEM CHOBA OYJIET COOTBETCTBOBATL YCTAHOBJICHHBIM YCIOBUSIM.

7.6 J1oJoKHO OBITh onpelesieHO YUCIO JaTYUKOB TEMIIEPATYPbl U LIMKJIOB CTEPMIM3ALIMU JId IpOBe-
HeHUS NEePBHYHOM KM MOBTOPHOW arrecTanmuil B 3KCrutyatauvu. OHO MOMKHO ObITH AOCTATOYHBIM OIS
ITOATBEPXKIACHUSA COOTBETCTBUA IMTpollecca pa3paboTaHHBIM TEXHUYECKUM YCIOBUSIM.

7.7 JJo ¥ mociae XKaxmaoM MporpaMMbi MOCJAEHOBATEIBHOTO TECTUPOBAHMS CIEAYET IIPOBEPSATH, UTO
UCTIONb3YEMBIE TIPU BANTUAALUUN CUCTEM U3MEPEHUS TEMIIEPATYPh! KATUOPOBAHHBI.

7.8 Ha sTane 3aBepuieHuss BaIMAALUM CIEAYET PACCMOTPETh U YTBEPAUTH MOJIYUeHHbIE JaHHbIC.
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7.9 PeBanunauus noyixkHa ObITh NMPOBEAEHA MMTOCE CYIECTBEHHOTO PEMOHTA CUCTEMBI CTEPHIN3ALIM M,
KOTOPBLIA MOXeET I10BJIe4b 3a COO0H U3MeHEHUEe 3(P(PEeKTUBHOCTU Mpouecca. Pepanrunauus 10/DKHa TIPoBO-
NMTbCs HE pexe oaHoro pasa B 12 Mec.

7.10 Ilpouenypsbl peBanMaoaLiiy, IIPOBEPKN WU U3MEHEHUS ITpoLecca, CUCTEMbl CTepHIN3aUU (000-
PYIOBaHUS M NIpOrpaMMbl) MPOAYKTA U YIIAKOBKHU JOJIXKHBI ObITh JOKYMEHTUPOBAHDBI. OTBETCTBEHHOCTD 34
ONpeaeNeHue HEOOXOAUMOCTU U 00BeMa TIOBTOPAEMbIX 3TAlOB TEPBHUYHOM BaIWUIAIIMU IOLKHA OBITh
BO3JIOXKEHA Ha MOATrOTOBJIEHHBIU ITEPCOHAI.

[Ip1 n3MeHeHUSIX B O0OPYIOBAHUM WIH CUCTEME KOHTPOJISI HEOOXONMMO TIPOBOAUTH OLECHKY TOTO,
YTO IapaMeTphl IMpouecca, KOTOPOMY ITOABEPTaeTCs 3arpyKeHHBIU B CTEPUWJIN3ATOP ITPOAYKT, COOTBETCTBYIOT
JAaHHBIM, [TOJYYEHHLIM IIPH MEPBOHAYAIBHON aTTECTALIUH.

8 Texymas crepuin3auus BJAAKHLIM TEILJIOM
(CM. MpUJIOXKEHUE A)

8.1 KoHTpois nponecca napoBod cTepuiiM3anuu

8.1.1 TOoYHOCTh U HALEXKHOCTb IMPUOOPOB, UCIOIB3YEMBIX JUIA KOHTPOMSA KaXI0TO NPOU3BOACTBEH -
HOT'O LIMKJIA, CJASAVET MepUOANYECKHU [TPOBEPATH B COOTBETCTBUU C JIOKYMEHTALIMEN HA HUX.

8.1.2 Crnenyetr UMeTh JOKYMEHTHUPOBAHHDBIC HHCTPYKUMHU TEKYLIETO KOHTPOIS LIUKAA CTEPUAU3ALIUH.

8.1.3 Ilpn xKaxxnoMm LMKJIE NOJKHBI COCTABISITHCS IPOTOKOJBI, COOcpXKallye CIeayiolue JaHHbIC!

a) nary,

b) HaszBaHUE CTEPWIM3ATOPA M 3aBOJCKON HOMED;

c) oOo3HaYyeHUe LKA,

d) dpaMUInIO K NOAIUCH Oreparopa;

€) ONUCAHUE 3arpy3KU U HOMEP CEPHH;

f) BpeMs Hayana HMKIa (pealbHOE BpeMs);

g) JaBjieHHe B KaMepe B TeYeHUE JAaHHOTO LUMKIIA;

h) TeMiiepaTypy B KaMepe B TeYeHue JAaHHOTro 1IUKIA.

8.2 KoHTpoJb H3MEeHEHHM

CrcreMa JOKYMEHTHUPOBAHWS JOJKHA rapaHTUPOBATEL, YTO B OOOPYAOBAHUHU, TIpoLecce WIM MaTepu-
anax OTCYTCTBYIOT KakKue-Anbo U3MEHEHMSI, CIIOCOOHBIC YXYAIUUTE IIpoHece cTepunu3auuud. Ecim takue
M3MeHEeHMs] NPOBOAST B IUVIAHOBOM IOPSIAKE, TO HOBBIM LUK CTEPWIN3ALUMHY JODKEH OBITH BAIMAVPOBAH.
[1pu HapyieHusaX B IpoLecce, KOTOPbhIe He MOTYT OBITh CBA3aHBI ¢ HAPYLUIEHUEM TPeOOBAHUN TEXHUYECKOU
NOKYMEHTALIKMU, CIEAYET PACCMOTPETh HEOOXOUMOCTh BAJIMAAL M.

8.3 Ilepuoanueckas nporepka

CrnenyeT NMpOBOAUTH IUIAHOBYIO NEPUOAMYECKYIO ITPOBEPKY CTEPWIN3ATOPOB.

8.4 Onenka 3QQeKTHBHOCTH HHKAA

SPPeXTUBHOCTL Tpoliecca B LMKIE CTEPUWIM3ALMK OLEHMBAIOT MO YCTAHOBJEHHBIM (DU3NYECKUM
[1apaMeTpaM.

[IpunMeuanne— Texyuni orbop npod (McnpITaHHE HA CTEPHUARHOCTD) MIH UCTIOAL30BaHUE OUOJIOTHYEC-
KMX HHANKATOPOB HE PEKOMEHAYETCH, 32 UCKITIOUEHMEM CITeLiMaZIbHbIX CAYYaeB. DTH UCTILITAHUSA UMEIOT OTPAHUYECHHYIO
LIEHHOCTb B TEKYilleM KOHTpOJE TIpoliecca CTepMIM3allMH BAAXHBIM TEIUVIOM M BCeraa NOJDKHBI PACCMATPHUBATHLCS
COBMECTHO C JOCTHMXKEHNEM (PU3HNUECKUX 1apaMETPOB.

8.5 Buirpy3ka cTepuiM30BaHHBIX NMPOAYKTOB

8.5.1 HeoOxoauMo npefycMOTPETb CUCTEMY pa3feieHUs] CTEPUIM3OBAHHBIX U HECTEPWIN3OBAHHBIX
o0pasLoB.

8.5.2 Ilopsimok BBITPY3KM MPOAYKTa IMOCTAE CTEPUIU3ALIMU HOJJXKEH IapaHTUPOBATh, YTO MapaMeTphl
BAIMAMPOBAHHOIO Npolecca CTePWIN3ALUU BOCIIPOM3IBOIMINCE BHYTPH YCTAHOBJIEHHBIX NIpeJeioB. Kax-
Nasi BbIFPY3KaA JOJKHA ObITH JOKYMEHTHpOBAHA ¢ yKaszaHueM (paMWIMM JULA, TPUHSBIIErO pPelIeHUuE o
BBITPY3KE.

8.5.3 Jlnst KA&XI0W 3arpy3Ku B IMPOTOKOJI BblAayy (BBIMPY3KH) ClieAyeT BKJIIOYATh!

a) XapaKTePUCTUKY 3arpy3KM WM CChUIKY HA TEXHUYECKYIO JIOKYMEHTAUMIO 3arpy3KU;

D) 3aNUCU TCKYUIETrO UCIIbITAHUA;

C) 3aNMCU LKKIA CTEPWIU3ALIMN.
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8.5.4 C npoaykraMM, HE OTBEYAKOUMMM TPeOOBAHMUAM, HEOOXOOAUMO TOCTYIIATh B COOTBETCTBUU C
tpeboBaHusiMu FOCT P MCO 9001 wau TOCT P MUCO 9002.
8.6 Ilposepka onepaumi

KoHTponb KayecTsa NpoAyKlMu U Ipolecca NMPOM3BOACTBA U BCE MPOTOKOJbI JOKHBI pacCMaTpy-
BATbCSI HE pexXxe OJHOro pasa B 12 mec. KoOMIETEHTHbIH HEepPCOHA, MPSIMO HE YYACTBYIOLIMI B 3THUX

rpoleaypax, JA0JDKEeH TapaHTUPOBATb, UYTO TMPOU3BOACTBEHHBIE UWHCTPYKLMU U HaHHBIE, MOJYYEHHBIE BO
BpEMS BaIUIaliMMU, HEUCTBYIOT U BBITIOJTHSAIOTCH.

8.7 KoppexkTupymomue nelcTBusd

[1pouenypsl 1 JOKYMEHTALMS IS KOPPEKTUPYIOIUUX HAEUCTBUN HOJIXKHBI COOTBETCTBOBAThH TPEOOBA-
HusM [TOCT P UCO 9001. JIroOble OTKIOHEHHUS OT OJOKYMEHTAUMM M MHCTPYKLMH, BCKPBITHIE BO BpeMsl

ornepalyii, IPOBEPOK, KATUOPOBKU MJIM OOCTYXXKHMBAHMSI, JOJLKHBI ObITh PACCMOTPEHBI JIULIOM, YIIOJIHOMO-

JEHHbIM OINPEAC/ISATh HAIJIEKAIIME 1Lark Y KOPpeKTUPYIOIUUE AENCTBUSA. J1I0OBIC TPUHSITEIE KOPPEKTUPYIO-
LIME AeHCTBUA OOJIXKHbI OBITE JOKYMEHTUPOBAHHBL.
8.8 IlpoToKoJbI

[IpoToKoOabl, PUKCUPYIOILKME, YTO TNPOAYKT CTEPUIM3OBAH B COOTBETCTBUHU CO clellidUKALUIMH,

JOJKHBI O(pOPMIISITECS. M MOAAEPXUBATLCS, Kak 310 ykaszaHo B [OCT P UCO 9001 u MCO 13485 unu
[OCT P UCO 9002 u» UCO 134388.

ITPAJTOXKEHHWUE A
(cnipaBoyHOEC)

PykoBoCTBO N0 BAIMAAIHM H TEKYIEMY KOHTDPOJI0 CTEPHAM3ANMH BAAKHLIM TEILIOM
B MEAMIHMHCKMX YIPEXIEHHIX

A.1 ObnacTe npUMeHEHHA

He naerca yxaszaHuii K pasneny 1.
A.2 HopmatuBnasa 0a3a

He pmaerca ykazaHMi K pa3jeny 2.
A.3 Onpenenenus

He agaercsa yxazaHuvit K paziueny 3.
A.4 O0mme nosoxeHus

BTOT pasles COAEPXKUT PYKOBOJCTBO I10 aTTeCTallMM TNIEpCOHANA, ITOArOTOBKE M OOYYEHHIO, NpaBWiaM COXpaHe-
HUS 300POBLSA NEPCOHANa, IMYHOM FMTHEHE U oJexXIe. 3AeCh COAePXKATCsA OCHOBHEBIC PEKOMEH AU 110 MUHUMU3ALIMK
OUOHATPY3KH, COACPXKALLCH 3arpsi3HeHNs, ¥ obecrneunsawiume 3QdHEKTUBHOCTD NpoLEcca CTEPHUANIALINA.

A.4.1 TpebGopauus K nepcoHany

HaOmonenne 3a npoueccom. JIMiia, oTBETCTBEHHBIE 32 CTEPUWIM3ALMIO B MEAMUMHCKUX YUPEXIECHUSIX, JOJIKHBI
OBITH ATTECTOBAHBI € YYETOM MX MOATOTOBKH U ONbITa paboThl. OHM AOIDKHE! OTBEYATH 32 BEIOOP METOI0OB, OpraHH3alu o
BCEX 3TAIIOB CTEPWIM3ALMK, NPaBWIbHOE PACXOJAOBAHHE CPEJICTB, a TAKXe ODECIIeUMTDh IMOATOTOBKY CBOMX CAYXALLMX
Ha HeHTpanu3oBaHHOM ocHoBe. OOyuyeHHe Ha padoyeM MecTe MOKHO INPpOBOIUTLCS Ha 000pYIOBAHHMM Ha OCHOBE
MHCTPYKLIMI, UCIIOJb3YEMBIX Ha NIpeANpUATHH. B fokyMeHTaimu 06 oOpa3oBaHUY U OOYUEHUM JOJIXKEH PErUCTPUPO-
BaTbCS NEPCOHANBHBIN YPOBEHb 3HAHMWI 110 BCEM 3TallaM TIpoliecca.

O6pa3oBanue, obyyeHue 1 YPOBEHb 3HAHWH AOJIKHBI KOHTPOJWPOBATLCA U JOKYMEHTHPOBATLCH 10 CHEAYIOUIUM
BOITPOCAM:

a) Oe3oracHOCTh NpHU oOpalllcHUU ¢ KOHTAMUHWPOBAaHHbIMM TTPEAMETAMU;

b) AeKOHTAMMHALIMA U OYHUCTKA;

C) TpPOBEPKA;

d) noAroToBKa ¥ KOMIUIEKTalMs,

¢) ynaxkoBKa/obepTKa;

g) 3arpyskKa cTepuav3aropa;

h) KOHTpOAbL UUKIA,

1) TipaBHAbHOe obpallleHue Tiocae CTepWIN3aliuu;
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1) XpaHeHHe;

K) BbBIFpY3Ka;

) DOKyMEHTAalUs Iipouecca;

m) rapaHTHs Ka4ecTaa.

OTBETCTBCHHOE NTWLIO HO/DKHO ODECIEHHUTh MPOBEICHME HMHCTPYKTaXa U OOpaTHYIO CBA3b IS MCHpPaBICHUS
OlIMOOK M I[IPOBEPKH COOTBETCTBUS MPUHATOH KOHUECTIUMH YU UHCTPYKLIMSIM.

