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Ha OCHOBE COOCTBEHHOIO ayTEeHTUYHOIO NepPeBoa Ha PYCCKUM A3bIK AOKYMEHTA, YKa3aHHOro B NyHKTe 4

2 BHECEH TexHu4eckum komuteToM no craHgaptusauumn TK 383 «Ctepunusaumsa nsgenuii MeanumH-
CKOTO Ha3Ha4YeHus»

3 YTBEP)XXIEH W BBEOEH B JEWCTBWE Mpukasom degepanbHOro areHTCTea no TEXHUYECKOMy pe-
rynupoBaHuio n Mmetponorum ot 17 mapra 2016 r. Ne 157-ct

4 Hacroawmin ctaHaapT MAEHTUYEH MeXayHapoaHOMY AOoKymeHTy ISO/TS 17665-2:2009 «Crepunu-
3auma MeauMUMHCKONW npoaykuuun. BnaxHoe Tenno. Yactb 2. PykoBoactso no npumeHeHuto UCO 17665-1»
(ISO/TS 17665-2:2009 «Sterilization of health care products — Moist heat — Part 2: Guidance on the appli-
cation of ISO 17665-1»).
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BBeneHue

MpaBuna, NnpuBOAUMbIE B HACTOSILLIEN TEXHUYECKON crneuudukauumn, He npeaycMaTpuBatoT MCNonb3oBa-
HUSA MX B KAYECTBE KOHTPONbHOTO YEK-NNCTA ANS OLEHKN COOTBETCTBUA TPEGOBaHUAM NEPBOIi YacTu cTaHaap-
Ta NICO 17665-1.

[aHHO€e pyKOBOACTBO NPU3BAHO OKa3aTb MOMOLLL B AOCTUXKEHUW O4UHAKOBOIO MOHUMAHUA U BHEAPEHUA
Tpebosanuit ICO 17665-1 nyTem npeaocTaBneHns pasbaCHEHUA U NPUBEAEHUA NPUEMIIEMbIX METOA0B A0-
CTMXKEHUSA COOTBETCTBUSA YKasaHHbIM TpeboBaHuAM. [JOKyMEeHT OCBELUAaEeT BaXXHENLUMe acnekTbl U NPUBOAUT
npumepsbl. MeToabl, OTAMYAIOLWMECA OT NPUBEAEHHLIX B JAHHOM PYKOBOACTBE, Taloke MOTYT UCMONb30BaTLCS.
OpaHako npu MCNonbL30BaHUW anbTePHaTUBHbLIX METOAOB OHW AOIDKHbI UMETb NOATBEPXAEHUe CBoen adpdek-
TUBHOCTU B NNaHE AOCTMXEHUSA COOTBETCTBMA co cTaHaapTtom UCO 17665-1.

OCHOBHas YacTb 3TOM0 JOKYMEHTa NpMMEHNMa KO BCEM yCTaBKaM U napaMmeTpaM B TeX Cry4asx, koraa
BbINOMHAETCH CTEPUNN3ALMUS BMAXKHLIM TENNOM. MNPUNOXEHUs K JAHHOMY PYKOBOACTBY Talkoke AeTanbHO Oro-
BapuBAalOT cpeacTBa, obecneunBatoLLme BeinonHeHue tpedosanmnin UICO 17665-1 n npeacTasnsaiowme nydwme
COBPEMEHHbIE NPAaKTUKHU.

Hymepauuma ctatein OCHOBHOW YacTu 4aHHON TeXHMYECKon cneumdukaumm COOTBETCTBYET HyMepauuu
crarten craHgapra MCO 17665-1.

MeaunumHckasa npogykumua, obpabarbiBaeMas B yupeXxaeHuUsix 34paBo0XpaHEHuUs, BKovaeT B cebs Lm-
POKWIA pAa U34enuii C pasnMyHbIMU YPOBHSIMM BMONOIrMYECKON Harpy3ku (3arpsasHeHuin). CooTBETCTBYIOLUME U
TLLATENbHO BbIMOMNMHSAEMbIE MPOLIECCHI OYUCTKM U — Npu HeobxoanmocTu obecneyeHnsa 6esonacHoro obpatue-
HUSt — AeKOHTaMUHaLMK KpaiiHe BaXHbl U 00A3aTenbHbl ANS1 BLIMONIHEHUS nNepej nepeaayvyei npoaykuum Ha
cTepunm3aumio.

3arpy3ku U3 pasHOPOAHbIX U3Aenui OObIMHbI ANS yYpEeXaeHUn 34paBoOXpaHeHus, npu atoMm obpaba-
TbiBaemble 0ObeMbl ONPEAENAIOTCA KaK N0 UCTOPUYECKUM AAHHBIM, TaK U MO NPOrHO3MPYEMBIM 3anpocam Ha
CTEPUNbHYIO NPOAYKLMIO. YUpexxaeHns 33paBooxXpaHeHnsi 00bIMHO HE OTOBapMBaIOT UCTONbL30BAHUE CTEPUITU-
3aUMOHHLIX NPOLECCOB, NPeAHA3HAYEHHbIX AN Kakux-nnbo oTAernbHbIX MEAULIMHCKUX usaenuit. B oBbluHyl0
NpakTUKY yYpeXxaeHuit 34paBooXpaHeHmsl Takoke He BXOAUT onpeaerieHne buonoruyeckoi Harpy3kum KOHKpeT-
HOTo MeaMLUMHCKOro uaaenusi. OuyeHb BaXHO, YTOObI onpeserneHHbie MUHCTPYMEHTbI Nepea AeKOHTaMuHaumeii
pasbupanuch 1 TLaTeNbHO MHCNEKTUPOBANUCHL MOCHE 3aBepLUEHUA npouecca ctepunusauum. Heobxoammbl
TaKke nocneayoLasi céopka u oLeHKa CocTosiHUA. Mo 3TON NPUYUHE UHCTPYKLMKU U3TOTOBUTENSA MEAULIMHCKO-
ro usgenus (cMm. MICO 17664) aomkHbI TLATENbHO COOMIOAATLCSI BO BCEX acnekTax O4uCTKU, Ae3nHdeKLmn,
ynakoBkn u ctepunusaumu. MHorue usgenns mMoryt ObiTb MONMHOCTLIO NOTPYXEHbl B XXMAKOCTb, U MOTYT BbiThb
OTMbITbI U A€3MHULUMPOBaHLI B aBTOMATU3UpOBaHHOM 06opyaoBaHum (cM. UCO 15883). Ana usgenun, Koto-
pbl€ HE MOTyT ObiTb NONHOCTLIO NOFPYXEHbI B XMAKOCTb MU HE BbIAEPXKUBAIOT TENMOBYIO AEKOHTAMUHALIMIO,
JOMKHbI MCNONb30BaTLCA anbTepHaTUBHbLIE CNOCoOLI Ae3uHdekuuu, obecneynsaiowme aansHelwee 6eso-
nacHoe obpalleHue ¢ aTUMK usgenuamu. Ha mecrax JomkHbl UMETLCSI U UCNONBL30BaTLCA Takue NpoLeaypbl U
MOJNIUTUKU, KOTOPbIE rAPAHTUPYIOT NPOXOXKAEHNE MEANLIMHCKOTO n3aenusi Yepes o6paboTky, COOTBETCTBYIOLLYIO
ero xapakrepuctukam. Oco6oe BHUMAHWE JOSDKHO YAENSATLCS CYLUKE U XPAHEHUIO CTEPUSIbHLIX MEeAULMH-
CKUX u3genui. TpeboBaHUA K ynakoBke MEAULMHCKUX m3genuii nanoxeHol B UCO 11607-1 n UCO 11607-2.
Ecnn MHOrokpaTtHble LMKnbl CTEPUnM3aLmMm MOryT NPUBOAWTL K AErpajauun U OrpaHMYnBaTh CPOK CRyXObl
MEAULIMHCKOTO U3JEnus, U3roTOBUTENb TAKOrO U3ENuUs AOIDKEH YKa3biBaTh AOMYCTUMOE KOSIMYECTBO LIMKIOB
ero o6paboTku.

Mpu BbIGOPE MEAULMHCKOTO U3AENUA NPUOPUTET JOIDKHLI UMETb Takue ero CBOMCTBA, KaK NErkocrb
OYUCTKM U pasbopku.

[ononHutencHble ykasaHus, cneuuduyeckne ans cdepbl 34paBoOXpPaHEHUs, MPUBOAATCH B NPUNOXKe-
HUKM D K JaHHOM TeXHMYECKOn cneuudukaumn.

MCO 17665 noa o6wmm HasBaHuem «CTepunusaums MeAULIMHCKOW npoaykuun. BnaxxHoe tenno» co-
CTOUT U3 CNeayLLMX YacTen:

Yactb 1: TpebGoBaHuA k paspaboTke, Banuaauum U TeKyLLeMy KOHTPOMIO MpoLecca CTepunu3auumn me-
OULUMHCKNX U3LEenunii;

Yactb 2: PykoBoacTeo no npumeHeHuio MICO 17665-1.
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PykoBoacTBo no npumeHeHuto NCO 17665-1

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

Dara BBegeHna — 2017—03—01

1 O6bnacTtb NnpumeHeHusi

JaHHasa TexHuyeckasn cneyudukaumsa obecnevmsaet obLiee pykOBOACTBO Npu pa3paboTtke, Banuaauum
M TEKYLLEM KOHTPOSIE NPOLIECCOB CTEPUIM3aLIMM BIIAXKHLIM TENJSIOM W NpeaHasHa4YeHa AN pasbsACHEHUs Tpe-
GoBaHui, N3noxeHHbix B ctaHgapte MCO 17665-1. YkasaHusi, NpuBeAEHHbIE B HACTOSILLEW TEXHUYECKOW
crneyncmkaummn, npegHasHadveHbl ANA NPOABUXKEHUS NPAaBUIIbHLIX NPAKTUK, UMEIOLMX OTHOLLEHME K NpoLec-
caM CTepunu3aumu BraXKHbIM TEMNSIOM U ANS OKa3aHMSA MOMOLLM TEM, KTO paspabarbiBaeT u BanuaupyeT npo-
LieCCbl CTEPUIU3ALIMUN BNAXHbLIM TEMMOM B COOTBETCTBUM C TpeboBaHusamu ctaHgapra MCO 17665-1.

MpumedaHune 1— CTpyKTypa OCHOBHOI YacTu faHHON TexHu4yeckon cneundukaunn UCO (ctatbn 1—12)
COOTBETCTBYET cTpykType NCO 17665-1, Takum o6pa3oMm, ykasaHUA U pasbACHEHUS, NPpUBEAEHHbIE B OTAENbHbLIX CTaTbAX
Wnu naparpadax JaHHOW YacTu, oTHoCcATCA K TpeboBaHUAM COOTBETCTBYOWEN cTaTbn unu naparpacda MCO 17665-1.
Hanpumep, ykaszaHua otHocutensHo UCO 17665-1, naparpada 5.2 npusegeHsl B naparpade 5.2 gaHHOro JoKyMeHTa.
OTu yKasaHusa ABNATCA AONOSIHEHUEM K ykasaHusaM, npuBegeHHbIM B UCO 17665-1, npunoxeHun A. CMOTpuUTe Taike
npunoxeHue E.

MpumMmeyvaHune 2— Ocobble cneynduryeckne coobpaxeHus, xapakTepHsle AN NPOLECCoB CTEpPUNU3aLimi,
BBIMOITHAEMbIX B YUPEX/ EHUSX 3[paBOOXpPaHeHUs], MpuBefeHbl B NpUNoXeHun D.

2 HopmaTtuBHbI€ CCbISIKM

MepeuyncneHHble HUKe HOPMaTUBHbIE OKYMEHTbI (CTAaHAAPTLI) ABNAIOTCA 00A3aTenbHbLIMU NpU NpUMe-
HEeHUM HacTosILero ctaHaapra. [ins AaTMpoBaHHbIX CCbIFIOK UCNOMb3YIOT TOMbKO YKa3aHHYIO B CCbIfIKe peaak-
uuio. 1N HeaaTUpPOBAHHBIX CCbINTOK MCMOMNb3YIOT NOCNEAHIO peaakumnio A0OKyMeHTa, BKIovas nobble aonon-
HEHUSI, UBMEHEHUST U NMONPABKU.

NCO 17665-1:2006 Crepunusaumsa MeauUMHCKON npoaykuuu. BnaxHoe Tenno. Yacte 1. Tpebo-
BaHusl k pa3paboTke, Banuaauuu U TEKyLLEMY KOHTPOIIO Mpouecca CTepunusauum MeauuMHCKUX U3aenui
(ISO 17665-1:2006, Sterilization of health care products — Moist heat — Part 1: Requirements for the devel-
opment, validation and routine control of a sterilization process for medical devices).

MpumeyaHue — B HopMaTuBHLIX ccbinkax MCO 17665-1, npusoaATcs onybnukoBaHHble CTaHAapThl, cogep-
XaHue KOTOpbIX JOIMKHO 6bITb MCNOMB30BAHO AN OKasaHMs MOMOLLM NPU AEMOHCTpaLun cooTBeTCTBUSA TpeboBaHUsM
TOI cTaTbW, B KOTOPOW AaeTcsi COOTBETCTBYIOLWAs CCbifika. HekoTopble U3 HUX HYXHbI, B OCHOBHOM, ANA NPOMbIWNEH-
HOI CTepunu3aunu BNaXKHbIM TEMIIOM UK AN U3roTOBUTENEN NapoBbIX CTEPUNU3ATOPOB, U MOTYT Takum o6pasom Bbl-
XOAWTb 3@ paMKu TUNOBOIA NPaKTUKKU, UCMONbL3YEMON NPU BLIMOITHEHUN CTEPUNU3ALUN BNAXHLIM TENSIOM B YHPEXAEHUAX
3]paBOOXPaHEHMS.

MNCO 17665-1 onuckiBaeT psis METOAOB U MPOLIEAYP, KOTOPbIE MOTYT ObITb UCMONBL30BAHbI 4TSt MOHUTO-
puHra npouyeccos crepunusauuu. Tpebyloweecs Ans aToro obopyaosaHue 00bIMHO NPUCYTCTBYET HA PbIHKE.

WapaHue ocpuumanbHoe
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Psia HOpMaTUBHBIX CCLINOK ONUCHLIBAET crnieumduKauum U METOAbLI UCNLITAHUIA, UCNONbL3YEMbIE KOMMEPYECKM-
MU NOCTaBLUMKaMU ANst aTTecTaumu ux npoaykuuu. Monb3oBaTtenu Takon NPOAYKLMK JOMKHbI ObITb YBEPEHDI,
YTO NPUOBpPETEHHBLIE UMW NPOAYKTLI COOTBETCTBYIOT TPE6OBAHUAM LUTUPYEMBIX CTAHAAPTOB, HO OOLIYHO Y HUX
HET HeoOX0AMMOCTM U3yyaTb 9T CTAHAAPTI.

NCO 17665-1 onucbiBaeT UCMONb30BaHWE YNaKOBKM, COOTBETCTBYIOLEH TpeboBaHuam NCO 11607-1 n
MCO 11607-2. YupexxaeHus 34paBoOXpaHeEHUs A0MKHbI NPUoBpeTaTb Takylo YNakoBKy, KOTOpas COOTBETCTBY-
eT TpGGOBaHMﬂM 3TUX CTaHAapTOB.

OauH M3 MeToaoB BanuMaauuu npoueccos, onucaHHeln B MCO 17665-1, 0CHOBaH Ha yCTaHOBMNEHUU
OuoHarpysku.

CraHpaprtbl cepun NICO 11737 oroBapusalor psag MUKPOOGUONOrMYECKUX METOAO0B, UCMONb3YEMbIX B
3TOM npouecce. YupexaeHus 34paBooxpaHeHusa 0ObIMHO He AOMKHBI UCNONbL30BaTh AAHHbIN NOAXO0A K Banu-
Aauuu NpoLeccoB.

3 TepMuHbI U onpeaeneHus

B HacTosilen TexHu4yeckon crneuyudukaLmn npuMeHeHbl TEPMUHBI U onpeaeneHusi, Cnonb3yemole B
crangapte MCO 17665-1, co cneayoLmmm ONOSTHEHUAMMN:

3.1 ucnbiTaHuA Ha cTepunbHOCTD (tests for sterility): TexHuyeckaa onepauus, onucaHHas B papmako-
nee, BbINOMHAEMAas Ha NpoAyKTe, NOABEPrHyTOM CTepunusauuu

4 OneMeHTbl CUCTEMbI MEHEAKMEHTa KayecTBa

MpumeHuMbl ykazanus, npuBegaeHHble B UCO 17665-1:2006, npunoxeHue A.

MNpumMevaHue — Ocobble coobpaxeHUs, OTHOCALLUECS K YUPEXAEHUAM 3[paBOOXpaHEHUs, NpuBeaeHbl B D.2.

5 OnucaHue cTepunusylolllero areHTa

5.1 Ctepunusyrowuit areHt

5.1.1 BnaxHoe Tenno — 310 BOAA NPW NOBbLILLEHHLIX TEeMNepaTypax. BnaxHoe Tenno mMoxet obecne-
ymnBaTbCA NyTEM Nogayn HaCbILLEHHOro napa unnu BblpaﬁaTblBaTbCﬂ Ha MeCTe 3a CHET NPUNOXKeHUA TENNOBOW
3HEPIrUK K BOAeE, YXKe coaeprkalleincsa B npoaykre. Bnara sbicTynaer B ponu cpeabl, nepeaatowwen TENMoByio
3HEPrn MUKPOOpPraHn3Mam.

5.1.2 Mpumecu, coaepalumuecs B CTEPUNU3YIOLLEM areHTe, MOryT BbiTb Kak TOKCUYHBIMU, TaK U Bbi3blBa-
IOLLIMMK KOPPO3UIO, U MOTYT 06pa3oBbiBaTh Bapbep Mexay MUKPOOpraHuaMaMn U CTEPUNU3YIOLLIMM areHTOM.
OHM nocTynalwT BMECTE C BOAOI, KOTOpasi HarpeBaeTcs v npeepalwlaerca B nap, nubo obpasyiorcsa B pe-
3ynbTaTte KOHTaKTa Mexay marepunanamMmu U CTepunusyiollum areHToM B X04 e BbiMapuBaHusa v nogaym napa B
cTepunu3satop (CM. ctaTtbu 6, 7 n npunoxeHue A). Ecrniv ypoBeHb NPUMECEN B CTEPUNUBYIOLLIEM areHTe MOXeT
ObITb MU3MEHEH 32 CYET KayecTBa NUTatoLLEel BOALI, N0AaBAEMON B NapOreHe pupyoLLyto CUCTEMY, TO XapakTe-
PUCTUKKU NUTAIOLLEN BOAbI AOMKHLI OrOBapUBaTLCA.

5.2 Mukpo6ouugHasa 3p(peKTMBHOCTb

MuvkpoGouuaHasa akTUBHOCTb BNAXHOTO TEMMA OCHOBAHA HA TEMNEpaType 1 NPOAOIMKUTENbHOCTU KOH-
TakTa Mexay MOMEKynaMu BOAbl U MUKPOOPraHM3Mamu.

Onsa uenei cTtepunusaumMn BnaxHbiM TEMMOM CYLLECTBYET pPAA NPUEMMEMbIX KOMOUHALUWIA BPEMEHU W
Temneparypbl, NPUBOAUMbINA B HEKOTOPLIX chapMakonesix. B uncno atnx koMGuHaumii BXoAST (HO HE OrpaHu-
YMBAIOTCA TOMbLKO MMU) U T, KOTOpbIE nepevucneHsl B Tabnuue 1. Bce nepeuncnenHbie KOMOuHauuu 6asu-
PYIOTCS HA KOHLIENUMM MOMHON rubenu» ¢ hakropom 6e30nacHOCTH, KOTOpbI Obln YCTAHOBNEH AN Hacbl-
LLIEHHOrO napa Unm BOAbl, UMEIOLLMX KOHTAKT C MUKPOOPraHuaMom. [eperpersiii nap seger cebs B GonbLuei
cTeneHn nogobHO Cyxomy BO3ayXxy (rasy) M UMEET HM3KYH0 MUKPOBOLMAHYI akTUBHOCTb MO CPABHEHUIO C Ha-
CbILLEHHbIM NapoM.

MeperpeTbil Nap MOXET 00pa30BbIBATLCH B PE3YyNbLTATE CHUWKEHUSA AABMEHUA W/unu TepMoauHammuye-
CKOTO CXaTusl HacbiWeHHoro napa. OH MOXET Takke 00pa3oBbIBATLCS B pe3ynbrate 06e3BOXUBaHMSA YacTen
CcTepunu3yemon 3arpy3ku, B 0COOEHHOCTM YacTen, CoAepaLLMx HaTyparbHbI€ BOMOKHA.

Ycnosus 06pasoBaHus NEPErpeToro napa MoryT 6biTb MUHUMU3UPOBAaHLI 38 CHET NPUMEHEHNS NPaBUTb-
HbIX MHXXEHEPHBIX PELLEHMWI NPU KOHCTPYUMPOBAHUM CUCTEM NOAAYU Napa, HanpuMep:
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a) yCTaHOBKa CepuM PeayKUMOHHBIX KranaHoB Ha TpyGonpoBoae nojgayu napa B CTEpUNU3aLMOHHYIO
Kamepy 1 obecrneveHne CHMKEHUS AaBMNEHUS B KaA0W CEKUMUM B COOTHOLLEHWUM He Bonee 2:1;

b) o6ecneyeHne ckopocTu napa He Bonee 25 m/cek;

¢) o6ecneyeHne npeaBapuTENbHON 06paboTkM (KOHAULIMOHUPOBAHWSA) MaTepUanos U3 HaTyparnbHbIX BO-
TNOKOH AN AOCTMKEHUSI UMK BNaXkHOCTK 6onee 40% nepeq ctepunu3aument.

Tabnwnya 1—Mpumepbl kKOMBUHaLMIA MUHUMANBHBLIX TEMMNEPaTYpP 1 BpeMeHU, yCTaHOBMEHHbIX ANS afeKBaTHbIX ypoB-
Hel MUKPOBHOI NeTanbHOCTU B CTEPUIM3ALMOHHBIX NpoLieccax

TemnepaTypa, °C Bpemsa, MuH
121 15
126 10
134 3

5.3 BospeitcTBuUe Ha maTepuansl

BosaelicTene Ha maTepuansl B 06LLEM Criydae orpaHnYuBaeTCs AedhopMaunent, TpeWwmrHaMm, paspbisa-
MU, BbI3BaHHbIMU JaBIIEHNEM W TEMMNEPATYPOii CTEPUIIM3YIOLLIETO areHTa.

5.4 Skonoruvyeckue akropbl

MpUHLMNBI CUCTEM SKOMOTMYECKOr0 MEHemXMEHTa MOTyT OblTb MPUMEHEHbl U K NPOLECccam CTepunu-
3auuu BnaxHeiM Tennom. ACO 14001 npueoauT crneuudpukaumnio CUCTEMbI 3KONIOrMYECKOr0 MEHEKMEHTA.
MCO 14040 npuBOAWT PYKOBOACTBO MO NPOEKTMPOBAHMIO UCCNEA0BAHUS OLIEHKMN XXU3HEHHOTO LMKna. JOmKHO
paccMaTpuBaTbCsl NPUCYTCTBUE BPEAHbIX BELLECTB B CriMBe cTepunuaaropa. [JononHUTenbHble ykasaHusi no
aToM cTtaTtbe gatrca B UCO 14937:2009, npunoxenue E, nogpasaen E.3.

6 OnucaHue npouecca n o6opyaoBaHus

MpumedaHue — Llenbto 3Toro JeicTBUS SABNSIETCS ONUCAHUE XapaKTEPUCTUK CTEPUNM3aLMOHHOrO NpoLiecca B
LeNoM 1 onucaHue xapakTepucTuK oGopyaoBaHusl, HeoBX0AUMOro ANS BLIMOMHEHUA CTEPUNKU3ALMOHHOrO NpoLiecca 6e3-
onacHbIM ¥ BOCTIPOU3BOAUMBIM MyTeM.

6.1 Mpouecc

6.1.1 O6wme TpeboBaHMA

Mpouecc crepunu3saumm AOIMKEH ObITb ONpeAeneH Ana Kaxaoro cemencraa NpoaykToB U/unu KOHGUry-
pauuii 3arpy3ku, NpeacrTaBnaeMon Ans crepunusagumn.

MapameTpbl NpoLecca AO0MKHbI ObITb NPUMEHUMBI K UCTONb3yeMOMY 060py0BaHMI0. OHU JOMKHBI ObITh
ONTUMU3NPOBAHLI TAKUM 00pa3oM, YTOObI AN KaXA0ro CEMENCTBa NPOAYKTOB PYTUHHO 0B6ecnevnmBanmchb oro-
BOPEHHbIE YCMOBMSA 9KCMO3ULIMKN BO BCEM 0ObEME CTEPUNU3ALIMOHHON KaMephbl, 8 MakCMMaribHble TeMnepary-
Pbl U CKOPOCTU M3MEHEHUS NEPEMEHHbIX Npouecca (Hanpumep, Temneparypbl U 4aBNeHUsl) HE NPUBOAUNN K
NoBpeXAEHUAM Unu aerpagauum npoaykra.

Cneuudukaums npouecca ctepunu3anum A0rDKHa BKNIoYaTh B ce0s1 BCe napaMeTpbl Npouecca, onpeae-
nsiowme npounb 3KCNO3ULIMKM Ha NPOTSDKEHMU BCero pabouero umkna. Ta yacts paboyero uukna, B KOTopom
yCTaHaBNMBAIOTCS YCNOBUSA 00eCneYeHus NeTanbHOCTH, A0MKHA ObITh MAEHTUMULIMPOBAHA, a TAKXKE JOIDKHbI
ObITh ONpeaeneHbl BEPXHUI U HKHUIA Npeaenbl ANs KaX40ro napamerpa npowecca, cnocoGHOro noBnusATb
KaK Ha neTanbHOCTb, TaK U HA KA4eCTBO MEAULIMHCKOTO U3AEenus.

JomkHbl NpeaAnpUHUMATLCS Mepbl AN 3anucu (perncrpaumm) AaHHbIX Ans OueHKW 3hdEKTUBHOCTHU U
NPUMeMNEeMOCTU PYTUHHOIO npouecca crepunu3aummn. TOYHOCTb UBMEPEHMUI AOMKHA ONPEeaensATbLCH A0NycKa-
MM, YCTaHOBIEHHbIMU A1 NapaMeTPoB npoLecca.

Ecnu npegnaraercs Mcnonb30BaTh CYLLECTBYIOLLUIA NPOLIECC CTEpUnU3anum ansa o6paboTkm HOBOrO Me-
OULIMHCKOTO U3Aenusi, STOT CLLECTBYIOLMI NPOLECC AOIMKEH ObiTh ETanM3upoBaH, U AeTanu3auma A0mkHa
coaepxaTtb MHCPOPMAaLMIO U AaHHbIE, 10CTAaTOYHbIE /1118 BbINOSIHEHUA OnNpeaeneHus npouecca (CM. cratblo 8)
AnA npeanaraemoro HoOBOro MeAMLIMHCKOro naenus (M3aenuii) UM HOBOM KOHMUrypawuuu 3arpy3sku.

Harpyska, uaeHTudMumpoBaHHas aAns HOBOr0 MEAMLMHCKOTO U3AENUA NN ANA HOBLIX YCNOBUIA 3arpys-
KW, AOIDKHA ObITb MEHBbLLE UM PaBHA HArpy3ke, ONpeAeneHHon Ans CyLecTBYIoWel CTEPUNU3aLMOHHON 3a-
rpysku (3arpy3ok). [lna HeKOTopbIX CEMENCTB NPOAYKTOB YBEPEHHOCTb B TOM, YTO ONPEAENEHHbIE YCNOBUA

3



FOCT P 56893—2016

aKcnosmuum ByayT BOCNPOM3BOAUMbIMU, MOXKET BbITb BO3MOXHA TONBKO MPU YCIIOBUK, YTO pasMepbl CTEPUNK-
3aLMOHHON 3arpy3ku U ee KoOHUrypaums Oblnmn YeTKO onpeaeneHbl.

Ecnn gomkHbl UCNonb30BaTbCsl BUONOrMHECKUE U XUMUYECKME UHAUKATOPbI, OHW HE MOTYT 3aMEHUTb
co60M TEKYLUMI I MOHUTOPUHT, U3MEPEHNE NEPEMEHHBIX NpoLecca U ntobble HbIE NEPUOANYECKME UCTbITaHUSA/
NPOBEPKM.

COBMECTMMOCTb HOBOTO MEAULMHCKOTO U3Aenus ¢ HauMeHee BrnaronpuATHbBIMKM YCIIOBUSAMM NpoLiecca
cTepunu3auumn aomxkHa obiTb oLeHeHa. Takas oLieHKa JoShkHa BKnovaTk B ce6A A0NyCkW HA napameTpbl Npo-
uecca, HeonpeneneHHoCTb (HETOMHOCTb) CBAA3AHHBLIX C NapaMeTpaMu npouecca U3MEepeHuil, a Takke Kadve-
CTBO NUTalOLWMX cped (CM. NpunoxeHune A).

JTioBble orpaHM4YeHusi pasmMepoB U MacChbl CTEPUNN3YEMOI 3arpy3ku U ee KOHUrypaummn JOMmkHbI ObiTk
onpeaeneHbl U 3anucaHbl B pabodme MHCTPYKLUK.

COOTHOLLEHMEe Mexay TemnepaTypon, U3MEePEHHON B KOHTPONMbHOW TOYKE, U TeMMNepaTypoi, usMepeH-
HOI1 B 3arpyske, AOMMKHO ObITb ONpeaeneHo Ans KaXKgoro ceMeincTaa npoayKToB.

KauecTBO MeAMUUHCKOTO U3aenns MOXET 3aBUCETb OT HANUUus NPUMeECcein Ha ero NoBepxHocTu. Mpume-
CU U UX MaKCUManbHO AOMYCTUMAsi KOHLIEHTPaLUS BO BCEX XXUAKOCTAX, BXOAALUMX B KOHTAKT ¢ MEANLIMHCKUM
nsgenuem, 4OmKHbI ObITb CNeLndULMPOBaHbI U BKITIOYEHEI B CneumduUKaLuio CTepunu3aLmMoHHOro npowecca.
HekoTopble U3 npumecen, Nnognexalumx pacCMOTPEHUIO, U UX MAKCUMAarnbLHO J0MNYCTUMbIE YPOBHU NPUBEAEHSI
B NPUNOXEHMN A.

6.1.2 Mpouecchbl ¢ HACbIWEHHbLIM NAPOM

Map MOXET reHepnpoBaTLCSl BHYTPU CTEepunM3atopa Unu BnyckaTbCA B KAMEPY U3 BHELLHErO UCTOYHUKA.
Bo3ayx MOXET MOCTENEHHO yAansATLCA U3 KamMepbl 38 CYET rpaBUTALMOHHOIO 3aMELLEHUs, aKTUBHOTO NOTOKA
napa unu 3a CYeT NPUHYANTENBHOMO BaKyyMUMpOBaHUsi. Hanmume HacbILLEHHOTO napa OTMEeYaeTCs B TOYKE U3-
MEPEHUS, HAaNpuMep, B CIIMBE KaMepbl, KOraa U3MepeHHasi TemnepaTtypa CoBnagaet ¢ TemMnepaTypoii Hacbl-
LLIEHHOro napa, pacc4uTaHHON Mo gasneHuto (cm. npunoxenue C). Yl Temnepartypa, n AasneHue aBnsaTca ne-
PEMEHHbIMM MPOLIECCA, a TOUKA MBMEPEHUSI TEMNEPATYPbl ONPEAENAETCA KaK KOHTPONbHAA TOYKA U3MEPEHUS.

Ecnu kone6aHusa napameTpoB npouecca u/mnu o6 bem HEKOHAEHCUPYEMBIX Fa30B MOTYT NPUBECTU K He-
3hPEKTUBHOMY NPOLIECCY, M3FOTOBUTENL CTEPUNM3ATOPA UMM OTBETCTBEHHOE nNnuo (cM. UCO 17665-1:2006,
npunoxenue A, nyHkT A.4.2) o6asaH o6ecneunTb NoONb30BaTeENsA ageKkBaTHON UHGOPMaLMen, KoTopas AOMmK-
Ha BKnto4atb B cebs:

- BEPXHUWA U HMXXHUI NpeAenbl ANns KaXaoro napaMmerpa npouecca, a Takke cnocod yaaneHusa sosgyxa
13 Kamepbl;

- UCTOYHUKN HEKOHAEHCUPYEMDbIX ra3os;

- METOAbl UCTILITAHUIA, YACTOTY UCTILITAHUI U KPUTEPUU NPUEMNEMOCTM ANS OLEHKW npoLecca cTepunu-
3auum.

