MEXXTOCYAAPCTBEHHbIA COBET NO CTAHAAPTU3ALIMU, METPOJIOMMM U CEPTUGUKALIMN
(Mrc)

INTERSTATE COUNCIL FOR STANDARDIZATION, METROLOGY AND CERTIFICATION
(ISC)

MEXIOCYOAPCTBEHHbIN rOCT
SyRanere 1SO 11135—
2017

Crepunusaumusi MeQULUHCKON NpoayKuumn
STUNEHOKCUA

TpeboBaHusA k pa3paboTke, BanMaaLuumu U TEKy LLemy
ynpaBrneHuio npoueccom cTtepunmaaumm MeauuuHCKnNX
n3genuu

(1ISO 11135:2014, IDT)

U3panune oduumanbHoe

Mocksa

CraHpapTMHopM
2017


https://meganorm.ru/Index2/2/4294850/4294850311.htm

rocTISO 111356—2017

MpeaucnoBue

Llenun, OCHOBHbIE MPUHUMMBLI U OCHOBHOW NOPSAOK NPOBeAeHust paboT MO MEeXrOCY4apCTBEHHONM CTaH-
aaptusauuu ycrtaHosneHsl B FOCT 1.0—2015 «MexrocyaapcTeeHHas cuctema craHaaptusaummn. OCHOBHbIE
nonoxeHus» u MOCT 1.2—2015 «MexrocyaapcrBeHHas cuctema craHgaptusaymun. CTaHaapTbl MeXxXrocyaap-
CTBEHHbIE, NpaBuna u pekoMeHaauumn No MexrocyaapcTBEHHON cTaHaapTuauuu. Mpasuna paspaboTku, npu-
HATUA, 0GHOBMEHUA U OTMEHbBI»

CBeaeHUs 0 cTaHaapTe

1 NOAIOTOBIIEH O6LecTBOM C OrpaHUYEHHOW OTBETCTBEHHOCTLIO «dapmMcTepy (OO0 «dapMmcTepy)
Ha OCHOBE COOCTBEHHOrO NEepeBOAa Ha PYCCKUI SA3bIK AHINOSA3LIMHON BEpPCUM CTAHAAPTa, YKA3aHHOTO B
nyHKTe 5

2 BHECEH ®depepanbHbIM areHTCTBOM MO TEXHNYECKOMY PEryNMPOBaHUIO U METPOSIOTUK

3 NPUHAT MexrocyaapCTBEHHbIM COBETOM NO CTaHAapTusauun, METPONOrMn U ceptudmkauumn (Npo-
TOKOM OT 1 ntoHA 2017 1. Ne 51)

3a NpuHATUE NPOronocoBanu:;

KpaTKDe HauMeHoBaHWe CTpaHbl KOA CTpaHbl No Coxpau.|eHHoe HanMeHoBaHUe HauuoHanbHoro
no MK (MCO 3166) 004—97 MK (UCO 3166) 004—97 opraHa no cTaHgapTUsauuu
ApmeHus AM MwuHakoHoOMUKK Pecnybnukn ApMeHns
Benapycb BY loccrangapt Pecnybnuku Benapych
KasaxctaH KZ loccrangapt Pecnybnukn KasaxctaH
Kupruams KG KelprelactangapT
Poccusa RU Poccranpapt
TapaXukucTaH TJ TagxukcTaHgapt

4 TMpukasom PegeparnbHOro areHTCTBa N0 TEXHUYECKOMY PEryrnMpoBaHUIO U METPONIOrMKn OT 22 aBrycra
2017 r. Ne 938-ct mexxrocygapcTBeHHbili ctaHaapt FTOCT ISO 11135—2017 BeeaeH B AeUCTBME B KAYECTBE
HaumoHanbHoro craHgapta Poccuickon Pegepaummn ¢ 1 ceHTabpa 2018 r.

5 Hacrosiumin ctaHgapT uaeHTu4eH MexxayHapoaHomMy ctaHaapty 1ISO 11135:2014 «Crepunu3auus me-
AULMHCKON npoaykummn. StuneHokeua. TpebosaHus k paspaboTtke, BanuaaLmmn U TEKYLLEMY KOHTPOIIO npoLiecca
cTepunu3auum meguumHckux uaagenuii» («Sterilization of health-care products. Ethylene oxide. Requirements
for the development, validation and routine control of a sterilization process for medical devices», IDT).

MexxayHapoaHbliii ctangapt paspaboran TexHuyeckum komutetom ISO/TC 198 «Crepunusauus meau-
LUMHCKUX n3genuii» MexayHapoaHoin opraHmsauuu no craHgaprusagum (1ISO).