Konrpompyommi nepconaa. Bed nesstelbHOCTh 110 MOANOTOBKE U CTEPWIM3ALIUMKM, BKIOUAsE JeKOHTaMUHaUMIO,
NPOBEPKY, YIIAKOBKY, CTEPWIM3ALMIO, XpaHEHWE M BhIauy, NOJXKHA NOABEpPraThCcsl KOHTpoAK. [lepconan, npeaHasHa-
eHHBIR 151 BLIMOJIHEHUSI KOHTPOJILHBIX MYHKUIMH, J0/DKEeH OBITh NMPOQecCUOoHaJIbHO NOATOTORJIEH K BbIIIOJAHEHHUIO
OTBETCTBEHHbBIX 00s13aHHOCTEN. CTEepUIN3aLUs BIAKHBIM TEIJIOM SBISETCH IIPOUECCOM, KOTOPBIM JOJDKEH KOHTPOJH-
POBATbCH IEPCOHAJIOM, UMEIOWUM OONBILOM OMNBIT paboThl B 34PaBOOXPAHCHHHU B YACTH KOHTPOJA CTEPMJIM3ALIMH,
npouecca obpaboTkK U KoHTpoass WHPpeKUH. IlepcoHan noKeH MPpUHUMATL y4acTue B IIporpaMMax INOBBILCHHSA
KBaTMUKALMY W 3aHATUAX Ha Kypcax, KOTOopbie BKIHOYAKOT 3HAKOMCTBO C ITIPaBUTCILCTBEHHBIMHM NOKYMEHTAMMU,
VTIPABJICHHUE ITEPCOHAIOM M MaTepHa/IbHBIMHU PECYPCaMM, TaK X€, KAK U HENMOCPENCTBEHHO NPOLIECC CTSPUIU3ALINU.

Oxpana 310poBbsa ¥ JHYHAA THruena. Jlo/KHbl ObiTh pa3paboTaHbl ¥ J0BEACHBI OO0 IIEPCOHWIA MHCTPYKIIUU T10
JTUYHOM TUTHEHE, OIpeaeieHbl PEXMMhbI MbIThH M 00paboTKM pyK. [10BbILIEHHOE BHUMAHHUE K JIMYHON FTMTHEHE CHUXAEST
PDHCK NepeKpecTHOU MHbexuMn. JoKHbl ObITh pazpaboradbl MHCTPYKUMHU 110 COCTABACHHUIO OTYETOB O JICUEHUHU U O
MECTOHAXOXICHHH CAYXalUUX, KOTOpblE MOTIYT ObiTh MCTOUYHUKOM HHOQEKIUMH HIH KOTOPbIE¢ CKJIOHHBI XK PHCKY
MHPEeKLUUOHHBIX 3a00JIEBAaHUMN.

ITepcoHan nonxeH oco3HaBaTh pa3/iMyHbie BUAbI PUCKA IS 3/10POBbS, CBS3aHHBIE C BLITICJHEHUEM ClieMPU-

yeckHX 3aaa4d. [JomxHbl ObITh pa3paboTaHbl M JOKYMEHTANBHO OMOPMIIEHBl MHCTPYKLUMWHU N0 CHUXEHUIO 1O MUHUMYMA
3TOTO PUCKA.

A.4.2 Opexna

CoOTBETCTBYIOLIAS oAeX/Aa CBOANT K MUHUMYMY MOIIalaHUE MUKPOOPIraHM3MOB OT IIePCOHA1A HA CTEPUNIU3YEMEIE
npeaMerbl. [lepcoHasl, 3aHATHIA ITOATOTOBKOM, CTEpWIM3alUe M XPAHEHUEM B CTEPWIBHBIX ITOMELUICHUSX, HOJIXKEH
HOCHUTb YMCTYIO OJCXKAY, KOTOPYIO ClIeAYeT MEHATH HE peXe ONHOrOo pa3a B AeHb. KOHTpoaupyeMas CTUpKa ONCXKIbl
yMEHbUIAET PUCK PaclpOCTpaHEHUsSI MUKPOOpraHu3mMoB. HoKHB! ObITHL pa3padoTaHbl MHCTPYKLMH, FraApaHTUpYIOLLUe,
YTO 3TU PEKOMEHIALUWU BLINOJMHAIOTCA.

JIns onpeieneHus Tyura oacxabl HeOOXOAMMO YUYHUThIBATD:

a) BEpOSITHOCTb 3arpsi3HEHUs B 1ipolecce paboThl;

b) BEPOSATHOCTH NEPEKPECTHON KOHTAMUHALIMM MEXIY MMOMEIUEHUSAMMU,

C) TIEPHUOAMYHOCTD CMEHB! OHNEXKABI.

Oco6Goe BHHMaHUe JONXHO VIENATLCH OoneXae, KOTOPYO MepcoHal HOCUT B MOMEUICHMAX JeKOHTaMHHAUMH M
yrIaKkosku. B rmoMelleHMAX o DeKOHTAMMHALIMY OJeX /1A JOJDKHA BhIOMPAaThCs, UCX0As U3 HEODXOANMOCTH CHUIKEHUS
pHCcKa 3arpsisSHCHMS MUKpOOpraHWu3MaMHU IepcoHala BO BpeMsi paloThl. B noMelleHUsX [1s YNAaKOBKHA OIEXY
BRIOHPAIOT U3 pacyeTa CHUXEHUS 3arpA3HeHNU YacTULAMH M3ACAWi, NToanexXalux oopaboTke.

A.4.3 Yuer ocoOennocTeil npoayKIUH

HeobxoaumMo npuHuMaTs BO BHUMaHME PEKOMEHIALMH U3TOTOBUTENA MEAULIMHCKOM TIPOAYKIIMU T10 [TOBTOPHOM
oOpaboTKe, a TaKXe €€ COBMECTMMOCTH ¢ IIpolleccaMH, chneUuPMUHbLIMU IS JaHHOTo oOopyaoBaHus. Korna
H3TOTOBUTENb YKa3blBAET MAaKCUMaNbHO AOIMYCTHUMOE YUCIO LMKAOB 00paboTKu MpoayKTa, 1oJxXHa BTk padpaboraHa
chcTeMa perucTpalMy uumcna uvkioB obpaborky. IlpoTokonbl ist Kaxaoro IpoiyKTa JOJDKHBI coxpaHathes. [lo
BO3MOXHOCTH JCKOHTAMHHALIYS U OYUCTKA JOJIKHBI ITPOBOAMTLCS B O00CPYI0OBAaHHH, IIpeAHa3sHaYeHHOM IJ1d 9TOM LIEJIN.
B 3T0# cTaguy npoilecca oopaborka RIaXKHBIM TEIUIOM IMPEANOUTHTEILHEN APYTUX METONOB.

A.4.4 TpeboBaHNHI K YNIAKOBKE

HansHeH11ass MHQopMauKnsa o TpeboBaHMsax K Marepuany ynakosxy padHa 8 YCO 11607.

Marepuansl, UICNIOJB3YEMbIE U YTIAKOBKY, JOJDKHBI OLITH COBMECTUMBIMHU € COAEPXKALLMMCSA B HEM NTPOIAYKTOM.
[Tpu pazpaboTKe KOMTIIeKCAa MHCTPYKUUH MO BEIOOPY YIIAKOBOYHBIX MAaTEpUAJIOB CJICHYET TAKKE YUMTHIBATS:

a) TIDOYHOCTHL Ha pa3phIB;

b) AOTIYCTHUMOCTB aCeNTHYECKOro NpUMEHEHUS ;

C) HOTIYCTUMBLIN YPOBEHb TOKCHYHBIX BELIECTB, ME/UICHHO COXHYBILMX KPACOK ¥ XJIOITYaTOOYMaXHbIX BOJIOKOH,
He yXyAllarwllMX KaueCcTBO IpoayKTa;

d) OTCYTCTBME Bble/icHHS JI00bIX ra30B, OrpaHUUMBAOILNX VAaleHME BO3AyXa ¥ ITpOHKKaHWe napa.

A.5 ObopynoBanne

[IpuMedyaHue— [Ipn BoIOOPE KOHCTPYKIIMU OOOPYROBAHUA UMM MNPOLECCOB CTEPMIM3ALMHU OTIACTCH
[peanodTeHHe HOPMATUBHBIM JOKYMEHTAM CTpaHBI MNOAL30BaTENs.

A.5.1 JlokymeHTanus

A.5.1.1 JdaHHBble 00 0DOpyaOBAHUM
He narotcst.

A.5.1.2 besonacHocTsb

CnenyeT HMETb IMMUCbMEHHDBIE HHCTPYKLUMM IR NpeldynpeXicHHs Nolb30Barens o NOTeHUHaNbHOM OHACHOCTH,

10
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CBA3aHHOK ¢ 3KCnayaTauuey obopyaoBaHHd DT MaTepHaJibl JOMKHBI ObITH OMIICAHbI B JIOKYMEHTAN TpUJIataeMblX K
obopynoBaHuo ('OCT P 51350 u TOCT P M2K 61010-2-041)

A 513 PykoBoacTBa U WHCTPYKIIHH

Mudopmaums ro paingalvy riporpaMMHoOro odecrieueHust cM [ 1]

A S 14 HononHurenbHast uHbopManm1g

He paccMmarpuBaercs

A.5.2 DKCmiryaTanHOHHBIE XAPAKTEPHCTHKHM CTEPHIM3ATOPa, TEXHOJOTMYECKHE Cpeabl H HCTOYHHKH 3IHEPrHH,
MAaTEPHAJIbI, NPHHRAJICKHOCTH H CPeICTBa KONTPOIA

A 521 3DkcruyaTalMOHHBIE XapaKTePUCTUKU

JloKa3aTeabCcTBO TOTO, YTO CTEPWIM3ATOP COOTBETCTBYET CBOMM TEXHMYECKHMM TpeOOBaHUSIM, MOXET ObLITh
NMOJIYYEHO OT U3rOTOBUTENSI, VCTAHOBJIEHO TTONbL30BATENIEM WIH T0JIYYEHO OT TPEThEeM CTOPOHBI

A 522 Texnosorndeckue cpeibl ¥ UCTOYHHUKH 3HEPTHUH

A S22 1 Crepuiusarop JoXeH ObITh MpeaHa3HaueH Wi paboThl ¢ HACBILLICHHBIM MApOM WIH NPedBAPUTENBHO
MNOATrOTOB/IEHHON MApoBO3AYLIHOM cMechlo lipu McCronb3oBaHUM napa CyXOCTb €ro JoJKHa ObiTh He MeHee 95 %, a
obbeMHasi noJIg HeKOHJeHCHPOBAHHBIX ra3oB He Gonee 3,5 % IleperpeB He goimxeH mpepblliath 5 °C  TapauTHs
HEIPEPBIBHOIO KOHTPOJS KayecTBa Iapa obecrieunBaercsd KOHTpoeM KoHAeHcaTta KoHAEHCAaT He No/IKeH COIepXKaTh
KORTAMWHAHTOR B KONMYECTBE, KOTOPOE MOXKET YVXVALIUTL NPOUECC CTEPUAM3ALUK, (TOBPEAUTL CTEPUIIM3ATOD WU
HApPYUMTL LEJOCTHOCTh npoaykra MOAyKTyauuu gaBiceHUs rapa Iepeld peaAyKTOpOM He JOJXKHbBI npeBbnuartsh 10 % u
KOOMMPHULUNEHT peoYKUMU NOXKeH OhITh He Oosiee 2 1 ns yaaneHus XoHAeHcaTta U HEKOHAeHCHUPYIOUIMXCS ra3oB U3
rnapa, noJaBacMoro B CTCPWIN3ATOp, HNOJXKHBI ObITh NPEeAYCMOTPEHbI JOBYLIKH sl NTapa M Bo3ayxa OT H3roToBHUTE
HEO0X0AUMO ITOJIYYUTH MH(POPMALIMIO O JOIIYCTUMBIX apaMeTpax BoO3ICHCTBHSA (DAaKTOPOB CTepUIM3AlIM Ha TIPOIAYKT

A 52272 Crepunusatop A0MXeH ObiTb NIpeaAHa3HaueH Ang paboTbl CO CXaTbhiM BO3AYXOM. CBODOAHBLIM OT
KaneJbHOW BNal M, NPOodWIBTPOBAHHEIM [0 5 MKM M colepxXalinM He 6onee 0,5 Mr/M3 Macna B HOPMaTbHOM BO3MY Xe
CXaTbIM BO3AYX OOMXEH INPOXOAUTb Uepe3 MUKPOOHONOIMYECKUI (QWibTP, HaXOAdlUMMUCA B TOYKE TOTpeOieHUs
PuneTp JONXKEH 3aJepXKUBaTh YacTHUbl pasmepoM bonee 0,3 MKM ¢ a(pdeKTHBHOCTLIO He MeHee 99,5 %

A S 223 Jnd cTepywin3aTopoB, TPeOYIOLIMX I10J1aYH BO3YyXa B KaMepy HENTOCPEACTBEHHO U3 aTMochephl, BO3AVX
NOXKEH TNPOXOAMTb OYHCTKY 4Yepe3 OUNLTP ¢ 3GOPEeKTUBHOCTEIO He MeHee 995 % no yactuuaM pasMmepoMm Ooliee
0,3 MKM

Ui repMETUUHBIX NPOJAYKTOB He TpeldyeTcsd NpPOBOAWTL MUKPOOMOAOIHUECKYIO (DIIBTPALIMIO [1013BACMOro
Bo3ayxa B kaMepy lIpoHHUaeMass ynakoBKa NMpyU BaKyYMHPOBAHWH, HArpeBe U HAJIMYUM BJIAKHOCTH MOXET ITPUBECTH
K IMIPOHUKAHUIO MUKPOOPIraHU3MOB, KOTOpOe I1PpY HOPMAaJIbHBIX YCIOBUAX He HAaOnwoaaercs HopManbHas repMeTUYHas
yI1aKoBKa MOXET CTATh ITIPOHHMLAEMOMN, €CJIM UMEET MECTO BblJIe/IEHME KOMITOHEHTOB, BhI3BAHHOE NPOHUKAHHUEM TEILIA
/WK BHYTPCHHMUM BAKYYMOM, TIPUYMHOM KOTOPOI'O SIBISCTCS OXJIaXICHUE BO3Ayxa BHYTPM NMpPOOYKTa

A 5224 Bojamia obpa3zoBaHuA Hapa ¥ BoJA 1Uis JIPAMOTO OXJAXASHNS He IOJIXXKHA coepXKaTb KOHTAMMHAHTOBR
B KOHUEHTPALIUH, CIIOCOOHOM yXYALIWTbL YCJIOBUS IIpoLiecCca CTEpWIU3aliMy, HaHEeCTH BPE CTEPWIH3aTopy, CTEpWIN-
3YEMOMY ITPOAYKTY WK CO3JaTh JX0OVIO APVYTVIO OITACHOCTDb IS 310poBhs (Tadnuua A 1) Bona nnd sakyymHbIX CUCTEM
AOJIKHA ObITh KUNSAYEHOM, 11oAaBaTbCs IPU TEMIEPaType, COOTBETCTBYIOLUEH 3KCIUIYaTallMOHHBIM XapaKTepHUCTUKaM
crepuiausaropa (Hanpumep, okono 15°C) KecrkocTb ee noaxHa 6uITh MeHble WKW paBHa 0,2 mMmonn/i, a pH He
MeHee 6,5

[IpoTOKOIBI KOHTPOIS JOJIKHDBI ObITh NPEACTABAECHBI B IIMChbMEHHON (POpME

[lepvopuHOCTDL WCIIbITAHUM J0MKHA ObiTh TaKoM. YTOObl CBOCBPEMEHHO BBISBAATL M3MEHEHHUE TApaMeTPOB U
He OOIIYCKATh MPEBBILICHN NMPEACIoB, YKa3aHHbIX B Tabnuue A |