YnaneHue Bo3ayxa M3 Kamepbl CTEPUNM3aToOpa 3a CHET aKTMBHOIO MOTOKA UMW FPABUTALMOHHOIO 3a-
MELLIEHUs1 UMEET NpeacKa3yeMblii pe3ynbTaT ToNbko npu 06paboTke NPOCTbIX TBEPAbIX MEANLIMHCKUX u3ae-
nui. YapanexHue Bo3ayxa HenpeackasyeMmo AnA Takmx MEAULIMHCKMX U3AENUIA Kak MHCTPYMEHTbI C KaHanamu,
Gonblune TBEpAble M3genust C KPYNHOW MAacCoM, a Takke MHCTPYMEHTbl U TEKCTUAbHbIE U3AeNuA B CBOEWN
nepBUYHON ynakoBke. [ns 06paboTkn TakMx MeANLMHCKUX U3AENUI QOIDKEH UCNONb30BaTh paGounin uukn ¢
NPUHYAUTENbLHLIM U AUHAMUYECKUM CNOCOBOM yaaneHusa Bo3ayxa. MpumepoM MOXET CRyXuTb LUMKI, UC-
NONb3YIOLMIA HECKONMbKO BaKyyMHbIX U/UAM NApPOBLIX NYNbCOB ANA NOCNEA0BATENbHOIO0 YMEHbLUEHUA KOMU-
YyecTBa BO3Ayxa B KAMepe U B MEAULMHCKOM usaenun (nsaenuax). Bo epems kaxaon nynbcaummn nap sxoauT
BHYTPb MEAULIMHCKOTO U3AENUSi U BLIXOAUT M3 HEro; KOHAEHCUPYIOLWMIACSA Nap BHOBb UCNAPAETCA, U 3a CYET
3TOro 0becneynBaEeT AMHAMUYECKOE «BbIMbIBAHWUE» OCTATKOB BO3AYXa U3 YNaKkoBOK, Lwenen u kaHanos. Konu-
YEeCTBO NMyNbCOB, BEPXHEE U HUXKHEE 3HAYEHWE AAaBNEHUSA B KaXAOM NynbCce, CKOPOCTb U3MEHEHUSA AABMEHUS
¥ TeMneparypbl U MHTEPBAI MEXAY KaXAbIM TaKUM U3MEHEHUEM ABAAIOTCA NEPEMEHHBIMU NPOLIECCa U Urpa-
10T BaXkHyI0 ponb Ans adekTuBHOro yaaneHus sosayxa. lMpu oueHke npurogHOCTH npouecca crepunusauum
K CEMENCTBY NPOAYKTOB KOMOMHALUUMN 3TUX U3MEHEHUI TEMNEPAaTypbl U AaBNEHUS, CKOPOCTU UX U3MEHEHUS U
NPOAOIHKMTENBHOCTb KaXA0ro TAKOr0 U3MEHEHUS A0SMKHbI ObITb NPUHATLI BO BHUMAHKE.

Kak TonbKo u3amepeHHasi Temneparypa npeBbiCUT TEOPETUHECKYIO TEMNEPATYPY, PACCUUTAHHYIO Cornac-
HO OMUCAHMIO, MPUBEAEHHOMY B NMPUNOXEHUN C, Y& MOXET NOABUTLCA NeperpeTbin nap. Hanuuue nepe-
rPETOro napa MoXeTt ObITb NAaryOHbIM ANA MEAULMHCKOTO U3fenusa n/mnu ANA ero yNakoBKK, U MOXET TaKKe
NPUBECTU K HEYAa4YHOMY NMPOLIECCy CTepunu3auum.

SdpbekTUBHOE yaaneHne BO3ayxa U3 KAHANOB WHCTPYMEHTOB, NOPUCTLIX 3arpy30K U APYIMX U3Aenui
CNOXXHOW KOHCTPYKLUM, UMEIOLLIMX TPYAHOAOCTYMHbLIE NOIOCTU, AOCTATOMHO 3aTpyaHuTenbHO. Ha dusnyeckue
ycnosusi, Tpebytoumecs ans achdekTUBHOTO yaaneHus so3gyxa, BIUAIOT ANWHA, LWMpUHA U chopma KaHaros,

4



FOCT P 56893—2016

TOMWMHA CTEHKW M3aenusa, Marepuan npoaykra, macca, NioTHOCTb, CUCTEMA YMAKOBKM WU Hanmuyue Apyrux
usaenuin B TOW Xe ynakoske. [pouecc cTepunusayum, yCnewHo yaansiowmii Bo3ayx U3 kaMepbl CTepunusa-
TOpa 40 MUHUMAanbHOTO YPOBHS, MOXET OKa3aTbCA HECNOCOOHbLIM yAanuTb B AOCTATOMHONW CTEMNeHW BO3AYX
U3 KaHana usgenus, 4YTobbl NO3BONUTL MPOHUKHYTL TyAa napy. 3akoH JansToHa rmacuT, YTO CyMMapHoe AaB-
NeHne B 3aMKHYTOM NPOCTPAHCTBE PaBHO CyMME MapuuanbHbIX AaBMEHUI Pa3nu4HbIX ra3oB, NPUCYTCTBYIO-
LUMX B 3TOM MPOCTpaHcTBE. TEopeTMYeckn TeMnepaTypa B kKamepe crepunusaropa, cogepxailen cMecb napa
1 OCTaTOYHOIO BO3AYXa, A0IKHA ObITh HUXE, YEM pacYeTHasA Temnepartypa, Nofly4yeHHas OT COOTBETCTBYIOLLE-
ro 3Ha4YeHWA AaBnNEeHNUs B COOTBETCTBMU C Tabnuueii 3HayeHuii Temnepatyp napa 4ns U3MEpPEHHbIX JaBreHuii
B Kamepe (CM. npunoxexue C).

OpgHako umMeroTcs akTbl, NoKasbiBaloLmMe, YTo 06beM OCTaTOMHOMO BO34YyXa, AOCTATOYHbINM ANA TOrO,
yTOObI LIMKN CTEpPUnM3aLmmn oKa3arnca HeyaadHbIM, MOXET NOHM3UTbL TEMNEpaTypy napa BCEro NWLb Ha Ta-
Kyro manyto senuuuHy, kak 0,01 °C. Beneacreme 9T0ro pasHuua Mexay Temneparypon, UISMEPEeHHON B KOH-
TPONBHOW N3MEPUTENBHOW TOUKE, U PACYETHOW TEMNEPATYPOI, NOMYyYEHHON C NOMOLLLIO Tabnuubl 3HAYEHNI
Temneparyp napa Ana U3MepeHHbIX AaBneHuin B kamepe (CMm. npunoxeHune C), MOXET OKasaTbCA HegocTa-
TOYHOW AnA oBHapyxeHus HebonblKux 06LEeMOB BO3AyXa, CNOCOOHBIX KOHLEHTPUMPOBATLCA B KaHanax unm
TPYAHOAOCTYMHbIX NOMOCTAX U3AENWiA, NPeaoTBpaLLas NPOHMKaHUe B HUX napa. Mpu Taknx o6CToATENLCTBAX
afeKkBaTHOE yaaneHue Bo3ayxa M NPOHWKaHWe napa B 3arpy3Ky MOXeET ObiTb CPOrHO3MPOBAHO MO AAHHbIM,
MOSyYEHHbIM U3 UCMbITAHWUA HA MPOHUKaHUE napa W/Wnu No JaHHbIM, NOSYYEHHBLIM OT YCTPOWCTBA AN MOHU-
TOpUHra npouecca.

McneiTaHWe Ha NpoHMKaHWe napa npegHasHavyeHo Ans cneuuduyecknx CEMeicTB NPOAYKTOB U MCMNOMb-
3yeTca AnsA NPOBEPKM TOro, YTO 0ObEM HEKOHAEHCUMPYEeMbIX ra3oB, OCTaBLUMXCA B Kamepe crepunusaropa
K Hayany nepuoaa nrnarto, He BOCMPENATCTBYET KOHTAKTY HACLILLEHHOrO napa co BCEMU NOBEPXHOCTAMU Me-
OVNLMHCKOTO U3AENNUSA Ha NPOTSXKEHUM BPEMEHW BbIAEPXKM. Ha aTOT 06bem BNMAIOT 9¢pheKTMBHOCTb CUCTEMBI
yAaaneHus BO3ayxa, HaTekaHvne Bo3gyxa B KaMepy CTepunmaaropa u HeKOHAEHCUpPYeMble rasbl, NEPEHOCUMbIE
napoM. HatekaHvwe Bo3gyxa B kamepy M 06bEM HEKOHAEHCUPYEeMbIX Fa3oB, COAepKalumxca B nape, MOryT
ObITe OMpPeAeneHbl C MOMOLLBIO Pa3NUYHBIX UCMbITaHUM (CM., HAanpuMep, npunoxexnue A u EH 285). Ob6uwee
Hannyne HeKOHAEHCUPYEMbIX ra30B ONPEAENAIOT CNLITAHMEM HA NPOHUKAHME napa.

McnbiTaHWe Ha nNpoHuKaHwe napa MOXET OblTb OCHOBAHO HA M3MEpeHun Temneparypbl, Ha Guonoru-
YECKUX UMM XMMUYECKUX MHAUKATOpax B 3aBUCUMOCTM OT BO3MOXHOCTEN. UcnbiTarenbHas cucrtema AormkHa
obecneunBaTtb Harpy3ku, npeacraBuUTerNbHble Ansi TOF0 CemMencTBa (CeMeWCTB) NPoAYyKTa, AN KOTOPOro oHa
npegHasHaveHa. BoinyckaeTcsi Uenbiit pag UCnbITatenbHbIX YCTPOWUCTB ANst KOHTPOMNS MPOHUKAHMSA napa u
yaaneHusa sosgyxa. TpeboBaHUA K XMMUYECKUM UHAMKaTopam MOXHO Hantu B MCO 11140-3, ICO 11140-4,
NCO 11140-5, ICO 11140-6") n EH 285.

PykoBoacTBO 1Mo BbIOOPY M UCMONb30BAHUIO XUMUYECKMX MHAMKATOPOB npuBeaeHo B UCO 15882. Tpe-
Goeanus k Guonornyecknm uHaukaTopam npusegaeHsi B MICO 11138-3. PykoBoacTBO MO BbIGOPY U UCMOMNbL30-
BaHWIO GMONOrMYeckux MHAMKATopoB Haxoautcs B CO 14161.

KoHTponbHas 3arpyska MOXET COCTOATb U3 €ANHUYHOIO TMNa MEAULMHCKOTO U3enusl, 3 MeAULIMHCKUX
n3aenuin, OTHOCALLMXCA K pasHbIM CEMENCTBAM U3AENNA, HO 3aKMIOYEHHbIM B €4MHYI0 00LLYI0 ynakoBky. [ns
Ka>XA0ro KOHTPOMNbHOIo NPOAYKTa UMM MEAULMHCKOTO U3aenus TPYAHOCTb yAaneHusi Bo3ayxa Uiu UHble nomMe-
XU NPOLECCY CTEPUNU3aLMmM JOIDKHbI ObiTb MEHbLUE, YeM ANs NGOro MeauLMHCKOTO U3enust UNm CEMeNCTB
NpPOAYKTOB, ANSl KOTOPbIX PACCYMTAH AaHHbIN NPOLIECC (CM. TaKXe NPunoXxeHua A u B).

Ecnu npeanonaraercs ucnonb3oBarb YCTPOMCTBO KOHTPONA npouecca (Hanpumep, AETEKTOP BO3Ayxa
UM MHOE YCTPOWCTBO MOHWUTOPWHIA) ANA NPeACTaBneHns cemencTsa (CemelncTs) NpoaykTa, NPUroaHOCTb
JaHHOrO YCTPOWCTBA NpU 9KCMO3ULMKU B YCNOBUAX Npouecca crepunu3aumu AosmkHa ObiTb NoaTBEpXAEHa
M3TrOTOBUTENEM YCTPOICTBA ANA UCMLITAHWA NPOLECCa, U3rOTOBUTENEM CTEPUNU3ATOPA UNKN OTBETCTBEHHLIM
nmuom (cMm. NCO 17665-1:2006, npunoxxeHne A, nyHKT A.4.2).

6.1.3 Mpoueccbl ¢ ynakoBaHHbLIMU NPOAYKTaMKU

MpoayKT MoXeT ObITb HArpPeT B LMKNE C NOTPY)XEHMEM ero B BOAY, B LMKNe ¢ pa3bpbi3aruBaHuem BoAbl, B
LMKNE C NapoBO3AYLUHOW CMECbHIO, B MAPOBOM LMKIE C rPaBUTALMOHHBIM 3aMeLLeHMEM BO3AYXa UNU B LMKINEe C
NpUHYAUTENbHLIM yaaneHuem Bosayxa. Maposo3ayLiHbie CMECH 4acToO UCMONb3YIOTCA ANSA NPeAOTBPAaLLEHUSsI
MCKaXKEHUA reOMETPUYECKON (DOPMBI UINU HAPYLUEHUA CTPYKTYPbI CTEPUNU3YEMOTO KOHTEHHEepa, BOSHUKAIOLLN-
MU U3-3a BHYTPEHHETO A aBMNEHUs], TEHEPUPYEMOTO 3a CHET Harpesa Kak pacTBOpPOB Ha BOAHOI OCHOBE, Tak 1 3a
cyeT HanMuusA Bo3ayxa B NOBOM repMETUYHO YKYNMOPEHHOM KOHTENHepe. JHeprus, HeobxoaumMas ansa Harpe-
Ba CTEPUNM3ALMOHHON 3arpy3ku 40 ONpeaeneHHoNn TeMnepaTypbl CTepUnU3aLmm, 3aBucuT OT CeMencTea Npo-
AyKTa, pasmepa CTepunu3aLmuoHHOM 3arpy3ku U ee HadanbHol Temnepartypel. MepeHoc Tenna Gyaet 3aBuceTb

1) MCO 11140-6 HaxoauTcs B cTaauu paspaboTku 1 OcHoBLIBaeTcs Ha EH 867-5[57].



rOCT P 56893—2016

OT HarpesaroLLel cpefbl, €e KOHTaKTa C KOHTeHEePOM NPOAYKTa, OT Matepuana KoOHTelHepa U CUCTEMbI NOA-
AePKKU KOHTEelHepa, a Takke OT pasHuLbl TeMnepaTyp B MecTe nepeHoca tenna. Tun cemencTaa Nnpoaykra u
KOHUrypauus 3arpysku OyayTt okasbiBaTb HanbonbLuee BNMAHUE HA Pa3HULbI TEMNEPATYP B MECTE NEPEHOoca
Tenna. 3Tu pasHULbl MOXXHO MUHUMU3UPOBATb MYTEM YMEHbLUIEHUSA NMOTOKA U yNyylLeHUs pacnpeaeneHns Ha-
rpesaloLLeli cpeabl 3a CHET NPUHYAUTENBHOW LUMPKYnAuuM. MaccoBblii MOTOK U TOMOTEHHOCTb NEPEHOCALLEN
TEnno cpeabl B 00beMe kamepbl MOTYT ObiTb NPOBEPEHbI C MOMOLLbLIO TAKMX NEePEeMEHHbIX NPoLecca, Kak CKo-
POCTb BPALUEHUSA BEHTUNATOPA, AABNEHUE U MOTOK LMPKynsuuu. Temneparypa nepeHocsawen Tenno cpeabl
Ha ee BbIX0Ae AosmkHa ObITk ONpeaeneHa kak nepeMeHHas npouecca. Ecnu ucnonb3yetcs nap, remneparypa
OKPY>KaIoLLEN cpeabl TakKe JOMKHA CYMTATLCA NepPemMeHHON npouecca. MOoXeT noHagobuTbCA yaenuTb BHU-
MaHWe anMporeHHOCTN NEePEHOCALLEN TENSO CPEAbl U OTCYTCTBUIO B HEN XMMUYECKUX NPUMECEN, CNOCOBHBIX
BbI3BaTb 06pa3oBaHue NSATEH HA yNakoBKe.

B pononHeHue k ckazaHHOMY, MOXET noTpeboBaTbes, YTOObI NnepeHocswan Tenno cpeaa Gbina cre-
pWNbHON BO BPEMS OXNAXAEHUS U B Te4eHUe nepuoga pabodero uukna, B Te4EHUe KoToporo obecneyeHa
netanbHOCTb.

PacnpeaeneHune Temnepatypbl BHYTPY KOHTERHEPA C NpoayKTOM OyaeT 3aBUCeTb OT (DOPMbl KOHTElHE-
pa, BA3KOCTM NPOAYKTA, YCNIOBUI NEPEAAYM TENNA Yepes CTEHKY KOHTEMHepa 1 Yepe3 NPOAYKT, a TaKke OT KOH-
BEKLMU BHYTPW NPOAYKTA. KpynHble KOHTENHEeps! TpeByioT 60nbLUEero BpeMeHn ANs pa3orpesa u oxXnaXaeHus,
YTO MOXET BECTU K OrPaHMYEHMNIO pa3MepoB KOHTEMHEPOB, UCNOMNL3YEMbIX ANA NPOAYKTOB, YYBCTBUTENbHBLIX
K NPOZOIMKUTENBHON 3KCMO3NLUK.

B xoae BbINnonHeHnsa npouecca cTepunu3anun omnxXHsl ObiTb MAEHTUDUUMPOBAHLI TOYKW pasMeLLeHns
KOHTEWHEPOB C NPOAYKTOM, B KOTOPbIX U3MEPEHbI HaMBbICLLAA U HU3LIAA TEMNEpaTypbl B 3arpyske BO Bpe-
M5 chbasbl Harpeea, a Takke HaWBbICLLAA U HU3LLAs TEMMEPATYpPbl B 3arpy3ke BO BpeMs hasbl OXNaXKaeHus.
Temneparypbl, U3BMEPEHHbIE B 3TUX TOUKAX, AOMKHbI GbiTb PACCMOTPEHbI Kak NepeMeHHbIE NPoLecca; OAHAKO
ecnu nbasa n3 aTMx TOYEK OKa3bIBAETCA HEBOCNPOU3BOAUMON, ANA ob6ecneveHusa cneuuduuupoBaHHON ne-
TanbHOCTU C OQHOBPEMEHHO COXPAHHOCTbLIO MPOAYKTA MOXET NOHAA0OUTLCA CTAaTUCTUYECKUIA NOAXOA.

6.2 O6opynoBaHue

MpumMmedanune — Ocobble coobpakeHNs, OTHOCALMECH K y4PEXKAEHUAM 34paBOOXpaHeHNs], NnpusegeHsl B
npunoxeHuu D, nyHkT D.3.2.

6.2.1 Ony6nukoBaHbl pernoHarnbHbIE U HAUMOHASMbHbIE CTAHAAPTLI HA CTEPUNM3auMoHHOEe 060opyao-
BaHue (Hanpumep, EH 285), pekomeHnayiowme martepuarnsl, KOTOpble MOTYT GbiTb MCNONbL30BAHbLI NPU KOH-
CTPYMpPOBaHUW U N3FOTOBNEHUMN cTepunu3aTopos. MaTtepuansl, MCNONb3yeMble U3rOTOBUTENEM B KOHCTPYKLIUK
cTepunu3aropa, mMoryT 6a3MpoBaThCsl HA NPOLECCe CTEPUN3aUMK, OCYLLECTBAEMOM CTepUIN3aTopoM, U
Ha cemeincTBe (CeMelicTBax) NpoAyKTa, KOTOpble NpeanonaraeTcs B HeM CTepunu3oBatb. BoibpaHHble Ma-
Tepuans! AOMKHbI MUHUMU3NPOBATb KOPPO3uIO U 06pa3oBaHne MobGbiX KOHTAMWHAHTOB, KOTOPbIE MOTYT Bbl-
DenAaTbCA B X0AE PYTUHHOW akcnnyartauuu. Map, nHas nepeHocawas Tenno cpeaa, XXMAKoCcTu Unu Bo3ayx,
Mcnonb3yemMble Ansa ONpecCcoBKU KaMepbl CTEPUNM3aTopa, MOryT NepeHOCUTb BMECTE C COBOI TOKCUYHbIE MK
KOPPO3uiHbIe areHTbl. Takue areHTbl 0MKHbI ObITb MAEHTUPULMPOBAHDI, U ANA HUX AOMKHbI ObITb OFOBOPEHDI
MaKCMMarnbLHO AONYCTUMbIE YPOBHM (CM. NpunoxeHune A). 3awwmra matepuarnos 3a CHET NNeHKoobpasytowmx
aMUHOB (TaKMX KaK rmapasuH) He JOIDKHA NPUMEHATLCA B KAYECTBE anbTepHaTUBbLI NPaBUNbHOMY nNoatopy
Marepuanos U KOHTPOSIO KOPPO3UIHBLIX NPUMECEN.

MpeanoyTuTenbHO, YTOObLI 3aNUCK O cTepunu3auun GblNKu HE3aBUCUMBIMKM OT aBTOMAaTUYECKOrO KOH-
Tponsepa u nokasbisalowmx npubopoB crepunusatopa. Cuctema, KomoMHUpyiowas B cebe 3anucb JaHHbIX,
ynpaBneHne U MHANKaLUMIO, MOXET NMPUBECTU K HEIMDEKTUBHOMY NPOLIECCY CTepunusaumm, kotopbin yaer
MHTEPNPETUPOBAH KakK 3(peKTUBHLIN. He3aBucumble yCTpOWCTBA perMcTpaumm AaHHbIX XapakTepusyloTca
Hannunem CoBCTBEHHbIX OTAENbHbLIX CPEACTB U3MEPEHUs,, 0OPabOTKM AAHHBIX U pacneyaTku UX 3HaAYEeHWUN.
Mpu aTom He uckniovyaeTcss 06MeH UHOPMALIMOHHBIMU JAHHBIMU B WHBIX LIENSIX MEXAY PErucTpatopoMm M
KOHTPONNEPOM.

Bo3ayLHbIN AETEKTOP MOXET ObiTb BCTPOEH B CTEPUNU3ATOP, MCNOSb3YIOLLMIA BAKKYMHbIE U NAPOBLIE
nynbCbl ANA OTKaYKM BO3Ayxa B hase yaaneHusa Bosayxa npoiuecca Ctepunusauum HacbiWeHHbIM napom. OH
MCNONbL3YETCA ANA ONPEAENEeHUs TOro, MOryT N HEKOHAEHCUPYEMbIE rasbl, OCTaIOLLUECA B KAMEpPE CTepunu-
3aTopa K KOHUy nepuoja nnaro, HakannuBaTbCs B 4acTsX 3arpy3ku (Hanpumep, B KaHanax) 1 NPUBOAUTL TEM
CaMbIM K HeyAa4YHOMY 3aBEpLLEHMIO NMPOLIECCa CTEPUNU3ALIMKM B 3TUX YaCTAX. YCTaBKa BO3AYLUIHOIO AETeKTopa
OCHOBbLIBAETCA Ha onpeAeneHHbIX napaMeTpax npouecca U AaHHbLIX 0 CeEMENCTBe (CeMerncTBax) NpoaykTa,
ana o6paboTku KOTOpbIX paspaboTtaH AaHHLIM npouecc. HekoHaeHcupyeMble rasbl, 0OHAPY>KEHHbIE AeTeK-
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TOPOM BO34yXa, MOIYT B YMCSIE NPOYEro COAePKaTh U rasbl, BbIAENAIOLMECS NPU Harpese NpoaykTa unum ero
ynakoBku. AcnbiTaHUA AeTekTopa BO3ayxa U3noxeHbl B npunoxeHuu A u B EH 285.

6.2.2 Cneuudukaunu o6opyaoBaHus AOMKHbI BKMIOYaTb B cebs nHdopmauuio, 4OCTATOUHYIO AN Bbl-
NONHEHUA onpeaeneHns npouecca Ans HOBOro NPOAYKTa UMK HOBOW KOHAUrypauum 3arpysku (Cm. pasaen 8).

6.2.3 NMpouecc ctepunusaumu, BbIMONHAEMbIA B COOTBETCTBUM C €ro cneuudukaumein, 3aBucuT oT kaye-
cTBa 0becneumBaloLLmMX ero NUTaKLLmMx cpes. B MOMEHTbI MMKOBOro notpebneHus AaBneHne Kaxaon nurao-
LLen cpeabl — rasa, XXMakocTu Uin napa, 3aMepeHHOe B TOUYKE €€ NOAKIIIoYEHUs K CTepUnu3aTopy, He A0MMKHO
nagatb HWXE MUHMMYMA, cneuuduLMpoBaHHOTO U3rOTOBUTENEM CTepunuaaropa.

Hanpumep, addekTuBHOCTL paboThbl BaKyyM-HAaCOCOB TUMNA «BOASIHOE KOMbLO» U TeNnNOOOMEHHMKOB
nagaeTt BMECTE CO CHUXXEHWEM [AaBIEeHUsl BOAbLI U C NOBbILLEHUEM ee TeMmnepaTtypbl. MOXeT noABNATLCA Mu-
KpoOHasa kKOHTaMUHaLUUs, €Cnu BNyCKaeMbli B KaMepy CTepunu3aropa BO3[yX COAEPXMUT YacTuULbl pasMepoMm
Gonee 2 mukpomeTpoB. Ecnu nogava nutatowmx cpea obecneumBaeTca TPETbUMU NMMUAMM, OHU OBA3aHbI
cnefoBaTb PEKOMEHAAaUUsIM M3rOTOBUTENS CTepuUnu3aropa, U COOTBETCTBUE ITUM pEeKOMEeHAauusIM AOSMKHO
ObITb NOATBEPIKIEHO.

JlokanbHble HOpMaTUBHbIE TPeOOBaHUS, OTHOCALLUMECA K OXPaHE OKpPY>KaloLeln cpeabl, MOryT Haknaabl-
BaTb OFPaHUYEHUs] Ha BbICOKYIO TEMNepartypy XMAKOCTE, UCTeKaloLWmX U3 ctepunusaropa B obLyylo kaHa-
FIM3aLMOHHYIO CUCTEMY, HA YPOBHM YTEUKW Marepuanos, UCMOSb3yeMbIX AN NPOM3BOACTBA CTEPUNUSYIOLLETO
areHTa, Ha 4acTuubl, BbiENSEMbIE NPOAYKTOM M/MNW yNakoBKON B XoAe CTEpPUnM3aummn, u Ha o6beM BOAbI,
MCNonbL3yeMoii B Xoae npougecca.

BesonacHocTb AomkHa ObITb YaCTbIO KOHCTPYKLMKU 060pyA0BaHuA U paboTbl ¢ HUM. Cneayet cobnioaatb
TpeboBanusa M3K 61010-2-040 n TpeboBaHUsi HALMOHANbHbLIX HOPMATUBHBLIX JOKYMEHTOB.

6.2.4 Takme CMCTEMbI KaK KOHTEMHEPDI, NOJIKK, CTENNAXN U HOCUTENU, NPeAHAa3HAYeHHbIE ANA NOAAEPXK-
KM U/Mnu ans cogepxKaHusi BHyTpu cebst MeauLMHCKOTo naaenusi (M3genui), He AOMKHbI NPenaTCTBOBAaTbL €Au-
HOOBpasHOMy pacrnpoCTpaHEHUIO Napa, LMPKYNSALUK NEPEHOCALLENR TENO XUAKOCTU, YAANEHUIO OCTaTOYHOro
BO34yXa, CN1BY KOHAEHcaTta unu sodbl. CucTeMa A0MKHA Takke NPEensATCTBOBaTb NOBPEXAESHUI0 MeanLUH-
CKOTO U3AEenusa /MK ero ynakoBkM U COXPaHATb LIENIOCTHOCTb CTEPUNU3aLMOHHO 3arpy3ku.

6.2.5 HeT gononHutensHon nHdopmauuu.

6.2.6 MporpamMHoOe o06ecnevyeHue AOMKHO ObiTb CTPYKTYPUMPOBAHO. YKkazaHusa AaHbl B usgavun «Mpasu-
na Hajanexallero npou3BoACTBa aBTOMaTWkn. PykoBOACTBO NO Banuaauun aBTOMaTU3MpOBaHHBIX CUCTEM B
dapmaueBTUYECKON NPOMbILLIIEHHOCTU» (GAMP 4).

7 OnpepeneHne npoaykra

MpumeyaHune — Ocobble coobpaxeHUs, OTHOCALMECA K YUPEXAESHUAM 34paBOOXPaHEHUS, NPUBEAEHLI B
npunoxeHun D, nogpasaen D.4.

7.1 B xoae pa3paboTku npoaykta cneayeT yaenatb BHUMaHue npoueaypam ero pasbopku (ecnu 3rto
NPUMEHUMO), OUMCTKK, Ae3UHGEKLMU, OCMOTPa 1 CTepunusauuu.

PykoBoaCTBa U METOAbI OYUCTKU U AE3MHEKUUU MeaULIMHCKUX U3AenNui nepea crepunu3auuen pac-
CMOTpeHbI B cepun ctangaptoB MCO 15883. Nndopmauus 06 o6paboTke MeaMLMHCKOrO usgenus, koropas
NOMKHA NPefOoCTaBNATLCA ero usrotoeutenem, gaHas UCO 17664.

7.2 OCHOBHON (pyHKLMEN YNAKOBKM ABSIAETCA COXpaHEHUE MEeANLMHCKOro U3aenus CTepuribHbIM, noka
ynakoBka He OyZleT BCKpbITa Ansi UCMONb30BaHUA n3aenua. Ynakoska AOMMKHA NPOTUBOCTOSATL BO3AENCTBUAM,
KOTOpblE MOTYT BO3HMKaTb B XOJ€ NPOLIECCa CTepuUnu3aummn, 0CTaBaTbCs 3aKpbITOW, U HE AOIHKHA OKa3blBaTb
HeraTMBHOrO BO3AEWCTBUA HA Ka4e€CTBO MEAULIMHCKOTO naenus (Hanpumep, 3a CYET BbigeNeHUs elo YacTuLy).

YnakoBka MeAULMHCKOIO U3Z1eNnus, CTEPUNU3YEMOTO HACBILLEHHBIM NAPOM, AOMMKHA YAOBNETBOPATDL Tpe-
6oBaHuam UCO 11607.

Marepuan n KOHCTPYKLUSI HEMPOHULIAEMbIX YNaKOBOK (Hanpumep, pnakoHoOB, aMnyn, 3NacTUYHbLIX Nake-
TOB) AOSMKHbLI NO3BONSATL NepeAadvy TENna K NPOAYKTY W, €CNKU KOHTENHepP YKYNOpPeH, yKynopka AOMmKHa ocra-
BaTbCA 3aKPLITON M 06ecneyYnBarTb repMETUYHOCTD.

Bropu4Has ynakoBka AOIDKHA 3aLuMLLaTb NPOAYKT BO Bpems 00bl4HON paboThl C HUM U €ro pacnpocrTpa-
HeHus. Ecnu BTOpUYHas ynakoBKka JOIKHA NOABEPraTbCa NPOLECCY CTEpUNU3aLuu, OHa JOIMKHA COXPaHATb
CBOI0 CNOCOGHOCTL 3alumLiaTh NPOAYKT M He AOJDKHA yXyALATb CBOM Ka4yecTBa U3-3a BO3AENCTBUS HA Hee
npouecca cTepunu3auum.

Ecnu B KOHLIe NpoLiecca CTepunu3aLmu Hy>XHbl KOHTPONUPYEMbIE YCNOBUA ANSA YPaBHUBAHUA AABNEHUA
B MEAULMHCKOM U3AENUU U €r0 YNaKOBKe 1O aTMOCHEPHOro AaBneHUs, TO A0MKEH ObiTb onpeaeneH cnocoob,
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C MOMOLLLIO KOTOPOrO 3TW YCMOBUS AOCTUralOTCA (HanpuMep, B Kamepe unu B KOMHaTe C perynupyembiMu
YCNOBUSIMU OKPY>XaloLLEN CPeAb!).

7.3 Her gononHurensHon uucgpopmavum.

7.4 Moanexallee cTepunu3aumn MeAMUUHCKOE U3Jenue MoXeT ObITb 0xapakTepu3oBaHo ero popmMoi,
MacCoW, MarepuanaM KOHCTPYKLMKM, HarnM4yueMm ABMKYLLUMXCH YacTei u ynakoBkow. MpoaykT B KOHTENHepe
OyaeT xapakTepu3oBaTbCsl €ro COCTaBOM, 06bLEMOM U BA3KOCTLIO. Ero koHTelHep OyaeT xapakTepn3oBaTbes
pasMepoM, Marepuarnom U ykynopKkomu.

Cneayet BbINOMHATbL UCCNEAOBaHUE C LENbI0 OTHECEHUS NPOAYKTa K onpeaeneHHOMY CEMeNCTBYy Npo-
AykToB. OObEM Takoro uccnegoBaHus MOXET ObiTb COKpALLEH 3a CYET NMEPBOr0 NepecMoTpa napameTpoB
npouecca, yxe yCTaHOBIEHHbIX A CYLLECTBYIOWEro npouecca crepunusauum, 3a C4eT NPUMEHEHUA Banu-
AUPOBAHHOIO NPOLIECCa O4YUCTKU (€CNK 3TO NPUMEHMMO), U 3a CHET CPABHEHUSA HOBOFO NPOAYKTa C TEMMU Npo-
AYKTaMM, KOTOPbIE Y)KE COOTHECEHbI C NPOLIECCOM CTEpunu3aumu [mpunucatsl K NpoUeccy crepunusauuu).