OdbmumansHble 9K3EMNNSAPbI MEXAYHAPOAHOIO CTaHaapTa, Ha OCHOBE KOTOPOro MOATrOTOBMEH HacTos-
LUMIA CTaHaapT, U MeXayHapoaHbIe CTaHAapThl, HA KOTOPLIE AaHbl CCbINKU, UMEKTCs B deaepanbHOM MHAOP-
MaLMOHHOM ¢hoHAE CTaHAapTOB.

Mpu NpUMEHEHUN HACTOSILLEro CTaHfapTa PEKOMEHAYETCH UCNOMb30BaTbh BMECTO CCbIMOYHbLIX MExXay-
HapOAHbIX CTAHAAPTOB COOTBETCTBYIOLLME WM MEXIOCYAAPCTBEHHbIE CTaHAapThl, CBEAEHUSI O KOTOPLIX Npu-
BEAEeHbl B AONOMHMTENBHOM NpUnoxeHun JA

6 BSAMEH INOCT ISO 11135—2012
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UHbopmayus 06 usMeHeHUsX K Hacmosuiemy cmaH0apmy nybrnukyemcs e exea00HOM UHOopmMayu-
OHHOM yKasamere «HayuoHanbHbie cmaHdapmbi», @ MeKcm U3MEHeHUl U Mornpasok — 8 eXemMeCIYHOM
UHGhOPpMaLUOHHOM yKasamere «HayuoHarnbHble cmaHdapmbi». B criyyae nepecmompa (3amMeHbl) Ui OmmeHb!
Hacmosweao cmaHlapma coomeemcemeyowee yesedomneHue 6ydem OnybIIUKO8aHO 8 EeXeMeCSYHOM
UHOpMaUUOHHOM yKa3damene «HauyuoHanbHble cmaHOapmbly. Coomeememeyouwjas uHgopmayus,
ysedomMrieHUE U MEeKCMb! pa3Mewaromcecs makxe 8 UHGOpMayuoHHOU cucmeme obujeao nosb308aHus —
Ha oghuyuanbHom calime dedepanbH020 azeHmemea 10 MexXHUYeCKOMy Pez2yniupoeaHuro U Memposnoauu 6
cemu ViIHmepHem (www.gost.ru)

© CraHgaptuHcopm, 2017

B Poccuiickon ®egepaumm HacCTOALWMA CTAHAAPT HE MOXET ObITb NONHOCTLIO UM YaCTUYHO BOCNPOU3-
BEEH, TUPaXXMPOBAH U PacnpoCTPaHEH B KaYeCTBe ouumansHOro usgaHua 6e3 paspelueHus egepansHoro
areHTCTBa N0 TEXHUYECKOMY PErynMpoBaHUIO U METPONOrUU
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BBeneHue

CTepunbHOe MEAULIMHCKOE U3aenne — 310 MeAULUHCKOE U3AEnue, KOTOPOE HE COAEPKUT XU3HEeCmno-
COOHbIX MUKPOOPraHuamoB. MeguuuHckne usgenus, NpousBoAUMEIE B CTAHAAPTHLIX NPOU3BOACTBEHHBIX YC-
NOBUSIX B COOTBETCTBUM C TpeBOBaHUAMMU CUCTEMBI MEHEAXMEHTa kayecTBa ISO (CM., Hanpumep, ISO 13485),
MOryT 40 CTEpPUNM3aLMmM cCoaepxaTtb Ha cebe MUKPOOPraHM3Mbl, XOTS U B MasbIX KOnuyecTeax. Takne usgenus
HecTepunbHbl. Llenb crepunusaumm coCTOMT B MHAKTUBALIMKM MUKPOBMONOrMYEeCKMX KOHTAMWHAHTOB, YTOOBI
Takum 06pa3oM NPEBPATUTL HECTEPUIbHBIE USAENNUA B CTEPUIIBHBIE.