Ho/kHB! OBITH NpedlIpHHATBI MEPHI 10 MPEAOTBPAlleHUIO TMONaJaHHUsl B aporeHeparop JIOOBIX NpHUMeEceH
(HanpuMep, OCTAaTKOB MUKPOOHONOFUMYECKUX 3arps3HEHUN) ITO MOXET ObITh BBITIONHEHO, HAIIPUMEDP, € NOMOLIbLIO
KOHTPOJIf KOHTAMUHAUKMH NMUTAKOWEH BOAbl MM CUCTEMBl YIAJICHMA NPUMECEH U3 MaporeHeparopa

Tadoauua Al -— Tunosbie npenesibl XOHUCHTPALIMY 3aTPpsi3HEHUM B Nape M/WIM BOAE, KOHTAKTUPYIOUIVIX
C NIpoAyKIMel U/UIIN €€ YIIAKOBKOH

r _
3arpsi3HUTEAb [Ipenenl 3arpsisHUTE b [1pene bl
U ; - R i} N
OcTtaTky napooOpa3HbLIX BelleCTB < 15 Mr/n 3 XJop < 3 Mr/n
KpeMHu# < 2 Mr/n Qocdarol < 0,3 Mmr/n
XKeneaso < 0,2 Mr/n DJICKTPONIPOBONHOCTD < 50 MmxCMm/cM
KagMmuit < 0,005 mMr/n || pH Ot 6,5 no §
CBWHeN < 0,05 Mmr/n Buaumbie cBoicTBA becuBeTHOCTLE, nNpO3pad-
HOCTb, OTCYTCTBHE OCAAKa
OCTaTKY TAXEAbIX METAIOB < 0,1 Mr/n 2KeCTKOCTD < 0,1 MmMonbp/n

{1
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A.5.2.2.5 Dnexrpuyeckoe IUTaHUE, TMOABOJMMOE K CTEpUAM3aTOpy, AOMXKHO obeclieyMBaTh HaJieXallvio U
HaACXKHYIO pabOTy CHUCTEMDI. DJICKTPHUYECKOE ITUTAHUE, TIOJABOIUMOE K CTEpUIU3ATOPY, AOJKHO ObITh BBHIMTOJIHEHO B
COOTBETCTBMM ¢ HoOpMaMu. KauyecTBO 2/1eKTPHUYECKOIO ITMTAHMSI M HENPEPBIBHOE 3JEKTPOCHAOXEHHE [UIH CUCTEM
KOHTPOJIS U U3MEPEHUS IpoLecca CTepHUIN3alIMY MOXET ObITh JOCTUTHYTO 32 CUET HANEXKHOI0 oABOAa HEOOXOAUMOTO
HanpsKEeH U .

A.5.2.3 CucreMbl TpyOONpOBOAOB U TEIUIOOOMEHHUKU

Iipn npoexkrtvpoBaHUU TpPYOONpPOBOAOB ClieAyeT YYMTBLIBATH HEOODXONUMOCTE JpeHaxa M, KOorlda 3TO HYXHO,
CTepWIA3aLUI0 TpyborpoBoaos. [dononmHuTebHEIC TPeOOBAH U BKITIOUAIOT TUKBUIALIMIO MEPTBBIX 30H, HEOOXOIHMOCTD
COOMIOAEHUA COOTBETCTBYIOLIMX YKIIOHOB, NIPUMEHEHHUS APDYTUX KOMIIOHEHTOB CUCTEM M JIIOOBLIX IPYIUX Mep, HEoDXO-
IAMBIX IS MUHUMM3AlUMH 3aCTaUBAHUsS BOALI U MHUKPOOHOI0 pocra. KayecTBO COeIMHERUN AODKHO IIpeAOoTBpallaTh
yTe4KyY. JIMHUMM HE AO/IXKHbI HATIPAMYIO COESAMHSTBLCSA CO CTOYHBIMM CUCTEMaMM Oe3 paspbiBa CTPYM 4Yepe3 arMocdepy,
yToOb! U30eXaTh oOpaTHOro cMPOHUPOBAHUA. BHyTpeHHYE COCAMHEHHS MEXIY BOASHBIMU OXJIAKIAOLIMMU cUCTeEMA-
MU U JIPYTHUMU CUCTEMAMM, TAKMMH KaK CHMCTEMLI CXKATOTO BO3AYyXa, HOJXHBI ObITH paCcCUMTAHbl Ha IpeaOTBpallleHHe
NpoTHBOTOKA. )11 HAcoCoB, NepeKayuBalollMX OXJIAX/JAIOINYX BOAY W TpeOVIOIIMX CMa3KM YIUIOTHEHHH, Clenoyer
[IPUMEHSITh BOAY, KAYECTBO KOTOPOH COOTBETCTBYET KAYECTBY IEpeKauyrBacMoy Boabl. 1eruiooOMeHHUKH IOJDKHBI OBITD
paccydTaHb! TaK, YToObl NpeaoTBpallajiack yTeukKa BHEUIHEN cpelbl B HUPKYASLMOHHYIO cucreMy. Ecaum mnpouecc
CTCPUWIM3ALNH TpeOyeT KOHTPOJISI YPOBHS BOAbI, TO JOJKHO TIpEeAyCMaTpUBaTbhCd UCTIOJNb30BAHMUE COOTBETCTBYIOLINUX
YPOBHEMEPOB ¥ CUCTEM CHIHANIM3ALIMH JOITYCTUMOTIO YPOBHSI.

OrsBepcTus B TpyOOIIpoBOAAX UIsI CUCTEM KOHTPOJISL ¥ TECTUPOBAHMS AOXKHbI ObITH COOTBETCTBYIOLIETO pa3dMepa,
B JOCTATOYHOM KOJMYECTBE M pacriojiaratbCsd Hamiexaluum obpasoM. JomxHbl ObITh MNMPeayCMOTPEHB! ITpeaOoXpaHU-
TEJbHBIC KJIAITAHbI, KOTOPLIC JOJXKHHBI pacriojiaraThcs Tak, 4ToObl OHM HE MOTIJIM ObITh O/10KMpoBaHbl. Ha3zHadeHHe Beex
OTBEPCTUHN AOJIXHO OBITH YETKO OINPEACIIEHO.

A.5.2.4 TlpuHagneXxHoCTH

He naercsa ykasaHuii K 3.2.4.

A.J.2.5 CHCTeMBbl KOHTPOJAS M perucrpaliuu

A.5.2.5.1 Temneparypy B KaMepe U3MEPAIOT TEPMOJATYNKOM, PACIONOXKEHHOM B HAaNMEHEE ITporpeBacMom Touke
pabouyero npocrpadcrsa KaMepbl. OObIYHO ITPUMEHSAIOT TEPMOMETPLI CONPOTHUBIACHHUSA WK TepMOoIlapHble JaTYMKH.

[Tpy crepynu3alvu HACBILUICHHLIM ITapOM KOHTPOAWpYEMasi B KaMepe reMiieparypa A0JXHa COOTBETCTBOBATD
JABIEHUIO B KaMepe.

Ns3MepuTrenbHast B perucTPUPYIONIAs CHCTEMBI MOT'YT MCIIOJIh30BaTh aHaNoOroBbie WM LUM@pPOBLIE JaHHBIe. DTa
cucTeMa MOXET OhITb MCTIONBb30BaHA BMECTE C JJAHHLIMM PYYHOM pervcrpauny s JOKYMCHTUPOBAHMSA CIEAYIOLIMX
I1apaMeTPOB U PE3YALTATOB HpolLiecca:

a) [ara;

b) TUN crepwiu3aropa M 3aBOACKONH HOMED,

C) HAaWMEHOBAHHE U PErMCTPaLtMOHHbIM HOMED 3arpy3ku (Harpumep, cEpyUst WIM HOMEP UMKIIA);

d) HaMMEHOBAaHME perHCTPHUPYEMOTrO LIMKAA, €C/IN UCIOAB3yeTca Dolee OQHOro NMporpaMMMUpyeMOro LKKIa;

¢) paMuWIng U IMOANKMCh Orieparopa;

f) BpeMst Hauana uMKna (peabHOE BpeMH);

g) JaRJICHHEe B KaMepe B 3aBUCHMOCTH OT TEKYILUEI'O BPEMEHHU,;

h) TeMnieparypa B KaMepe B 3aBUCHUMOCTH OT TEKYUIETO BPEMEHMU;

1) Hayaao (pas3bl BLIACPKUBAHUSA;

j) OKOHYaHMe (pa3bl BbIJICPKUBAHNA;

K) BpeMsa oxnaxaeHmsi, KOHEYHasl TeMIiepaTtypa WiK TO U ApYroe.

CHUcTeMbl KOHTPOJISI BKJIIOYAIOT YCTPOMCTBA I PErucTPalyM BPpEeMEHM, TEeMIIepaTypbl M JABAEHHMA, a4 TAKXeE
M3MepUTEabHbIe Mnpubopbl. Korma npenycMOTpeHa peErvcrpalisi BpEMEHHU, TEMIICPATyphl U AaBIEHUSA B CHCTEME
KOHTPOJISA, ONepaTop B Hauyane LMKJIa JOKCH YOeHUThCsd, YTO B 3allMCU OTMEYeHbl AaTra, perHcTpallioHHBbIM HOMED
crepywansaropa ¥ ero gpamuiaud. [To oKOHYaHMM LUKIIA M TIepe] niepenavyey rMpoayKToB LIS UCIOIb30BAHHUA olieparop
JOXEH pacCMOTpeTb 3allMCh, YAOCTOBEPHUTLCS, YTO MapaMeTphbl LIMK/IA NJOCTUTHYTBHI, U OTMETHTH 3TOT (AaKT, YTOOLI
BITOCJIEACTBHH MOXHO OblUIO YCTAHOBUTH (aMUNIUIO OIEPATOPA, MPHUHSBIIEIO pEIIEHUE O BEIIPY3KE.

A.5.2.5.2 DonbLIMHCTBO JaT4MKOB TEMIIEPATYpbl U3MEPAIOT TEMIlEpaTypy BHYTPH KaMephbl B MECTe pas3rpy3Ku
[IPOOYVKTa W3 CTEPWIM3ATOpa, HO HE B LICHTpe pa3MEilcHHWs YIakKoBoK. lIpy 3arpyske XuMAKMMHU TIipernaparaMuy
penpe3cHTAaTUBHOE pa3sMElICHUE JATYUKOB OyleT UMETh MECTO BHYTPH KOHTEMHEPOB, COACPXKaUINX XMUIKOCTh OIUHA-
KOBOM BSI3KOCTH M HUMEIOLIMX CXOAHBIC padMephl B dopmy. HeHamiexamass KOHOUrypaluus 3arpy3km WM YIIakoBKa
MOTYT NPEeNnATCTBOBATh YIAJCHMIO BO3AyXa WM NPOHUKAHHUIO I1apa; 3THU YCIOBUA HE MOTIYT ObITh 3a(pMKCHUPOBAHELI
perucrpanueil temneparypnl. [1osToMy MexaHnnyeCKHMH MOHUTOPUHT U APYTUE CPEeACTBa MHAMKALIUM paboThl CTEPUIIH -
3aTOpa HUKOrJa He MOTIYT pacCMaTpHMBAThCes B Ka4yecTBE 3aMEHBI THIATEJAbHOTO M CTPOroro codaiopeHUs NpaBWl
BaITMJIUPOBAHHEIX ITpOLICAYP YIIaKOBKM M 3arpy3ku.

A.5.2.6 KoHTpoiHpyloliHe nporpaMMal

PyXKoBOACTBO He TPeXyCMOTPEHO.

A.5.3 Bxcrnyartauusa npuOOpoB KOHTPOIS

CriocoOHOCTE CHUCTEMbI CTEpWIM3aliMM KOHTPONMPOBATh TpedyeMble mapaMeTpbl TIIpollecca 3aBMCHUT OT

KOHCTPYKLIMMA BCEH CHUCTEMBbI, TEXHUUECKMX XaAPaKTePUCTUK MU3MEPUTENBHBIX Y KOHTPOJIUPYIOIUUX IpHOOPOB W
KUINOpPOBKL.
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A 531 TouHocTts IpiOOPOB

YCTpOUCTBO KOHTPOAI TeMIIEPATYPH!I AOMXKHO ObITh

a) UMbpPOBLIM WIH aHANOTOBbBIM,

b) ¢ TouHocThiO +1 % B amnanazonxe wikanbl 50—150 °C,

C) OTperynupoBaHo ¢ ToYyHoCThi0 +0,5 "C oT TeMmepaTypbl CTEPHINIALIMH,

d) c 3amIMIUEHHBIM OT pa3pyllieHUs JAaTYUKOM,

¢) NPUCNIOCOONIEHO IS MOJIL30BAHUS KITIOYOM, KOIOM WM MHCTPYMEHTOM 6€3 pazbopKy npubdopa
YCTpONUCTBO KOHTPOJIS AABJIEHUS J0TKHO ObITh

a) UHGPOBLIM WIN aHAJIOTOBbIM,

b) ¢ ToyHOCTHIO HE MeHee +|,6 % B ananaszoHe WKLl oT 0 1o 5 6ap abcomoTHO! 0 AaeiaeHud (o1 0 10 500 xI1a)

C) C 3allUIUEHHBIM OT pa3pylUEeHUA JATYUKOM,
d) npucnocobieHo IS UCINIOAL30BAHUS KITIOHOM, Koda MM MHCTPpYMEHTa 0e3 pa3bopKy ripudopa
TaitMep no/KeH UMETb TOYHOCTb He MeHee 1 % wia nepuonoB BpeMeBU 6osiee S MUH U He MeHee £2.5 % w1a

MEPHOJI0B BpeMEHU O D MHUH

[1o BO3MOXHOCTH cliedyeT BbIUMCIATh CUCTEMATMUYECKME OUIMOKM, KOTOPBIE AOTXKHbBI KOPPEKTHPOBATBLHY C
UCIIOJIb30BAHUEM COOTBETCTBVIOILIUX ITOIIPABOYHbBIX KO3DODHUIIHMECHTOB

To4yHOCTL NPUOOPOB A1 TECTUPOBAHUA JOJKHA OBITEL HE MEHbILIE, YeM TOUYHOCTb NPUOOPOB, UCTIONB3YEMBIX i

CTepUIM3aTopa, U JOJKHAa MPEBLILIATL HE MEHEE YEM B TPH Pa3a TOUHOCTL U3MEPEHUH, HEOOXOAMMbIX IS 3aKITI0OUEeHUS
O pPabOTOCIIOCOOHOCTH CTEpUIM3aTopa