7.5 Hert gononHutenbHoOn nHcopmauum.

7.6 OKCNOHUPOBAHME MEAULMHCKOIO M3aenua BO3AENCTBUIO CTEPUIMBYIOLLIErO areHTa He AOMKHO no-
3BONSATH BbIXOA, PACYETHBIX MapameTpoB MOObIX UCMOMb3YEMbIX B KOHCTPYKLMW U3 ENusA maTepuarnos 3a ycra-
HOBJMIEHHbIE ANSl HUX MAKCMMAasbHbIE UM MUHUMASbHBIE AONYCTUMBIE NPeaensI.

Mo mepe pocTta TemnepaTtypbl Marepuasbl pasynpovHSIIOTCH U CTAHOBATCA 6onee YyBCTBUTENbHBIMU K
DUINYECKUM HANPSKEHNAM UNN MEXAHNYECKUM BO3AENCTBUSIM.

OuddepeHumansHoe paclumpeHue  Matepuanos C HU3KOW TENNONPOBOAHOCTLIO UK pacluMpeHue u
cXaTne pasnuYHbIX Marepranos, HaXOAALUMXCA B KOHTaKTe Mexay cobon, MOryT CTaTb NPUHMHOW BO3HUKHO-
BEHUA HaNPSXXEHUI B Marepuanax u weax nsaenun.

7.7 Het gononHutenbLHOn nHcopmayum.

7.8 Tenno4yBCTBUTENLHOCTb XXUAKOrO NPOAYKTA MOXET AUKTOBATbL MAaKCUManbHbIN 06bEM 3anonHeHus,
mMaTtepuan u pasmep KOHTeWHepa, KOTOpble MOXHO UCNONb3oBaTb. CTabUNLHOCTL U CTEPUITBHOCTbL XXUAKO-
CTW AOMKHA ObITb OLGHEeHA NO UCCNeA0BaHUAM TEMNEPATYPHBIX KapT, BbINOMHEHHbIX HA NpeanaraemblX KOH-
TelHepax, Koraa XMAKOCTb NOABEPraeTca BO3AEUCTBUIO N0 MEHbLLEN Mepe BEPXHUX NPeAenoB BblIGPaHHOTO
[npeanaraemoro] npoguna npouecca crepunusauuu.

MeaununHckne nsgenus, nogsepralowmeca NOBTOPHO 06paboTke, MOIyT CTpaaaTb OT akKKyMynupyowmx-
€A USMEHEHUI, BblPaXaloLLMXCA B paCTPECKMBaHUN NOBEPXHOCTEN OT AnddepeHLmanbHOro paclumpeHus Ton-
CTbIX MaTepuanos, NOSABAEHMU XPYNKOCTU UMK paccrnavBaHuA. TpeLuHbI, U3NOMbI, Pa3pbiBbl U KaHarnbl MOryT
yaepxuBartb B cebe opraHuyeckue, XuMuyeckne m buonornyeckme NpUuMecy [KOHTaMMHAHTLI], KOTOpbIE MOMYT
BbI3bIBaTb HEXENaTesnbHble [MaTepuanbHbie] peakumm unu Henpeackasyemo BuIAENSThCSl HApYXKy BO BpeMs UC-
nons30oBaHus nsgenusa. MHorue Matepuarnsl, nogBeprascb MHOrOKParHOMy BO3AEWCTBMIO CTEPUIM3ALUM BIaX-
HbIM TENMOM, MOTYT COXPaHSTh ANUTENbHBIN CPOK 6e30nacHom cnyk0bl (Hanpumep, HepXaselowwas crans). [py-
rve martepuarnbl, O4HAKO, MOTYT UMETb OrPaHUYEHHbIN CPOK (DYHKLIMOHMPOBAHUA U TPEOYIOT AONONMHUTENBHBIX
uccnegosaHuit. Ccoinku cneayet uckatb B UCO 10993-1, UCO 10993-17, UCO 17664 n UCO 14971.

7.9 OueHka JOMmKHa YCTaHOBUTB, YTO nocrne 06paboTkn mMeauumMHCKoe usgenue dyaer AedcTBoBaTb No
CBOeMy HaszHa4yeHuto u Byaet 6e3onacHo B MCNONbL30BaHUMKN. OLUEHKA AOMMKHA YYUTLIBATb MEXaHUYECKHUEe, XUMU-
Yeckue, ANeKTpUYecKke, TOKCUKonorndeckue, usnyeckue, buonorudeckme u Mopdonoruyeckue CBOWCTBA U3-
aenus. CneuuansHele 400aBKM, NPOLECCHbIE NPUMECH [KOHTAMMUHAHTLI], BbILLENAYuBaEMbI€ BELLECTBA, OCTa-
TOYHbIE CYOCTaHLUMM NpoLUEecca 1 NPOAYKTLI Aerpagauun A0MmKHbI OblTb OLIEHEHbI MO CTEMNeHU MX BO3AEeNCTBUA
Ha 6e30MacHOCTb U3aenus u ero ynakosku. MOoXeT NposIBMATLCA KOPPO3USA HEKOTOPbIX MaTEPUAanoB, eCnu nap
obpasyetcs U3 BoAbl C HU3KUM pH, unu U3 BoAbl, COAEPXKALLEH Takue NPUMECH, KaK XMopuabl U CUNNKAThI.
Hanpumep, pesnHa MOXET OKCMAMPOBATLCH B MPUCYTCTBUM OCTATOMHOIO BO3ZyXa MNP MOHWXEHHbLIX Temne-
patypax napa. O6e3BOXeHHbIE LIENMNIONO3HbIE MaTepuarnsl MOryT HabupaTb BOAY B X04e npoLecca napoBoi
cTepunusauum, Bbi3biBas TEM CaMbiM 3K30TEPMUYECKUI NEperpes matepuarna u NPoCTpPaHCTBa BOKPYT HEro.

7.10 HeT AONONHUTENBHON UHOPMALMK.

8 OnpeaeneHue npouecca
MpumeyvyaHune — coobpaxeHWs, OTHOCALLMECH K YYPEXAEHUAM 34PpaBOOXPaHEHUS, NpUBeAeHbl B MpUoxe-
Hum D, nogpasgen D.5.

8.1 Lienbto aToro aeicTeus aensietca obecnedyeHne Tpebyemoro ypoBHsa obecneveHns CTepunsHOCTU B
Ka)kgom 4acTu 3arpy3ku cTepunmaaropa 3a CHeT rapaHTUPOBAHHOTO KOHTAKTa KOHTAMUHUPYIOLLMX MUKPOOpra-
HW3MOB C BMAroi Npu 3aaHHO TEMNEPaType B TEYEHUE 3a4aHHOTO BPEMEHM.
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S PhekTUBHOCTb M BOCNPOU3BOAMMOCTbL CTEPUNU3ALMOHHOIO npoLecca MOryT OnpeaensaTbca yCrnoBu-
AIMU, KOTOPbIE MOXXHO KOHTPONUPOBATb M NOATBEPKAATb C MOMOLLLIO PU3NYECKUX U3MEPeHuii. Ecnu ogHo 13
YCIOBUI UBMEHSIETCS, U 3TO MOXKET NOBMUATL HA YPOBEHb 00ECNEYEHUA CTEPUIBHOCTU, TAKOE YCIOBUE JOIDK-
Ho ObITb ONpeaeneHo kak NepeMeHHas npouecca, a 3Ha4eHue, Npu KOTOPOM BO3HMKAET U3MEHEHUE, AOIMKHO
ObITb ONPeAeneHo Kak napameTp npouecca.

MepeMeHHblE Npouecca A0MKHbI ObiTb ONpeeneHbl, a napaMeTpbl NPOLEecca, B TOM YUCIE U UX A0-
NyCKW, AOMKHbI ObITh cneuuduumMpoBaHsl. [NapameTpbl npouecca A0MKHLI XapakTepusosaTh YCNoBus, noa-
TBEpPXKZaloLMe NPOrHO3 TOro, YTO CTepunuaylowmii areHT obecneunt Tpebyemblli ypoBeHb obecneyeHus
CTEPUNBHOCTM BO BCEX YACTAX NPOAYKTA, HE MO3BOMNSAA NPU 3TOM HM OAHOW €ro 4acTu BbIMTM 3a pacveTHble
AONyCTUMBIE Npeaensbl.

Mpu 06paboTke HEKOTOPbIX MEANLMHCKUX U3AENUN U3MepeHue Pusn4eckux ycnosui (Hanpumep, TeM-
nepartypbl) BHyTPU CUCTEM CTEPUNBLHOIO Gapbepa He NpeacTaBnseTcsl BO3MOXHbIM. [na Takmx MeAULIMHCKUX
u3genuii BOCPOM3BOAUMOE AOCTMXKEHUE 3aaHHOIO YPOBHA 06ecnevyeHns CTEPUNbHOCTU AOIMKHO ObIThb Be-
pPUPULMPOBAHO B KOHTPOSbHBIX M3MEPUTENbHbLIX TOYKaX, HaNpUMep, B CNUBE ANA M3MEepeHus Temneparypbl
cTepunusauuu. B cnyyae ncnonb3oBaHusa NpoLecca ¢ HacbILEHHbIM NapoM AoKa3aTenbLCTBa BOCNPOU3BOAU-
MOCTU NPOLIECCa MOTYT ObITb MOMNYYEHbI U3:

a) 3HaYEeHUi TeMnepaTypbl U JaBIIEHWIA, N0 MEHbLLEN Mepe B TOYKax nepernbos rpaduka AaBneHUs;

b) konuyecTBa napoBbIX NybLCOB;

C) CKOpPOCTEl M3MEHEHUR AaBNEHUst U/MNKU TEMNEPaTypbI;

d) ANUTENbHOCTU IKCNO3ULNK;

€) BEeNIMYMHbI HaTeKaHUs BO3ayxa B Kamepy;

f) AaHHbIX O KayecTBe napa.

Mpouecc cTepunuaauum MoXeT BbiTb pa3paboTaH B NPOM3BOACTBEHHOM CTEPUNM3aTope UNu B CneLu-
anbHOM MCCneaoBaTensckoM ctepunudarope. Mapamerpsl npouecca Ans onpeaeneHHoro npouecca crepu-
nm3auum SOImKHbI ObITb YCTAHOBMNEHBI HA UX HAMXyALLME (HAUMMEHbLUME OMYCTUMbIE) 3HA4YEHUA, HO B TO Xe
BpeMS eLle npuemnemslie Ana 3DEKTUBHON CTEPUNU3ALIMKA, HANPUMED, C UCNONb30BAaHUEM HUXKHETO Npese-
na gonycka Ha AnUTENbHOCTb 9KCMO3ULIMKU UIU C UCMONb30BAHUEM HaUMEHbLUEW AO0NYCTUMOI CKOPOCTU pe-
LMpKynaumMmM Ana npouecca ¢ norpy>xeHnem Usfenvs B BoAy.

8.2 MHoraa ans 06paboTkM NPOAYKTOB, NPOU3BOAUMbIX MEANLIMHCKOW U (papMaLeBTUYECKON NMPOMbILL-
NEHHOCTbIO, BbIBMPAETCA NPOLECC, OCHOBaHHbIN HA PeKOMEeHAAUMAX MO Temneparype CTEpUnu3auumn n spe-
MEHU BbIAEPKKW, NPUBEAEHHBIX B PEMMOHANbHOW UMK HAUMOHanNbLHON dhapmakonee.

8.3 HeT gononHuTenLHOM MHopMaLumu.

8.4 HeT oononHUTEnNbLHOM MHpopMmaumu.

8.5 bronornyeckuit MHoMKaTop npeacTaBnseT co6oin MUKPOOMONOrMYECKyIo Harpy3Ky ¢ U3BECTHOW YCTOM-
YNBOCTbLIO (PESUCTEHTHOCTLIO), UCTONb3yEMYIO AN NOATBEPKAEHUA NETANBLHOCTU CTEPUNU3ALIMOHHOIO NPOLIEC-
ca B onpeaeneHHbIx Mectax kamepsbl unu B npoaykte (cM. UCO 11138-1) B Toukax pasMeLLeHnss MHOUKaTOpOB.

Paspabotka n onpeaeneHne MMkpobuonormyeckux NPoLECCOoB paccMaTpuBaloTca B NPUNOXeHUn B un
NCO 17665-1:2006, npunoxeHus B, C u D. Mpu ncnonb3osaHnn BUONOrM4eckux MHANKATOPOB Crieayer yae-
NATb BHUMAHWE MUKPOOPraHW3mam, yaepkuaeMblM BHYTPU NPOAYKTA, NPUMECAM (KOHTAMWHAHTaM) BHYTPM
UMW Ha MOBEPXHOCTAX NPOAYKTA, HexenaTenbHbIM PeakuMsiM C MarepuanamMmm KOHCTPYKLMK, a TaKkKe YUUTbI-
BaTb TPYAHOCTb pasmMeLLeHns BUonornyecknx MHAUKaTOPOB B MOSIOCTSAX U KaHanax usgenui.

Korga 6bl HM MCnone30BanUcL BMonornyeckue MHAWKATOPbl ANs NOATBEPXKAEHUSA NETanbHOCTU B 3a-
JaHHbIX TOYKaX UX pa3MELLEeHUs, BCeraa AOMKHO ObiTb MCMOMb30BAHO U3MEPEHUE (DUSUYECKUX NapamMeTpoB
B X0Z€ npoLuecca CTepunu3aumn ¢ Lenbio NOATBEPKAEHUS TOT0, YTO BLIMOSHANCA UMEHHO 3aAaHHbIN cTepu-
NM3aLUOHHbLIA NPOLECC.

8.6 HeT gononHUTENLHOM MHOpMaLmm.

8.7 HeT 4ONONHUTENLHOW MHOpPMaLMK.

8.8 B kauecTBe 04HOrO U3 3NEMEHTOB B ONpeAeneHn CTepunm3aumoHHOro NpoLecca MOXeT ObiTb UC-
nonb30BaH Xummuyecknin uiaukarop (cm. MCO 11140-1).

OH MCnonb3yeTca ANs AeMOHCTpaLMKU AOCTMXKEHNS 3a4aHHbIX BENUYMH NEPEMEHHbIX MPOLecca B MECTE
CBOEro pasMeLLeHus.

XuMUYECKNe MHANKATOPLI MOKA3bIBAKOT 9KCNO3ULIMIO 38 CHET BO3AEWCTBUA HA HUX M3MEHSIIOLLUXCA PuU3u-
YECKUX U/MNU XMMUYECKUX (PaKTOPOB, U PACCHUTLIBAIOTCA HA PeakUuio HA UBMEHEHUE OJHOTO UIU HECKOMBbKUX
NnepeMeHHbIX CTEPUIIU3ALMOHHOIO Npouecca, Takux, Hanpumep, Kak ANUTENbHOCTL 9KCNO3uuuu, Temnepa-
Typa unu BnaxHoCTb. M3rotoBMTENb XMMUYECKOTO UHAMKATOPA AOJHKEH ONPEAEnUTb YCIOBUA SKCMO3ULUK,
KOTOpbIE MOTYT 3aCTaBUTb XMMUYECKMA WHAMKATOP W3MEHWTb CBOE HayanbHOE COCTOSHWE HA KOHEYHOe.
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HocTuxkeHme XMMMYEeCKMM UHANMKATOPOM KOHEYHOro COCTOSIHUSA HE [OSDKHO paceMaTpuBaThCa Kak HAnKauua
DOCTUXEHUS MPMEMINEMOTO YPOBHS 0BecneveHusi CTepUnbHOCTU, HO MOXET ObiTb OAHUM U3 MHOTUX haKkTOpPOB,
YUUTbIBAEMBIX MPU OLIEHKE NPUMEMIIEMOCTH NpoLecca crepunuaaummn. OTCYTCTBUE Nepexoaa XMMUYECKOro UH-
AMKaTOpa B KOHEYHOE COCTOSIHUE IOIDKHO PacCMarpuBaTbCs Kak A0KA3aTenbCTBO HEYAAYHOTO BbINOSIHEHUSA
npouecca crepunusauuy, 1 Takow criydai NoANexXuT paccnefoBaHuio. PykoBoacTBO N0 UCNONb30BAHUIO XKU-
MUYECKUX MHAMKaTOPOB npuBeaeHo B UCO 15882.

8.9 lNpu paspabotke npouecca MOryT ObiTb UCMONb30BaHbLI AAHHbIE, NOMYYEHHbIE OT KOHTPOSIbHOIO
YCTPONCTBA, TAKOr0, HAaNPUMepP, Kak yCTPOWCTBO KOHTPOIS NPOLIECCa U/Min KOHTPONbHOTO YCTPOWCTBA, Npea-
HA3HAYEHHOTO AN UMUTALMUKN CBOWCTB NPOAYKTA UMM CEMEWCTBA NPOAYKTOB. [ns NpoueccoB ¢ UCNOMb30Ba-
HWEM HACBILLIEHHOTO Napa paccMOoTpeHusl TpedyloT cneayloLme akTopb:

- Marepuarnbl KOHCTPYKLMK;

- Macca;

- ANIMHA U AMameTp MNorbiX U3genui u Tpyook;

- CMOCOBHOCTbL K BNUTLIBAHUIO (MOITOLLEHUIO) BNaru;

- TENNONPOBOAHOCTD;

- rpaHuLbl 6e30NacHOCTU, CBA3aHHbIE C HArpy3kom;

- CPEeACTBa, C MOMOLLBIO KOTOPbIX MOTYT OLIEHUBATLCS yaaneHue Bo3ayxa U NpoHUKaHue napa.

3T1m hakTopbl 0OLIYHO MOTYT ObITh OLIEHEHbI NyTEM U3MEPEHUS TEMNEPATYPbl B COYETAHUMN C UCTIONb30-
BaHUEM XMMUYECKUX U/Mnu GMONOrmYeckux MHAMKaTopoB.

[ns npoAyKTOB B KOHTEWHEpax KOHTPONbHOE YCTPOMCTBO AOIMKHO UMUTUPOBATL TEMNEPATYPHLIN NPO-
bunb B HaMXyzLLEM MeCTe pasmeLLEHNUs BHYTPU NPoOAyKTa.

8.10 Ecnu npoaykT 6bin NpMNUcaH K 0AHOMY U3 CEMENCTB NPOAYKTOB, AN KOTOPOro NpoLecc Crepunu-
3auuu yxxe onpejereH, U 3ToT NpoLecC OCHOBAH HA YCTAHOBNEHHOM COOTHOLLEHUW BpEeMEHW/TeMnepaTtypbl,
TO [OMNOMNHMTENBHAA OLIEHKA C NOMOLLBLIO BUMONOrMYeckMxX MHANKATOPOB 0ObIMHO He oBsA3aTenbHa.

8.11 Mpouecc crepunusauuu, 6a3upyloLLIMICA Ha onpeaeneHHon GUONOrMYeCcKon Harpyske, NnpeacTas-
NEHHON BMONOorMYecKMMmn MHAMKATOpaMu, UCMONb3yeTcs Npu pa3paboTke CTepunu3aTopos B NUWEBOK, dhap-
MaLEeBTMYECKOW NPOMBILUIIEHHOCTU, B MEAULIMHCKON MPOMBILLIIIEHHOCTU U B YUPEXAEHUAX 30PAaBOOXPaHEHUS.
OTOT METoA M3BECTEH Kak METOA «nomnHow rmbenu» (cm. MICO 17665-1, npunoxexue D).

8.12 Mpouecc cTrepunusauun, 6asnpyowmncsa Ha OMonNorM4eckon Harpy3sKke B ee eCTeCTBEHHOM COCTOS-
HWM UNKU B COMETAHWUKU C BUONOTMYECKUMU HAUKATOPaMU, TPeOyeT pacLuMpeHHbIX BUoNorMyeckux uccneaoBa-
HWI, CONPOBOXAAEMbIX YACTbIM GUONOrMYECKUM CKPMHMHIOM NPOAYKTa U OKpYXaloLen cpeabl.

3T10T MeToa 06bIYHO MCMOMNb3YIOT B (hapMaLEeBTUYECKON U MeAULIMHCKON MPOMbILLNEHHOCTU. Ero Bbi-
Gupatot, ecnu BO BpEMA ONpeaerieHns NPOAYKTa HEKOTOPLIE CBOMCTBA NpoAyKTa Unu o6opyaoBaHus npoae-
MOHCTPUPOBASIN CBOI YYBCTBUTENLHOCTL K 06paboTKe BnaXkHbIM Tennom. B TakoM cnyyae ucnonb3yoTr Mu-
HWManbHbIA NPOLECC ANA AOCTUXEHUS YCIIOBWIA, NMPU KOTOPbIX MPOAYKT MOXET ObITb Ha3BaH «CTEPUIIbHLIMY
6e3 yxyaLeHus ero kayectsa nnum cpyHkumii (cm. MCO 17665-1, npunoxxerus B u C). NcnbiTaHusa Ha Hanu4yne
KN3HECTIOCOBOHBIX MUKPOOPTaHM3MOB AOMKHbI BbITb BbIMOMHEHLI HA CTEPUMM30BAHHBIX HOCUTENSIX C U3BECT-
HOW nonynsauuein MUKPOOPraHM3MOB, UMEIOLLIUX U3BECTHYIO YCTOMYMBOCTL (PE3UCTEHTHOCTD).

8.13 Het gononHuTENbHON MHChOpMaLUK.

9 Banunpauusn

9.1 O6wasn nudopmauua

9.1.1 HoBblli cTepunu3aTtop AOMKEH ObITb MOCTABNEH U CMOHTMPOBAH B COOTBETCTBUM C €ro cneuudm-
KauusiMu M MOHTaXXHBIMU YEPTEXKAMMU.

JomkHO BbITb BO3MOXHO MEPEMELLEHNE SNEMEHTOB Banuaauum mexay atrectauueint moHtaxa (1Q),
atTectauuen dyHkumoHuposanus (OQ) u atrecraumeri akcnnyatupyemoro obopygosanusa (PQ), ecnu npu
nnaHnpoBaHuM cneumdUyEeCckoi Banuaaumm aTo okaxeTca 6onee NpakTUYHbIM 4ENCTBUEM.

JOKYMEHTUPOBAHHbLIN BanWAAUMOHHBLIA MfaH AOMKEH ObiTb COrMacoBaH W YTBEpPXAeH OTBETCTBEH-
HbIMW CTOPOHaMK Mpexae, YeM HavHyTCA BanuMaauMoHHblE WCChefoBaHMS. BanuaauuoHHblE JOKYMEHTHI
OOJSDKHBI MPOXOAUTL Yepes npoueaypbl permctpauum Ux UCTOpUM U KOHTPONsa nameHeHnumin (cm. MCO 17665-1,
NyHKT 9.1.3).

9.1.2 Het AONONHUTENBLHOW MHAOPMaLUK.

9.1.3 CM. nyHkT 9.1.1, naparpad 3.

9.1.4 Lenu namepennsa Temnepartypbl AOMkHbI ObiTb BEpUULNPOBAHLI C MOMOLLBIO KOHTPOSbHO-M3Me-
puTEnbHbIX KANMOPOBOYHbLIX CPEACTB UBMEPEHUA U AEHCTBYIOLLMX CTaHaapToB. OAHUM U3 MPUMEPOB MOXET
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CMy>UTb MacnsHas BaHHa C U3BECTHON CTabWUNbLHON TeMNEepaTypoi, KOHTponupyemas 06pasLoBbIM U3MEPU-
Ternem TemnepaTypbl, COOTBETCTBYOLLMM CTaHAapTy. [pu 04HOBPEMEHHOM MOrPY>XKEHUU B BAHHY HECKOJTbKUX
JaT4ynMKOB TEMNEpaTypbl MOXET ObITb OnpeaeneHa pasHOCTb UX NOKa3aHuii (T. €. MOrPeLLHOCTb AAaTYUKOB NPU
U3MEpPEHUN 3a4aHHON TEMNEpPATYpbI).

Ecnu pasHocTn Mexay M3MepeHHbIMU TemnepaTypamMu UCMOSb3YHTCA AN OLEHKW Pe3ynsTaToB Mpo-
uecca crepunu3auum, To AOMMKHA ObITb M3BECTHA MOTPELUHOCTb KaXKAO0ro U3MepeHUsi Npyu TOM 3HAYEHUU TeM-
nepartypsl, NpU KOTOPOM AOIDKHO AenaTbCsl CPaBHEHME.

9.1.5 Kannbposka npubopoB, BCTPOEHHLIX B CTEPUNN3ATOP, U KanMbpoBKka U3MepUTENbHbIX LIENeil, uc-
nosb3yemblX A4S KOHTPOMS M YNpaBreHUs, MOXeET ObiTb NOABEPrHyTa YacToi BepuduKkaLuum B KPUTUHMECKUX
yacTax paboyero Lukna nyTem CpaBHEeHUs C M3MEPEHUAMU, CAENAHHbIMU KOHTPOMNbHbLIMK Npubopamu BO Bpe-
MS BbINOMHEHNUS pabovnxX NCNbITAHWI

9.1.6 Cm. nyHKT 9.2.3, naparpad 1.

9.1.7 Het gononHutensHon uHdopMaumu.

9.1.8 Cm. npunoxexue D, nyHktel D.6.2.3 n D.6.3.

9.2 AtTecTtauusa moHTaxa (1Q)

9.2.1 O6opynoBaHue

ATTecTauua moHTaxa HeobxoaumMa npu BBOAE B SKCMIyaTaLmio HOBOrO CTEPUMM3ALIMOHHOIO OTAENEHWS,
npu 3aMeHe UMEIOLLIerocsl CTepUnM3aTopa Ha HOBbIW, MNU NPU NepemMeLLEHUN UMEIOLLErocs cTepunuaaropa
Ha HOBOE MEeCTO. HeKkoTopble aNeMeHThI aTTeCcTaluunm MOHTaXa Heo6X04MMO BbINOSHUTE, €CNU B UMEOLLMIACA
CTEPUNU3aTop BHOCATCHA U3MEHEHUs, CMOCOBHBIE NOBAWATL Ha 3MMEKTUBHOCTL NPOLIECCOB CTepunusaumn,
HanpuMep, 3aMEeHAIOTCA ABEPHbIe NPOKNaaK1, MoOANMUUUPYETCA CUCTEMA NOAa4mM nNapa, 3aMeHsAeTca unu pe-
MOHTUPYETCS1 BaKyyM-HacoC.

MnaH BbINONIHEHMSA aTTeCTaLMU MOHTaXa, KOTOPLIN MOXET COCTaBIATL YaCTb MacTep-NnaHa sanuaauum,
JOIMKEH BKMoYaTh B ceda npoueaypbl, obecneynBatoime nonyvyeHme AOKYMEHTMPOBAHHBLIX A0KA3aTENbCTB
TOrO, YTO CTEPUNM3aTop 1 CONPOBOXAAOLLAA JOKYMEHTALMA COOTBETCTBYIOT cneundukauuam.

MarotoButens crepunudatopa obg3aH npegocTaBUTb PYKOBOACTBO MO MPOBEAEHUID UCMILITAHUN U Te-
KYLLIEro KOHTPOMSA KaXaon cucteMbl 0OOHapYXEHNS HENONAAOK KakK YacTb CONPOBOAUTENbHON AOKYMEHTaLuK
cTepunuaaropa, HanpuMep, A0IMkHbI BbiTb NPUBEAEHBI METOALI UMUTALMK HENONAAO0K B CUCTEME NOAAYM NU-
TalLmMX cpeg unu cosgaHusa o6bema 0OCTaTouHOro BO3yxXa B Kamepe.

9.2.2 MoHTax

MnaH aTTecTaunmn AOIDKEH BKNIOYATh B cebs npoueaypsl, obecneunBaioye JOKYMEHTUPOBAHHOE CBU-
AeTenbCTBO TOFO, YTO BCE MPUCOEAMHEHHbIE K CTEPUNU3ATOPY NUTaloLmMe cpeabl COOTBETCTBYIOT cneuuduka-
LUUSIM, U 4TO pabo4mMii LIMKI COOTBETCTBYET LIUKITY, CNEeLMdULMPOBAaHHOMY U3rOTOBUTENEM.

9.2.3 ®YyHKUNMOHUpPOBaAHUE

Mocne MoHTaXKa AOMKHbI ObITb YCTAHOBNEHBLI U NOATBEPXKAEHBbI (hyHKLUMM cucteMm Ge30nacHOCTM CO-
rnacHo TpebosaHuaMm M3K 61010-2-40.

MnaH arTecrauum AOMKEH BKMNIOYaTh B cebsi npoueaypbl, 06ecnevmBaioLme nonyvyeHne J0KyMeHTUpo-
BaHHbIX 1O0KA3aTeNbCTB TOF0, YTO HE OOHAPYXKEHO HUKAKUX MPU3HAKOB HEUCNPABHOCTEN UMW YTEYEK, U UTO B
MOMEHTbI MMKOBOTO NOTPEONEHNA AaBneHnsl BCEX NMUTAIOLLMX CPEZ NPEBLILLIAIOT UMK PaBHbI MUHUMANBLHO J10-
NyCTUMOMY 3HA4YEHUI0, cneLmdULMPOBaHHOMY M3rOTOBUTENEM CTEPUNU3aTopa.

Cneayert BepudmuupoBath (PYHKLUMOHUPOBAHNE CUCTEM OOHAPYXXEHUs] HEUCNPABHOCTEN, BCTPOEHHBIX
B CTEPUNM3aTop U3roTOBUTENEM.

Ha aroi cragum unu BO BPEMA BbIMOSHEHUA aTTecTaumum (YHKUUMOHUMPOBAHUA MOXHO BbINOMHUTL Be-
puchbukauuio kKanMbpPOBKU U3MEPUTENBbHBLIX CUCTEM, BCTPOEHHBIX B CTEPUNM3ATOP, a Taloke NPOBEPKY KaXKA0M
CUCTEMBI, UCTIONB3YEMON AN perucTpaumm unm uaeHTUdUKaLUMM Henonagaok, He NO3BONALWMUX AOCTUTHYTb
3aaHHbIX 3HAYEHUI KPUTMUYECKUX NapaMeTPOB npoLiecca.

9.3 AttecTtauma pyHkumoHupoBaHusa (OQ)

MpumMmeyaHune — CoobpaxeHusi, OTHOCALUMECH K YUPEXAEHUSIM 34 paBOOXPAHEHUS, NPUBEAEHLI B NPUNOXe-
Hun D, nyHkT D.6.1.

9.3.1 MNnaH atTecTaumn PYHKLUOHUPOBAHUS, KOTOPBIN MOXKET COCTaBMATb YaCcTb MacTep-nnaHa Banu-
AauuM, [OMKeH BKIiovatb B cebs npoueaypbl, o6ecnevmsaiowme nonyyeHne JOKyMeHTUPOBaHHbIX A0KAa3a-
TEenbCTB TOr0, YTO:

a) cucrembl 6e30MacHOCTU M OOHAPYXXeHUs1 HENONAA0K, BCTPOEHHbIE B CTEPUNN3ATOP, (PYHKLMOHUPYIOT
B COOTBETCTBUM CO crneuudukaLmen;
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b) ycraHoBneHHoe o6opyaoBaHue paboTaeT B 3apaHee 3aAaHHbIX Npegenax;

C) Ka4eCTBO KaXKOOW nuTaloLLen cpeabl COOTBETCTBYET cneundukaumm;

d) paGounit uukn paboTaeT B COOTBETCTBUM CO cneumdukaumen;

€) B X04e BbINONHEHUs paboyero yukna He obHapy>xeHO CBUAETENbCTB BO3AENCTBMA CTEPUNN3aTOpa Ha
OKpy>atoLiee o6opyaoBaHme n Hao6opoT;

f) 3ByKOBOE AaBNEHME Ha MeCTe YCTaHOBKM CTepunusaTopa He NPeBbILLAET peruoHanbHbIe UK Hauuo-
HanbHbIE HOPMaTUBHbIE TpeboBaHUS,

g) npu pabote cTepunuaatopa C NycToi kKamepoun TemrnepaTypa u AaBrEHWe, 3anucbiBaemble U MOKa-
3bIBAEMbl€ BCTPOEHHbIMKU NPMOOPaMU Ha NPOTSXKEHUM BCETO LMKNA CTEPUMM3ALNM, HAXOAATCA B 3aAaHHbIX
npeaenax 4na cTepunu3almMoHHOro npoLecea;

h) OTCYTCTBYIOT OYEBUAHLIE YTEYKMU Napa, CXaToro Bo3ayxa, BoAbl unu copocos npu nobon Temnepary-
pe unu gaeneHun B npegenax paboyero gnanasoHa CTepunu3aLmoHHOro LuKna.

MakcumansHOe U MUHUMAanbHOE 3HaYeHUs NoBoi NPOLECCHON NEepeMeHHON He [OMKHbI NPeBbIaTh
A0NYCTUMBIX 3HAYEHUI, YKa3aHHbIX U3roTOBUTENEM MEAULMHCKOrOo usaenus.