KuHeTuka MHaKTUBaLuu YUCTON KYNLTYPbl MUKPOOPraHU3MOB (OUIUYECKUMU /UMK XUMUYECKUMU areH-
Tamu, UCMONMb3yEMbIMW ANsi CTEPUNU3aLMN MEANLMHCKMX u3genui, B obem cnydae Hammyymm o6pasom
MOXeT OblTb OMMCaHA 3KCMOHEHLMANbHONW 3aBUCUMOCTLIO MEXAY YMCIIOM BbDKMBLUMX MWUKPOOPraHU3MOB W
cTeneHbio ux 06paboTkn atuneHokcuaom (aanee — 30); 3TO 0O3HAYAET, YTO BCEraa MMEEeTCs onpeaeneHHas
BEPOSATHOCTb BbDKMBAHMA MUKPOOPraHW3MOB BHE 3aBMCHMOCTM OT CTEMEHW npoBefeHHor obpabotku. Ans
Kaxxgon o6paboTkM BEPOATHOCTb BbPKMBAHUA ONPEAENseTcs KONMYECTBOM U YCTOMYMBOCTBIO MUKPOOPraHn3-
MOB, a TalKKe OKPYXaIoLLE Cpeaon, B KOTOPOW OpraHM3m HaxoauTcs Bo Bpems o6paboTku. U3 aTtoro crieayer,
YTO CTEPUNBHOCTL NOGOr0 MEAULIMHCKOTO N34ENUS N3 COBOKYMHOCTU U3AENWUiA, NOABEPrHYTbIX CTEpUNM3aLm-
OHHOI 06paboTke, HE MOXET ObITb rapaHTUPOBAaHAa, a CTEPUNLHOCTL 06PaboTaHHOW COBOKYMHOCTW U3AEnun
onpenenseTca B TEPMUHAX BEPOATHOCTM NPUCYTCTBUA HA N3AEMUN XM3HECTOCOBHOr0 MUKPOOPraHU3ma.

ISO 11135 ycraHaBnuBaeT TpeboBaHMUA, KOTOPbIE MPU YCNOBMUM MX BbINONMHEHUA obecneyar npouecc
STUNEHOKCUAHOW CTepunm3aumm, NnpeaHasHa4YeHHbIn AN CTepunu3aumm MeauumHCKUX u3aenum, ¢ 4ocTaToy-
HOM MMUKPOBOLMAHOWI aKTMBHOCTbLIO. Bonee TOro, CooTBETCTBUE TpebOBaHMAM rapaHTUpYET, YTO Banuaauuu,
BbINONTHSAEMbIE B COOTBETCTBMU C HACTOSALUMM CTaHZapToM, obecneyar npoayKTbl, OTBEYaloLLMe OnpeaeneH-
HbIM TPeBOBaHUAM K CTEPUIbHBIM NPOAYKTaM C BbICOKOW CTENEHbIO AOCTOBEPHOCTU. OnpeaeneHue aHHOW
BEPOATHOCTU SABNSIETCA 3a4ayeli YNONHOMOYEHHbLIX OPraHOB M MOXET OTNMYATLCS HA TEPPUTOPUSIX Pa3HbIX
ctpaH (cmoTpuTe, Hanpumep, EN 556-1 n ANSI/AAMI ST67).

O6wue TpeboBaHMA K CUCTEMAM MEHEIKMEHTA KayecTBa Ans NPOEeKTUpOBaHUs, pa3paboTku, nNpous-
BOACTBA, MOHTaxa u obcnyxuBaHus aanbl B 1ISO 9001, a cneumancHble TpeOOBaHNSA K CUCTEMAM MEHEA-
JXXMEHTa KayecTBa Ansl NPOM3BOACTB MEAULIMHCKUX n3genuin aadbl B ISO 13485. CtaHaapTel cCUCTEM MeHea-
JKMEHTa KayeCTBa NpU3HAaloT, YTO pPe3ynbTaTUBHOCTb HEKOTOPBIX NPOLECCOB, UCNOMNb3yeMbIX B MPOU3BOACTBE
n nepepaboTke, He MOXET ObITh MOMHOCTLIO NPOBEPEHA NOCNEAYIOWUM OCMOTPOM U UCNBITAHUEM NPOAYKTA.
Crepunu3auus SBMAETCA NPMMEPOM MMEHHO Takoro npouecca. Mo 3T0i NpuynHe NPouecchl CTepunu3aLm
BanuAupyoTCcs ANsi UCNONb30BAHUS, XapakTePUCTUKU NPOLIECCOB CTEPUNM3aLMK NOANEXAT PYTUHHOMY MOHM-
TOPWHTY, @ cTepunuaauuoHHoe obopyaoBaHUe NOANEXUT PErynapHOMyY 0OCIY>XUBaHUIO.

3KCNo3MLUA NpaBuiibHO BanMAMPOBAHHOMY W TOMHO KOHTPONUPYEMOMY NPOLECCY CTepunusauum He
ABNAETCA €AMHCTBEHHbLIM (DAaKTOPOM, CBA3aHHbLIM C 06ecneYeHueM HaAeXHON rapaHTUKM TOro, YTO NPOAYKT
CTEPUNEH U B 3TOM OTHOLLUEHUM MPUTOAEH K UCMONb3OBAHUIO NO Ha3Ha4YeHuio. Mo3TOMY yAeneHo BHUMaHWE
elle HeCcKonbkuM chakTopam, BKMIOHYAIoOWMUM B ce6s:

a) MMKpPOBKMONOrM4eckoe COCTOSIHUE BXOAALLMX CbiPbEBLIX MAaTEPUanoB U/unu KOMNOHEHTOB;

b) Banuaauuio u TekyLlee ynpaeneHue nobbiMu npoueaypaMmu 04MUCTKN U Ae3UHMDEKLMU, UCMONb3YeMbl-
MU C NPOAYKTOM;