A 532 KanubpoBodyHble 3TaJOHBI

He maetcst ykazaumy K 5 3 2

A5 33 KanubpoBouHbIE MTPOrPAMMBI

He naetcs ykazaHuM K 5 3 3

A.5.4 Texnunyeckoe 00CHYKKBAHHE

A 541 Crepunusaropbl HEOGXOAUMO OCMATPUBATh M OUYMINAThL CO1JIACHO MHCTPYKUMAM H3roTtoBuTens [lpume-
paMHM 3JIEMEHTOB, TPEOYIOIMX 0CcO00T0 BHUMAHUS, ABISIOTCSA CAMONMCUDI, NPOKIAJIKHM ABEPEH, ApeHaAXHad pelleTKa
B KamMepe, BHYTPEHHHE MOBEPXHOCTH KaMepbl M HapyXHbI€ TOBEPXHOCTH cTepuausaropa [lnaHosble ocMOTphl U
OYMUCTKY CNeLyeT IPOBOJNATE B COOTBETCTBUH C NMMCHMEHHBIMH MHCTPYKILIMAMH W3FrOTOBHMTENA

ITeproanyeckuyi oCMOTp M OYMCTKA YMEHbLLAKT BEPOATHOCTh HeucIipaBHON paboTtbl YHcToTa nmoBepxHOCTEH,
HaXogs1uXcsd B TIOMEHIEHUsX 3arpy3KM M pasTpy3kKM, CHMHXAET PUCK CAy4a¥fHOU KOHTAMHHALIMU CTEPHUIIBHOTIO
MaTepuasia

A 542 JIuno, ocyluecTrassiolee TeXHUYecKoe obcayxXuBaHue oDopyIOoBaHKWSA B COOTBETCTBUU C MUCHMEHHELIMHU
WHCTPYKIIMAMM HU3rOTOBHUTENA, JOJKHO ObITh 00yueHO 3TOMY (OCc0o00€ BHUMAHUE AOKHO ObITh yiAeNeHO OO0CNYyXXKHUBa-
HUIO U 3aME€HE M3HAMIMBAOWIMXCH 3JeMeHTOB [lpuMepaMM 3Toro MOryT CayXuTb caMonucubl (eciy HeoOXOANUMO),
$UNBTPH], TAPOBEIC JIOBYHIKH, TPYOOHNPOBOAL! ApeHaxa, BEHTWIW U YIUIOTHEHUA OBEpEi

A >4 3 CMa3sKy COOTBETCTBYIOHLIMX YacTeld W 3aMEcHY pPACXOOYEMBIX dacTed, TAKMX KaK TapoBhle JOBYILIKH,
OOJIXEH MPOBOANUTEL KBANUMUUIUPOBAHHBIN MepcoHal HekKoTopbie 3ajlauy MOTYT ITOTPEOOBATL CEPBUCHOTO OOCITYXKMU-
BaHMs U3FOTOBUTENIEM WIM ApYroy KBaTMdUUHPOBaHHON cepBUcHOM opranuzauue llepuonndHocTbh 0OCHyXMBaAHUSA
MOXKET 3aBHUCETh OT TOrQ, KaK 4acTo UCNOJIb3yeTcsi O0OpYAOBAaHME, ¥ MOXET BAPbMPOBATHCH B 3aBUCKMOCTH OT BMJA
00OpyIORAHMS, ISl PYKOBOICTBA JOJXKHbI UCIIOAL30BaThC HHCTPYKLIMM HM3TOTOBHUTEA

A 544 He naercs ykazaHuii K 54 4

A 545 ObcnyxyBaHWe KaXI0T0 CTEpHIN3aTOpa HeoObXoauMo JoKyMeHTUpoBaTh JIUILIo, BbINOJIHSAI0ILEE 00Ccay-
XMBAHUWE, JOJDKHO PErHCTPUPOBATh B XYpHAJIe KAKIYIO onepaunio KypHas perucTpalyiv A0/KeH XPaHUTHCS B MECTe
PACIIOJIOXKEHHWS CTEpPUIN3aTOpa BKIKWYEHHBIE B HEr0 3alMCU OOMKHBI COAEPXKATh JOCTATOYHYIO MHMOpMaLIMIO IS
YKa3zaHHMsad Ha KOHKPETHBII BMJ TMApOBOro CTEpHIM3aTOpPa U OTIpeles/IeHUs HellpepbIBHONM UCTOPHU 000 Bcex 3arljiaHU-
POBaHHbIX M He3aMJIAHUPOBAHHBIX paboTax 1o obCAyXUBAHUIO

A 546 He naercd ykazanuit K 546

A.6 Paszpadorka npouecca cTepHIM3aALMM

[IpuMeyadnme —CM Taxxke npuioxeHue B

A 61 MemmumHckass NpoAyKUMs, KOTopas MOABEPraercd CTEPUIIM3alMH BJIAXHBIM FETUIOM B MEAWLMHCKUX
YUPEXACHUSAX, MOXET ObITh ITpHOOpPETEHA Y TTOCTABIUMKE MJIH M3rOTOBJIEHA B CAMOM MEJAWUUHCKOM yupeXxiacHun s
npuobperaeMoi y NocTaBLIVKA NMPOAYKIHMHU JOJXKHA OBITE NOJydyeHa cieayiolas nHdopmauus

- JONYCTUMOCTD CTEPUIM3aLINH BJIAKHLIM TEIIOM,

- MakcuMaJibHag TeMIlepaTypa CTepWIM3aluH,

- TIpeaensl JaBJACHUA U/WIM BaKyyMa, BKIIIOYAsd CKOPOCTH M3MEHEHMS],

- PEKOMEHIALMH IO OUNCTKE, eC/IM HEOOXOAUMO, BKIIKO4Yas pa3bopKy (ecau Tpebyercsi), CpeicTBa U IIPHUCIIOCO0-
NIeHUA IS OYHUCTKH,

- UHCTPYKIUIUM TI0 pa30opKe U3AeNUN g CTepHIN3alluU, ecin tpedyercs,

- JOTIYCTUMOE KOJTUYECTBO MMTOBTOPHBIX LIMKJIOB, €C/IM CYILUECTBYET ONMACHOCTh CHMXKEHHA KadyecTBa [MpoAyKTa

Ilpu paspaborke U NMPOU3BOJACTBE MPOAYKTA B CAMOM MeIHLWHCKOM YYPEeXICHWU JOJXKHA ObITb NOAroTORAEHA
TaKast Xe MHGopManug
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DdheKTBHA cTepUAM3alMd MEIWLMHCKON MPOAYKLMMY BK/IIOUYACT MHOTO AOTIONHUTENbHbIX TPeOOBAHMU K
CaAMOMY LMKy CTEPMIN3ALIUY:

Ougnctrka. OUMCTKON yNaiSI0T BCe BUIMMBIE 3arPA3ZHEHUS M CMA3KYy C NMOBEPXHOCTH MPOJAYKTA U BCeX BHYTPEHHUX
[IoffocTer (HanpuMep, 30HIAbl WM Karerepbl). Ilpoulecc oYnMCTKM J0JKEH BKIIOYATh H NOBEPXHOCTH C HEBUAUMOM
KOHTaMHUHaLHUEeHU, YTOObl CHU3NUTL KOJHUYECTBO OKPYXAUIMX MUKDPOOpraHuiMoB. Ocodoe BHHMMAaHUE AOMXHO OBIThH
yIEACHO KarterepaM, YyToObl 00ecneynTh aleKBaTHYIO OUMCTKY M YOAJIEeHME YWCTIILMX pacTBOpoB. Bce NMoBepxXHOCTH
C/IeAYET OMONACKUBATL U BbICYLIMBATD.

HlpumMeuanue— Brnpoueccax ouMcCTKM MOXET BOSHMKHYTbh HEOOXOAMMOCTL pasbeIUHNUTD TIPOAYKT, COCTO-
AILHA W3 MHOXECTBa yacTeH, YTobObl 06ecreuuTh 3PPEKTUBHOE VIAJCHUE 3arpsI3HEHUN.

Ocmotp. Ilocnie 0YUMCTKM KOMIIOHEHTBHI NPOAYKTa, €CJIU BO3MOXHO, M COOpaHHBIA NPOAYKT LOJDKHBI OblTb
ocMOTpeHbl. IIpoaAyKT n0aXeH ObITh YNCTBIM M HE UMETDb IMOBPEXIEHUM, KOTOPhie MOTYT MOBAUSTL HA OE€30ITaCHOCTD
U QYHKUHIO ITPOJYKTA.

Coopka. [locne ocMoTpa NpoayKTbl AOJKHBI ObITH CKOMIUIEKTOBAaHbl B TOM BMJE, B KOTOPOM OHH MOIYT
CTEPWIN30BATBLCS. BTO MOXET 03HAYaTh IPYNIMAPOBKY HECKONBKMX MpPEeJIMETOB B OJUH XKoMruiekT. JIns obecneyerus
3O PEKTUBHONA CTEPUIH3ALIMH B 3aBMCUMOCTH OT KOHKPETHOTO Ipoliecca CTEPUIM3allMM BJIaXXHBIM TEIUJIOM HEKOTODbIE
NPOAYKTBI MOTYT MOTPEOOBATH pa3beIUHCHUS.

Ilpn paspaborke npoueayp ocMoTpa M COOPKM HEOOXOOMMO CBECTH K MMHMMYMY KOHTAMHHALMKIO [POAYKTA
(PA3NYECKMMH, XUMHUYECKMMH U MUKPOOHOJIOTUYECKMMU 3aArPSISHUTC/ISIMU.

Ilepen cOopkol M crepunM3alUeil NMopucTbie MaTepHasbl JOKHSB! ObIThb BblAEpXKAaHbl B OKPYXKalOllel cpene C
OTHOCHTENBHONU BAAXHOCTBIO OT 35 g0 70 % npy KOMHaTHOM Temnepartype. TemriepaTypHoe U BJIAKHOCTHOE PABHO-
BCCHE YITAKOBOUHOTO MaTepuasa U NpOIOYKTa ¢ OKPYXAKLIEeH cpeloi obierdyaer yiajeHue BO3ayxa, NMPOHUKaHUE
CTEPWIM3YIOLETO areHTa (BJ1aXXHOro Teria) 1 YMEHBLIAET BEPOSTHOCTL NEperpesa.

Ynakoska (4.4 u A.4.4). [lpoaykTbl A0 KHbI ObLITH YIaKOBaHbl HEMEICHHO [OC/E 3aBEPLUCHHS NMPOLIEAYPHI
cOOpKU. XpaHeHHE M TPAHCTIOPTHUPOBAHUE K CTEPU/IM3ATOPY HE A0/ XKHBI ITPUBOJUTD K NTOBPEXASHUIO YITAaKOBKH. Bpems
XpaHEHUS TIepe CTEPWIM3ALMEH 10/IKHO ObITh MUHUMANbHBIM. XpaHEeHHNE QOMXKHO MIPOBOAUTLCS TIPH TEMIICpaType U
BJJAXXHOCTH, YKa3aHHbIX BHIUIE.

darpyzka. CopepxaHue M KOH(PUTypallMi0 3arpy3kM NpoAyKTa B KaMepy cieayeT oQpopMIsSTh JOKYMEHTATBHO.
Fcny paspellieHa 3arpy3ka NpoayKTa TOJbKO ONHOro THUITA, AMarpaMma 3arpysky M MakcUMMaZibHasi/MMHHManbHas
3arpy3kKa Takxke JOMXKHEI ObITh JOKYMeHTUpoBaHh. IlpH cMelaHHOM 3arpy3ke npuemiaeMasi KOMOMHAUMs NPOAYKTOB
U KOHOUTYpaLMsa 3arpy3kM AOKHBI OBITh Omnpefe/ieHbl MU JOKYMEHTUPOBaHbl. (PakToOpbl, KOTOPbIE MOTYT BJIWSTH Ha
CMElLIUBAHME ITPOAYKTOB B 3arpy3Ke, BKIIOYAIOT CIIOCOOHOCTh BRIICPXMBATh YCIOBUS NIpoliecca CTEpUIM3aLnK;, pa3Mep
M BEC YNNAaKOBAHHOIO NMpoAyKTa; KOHPUFypalLMIo YIIaKOBAHHOIO TIPOAYKTA ¥ CIIOCOOHOCTD ITapa MPOHUKAaTh B YITAKOBKY
U TIPOAYKT.

3arpyska NnpoIyKTa A0/KHa 00ecrieynBaTh YCJIOBHSE KOHTAKTA CTEPU/IU3YIOUICTO areHTa ¢ KaXKI0H CTepHIN3yeMOH
MOBEPXHOCTHIO.

Il puMeyaH U e — Ilpoaykrs! Ui 3arpy3Ku B CTEPUJIN3ATOP I'PYIHIMPYIOT 1O CXOACTBY UX pa3MepoB, GOPMBI,
Beca, KOMIUIEKTYIOHIUX MATEpPHaIOB M, U1 U3JIeJIUM ¢ KareTepaMU U TpyOKaMH, o COOTHOUIEHUIO JUTMHBI M JUaMeTpA.

BoiaepkHBaHMe NpH YCIAOBHAX CTepHIM3anHH. BpIGop TUna uMKiIa CTEpWIM3allMHM 3aBUCHMT OT KOHQPHUIrypauuwu
NMPOAYKTA W CHOCOOHOCTH HNpPOAYKTa W VITAKOBKM BBIICPXKMBaATL BO3IACUCTBHE TeMIecparyp, HOABICHUS M OOLIEro
TEIUIONIPUTOKA.

Crepuau3auus BAAKHLIM TEIUIOM MEIMLMHCKON NMPOAYKUHH MOXET ObITh OC/I0XKHEHA HEOAHOPOIHOCTHIO THIIOB
NPOAYKTOB, YIIAKOBKM NPOAYKTOB ¥ KOHOUIYpAllMM 3arpyKaeMbiX COCYAOB, KOTOPbIE MOTYT MeEllaTh APYT APYyry Iipw
yiaake. Pakropbl, KOTOpble MOTYT BIAMATH HA CTEPWIM3AIIMIO BJIAXHBIM TEIVIOM MEIULIMHCKOMN TIPOOYKIINHK, ITPUBeE-
JeHBI B Tadnuue A.2.

MHOroKoOMIoHeHTHEBIE TIPOAYKTEI MOTYT COAEPXKAaTh NOBEPXHOCTH, HEAOCTYITHbAIE /ISl NMPOHUKAHUA I1apa, HeoO-
XOAMMOTO LIS CTepUAU3aliMy. B TakMx cioydasix MOXeT 0Ka3aThcsl HEOOXOIWMBIM Pa3beIMHUTD NPOIYKT ISl CTEPHIU -
3aliMy. B KpalHUX caydasax, MOXET BO3HHMKHYTEL HEODXOIUMOCTb JeMOHCTPallMM TOro, YTO CTepWIN3alivg BO3MOXHA,
C TTOMOILLBIO MUKpOOHOnornueckux tectoB (cm. UCO 11737-2%).

Ecny yrnakoBaHHbBIE NPOAYKTHl IOMICKAT CTEPMIM3alMM BIAXHBIM TEILIOM, HYXHO OOpaTWTb BHHMAaHHE Ha
3¢ PEeKTUBHOE BBICYIIMBaHWE YITAKOBOYHOIO MAaTepyuaia Nnocje CTepUiIn3alvi U YITaKoBaHHOTO COICPXHUMOTO, YTOOLI
COXPaHWUTDL 3l THLIC CBOKCTRA YIIaKOBKH.