ECnun n3rotoBUTENEM CTEPUNM3aTOPa PEKOMEHAOBAHbI UCTILITAHUSI AKCNyaTupyemoro obopyaoBaHus,
OHM JOMKHbI ObITb BLIMOMHEHbI HA CTaauW aTTecTauun sKcnnyaTupyemoro obopyaoBaHusi, NPU STOM JOSDK-
HO 6bITb BEPUDULMPOBAHO COOTBETCTBUE KPUTEPUSIM MPUEMIIEMOCTH, CNELMPULMPOBAHHBIM U3FOTOBUTENEM
cTepunusaropa.

Ecnun usrotoButens Aeknapupyetr COOTBETCTBUE CTaHAAPTY HA 0OOpyAOBaHME, UCTLITAHUS, MPOBOAU-
Mbl€ B X04€ aTTecTauun pyHKLMOHMPOBAHUSA, 4O0KHEI COOTBETCTBOBATL UCTILITAHUAM, CneLmMdULMPOBaHHbLIM
B CTaHgapte Ha o6opyaoBaHue.

Ecnu fomkeH UCMoNb30BaTbCA CYLLECTBYIOLMIA NPOLIECC CTEPUNU3ALIMM, Er0 TEKYLLMIA CTaTYC [10DKEH
ObiTb BEPUAUUMPOBAH NYTEM AEMOHCTPaUUWM COOTBETCTBUSA PE3ymnbrara TEKYLUMX UCMbLITAHUI pedynbrartam
npeablgyLMX UCMbITaHUI, MPOBEAEHHbIX B X04€e aTTecTauum MOHTaXa u artectauuu yHKLUMOHUPOBAHUS.

[na npoueccos € UCNOMb30BaHUEM HACHILLEHHOTO napa:

- Ka4eCTBO Napa W HaTeKkaHue Bo3ayXa B kamepy CTepunusartopa MoryT BNusiTb Ha 3¢pcheKTMBHOCTb Npo-
yecca crepunusauun. JOmkHO ObITb NPOAEMOHCTPMPOBAHO COOTBETCTBUE TpeboBaHusam NCO 17665-1, pas-
aenbl 7 1 8 n/unu pekomeHaauusiM U3roToBuUTeNs MeAULIMHCKOTO U3Aenus;

- ecnu TpebyeTca BbINONHEHWE UCNbITaHMA HA NPpOoHUKaHKe napa (cM. UCO 17665-1, pasaen 6), AOMKHO
ObITb NPOLEMOHCTPUMPOBAHO COOTBETCTBUE TPEOOBAaHUAM K KauecTBy paboTbl u TpeGoBaHUSIM K NPOBEAEHUIO
WUCMNbITAHUN;

- €CNU UCTbITaHWE Ha NPOHUKAHWE NMapa AOSKHO BLINOMHATLCS PYTUHHO AN NPOBEPKM yaaneHusi Bo3gyxa u
NPOHMKaHUA Napa, TO BanNMAHOCTb UCNbITaHWS A0MKHA ObITb NOATBEpPXKAEHA, HAaNpUMep, COOTBETCTBUEM Tpebo-
BaHMSM CTAHAAPTOB, ONMCLIBAIOLMX 3TU UCNbITAHUA, Takux kak MCO 11140-3, UCO 11140-4 unu UCO 11140-5;

- ecnu Ans npeacrasneHnsa cneyudunyeckoro Npoaykra A0SMKHO ObiTb MCNONb30BAHO YCTPOMCTBO KOH-
Tpons npouecca, TO NPOLECC CTEPUNU3aumm 40mkeH ObiTb NPOBEAEH C STUM YCTPOMCTBOM. OHO MOXET BObiTb
ncnonb3oBaHO OTAENIbHO UK ObITb BKITHOYEHO B Apyrue ucnbiTaHus. Cnep,yeT BbINONHATbL UHCTPYKLIUKU, NPEAO-
CTaBNEHHbIE N3TOTOBUTENEM YCTPOICTBA KOHTPONS NpoLecca;

- €CNU ANS TEKYLLETO KOHTPONA A0MKeH ObITb MCNONb30BaH BO3AYLUHbIA AETEKTOP, OH JAOIDKEH ObiTb OT-
perynupoBaH [HacTpOeH] B X04€ UCMbITAaHWA aTTectauun OYHKLMOHUMPOBAHUSA C UCMONb30OBAHMEM KOHTPOSb-
HOI 3arpy3ku. Bo3ayLiHbIN AETEKTOP AOIDKEH MofjaBaTh CUrHaNM3auuio O Henonajake, ecrnv B xoae yaane-
HWS BO34yXa B KOHTPOSIbHOW 3arpy3ke He ObinM AOCTUrHYTHI 3aflaHHble 3HAYEHUSI NepeMEeHHbIX npouecca.
KoHTponbHas 3arpyska AomkHa ObiTb NPeACTaBUTENLHON ANA «XYALUEro Cryyasy MEAULMHCKOrO u3genus u
KOHbUrypaLuum 3arpysku.

- l'IpmnomeHme A onpegensaeTr UCnbiTaHUA, KOTOpbIE AOMMKHbI ObITb BbIMOMHEHbI CO crepunu3ayuoHHbIM
npoLeccoM B xofe artectaumm pyHKLUMOHUPOBAHMA C UCMOMNb30BaHUEM MapameTpuyeckoro noaxoga. Mpwu-
noxexue B onpeaenser ucnbiTaHus, KOTOPbIE JOMKHBI ObITb BBINOMHEHbI CO CTEPUIU3ALIMOHHBIM NPOLECCOM
B X04e arTectaummn OyHKLMOHUPOBAHUS C UCNOMNb30BaHWEM BGMOMOrM4eckoro noaxoaa.

- Ecnu ypoBeHb 0CTaTO4HONM BNakHOCTU NPOAYKTa MOXET MOBMUATb Ha €ro Ka4ecTBO Npu UCMONbL3oBa-
HWM MO Ha3Ha4YeHuo (HanpuMep, obnerynuT ero MUKPOGHYIO pe-KOHTaMUHALMIO), TO AOMXKHO ObITh BbINONHEHO
UCMbITAHUE Ha BRAXHOCTb 3arpy3ku.

[na npoaykTOB B KOHTENHEPAaX:

- Nnpochunun Harpesa, 3KCMO3MLMUM U OXIAXKAEHUSA JOMKHbI ObITb NPOBEPEHbI NPU NYCTON KAMEpPE;

- BOMMKHbI ObITh ONpeAeneHbl «XONOAHOE MATHO» U «ropsiuee NATHOY;

- AOIMKHO ObITb BepUULMPOBAHO COOTBETCTBUE TPEDOBaHNUAM TaKUX NMEPEMEHHbIX NpoLecca, Kak AaB-
neHue Hacoca, LMPKYNaUus n Temneparypa.

9.3.2 HeT 4ONONHUTENbLHOW MHOPMALIMU.
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9.4 ATTecTauua akcnnyatupyemoro o6opyaosanus (PQ)

MpumMmeyaHune — CoobpaxeHUs, OTHOCALLMECA K yUPEXAESHUAM 3[,paBOOXPAHEHWS, NPUBEAEHEI B NPUNOXEHUN
D, nyHkt D.6.2.

9.4.1 Llenblo atTecrauum 3skcnnyatupyemoro o6opy0BaHUA ABMSAETCA AEMOHCTpauusa CNOCOGHOCTH
CTEPUNM3aLMOHHOIO NpoLiecca AOCTUraTb 3alaHHOTO YPOBHA 06ecneyeHns CTEPUNbHOCTU KOHKPETHON 3a-
rpy3kn Ha NOBTOPSIIOLLENCS OCHOBE.

Cneayet MMETb NNaH arTecTaLumn 3KCNnyaTupyemoro o6opyaoBaHus, KOTOPbI MOXET BbITb 4aCTbIO Ba-
NUAALUOHHOIO MacTep-nnaHa.

9.4.2 Het pononHUTENbHON UHGOPMALIUK.

9.4.3 [lomkHbl ObITb BKMIOYEHbI Npoueaypbl, o6ecneymsaiolme JOKYMEHTUPOBAHHOE CBUAETENbLCTBO
TOr0, YTO CTEepPUNM3aLMOHHbIN Npouecc ByaeT cTepunu3oBaTb NPOAYKT (MPOAYKTLI), MPUMUCAHHDbIN K CEMEN-
CTBY NPOAYKTOB, NS CTEPUNU3ALMM KOTOPOTrO AaHHbIN NPoLIecc paspaboTaH.

Ecnu u3rotoButenem CTepunu3aropa pekOMeHA0BaH NpeaBapuTENbHLIA Pa3orpeB Kamepbl nepes uc-
NONb30BAHWEM, 3TO AOIMKHO ObITb YKA3aHO M UCTMONHEHO Nepes, BbINOMHEHUEM UCTILITAHUIA aTTecTalumn IKC-
nnyaTupyemoro o6opyaoBaHus.

3arpyska crepunu3aropa u ee KoHurypaums AOmkHbl ObiTb TAKMMMK, Kakme OyayT UCNONb30BaTLCH B
pyTuHHOM pabote. Ecnu npeaycmaTtpuBaerca noBTopHasa o6paboTka, Npyu UCNbITAHUAX AOIDKHbI ObITb MUCMOTb-
30BaHbl HAUXYALLME BO3MOXHbIE KOHUIypaLma 3arpy3ku U KOMOMHaLMA NPOAYKTOB U3 CEMENCTB, NPeaHa3sHa-
YeHHbIX Ana 06paboTkM AaHHbLIM NPOLIECCOM. YNakoBKa Takke A0mkHa ObiTb TOW, YTO OyAET MCNONb30BaTLCA
B PYTUHHOW pabore.

CTepunu3oBaHHbIE NPOAYKTHI, NPOLUEALUME Yepe3 NPOLECC 3aKMIOYUTENLHOW CTEPUNU3aLMK, 4OKHbI
ObiTb NOABEPrHYTHI MPOBEPKE HA CTEPUNMBHOCTL. MPOBEPKU HA CTEPUNBHOCTbL UMEIOT HEBBLICOKYIO CTAaTUCTU-
YECKYI0 PeNeBaHTHOCTb U HE MOTYT ObITb NPUHATLI B KAYECTBE €AMHCTBEHHOTO A40Ka3aTenbCcTBa BaNMgHOCTU
npouecca cTepunu3auuu.

9.4.4 [1nA npoLeccoB C MCNOMb30BAHWEM HaCbILLEHHOro napa:

- KayectBO napa u HaTekaHue BO3gyxa B kamepy crepunu3aropa MOryT narybHo BO34eliCTBOBaTb Ha
3a4aHHbIe NEPEMEHHbIE MPOLLECCA, U OHW A0IMKHbI ObITb 0OHAPYXXEeHbI Nepes BbINONHEHWEM UCTIbITaHUI aTTe-
cTaumu akcnnyatupyemoro obopygosanus. ECrim JOMmKHO UCNONb30BaTLCA UCTIbITAHWE HA MPOHUKaHWe napa,
HanpumMep, Tect BoBu-[uka, pe3ynbrartbl €ro BbiNOMHEHMS 4OMMKHbI ObITb U3BECTHDLI 3apaHee.

- [eiCTBEHHOCTb YAaneHUsa BO3ayxa u NPOHUKAHKUSA napa, KOCBEHHLIM NYTEM ONpeaeneHHbIe U3 pesynb-
TaTOB MCMbITAHUIA, YCTAHOBMEHHbLIX ANS aTTectauMm MOHTaxa U arTectaumn OyHKUMOHUPOBAHUSA, 4OSKHbI
ObITe NPOBEPEHbI U BEPUMDULUPOBAHDBI ANA «XYALLEro Cryyas» B OTHOLUEHWM 3arpysku, ee KoHdurypauyum n
MEAULMHCKUX u3genui. JaHHble, Ha OCHOBAHUM KOTOPbLIX BLIHOCUTCS CyXXAEHWE, AOMMKHbI ObITb MOMYYEHbI
U3 U3MepEeHUn TemnepaTypbl, NOAAEPXKAHHBIX XUMUYECKUMU U/ BUONOrMYECKUMN MHAMKATOpaMu, pasme-
LUEHHLIMU B TPYAHO NOAAAIOLUMXCS CTEpUnM3aumm mectax. ECnm aomkHbl ObiTb UCMONb30BaHbl KOHTPObHAS
3arpyska u/unu ycTpOWCTBO KOHTPOMSA MpoLEecca B Ka4eCTBE anbTepHaTUBLI «XyALUeMy Cry4aioy 3arpysku,
cnegyeT npeaBapuTENbHO YCTAHOBUTL MX BaNMAHOCTb B Ka4eCTBE HaubOIbLUER HArpy3ku. Tunbl MEAULMH-
CKMX WU3enuii u KOHMUrypauuin sarpysku, npeactaBnsieMble 3TUMWU anbTEPHATUBHLIMU CPEACTBAMU, MOTYT
ObITb yKa3aHbl U3rOTOBUTENEM CTEpPUNM3aTopa. YCTPOWCTBO KOHTPONS npouecca A0SHKHO ObITb YNaKOBaHO B
TOT )K€ TUM YNaKOBKM C UCNOMb30OBaHUEM TEX e NPOoLEeayp, YTO U NPOAYKT Npu pyTUHHON pabote. OaHO 1 TO
)K€ YCTPOWCTBO, HO C PasfMyHbIMW CUCTEMaMU YNAKOBKM (Hanpumep, NakeTbl UMM KOHTENHEPLI), MOXET Npea-
CTaBnATb pasfuyHble CEMENCTBa NPOAYKTOB.

- Ha npoTspkeHuuM 3TanoB yaaneHus BO34yxa M BbipaBHUBAHMA CTEPUNU3ALMOHHOIO LMKMA PasHOCTb
MeXay TemneparypaMu, U3MepeHHbIMU B KOHTPOJILHON TOYKE M3MEPEHUS M B TOMKaX MEAULMHCKOTO U3Aenus
WK KOHTPOSbHON 3arpy3ku, MOXET ObITb UCNOMb30BaHa AN ONpeaeneHns NPUCYTCTBMA HaCLILLEHHOro napa
B TOYKax usmepeHus. MNMepuog nnarto npegcraBnser coboin kOMOMHALUIO BPEMEHU BbIPAaBHUBAHUS Y BPEMEHN
BblAEpXKKW. B OONbLUMHCTBE Cnyvyaes BPEMS BbIAEKKM ABNAETCA YacTblo paboyero uukna, o6ecneunsatoLLeit
NneTanbHOCTb.

- [inqa 3arpy3ok, onpeaeneHHblX B NPUIoKeHWn A, BPEMSA BbIPABHUBAHUA ABMNSAETCA MEPOI OCTATOMHbIX
HEeKOHJEeHCMPYEMbIX ra3oB, MPUCYTCTBYIOLLMX B Ha4Yane nepuoga nnaro. Ysenuyenme obbema aTux razos Oy-
[eT yMeHbLUaTb BPEeMSI BbIAEKKM W CHMXKATb neTanbHOCTb. CKOPOCTb pocTa AaBMneHUst OT TOYKM BaKyyma
[0 TOYKM Havamna nepuoja nnaro MOXET BMUATb Ha OnNpederieHne Hanuyus HacblLeHHOro napa. Huskas
CKOPOCTb pOCTa AABNEHNS MOXET NPUBOAUTL K PA30rPEBY OCTATOMHOIO BO3AYXa, YTO YMEHbLUMT pasHuLy TeM-
nepatyp 1 NpMBEAET K HENPABMUIIbHOW MHTEPNPETaLUN 3annCaHHbIX AaHHbIX B OTHOLLEHUW NPOHUKaHMA napa.
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- MpoHuMKaHWe Tenna B KaXKAbIW TN CTEPUNU3YEMON 3arpy3kn AOIDKHO ObITk onpeaeneHo nubo no Temne-
patype, U3MepeHHON B ONPeAENEHHOM KONUYECTBE YNAaKOBOK C MEAULIMHCKMMUW M3AENMUAMU, NGO B KOHTPOIb-
HoW 3arpy3ke. Mo MeHbLUel Mepe oAWH AaTYMK TEMNEPATYPbl AOMKEH OblTb PACNONOXEH B HEMOCPEACTBEH-
HOW 6rM30CTM OT AATYMKOB TEMNEPATYPbI, MOAKIOYEHHBIX K 3aMMChIBAIOLLEMY YCTPOICTBY, NOKa3biBAOLLEMY
npubopy n KoHTponnepy. Ecnu gatymk unu nHaMKaTop He MOryT ObITb YCTaHOBMEHbI HA MEAWLIMHCKOM u3ae-
nuK B TOM MeCTe, KOTOPOE CHUTAETCA Hanbornee TPyAHbIM ANA CTEPUNU3ALNN, MEAULMHCKOE N3aenue MoXeT
ObITb 3aMEHEHO Ha u3genue 4pyroro TMNa UK Ha YCTPOWCTBO ANA UCnbiTaHuA 3hEKTMBHOCTH NpoLiecca npu
YCNOBUK, YTO NOATBEPXKAEHHAA Harpy3ka Ha NPoLece OT 3TOM anbTePHaTUBHON 3aMeHbl 40SHKHA ObiTb PaBHOM
unu GonbLuen, Yem OT MEAULIMHCKOTO N3AENUS, KOTOPOE 3aMeHa A0IkHa NpeacTaBnATb. KOnM4ecTBo 1 TOYKM
pasMeLleHus Ncnonb3yemMbiX AaT4YMKOB OyayT 3aBUCETb OT TMNa CTEPUNM3ALMOHHON 3arpy3ku M pasMepoB
KaMepbl cTepunusaropa. Jatymku, pasMeLlaemMble B 3arpy3ke, A0MmkHbI ObITb Pa3MELLEHbI HA TeX YacTaX (M
BHYTPU YacTemn) MeaULMHCKOrO U3AEnns, u3 KOTOPLIX TPYAHEE BCEro yaansercsa so3ayx. Cneayer ¢ 0CTOPOX-
HOCTLIO MHTEPNPETUPOBATL TEPMOMETPUYECKUE JaHHbIE, MOSYYEHHBIE N3HYTPU NOMbIX UNKU MOPUCTLIX MEAU-
LIMHCKMX U3OEnnin, CnoCoOHbIX yaepxuBaTe BHYTPY cebsa Bo3gyx. MamepeHua temneparypbl caMmu no cebe He
MOTyT MoKasaTb PasnuMuusa Mexay TeMneparypoin ropavero Bo3ayxa unu TemnepaTtypon HacbILEHHOTO napa.
Hanuuyme HacbILLEHHOrO napa MOXET ObITb OLIEHEHO MO CKOPOCTU NoabeMa AaBMEHUS U POCTY TEMNEPAaTypbl,
a npu HeoBX0AMMOCTU — W MO 3KCMOHUPOBAHHbLIM XUMUYECKUM UM BMONMOrMYeCKUM MHANKATOPaM.

- BocnpouseoagnMOCTb B FpaHuLLIax 4OMYCTUMbIX MPEAENOB A0IMKHA ObITb NPOBEPEHA C UCMONB30BAHMEM
He MeHee TpexX NOBTOPHbLIX OAMHAKOBbIX LKKMoB (cm. NCO 17665-1).

- Ains npoLeccoB C NPOAYKTaMu B KOHTEMHEPAaX UCMbITATENBHANA 3arpy3ka U ee pasmeLleHne B Kamepe
cTepunuaaTopa AomkHbl ObITb NPOBEPEHbI N0 MEHbLUEN Mepe B MECTaxX, PacnonoOXeHHbIX BOMM3n OT KOHTEn-
HEepoB, ONpeaeneHHbIX B XxoAe artectauun PyHKLUMOHMPOBAHMA KaK Monyyaloliue HauMEeHbLLYIO U Haubonb-
LUYIO SKCMO3ULIMK.

COOTBETCTBUE KPUTUYECKUM NEPEMEHHBIM, ONPEAENEHHBIM B pasaene 8, AOMKHO ObiTb BEpUULMpoBa-
HO. Ecnu Ans HOBOTO CeMencTBa NPoayKTOB U/MNKU HOBOW KOHGhUrypaLmm 3arpy3ku AormkeH ObiTb UCNONb30BaH
YKE UMEIOLLMIACH NPOLECC CTepunu3anmm, npegensl 9KCno3uuuu, onpeaeneHHble B pasaene 7, AOMmkHbl ObiTb
nepecMOTPEHbI, a AOCTUKEHME MUKPOOUonornyeckon achPeKkTUBHOCTM, onpeaeneHHoe B pasgene 8, AOMKHO
6biTb BEpUdULMpoBaHO. Ecnu napameTpbl NpoLecca U3MEHAIOTCA B XoAe nocneayoLlei pa3pabotku, cne-
ayet BepudmumMpoBaTb MUKPOBUONOrnyeckyto ShPEKTUBHOCTL M NPEAErbl KCMO3NLUMKN AN CYLLECTBYIOLLErO
cemMeiicTea (CeMENCTB) NPOAYKTOB.

9.4.5 Het gononHUTENbHON MHAhOpMaLUK.

9.4.6 Het ONonHUTENBLHON MHAYOpMaLUK.

9.4.7 HeT 4ONONHUTENLHOW MHGOPMaLUK.

9.5 AHanus u yTBepxaeHue sanuaauum

9.5.1 [laHHble, cob6paHHble B X04e Banuaauuu, AomkHbl ObiTb NEPECMOTPEHDLI U YTBEPKAEHbI HA3HAYEH-
HbIM ANs 3TOrO NULIOM, OPraHM3aLUuOHHO HE3ABUCUMBIM OT FULY, BbINONHABLUMX NCMNLITAHUS, TOTOBUBLUNX OTYET
0 Banuauuu, 1 OT nuL, OTBETCTBEHHbIX 3@ NPOU3BOACTBO.

9.5.2 [laHHble, Ucnonb3yemble ANA NOATBEPXKAEHMS Npouecca crepunu3auuu, AOSDKHbI BKIOYaTh B
cebsa (Mo Mepe NPUMEHUMOCTH):

a) cneyudmkaLuio ctepunusaTopa u niobbie nocrneayowme ee U3MeHeHus;

b) MecTo pa3ameLleHuss N YyHUKanbHbI MaeHTUUKATOP CTEPUNM3aTopa, HaNnpuMep, ero 3aBoACKON HO-
Mep BMECTe C Ha3BaHWEeM, aapecoM U3roTOBUTENS, TUMOM CTEPUNM3AaTOPa U CCbISIKOM Ha MOAENb;

C) AOKYMEHTAaUMIO, NOATBEPXKAAOLLYIO COOTBETCTBUE cneyudukaymam no 6e30nacHOCTH;

d) AOKyMEHTbI Ha cocya, pabGoTaloLwmii Nog AaBrneHUeM;

€) PyKOBOACTBO MO 0BCMNY>XMBAHUIO M rpachnk NaHOBOro 06CNYy>XMBAHUA CTEPUNM3aropa;

f) MHCTPYKLUMIO MO MOHTaXY;

g) MHCTPYKLMIO oneparopa;

h) konuu geknapauuii (CepTUPUKATOB) B COOTBETCTBUKU C TPEOGOBAHUAMMU HOPMATUBHBIX JOKYMEHTOB,
OTHOCALLMXCA K MEANLMHCKUM U3AenusamM (ECnm NpMMEHUMO);

i) BanMgauuoHHbIN MacTep-nnaHd, BanuaaLnoHHbIA NPOTOKOM U OTYET O BanuaaLum BMecTe C JOKYMEH-
TUPOBAHHbLIMU AAHHbIMU;

j) ctangapTtHble paboyne npoueaypbl 0BCNyMBaHUS, NPOBEPOK U UCTILITAHUI;

k) nogpo6Hble cBeaeHUst 0 NMoBLIX U3MEHEHUSIX, BHECEHHbIX B CTEpPUNKU3aATOP, B €ro Npubopbl unu B
CUCTEMY YNpaBreHus;

I) noapo6GHble cBegeHust 060 BCex 0BHapPYXEHHbIX HEUCNPABHOCTAX M MEPAaX N0 UX YCTPAHEHUIO;
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m) ONUCaHUA KOH(UIypaLum 3arpy3ku Ans Kakaoro TMna 3arpy3ku ctepunuaaropa/cemMeincTaa NpoayKToB;

n) AN NPOAYKTOB B KOHTEMHEPAX W, €CriM NPMMEHUMO, YNaKOBaHHbIX NPOAYKTOB (HaNnpuMep, NPOAYKTOB
B Tape) — pe3ynbraTthl UCNbITAHWIA HA NPOHMKaHWE napa AnsA KaXkgoro Tuna 3arpysku/ceMencTBa NPOAYKTOB;

0) mapamMeTpbl, UCNONb3YyeMble AN KOHTPOSA LMKNa CTepUnusaLmm, 1 Konuio cneumdukauum npouecca
cTepunusauuu;

p) naeHTMdnKaLuIo BCEro nepcoHarna, y4acreyoLLero B Banuaaynm, BMECTe € JaHHbIMU O NpodeCccuo-
HanbHOM KBanMduKkauum (B 4acCTu, KacawLLencs ux cnocobHOCTU BbINOMHATL paboThl):

- nporpamma nepearrecrauuu, NepuoanYeckuX U PyTUHHbIX NPOBEPOK/UCMLITAHUNA;

- obyyaloLme pykoBOACTBA AN PYTUHHOIO KCMIyaTaLMOHHOro nepcoHana;

- NOATBEPXKAEHUE, YTO CTEPUNM3ATOP CMOHTUPOBAH U MOAKIIOYEH K MUTAIOWMM CpefamM B COOTBETCTBUM
co cneuundumkaumen;

- NOATBEPXKAEHUE, YTO KanubpoBka ucnbiTatensHOro o6opyaosaHusa Obina sepuduumpoBaHa, U yTo
Kaxkgas uamepuTenbHas uenb 6bina oTkanubpoBaHa U noBepeHa, U (Npu HeoBxoanMocTu) Obinu NPoBeAEHbI
pPerynmpoBKu;

- NoATBEPXKAEHME, YTO 060pYyAOBaHNE ObINO NPOBEPEHO, M YTO OHO BbIMOHAET ONpeAeneHHbI NpoLecc
cTepunusauum ¢ NnpuemrnemMoi BOCNpoM3BOAUMOCTbIO;

- napaMmeTpbl Npouecca (BKoYas ux Aonycku), MCNosb3yemble A OLEHKU BO3MOXHOCTH BbIMyCKa Npo-
Aaykra;

- 3HaYyeHMe YCTaHOBKMU BO3AYLUHOMO AeTeKTopa W/unu uHtepnperauus 6Uonoruyeckoro nHankaropa, uc-
nosib3yemMoro B O4MHOYKY UNK B COMETAHUN C YCTPOMUCTBOM AN UCMIbITAHUA 9hPEeKTMBHOCTU Npouecca;

- Ans obopyaoBaHus, y)Ke HaxXoAALUErocs B 9KCnnyaTauum — pesynsrartbl 06CNy>XUBaHUA U NOATBEPX-
[leHne, YTO JaHHble, NOMyYeHHbIE U3 PYTUHHO 3KCMyaTaumu, ABNAITCH YA0BNETBOPUTENbHbLIMU.

10 TeKywWUn MOHUTOPUHI U KOHTPOJb

MpumMeyaHune — CoobpaxeHUsi, OTHOCALUMECA K Y4PEXAESHUSAM 34paBOOXPAHEHUS], MPUBEAEHLI B NPUNOXe-
Huu D, nogpasgen D.7.

10.1 JomkHa UMETLCA YTBEPKAEHHAA NporpaMMa pyTUHHOTO KOHTPONSA U ynpaeneHua. [laHHble, nony-
YEHHbIE U3 KOHTPONS W ynpasneHus, AOIMKHbI JOKYMEHTMPOBATLCS, NepecMaTpuBaTbCa, YTBEPXKAATLCA U
COXPaHATLCA.

10.2 Jlnya, OTBETCTBEHHbIE 3@ CTEPUNU3ALIMIO, AOIDKHLI YOeauTbCs B TOM, YTO NNaHoBOE OOCNyXuBa-
HWe 6bINo yCNEeLHO U NOMHOCTLIO BLINOMHEHO NEpes NyCKOM CTEPUNU3AToOpa B €XKeAHEBHYIO 3KCMIyaTaumio.
Kpome Toro, 4OMKHO MMETLCA CBUAETENLCTBO, YTO B OTHETHI 00 atTecTauumn (pyHKUMoHMpoBaHusa/nepuoauye-
CKOW peatTecTaumm BKIMIOYEHbl T€ CTEPUIM3aLMOHHbIE 3arpy3ku/CeMeicTBa NpoayKkToB, KOTOPbIE NPeaCTOUT
cTepunu3oBarb.

10.3 Cmotpute npunoxenue D, nyHkT D.7.2, B KOTOPOM NpUBEAEHbI COODPaXKEHUs, OTHOCALUMECA K
yupexaeHusam 30paBoOXpPaHEHHUS.

10.4 Mpochunu Temneparypbl U AABNEHUS B KAMEPE MOTYT F€HEPUPOBATLCA SNEKTPOHHBIM CNOCOGOM
UM NYTEM OLEHKW 3anucer 3Ha4YeHun Temnepatypbl U AABMEHUA, NONYYEHHbIX B X0A€ BbINOMHEHUA LuKna
cTepunu3ayun. 3atem atu npounu MoryT ObITb MCMONMbL30BaHbI ANSi CPABHEHUA C NPOGUNAMU, NOSNYYEHHbI-
MM B XO4€ Banugauuu.

Ecnu anAa Tekywlero KOHTPOMns AOMKEH ObiTb UCNONb30BaH GUONOTUYECKUI /NN XUMUYECKUN UHAWU-
KaTop, OH AOMKeH ObiTb pa3MeLleH B MecTe (MecTax), KOTopbie No pesynbrataMm Banuaauumu NpU3HaHbl Hau-
XyALWMMK ANA cO34aHMs YCnoBuiA crepunu3auumn. Kak anstepHatuea, UHAUKATOPbI MOTyT ObITh MOMELLEHbI B
MECTA, KOTOpble B pe3ynbrare UCMOoNb30BaHUA OQHOT0 U3 METOA0B, OnucaHHbIX B UCO 17665-1, npunoxeHus
C unu D npu3HaHbl Harpy3Kow Ha CTEPUNU3aLMOHHbIN NPOLECC, AOCTAaTOUHON AnA o6ecneyeHus neTanbHOCTu
B HaUMeHee AOCTYNHOWM YacTu NpoayKTa.

10.5 N3mepeHnsa TemnepaTtypbl CTepunu3auummn, nepuoga nnaTto U AaBNeHUs B Kamepe CTepunusaro-
pa ABNAOTCA 4OCTAaTOMHLIMU NPU paboTe C HeYyNnakoBaHHLIMU MEAULMHCKUMU U3AENUSIMU, CTEPUNU3YEMBIMU
HacCbILWEeHHbIM NapoM. Ecnu meguuuHCKoe u3aenue ynakoBaHO M/MNWU HEKOHAEHCUPYEMbIN ra3 MOXET ObiTb
yaepKaH B TaKMX 4acTaX u3fenus, Kak KaHanbl, TPyOKkM unu paclienuHbl, CneayeTt UCNosb3oBaTh €XeAHEB-
HO€ uCnbiTaHue Ha NpOoHMKaHWe napa. [Ins AoKka3aTenbCTBa HaNMMYUS HACLILEHHOrO napa u obHapyXeHus
ycnosuii o6pa3oBaHua neperperoro napa B 00beme kamepbl B X04€ Npouecca MOXET oKa3aTbCsi Heo6xo-
OUMbIM CpaBHEHWE U3MEPEHHOWN U pacyeTHoW Temnepatyp. Ecnu meanuuHCcKoe usgenue ynakoBaHO W/unu
HEKOHAEHCUPYEMBbIN ra3 MOXKET ObITb yAEpIKaH B TAKUX YacCTAX U3aenus, Kak kaHarnbl, TpyOKu Unu pacLienuHbl,
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3HaueHue Fp, paccunTaHHOe No TemMnepatype B kamepe, yke He OyaeT NpeACTaBnAaThL NETansHOCTL Npouecea,
a noToMy He MOXeT BbITb MCNONL30BaHO AMNA OLEHKM pesynsTaToB CTEPUNU3aLMOHHOIO npouecca Ans AaH-
HOTO TUNa MEAULIMHCKOTO U3aenus.

B aononHeHue K M3MepeHuto napaMeTpoB npouecca, Ans paboyero Lukna 4omKHO ObITb AOKa3aHOo Npo-
HUKaHWe napa B 3arpy3ky, Hanpumep, ¢ NOMOLLbIO BCTPOEHHOrO B CTEPUNU3ATOPR AETEKTOpPa BO3Ayxa u/unu
YCTPOICTBA KOHTPONA npouecca. M aeTekTop BO3gyxa, U YCTPOMCTBO KOHTPOINS NpoLecca AOMKHbI ObITh Be-
pUUUMPOBaHbLI U NPU3HAHBI TOAHLIMM ANA NPOAYKTa B CTEPUNM3ALMOHHON 3arpy3ke.