Mexny npoayKTaMH M YIIaKOBKaMH, ToieXallMMH CTepHIM3allMK, MOXeET ObITh MHOro cxonHoro. Mexay
HECKOJIBKMMM YCTPOMCTBAMU MOXET OBITH TOMBKO OJHO pas3jIdyHe, KOTopOoe, HalIpUMep, 3aKII04UAeTCsI B HE3HAYUTEIb-
HOH MOJMGHKALMM [UIHHBI TPYOOK MM B HAJIMYMM HEKOTOPBIX NPHHAIVIEXKHOCTEH, KOTOPBIE HE BAMAIOT Ha NPUTOA-
HOCTb MPOAYKTOB K cTepyin3auvy. MHorue ynakoBky NpoAyKTOB MOTYT COCTOSITb U3 OJHOTO YU TOIO X¢ MaTepHajla ¢
HeOONBIUUMHU pa3TUUMUsIMHU B pasMepax. OCHOBHOH ITOJX0J COCTOMT B KiaccHPHUKALIMK MPOAYVKTOR U YIIAKOROK IT0 HX
CXOLNCTBY M TOCAENVIOIEN OLIEHKE YCJIOBHI BHYTPHM OaHHOM KaacCH(PUKALIMM, KOTOpbie CO34al0T Hanboibilue

*) Ilo BBeleHMs B JeiCTBME opurMHan cranaapra — o BHUMKMU Toccrannapra Poceun.
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TPYJAHOCTH. YKAa3zaHHbie TIPYyIlilbl TNPOAVKTOB M VIAKOBOK MOIYT ObLITh HCIIOJb30BaAHbI TIpH pa3paboTKe LMKIOB
CTepUIU3ALIUU, CepTUMHUKALKMKY METOJA0B BAJMAALIAM CTEPMUIN3ATOPOB H pa3padoTKe APYTMX METO0B odeclicyeHIs
KayecTBa M TECTHPOBAHUS TNPOAYKTOB. MeToNbl U3YYEHHUA MM OOBICHEHHE TOTO. [OYEMVY [1POAVKT OTHECEH K
KOHKpeTHOH K1accudUukauy, AOJXHbI OblTh JOKYMEHTUPOBAHBI.

Tadnuua A.2 — PDaxkTopbl. KOTOPhIE NIPU CTEPHAU3ALNN BIAXKHBIM TEIJIOM MOTIVT BIHSATL Ha VCTpOIicTBa
U KOMITOHEHTbBI MJIM TIOBPEINTh HUX

OO0bexTbl U1K NMpouece PdaxTophi | [losicHeHHs
e = Sse S - = e NESS—— -
YnaxoBka [TnoTHOCTB, €eAMHWLILI 00be-| TIpoHUKaHKMe napa, criocoOHOCTb BBICYIIMBATLCS Tiepen !
| Ma OKOHYAHMEM  LHKIa, HaNEeXHOCTb TepMeTH3aluu, |

3aACPpXKKa BAArM WA KOHACHCALIUA, TIOALEpXaHUeE
CTEPUABHOCTH H COXpaHEHHE MAPKHPOBKU BO BpeMH

rnpotecca
YerpoiictBo MM Komno-| CTpykrypa, CJIOXKHOCTb, | ADcopbuusg Bjiaaru, TepMMUUYecKas JAerpagalus, BO3-
HEHT pacyeT MOHOCTb TIPOBETPUBAHMSI C VIAJEeHHWEM BO3AyXa,

NPOHUKAHUI BJard, TOCHEAYIOILETO BhICYUIMBAHUWA;
noajcpXaHue ypoOBHSI CTEPUMABHOCTH M BO3MOXHas

yTpaTta QYHKUWKA

3arpy3ka cTepuwini3aropa Macca crepununsaropa (Ha-| CKOpocTb NPOHUKAHMS Napa, HAJeXHOCTh IIPOHUKAHUS

NpUMEp, TIPY TOJAHOW WIHU| BJard ¥ CKOPOCThb BBICYIUMBAHUS IMOCJE CTEPUIU3ALIUU
YacTUYHOH 3arpy3Ke)

OnpeaencHue Handoliee TpYAHON [T CTEPHIIN3ALMY [TGBEPXHOCTH OOBIYHO MOXET OBITh AOCTUTHYTO C [IOMOLUbIO
TEPMOJATUNKOB (HanpuMmep, repMonap). OHM J0JIKHDBI ObITh PACTIOJO0XKEHD] B TPYIHBIX, C TOYKHW 3peHUs HArpena, MecTax
pasMEUi€HHMA NPOAYKTA U MOABEPTHYThI BO3ACUCTBUIO CTEPUIN3ALIMM BJIAXHbBIM TerioM. Hanbolsiee TUNTHYHBLIE B 3TOM
OTHOLUEHHUU TIPOCTPAHCTBA — 3TO AJIMHHbIC TPYOKM, Y3KME KATETEpbl, MEPTBbLIC NPOCTPAHCTBA Ha KOHUAX. LUEHTPBLI
MOPUCTHIX 3arpy30K, TaKKe KaK BHYTPEHHME MECTa OOJIbIIMX MACC MPOAYKTOB.

MaTteMaTHyeCcK1e M rpadpruueckue METOAbI, padpaboTaHHbIE C YYETOM JIETATIBHOCTH Ui TEPMOYYBCTBUTCIILHBIX
MIPOAYKTOB (Y4AacTO BbIpaXaeMblc Yepe3d (PU3HMYCCKUH KpUTEpHMH JF), MOIyT MCMNOAbB30BaThCd Ha OCHOBE JAHHBIX
TeMIIEpaTypbl NpoLyKTa. Pacyer BEJIMYHUHBL F HA OCHOBE PU3NUECKUX ITapaMeTPOoB MNpoLiecca NPUBEIEH B IMTyOAMKauMsax
AMeEpHKAHCKOM HaUMOHaNbHOM KOHCEPBHOM accolaiyvy [2—4]. DT MeToAbl ITO3RONSAIOT BBECTHU B pacyeT MUKPO-
OVIOJIOTUYECKOH JIETAIbHOCTH (a3bl HArpeBa M oxJaxaeHusa nukia. Ilpy Mcnonab3oBaHMU 2TOM TEXHUKHN HEOOXOAUMO
YUUTBLIBATh U ApYyTrHe (PaKTOPBI, TaKNE KAaK BOCIPOU3BOAUMOCTDL OKPYXKaroLEeH NPOAYKT cpelibl U TOYHOCTL NPpHUOOPOB.
DTO MOXET IOoTpeOOBATh JOTIOIHUTEABHBIX UCCIHEI0BAHUHA.

Pasrpy3ka. [1poueaypa pasrpy3ky AoKHa OBITb pa3padoTaHa Tak, YTOOb! H30eXaTh MOBPEXICHMUS YINIAKOBKHU.
[1py 3aBepuieHUK LUKIA CTEPUIM3AUMHY NPEAMETLI B 3arpy3Ke MOTY1 €LIE CONEPXKaTb rap, KOTOPhIM MOXET KOHACH -
CUPOBATbCS, €CJIM TIPEAMETbl UMEIOT KOHTAKT C XOJMIOAHOHW INMOBEPXHOCTHIO. 3arpy3Ka A0JIXKHA NOABEprarbcs HEMeELIeH -
HOMY OCMOTpPY 0e3 TpMKOCHOBEHHUS K TIpe/IMETaAM MOCE¢ OTKPbIBAHMS CTepuiIn3aropa. LCIM NpHM KCIIONb30BAHWHU
MOPUCTOH YITAaKOBKM INPOAYKT OKA3bIBAETCS BAAXHBIM, TO 3arpy3ka JOJXKHa ObiTh OTCOPTHPOBAaHA. 3arpy3ka CTepWwin-
3aTOpA A0JKHA ObITh U3RJIEeHEHA U3 KaMepbl U IIEpEl TEM KaK €€ UCITONb30BaTh, OCTaBleHa A1 JaJIbHEULIIETO OCTHIBAHUA
1 OoCYLUKH. PaBHOBECHAS BIaXHOCTh M TEMIIEpaTypa JOCTUrat0TCd B ITOMEUEHHNU, B KOTOPOM OTCYTCTBYIOT CKBO3HAKHU
M orpaHMYeHO ABUMXEHHUE N1oaAcH. [ opssuyre ¥ BlaXXHbie MaTepHaibl DoJiee noABePXXeHb! MOBpeXAcHUIO. [10 3aBepuieHUIO
flepyojia BbiPABHMBAHWUA TeMIIEpaTypbl U BJIAXHOCTU M TIepEA HaAMpaBieHUEM 3arpy3ku /11 XpaHEeHVss IIoChaeaHsAsd
A0KHaA ObITh eule pa3 NpoBepecHa Ha Hatuuue IIpU3HaKkoB Biary.

OcoOoro BHMMaHUS TPEOYIOT XXKMAKOCTH B FEPMETUYHDbIX KOHTCHUHEpax. ITH IPOAYKTbl MOTYT ObITh IIPUUUHOM
cepbe3HBIX MOCHEACTBUI WISl 3H0POBbS, €CAU HE TIPUHATH COOTBETCTBYIOLLUE MEPbI Cpady [ocle cTepuansauuu. Kx
Heb3% VIAIATH M3 KaMephbi, TIOKA TeMIIEpaTypa >XWIKOCTH He CTaHeT HWXKE TeMIiepaTypsl TOUKM KMIIeHUd (T. €. Ha
20 °C HMXe IS XWUIKOCTEW B CTEKJISIHHBIX KOHTeHHepax M Ha 10 "C HMXKe I XKUIAKOCTEH B IMJIaCTMKOBbIX
KOHTeWHepax, HanpuMep, B [1XB). CMm. nna nonmonHutensHoro pykopoactsa ITOCT P M3DK 61010-2-041.

Xpanenve u peajmzanms. CTepUIM30BaHHYIO NPOAYKLMIO HE CICAYET XPAHWUTh B [TOMELEHUAX, NOABEPXKEHHDIX
3HAYMTEJIbHBIM KOJIEOAHUAM BAAXHOCTH, HABJCHUSA U/UNTH TeMInieparypbl. CUCTEMB] TPAHCIIOPTUPOBAHUA W pacripe/ie-
NIEHUs1 JOJXHBI ObITh BBITOJHEHb! TakK, UYTOObl U30eXaThb IOBpeXAEHUS YIIAKOBKHM. 1aMm, rae 310 HeoOXxoauMo, ia
VITaKOBKE JOMXeH ObIThb IPOCTABAEH CPOK TOAHOCTM U NpedvCMOTpEeHa cucTeMa, obecneymBaroilas 04epeIHOCTh
WCTIOJIb30BaHMS B 3aBUCHMOCTH OT BPEMEHH BBINYCKa NMPOAYKLMHA.

A.6.2 He maercs yxazaHuil X 6.2.

A.6.3 Hccnenopanue pa3pabarTbiBAEMOTO LIUKIJIA MOXET OBITb MpPOBEICHO B MCC/AEAOBATEILCKOM COCYAE, €ClIU
ITOKa3aHa 3KBUBAJICHTHOCTb €TI0 C COCYAOM, B KOTOPOM HaxXxOJAMTCst ITPOAYKT.

[Ipouecchl cTepran3aLmMy BIaXKHbIM TEINJIOM JO/XHbI ObITh pa3paboTraHbl 418 HaMOOoee Y3KOTO IMPAKTUHUYECKOTO
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nyanaloHa TeEMIeparyp B cTepWinU3allMOHHON KaMepe. Tlpouecchl ¢ npeaBapUTeabHbIM BaAKYYMHPOBAHHEM HAChI1LEH -
HOTO Tapa SBAA0TCa OoJice NEerKuMM Uit KOHTPOASA, B TO BpeMd KaK, Hanpumep, LHUKI ¢ HUCNOJb30BAHMEM
[IapOBO3IYIUHON CMeCH WIM BOIbl MOA IABJIEHMEM CONpOBOXJaercs OoJjiee ILMPOKMM AMAarasoHOM TeMIiepaTyp, M
[I03TOMY KOHTPOJIMpOBaTh €ro Hosiee caoxHo. [lpouecc Banuiauny, 3akKI0o4aoiMicd B NIpoBeIeHNH onpeneeHHOTO
YUC/ia MOBTOPSIOIIUXCS LMUKIOB, MOXET CIYXHTb HadeXHOM 0a3oi g JEMOHCTpaUWH aZekKBATHOCTU XKeJaeMOTO
KoHTpong. B TeyeHUe yCTAaHOBIEHHOTO BPpEMEHH TeMIIepaTypa B KamMmepe:

a) He HOJIXXHa ripeBbillaTh dosiee yeM +3 "C HUXHUHN npelen TeMneparypbl CTEPUIN3ALINU;

b) He momXHa xKosnebarbed 6osiee ueM Ha +1 “C;

C) He A0oJXHa OTJAMMAaThCs OAHA OT Jpyron OGonee yeM Ha 2 "C.

Coszganne armMocdepbl HachlUIEHHOro rnapa IpoAYBKOM BO3AYXOM HIAM MCHOAb30BAHUEM TIPaBHUTALIMOHHOIO
repeMeElieHNS BO3yxa NPUBOIAUT K HEKOTOPOH HEONPEASTIEHHOCTH ITpH CO3LAHMU OTHOKOMITOHEHTHOM (T. €. TapoBoO#)
aTMoc(ephbl. YaajleHHe BO3AyXa W3 MOPUCTbIX MAaTEPHAIOB M TAKUX JOBYLUEK BO3/yXa, KaK KareTephbl, TIpeACTaBJIsET
OoJibliKe TPpYAHOCTU. CTPYyKTypa 3arpy3ku KaMephbl CTEpWIM3aropa siBASeTCHd KPUTHUUYECKOM KaK ¢ TOYKU 3peHMd
od0ecrneyeHUs yAaJIeHUS B03AyXa U3 YNAKOBKU M NPOAYKTA, TaK K aeKBaTHOIo NpoHMWKaHUg napa. s takux UMKI0oB
MOTYT MOTpe0OBATHCA JOMOJHHUTEIBHLIC BAMUAALMOHHDBIC UCITBITAHUS.

CoxpaHeHHE LEJOCTHOCTH YINAaKOBKM TpH CTEPMIM3ALUMM BAAXHBIM TEIJIOM TCPMETMUYHbLIX KOHTEHHEPOB C
KUIAKOCTSIMHM M rasaMu MOXET NOoTpeOOBaTh BHELUHErO OaBJEeHWS, OoJblUuero, 4eM fIpU NPOCTOM HarpeBe. bcnu
COAEPXALasicd B KOHTECHHEDPE KUAKOCTb ABAACTCH BOAOH (MJIN PaCTBOPOM CO CXOAHLIMU (DHM3HUYECKHUMY CBOMCTBAMMU ),
TO AaBJIEHHUE T1apa, cO34aBacMoro B (pasax rnoforpeBa U BBLICPXKH, HE MOXET MNMpEBhIILUATL JABJICHUE TEIUIOHOCUTES.
118 nipeoTBpalieHUs BO3ZHMKHOBEHHS M30bITOYHOTO JaBASCHUS BHYTPU KOHTEHHEPOB IO CPpaBHEHMIO C IaBjeHUEM B
KaMepe B MOCJETHIO TMOJACTCH CXKATHIM BO3ayX. B pesynprare cyMMapHOe AaBjaeHUE NapOBO3AVILIHONW CMeCH B KaMepe
NPENATCTBYET paspylIEHUI0 KOHTEHHEPOB (CTEKIIO, IJIaCTUK) B (pazax MoJor'peBa U BBIAEPXKKU.

Craenyer obecrieduuTh 3¢ddeKTMBHOEe cMellleHWe Bosgyxa ¥ napa. OObIYHO 3TO JOCTHMTaeTcs ¢ TTOMOUIbIO
BeHTHAATOPA. HeobOxoauMo, 4ToObBl M KOHQQUIypAUUS 3arpy3ku obecrneumsana CBOOOIHYIO LWHUPKYASLMIO MEXIY
YNIAaKOBKAMM.

[ToBLILIEEHOE NAaBNCHHUE B KaMepe MOXET CO3JaBaThCs 3a CYET pACIIbUIeHMs BOALI Mo JaBicHueM. IIpn aToM
rpobsieMa paBHOMEPHOro IepeMEIUUMBAaHNA BOObl M napa OTCYTCTBYeT. OJHAKO NpUHYAUTENbHAd UHPKYJISLMSA Tako
CMECH HeoOXoauMa. DTOT Crocod MOBbILLEHNS JABJICHUS B KaMepe TpeOyeT AOTIONTHUTEIBHOTO pacxoa BoAbl, KOTOpas
OOJIXKHA ObITh CTEPUABHOM, AITHPOreHHON U XMMUUYECKM HENTPATLHOM.

A.6.4 llonydeHHble TEMIIEpaTyYpHBbIC JAHHBIE ITPOLIECCA CTEPHIN3ALIMU UCTIONB3YIOTCS U1 BBIMUCICHUS BEIUYHH,
XapakKTepU3VIOLINX HAMMEHBILYIO JIETAIBHOCTL Npollecca, HanpyuMep, TIPYH MUHUMAJIIBHOHU TeMmIieparype U BPEMCHU
BO3JCHUCTBMA.

B 3T0 HccIefoBaHHE MOXET OBITh BKIKOUECHO M3ydeHHE APYIrux (PakTopoB, KOTOpbie MOIYT OKa3aTh BAMSAHHE Ha
JIETAJILHOCTD TIpollecca. K HUM OTHOCATCS KojieObaHUA HayaltbHOU TeMIlepaTyphl NMPOAYKTa, TeMIepaTypbl KaMephl/py-
OallKK, NPOAONIXKUTENILHOCTH HArpeBa U OXJIAKIACHHKS, KOHOUIYpaUus 3arpy3KH, H T. 1.

A.6.5 LMkibl cTepWIM3alyM B YUPCXKICHUAX 3JpaBOOXPAHEHMS JOJIXKHbDI BhIOMpPAThCSI Ha OCHOBE HM3BECTHBIX
COOTHOLUEHUH BpeMs/TeMIlepaTypa, KOTOphIE MOJIYY4eHbl NIPH U3DLITOYHOM IIpouecce crepuan3aumu. Hpumepnl dasns
BBIACPXXKMUBAHUS TIPpU OOUIECTIPUHATHIX LIMKJIaX CTEPUIIU3ALIMMH.

- 134 °C — 1ipyl MUHUMaJIBHOM BPEMEHH BBLICPXKUBAHKS 3 MHH;

- 121 °C — 1npy MUHUMaJILHOM BpeMEHHU BbIICPXMBAHUA 15 MMH.

B UCKIIOUMTENBHBIX CIAy4asix MOIYT TPUMEHSTLCS LIMKABI CTEpWIM3allMM, HMHbIe 4yeM oOulenpU3HaHHBIC B
HAay4YHOH ¥ TeXHHYCCKOMH JUTEpaAType COOTHOLIEHNUSA BpeMs/TeMIieparypa, MpH 3ToM OHHU HYXAAIOTCA B AOMOJHHUTENb-
HOM ODOCHOBAHHM.

B nipuBeAeHHBIX BbILIC PEXHMaX CTEPWIM3ALMU HE VUHUTLIBACTCS CTEPUIU3VIOIUMMT 3D dEKT B epyo Harpena U
OXJIAXIeHHS NpoAyKTa. /L1 TepMonabunbHbIX NPOAYKTOB, KOTOPbie HE MOTYT BBIIEPXKATh BO3JACHCTBYE ODIIIETTPU3HAH -
HOTO pEXMMa CTEPWIH3alluM, TpUMEHEHUE METOHa pacuyeTa BEeNWYUHBL [ MOXET IOMOYb OOOCHOBATb CHMXXEHME
TEMIIEPATYPHO-BPEMEHHOI'O BO3ZNCHUCTBUA U 00CCICUMTD NMepexo] K 0olee MATKOMY pPeXHUMY CTEpUIN3ALMH.

BriyncieHue BeNMYMUHBL F) VIS XapakTepUCTUMKH LMK JICTATBHOCTH ITpoBoANTCA TipyA Temneparype 121 °C u
BeaMuMHe z = 10 °C. JlaHHbie o0 TeMIiepaType IIPoOJyKTa B TeyeHHE BCero Ipolecca (HarpeBaHWe, BbLAEPXKKA,
OXJIAXKIAEHHE) TTPeodpa3yIOTCd WISl BhIYKMCNEHMsE SKBUBaJIEeHTHOM JleTalbHOCTU NipU TeMreparype 121 °C 1 MaTeMaTH-
YECKH WM rpayyecKyl HUHTETrpUpYIOTCS WISt TIONYYECHMS (PU3MUYCCKOH BEJIWYMHBL JIETATbHOCTN, BbIPAXKAEMOI B
MHUHYTAX, 2KBUBAJIEHTHBLIX BblIepxKe Npu temreparype 121 "C. Hampumep, xaxnasa muHyra nipy 114 °C umeer
CKOPOCTh OTMHpPaHUA, 3KkBUBaJIieHTHY0 0,2 MuH npu 121 °C, ecnmn z = 10 °C. Hexoropsie nporpaMMbl NO3BOJAIOT
PACCUMTHIBATh BEJIMYMHY F BCEro Npoulecca CTCPUNM3ALMK HENPepbIBHO, MCIOJb3ysa JaHHBIE OT OOHOTO WiIM Oosee
NAaTYUKOB TEMIIEparyphbl, pasMeEllleHHBIX B MPOIYKTE.

TemnieparypHbie JaTUHWKM, MCIIOJNb3yeMbIe UIA TEKYILErO KOHTpOAsS J000ro IMKIIa CTSpUIM3aLUH BIAXHBIM
TEIUIOM, JOJUDKHBI pacriojlaraTthCcs B camMbix cnabbiX, ¢ TOYKH 3PEHHUS NOCTHXKEHHMSA YCIOBUM CTepUIM3aLUM, MecTax
BHYTPH 3arpy3kKu U Kkamepbl. O00CHOBaHME pacIIONOXKEHUS JaTHUKOB JOJDKHO OBITh OPOpMIEHO JOKYMeHTaNbHO. Ecnu
Takue cnabble MecTa HEU3BECTHBI, TOIA IS ONpeNeeHU DTUX MECT B NYCTOH KaMepe, 3arpyKeHHONH KaMepe U BHYTPH
34IrPY3KHU JOJKHBI OBITh ITPOBEIEHBI UCCASNOBAHUA pacripesiesicHUss TeMrepatrypsol. s rnmoarBepXiaeHuss BOCIIPOU3BO-
IMMOCTH HOJIKHB! OBITH 1TPOBEJIEHBI NMOBTOPHBIE LUMKIBL. ECnM pa3Mep yIIakoBKM MM KOHTEMHEpa WIK HATIONHACMBIN
00BLeM Maibl, TO HYXHO oOpaTUTh BHUMaHME Ha BO3MOXHEIE 3(pdeKThl Teruionepeaayy BA0Ab TEMEPATYPHOroO 30HAa
WM BHYTPM TPOAYKTA UJIK HAa HEOOXOIUMOCTh BBEICHUS 30HAA HA HYXXHYIO FIYOUHY, YTOObI MMHUMU3UPOBATh OLLINOKH
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rerionepensadyy oT napa YTobwl CBECTH K MHHUMYMV 3(M@EKT HArpeBa, MOXHO MCIONb30BaTbh MaAIOTa0apUTHBIH
[TPOBOJIOYHBIN HATYUK

PacyeT npolecca CTepUIN3alMy BKIIIOYAe] CAeAYIOLHeE 3TanbI

- BbIOOp moaxonsllero UMKiIa {(CM TpHICXKEHHE B) 118 cTEpUAM3YEMOro IMPOAVKTA,

- oIlpelieieHUue Haubosee TpYAHBIX U1 CTEPUIU3ALIMY MECT B IIPOOYKTE,

- onpelesieHUs TpeboBaHWM K NEKOHTAMMHALIMY, OYUCTKE, YIIAKOBKE U T I,

- oripeleNeHUE BO3MOXHOCTH OTHECEHHUS MPOAYKTAa K CVLIECTBYIOMUIEH rpyfire NpoayKTOB U CYIECTBYIOLLEro
HUKIa CTEPHIN3ALINY,

- onpeaeneHue 3PPEKTUBHOCTH LIMK/Ia CTEPUAU3ALMHU TIYTEM M3MEPEHHUS TEMITEPATYPb! U, eCAH 3TO LEeIeconsd-
pa3HO, TO UCMbITAHUEM C NMOMOILIBK MUKPOOUOTOTHYECKMUX UHIMKATOPOB

A 6 6 Crepunmusalust BIaXHBIM TEIUIOM €CTh BEPOSTHOCTHASA (PYHKLMS TEITJIOBO 3HEPIHM, BpeMEHHU, COAEpKd-
HUS BJarv, 4yyucja MHMKPOOPTaHMU3MOB, CBSI3AHHBIX C INpOOYKroM (OMOHArpy3ku) U TepMOpPE3UCTEHTHOCTH 3STHX
MUKPOOPIaHU3MOB TWITOBBIE UMKIIbL, IPUBEACHHBIE B A 6 5, ABNAIOTCA OOIUETIPUHATLIMU, OCHOBAaHHBIMU Ha UCTOPHUY
PE3UCTEHTHOCTHU «TUITIOBOM» OMOHATrPY3KU MUKPOOPIaHU3MOB K YUYUTEIBAIOLLIME, UTO TIOAIOTOBKA MPOAYKTA (HAnpyuMep,
OUMCTKA) CHUXAET YUCA0 MUKPOOPraHMU3MOB

JIr060e npoBeAeHHOE MUKPOOHONOTHUYECKOe TeCTHUPOBdHME A0JIKHO «ooTBeTcTrBOBath [OCT P UCO 11138 u
roCT P UCO 11737-1

A 67 He naercs ykazaHuil K 6 7

A.7 Bamupanug

Banupauus ssisieTcs o0LLMM IPOLIECCOM, COCTOSILUMM U3 KOMNCCUOHHON MPOBEPKU U ITpOBeieHUs aTrecTaluud
B aKcrulyatauMy CooTHOLUEHME MEXAY 3TUMH IIOHATUSIMMU ITOKA3aHO HUXKE

Banunanus

r—_——_l_———_—_—_—_l

KoMUccHOHHAas nNpueMKa ArTecTalumd

T—————_—_—L—l

ATTecTauus no (pHU3nYecKUM Muxkpobuonoruyeckas arrectaums
rnapamMerpam (ec1y HeoOXCeANMO)

A7 1 Bamnauns Beinonngercsd s Toro, 4ToObl O1leHMTL HAZEXXHOCTD IIpollecca crepunu3auumn B nipotokose
BaJIMIALIMY YKa3bIBAETCA, YTO, KOTa M KaK HyXHo u3MepaTk Popma 3anmmucy AaHHBLIX B NPOTOKOJIE JOJIXHA 00J1e] YUTh
NOCIEAYIOLIYIO MHTEPTIPEeTALMIO pe3yabTaros 1 pefoBaHna, 1o KOTOpuIM OyaAyT cyaiuTs 00 >PdheKTHBHOCTH ITpouecca
CTEpHMIIN3allUM, AOJIXKHBI OBITh CHOPMYIUMPOBAHB U 3aUKCHUPOBAHBI INepea Bajavaauuent AcHYIO U OOBEKTHUBHYIO
BAIMIALMIO TApaHTHUPYET BbITIONHEHWEe TpeOoBaHMM cHCTeMbl KOHTPONA Kadectsa, HanpuMmep, TOCT P UCO 9002

Ocob0e BHUMaHUE TOXHO ObITh YAENCHO GU3HMUYECKM NapaMeTpaM Ha IMPOTSDKEHUM BCErO LIMKIIa CTepUIIN3aLiuU
{(a HE TOJIBKO (PA3bl BHIACPXKUBAHMA), YTOObI OHHM 3HAUWTEBHO HE OTAHUYANMCEH OT TIAPAMETPOB paspaboOTAHHOIO 1KKIa
CoOBEpUICHCTBOBAHUE (PUM3MYECKHMX VYCIOBUM B KaxnoW ¢a3e MOXET TNPUBECTH K CYIUECTBEHHOMY TOBBILICHHIO
geranpHocT B 3arpyske JlogoGHbiM Xe oOpasoM 2DGdeKTUBHOCTL MOCACAYIOUWIUX 3arpy3oK Oyaer 3aBuceTh OT
NOCTOSIHCTBA a3 OXJAXKICHNUS U CYIIKU

A72 AHanu3 AAHHDIX, MOAYYCHHLIX NPH BWIMABUMU, JOKAXKET, YTO VKA3aHHBLIA UMUK CTEepUIU3aliK B
KOHKpPETHOM CTEpUIM3atope OyleT Wik He Oynet obecrnedynBaTh CTCPUALHOCTS YKAa3aHHOM 3arpy3ky Banupainus, TakuMm
00pa3oM, KacaeTrcs He TONILKO CTEPUNN3ATOPa, HO TAKKE K TAaKUX DAKTOPOB, KAK 3arpy3Ka U e paaMeuiecHe Bannnauus
OJIXKHA MNMOBTOPSATLCS BCSIKUHM pa3, Korna IpoBeJ€HBbl 3HAUWTenbHble H3McHeHHMs IlpymepaMy Takux M3MeHEHHH
ARJISIIQOTCA

a) U3IMEHEHMUs B LIMKJIE CTepWIN3aLHHU,

b) U3MEHEHUSA B KOHLETNLMUMU YIIAKOBKHU WNU 3aTrPY3KU,

C) M3MEHEHUS B MaTepHane, MojUiexalleM CTepUIM3allMKu, Takue Kak 3ameHa 100 % xuornika TKaHbplo M3 50 %
xnonka/S50 % nonuadupa, nin

d) noGaBineHue HOBOTO KOMILIEKCAa MEAUIMHCKUX U3ACIUU, NToAJIeXKalllMX CTEpHAN3ALIIH

YcTaHOBKA HOBOTO CTEpUJM3aTOpa SIBJASIETCS BAXHBIM HU3MEHEHMEM, JaXe €ClIKM OH HMeEeT TOT Xe THUII, YTO U
NpeXHU [daHHBIE, TOAYYEHHBIC OT OHHOTO CTEPHIN3ATOPd, HUKOI/A HE MOIYT HCIIOAb30BaThCsd Ui OEMOHCTpALMM
haKTHYECKUX TEXHUYECKUX XapaKTEPUCTUK APYroro CTeEpuiun3aropa

Hebonplive M3MEHEHHsI BO BpeMeHM B KOHEUHOM cYeTe TIpUBONST K OOJbIIMM HM3MEeHeHWdaM W3HoC u
MOBPEXICHUE CAMOro CTEpUAN3ATOPa, €CTECTBEHHO, NPEACTaBISIOT cOOOM Cepbe3Hble M3MEHEHUS B CUCTEME CTEPH-
ausauvu Ilo 3TUM NpHUMHaM peKOMEHIYeTCd Nepuoavyeckas Baiyjaluunsa (HanpuMep, oauH pas B 12 Mec)

A 7 3 He naercd ykazaHuii x 7 3

A 74 KoMuccus NolXHa OLIEHUTb COOTBETCTBUE CTEPUIM3ATOPA UM CBA3AHHBIX C HUM OOCHYXUBAIOIIMUX YCT-
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POMCTB crieUMMUKAUMAM U TEXHHYECKHUM XapaKTEepUCTUKaM, 0e30racHOCTh CTEpUIIN3aTOpa U INPUIroAHOCTh €ro IS
MCTIOJIb30BaHUsI.