10.6 Temnepartypa XMAKOCTU B KOHTPOSbHbLIX KOHTEMHEPaX, HaXoAsLLMXCS B MECTaxX, MPU3HAHHbIX Hau-
6onee xonoAHLIMU U HanGonee ropAYUMMU YacTaAMKU CTEPUNU3ALMOHHON 3arpy3ku No pesynsratam psga Bbl-
MOMHEHHbIX NCCNEeA0BAaTENbCKUX LIUKIIOB, MOXET UCMONb30BaTLCA ANS MPOrHO3MPOBAHUS HAaMGonee HU3KOW U1
HanGoree BbICOKOM TeMNepartypbl 3arpy3ku, COCTOSILLEN U3 XMAKOCTER. MHorga Ans npOrHo3MpoBaHUSA BOC-
NPOW3BOAMMOrO TEMNEepPaTypHOro npoduna Hanbonee xonogHOro NPoAykTa MOTYT UCMOSIb30BATLCA TEMne-
paTypHble NPOMUNN, CreHepUPOBAHHLIE ANA Kamepbl CTEPUNM3ATOPa U LMPKYNUPYIOLLEN NEPEeHOoCALLEeN Ten-
no cpegbl. Ecniv HeoBxoanMo N3MepsATe TEMMNEPATYPY B KOHTPOIbHBIX KOHTEMHEPAX, PACTONIOKEHHbIX BHYTPU
CTepUNM3yemon 3arpy3ku, MOXXHO pacCMOTPETb NPUMeHeHne 6eCnpOBOAHbIX CUCTEM U3MEPEHNUS.

10.7 HeT gononHuTensHOM MHPOPMaLUu.

11 Bbinyck npoaykuun nocrie crepunusauymm

11.1 Peaynbratbl NNAHOBbIX NEPUOANYECKUX UCMbITAHUIA AOIKHBI BbITb OTMEYEHbI B JOKYMEHTALMUMN NO
BbIMYCKY NPOAYKLUWM.

Beinyck npoaykta MoXeT 6bITb OCHOBAH Ha CPaBHEHWW TEMNEPATYPHOIO NPOUNSA CTEPUNU3aLMOHHON
KaMepbl C TEMNepaTypHbIM NpoduneM, N3amepeHHbiM NMb0o B KOHTPONLHOM NpoaykTe (npoaykrax), nmbo B
MecTe (MecTax), B KOTOPOM TEMMEPATYPHbIV NPOunb BHYTPU NPOAYKTA MOXET ObiTb CNPOrHO3upoBaH. Ans
BbINyCKa NPOAYKTa MOTYT ObITb TAKXXE UCMOSIb30BaHbI AaHHbLIE 0 AOCTUXEHUU CneuudULIMPOBAHHbIX 3HAYEHUI
Temneparypbl CTepunusaummn, nepuoga nnarto U NonoCkL TEeMNepaTyp crepunusaummn B Mecte, B KOTOPOM Bpe-
MS BbIEPXKKU MOXKET BbITb CPOrHO3UPOBAHO.

Ana MeauuUHCKMX U3aenui, CTepunuayemMbliX HaCbILEHHbIM NAapoM, BbiMyCK, OCHOBbIBAIOLLIMIACS UCKITIO-
YNTEMbHO Ha TeMMepaType CTEpUNU3aLUM U BPEMEHU BbIAEPXKKU, AOIDKEH ObITb OFPAHMYEH TOSNBKO HE YNaKo-
BaHHBIMU MEAWNLMHCKUMU U3AENUSMMU.

Ecnu xumnyeckue n/mnu Guonoruyeckue MHAUKaTopbl UCMONb3YIOTCA PYTUHHO, OHU AOSMKHBI CHUTATLCA
YacTblO KPUTEPUEB BbIMYCKA U AOIDKHbI ObITb AONONMHEHUEM K MU3MEPEHUIO (PU3UYECKMX NAPAMETPOB.

LlenocTHOCTb ynakoBOK U KOHTEAHEPOB AOIDKHA MPOBEPSATLCSl BU3yanbHO NOCAE BbIFPY3KM MPOAYK-
Ta u3 crepunuaaropa. MoBpeXaeHHbIE YNAaKOBKM U KOHTENHEPbI AOIDKHbI CHUTATLCA HE COOTBETCTBYIOLLUM
TpeboBaHMAIM NPOAYKTOM. AHANOMMYHO 3TOMY TpeboBaHUIO AOMMKHA UMETLCA elle AeNCTBYIOWAa cuctTema,
COOTBETCTBYIOLMM 06pa3om OTOPaKOBLIBAIOLLAS BIIAXHbLIE YNAKOBKM C LENbIO NPeAoTBpaLUeHMs nonagaHus
PEKOHTaMUHUPOBAHHBLIX NPOAYKTOB B pacrnpefenurenbHyto ceTb. Cyluka AOMmMkHA ObiTb BbINOSIHEHA B cpeae
C KOHTPONUPYEMbIM KONTMYECTBOM YaCTUL, U MUKPOOHbIX KOHTAMUHAHTOB. [NA 3TOW Lenu MOryT noaAxoauTb
nomeLleHuns knacca 7 cornacHo onpeaenenunio UCO 14644-1[14] .

11.2 NaenTudukaums crepunusoBaHHbIX U He06paboTaHHbIX MPOAYKTOB MOXET ObITb OCYLLECTBNEHA C
noMoLLbI0 husndeckmx bapbLepoB, NPOXOAHLIX CTEPUIIU3ATOPOB M MHANKATOPOB CTEPUNU3aLMM HA YNAKOBKaXx.

12 NopaepxaHune 3pheKTMBHOCTU NpoLecca

12.1 fleMoHCTpauua HenpepbIBHON 3P PeKTUBHOCTHU

Bo Bcex cnyvasx, KOraa 3anucu TEKYLLIErO KOHTPORS, NEPUOANYECKUX UCNbITAHWI U aTTecTauun yHk-
LIMOHMPOBAHUA YKA3bIBAIOT HA HEMPUEMITIEMbIE OTKITOHEHUS OT AAHHBIX, NONYYEHHLIX NPU Banuaauum, npu-
YMHA STUX OTKNOHEHUM AOMKHA ObITb MAEHTU(ULIMPOBAHA, a CTEPUNN3ATOP NOABEPTHYT NepearTecTaumu.

Ecnu crepunmsatop ucnonb3yercs peako, nepuoasl 6e3nencrens MoryT NpUBOAUTL K U3MEHEHUSIM B
ero paGoTe UM K U3MEHEHNAM NUTAIOLLMX €10 cpef. ATO, B CBOIO 0Yepeb, MOXET NPUBOAUTD K BbINOSIHEHNIO
npoLecca, He COOTBETCTBYIOLLIErO CrieuduuUMpoBaHHOMY npoLieccy. Ecnu ctepunusaTop nepuoauHeECku npo-
CTauBaeT, CNeayeT BbIMOMHUTL KPUTUYECKUI NEPECMOTP AAHHBIX C LENbIO YCTAHOBNEHUS BUAHNA NPOCTOEB
Ha 3P(PEKTUBHOCTL MPOLIECCa M ONpPEeAErieHNs Mep, KOTOpLIE CreayeT NPEANPUHATL AN YTOMHEHUA PYTUH-
HOTO MOHWTOPWHIA, UCTILITAHWIE UMM HEOBXOAUMOCTM nepeartTecTauuu, noaTeepKaaowmx ahHeKTUBHOCTb
npouecca. Hanpumep, cnefilyeT pacCMOTPETb BO3MOXHbLIE MOCNECTBUA EXXEHEAENbHOIO OTKMIOUYEHNS CTepU-
nu3aTtopa Ha BbIXOAHLIE AHW UMK BNUSIHWE HA 3Ch(DEKTUBHOCTL MPOLIECCa SHEProcGeperaLwmx CUCTEM.
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12.2 NoBTOpHan kanubpoBkKa

MpumMmeyaHue — CoobpaxeHns, OTHOCSLLUMECA K yUpeXeHUsIM 34paBoOXpaHEHUs, NPUBEAEHbl B NpUNoxe-
Hum D, nynkT D.9.1.

WHTepBan mexay noBTOPHLIMM KanuMGPOBKaMKU KaXKAO0N U3MEPUTENLHONM LIENU HE [OIDKEH MpeBbILLATh
12 MecsILEB U MOXET GbiTb YMEHBLUEH, €CMIM BbIMONHANOCHL BHEOUYEpeaHOe 0GCnyxuBaHue unu obinu nomny-
YeHbl J0Ka3aTeNnbCTBA HETOUYHOCTM U3MEPEHUIN.

12.3 TexHuyeckoe o6cnyxuBaHue 06opyaoBaHust

MpumeyaHue — CoobpaxeHns, OTHOCSLLUMECA K YUPEXAEHUSAM 3[1paBOOXpaHEHUS, NPUBEAEHLI B MPUNOXe-
Huu D, nyHkt D.9.2.

12.3.1 Crepunu3sarop AOmKeH ObiTb NEPUOANYECKU MPOBEPEH C LIENbIO NOATBEMKAEHUSA TOr0, Y4TO OH NO-
npe>xxHeMy MNpPOAOMKAET COOTBETCTBOBATL crneLmdUKaLmm, U Yto He 0OHApY>XeHO CBUAETENLCTB €ro Henpa-
BUITbHON paboTbl. [JOomkHbI Takke ObiTh BbINOMHEHBI MPOBEPKM M UCTILITAHUA ANS f0Ka3aTenbCcTea TOro, 4to
obopynoBaHue no-npexHeMy 6esonacHo B akcnnyarauum (cm. MOK 61010-2-040[24]), u uTOo BCE NUTaIOLWMNE
cpenbl COOTBETCTBYIOT TpeBOBaHUAM.

12.3.2 JomkHa GbiTb paspaGoTaHa cxeMa TexHU4eckoro obcnyxueanus Ha 6ase pekoMmeHaauwn us-
rOTOBUTENSI CTEPUNU3aTOpa, U3FOTOBUTENS (M3FOTOBUTENEN) CPEACTB U3MEPEHUS, a Takke Ha 6a3e AaHHbIX,
NONYYEHHbIX U3 PYTUHHBLIX PaboT N0 0BCNY>XUBAHUIO, UCNILITAHWUM, BLIMOMTHEHHLIX HA 3ABOAE-N3rOTOBUTENE U
OnbITa, NOMYYEHHOTO B X04E 3KcnnyaTauuun. [Ana Kaxaoro ctepunusaropa aomkeH ObiTb paspabotaH Habop
npoueayp, coaep>aLumin NoMHble MHCTPYKUMUW ANSA BbINONHEHUS KaXaon 3agadqu, BXOASLLEN B TEXHUYECKOE
ob6cnyxumpaHne. Cxema TexobCnyxMBaHUS U 4acTOTa UCNONMHEHUA KAaXAO0W BXOAALLEN B HETO 3a4a4M JOIDKHbI
ObITb OCHOBaHbI HAa PekOMEHAAUUAX, NPEACTABNEHHbIX N3rOTOBUTENEM CTEPUNKU3ATOPa, SKCMNyaTaLMOHHON
Harpyske Ha CTepunu3aTop U Ha coobpaxkeHusx 6e3onacHoOCTH.

12.3.3 [locne 3aBepLUEHUS KAXAOTO0 TEXHUYECKOro 0OCNYXMBaHMSA AOMKHbI BbINOSIHATLCA NPOBEPKU
o6opyaoBaHuA U €ro hyHKLMA.

12.4 MepeatTecrauus

MpumeyaHune — CoobpaxeHns, OTHOCALMECH K YUPEXASHUAM 3[APaBOOXPaHEHUs!, NPUBEAEHbLI B NPUNOXe-
Hun D, nyHkT D.9.3.

MepeatTecTauusi BbINOSHSAETCA C LENbIO NOATBEPXAEHUS TOr0, YTO U3MEHEHUs! He yxyawmnu acdek-
TUBHOCTb MpoLecca CTepunuaauumn, 1 YTo AaHHble, NOJyYEHHbIE B X04€ Banuaauuu, no-npexxHemy BanuiHb.
Insa 3awuThl OT HEAOKYMEHTUPOBAHHbIX UBMEHEHMI OXBAT U MHTEPBAN MEXIY Ka)aoii 4acTbio nepeatrecra-
LMW AOMKHBI ONPeaensaTbCs Mo TUMY AaHHbIX NpoLecca, NOMyYeHHbIX U3 NepPUOAUYECKMX UCTILITAHWIA, U U3
[JaHHbIX, BEpUMULMPYIOLLIMX PYTUHHYIO BOCMPOM3BOAUMOCTb NapaMeTpoB npouecca. Kak npasuno, nepear-
TECTauus BbINOJHAETCS €XETOAHO.

Oxgsat paboT no nepearrectauun OyaeT 3aBUCETb OT NPUYKH, BbI3BABLUMX HECOOTBETCTBME B paboTe;
ecnu Gbina BbiNOMHeHa 3aMeHa komnoHeHTa (cMm. MCO 17665-1, nyHKT 12.5) unu BHECEHbl U3MEHEHUA B
CUCTEMY YNpaBneHusi, TO MOXET ObITb AOCTAaTOMHO [0Ka3aTb MOBTOPSIEMOCTb aTTECTOBAHHOrO CTepunusa-
LIMOHHOTO uMkna. Ecnu ke, B criyyae MCNONHEHUs npouecca ¢ ynakoBaHHbIMU U34eNMsiMU UK C NOPUCTOIA
3arpysKkoii, HeMCcnpPaBHOCTL 3aKnoyanach B HaTekaHUKM BO3ayXa B KAMEPY, TO MOXKET OKa3aTbCsl HE0OX0ANMbIM
TONbLKO NOBTOPUTL UCTIbITAHWE KaMephl Ha YTEUKY, a 3aTeM BbINOMNHUTb UCMLITAHWE Ha NPOHUKaHUE napa.

MepeatTectaumsa  SKcnnyaTupyemoro 06OPYAOBaHUS MOXET MOHaA0bUTLCS TaKkKe B Criy4ae CMEHbI
npoayKTa, ero ynakoBk1 Unu KOHAUIypawum 3arpysku, Unm Korga AaHHble O CTEPUNM3YEMON 3arpy3Kke He ykna-
AbIBAOTCA B CNeUMUUUPOBaHHbIE NPEAENbI.

Ecrnu B xo4e nepearrecrtayum UCMOMb3YOTCA BUONOrMYECKME MHANKATOPbI, UX XapaKTEPUCTUKN A ONK-
Hbl ObITb MOEHTUYHBI TEM UHAMKATOPAM, KOTOPbIe MCMONb30BanuCh B XoAe Banuaauuu. Niobble n3MeHeHus,
CNoco6HbIe Bbl3blBaTb COMHEHUS OTHOCUTENBLHO 3PEKTUBHOCTM NpoLecca CTepUnM3aLum, 4oMmKHbl MHULY-
upoBaTb NpoLeaypy nepecmorpa.

Onsa o6rneryeHns cpaBHEeHNUs AaHHbIX aTTECTaLMKU SKCNNyaTupyemoro o6opyaoBaHus U nepearrecrtauum
CUUTaEeTCA HOPManbHbIM UCMNONBL30BaTb OAWH U TOT e chopmMar oTyerTa.

12.5 OueHKa N3MeHeHu#n

HeT AONOMHUTENBHLIX YKa3aHWuii.
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MpunoxeHue A
(cnpaBouHoe)

OueHkKa npouecca cTepunusaummn, 6asupylowascs B Nnepseylo ovepenb HA U3MEPEeHNN PU3NYEeCKnX
napamMeTpoB

A.1 BBegeHue

A.1.1 OueHka npolecca cTepunu3anum sTUM METo40M NPOBOANUTCH 0BLIYHO Ha OCHOBAHUW AaHHbLIX, MOMYyYEHHLIX B
pesyneraTe BbIMOMHEHWUS Cepun NOCiefoBaTeNbHbIX UCMbITaHWA. Kaxaoe ucnbiTaHne AOMmMKHO paspabaTbiBaTbesi C LiENbIo
naeHTUdMKaLmm dakta JOCTMKEHNA OJHOMO UNU HECKOMbKUX MapamMeTpoB, cneumduLyMpoBaHHbIX ANA CTEPUNU3ALIMOH-
Horo npoLiecca.

WUcnbiTaHna n TpeboBaHus kK pabounmM xapakTepucTukam, AeTann3npoBaHHble B AaHHOM MPUNOXEHUM, SBISHOTCS
rpuMepamu U OTHOCATCA K CTepunuaaTopam, COOTBETCTBYOWMUM Tpeboarnuam EH 285[25] n npumeHumbl npu ycrnosuu,
4YTO MCMonb3yeMble UcnbITaTenbHoe obopyfoBaHue W Mpoueaypbl Takke oTBevatoT TpebGoBaHuaM EH 285 (cMm. Takke
NCO 17665-1, nyHkT 9.1.4). TpeboBaHUA K UCMBITAHUAM U pabovnM XapakTepucTukam Ansa ManblX CTEpUNM3aTopoB AaHbl
B EH 13060[38].

CTepunusaTopel, cooTBeTcTBYIOWMNE TpeboBanuam EH 285 unu EH 13060, npegHasHaqeHbl B Nepsylo ouvepeab
NS UCNonNb30BaHUS B CUCTEME 3[,paBOOXPAHEHUS, OAHAKO OHU MOTYT UCMONb30BaTLCA U B NPOU3IBOACTBE MEAULIMHCKNX
nsgenui.

A.1.2 Ona cTtepunuaatopos, He cooTBeTcTBytoWmMX EH 285 unu EH 13060, MoXeT GbiTb HEBO3MOXHO AOCTUXE-
HWe KpUTepUueB NpuemMrnemMocTu, NpuBeEeHHLIX B JaHHOM MPUNOXeHUA. [na Takux cTepunu3aTopoB AOKYMEHTUPOBAHHbIE
BanWaauUMoHHbLIe MpoLenypbl MOryT BKoYaTe B ceba WCMbITaHUS U NPOLEAYPLl Kak U3 AaHHOrO NPUIIOKEHUA, Tak U U3
npunoxeHus B. MonyyeHHble B XoAe UCNbITaHWIA AaHHble MOryT BbITh 3aTeM UCNONb3oBaHbl ANS BepudUukauun adpdek-
TUBHOCTY paccMaTpMBaeMoro CTepunu3aLloHHoro npolecca, npegHasHadeHHoro Ans o6paboTkn MeguLUMHCKOro uagenus
(n3genuid). STOT NOAXOA MOXET TakkKe oKa3aTbCs NOAXOAALLMM NPU EeMOHCTPaLN COOTBETCTBUA TPeGOBaHUAM 3aKOHO-
faTenbCcTBa 0 MeWNLMHCKUX M3fenusx (ecnu Heobxogumo).

A.1.3 MNpu BIGOpe ncnbITaTenbHbIX NPUGOPOB AN BanuAaLMOHHbIX UCCIEA0BAHUIA U PYTUHHBIX UCNBITAHWIA cnegy-
€T YAENATb BHUMaHWe KOMMYeCTBY U TUNam HeoBX0AMMbIX CUTHanNbHbLIX BXOA0B. [oMmKHbI 3anUcbiBaTbCA AaHHble TeMne-
paTypbl U faBnenuns. MoryT noHagobuTbCa U gpyrue BXoAHbIe curHansl. Hanpumep, ucnbitaHus Manblix 3arpy3ok (cm. A.4)
TpebyeT UCMonb3oBaHWA Kak MUHUMYM CeMU CUrHamnbHbIX BXOAO0B AN AaTYUKOB TemnepaTypbl U OAHOMO CUrHanbHOro
BXOAa ANA faTyuKa faBreHus.

A.2 VcnbITaHUA NOMOW 3arpy3ku

A.2.1 OTO UcnblTaHWe Ha NPOHUKaHWE Napa BHYTPb MeAUUUHCKOrO U3fenusa (U3fenuii), cogepxallero KaHanbl.
McnblTaHne oCcHOBaHO Ha KOHTPOSIbLHOM M3Aienun, NpeacTaBnsioweM Nonyto 3arpysKy, M3anoxeHHsiM B EH 285, npunoxe-
Hue A, nogpasaen A.1. 3To UcnbITaHNe JOMNOMHAET APYrue UCNBITaHUSA, B KOTOPLIX AOMMKHA UCMONbL30BaThCs CTaHjapTHas
KOHTpofbHas ynakoBka (cM. A.3).

A.2.2 Pe3ynbrar UCMbITAHUSA C NOJIOi 3arpy3Koi OLEHUBAETCA NO IKCMO3ULUA XUMNYECKOTO UHAMUKATOpa, BCTABNEH-
HOro B KOHTPONBHOE U3aenue.

A.3 CtaHaapTHas KOHTpoONnbHas ynakoBKa

A.3.1 CtaHaapTHasa KOHTpONbHas ynakoBka UCNONb3YeTCA B UCMLITAHNAX ¢ HEOOMbLLUOW 3arpy3Koi, ¢ NONHON 3a-
rpy3KoM, ucnbitaHum bosun — [Juka, ucnbiTaHUAX AeTeKTopa BO3Ayxa, BNAaXHOCTU TEKCTUNBLHOW 3arpyskun, a Takke MOXeT
MCMONb30BaTLCA AN MPOAOMKUTENBHBIX [MOCTOAHHBIX] UCMBLITAHUI Ha COOTBETCTBUE TPeBOBaHNAM, U3NOXEHHLIM B NPK-
noxeHuu A, nyHktaxA.3.3,A36u A3.7.

A.3.2 CtaHaapTHas KOHTpOSibHasA ynakoBka AOMKHA COCTaBNATLCA W3 YUCTLIX IMagKkux Xron4aTobymadkHbIX nNpo-
CTbIHE, KaXasi U3 KOTopbIX JormkHa BbiTh oT6eneHa Ao YucToro 6enoro UBeTa U MMeTL pa3Mep nopsagka 900 x 1200 mm.
KonuuecTBO HUTEl Ha CAaHTUMETP B OCHOBE TKaHU A0MKHO 6biTh 30 £8, a KonnuecTBo yTOUHBIX HUTEI Ha cCaHTUMETP — no-
psaka 27% 5 Bec NPOCTLIHN AOMKEH COCTaBNATL OKONO 185%5r/M2, a KPOMKM, KpoMe BOKOBbLIX, OMKHBI 6bITE NoapyGneHsbl.

A.3.3 HoBble unu 3arpsisHeHHble NPOCTbIHW A0SMKHbI GbiTh BEICTUPaHLI, HO BO BpeMsi CTUPKU He AOMKHbI 06pabaTbi-
BaTbCS HUKaKMM KOHAWULMOHEepOM Ans TkaHel. MpocTbiHM 4omkHbI BbiTb BICYLWEHbI, @ 3aTeM NOoABEPrHyTbl BbigepxKe npu
TeMnepatype okpykatoLlei cpeabl oT 20 °C ao 30 °C npu oTHOCUTENBHOW BRaxxHocTu oT 40 % ao 60 %.

MpuMeyaHune — KOHIMUUOHMPYIOLLNE areHTbl ANA TKaHeR MOTYT BNIUSATL Ha XapaKTepUCTUKU TKaHW U cofiep-
XaTb 106aBku, cnoco6cTByOLLME 06pa3oBaHNIO B CTEPUIN3ATOPE AONONHUTENBHLIX HEKOH/1EHCUPYIOLUNXCS Fra3oB.

A.3.4 lNocne BbiAEp>KKN NPOCTbIHK JOMKHBI GbITE CNOXeHbI 40 pasMepa npuMepHo 220 x 300 MM, Kak Nnoka3aHo Ha
pucyHke A1,

A.3.5 3aTeM NpocTbiHM AOMKHbI ObITb CNOXEHbI B CTOMNKY BLICOTON NpuMepHo 250 MM (Mocne HaXaTua Ha CTOMNKy
pykoit). CTonka nNpocThIiHEd 3aTeM obopaunBaeTca aHaNOrM4YHoON TKaHblo, M 06epTKa 3aKpennseTca CTepPUNU3aLMOHHON
TEHTOIA LUMPUHOI He Gonee 25 MM. [ins cTepunn3atopos, He cnocobHBIX BMECTUTL BonbLUe 04HOro Mogyns, BelcoTa CTon-
KU AOIDKHA COCTaBrATb NpuMepHo 150 MM.
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A.36 OO6wuii BeC CTaHAPTHOW KOHTPOMbHOW YNakoBKM AOMKEH COCTaBNATL npumepHo 7,0 + 0,14 kr (npumepHo
30 npocTbiHeit), a ansa HebonbLumx ynakoBok — 4,0 + 0,16 kr (npumepHo 17 npocTbiHeit). MNocne ncnonb3oBaHMA cTonka
NPOCTLIHEN COXMETCS. Ecnn BeC NpoCTLIHEN, COCTaBNSAIOLMX CTONKY BLICOTON 250 MM, NpeBLICUT 7,14 K, YacTb NPOCTbI-
Hel A0MKHa ObITb U3bsATA. AHANOMMYHO, ECIIU BEC NPOCTLIHEN, COCTABMNSAIOLLMX CTONKY BbicoToi 150 MM, npeBbicuT 4,16 Kr,
4acTb NPOCTbLIHEN TaloKe AOMKHA ObITh U3bsTA.

A.3.7 HenocpeacreseHHO Nepef Ucronb30BaHUEM TeMNnepaTypa BHYTPU CTONKW AomkHa ObiThb B npeaenax or 20 °C
80 30 °C npu enaxHocTtu ot 40 % a0 60 %. NMocne ucnonb3oBaHUA yNakoska BIHUMAETCA U3 CTepunu3aTopa u NpoBeTpU-
BaETCA B OKPyXaloLLei cpefie C aHanorMyHLIMU NapaMmeTpamm.

A.3.8 KoHTpOnbHbIe YNakoBK1, COCTOSILLUE U3 PA3NUYHLIX MAaTEPManoB C pasnuuHbLIMU pasmepamu, MOryT UCnofb-
30BaTLCS NPU YCNOBUU [I0KA3aTENbLCTBA MX 3KBUBANEHTHOCTU TPeOOBaHUAM UCTILITAHWIA, B KOTOPbIX JOMKHA MCMONb30-
BaTbCS CTaH/APTHAs KOHTpPOnbHas ynakoeka (cM. UCO 11140-4[56]).

VR

Pasmepbl B MM

V—I ’ |
1 !
[ ! N S
o
+ S 3
3 {
~ 1200 ~ 600
1 croi, HeCnoXeHHbIN 2 CNoA, CNOXEHHBLIE OAHOKPATHO
e
nlEy | g
‘ _l 3 2
| ] 2 - ? 8
N
2
~ 600 ~ 300 ~ 300
4 cnos, AByKpaTHO 8 cnoes, TpexkpaTHo 16 cnoes, YeTbIpexkpaTHO
CNOXEHHbIe CNOXEeHHbIe CNOXEHHbIe

PucyHok A.1 — CknagbiBaHne Kaxgoi NPOCThIHU

A.4 TepmomeTpuyeckme UCNbITAHUA

A.4.1 TepmomeTpUyeckue UCNbITaHUS C MarNon 3arpy3Kon

A.4.1.1 3T0 UcnbiTaHWe HAa NPOHUKaHUE Napa B CTaHAAPTHYIO KOHTPOIbHYIO ynakoBky (cM. A.3). OnucaHHylo KOH-
TPOMbHYIO YNAKOBKY UCMONBL3YIOT C LieMbio ONpeaeneHns NonHoTEl yaaneHWsa Bosayxa, AOCTAaTOMHOro Ans artTectauum
CTEPUNM3aLIMOHHOTO NpoLecca, NpeAHasHa4YeHHoro Anst 06paboTku LIMPOKOro psiAa KaHKoMb, METANNUYECKUX U TEKCTUMb-
HbIX MPOAYKTOB. [INs1 BbINONHEHUs AaHHOTO UCTbITaHUSA onpeaerneHHOe KONMMYECTBO AAaTUUKOB Temnepartyphl (5) pasmella-
10T Ha pasHbIX YPOBHAX BHYTPU CTAHAAPTHO! KOHTPOMLHOW YMAKOBKU BOKPYr €€ BepTuKarnbHoii ocu. PUcyHok 6, npuBeaeH-
Hbi B EN 285, unnioctpupyet npmHUMN pasMeLLeHns aTiMkoB TeMneparypbl.

A.4.1.2 Kputepuu npuemnemMocTu Ansi AaHHOTO UCMbITaHUS credyloLme:

a) nonoca TemnepaTtyp CTEpUNM3auun A0MKHa UMETb HWKHUIA Npefen, paBHblil TemnepaType crepunuaauuum, u
BepXHUIA Npeaen, paBHbIil TeMnepaTtype crepunu3alum nnioc 3 °C;

b) Bpems BbipaBHUBaHUSI HE AOMMKHO MpeBbillaTh 15 ¢ ANA CTepuNU3aLUUOHHBIX KaMmep C nonesHbiM 06LeMoM Ao
800 n u He npeBbiWaTL 30 ¢ AnsA kamep GonbLUErO pasmepa;
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C) BO Bpemsi nepuoga nnarto temneparypa, U3MEepeHHan Hag KOHTPOMNbHOW YyNakoBKOW, He AOMMKHa MpeBblluaTh
TemnepaTypy B KOHTPOJSIbHOW TOYKE M3MepeHUst TeMMnepaTypbl B Kamepe cTepununsartopa bonee, 4em Ha 5 °C B TeyeHue
nepsbix 60 ¢, 1 6onee, YeM Ha 2 °C B Te4eHUe OCTaBLUErOCH BPEMEHMU;

d) Bo BpeMs BbIfepXKKM TemnepaTypa, UsMepeHHas B KOHTPOSBbHOR ToUKe U3MepeHNsa TeMnepaTypbl B KaMepe cTe-
punusatopa, nobas TeMnepatypa, N3aMepeHHas B TOT Xe MOMEHT BHYTPU KOHTPOSbHOW YNakoBK1, U COOTBETCTBYOLLAA
Temneparypa HacblLLeHHOro napa, paccyutaHHas no faBneHuto B Kamepe, AOMKHbI HaXoAUTLCA BHYTPU NOMNOCHI Temmne-
paTyp CTepunusauum U He AOMKHbI OTMYaTeCsA ApYr oT Apyra 6onee, Yem Ha 2 °C (cM. NyHKT 6.1.2).

€) Bpems BbIAEPXKKU AOMKHO BbITb He MeHee 15 MuH, 10 MUH U 3 MUH ANa TemnepaTyp cTepunusauum 121 °C,
126 °C 1 134 °C cOOTBETCTBEHHO.

A.4.2 TepmomMeTpHUUeCKUe UCNbITAHUA C NOMHON 3arpy3Koi

A.4.2.1 3T0 MUCMbITaHUE Ha NPOHUKaHWe napa B CTAHAAPTHYIO KOHTPOSLHYIO YNakoBKy MakcumarnbHOro pasMepa,
OHa AOMOSHAET UCMbITAHUE C Manoii 3arpy3koi. KOHTponbHas ynakoBKa U3 TEKCTUMS MNOMeLLaeTes B LIEHTP NOMHON 3a-
rpy3Ku, COCTOALLEN U3 TEKCTUNbHBIX U3AEMUiA.

A.4.2.2 KpuTepuu npueMnemMocTu A5 JaHHOrO UCTBITAHWUA Takue e, Kak Ans UCMblTaHWA ¢ Manow 3arpy3Kkoi, 3a
UCKITIOYEHMEM TOro, YTO He BbINOMHAETCA U3MEPEHNE TEMNEPATYpPbl Haf KOHTPONbLHOM YNaKoBKOA.

A.5 cnbiTaHne BoBu-Auka

A.5.1 370 uUcnbITaHWe Ha NPOHUKaHWe napa, Takoe Xe, KaK UCTbITaHWe ¢ Manow 3arpy3koil, HO NpefHa3HavyeHHoe
ONA eXeJHEeBHOro BbINOMHEHUSA. B LieHTpe cTaHfapTHOW KOHTPOMbHOW YNakoBKKM pasMeLlaeTcsd XMMWYECKUA MHAMKaTOoP,
cooTBeTCTBYOWMIA TpeboaHuaM NCO 11140-3 [55], ycnellHoe NpoXoXAeHNe UCNbITaHUs onpeAensaeTcs No paBHoOMep-
HOMY W3MEHEHWIo LiBeTa UHAKaTopa.

OpwuruHaneHas paboTa, Ha KOTopoi OCHOBaHO WUcnelTaHne Bosu-Auka, npusefeHa B ctatee boeun un Ap. [44].

A.5.2 CTaHfapTHas KOHTponbHasa ynakoBKa, U3NOXeHHast B npunoxeHun A, nogpasgen A.3, npefacraBnaer ans
rpolecca CTepunn3aumMm Harpyaky HOMWHamnbHO TaKyto Xe, Kak Harpyska OT TeKCTUMbHOW YMnaKoBKM, onucaHHoi Bosw.
B KavecTBe ansTepHaTUBLI A4NA NpoBeAeHUs UcnelTaHna boeu-[uka Ha NpoHUKaHWe napa co cTaHAapTHON KOHTPOrbHOM
YNaKoBKOW MOTYT MCMONb30BaTLCA MHAMKATOPLI, CooTBeTCTBYOLWME TpeboBaHusm NCO 11140-4 [56].