A.7.5 ATTecTauus CTepuWIM3aropa AOJKHA 10KasaTh, YTO CTEPUNHU3ATOD AEUCTBHUTENABHO CIIOCOOEH CTEPHIIMN30-
BaTh 3arpy3Ky. Tak Kax 3arpy3ka B 3HAUYMUTEJbHOM CTEIEHH BIAMSIET Ha IPOLIECC CTEPHUAN3ALMH, HEODXOIUMO OLIEHHUTL
OHana3oH BO3MOXHOIO NMpUMEHEHUS CTepUIM3aTopa TIPpM MCIOAbL30BAHUM Pa3/JMYHBIX 3arpy30K U UX MOoaUPHUKaAUM.
B cBsi3H ¢ 3THM ciaeayer noquepkKHyYTh, YTO HEKOTOpPHIE 3arpy3Ky H JOPMBI 3arpy3KHM HE/Ab3S CTCPHIN30BaTh METOAOM
CTEPWIM3ALIMH BAAKHLIM TEIUIOM.

CTEpUNIU3YEMOCTb OOHOPOAHDbIX 3arpy30K OYAET Jierye OuUeHMUTb M COOTBETCTBEHHO YMEHBIUWUTL 00beM paboOThI
Mo Banyaumu. CMElIaHHbIe 3arpy3kKM (HanpuMep, KOMOMHalMs TEKCTWILHBIX MATEPHANIOB U UHCTPYMEHTOB) MOTYT
noTpedoBaTb TPOBEeAEHUST AOTIONHUTENIbHBIX HCIIBITAHWM, 4YTOOBI YIOCTOBEPHUTBLCS B TOM, YTO COOTBETCTBYIOLLAS
KOMOMHALMA OyHeT npuroata Aist CTEPHIM3alNH.

ATrecTalns CTepwin3aropa JOJIXHA NpPOBOAHTLCA HAa OCHOBE IPOTOKO/OB 3arpy30kK.

Tak Kak paboTocrnocoOHOCTL CTepriIM3aTopa YCTAaHABIMBAETCS € TTOMOLIBI U3MEPEeHUsS PU3HUYECKUX NTapaMeT-
pOB, HEOOXOAMMO AOKYMEHTUPOBATDL BAUSAHHUE 3TUX NMApaMETPOB Ha BEJUYHMHY MUKPOOHOIIOIUYECKON JIETAIBHOCTH.

[Ipu crepuaM3aLMM HachbILIEHHBIM NAapOM MUMEET MECTO H30bITOK AaHHDLIX, TPUTOAHBIX IS OLIEHKHM Pe3ybTaToB
BHYTPU 33JJaHHbIX npenenoB. OObIMHO I8 pacyera Oepyr MakCUMAJILHYIO pa3sHULY TEMIEpaTyp MEXAY IABYMS
Pa3UYHbIMHA TOYKAMH B (dasze CTepwIU3aluy, He npebiliamowyo 2 “C. YuuteiBas TpeOoBaHMeE, YTO TeMIlepaTypa
HAChIIIEHHOro Napa, cOOTHOCHUMAs ¢ JaBJIeHUEM, U3MEPEHHBIM B (pa3e CTECpUIM3aLM, JOKHA HAXOAMThCA B TEX XE
ripeaenax 2 "C B TeyeHue MeHee 15 ¢, MOXHO NMoKas3aTh, UTO B CTEPUIN3ATOPE CYLUECTBYET aTMocdepa HAChIIUEHHOIO
rnapa 4, TakMM obpaszom, M30exaTh OOAbIUUX JONMOMHHUTENBHBIX UCCIEAOBAHHH,

A.7.6 OngHopoaHOCTDb 3arpy3ky M dopMa 3arpy3ku riiaBHbIM oOpa3oM ONpeaensioT KOJIMYECTBO HEOOXOAUMBIX
OATYUKOB TeMIlepaTyphl. [IpakTHKa MoKa3bIBAET, YTO W3 ISITU KM 00jice AaTUMKOB, HAXOASILUUXCS B KaMepe 00bheMOM
100 1, xax npaBui1oO, ObIBAaeT JOCTATOYHO MOKA3aHMM OAHOIO JaT4MKa, YTOObI aAeKBAaTHO OLIEHUTDb LIMKJI CTEPHIM3aLIVM.
[Ipy nprMeHEHUH NapoBO3AYLIHbIX cMeceii /UM CMELIaHHBIX 3arpy30K MOXET IToTpeOoBaThes OoJiblliee KOAHUYECTRO
n1aTyukoB. Ilo KxpailHe Mepe, OAMH AATYMK JOJXKEH Pacrnosararbes Bo3lie JaTYUKOB KOHTPOAS ¥ MOHUTOPUHTA, OJWH
B CBOOOJHOM INPOCTPAHCTBE KaAMEPhl, U, IO KpalHeh Mepe, ONUH JOJKEH pacrnojararhcss Ha HENporpeBacMom 4acTy
CTeHKU KaMepbl. HlocnenHui aaTdMkK HCTIONb3VIOT ISl OIIPEACICHUS BAMSAHUS pyDallKy Ha 3arpy3Ky (Hanpumep, Jis
OLIEHKY BJIAXHBIX 3arpysok).

A.7.7 KayecTBo mnpouecca BaIWJAUMM 3ABMCUT OT TOYHOCTH W HAIEXHOCTHM H3MEPSEMOW TeMIiepaTypbl U
aapneHust. BaxHo, ytoOnl O6bUIa MpoBeJcHa Xopollasd KaanOpoBKa B COOTBETCTBUU € [TPOTCKOJIOM, COCTABISAEMbIM Ha
obopynoBaHMe. KannbpoBka Bceraa AOJMKHA ONMUPAThCd HAa HAUMOHAIBHBLIM cranHgapT. HemonmyctumMo, 4yToOBI mipu
BATUAALUWH U3MEPEHUS NPOBOAUIMCH B HECKONLKO TIPUEMOB, UEPEAYIOLIIMXCS C TIPOU3BOACTBOM VXE€ BAJIMAUPOBAHHbIX
3arpy3oK.

A.7.8 HapexHass iHTeprniperallvs pe3yJIbTATOB BO3MOXHA TOJBKO TPH YCJIOBHH, UTO KPUTEPHUH OIpPEAEC/ICHb! 4O
NpoBeJcHU BaTMaauMn. Anantauua TpeboBaHMM Ha 0asze PE3yALTATOB BaNIMJALMM HAXOAMUTCS B TIPOTUBOPEYHUHU C
HEKOTOPBIMU XapaKTepUCTHKaMH Wi NMPpUHLUWNAMU CUCTEM. ECM nipoliecc CTepIu3aliMi HE HAXOINTCA B Ipe/IBapu-
TeNbHO YCTAHOBNEHHBIX TIpenenax, HeoOXOAUMO NMpPOBEACHUE MCHNBbITAHUM M IKCIIEPTU3KI IS UHTEPINIpETALIUU TI0NY-
YEHHbIX pEe3yJIbTATOB M 18 UACHTH(hUKALMHA TpodieM, BLIZBABIUMX TAK0E HECOOTBETCTBHE.

A.7.9 Tlepnognuecxas Barugauusa (HarpyuMep, Kaxabic 12 Mec) peKOMEHAyeTCs UIsl TOTQ, UTOBL! ObITL YBEPEH-
HBIMH, YTO HEOTMEYCHHbIC U3MEHEHMS — BbIHYXICHHBIE WM CIIYy4YaHHBIE — HE OCTA/IMCh HE3aMEUYECHHBLIMYL.

A.8 Texymas crepuim3aumsa BIAKHBIM TENJIOM

A.8.1 OcHoBa MOHMTOpPMHTIA IIpOLIECCa CTEPUIM3ALIMU BAAXKHbBIM TEIUIOM — 3TO U3MEPEHHUE (PUIUUYECKUX ITapa-
METPOB, T. €. BPEMEHH, TEMIIEpaATypbi M NaBiAcHMA. EXEAHEBHBIE TEKYIUME 3aUCU ITHUX (PU3HUUECKMX [1apaMeETpOB
NOJDXKHBI CPaBHUBATLCA C BeJIWYMHAMM, HOJIydeHHBIMH IIpU Balupauvu. Bocripou3BoguMoOCTbh LIMKIA MOXET OBITh
onpenesieHa INPHU YCJIOBHH, 4YTO NPHOODEI, UCMOJbL3YEMbIC I U3MEPEHWA, TOYHbI M TOABEPraioTcs perysisipHoH
KaTUOpOBKE.

A.8.1.2 He naercs ykazaHuii x 8.1.2.

A.8.1.3 BT naHHbie HEeoOXOAHMMBI IS OIIPEACJICHMS MOMCHTA, KOrjga ITpOAYKT MOXKET OBITh BBIIPYXEH.
CienoBaTeNbHO, JOJKHO ObITh Ha3HAYEHO JIMLO, NpHHUMAIoLIee pellieHUE O BLITpY3Ke npoaykTa. st peTpocneXTUB-
HOTO ONpeneJIEeHUS KayecTBa CTEPUIM3aLMH NPoAYyKTa HeoOXooMMO COXPaHsITh IpoToKoibl. MaeHTuduxaumsg onepa-
Topa HO/DKHA OBITE OJHO3HAYHOM, YTOOBI IMpY HEOOXOIUMOCTU MOXKHO ObUIO OIPEACIUTE UMEHHO ero.

A.8.2 KorTpom n3MeHeHHn

Pemenue 0 HeoOXoQMMOCTH INPOBEACHUA BAIUAAUMY WIM NOBTOPHON BUIUAALUM MOXET ObITh MPUHATO TOJBKO
Ha3HaYEeHHBIM JIMLIOM, O0JIafaloLIMM COOTBETCTBYIOILEH KBATU(pHUKAILIAEH.

A.8.3 llepnoangeckue HCOBITAHUSA

Hns KoHTpojast HanboJiee oOIMX NMPUUKMH OTKA3a U alcKBATHOCTH PE3yAbTATOB MOHUTOPHUHIA AOJMXHEI [IPOBO-
IHUTBCH TIEPUOANYECKHE HCIBITAHUA (HanpHMep, TEPMOMETPUUYCCKUME U3MEpPEHMsI, TeCThbl Ha I[MPOHMKAHMS I1apa,
yaIaJIcHHUS BO3AyXa M yTeUuKHM Bakyyma). [lepmomnyHocTh MCIbITAHWI JOJKHA yCTaHABAMBATHCA Ha OCHOBE MH(pOpMa-
LINM, TIOCTaBNIEMOM U3roTOBUTENIEM. HanpuMep, TeCThl Ha IpOHUKAaHMeE I1apa ¥ yauIeHUe BO3ayxa OObIYHO NPOBOAATCS
B CTEPWIN3ATOPE €XKEeOHEBHO, B TO BpEMS KaK COBMECTHBIE TECThI Ha VAAJIEHHE BO3yXa M YTCUKY BaKyyMa ITpoBOIATCA
eXKeHeaenbHo. JOIKHBl OLIEHMBATBCA HE TONBLKO Pe3ybTaTbhl UHIMBUAYANBHBLIX TECTOB, HO TaKXE M HaIpaBJieHUE
U3MEHEHWH 3THUX pe3yiabpraroB. PesyabTaTbl MHAMBUAYANBHBIX MCIBITAHWM MOTYT JaTh BO3MOXHOCTL ONpeNenvTh
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OTKJIOHEHBME OT COOTBETCTBYIOLIIMX TEXHHUYECKMX TPEOOBaHUil. OLIEHKA HANpaBieHns U3MEHCHUH pe3yAbTaTOB IIOMOXET
ONpeAcINUTh OXKMAAeMbi€ OTKa3bl, MNpexae 4YeM OHU MOTIYT MPOU30HUTH B pealbHOM NpoLecce.

A.8.4 Ouenxa uuxia

Ecny perniaMeHT npolecca He MO3BOJSET pPeallbHO ONpPeac/nTh 3¢xpeKT KOHTAKTA TIOIEXKALLUX CTEPHIIU3aliMH
TTOBEPXHOCTECH € OKPVXKAOUIEH Cpelon, MOTyT ObITb MCHONB3CBAHLI MUKpOOHONOrnueckme MeTomnb!. Taxkue ciyyau
XapaxTepHb! Wi IIpuOOpOB MM TpyOOK GOMBILIOH IMPOTAXEHHOCTH.

A.8.5 Brirpyska crepHaH30BAHHOIO NPOXYKTA

A.8.5.1 PeiueHuMe O BHIrpy3Ke MOXKeT ObITb NMPHMHATO HAa OCHOBAHMWMW, HAapuUMEp, KOHTPOJIST MHAMKATOPOB B
KOKIOM YIIAKOBKE, PacNoONOXEHHBIX TakK, 4YToObl OHM ObLIM BUIKMbI CHApYXM VNAKOBKH, MWJIM C HCIOJbL30BAHHEM
TEXHUUYECKMX CUCTEM, HE IMO3BOJIAIOLIMX CMELIUBATh CTEPUIIM30BAHHBIC 1 HECTEPH/IU30BAHHbIE ITPOLYKTHI.