A.6 VicnbiTaHUe Ha CKOPOCTb HaTeKaHUA Bo3ayxa

Paboune xapakTepuCTUKK1, onpeaeneHHble B NpunoxeHun A, nogpasaensi A.2, A4 n A 5, ocHoBaHbl Ha JOCTUXEHUM
HW3KOro YpOBHSI OCTATOYHOro BO3ayxa.

HaTekaHue BO3fyxa B Kamepy cTepunn3aTopa BAUAET Ha 3TOT ypOBEHb, M OHA He [oMKHa MO3BOMATL AaBMeHUto
B kamepe Bo3pacTaTb 6onee, Yem Ha 0,13 klMa/muH (1,3 MBap/MWH) Npu n3MepeHnn faBrneHns B kaMepe nopsgka 6 klla
(60 mBap) unu Huxe.

A.7 VicnbiTanus pyHKUMI AeTekTopa BO3AyXa (ecnm MMeeTcsl) ¢ ManoW 3arpysKkoii, ¢ NOMHOM 3arpy3koi

A.7.1 OTW ucnbITaHUA UCMONb3YIOT ANSA HACTPOWKKU JeTeKTopa Bo3dyXa Ha perncTpauunio HeUCNpPaBHOCTU, €ChKn Co-
AepXaHne ocTaToYHOro Bo3flyxa B KaMepe A0CTaTOYHO, YTOObl MPUBECTU K HeyAa4HOMY Npoueccy ¢ Manown 3arpyskon
(cM. A.4.1) n nonHoli 3arpy3koi (cMm. A.4.2).

A.7.2 [letekTop BO3lyXa AOMMKEH PEruCTpUpoBaTb HEUCTIPABHOCTb, €CNN B Ha4Yane BpeMeHW BbipaBHUBaHWA Ha-
NUYMe OCTaToMHOIo Bo3fyxa NPUBEAET K pa3HuUe Mexay Hauboree HU3KOW TeMnepaTypoil, USMEpPEHHOW B CTaHAApPTHON
KOHTPONbHOM yrakoBKe (MCMONb3yeMOil B MCNBITAHMSAX, U3NOXKEHHBIX B NPUNOXeHun A, nogpasgensl A.4.1 u A.4.2), n Tem-
nepaTtypou, U3MepeHHO B KOHTPOSNBLHON TOUYKEe U3IMEpPEeHUa TemnepaTyp B kaMmepe, npesbiwatowein 2 °C.

Ons cTepunnu3aumoHHbIX Kamep, HECNOCOBHBIX BMECTUTL 3Ty KOHTPOMbHYIO YNakoBKY U3-3a CBOUX Manblx pasme-
poB, UCMONL3YeTCA MeHbLLAs Mo pasMepam Bepcust KOHTPONbHOW ynakosku (cmoTpute A.3).

A8 CyxoCTb 3arpy3ku — Marnasl M NoriHasl 3arpy3Kku ¢ TeKCTUIeM, NONHasa 3arpyska ¢ MeTanniomM

OTU WUcnbITaHMS UCMONb3yloTCA ANS BepuduKauun Toro, YTo NocTpoeHue paboudero uukna, Bbibop napaMeTpoB
npouecca 1 BNaXHOCTb Napa TakoBbl, YTO YPOBEHb OCTATOYHOIN BNaXHOCTU 3arpy3ku B KOHUE npouecca cTepunuaauumn He
yBenuuusaetcs 6onee yem Ha 1 % Ans TekcTuns, u 6onee 4em Ha 0,2 % Ansa meTanna.

A.9 UcnbiTaHnA Ha ypoBeHb 3BYKOBOW MOLLHOCTHU

UcnbiTaHus, onpeaensiowue yposeHb 3BYKOBOW MOLLHOCTM ANA UCNONBL30BAHUA B pacqeTax 3BYKOBOW MOLLHOCTH,
reHepupyemoi CTEPUIN3aTOPOM, AOMKHbI BLINOMHATLCSA U3roTOBUTENEM CTepUnu3aTopa B COOTBETCTBUMU C TpeboBaHUAMU
M3K 61010-2-040 [24].

3BYyKOBOE [laBreHne, co3jaBaeMoe CTEpUIM3aTopoM B NMOMELLEHUN, FAe OH YCTaHOBMEH, AOMKHO OMNpeAensaTbes
B cootBeTcTBUM ¢ MCO 3746 [58] M BepnuLmMpoBaThCs Ha COOTBETCTBUE TpeboBaHMAM HaLMOHaNbHBIX HOPMaTMBOB Ha
3BYKOBbI€ LUYMbI B OKpYXaloLLEen cpefe.

A.10 UcnbiTaHue AUHAMUUYECKOIO faBneHust

370 uUcnbITaHUe Mcnosb3yeTca AnA BepudukaLum Toro, To MakcumasbHas cKopoCTb U3MEHEHUA AaBlNeHns B Kame-
pe cTepunuaaTopa He NPUBEAET K NOBPEXAEHUIO YNIaKoBKU usgenuit. CpegHee usMeHeHUe AaBneHNUs B TedeHmne noboro
3-ceKyHAHOro UHTEpBarna BpeMeHu B Xofie npouecca cTepunusanm He 4omkHo npeseiwats 1 000 kMa/MuH (10 Bap/mMuH).
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A.11 UcnbiTaHue KavyecTBa napa

A_11.1 HekoHpeHcupyeMble rasesl B nape BNUAIOT Ha yaareHue Bosayxa U3 kamepsbl. Briara, cogepxallasnca B nape,
BMUWSIET Ha OCTaTOYHYIO BNIA@XHOCTb 3arpys3ku ctepunusatopa. [leperpesB napa 3afepXvuBaeT Haludue B Kamepe Hacbl-
WweHHoro napa. LLinpokuit pa3bpoc faBneHuii Ha NMMHWW NojadYn napa B CTEPUNU3ATOp O3HaYaeT HEAQOCTATOUHYIO Mpo-
M3BOAWUTENBHOCTE UCTOMHWKA Mapa, a 3T0 MOXET MOBAWATL Ha AeACTBUTENbHOCTL 3Ha4eHust 2 °C npu oueHKe Hanuyms
HacblLeHHoro napa (cMm. A.4).

lMpumecu B nape MOryT Bbi3blBaTb KOPPO3UIO U OCTaBNATL TOKCUYHbLIE BELLIECTBa Ha NPOAYKTe.

A_11.2 lNpwu BEINOAHEHUU UCTIBITAHUIA METOAAMU, ONUCaHHbIMKU B EH 285, k kadecTBy nofaBaemMoro B cTepunusarop
napa nNpeabABNAITCA cnegyowye TpeboBaHus:

a) KONMMYECTBO HEKOHAEHCMPYEMbIX Fa30B B Mape He AOMKHO npesbiwathb 3,5 % no obLemy;,

b) MuHUManbHOe 3HadYeHUe cyxocTn 95 % (5 % BNAXHOCTKN) ANA 3arpysku cTepunusartopa, cogepxatlei Metanr, u
MuHMMYM 90 % (10 % BRaKHOCTW) AN 3arpy3ku cTepunusaTopa, cogepxauient TeKCTUrMb;

C) Makcumym 25 % neperpesa npu paclUMpeHnn 40 aTMOCcEpHOro AaBreHus;

d) npumeck B cooTBeTCTBUM C Tabnuuamu A.1 u A2,

€) OTKIOHEHMA AaBneHus napa, He npesbiwatowme + 10 % 0T HOMUHANbHOrO MaHOMETPUYECKOTO AaBlneHus, us-
MepseMOoro Ha BXoAe B NOCMEeAHNIA peAyKUMOHHLIA KnanaH [Ha NnuHWW nogaqun napal.

Tabnwu Ua A1l— I'Ipmmecu B KOHAleHcaTe, Nofy4eHHOM Ha BXOA € Napa B CTepunusartop, paccmaTtpusaeMble B acnekre
KOppo3nn matepuanos

HavmeHoBaHue CofiepxaHue B KoHAeHcaTe
Cunukar (SiO,) <0,1Mmln
»Keneso <0,1 MmN
Kagmuia < 0,005 mM/n
CsuHey <0,05mMlMn
Tsbkenble MeTannbl, 3a UCKMIOYEHWEM XKenesa, KagMus, CBUHLa <0,1mMI/n
Xnopugel (ClI ) <0,1 MM7n
Pochartsl (P,05) <0,1ml/n
MposogumocTs (npu 25 °C) <3 uS/em
pH (KMCNOTHOCTB) otr5p07

BusyansHo (BHeLLHWE NpU3HaKku) BecuBeTHbIR, YNCTLIA, 6e3 ocafka

YecTtkocTb (2 WenoYHo3eMernbHbIX MOHOB) < 0,02 mmone/n

MpumedvaHue — MeTog oTbopa npobbl koHAEeHcaTa uanoxeH B EH 285, nogpasgen 22.4.

Tabnwuuya A2—Tlpumecu B KOHAEHCaTe, NOMyYeHHbIe U3 Napa, UCToNb30BaHHOMo B CTEpUNUsarope, paccMarpupae-
Mble B acrekTe KOHTaMUHaLMK 3arpy3aku

HaumeHoBaHWe Co,qep)KaHme B KOHAeHcaTe N3 YNCTOoro napa

KnenoTHOCTE MK LLENoYHOCTb R2
AMMOHMIA (NH ) <0,2wml/n
Kanbuuii 1 MarHui < Ra (MI[/n)
TsKenble MeTannbl <0,1 MmN
Xnopugel (ClI ) <0,5MIMn
Hutpatsl (NO5) <0,2wml/n
Cynbathl (8O,) < Ra(MmIM/n)
Okucnsemsle BellecTBa < R2 (MmI/n)
OcTaTkn nocne BbINapuBaHuA <30 ml/n
Cunukartsl (SiO,) <0,1ml/n
Pochatsl (P,05) <0,1ml/n
MposogumMocTs (Npu 25 °C) < 35 pS/em
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OKoH4YaHue mabnuupl A.2

HanmeHoBaHuWe CogepxaHuve B KOHAEHCaTe M3 YUCTOro napa

BakTepuanbHbie 3HAOTOKCUHbI < 0,25 KOE/Mn

BecLBeTHBIN, YnCTHIN, Ge3 ocafKa

BusyansHoO (BHeLLHWE NPU3HaKN)

2 TecT c peareHTOM onucaH B EBponeiickoii hapmakonee.
Mpumeyanue — Merog otbopa npobhl koHaeHcaTa onucaH B EH 285, nogpaspen 22.4

A.12 Bopa

MopaBaeMas Bofja AOMKHA UMETL KAYECTBO NUTLEBOW BOALI, @ NoAaya AoMKHa OCYLLECTBIIATLCA Yepes YCTPONCTBO
3awmThl OT obparHoro npotoka. Ms-3a BNUAHMA TemnepaTypbl Ha paboune xapaKTepUCTMKN CUCTEMBI TEMNepaTypa no-
AaBaeMoil Bofbl He forkHa npesbiaTh 15 °C. 3HaveHune XecTkocTu Bogbl (3 LeNoYHO3eMENbHBIX MOHOB), AOMKHa BbITh
mexay 0,7 Mmmone/n u 2,0 Mmons/n.

3HauveHmMe XKeCTKOCTH, BbIXOAsILLEee 3a 3TU Npeaenbl, MOXET Bbl3BaTb OTNOXEHNE HaKUnu U Npobriembl ¢ KOPPO3Uei.

A.13 Cxarbii Bo3gyX

Cxarblil Bo3fyx foMKeH nofgasatses nof AaeneHuem ot 600 o 800 klMa (oT 5 ao 7 Bap), oH He fomkeH coaepxaTtb
BoAY (B XMAKOWA da3e), He AOMKeH cogepxXarb Kanefb Macna pasmMepom 6onee 3 MKM, U gomnkeH BbiTb NpodunsTpoBaH
Yepes punsTp 25 MKM.

A.14 lNMporpaMMbl UCNLITaHWIA

MpuMep, NokasaHHbIA B Tabnuue A.3, BkriodaeT B cebs ucnbiTaHusi, HeobxoguMble AN BepUdUKaLMN JOCTUKEHUS
onpegdeneHHbIX NapaMeTpoB npoLiecca, a Takke AMNs OLEHKW MO NOMyYeHHBIM AaHHBIM NPUCYTCTBUA HEKOHAEHCUPYEMBbIX
rasoB B KaMepe CTEpUNU3aTopa BO BpeMsi Nepuoja NraTo B KONMUYECTBE, JOCTATOMHOM ANS NpegoTBpalleHNUs NPoHUKa-
HWS Napa B MegULMHCKUE M3 enusl, UCMONb3yeMbIe B 3[1paBOOXPaHEHUH.

Tabnwuya A3 —Tllpumep rpacduka MCMLITAHUA ANA BanugaLuum U Nepuogn4eckux UcrbliTaHuia

Cobinka Ha ATTecTaUNs ATTecTtauusa ATTecTauua Kc- Mepuo-
McnbiTaHne EH 285 MOHTa:a YHKLO- nnyatupyemoro aunyeckue
HWpoBaHUA oGopyaoBaHua UcnbITaHWA

McnblTaHusa 1 nNpoBepkn yHK- Pasgen 11 XX b — — xb
Luia GesonacHocTu
KauyecTtBo napa (A.11):

- HEKOHJeHcUpyeMble rassl; 13.3.2, 221 — X — Xd

- 3HaYeHne cyxocTy; 13.3.3,22.2 — X — Xd

- Neperpes; 13.3.4,22.3 — X — xd

- npymeck @ (Tabnuupl A1 1 A.2) Tabnuya E.2 — X — xd
TepMoMeTpUyeckme UCMbITaHUSA
(A.4):

- Managq sarpyska (A.4.1); 8.3.1.2, 16.1 — XX — Xe

- nonHas sarpyska (A.4.2) 8.3.1.2,16.2 — XX — xd
McnbeiTaHue ¢ NonHoi 3arpy3koi 8.25, 15 — XX — xd
(A.2)
UcnbiTanne Bosu-Auka (A.5) 8.3.2,17 — XX — Xe
CKopoCTb HaTekaHus BoO3fyXxa 8.3.3, 18 — XX — Xe
(A.B)
[HeTekTop BO3AYXa — ecnv nme-
etea (A.7):

- Manas sarpyska; 8.3.42,19.2 — — xd

- NonHas 3arpyska; 8.3.4.3,19.3 — XX — xd

- OyHKLMM 8.3.4.4,19.4 — XX — xf
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CobinKka Ha ATTeCTaLNS ATTecTauus ATTecTaupms aKkc- MNepwuo-
UcnbiTanne EH 285 MOHTa)II;‘a YHKLIMO- nrnyaTmpyemoro Andeckue
HUpoBaHUA OGOPYAOBBHMH ucenbiTaHnA
McnbiTaHne Ha CyxocTb 3arpys-
Ku (A.8):.

- Manas 3arpy3ska (TEeKCTUNb); 8.41,201 — X — —

- NoNHagx 3arpyska (TekcTunb); 8.42, 202 — X — —

- MeTann 8.4.3,20.3 — X — —
MenblTaHne AMHaMUYECKoro 10, 23 — — — Xb
JasneHus (A.10)

Mcnbitanne npogykra — — — X9 xd

MpuMeyvaHne — 3Hak «XX» 0603Ha4aEeT NpesnaraemMble UCTIBITAHUS, 3HAK «X» — peKoMeHAYeMble UCTbITaHus,
«—» — Heobs3aTeNbHble UCTILITaHUS [UCTBITaHWS, KOTOPLIE MOTYT He BINOMHATHCS].

b CneundnLmpyeTcst MarotoBUTENEM.
¢ Mo MeHbLLER Mepe exeKBapTanbHo.
dMo MeHblLEh Mepe exerofHo.

© Mo MeHblUel Mepe exeaHEBHO.
fMo meHbLIel Mepe exeHepenkHo.

AMU aTTecTaLmMn OYHKLMOHUPOBAHMS.

a CooTBeTCTBME AOJIKHO noagTBepXaaTbCA yTBepX4eHHbIMU [aTI'eCTOBaHHbIMI/I] aHannTudeckKnMm metTogamu.

9 HeobxofMMo, ecriu 3KCMo3WUMs [0 3aAaHHbIX YCIOBWIA CTepunusaLmumu He MoxXeT ObiTb NOATBEPXKAEHa UCNbITAHU-
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MpunoxeHue B
(cnpaBouHoe)

OueHKa npouecca cTepunmsanmm, OCHOBaHHasA B NEPBYI0 oyepeab Ha GMONOrMYecKon MHAKTUBALIUK
M CONPOBOXAAKOLLEl NpoLeaype MeXaHMYeCKOro yaareHus Bosayxa

B.1 BBeaeHue

B.1.1 CyuiecTByeT Tpu NpUMeHsieMblX 06LLMX METOAA CTEpUNU3aLmMn BRaxHLIM Ternom (cM. MCO 17665-1, npuno-
xeHus B, C n D). 3HaHne 3TUX Tpex METOAO0B MO3BOMSAET NOMb30BaTENIO NPUHATE 0BOCHOBaHHOE peLUeHUe, Kakoit MeToZ,
eMy NpUMeHsTb, OCHOBLIBAsACh Ha 3HAHUM NoAMexallero cTepunuaaunn NpoayKTa, Hanu4un Unum oTCyTCTBUM MHOpMa-
LM 0 MUKPOOMONOrMYeCcKoi Harpyske Ha NpoayKTe, U NOHUMaHUM MUKPOBMONOrM4eCcKUX pUCKOB, BO3HUKALIOLLUX B Criyyae
Heyaa4HoW cTepunmaaum.

B.1.2 MNepBhbIii METOA M3BECTEH Kak «MeTOA BUMONOru4eckoi Harpyaku», Ans KOTOporo naeHTudMUnpyeTcs daktude-
ckas MUKpobuonornyeckas Harpyaka u onpegensercs npoLecc ¢ BnaxHbIM TENOM; NpU 3TOM onpegeneHun paspabarsl-
BakOTCH NapaMeTpbl BIaXHOro Tenna, Heobxogumele Ans 0CBOOOXEHNA NPogyKTa OT 3ToM cnelunduyeckoit GuoHarpysku.
3aTeM NpoAYKT UCTLITLIBAETCA Ha CTEPUIIBHOCTb, OTOT MeToh 0COOEeHHO NPUMEHUM B criyvasX, Koraa BrusiHWEe YCroBUiA
cTepunusaumnmn Ha NpPoAYyKT AOMKHO ObiTk cBEAEHO K MUHUMYMY (cM. MCO 17665-1, npunoxexue B).

B.1.3 BTopoii MeTof 0BbLIMHO M3BECTEH Kak «KOMOMHUPOBaHHLIA MeTog Guonorndeckoro MHAUKaTopa u Guonoru-
YecKo Harpysku» Ans Hero naeHTUuduLmpyetca daktudeckas GuoHarpyska, Bbibupaetca 6ornee peaucTeHTHLIN Guono-
rMYEeCcKNii MHAUKATOP, Kak Hanboree NOAXOAALLMIA NPEeACTaBUTENb Harpy3ku, U paspabaTbiBaeTcs NPOLEeCe C BMa)HbIM Te-
NoM, B KOTOPOM NPOAYKT MOXET BbITb OLieHEH Kak cBOOOAHLINA OT XXM3HECNOCOBHBIX MUKPOOPraHU3MOB, OCHOBLIBasACh Ha
YCMeLIHON AeMOHCTPaLMK MHaKTMBaLmn B6omee yCTORUYMBLIX OPraHW3MoB, COAepX)alluxcs B BuonHaukatope. 3ToT MeToa
0COBEHHO NMPMMEHNM B Cryyasx, Koraa buonornyeckas Harpyaka n3aBecTHa U KOHTponupyeMa, kak sTo 6biBaeT BO MHOTUX
Npoun3BoACTBEHHbIX onepauusx (cm. MCO 17665-1, npunoxeHue C).

B.1.4 TpeTuit MeTof M3BECTEH Kak «MeTOA MOMHOW rmbenny», korga daktTudeckas MUkpobuonornieckas Harpyska
Heu3BeCTHa UMK NO HEKOTOPLIM NMPUYUHAM HE MOXET OblTb M3MepeHa, Kak, Hanpumep, npu ob6paboTke MeaNLUHCKUX
n3fennii MHOroKpaTHOro NpUMeHeHUs. OTOT METOA MOXET TakKe MCMonb3oBaTbCs, KOrAa nognexawue ctepunusayun
NPOAYKTHl YCTONRYMBLI U MOTYT NErKo BbiAepXuUBaTh YCNoBUs, HeoOxoguMmble ANA AOCTUXKEHUA CTepunbHOCTU. [pu meTo-
[le «MOJHOTO YHUHTOXEHUS» BbIOUpaeTCA MUKPOOPraHuaM, NpeAcTaBUTENbHLIA B Ka4ecTBe 3HAYUTENbHOW Harpysku ans
onpefeneHHoro npouecca ¢ BraxHelM Tennom. OnpefeneHHbIR npouecc (HanpuMep, NpoLiece ¢ HacbIWEHHLIM NapoM)
BbIpaxXaeTcs B NapameTpuyecknx TepMmuHax (obbiMHO 31O BpeMsA U Temnepatypa, obbefiMHEHHbIE C NpeAenbHBIMU 3Ha-
YeHWAMU 4NA napa), OTHOCALLUXCA K KUHETUKE NeTanbHOCTU BbIOpaHHOro MukpoopraHuama. Onpefensiorcs npefenbHble
3Ha4YeHUs NapaMeTpoB (€Cnu STO NPUMEHUMO), ONPEeAEnsIoTCA Talkke NpuemneMblie ycrnoBus netansHoctu. Onpeaens-
€TCA NpueMnemslii MUHUManbHbIA KpUTEpUiA (Kak NpaBuro, STo BpeMSA BblAEPXKKW NpU 3afaHHOW Temnepartype), U K Kpu-
TUHECKUM NapameTpam npuMeHseTca koadduLmeHT 6e30MacHOCTU C LENblo YCTAHOBMEHWSA pEKOMEHAYEMBIX YCIOBUIA
3KCMO3nLUMK ANSA NPoAyKTa, nognexaiwero ctepunusauun. [ns 3afgad, B KOTopbix buonornyeckas Harpyska He MOXeT
6bITb ONpeAeneHa TOYHO, U NpUpoAa N CMeCh NMPOAYKTOB MOMYT BapbUpOBaThLCSH, 0ObIMHO MPUMEHSIIOTCS BECbMa LUMPOKWUE
rpaHuysl 6esonacHocT. ITOT MeTof 0COBEHHO MPUMEHUM K 3agayam, pelaemMbiM B o6nacT 3apaBooXpaHeHust. (CM.
NCO 17665-1, npunoxexue D).

[Ba npumMepa uukna ¢ «nonHow ruéenbio» NPUBOASATCS HUXeE.

a) MNpouecc cTepunusalun paccintaH Ha obecneyeHne peayKLMn MUKPOOPraHM3MOB Kak MUHUMYM B 12-log, uMes
3HaveHWe D, paBHOe ogHOW MUHYTe npu 121 °C. Banugauus npouecca cTepunusayum, 6asmpyroLlerocst Ha 3ToM 3Haude-
HUW, YacTo GNU3KO accoUUUpPyeTcs C LUKNOM «MonHoi rmbenu» ¢ Temnepatypoit 121° C, nogaepxuBaeMoil B Te4eHue
15 MUHYT.

b) Mpouecc cTepunusauyum, obecnevmBaloLuii NeTanbLHOCTb B CTENEHU, NpeBblLLatoLleil TpebyeMyto Ans paspyLue-
HUS BUONOrMYEecKoit Harpysku.

B.1.5 B obnactu 3jpaBooxpaHeHuUsi Kaxablii CTepunusaTop AOoMKeH Nepuoanyecku NoATBEpXAaTb CBOO cnocob-
HOCTb BhINycKaTb obpabaTbiBaeMble B HeM NpOoAYKTHI CBOGOAHLIMU OT XN3HECNOCOOHBIX MUKPOOPraHU3MOB, TakuX, KakK Ha
pyTUHHO 0bpabaTbiBaeMbiX B HEM MEAULMHCKUX U3 ENnsiX.

MeToabl, ucnonbayemble AN MOHUTOPUHIa npolecca cTepunusaumn, obecnevmsalor YBEepeHHOCTb B YCNELLIHOM
BbINOSIHEHUM MpoLiecca B NMPOMeXyTKax MeXAy UCMbITaHNSAMM ¢ Buornorniyeckoit Harpyskon (cM. Tabnvuy B.1).

B.2 Buonornyeckas arrecrauusa npoulecca crepunusaumm

B.2.1 [JormkeH 6bITb NPOAEMOHCTPUPOBaH ypoBeHb obecnedeHns cTepurbHocTU (SAL), no MeHblueit Mepe 1075,
YpoBeHb obecneveHUss CTEpUNBHOCTUA — 3TO YPOBEHb MUKPOBUONOrMYECKoro KOHTpOrs rnpolecca, OH onpefersieTcs Kak
BEPOSATHOCTb COXPAHEHUS XU3HECTMOCOOHOr0 MUKpOOpraHu3mMa Ha NpofAyKTe, UMW Kak BEpOSITHOCTb MONyYeHUA HecTe-
puUnbHOI eguHULLL. dPUsndeckme orpaHUYeHUs1 MUKpOBUONOrMYEcKUX U3MEPEHUIA TaKOBbI, YTO B JNyYLLEM Crlydae Mbl MO-
XEM HarnpsiMyIo U3MEPUTE YPOBEHb BEPOSITHOCTY BEDKUBaHNA nopsaka 10~1. Mockonkky NpoLiecc cTepunmaaLymn AomKeH
GasupoBaTbcs Ha pearnbHbIX JaHHbIX, Obinu paspaboTaHbl cTpaTeruy, Nno3eonsitoLMe HaMm paspabaTbiBaTh M aTTecToBaTb
npoLjecckl 0 ypoBHs obecnedeHns ctepunbHocTh 10~8, ncnonbays MeTofibl KOCBEHHBIX M3MEPEHMUIA.
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B.2.2 Mpu HeoBxognMocTu CTepuUnusaLm TePMOCTONKUX MaTepuanoB 06bIMHO UCMONb3YETCA NOAXOA «MOMHOMA rn-
6enux». Ero npoctoTa, yCTOWYMBOCTb M NIEMKOCTb Banugauuu No cpaBHEHUIO C APYrUMU NOAXOAAMMW AOMKHBI CAenaTk ero
NoAXOAO0M «NO yMon4aHuio» Bo Bcex crnyvasx (cM. MCO 17665-1, npunoxenue D).

B.2.3 HeoBxognmo norny4eHne npuemnemMblx pesysisTaToB 0T TPEX NMoCnefoBaTeNbHbBIX LIUKITOB C NMOXOLOM MOMyLMK-
Na Unu NonHoro Lukna AnA kaxgoro Tuna sarpysku (cMm. MCO 17665-1, npunoxeHue D, nogpasgen D.4).

B.2.4 Buonoruyeckne WHAUKaTOPLI, UCNOMb3YEMbIE B UCMBITAHUAX, AOSDKHEI COAepXaTb yCTOMUMBLIE K TEMNSY crno-
pbl, Takue Kak cnopbl Geobacillus stearothermophilus, v [OMXHBI COOTBETCTBOBATL TPebOBaHUAM COOTBETCTBYOLMX CTaH-
daptoB (cMm. MCO 11138-1, NCO 11138-3 u MUCO 17665-1, npunoxerHne D, noapasgen D.4.1).

B.3 buonoruyeckas Harpyska

B.3.1 Buonornyeckas Harpyska coCTOUT U3 LWeCTHaaLaTh cBexeBbICTUPaHHbIX 100 %-HbIx Xnon4aTobyMaxHbIX No-
rnoTeHeL| B XopoLleM cocTosHWW. Mocne cknaabiBaHWA NoroTeHUa cknagbiBatoTes APYr Ha Apyra crnbamu B pasHble CTo-
poHbl, hopMUpysa cTonky. OfMH U HECKONBKO BUONOrN4ecKUX MHANKATOPOB NMOMELLAIOTCA MeXAy BOCbMbIM U AeBATbIM
nonoTeHLamu, NPUMEPHO B reoMeTpU4ecKoM LeHTpe cTonku (cM. AAMI ST 79[59]).

B.3.2 Buonoruyeckas Harpyska pacrnonaraeTcs Ha nonke/cTennaxe B ropu3oHTanbHON NIocKOCTU (Cnou nonote-
HeLl fiexaT ropM3oHTanbHo) B 30He, HanMeHee BnaronpuATHOW ANA cTepunusauyuun. Ons crepunusaTopos ¢ rpasuTaun-
OHHbIM 3aMelleHneM BO3AyXa WUCMbiTaHWe BbIMNOSHAETCA C MOSIHOCTLIO 3arpyXeHHON kamepol. [ns cTepunusaTopos ¢
JVHaMUYECKUM yaaneHueM Bo3ayxa, HanpoTuB, UCMbITaHUe BbINOSTHAETCA C MycTOl KaMepo.

B.3.3 lMpu ucnone3oBaHnn GMONOrMHEcKoi Harpysku AomkeH GbiTb NPOAEMOHCTPUPOBaH ypoBeHb obecneveHus
CTEpUNBHOCTH He MeHee 1076, OpuH 13 MeToaoB, NPUMEHUMBIX AN AEMOHCTPALMU YPOBHS 0BeCneyeHns CTEPUILHOCTH
1075, ABnseTcs MeTOA 3MMMPUYECKON «MOMHOI rBenuny, Gasnpyrolmiics Ha 12-log CHUXEHUN YNCna MUKPOOPraHN3MOB
npu Dyoq °C B TEHEHME 1 MUHYTBI C pe3ynbratoM Fpi, = 12 npu 3HaveHun z = 10 °C (cm. paboty Pflug [53]).

B.3.4 BnaxHocTb, coxpaHseMas TKaHblo, He AOMKHa NPUBOAUTL K YBENUYEHWIO NepBUYHOrO Beca (40 cTepunusa-
LK) Bronorudeckomn Harpyskn 6onee Yyem Ha 3%. Ha TkaHU He AOMKHO ObITb BUAUMBIX BAAXHbBIX NATEH.

B.4 MexaHuueckoe yaaneHue sBosayxa

B.4.1 UcnbiTaHnsa Ha yaaneHue Bo3ayxa M CKOPOCTb HaTekaHUS BO3fyxa B KaMepy AONOMAHAT Apyr Apyra. CTtepu-
1M3aTop ¢ AMHaMUYECKUM yAaneHUeM Bo3ayxa AOMKeEH yA0BNeTBOPATL TpeboBaHUAM 060MX UCNBITaHWIA.

Hu ofHO M3 3TWX WCMbITaHUIA He MPUMEHUMO K CTEPUNM3aTOpaM C rpaBUTaLMOHHBIM 3aMeLleHUeM Bo3gyxa.

B.4.2 3hpeKTUBHOCTL paboThbl CUCTEMBI YAaneHUa BO3Ayxa CTepununsaropa ¢ JUHaMU4eCKUM yaaneHueM Bosayxa
npoBepseTCs ¢ MOMOLLBIO UCMbITAHUA Ha NPOHMKaHWe Napa, aHanormyHoro ucneitaduio bosu-Auka. (cm. UCO 11140-5).

B.4.3 Bo BpeMs UCMbITaHUA CTEPUNU3ATOP C UHAMUYECKUM YAaneHUeM BO3ayXa [OMKEeH JeMOHCTPUPOBaTL cpei-
HIOKO CKOPOCTb YTEeYKMN nopsigka 1 MM pPT.CT. B MUHYTY UNIU MEHbLLIE 32 BCE BPEMS U3MEPEHUS.

B.4.4 3arpyska AnA UCMbITAHMS HA NPOHUKaAHWE Napa COCTOUT U3 CNoxeHHbIX 100 %-HblX XnonvaTobymadkHbIX
XUPYPrUdeckux NosioTeHel, YMCThIX M NpeaBapUTeNnbHO KOHAULMOHUPOBaHHLIX. MNonoTeHya nocne cknagbiBaHUs 4OMKHbI
ObITb YNOXeHbl 4pyr Ha Apyra.

B.4.5 WMHaukaTopHblii nucT BoBu-fuka nomellaeTcss Ha UeHTpanbHbIi cnoit ctonkn. Ctonka cBoGoaHO (He Tyro)
obopauuBaeTcsi ofHOl ABYyXCroiHoi 06epTkoit u3 100 %-Hoii xnonvatobymaxHoi TkaHu (cMm. MICO 11140-5).

B.4.6 KoHTponbHas ynakoBka pacrnoflaraercsi Fropu3oHTaNbHO Ha HUXKHEW NepeaHen YacTu 3arpy3odHoro crennaxa
pack psgom ¢ ABepbIo U Haj CrMBOM Kamepbl, NpU NyCTON Kamepe cTepunusaropa.

B.4.7 Tabnuua B.1 feMoOHCTpUpyeT rpadpuk NnpoBefeHNA NePUOANYECKUX U BaNUAaLNOHHBLIX UCMBITaHUNA.

Tabnuya B.1—Tlpumep rpaduka NpoBeaeHUS NEPUOAUYECKUX U BANTUAALIMOHHBIX UCMNbITAHWIA

MenbitaHue 1 MOHWTO-
pyHF

ATTe-
cTauus
MOHTaxa

ATTectauuna
PYHKLMOHM-
poBaHus

ATTectauma
aKcnnyaTu-
pyemoro o60-
pyaoBaHuA

PyTWHHbIE
ucnbITaHuA
cTepunusa-

Topa

MNepuoanye-
CKue ucnbita-
HUS CTepunu-

3aTopa

KommeHTa-
puii

McnblTaHnsa Ha cooTBeT-
CTBME TUNYy W NpoBepka
6esonacHoCTy:

- cocyn, paboTatouit
noA AaBNeHUEM;
- aneKkTpoobopysoBaHue;
- Tpy6Hasn o6Bs3Ka;

- OKpy><atoLias cpega

KoHTporbHaa ynakoska
ans 6uonornyeckon Ha-
rpy3ku

X
— € nycTon
Kamepoi
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OkoHyYyaHue mabnuus! B.1

ATTecTauus PyTuHHbIE Mepuoguve-
ATTe- ATTecTauma
McnblTaHue u MOHWUTO- aKcnnyaTu- nenblTaHnuAa CKne ucnbita- KommeHTa-
cTauusa DYHKLMOHU- .
PWHT pyemMoro 060- cTepunnsa- HUA cTepunun- pun
MOHTaXa poBaHNA
pyaoBaHus Topa 3aTopa
WcnelTaHne Ha ypane- X
HWe Bo3gyxa — X X X — C NycTon Ka-
Mepow
WcnelTaHne Ha yTeuky WcneiTarnue
(HaTekaHue) Bo3gyxa — — — — — BbIiNonHAeTcA
N3roToBUTENEM
dusmndeckuin MOHUTO-
— X X X X
pVHr —
MOHUTOPWH, 3anuceb . X X X X
JaHHbIX, KOHTPONb —
HesaBucumelit  aatumnk/ . _ _ _ _ OnyuoHanksHo
camonucey,
Buonornveckue ungnka-
A — X X X X
TOpb! —
XuMndeckne NHANKATOPbI — X X X X —
MpuMeudaHUe — 3HaK «X» 0603HaAUYaET peKOMEHYyeMble NCMbITaHNA (He0BX0AMMOCTb UCMIONHEHNS NOANEXNT
paccMoTPEHUIo).
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MpunoxeHue C
(cnpaBouHoe)

TemnepaTypa U OaBrieHUue HacbllWeHHOro napa, UCnonb3yeMoro npu ctepunu3auuu BrnaXHbim
Tensom

TeopeTudeckan TeMmnepartypa napa (cMm. MICO 17665-1, nyHKT 6.1.2, nepevncrneHne b) MoxeT BbITb onpeaeneHa
HenocpeACTBEHHO M3 NpUBeAEHHbIX HbKe Tabnuy unu paccynTaHa no ypaesHeHuto (C.1).

Tabnuuya C.1— TemnepaTypa 1 AaBneHWe HaCkILEHHOMO Napa, UCMOoMbL3YeMOro B CTEPUNN3aLmni BNaxHbIM Tennom

T 13 P, ncnonb3sys MUHYC OTKMOHEHME OT
HaBneHue mbap? Temnepatypa, T, °C2 HasneHne MMa? 273,27 kak 3HaquV|be Tanuy napa®
aBCcontoTHOro Hyns
1014,2 100 0,10142 99,9971 -0,00287
1 050,9 101 0,10509 100,9981 -0,00185
1088,7 102 0,10887 101,9993 -0,00071
1127,7 103 0,11277 103,0025 0,002456
1167,8 104 0,11678 104,0044 0,004372
1209 105 0,1209 105,0045 0,004526
12515 106 0,12515 106,0071 0,007106
12951 107 0,12951 107,0068 0,006789
1 340,1 108 0,13401 108,0098 0,009813
1386,3 109 0,13863 109,0110 0,011046
1433,8 110 0,14338 110,0121 0,012132
1482,6 111 0,14826 111,0125 0,012517
1532,8 112 0,15328 112,0137 0,013662
1584,3 113 0,15843 113,0130 0,013041
18637,3 114 0,16373 114,0140 0,013976
1691,8 115 0,16918 115,0158 0,015808
17477 116 0,17477 116,0162 0,01617
18051 117 0,18051 117,0164 0,016372
1864 118 0,1864 118,0159 0,015913
19245 119 0,19245 119,0160 0,015968
1986,7 120 0,19867 120,0176 0,017586
20504 121 0,20504 121,0171 0,017056
2115,8 122 0,21158 122,0171 0,017072
21829 123 0,21829 123,0171 0,017112
22517 124 0,22517 124,0167 0,016702
23222 125 0,23222 125,0154 0,015407
23946 126 0,23946 126,0156 0,01556
2468,8 127 0,24688 127,0153 0,015271
25448 128 0,25448 128,0141 0,014123
26227 129 0,26227 129,0130 0,013003
27026 130 0,27026 130,0127 0,01271
27844 131 0,27844 131,0115 0,011547
2 868,2 132 0,28682 132,0103 0,010329
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OkoHYaHue mabnuupi C.1

[aeneHne mbap?

Temnepatypa, 7, °C2

NasneHne MMa?

T u3 P, ucnonb3ya MUHyC
273,27 KaK 3HaveHue

OTKITOHEHWe OT

abconioTHoro HynsP Tabnuy napa®
29541 133 0,29541 133,0098 0,009792
3042 134 0,3042 134,0084 0,008352
3132 135 0,3132 135,0068 0,006761
32242 136 0,32242 136,0057 0,005699
33185 137 0,33185 137,0037 0,003686
34151 138 0,34151 138,0024 0,00244
35613,9 139 0,35139 139,0005 0,000526
3615 140 0,3615 139,9986 -0,00142

@ Boigepixka u3s fokymeHnTa ASME “International Steam Tables for Industrial Use”, ocHoBaHHOro Ha fokymeHTe IAPWS
“Industrial Formulation 1997 for the Thermodynamic Properties of Water and Steam” (IAPWS-IF97).

b MokasblBaeT TeMnepaTypy, NonyyeHHyo 13 dopmynbl C.1.

¢ OTKNOHeHWe OT 3Ha4eHus, paccHuTanHoro no chopmyne C.1 U3 ykasaHHoN Tabnuupl napa.

T=42,677 6 + [ 3 892,7/(InP — 9,486 54)] - 273,27,

roe T — TeopeTudeckas Temneparypa napa, B rpagycax Lienscus;
P — namepeHHoe AaeneHue, B Mna.
Yncno MuHyc 273,27 °C UCNonb3yeTes Kak s3HadeHne aBcontoTHoro Hynst no wwkane KenesuHa (0 K). 3To sHaveHne
UCMONb3yeTea ANa KoMmneHcalun cMelieHus 0,1 °C Mexay paccdHuTaHHoi no Tabnuue TeopeTUYecKon Temnepatypon u
TemnepaTypol, npegnucaHHom fercTaytoluMi Tabnuyamm napa.
[ns nomnyyeHnst NpoMexyToYHbIX 3Ha4YEHUI A MOXET UCTIONB30BATLCS IMHEAHAN MHTEPNONALMS MeXAY ToUKamMu AaHHbIX.

MpumMep pacyeTa:

Ans =-0,20504 MMaun T=121°C

In P=1,584 550

In P+ (- 9,486 54) =— 1, 584 55 + (— 9,486 54) = — 11,071 09 3 892,7/(~11,071 09) = 351, 609 4
42 6776 + 351, 600 4 = 304,287 05 K = 394,287 05—273,27 = 121,017 1°C
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Mpunoxexue D
(cnpaBouHoe)

Oco6ble cooGpaxeHus No npoLeccam, UCNOoSb3yeMbiM B 061acTH 34paBoOXPaHeHUst

D.1 BBepeHue

JaHHoe npunoxeHwe npeanaraeT AOMOMHUTENbBHLIE YKa3aHMUsl, KOTOpble MOTYT MCMOSNbL30BaTLCA NpU Banugauuu
npolecca cTepunusaumn, NPUMeHsIEMoro npu o6paboTke U3genuil MHOrOKPaTHOrO UCTIONb30BaHUS.

D.2 3nemeHTbI cucTeMbl obecneyeHns KauecTBa (AonoNnHUTENbHbIE yKa3aHuA K npumeHeHuio MCO 17665-1,
noapasaen 4.1)

D.2.1 PyKoBOAUTENb C UCMONHUTENBCKAMU NONTHOMOYUSAMU OSKEH HECTU OTBETCTBEHHOCTb 3a:

a) BBefleHVe B AeicTBUE cucTeMbl obecnevyeHns KayecTsa, MEPECMOTPLI ee Yepes perynsipHele NPOMEXyTKA BpeMe-
HW W Nony4YeHune foKasaTenseTB, YTO cUCTeMa MOHSATHA COTPYAHUKaM, BHEAPEHa U NoAAEpXKUBaETCA C NOMOLLbIO TEKYLLER
WHOpMaLmu;

b) onpepeneHune poneii n pacnpegeneHne OTBETCTBEHHOCTH, pacrpeferneHue 3agady U npoueccos, noanexaiyux
NCMONHEHWO;

c) obecneyeHne 4eTKON ngeHTUdDUKaLn BCei LienoYKn OTYETHOCTH;

d) obecneveHne BepudmrkaLmm 1 JOKYMEHTUPOBAHUA U3MEHEHUI B NpoLiecCe;

e) obecneveHne cocTaBrieHusi U BHeApeHUs 0630poB kavecTBa paboTkl NepcoHana;

f) oBecneveHune Heobxogumelx pecypcoB ANs obyyeHUsi nepcoHana, HabniogeHus 3a nepcoHanoM, pabodeit ges-
TeNbHOCTU U ayanTOB cUCTeMbl obecneveHns KayecTBa.

D.2.2 PykoBoguTeNb C UCMONHUTENBbCKMMU NMOMHOMOYUAMU AOIDKEH NMOHMMaTL NpenMMyLecTBa, co3gaBaemMble ANs
npeanpuaATUA cMCTEMOI obecneyeHunst KadecTsa, B TOM YACTe (DUHAHCOBBIE, U HECTU OTBETCTBEHHOCTL 3a:

a) HasHa4YeHWe nepcoHana, oby4eHHOro BEIMONTHEHWIO ayAUTOB KayecTBa M BHEAPEHWE UHULMATMB, cnocobeTByto-
LLMX NOBLILLEHWIO Ka4ecTsa,

b) onpeaeneHune 1 pacnpegeneHne oTBETCTBEHHOCTN MEXAY ONEPaTUBHLIM U YNPaBReHY€CKUM NepCoHanom;

C) onpeaeneHune ksanudrkaLyum, KOMNETEHLMA U OTBETCTBEHHOCTU KaX/A40ro OTBETCTBEHHOIO NULa, Ha3HA4YeHHOro
ANA BLINOMHEHUS cneyndudeckon 3agaun (3agady),

d) obecneveHune HeobxogMMoN KBanudgukaLumu, ypoBHs 0b6pa3oBaHWs U NPOU3BOACTBEHHOTO 0By4YEHUS NepcoHana;

€) BHefpeHVne MEepOonpUSTUiA No NpefoTBpaLLeHNIO UHGEKUWA U NporpamMMel KOHTPONSA, BKITKoYasn npouegypsl 1 Npo-
TOKOMbI;

f) NpuHATME Mep No oxpaHe 330poBbA U He30NacHOCTH NepcoHana;

g) onpegeneHue npoLeayp 4nA cybnocTaBLyukoB, BKIto4as paboTalowmx Kak BHE, Tak U BHYTPU yYpexaeHua sapa-
BOOXPaHeHUs (ecnu NpUMMeHUMo),

h) onpeaenexue npoleayp, o6ecneumBatoLux HeNpepLIBHOE NOAAEPXKaHWE KayecTBa U KOMNETEHLUU NEPCOHana;

i) obecneveHne HaNM4KA [eiCTBYIOLMX NpoLeAyp KOHTPONS U MOHUTOPUHra Beex a3 paboThl, Hanu4ne JoKyMeH-
Tauum, obecne4unsalowieit BeINONHEHWe Bcex TpeboBaHUin CTaHAAPTOB, PYKOBOACTB U HOPMATUBHBIX aKTOB, OTHOCALLMUXCS
K XpaHeHWIo, UCNONb30BaHUIO YUCTALLUMX U Ae3MHPULMPYIOLLUX areHToB, W 3a UX WCMoNb3oBaHWe NepcoHanom ¢ cobnio-
[leHMeM BCexX yKasaHWi, UMEIOWNXCA Ha 3TUKETKaX;

j) obecneveHne cooTBETCTBUS NPUOBPETEHHLIX CTEPUNU3ATOPOB 3aKOHOA aTeNbHLIM TpPeBoBaHUAM U UX cneyuduka-
uusam (cMm. UCO 17665-1, nogpasgen 6.2);

k) obecneveHne NpaBUNLHOCTU MOHTaXa CTEPUNU3ATOPOB C COBNIOASHUEM UX NPaBUNBHOTO (hYHKLMOHUPOBaHUS,
6e3onacHOCTN NepcoHana U oxXpaHbl OKpyXatoLleil cpebl;

[) oBecneveHne cOOTBETCTBMS XapaKTEPUCTMK MUTAIOLMX CTEPUNU3aTopbl cpes TpeboBaHMAM W3roTOBUTENS CTe-
punusaropa;

m) obecneveHne BanujaLmmu BHOBb NPUOBPETEHHBIX CTEPUNN3aTOPOB A0 WX BBOAA B SKCMNyaTauuto no JOKyMeH-
TUPOBaHHON Cxeme, BKNIOYAA aTTecTaumio MOHTaXa, aTTectaumio (OYHKLMOHMPOBAHUS U atTecTauyuio 3KCnyaTupyemMoro
obopyaoBaHus,

n) o6ecnedeHne BLINONHEHUS MO JOKYMEHTUPOBAHHLIM CXeMaM NEPUOANYECKUX UCMBITaHWIA CTePUNU3aTopoB Ha
€XerofjHoN, exeKBapTanbHON, eXeHeAENbHOW U — B HEKOTOPLIX CryYasix — eXejHEBHON OCHOBE,

0) obecneveHne HanU4ua AOroBOpPOB Ha TEXHUYECKoe oBCnyXuBaHWe C BHELUHWMU OpraHu3auusMu, UMEIOLMMM
MOMHOCTbIO 06y4YeHHbI U AONYyLLEHHLIA K paboTaM nepcoHar, Unm nporpaMm TEXHUUYECKUX OCMOTPOB WU 06CrnyXuBaHUs
COBCTBEHHBIM TEXHUYECKUM MepCOHaroM, NOIHOCTLIO 0ByYeHHbIM M AOMYLLEHHBIM K Takum pabotam,

p) obecnedeHne HanMuKUs U UCTIONHEHUS A OKYMEHTUPOBaHHLIX NpoLesyp NPOU3BOACTBA, KOHTPONSA KavyecTsa U OX-
paHbl TpyAla, COOTBETCTBYIOWMUX TpeboBaHUAM 3aKoHoAaTeNbCTBA U MYYLLUX NMPUHATHIX NPOU3BOACTBEHHLIX NMPAKTUK;

q) obecneveHne HanMuUa M UCMOSTHEHWS NPOLEAYP, CBA3aHHLIX C HEMCMPABHOCTAMMU, HECHACTHBIMU CRyYasaMun 1
onacHbIMU CUTYyaLUAMMU;

r) obecneveHne JOKYMEHTMPOBAHHOIO UCTIONTHEHUS pEKOMEHAALMIA U3roToBUTENS 060pyaoBaHUS No perynapHomy
TexHU4YeckoMy 06CnyXUBaHMIO U NEPUOANYECKUM TEXHUYECKMM ocMoTpaM (cMmoTpute MCO 17665-1, pasaen 12 u noapas-
aen 12.3),
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s) obecne4yeHne nepuoamnHeckon kanmbpoBku, OCMOTpa, NPOBEPKN U TexobcnyXUBaHUS BCEX U3MEPUTENBHLIX Lie-
reii, BCTPOEHHBIX B CTEPUIU3ATOP UK UCNONb3yeMblX B paboTe co cTepunusatopoMm; KanubpoBka cpecTB U3MepeHus
LOIMKHa BLINOSMHATBCA € MOMOLLBIO KOHTPONBbHO-U3MepUTENbHOro 060pyAoBaHMSA, KanMbpoBaHHOIO U MPOCIEXMBAEMOro
[0 HauWoHarbHbIX CTaHAapToB;

t) obecneveHne NpefocTaBNeHNsa N3roTosuTeNeM cTepunusatopa uHpopmauu/rpacdukoB OTHOCUTENBHO NOBLIX Ya-
CTel U KOMNOHEHTOB, TPebYIOLLMX PYTUHHOW 3aMeHbl, U oGecneHeHUe JOCTYNMHOCTM 3TO UHpOpMaLMK ANS Nonb3oBaTensl.

D.2.3 PykoBoguTerb ¢ UCNONHUTENLCKUMU NONHOMOYUAMU JOMKEH YAEeNSATb BHUMaHUe TakuM 3KCNMyaTaLUuoHHbLIM
acnekTam, Kak:

a) opraHusayus n obycTpoincTeo pabounx 30H (30HbI AEKOHTaMUHALWKU, NPUFOTOBMEHUS, CTEPUNM3aLIMU U XpaHe-
HWSA CTEPUILHOW NPOAYKLIMK), KOHTPONb OKPYXaloleh cpefbl, CAHUTapHLIE KOMHATLI C YMbIBallbHUKaMK AN MbITbS PyK,
pabo4ne MOBEPXHOCTH, KOHTPONb NOTOKOB MepcoHana u TPaHCMOPTHLIX CPEACTB, CpefCcTBa NepcoHarnbHOW 3aluThl Ans
COTPYAHUKOB, cobniofieHne ycTaHoBNeHHOW hopMbl 0AEX ALl NEPCOHANOM,;

b) nogrotToBka MEAULIMHCKUX U3AENUNA;

C) O4YUCTKA U AEe3UHDEKLMS,

d) cbopka n npoBepka PyHKLUUOHUPOBAHUSA CROXHBIX U3AENUI;

€) yrnakoBka,

f) 3arpyska cTepunuaaTopoB, WX 3KCNNyaTauus, pasrpyska v BbiNycK NpoAyKTa;

g) XpaHeHue u pacnpeaenexue;

h) HeobxoaUMOCTb HANUYUA U Hann4YKue cucTeMbl, obecneunsatoelt NPOCNEXUBAHUE KAXKAOMO MEJULMHCKOMO WU3-
genus.

i) obecneveHne u nogaepxaHne CTEPUNbHOCTH,

j) cornaweHunsa o 3akynkax (aorosopbl);

k) obecneveHmne TexHuYeckoro o6cnyxmBaHua U noaaepxaHue kadectesa paboTsl CTEpUNU3aTOpPOB.,

|) ynpaeneHue n oT4eTHOCTb 06 MHUMAEHTaX, TpebytoWwmx BHUMaHUS n/unu aencTeunii;

m) obecneyeHne cTepunnsanun MegULUHCKUX U3AENUA B COOTBETCTBUK € TpeBoBaHUAMU UX CEMENCTB NPOAYKTOB
n/unu pekoMeHZauuAMn UX U3roToBUTENEN;

n) obecneveHne CTepUnU3aLMM MEANLIMHCKUX U3AENWIA, TPYAHO NOAAAIOLMXCA OYUCTKE UNKU CTEPUNMU3aLMA.

D.2.4 PykoBoguTerb C MCNONHUTENBLCKUMW NOMTHOMOYUAMU JOMKEH YAENATL BHUMaHUe TpeGoBaHUAM K AOKYMEHTU-
poBaHMio NpoLeccoB cTepunusayum nu obecnevnTb BKNKOYEHUE B 3TY AOKYMEHTaLUIO TaKUX acnekToB, Kak:

a) perynsipHele ayauThbl Ka4ecTBa CUCTEMBI JOKYMEHTUPOBAHUS,

b) obecneyeHve 4OCTYNHOCTM AaHHbLIX NEPCOHany;

C) cTaHAapTHbIe paboune nNpoLeayphbl, UMetoLLMe AOCTaTouHY0 UHopMaLmio 060 Bcex KpUTUHECKMX CTYNEHSIX NPO-
Lecca cTepunusaumu;

d) pykoBoacTBa, fjuarpamMmmbl U BU3yarbHbIe yKasaTenu, KoTopble AomKHbI ObITb BCerga 4OCTYNHbLI NepcoHarny,

€) BCe OTYeTHI ayauTa npoleccoB u 06opyaoBaHus;

f) BCe M3aMeHeHUs, BHeCceHHble B NpoLecchl; K3MeHEHUs1 OMKHbI JOKYMEHTUPOBATLCSA, YTBEPXAAaTLCA U CBOeBpe-
MEHHO AO0BOAUTLCA 40 COOTBETCTBYIOLLErO NepcoHana.

D.3 OnucaHue npouecca n o6opyaoBaHusa (QononHuTenbHble yKkasaHusa K UCO 17665-1, pasaen 6)

D.3.1 Mpouecc (qononHuTenbHble ykasaHua kK ICO 17665-1, noapasgen 6.1)

D.3.1.1 [dBa nogxoaa k oLeHKe npoLecca CTEpPUnM3aLmm M3rnoxeHs! B NpunoxeHusx A n B.

D.3.1.2 Ecnn Hanu4yune ycrioBUM CTepunmnsalm Ha MegUMLUMHCKOM U3Lenun (U3genusax) He MoXeT BbiTb CNPOrHo3u-
poOBaHO Ha OCHOBaHUW UCMbITAHU/, ONMUCaHHBIX B NMPUNOXEHUN A, MOXET OKasaTbCsl HEOBXOAUMBIM BLINOMTHEHWE UCNbITa-
HWUM, NpeanucaHHbIX NpunoxeHuamu A u B.

D.3.2 O6opynoBaHue (gononHuTenbHble ykasaHua k NCO 17665-1, noapaspen 6.2)

CTepunusaTopbl, NpefHa3Ha4YeHHble ANS UCMONb3OBaHWSA B Cdepe 34paBoOOXpaHeHus, JOMKHbl ObiTb CHaGXeHb
npoLeccom (npoLieccammn) CTEpUNN3aLMM, pacCHMTaHHLIM Ha CTepUM3aLMio WMPOKOTo psiaa MegULUHCKUX N3AENniA, py-
TWUHHO UCMONb3YyeMbIX B YHPEXAEHUSX 3 paBoOXPaHEHNS.

D.4 OnpeaeneHue npoaykTa B yUpeXaeHUAX 34paBoOXPaHeHns (AONONMHUTENbHbIE yKka3aHusa k MCO
17665-1, pasgen 7)

D.4.1 JononHutenbHble ykaszaHua Kk UCO 17665-1, noapasnen 7.1

MarioBeposiTHO, YTOObI y4YpexaeHue 34 paBoOXpaHEHUs y4acTBOBano B pas3paboTke M KOHCTpyMpOBaHWM MeAu-
LMHcKoro usgenus. Bonee BEpOATHO TO, YTO Y4YpEeXAEHUE 3[paBOOXPaHEHUS MOXET oKasaTbCA nepef BbIGOPOM Mpu-
0BpeTeHNsA 0QHOro UM HECKOMbKMX KOMMepYecKux MpofykToB. B onpegeneHHbiX o6CcToSTeNbCTBaxX yUpexaeHne 3apa-
BOOXPaHEHUSA BCe Xe MOXET ObITb NPUBIEYEHO K paspaboTke U KOHCTPYMPOBAHMIO HOBOFO UMK K MogudukaLmu ctaporo
MEAULMHCKOTO n3genusi. B Takux obcToATENLCTBAxX cCeMeiicTBO NPOAYKTa AOMKHO ObiTe onpeaeneHo, u TpeboaHna NCO
17665-1 nognexart BbIMONMHEHUIO.

D.4.2 flononHutenbHble yKasaHusa k UCO 17665-1, noapasgen 7.3

YUpexaeHusi 34 paBooXpaHeHUs 3a4acTyto yKnaabiBatoT HECKOMBKO pasfnYHbIX KOMMEPYECKUX MPOJYKTOB B OfHY
ynakoBky. [nsA Takoi KoMBUHaLMK crnefyeT OnpeaenaTb CeMeNCTBO npogykTta. B GonblUMHCTBE cryyYaeB onpegeneHHoe
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CeMelCTBO NpoAYyKTa AOMKHO COBMacTb C CEMEWCTBOM NpofyKTa TOro MeguLMHCKOro n3ennst B ynakoBke, KOTopoe Us-
BeCTHO kak Haubonee TpyaHO nofgjatoLieecs cTepunmsaumu.

D.4.3 JononHutenbHble yKa3aHusa kK MCO 17665-1, noapasgen 7.10

Ucnonb3oBaHue U3fenuid, TpyAHO MOALAOLWMXCA 04UCTKEe UK pasbopke, AOMKHO TLiaTernbHO paccMaTpuUBaThLCS
nepeg Ux npuobpeTeHneM, NOCKOMbKY YCMELIHO CTEPUNU30BaTh MOXHO TOMBbKO XOPOLLO OYULLeHHOe u3genue. NHCTpyK-
LMK no noBTOpHOW 06paboTke [OMKHbLI NPEeAOCTaBMSATLCA U3FOTOBUTENEM MEAWLUHCKOrO n3genus. [ns WHCTPYMEHTOB,
M3roToBMeHHbIX 40 Bbinycka MCO 17664 [23], cnegyeT BLINOMHATL TpeboBaHNA pernoHanbHbIX UMW HaLMOHanbHbIX HOp-
MaTUBHbLIX JOKYMEHTOB.

D.5 OnpegeneHue npouecca (qononHuTenbHble ykasaHusa kK UCO 17665-1, pasaen 8)

D.5.1 JononHuTenbHble YKa3aHusa kK UCO 17665-1, nogpasaen 8.1

D.5.1.1 na noBTOpHOI 06paboTkn M3aenuii B y4pexzeHusix 34paBooxXpaHEHNs NPUMEHSIETCA NpoLecc CTepunu-
3aLun, OCHOBaHHbIA Ha pekoMeHAaUMsAX HaLuuoHarnbHbIX U perMoHarnbHbIX papMakonen no TeMnepaType crepunusasum
M BPEMEHU BbIAEPXKKM, W/UNKU pa3paboTaHHbIii UCxoasA U3 NapaMeTpoB npouecca, cneunduuUpoBaHHbIX USrOTOBUTENEM
MeAWULMHCKOro U3 enusa nunu crepunusaropa.

D.5.1.2 Yxe pa3paboTaH psig cTaHAapToB A5l CTEPUIIM3aTopoB, NPUroaHbIX 4Na 06paboTku LUMPOKOro psga Meu-
LMHCKUX M3genuid. UsrotoButenem crtepunusatopa MOXeT ObITb peKOMeHoBaH Npouecc cTepunuaaLm, yaoBneTsopsio-
Wit TpeboBaHMAM, ONMCaHHBEIM B COOTBETCTBYIOLLEM CTaHfapTe.

D.5.1.3 MoXeT Ucnosib30BaThCA M HECXOXKMIA, HO YXKe CyLLECTBYIOLLMIA NMPOLIECC CTEpUIM3aLuUK, KOTOPLIA paHee 6bin
onpegeneH ans obpaboTku cemeicTBa NPOAYKTa, K KOTOPOMY OTHECEHO HOBOE MEAULMHCKOE U3fenue, Npu yCrnoBuu, Yto
pa3Mep, KOHCTPYKLIUS N KOHCTPYKLIMOHHbIE Matepuanbl HOBOMO MEAULIMHCKOro M3fenus yKNaabiBaloTCa B COOTBETCTBYIO-
LMe XapaKTepuCTUKM ceMeilcTBa NpoAyKTa.

D.5.1.4 YupexpaeHus 34 paBooxXpaHeHUs, 40BOSILHO YacTo, YKNaAbiBaloT HECKOMNBLKO pasfUYHbIX KOMMEpPYeCcKUX Npo-
ZLYKTOB B OfjHY YNaKkoBKy. B Takux criyuasix yupexzaeHue JomKHO yYuTbiBaTb Tpe6oBaHusA MHCTPYKLUuiA No noBTOpHON 06pa-
60TKe, BbINYLLEHHLIX AN K&XA0r0 U3Aenus, yknaasiBaemoro B o6LLyto ynakoBKy, U yuuTeIBaTb TpeboBaHUA K ceMeilcTBaM
U3Aenuit, K KOTOPBIM OTHECEHBI 3TU NPOAYKTHI. YUpexaeHne 34paBooXpaHEHUS JOMKHO pacCcMOTPETb pekoMeHaaUum oT-
JenbHbIX NMOCTaBLUMKOB KOMMEPYECKMX MPOAYKTOB NO MOBTOPHOW 06paboTke U CpaBHUTL UX C YCNOBUAMU CYLLECTBYIO-
Liero B ydpexaeHun npouecca (npoueccoB) cTepunusauun. B pesynsrate MOXeT oKazaTbCA BO3MOXHBLIM UCNONb30BaTb
CYLLECTBYOLLMIA NpoLecc, HO MOXET NoHagobuTbeA UM pa3paboTka HOBOro npolecca CTepunusaluu, OCHOBAHHOMO Ha pe-
KOMEHJ aLMsAX U3roToBUTENSA MeAULMHCKOro uaaenus. Jlioboe oTKIMOHEHME OT Npeanaraemoro npouecca crepunusauun
JOIMKHO ObITh COMMacoBaHO C U3roTOBUTENEM MEAULMHCKOrO U3AENus Unu BanuaumpoBaHO OTBETCTBEHHLIM NULOM (CM.
NCO 17665-1, npunoxeHue D, nyHkT D.8.3.1 n npunoxeHue A, nyHkT A.4.2).

D.5.1.5 Ecnn nnaHupyeMbli K UCMNONb30BaHUIO CTEPUNMU3ALMOHHBIA NPOLECC He peKOMEeHAOBaH U3roToBUTENEM
MeAULMHCKOro nsgenus u He 6bin paHee onpeeneH Kak NpurogHblin K 06paboTke ceMencTBa NPOAYKTa, K KOTOPOMY OT-
HeceHOo HOBOe M3fernue, To AOMKHO OblTb NPOBEeAEHO AeTanbHOEe CpaBHEHWE HOBOrO NMPOAYKTa C NPOAYKTaMM, KOTopble
U3HavanbHo Gbinu onpeaeneHsl 4ns o6paboTkn 3TUM npoueccoM. CpaBHeHWE AOMKHO BKNoYaTh B ceba duandeckue
XapaKTePUCTUKUN Hapsify ¢ TernnoBoi 1 BUOnorniyeckoi OLEHKOM, e 3TO NPUMEHUMO.

D.5.2 JononHuTtenbHble yka3aHus k UCO 17665-1, nogpasaen 8.3

Ons Kaxzgoro MeguLUMHCKOro U3Aenus JOoKHbl YYUTEIBaATLCA PU3NYECKME NapameTpbl U OrpaHUYEHUS B HacTH IKC-
no3anuuu, naeHTUPMLUUPOBaHHbIE U3rOTOBMTENEM MEAMLUHCKOro naaenus. HecobritoneHue UHCTPYKUWIA U3roTOBUTENSA U3-
Jenvs no ero NoBTOpHO 06paboTKe MOXET narybHO OTpa3uTbeA Ha pabounx xapakTepucTUKax W3Aenua U NpuBecTn K
npeKkpaLleHunto AeACTBUSA rapaHTUAHBIX 06A3aTeNbLCTB U3roTOBUTENS.

D.5.3 JononHutenbHble yka3aHusa kK UICO 17665-1, noapaspgen 8.4

[na MHOrMX MeAWUMHCKUX M3Aenuii yaaneHue Bosgyxa SABNsIETCA KpUTUYECKUM hakTopoM NpU NpOorHO3MpoBaHUu
Hanuuus HacbILEeHHOro nNapa B MecTax, TPYAHO nogaarowmxcs crepunusayun. CooTBETCTBYHOLLME UCTIBITAHUA U KpUTEPUU
npuemMnemMocTu Anst hakTopos, crocoBHbLIX NOBAUATL HA NPOHUKaHUe Napa, NpUBeAeHbl B NPUNOXeEHUsX A u B.

D.5.4 JononHuTtenbHble yka3aHusa Kk UCO 17665-1, nogpasgen 8.12

MpoLecc cTepunnaaumm, OCHOBbIBaIOLMIACSA Ha BUONOrMYecKoi Harpyske, B GONbLUMHCTBE CllydaeB HENPaKTUHEH U
He npurogeH Ansi 06paboTku MeAULIMHCKUX U3Aenui MHOFOKpaTHOIO MCMONb30BaHUS.