A.8.5.2 Crepunu3oBaHHbI{I TIPOOYKT MOXET ObIThb BBLIAH (BBIFPYKEH), €CJAM B HOKYMEHTALUWM OTMEUEeHDb
HAJACXHOE HU3MEpPEHHME M KOHTPOIb BCEro IPOLIECCA, €CAH €CTh KOppensuud IapaMeTpoB Tpolliecca C rapaHTHEH
CTEPUJIBHOCTH, €CJIM JaHHbIE MOHUTOPMHIA HMK/Ia CTEPUIN3aALMUU COOTRETCTBYIOT (PU3NUYECKUM NTapaMeTpaM, NoJiydeH-
HBIM I1pM BaIMOALMKM. TakKoe nmapaMeTpUyecKoe pa3pellleHye OCHORAHO Ha Mpouenypax, rapaHTUPVYIOLIMX OTCYTCTBME

M3MEHEHUHA B OOOPYAOBAHUM, TIPOAYKTE, YNAKOBKE, WIM TPOLUECCOB, KOTOPbiE MOIYT IO HeOPeXKHOCTH CHMXKATDh
3P PEeKTUBHOCTD IIpolecca CTEPUITU3ALINH.

A.8.6 Ilpomepka onepanmi

He naetcs yxasanuii x 8.6.

A.8.7 KoppexkTHpyloulee AeiHCTBHE
He naetcsa ykasanuii K 8.7.

A.8.8 liporoxonsl

He naercs ykazaHHH K §8.8.

ITPUIOXEHHUE B
(cnpaBoOYHOE)

HMKiasl cTepuan3anumn

[IpuMeuvanue— B HacrosguieM MpWIOKEHUW AaHO OMNUWCAHME TUMOBLIX ULUUKIIOB, UCIIONAbB3VEMBIX IPU
CTEPHMIN3ALMY BAAXHBIM TeIUIoM. [ padMKM CayXaT TONAbKO B KA4E€CTBE [TPHUMEPOB.

B.1 HachimeHHBIH Nap — BEHTWIHPYEMble CHCTEMbI

DTOT NPOLIECC CTEPUTU3ALIMY TTPUMEHSETCH VISt [IPOAYKTOB, KOTOPBIE BLIACPXKMBAIOT TeMIlepaTypy IpH JaBlIeHUU
HacbILI€HHOTO MNapa. B nepByio ouyepenb OH NpeaHazHayeH IS TIOBEPXHOCTHOM KOHTAKTHOM CTEPWIM3ALMN, KOTrda
yianeHHe BO3AyXa M3 Martepuana U IoaocTel HeHaaexkHo. IlpyumMep TeMnepatypHoro npodund M npoduias OaBIeHHWS
B KaMepe TIpH BEHTUJIMPYEMOM UMKIE CTEpHUIN3ALIMH HAChILEHHbLIM NTapoM NpHUBEICH Ha pUCYHKe B.1.

[IpoliecCc COCTOMUT M3 TpexX OCHOBHLIX ¢)a3:

a) dasza Harpesa — IIpHU OTKPHITOM KJIanaHe HachIEHHBIM Nap NoJaeTcs B KaMepy U reHepupyeTcst BHYTpH
Hee 10 TeX ITop, M0Ka He OVAYT IOCTUIHYTHl XETacMbl¢ YCAOBUA, OCOLIYHO OrnpeneisiEMBbIe 10 pe3yabTaTaM U3MEpEeHHS]

o
o é Temneparypa cTepunvaayum
3 T
O ™
3 S
(C
= @ [lasnerue HacbluleHHOro napa
m § . X K __F __F 3 __F 5 _F B = ___§N B
=)
|/
& /
< /
>
o /
= /

———
0 . . 2 3 Bpems

[ — Harpes; 2 — BbLICpXWBaHUE,; J — OXJIAXIICHUE

Pucydox B.1 — lpuMep 1iMkia cTepUan3aluy ¢ UCIIONB30BAHUEM HACBIUIEHHOTO Tapa v NpoOBeTPUBAHUA

19



FocT P KCO 13683—2000

reMnepatypbl Ilocne 3roro wianad 3akpbiBaetcsd W nap npononxaer mopaBaTbeg WAM T€HEPUPOBATLCA B KaMmepe 10
TEX TOP, NoKa He OYyOyT AOCTHTHYTHI 3addHHbIE TEMIlepaTypa U NaBJIeHUe f1apa,

b) daza BbiaepXMBaHUSA — CTEPMJIM3YIOLIASA TeMIiepaTypa MNMOJIEPXMBAETCS B KaMepe HACBIUIEHHbIM MapoM B
TeUECHHUE 3a4aHHOIC BPEMEHH BblAepXHBaHHA,

C) ¢asa oxnaxiueHUs — 3Ta daza MOXET OTJIMYATLCA IS PAIUUHBIX TUIIOB NpoayKTa [l coennHeHUst KaMephl
C aTMOCPEpOM UYepes KaanaH 110JacTcd BO3AYX WK, €CIH OXNaXIalTCa pacTBOPLI, TO B KamMepy nojaercs buibTpo-
BAHHBLIM CXATbIK BO3AYX, YTOOBI TIpEOTBPaTUTbL OBICTPHIA cOpoc AamaeHMss 3Ta (aza 3aBepluaeTcd Torga, Xoraa
JABJICHUE B KAMeEpe CTAaHET aTMOCQEpHBIM, a B ClIydyae ¢ TepMeTUYHbBIMU KOHTENHEpaMH — MPH JOCTHUKEHNH De3ornac-
HOM TeMTIieparyphbl

B.2 HacplueHHblil 1ap — NPHHYAHTEbHOE YAaJeHHe BO3ayXa

[Ipouecc npenHasHayeH ANsl CTEPUIM3ALIMM NTPOAYKTOB, COCTOALIMX U3 TIOPUCTLIX MaTEpUANioB, U/ WIH IipeaMe-
TOB, MMEIOLLMX MYCTOThI, OTKYAa YAAICHHMeE Bo3ayxa 3arpydHeHo I[lpumep remneparypHoro npodunsg ¥ npoduns
IaBJIeHWS B KaMepe IPUBEIECH Ha pUCYHKe B 2

A
| Temneparypa CTEPUNN3aLMY
QD
oy
o
& l NasneHue HackilLeHHOro napa
E SUA DI SIS S S U R S T SN S S e
Q. / \
- [ 1 \ |
o, / \
D / \
—
= / \ |
- A / ATmocdepa \ -
7
vvy | Y
. 1 2 3 4 5 6 Bpewms

! — yganeHune Bo3jyxa, 2 — riogavya rnapa, J — BbiAcpXupaHue, 4 — BbIITYCK IIapa,
J — BBICYUIWBaHHeE, 6 — cOpOC BaKkyyMa

Pucynok B 2 — IIpuMep utMKia crepWwin3alvid HachlllEHHBIM I1apOM C INPUHYIMTEIbHBIM YAANTeHUEM BO3[yXxa

a) asa yaaneHus BO3AyXa — BO3AYX U3 KaMeEphbl M 3arpy3ku yaanagercs Mubo ¢ 1IoMollblo IiyboKOro Bakyyma,
AN00 HECKONbKMMHU HNyNbCAaLUAMH BaKyyMa, TM00 KOMOHMHALMEHN Nnyabcaliil BaKyyMa WM 11apa,

b) da3a nosayu napa — HACBILUCHHLINA I1ap NOAAECTCSH B KAMEPY O TEX MNop, NTOKA B HEW HE OyAyT JHOCTUTHYTHI
CTEPWIMIYIOLKE TEMIIEpATYPd U NABICHHE,

c) @a3a BbhIACPXUBAHMUA — CTEPWIM3YIOLAA TeMIiepaTypa U JIaBJcHUE IOAIEPXKHUBAIOTCS B KaMepe HAChIILECHHbIM
NapoM B TEYEHHE 33JaHHOro BPEMEHH BblOepXXMBaHMUA,

d) dasa BBINTYCKA Iapa — Nap VAUISETCsS M3 KaMEpbl, 1 BaKyyM IMOLJACPXUBAECTCA HA 3apaHee YCTAHOBJISHHOM
YPOBHE,

€) dasza BLICYIUMBAHWI — JUIS TIPOAYKTOB, KOTOpPBIE HeOOXOOAMMO BBICYIIMBATh, Temileparypa B pydaulke M
BAKyyM B KaMepe NoAaepXMBarTCsd Ha 3apaHee YCTAaHOBJIEHHOM YPOBHE,

f) ®aza cOpoca BakyyMa — yepe3 QuiIbTp, 3aACPXKUBAIOIIMI MUKPOOHBIN a3p030Jik, B KaAMEpy NMOAAETCA BO3IYX
N[O NOCTWXXEHUS aTMOC(pEpHOro JaBjieHHs

B.3 Cucrema cxkaroro Bo3ayxa

B.3.1 O0mue nojsoxeuns

HexoTopble NpoayKTbl HE MOIYT BblJAEp:KaTh JABJICHWE mapa, COOTBETCTBYIOULIEE TeMIIEparype CTepHan3alui
[1o3TOMY NPUMEHSIOT NPOLIECCHl C UCITOJIb30BAHUEM CXKATOIQ BO3AYyXA, NOJABAEMOT0 YEpe3 GUALTP, 3alepXUBalOUINH
MMKpPOOHBIM aspo30Jk, KOTOpbie ODECIIEYMBAIOT B TEYECHME BCEro LUMKIA CTEpWIM3IaUMY MAM 4YacTH €ro JaBJiCHHE
CHapyX¥ NMPOAYKTA, PABHOE WJIH IpEBbILIAIOLIEE NABICHHWE BHYTPH IPOAYKTA

B.3.2 IlapoBo3ayninas cMech

a) Paza Harpesa llepBas yacTp 3TOM cTagUM TAKas XK€, KaK M B BEeHTWIMPYEMbIX CUCTEMAX, UCKJIIOYas Te cay4yau,
KOTJIa LIEJIOCTHOCTD ITPOAYVKTa MOXeT ObiTh HapyllleHa MOBbIILIeHWEeM AapjieHUs rapa loraa rpoBeTpUBaHUE SIBASICTCS
NNOMEXOH

[1ap npoaoaXaloT 1ojaBaTh B KaMepy J0 JOCTUXEHUA TpebyeMol TeMnepaTyphl cTepyiu3auuu Korjaa npoayKThl
TPEOYIOT NOBLILUEHHOIO JaBICHUS B 9TOM dase M naplLHalbHOe JaBIeHUe ITOMaBlIero B KaMepy BoO3ayxa HEAOCTAaTOYHO,
BBOLUTCA CKATBIM BO3AyX QObIYHO /Sl NOJACPXAHHS OAHOPOOHOCTH Cpelbl TPeOyeTCs IIPOU3BOAUTD NEpeMELIINBAHUE
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b) Daza BeuAcpXMBanusi CTepHIM3yIOLIAA TeMrlepaTypa B KaMepe NOAACPAKMBAETCA HAChILUEHHBIM I1APOM, M
eC/v TpedyeTca MOBLIIIEHHOE A4BJIEHME, TTOAAETCH TAKOKE CXKATbhIi BO3AYX

c) Pasza oxnaxaeHuss OxXJaXIeHHe NpOLYyKra NpOBOASAT OXJAXKICHHBIM CXATbIM BO3AYXOM MM pACIbUIEHHEM
BOAbI YUTOObI COXpaHKUTh LEOCTHOCTD MPOAYKTA, CAERYET MPEAOTBPATUTL ObICTPOE MAleHUE MdBACHUS TyTeM TTOANEp-
XaHUAa TpeDyeMOTO [IaBJICHUS B KaMepe ¢ MOMOLIBI0 CXAToro Bo3ayxa /laBieHue nmopdepXXHMBaeTcsd, Moka IMpoaykT
JOCTATOYHO He OXJIAAHUTCH, T0OC/Ie Yero aAapiacHue copachiBaeTcs 10 aTMOCHEPHOro

[IpyMep TeMriepaTypHOro npodpuas U npopuiisa dapjieHUs B KaMepe npuBeneH Ha pucyHke B 3

A
% TemnepaTypa cTepunuiaunm
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Q
= // * \
4 —_—
0 1 B - 2 3 Bpems

I — HarpeB, 2 — BbUIEPXUBAHUE, J - OXJIAKIACHUE

PucyHok B 3 — IlpumMep 1UKIa cTepuav3aliMy NapoBO3AYLIHON CMEChIO

B.3.3 PacnblienHe BOILI

a) (Paza moaaum Boabl B Hauyane LMKIIa HEKOTOpOE KOJMYECTBO BOALI BBOAUTCSI B CUCTEMY CTEpWIM3aTOopa WU
MCITONB3yeTCss KOHACHCAT napa 3areM BoAa pachbuisgeTcs Hal NPOAYKTOM

b) ®aza Harpesa Harpes Ho reMmepaTypbl CTEpHIM3ALMUM TMPOU3BOIUTCA AMOO Mnojadeidd Bo3ayxXa M Tldpa B
CUCTEMY LMPKYIALIMHK, JTHOO HAaTpPEeBOM BOABI YEPE3 TEIVIOOOMEHHHUK U BBOJOM CXATOI0O BO3AyXa B KaMepy

c) Daza seiaepxuBanus LnpxynsuuoHHas cucreMa padoTaeT M TeMIlepaTypa BOLbl NMOMICPXKMBAETCSI B COOT-
BETCTBUU € TPeOOBAHMAMMU CTCPWIN3ALMM B TCUEHUE HEOOXOAUMOTO BPEMECHHU

d) Daza oxnaxaeHus JlaBiaeHWe B KaMepe TOAAECPXKMBAETCS CXAaTbhIM BO3OYXOM, M IPOIAYKT OXJIAKAACTCS
CHIDKEHHEM TeMIIepaTyphl HUPKYJIUPYIOUICH BOAbI ¢ KOHTPOJIMPYEMEBIM pacxoloM B KaMepe naBicHUeE cOpachiBaeTcH,
KOria HNPOAYKT oXJIaanuTcd n0 OE30IacHOM TeMIeparypbl

[Ipumep TemnieparypHoro npodpung v npoduid naBleHUI B KaMepe NpUBeIeH Ha pUCYHKE B 4

2 TenepaTypa cTepuni3ayum
% .
c
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_%[ | W30bITOMHOE NaBneHune BO3AyXa
% @ F N ___EFE___F N 3§ ¥ ¥ 5 __ N 8 _NF N
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] — nopava Boawl, 2 — Harpes, J — BbhUIEPXUBaHUeE, 4 — OXJIaXIEeHUE

PucyHok B 4 — Ilpumep uMKiia ctepMaMsalyi ¢ pacliblZIEHUEM BO/LbI
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B.3.4 Tlorpyxenme B BOAY
DTOT NpOoHECC CXOAEH ¢ TNPOLECCOM PpacIlbUICHMS BOJIbl, 32 HCKIIOUEHMEM TOTIO, UTO NPOJAYKT MOJHOCTBIO

Morpyxaercd B BOAY ITOT HpOUECC NPUMEHACTCA A nomacpxaHys GopMbl NpoayKTa
[IpuMep TeMnieparypHoro npodpuns U npoduiisa GaBICHUA B KaMepe NpUBedeH Ha pHcYHKe B 5

Temneparypa crepunnaaunys

MNabuiTouHOE fasneHWe Bo3ayxa

Temnepartypa/pasnenue

] — nomada BOAbI, 2 — Harpes, J — BbiIepXUBaHUe, 4 — OXJIAXIEHHE

PucyHok B 5 — IlpumMep nMkxna crepuin3alum NOrpyKeHUeEM B BOLY
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