D.6 Banungauua (qononHutenbHble ykasaHua K MUCO 17665-1, pasaen 9)

D.6.1 ArtecTaums pyHKLUMOHUPOBaHUS (AONOSTHUTENbHbIE yKa3aHuAa K UCO 17665-1, nyHkr 9.3.1)

D.6.1.1 MNpu MoHTaxe nboro HOBOro cTepunusaTopa, Mogudukaumn nMmetoweroc 06opyA0BaHUs C LiENbIO Bbl-
NONMHEeHUs1 M HOBOTO NpoLecca CTepUnusaLun unu NpU U3MEHEHMN NUTaKOLLUX CpeA, U3roToBUTENb CTEpUNU3aTopa unu
CTOpPOHa, HecyLLjasi OTBETCTBEHHOCTb 3@ NpOLECC CTepUnn3aLm, AoMmKHbI ornpeAenuTb CeMeNCcTBO (ceMeiicTBa) NpoayKTa,
KoTopble MoryT obpabaTtbiBaTbCsl B CTepunusarope, a Takke TpeboBaHUs K pabounM xapakrepucTukam u UCTbITaHus, Ko-
Topble AOMMKHbLI UCnonb3oBaTbCs ANs Bepudmrkaumun addektuBHocTH npouecca ctepunusayun. MameHenms B npolecce
cTepunusaLmm, cnocobHble NOBNUATL Ha ero aPeKTUBHOCTB, BKINoYatoT B ceba M3MeHeHUA NapaMeTpoB npoLecca.

D.6.1.2 TpeboBaHusi kK paboynm xapakrepucTukam U UCNbITaHMS, KOTOpble MOTYT NoTpeboBaTh yTBEPXKAEHMS:

a) apdeKkTUBHOE yAaneHue Bosayxa, Nofy4eHHOe B XOA4e BLINOMHEHUS NpoLecca: OHO MOXET 6biTb CMPOrHO3Upo-
BaHO Mo paboyeMy LiMKIy; BOCNPOU3BOAUMOCTb MOXET GbiTh HapyLUeHa 3a CYET HaTeKaHUA BO3fyXa B Kamepy, Hanuuus B
nape HeKoHAileHCUpYEeMbIX ra3oB U CKOPOCTU U3MEHEHUA TemrnepaTypbl B Kamepe U B 3arpyske cTepunusartopa;
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b) npumecu [KOHTAMWUHaHTEI], OCEBLUME HA MEAMLMUHCKOM U3 EfUMN: 3TO MOXET BbiTb CNPOrHO3UPOBAHO NO NpUMe-
cAM, cofepaliMmca B nape;

C) NpoHWKaHWe napa B Te YacTU MEAMLMUHCKOro U3fenus, U3 KOTOpbIX 3aTpyfHEHO yaarneHne Bosgyxa: aTo MOXeT
ObITb CNPOrHO3MPOBAHO MyTEM CpaBHEHUS TEMMepaTypbl, KBMEPEHHOI B KOHTPOITbHOM YCTPOWCTBE, C TEMNEpaTypoi, ns-
MEepEeHHOW B KOHTPOMNBHOMN TOUKE M3MEPEHUA TeMrepaTypbl B KaMepe; KOHTPOIIbHOE YCTPOWCTBO JOIMKHO NPeACTaBnATb
coGoli Takyto e Harpysky, Kak U npefcTaBnsieMoe UM MeAULMHCKoe u3genue (Usgenus), a MeTog AomKeH ObiTb Bepu-
PULMPOBaH C MOMOLLBI0 XUMUYECKMX UM BUONoruyecknx MHAMKaTopoB, MOMELLaeMbiX B KOHTPONbHOE U3fgenue unu B
MeaWLMUHCKUE U3genus,

d) cyxocTb 3arpy3ku Ans ynakoBaHHbIX U3 ENUA; 3TO MOXET BbiTb onpefeneHo Kak BU3yaribHbIM OCMOTPOM, TaK U1
No U3MEHEHWI0 Macchl 3arpy3Kku.

D.6.1.3 Ecnu cyuwjecTByloLMiA NpoLecc cTepunu3auyumM AomKeH UCMonb3oBaTbes A 06paboTku HOBOro MeaULUH-
CKOro M3genus u/unu HoBol KOHGUrypauuu 3arpysku, cooTBeTcTBME TpeboBaHUsAM K pabounM xapakrepucTukam, ycTa-
HOBMEHHLIM B X0A4€e MEePBUYHON UNU nocrneaytolleid attectayum pyHKLUMOHUPOBaAHUA AOIMKHO ObITb NogTBEPXKAEHO A0
BbIMOMTHEHNA aTTecTauumn aKcnnyaTmpyemoro obopyaoBaHus. 3To MOXET 6bITb cAenaHo nyTeM aHanusa AaHHbIX, Mory-
YeHHbIX U3 PYTUHHOW 06paboTkK, M/UnK No pesynesrataMm NepUogUIECcKUX UCTbLITAHWUIA, UK NYTEM NOBTOPEHWUS aTTecTaLun
PYHKLMOHNPOBaHHS.

D.6.2 ATTecTauma akcnnyarupyemoro o6opyaoBaHus (AononHutenbHble yKkasanua K MCO 17665-1,

noapasaen 9.4)

D.6.2.1 JononHuTenbHble yKasaHuAa K NCO 17665-1, nyHkT 9.4.1

D.6.2.1.1 3 eKTMBHOCTE N BOCMPOM3BOAUMOCTb NpoLiecca CTEPUNM3aLUnn U ero NapaMmeTpoB AOIKHbI ObITh U3-
BECTHbI 11 NOITHOro psa CeMeNcTB NPOAYKTOB U KOHGUIypaLmid 3arpy3ku, yCTaHOBMEHHbIX 4SS JaHHOro npoLjecca cTe-
punmaauuu.

D.6.2.1.2 13 paga MeauLMHCKUX M3genuin, ceMenicTB NPOAYKTOB W KOH(UIypaLuii 3arpysku, KoTopble MoryT obpa-
BaTblBaTECA NPOLIECCOM CTepunnu3auum, AomkHa 6uiTb BelbpaHa u naeHTuduumposaHa 3arpyaka, Haubonee TpyaHoO Noa-
Jatowascs ctepunusagun. PekomeHgauun no NpusHakam, XapakTepusylowmuM TpyaHOCTb CTeEpUU3aLyun, AOMmKHbI ObITb
[laHbl N3roToBUTENEM MEULMHCKOro Usgenusa Uunu nsrotosutenem ctepunusaTopa.

D.6.2.1.3 ATTecTauus akcnnyaTupyemoro o6opyaoBaHus JOMmKHa BLINONHATLCA C 3TOW 3arpy3koi, ¥ NpW yCneLHOM
3aBepLUEHNM OHa MOXET 6bITb NPU3HaHa AeUCTBUTENBHOW AN OCTaNbHLIX BO3MOXHbBIX KOMOUHaLuiA U3 aToro psga.

D.6.2.1.4 Ecnn Ha MeAMUWNHCKOM U3aenun Nocne 3asepLUEHUA NpoLecca okasbliBaeTca Bnara, MOXeT NnoHagobutbea
ero ocobasi opreHTaLusi Wunm MecTo pasmeLLeHus B Kamepe.

D.6.2.1.5 HekoTopble MeauLMHCKWUE U3AENUA MOTYT HYXAaTbCA B NpeaBapuTensHoi 06paboTke, Hanpumep, B ypaBHU-
BaHUW NX TEMMNepaTypbl C TeMNepaTypoii Okpy>KaloLen cpefibl nn ¢ MHON cneumndudeckon TeMnepaTypoil N BNaXHOCTLIO.

D.6.2.2 lononuutenbHble yKka3aHus K UCO 17665-1, nyHkr 9.4.2

KornwnyecTBo ucnonb3yeMbix AaTYMKOB AOMKHO obecneunBarh 3anucb AocTaTouHOro obbemMa AaHHbIX, Heobxoau-
MbIX AN8 LeMOHcTpaummn adpdeKTMBHOCTU nNpouecca. ONbITHEIM MyTEM YCTaHOBIEHO, YTO AN TUMOBOI Ans 34paBooxpa-
HEHUA 3arpy3ku 1 TUNOBOrO Morne3Horo obbemMa kamepsbl (nopsgka 400 n) MOXeT 6bITb 4OCTaToO4HO OT 5 f0 12 AaT4uKoB
TeMneparyphbl.

D.6.2.3 JononHutenbHble yKka3aHua K UCO 17665-1, nyHkT 9.4.4

HaHHble, HeobxoaMMble AN onpefeneHnsl NpeAenoB NPOLECCHLIX NMapaMeTpoB U KpPUTEPUEB NPUEMNEMOCTH ANis
nepuogunYeckux UCNbITaHUA JOMKHbLI ONpPeAensaThCA Ha OCHOBE AaHHbIX, NOyYEeHHbIX B XO4€ UCTbITaHWIA aTTecTalum aKe-
nnyaTupyemoro obopyaosaHus. Ciofa AOMKHbI BXOAUTb TEPMOMETPUUECKUE AaHHbIE U PesynbTUPYIOLME AaHHbIe XU-
MUYECKMX W/UIM BGUONOrMYECKMX WHANKATOPOB, pa3MeLLleHHbIX B TPYAHOAOCTYMHBIX MecTax. Cnegyer Takke oUeHuBaTb
BO3MOXHOCTb MONYyYEHMUs NOXHBLIX TEPMOMETPUYECKUX laHHbIX OT M3MepeHUsi TeMnepaTypbl BO3fyxa BMECTO napa.

D.6.3 PaccmoTpeHue u yTBepxXAeHUe pe3ynkLTatoB Banuaaumm (AononHuTenbHble ykazaHua K UCO 17665-1,

NyHKT 9.5.2)

JomxHel 6bITb NpefcTaBNeHbl AaHHbIe, NOATBEPXAAIOLLME, YTO:

a) ANA KaX[0ro UCTIbITaHUS, CAENaHHOro B XoAe atTectauun pyHKLUMOHMPOBAHUA 1 aTTecTauyumn aKcnnyaTupyemoro
obopyaoBaHus, MMeeTcA ero cneuudukaLys, U YTo B KaXA0M UCTbITaHNK BbINU AOCTUrHYTHI KPUTEPUN NPUEMNEMOCTH;

b) ecnu ucnbiTaHne (McnbITaHUA) JOMKHO BLINOMHATLCA MEPUOAMYECKU C Lenbio BepudukaLmum coxpaHeHus ad-
heKTMBHOCTM MpoLecca CTEpUNU3aLMK, B paMkax ero cneyudukalum, To AaHHoe ucnbiTaHue u TpeboBaHNUA K ero Xapak-
TepUCTMUKaM SIBISIOTCA NPOU3BOAHLIMM OT AaHHbIX, MOJNYYEHHBIX B XOfe arTecTtayun yHKUMOHUPOBAHUSA, aTTecTauum
3KcnnyaTupyeMmoro obopyaoBaHus U nepeatTecTalyu, ecnm aTo HeobxoauMmo;

c) 661110 ngeHTUPULUPOBaHO CEMENCTBO NpoAYyKTa, NpeAcTaBnsolee coboi «XyaLwmnii cnyvaiy Ans 3arpysku cte-
punu3aaropa;

d) ecnu 6bIno ngeHTUdMUMpoBaHo Nboe orpaHMyeHmne rno cnocoby Unu MeCTy pasMeLLeHna N3aenna B 3arpyske,
TO 3TO orpaHMYeHue oTpaxeHo B ONUCaHNMKU KOHUIypaLun 3arpy3Ku.

D.7 Tekywmi! MOHUTOPUHI U KOHTPOSb (QononHuTenbHble yKkasaHua K NCO 17665-1, pasaen 10)

D.7.1 JononHutenbHble yKka3zanusa K UCO 17665-1, noapaspen 10.1

D.7.1.1 [eicTBUA NO TEKyLEeMY MOHUTOPUHIY U KOHTPOSO MOTYT ObITb pasgeneHsl No NepuoanYHOCTH [YacToTe] ux
BbINOMHEHUA. B YNCNO 3TUX AEACTBMIA NO BO3MOXHOCTU [JOMDKHLI BXOAMUTE:

a) nposepKa CKOpOCTU HaTeKaHUsi BO3yxa B Kamepy ANsi YCTaHOBMEHUSA YPOBHSA STOr0 HaTekaHUA B KaMepe cTepu-
nusartopa;
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b) nposepka pe3ynsTaToB UCMONHEHWS NAHOBOMC NEPUOANYECKOro N BHEMNAHOBOMO TEKYLLEro TEXHUYEecKoro o6-
CNYy>KWBaHUS;

C) UCMbITaHWE Ha MPOHWKaHWe napa ANA OLEHKW BNUAHUSA OCTAaTOMHOMO BO3fyXa U HEeKOHLEeHCUPYEMbIX ra3oB Ha
3 heKTUBHOCTbL NpoLiecca CTepunuaaLum;

d) npoBepka BXOXAEHWUA 3arpysku/ceMeicTB NPOAYKTOB, MOANEXaLUUX cTepunusauum, B oT4eThl 06 atrtectaumun/
nepeatTecTaLuu aKcnnyaTupyemMoro o6opyaoBaHus,

e) NpoBepKa HaxoXAeHUs NapamMeTpoB NpoLecca B pamkax Ux cnelmduLmpoBaHHbIX [0MYCKOB B XO4 € BbINOMHEHNA
npovecca ctepunusaumu,

f) npoBepka cnocobHoOCTU cpabaTbiBaHUA XMMUHECKUX U/MITN BUONOrUYECKUX WHAMKATOPOB COrMacHo UxX cneLudu-
Kaumam,

g) npoBepKa cnocobHOCTN YCTPOWCTB KOHTPONSA NpoLecca, AeTEeKTOPOB BO3AYXa UMK CUCTEM MOHWTOPWHra npoLec-
ca cpabaTbiBaTk corfnacHo Ux creumdukaLmsamM;

h) npoBepka (BW3yaneHas) LernoCTHOCTH YNakoBOK, X CyXOCTM, NPaBUiibHOCTA MapKUPOBKK 1 cpabaTbiBaHWSA XUMU-
YecKUX UHAMKaTOPOB Ha ynakoBKax Nnocne Bbirpy3ku U3 KaMepbl cTepunusaTopa.

D.7.1.2 3arpy3ska cTepunusaropa o6bl4HO COCTOUT U3 MEAULMHCKMX U3Lenuid, OTHOCALLMXCS K pa3nuyHbIM ceMeii-
cTBaM MPOAYKTOB, NP 3TOM B pa3HbIX LMKIax cTepunuaannm sToT cocTaB U3Aenuii MOXeT MeHATbeA. OBbeM ocTaToud-
HOr0 HEKOHAEHCWUPYEMOro rasa, KOCBEHHO onpefensemblil NepuogUYeckuMn UCTIbITaHUAMU, AOSKEH BbITb TakuM, 4TOObI
B OnpeAeneHHbIX npepenax obecneynBanocb HeMefeHHOe NpOoHWKaHWe napa C 3arpysky cTepunusatopa, UMeoLLyto
COMPOTUBNEHUE MPOHNKAHWIO, PaBHOE UM MEHBLLLIEE, YeM CONPOTUBIIEHNE 3arpy3ku, NPUSHAHHONR «XyALUUM Criydaemy.
OcHoBbIBasACb Ha TaKOM YPOBHE OCTaTOMHOrO BO3AyXa, [OMNYyCKalTCA NPOU3BOMbHEIE KOHGUIypaLumn 3arpysku, a nobble
orpaHnyeHns 06bI4HO OTHOCATCS K OCTaTOMHOW BMaXHOCTU 3arpy3ku. [Ana ofHoro ceMencTsa NpofyKToB U KOHMUrypaLuu
3arpyskv MoxeT ObITb 0OHapyxeHa BOCNPOU3BOAMMOCTb B HEOOMbLUOM KOpMAOpPE JOMYCKOB, M OHA JOSXHa ObiTb ycTa-
HOBNeHa B XoAe atTecTauum akennyatupyemoro obopyfosaHus. MeguumHcKoe usgenue Bceraa foMKHO accouumpoBaTh-
CA C onpeAeneHHbLIM CeEMeCTBOM MPOAYKTOB, BKIKOYEHHBIM B CMUCOK M3genuii, obpabaTbiBaeMblX AaHHBIM MPOLECCOM.
CeMeincTBO NPOAYKTOB MOXET COCTOSATb Kak U3 OAHOM0 MEAMLMHCKOrO U3AEnus, Tak U U3 rpynnbl CXOXNUX MEAULIMHCKUX
nsaenui.

D.7.2 JononHutenbHble ykazaHusa K UCO 17665-1, nogpasgen 10.3

OyeHb BaxHO, 4TOOLI Ntoboe n3mMeHeHne, cnocobHoe NOBNUATL Ha KOMMYECTBO OCTATOMHOIO BO3AyXa B Kamepe,
6bINO MAEHTUDULMPOBAHO C MOMOLLBIO TakMX CPEACTB, Kak YCTPONCTBO KOHTPONSA npouecca W/unu Bo3ayLHbIA JeTeKTop
W UCMbITaHWe Ha NPOHUKaHue napa.

D.8 Bbinyck npoAykra nocne crepunusauum (QononHutenbHbie ykasaHua K UCO 17665-1, noapasgen 11.1)

D.8.1 JomkHbl UMeTbCA Npoueaypel ayauta obopyfoBaHus, Npogykra U npouecca ctepunusaumn. Huxe npuseaex
npumMep:

CTepunusaTtop JOMKeH y0BNeTBOPATL TpEOOBaHNAM K €r0 HazHaYeHUIo, U 3TO O6CTOATENLCTBO JOMKHO BbiTh OT-
MeYeHO B JOKYMeHTaLuWKn No BbiNyCKy NpoAYyKTa. 3Ta Aeknapauus 4oShkKHa OCHOBLIBATLCA Ha cnefylowmx dakrax:

a) yCnewHo BbiNONHAEeMoe NnaHoBoe TEXHUYECKoe 06CJ'Iy>KI/IBaHVIe;

b) cootBeTcTBUE TpeboBaHUAM K pabounM xapakTepuUcTMKaM Mo yCIOBUSIM NEPUOANYECKUX U TEKYLLIMX UCTIBbITAHUNA,

C) OTCYTCTBUE U3MEHEHUI B cMCTeMe reHepayuu/nogaydn napa u gpyrux pabouyux cpeg;

d) cootBeTcTBUE TpeboBaHNAM K pabounm xapaKTepucTukam Anst PyTUHHOW 06paboTku No faHHBIM U3 NOCNefHUX
BbIMOMHEHHBIX MPON3BOACTBEHHLIX LIMKIIOB.

D.8.2 YcnewHo 3aBepLUEHHbIIA NpoLEeCc cTepununaauumn Bro4aeT B cebs:

a) cooTBeTCTBUE TpeboBaHUAM K OXpaHe OKpyXaloLleid cpebl B 30HaX MOATOTOBKM, YNAKOBKW U CTEpUIU3auuu;

b) cooTBeTCcTBME TPpebOBAHUAM K TMIMEHE NepcoHana U KOHTPOrio,

C) COOTBETCTBUE NpoLefypamM NOArOTOBKM, YNAKOBKA U MapKUpPOBKA MeAULMHCKUX U3 ENuii;

d) cooTHeCeHWe Kaxaoro MEAULIMHCKOrO M3 EeNnUs Uiu rpynnbl M3genuii K onpefeneHHoi Kateropun (KaTeropuam)
npoayKTa,

€) Kaxgas sarpyska cTepunusartopa BanuaupoBaHa Ansi npouecca cTepunusauuu, npeaHasHadeHHoro ansa ee o6-
paboTky;

MpumeyaHwne —IlpuycrnoBum, YTo 3arpyaka, NpegcrasnatoLyas coboil HanGorbLLYIo Harpy3Ky Ha npouecc
CTepunu3aaLum, ycnewHo npolLuna aTTecTaLmio sKenyaTupyemoro 060pyaoBaHus, Apyrue 3arpy3kiu ¢ MeHbLUei Harpy3koi
Ha npouecc MoryT 6biTb KnaccuduLMpoBaHbl kKak BanuaUpOBaHHbIE.

f) pocTUxXeHWe 3aaHHbBIX TeMnepaTypbl CTepunu3aLnum U ANUTENLHOCTU Nepuoga nNNaTo;,

g) perucrpauus Bcero pabodero LUkna u ero Homepa,

h) cneLuduLmMpoBaHHan peakyust XMMUYECKOTO UHANUKATOpa, €CNK OH UCTIONb30Bancs,;

i) noaTBEpXAEHWE, YTO NpU BU3yaribHOM OCMOTPe Kaxaas BbIrPy)XeHHas ynakoska Obifia cyxoil U He uMena no-
BPEXAEHWUIA.

D.8.3 MapKkupoBK1 Ha Kaxk[0i ynakoBKe U (€Cru NpUMEHUMO) Ha KaXaoM MeAULUHCKOM U3Aenun AOMKHbI N03BO-
NATb UAEHTUUKaLNIO:

a) ncnonb3oBaHHOro AnsA 0bpaboTkn cTepunusaTopa;

b) HoMepa LmMKNa cTepunu3aLMoHHOro npotecca;
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C) camoii ynakoBKu,

d) Toro, 4To ynakoska/usgenue «npoLurno obpaboTky».

D.8.4 HeynauHoe 3aBeplueHne NepuofnYecKoro UCTILITaHUs, B TOM YUChe exXefjHeBHOro Tecta bosu-[uka, ecnu
3TO NPUMEHNMO, AOMKHO NMPUBOAUTBL K BLIBOAY CTepunusartopa us skcnnyarauuu. Ecnu 6binn ucnonbsoBaHsl 6nonorude-
CKue UHANKaTOpbI, 06GHapyXeHMWe XU3HeCrnocoBHLIX MUKPOOPraHU3MOB AOMMKHO NPUBOAUTL K NEPEMELLEHNIO NPOJYKTOB B
KapaHTWUH Ha BpeMs NpoBeAEHUs paccriefoBaHns NpMUnH. PaccnefoBaHWe MOXET 3aKaHYMBaTbCA peLleHneM o6 yHUUTo-
YKEHWM KapaHTUHHOW NapTUK NpoAyKTa n/unu o6 oT3bIBe yXe BhINyLLEHHON NapTuu NpoayKTa.

D.9 NMoanepxaHue achtheKTUBHOCTU NpoLuecca (AononHuTenbHbIe yKkasaHusa K UCO 17665-1, pasaen 12)

D.9.1 NMosTopHasa kannbGpoBKa (AononHuTenbHbie yka3aHusa kK UCO 17665-1, noapaspen 12.2)

Bepudukauuma kanubposku [nosepka) kaxaon U3MepuTenbHON LIENN AOMMKHA BEINONHATLCA:

a) exerofHo;

b) nocrne BHENNaHOBOro TeXHN4ECKOro 06CNYXMBaHNA UNW TEKYLLEro peMOHTa U3MepUTENbHON Lieny;

C) MpM MONyYeHNN JoKasaTenbCTBa HETOMHOCTU U3MEPEHN, BLINONHAEMbIX LIEMbIO.

D.9.2 TexHnyeckoe o6cnyxunsaHue o6opyaoBaHua (AononHuTenbHble yka3aHua kK UCO 17665-1,

NyHKT 12.3.1)

TexHuyeckoe obcnyXuBaHne UNU BHECEHUE U3IMEHEHWI B NuTalowme cpefbl (Hanpumep, B LIeHTpariM3oBaHHbIA
naporeHeparop) AOMXHE AOBOAUTLCA [0 CBEAEHUS KOHEYHOrO NOMb30BaTenNs, NOCKOMbKY, HanpuMep, U3MEeHeHne MeTo-
foB o6paboTkn Bogbl, NogaBaeMoii B 6oinep, MOXET U3IMEHUTL YPOBHU CofepXaHusi B Nape HEKOHAEeHCUPYEMbIX rasos,
Bnaru W/umm XuMM4eckux npuMeceil 4o NPeBbILLEHNA UMU AONYCTUMBIX NpeAesnoB. Takue W3MeHeHUs NnoAnexar OLeHKe
B 4aCTW MX CNOCOBHOCTM K CO3AaHNI0 HECOOTBETCTBMIA CO cneundukaumsamn npolecca, U Npu HeobxoAUMOCTH AOMKHbI
BbIMONMHATLCA U AOKYMEHTUPOBATLCS KOPPEKTUpYoLLMe AeWCTBUA.

D.9.3 NoBTOpHasa arTecTtauus (nepeartrecrauus) (AoNoNHUTeNbHbIE yKasaHua K UCO 17665-1, nyHkT 12.4.1)

Ecnu npuMeHWMO, pyTUHHas nepeatTecTauns OYHKLUWOHUPOBAHWA W NepeaTTecTayus aKcnryarmpyemoro 060-
PYAOBaHWSA JOMKHbI B 06LLEM criydae BbIMOMHSATLCS €XerogHo (npumepel cmotpute B Tabnuye A.3). MNepeatTecTtayus
PYHKLMOHNPOBAHUA AOMKHA NOBTOPATL HEKOTOPLIE WK BCE UCMBITAHUS, NPeAyCMOTPEeHHbIE ANS 3TOro BUAa atrecTauun.
MepeatTecTaLlyms skcnnyaTupyemoro o6opyAoBaHWs [OMKHa NOBTOPATE UCCNEAoBaHUs N0 MeHbLUEH OfJHON U3 PYTUHHO
obpabaTbiBaeMbIX CTEPUIIN3aLMOHHbIX 3arpy3okK, ANS KOTOPON CoXpaHeHbl AaHHble U3 NpeablayLLeli aTTecTalun aKkenny-
aTupyemoro oBopyaoBaHus. Ecnn nonyyYeHHble 3Ha4YEHWSI OCTALOTCA B TEX Xe Npefenax, YTo W B NpeablayLleM nccneao-
BaHWK, BOCMPON3BOAMMOCTbL NpoLiecca AoMmKHa ObiTb NpU3HaHa NpueMIeMon.
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YkasaTtenb HOpMaTuBHbIX cTaTten U naparpacgoB NCO 17665-1 u LMTUPYEMbIX CCbISIOK UIK
COOTBETCTBYIOWMX YKa3aHum, umerounxcs B UCO 17665-1 u B gokymente MCO/TC 17665-2

MNpumMmeyaHnune — [aHHas Tabnuua coaepxuT ykasaTtenb CCbINOK [Ha LUTUPYEMbIE OKYMEHTbI], CoagepX)alluxcs
B pasgenax u nyHktax MCO 17665-1, n cooTBETCTBYIOLMX YKa3aHUN U pa3bACHEHWIA, MPUBEAEHHBIX B NPUMNOXEHUU A K
NCO 17665-1 unn B OCHOBHOM TEKCTE [IaHHON TEXHWUYECKOW cneumnduKaLmi, a Taioke B 0CoObbIX CO0BpaxeHUsX OTHOCH-
TENbHO yYpeXaeHWin 34paBooXpaHeHms], NPUBEAEHHBIX B NpUNoxeHnn D K faHHO# TEXHUUECKON cneyudukaLmu.

HopmaTuBHbIiA pasgen/myHKkT

Liutnpyemele ccbinku

CooTBeTCTBY!IO-
Wue ykasaHus
1 pasbAcHeHUa

CooTBeTcTByIOLUE
yKasaHusa U pasb-
AACHEHUA B OCHOBHOM

Ocobble coobpa-
XEHUA 1 yKasaHua
OTHOCUTENBHO
yypexaeHui anpa-

B UCO 17665-1:2006 B UCO 17665-1:2006 K UCO 17665- TekcTe BOOXpaHEHUS! B
1208 x| MOOTS TSRS | wEorTs s
npunoxexue D
4 CucteMbl ynpaBneHUs Ka- — — —
4YeCcTBOM Al24
4.1 JokyMeHTUpoBaHue MpuMeHUMble  pas- — —
Aenbl U NYHKTbI A4A1
NCO 13485
4.2 OTBETCTBEHHOCTb PYKO- - A 4D — D.2
BOACTBA
4.3 Peanusauua npogykra MpumMeHUMbIE  pa3- — —
fjensl M MyHKTbI
NCO 13485 A43
MpuMeHuMble pasge-
nel NCO 10012
4.4 WamepeHus, aHanua u | [IpuMeHUMBle  MyH- — —
ynyyweHne —  KOHTponb | kKTel UCO 13485 Ad 4
npogyKTa, He COOTBETCTBYHO- o
wero TpeboBaHUAM
5 Onucanue cTepunuayoLLe- — 5 —
ro areHTa
5.1 CTepunuaytonin areHT — 5.1 —
5.2 MukpoboLuaHas addek- — A5 52 —
TUBHOCTb '
5.3 BospgelictBue Ha Mate- — 53 —
pvan
5.4 Okonorudeckue gakTopsbl — 54 _
6 OnucaHne npolecca U — 6 —
obopygpoBaHusi
6.1 Mpouecc — 6.1
6.1 123: A 6.1.1
1.1 oWee - a D31
6.1.2 Mpouecchl ¢ HacbILLeH- — 6.1.2
HbIM NapoM
6.1.3 MNpouecchl ¢ ynakoBaH- — A6 6.1.3 D31
HbIMWU NpoAYyKTaMu
6.2 ObopynoBaHue — 6.2 D.3.2
7 Onpeaenenxve npoaykra MNCO 116071 A7 7 D.4
NCO 11607-2
NCO 117371
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OkoHYaHue

HopMaTuBHbI pasgen/myHKT
B MCO 17665-1:2006

LinTupyeMble CCbIrKu
B NCO 17665-1:2006

CoOoTBeTCTBYIO-
LjMe ykasaHus
U pasbAcHeHUA
kK UCO 17665-

CooTBeTCTBYOLKE
yKasaHusa 1 pasb-
ACHEHUS B OCHOBHOM
TekcTe

Ocob6ble coobpa-
XEHWA U yKasaHuA
OTHOCUTESNbHO
yupexaeHui sgpa-
BOOXpaHeHWA B

12.5 OueHka nameHeHuWIn

1:2006, npunoxe- NCO/TS 17665-2 UCO/TS 17665-2,
Hue A (pasgensl 1-12)
npunoxeHue D

NCO 17665-1 npuno-

xeHna B, C, D

NCO 11138-1

NCO 11138-3
8 OnpegeneHue npouecca MpuMeHUMbIe YacTu A8 8 D.5

MCO 11140

NCO 117371

NCO 117372

NCO 17664
9 Banugauusa — 9 D.6
9.1 Obuwee — 9.1 —
9.2 AtTectauua moHTaxa (IQ) — 9.2 —
9.2.1 ObopygoBaHue — 9.21 —
9.2.2 YcTaHoBKa — 922 —
9.2.3 Paborta — A9 9.23 —
9.3 AtTecTauns yHKLMOHU- — ' 9.3 D.6.1
poBaHua (OQ)
9.4 Atrectauua skcnnyatu- [ MICO 17665-1:2006, 9.4 D.6.2
pyemoro obopygosarus (PQ) | npunoxeHua B, CuD

EH 285
9.5 AHanus u yTBepxaeHue — 9.5 D.6.3
Banugaumu
10 TeKkyWUiA MOHUTOPUHT U — A. 10 10 D.7
KOHTpOnb
11 Beinyck npoaykuuun nocrne — A 11 11 D.8
cTepunusayum
12 TlopgpepxaHue addek- — 12 D.9
TMBHOCTU NpoLecca
12.1 [demoHcTpayua Henpe- — 12.1 —
pbIBHOW 30 EKTUBHOCTH
12.2 MNoBTOpHaa kannbpoBka — A 12 12.2 D.91
12.3 TexHu4eckoe obcryxu- — 12.3 D.9.2
BaHWe obopyaoBaHus
12.4 MNoBTOpHas oLeHKa — 12.4 D.9.3
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Mpunoxexnue AA
(cnpaBouHoe)

CBegeHUs 0 COOTBETCTBUM CChINIOYHbIX MEXAYHAPOAHbIX CTAaHAAPTOB HAaLMOHAaNbHbLIM CTaHAApPTaM
Poccuitickon ®egepaumnn

Tabnuya A1

OB03Ha4eHNe CCbINTOYHOro CTeneHb co- OBo03Ha4eHe U HauMeHOBaHWe COOTBETCTBYHOLEro HaunoHarnbHOro
MeXAyHapo4HOro ctTaHgapTa OTBETCTBUA CTaHAapTa
NCO 17665-1 IDT MOCT P UCO 17665-1—2016 «CTepunusauma MeauLUHCKON npo-

aykuun. BnaxHoe Tenmno. YacTe 1. TpeboBaHusa Kk pa3paboTke, Ba-
nugauum 1 TekyLeMy KOHTPOSTHo npoLecca cTepunusannm MeguumH-
CKUX n3genui»

MpumMeyvaHne — B HacToswWel Tabnuue UCNonb3oBaHO cnepytoulee ycrnoBHoe 0603Ha4YeHNe CTeneHn COOTBET-
CTBWA CTaHjapTa:
- IDT — ngeHTWYHLIR cTaHgapT.
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