C) ynpaBsrneHue OKpy»atoLleii cpeon, B KOTOPOW NPOAYKT NPOM3BOAUTCA unu nepepabartbiBaeTcs, co-
OupaeTca n ynakoBbIBaeTCs;

d) ynpaeneHue obopyaoBaHuem u npoLeccamu;

€) ynpaeneHue nepCcoHanoM u ero rurueHon;

f) cnoco6bl ynakoBku U Matepuanbl, B KOTOPbIE NPOAYKT YNAKOBLIBAETCS;

g) YCNOBUA XpaHEeHUsA NpoayKTa.

Tunbl KOHTaMUHALMKU NPOAYKTOB, MOJABEPraloLLMXCA CTEPUNN3aLUM, MOTYT ObITb Pa3HbIMU, U 3TO BIUSIET
Ha apheKkTUBHOCTb Npouecca crepunusauum. MpoayKTbl, UCMOML3OBAHHLIE B YYPEXAEHUSAX 34paBOOXpaHe-
HWUS U HanpaensieMble Ha MOBTOPHYIO CTEPUNM3ALMIO B COOTBETCTBUM C MHCTPYKUMAMU npou3BoauTens (CMm.
ISO 17664), asnatorca ocobbiM cnydyaem. [Anga Takux nsgenui MUMeeTca BEpOATHOCTb HanNu4us LUMPOKOTO psiga
KOHTaMUHUPYIOLLMX MUKPOOPraHU3MOB M OCTaTOYHbIX HEOPraHUYECKUX W/UM OPraHNYeCcKUX 3arpsisHeHui, He-
CMOTPS Ha MCMONb30BaHWe NPOLECCOB OYUCTKU. CrefoBaTeNnbHO, HY)XHO YaensATe 0co60e BHUMaHUe Banuaa-
LK1 M KOHTPOSIO NPOLIECCOB OUMUCTKU M A€3UHMDEKLMW, MCMONb3YEMbIX NPy MOBTOPHOI 0BpaboTke. 3arpyska us

Vi
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CMeLLaHHbIX NPOAYKTOB SIBMSAETCA O0LMM CNy4aeM B yUpeXaeHUa 34paBoOXpaHeHus, a NpoxoasLwme yepes
cTepunu3aumio 06beMbl AUKTYIOTCSE UCTOPUHECKUM U NPOTHO3UPYEMbIM 3anNPOCOM Ha CTEPUNbHBIN MPOAYKT.

TpeboBanusa apnsioTca obsi3atenbHOl YacToio 1ISO 11135, cooTBeTCTBME KOTOPOMY A€KnapupyeTcs.
PykoBOACTBO, NpPEeACTaBNeHHOe B CMPaBOYHLIX NPUIOXEHUSX, HE ABNAETCA 00A3aTENbHLIMU U HE AOIHKHO
CNyXMTb B KAYECTBE KOHTPOMbLHOIO CNUCKa Ansa ayautopos. PykoBoACTBO, NpeacTaBneHHoe B NpunoxeHum D,
COAEPXUT PasbACHEHMS U ONUCAHMA METOAOB, KOTOPbIE CYUTAIOTCA NPUeMNemMbiMU ANA JOCTUXKEHUA COOT-
BETCTBUS TPEOOBAHUAIM K MPOMBILLIIEHHOCTU U YUPEXAEHUI 30PaBOOXPAHEHUSA.

PyKkoBOACTBO, NpMBeAEHHOE B NpunoxeHun D, npegHasHavyeHo ans nuy, umetowmx 6a3oBble N03HaHUA
0 npuHumnax A0-ctepunusayuu. Moryt NpUMEHATLCA U UHbIE METOAbI, OTNIMYHbIE OT NPEACTaBMNEHHbIX B pY-
KOBOZCTBE, eCniu OHW 3heKTUBHBI ANA JOCTUXKEHUS COOTBETCTBUS TPeOOBaHMSAM HACTOSLLErO CTaHaapTa.

Pa3pabotka, Banuaauus u TEKyLLee ynpaBneHne npoLeccoM CTEPUNM3aLum CoCToAT U3 psaaa OTAernb-
HbIX, HO B3aMMOCBSI3aHHbLIX AENCTBUIA, TAKUX KaK, HAaNpPUMep, KannbpoBka, TEXHUYECKoe 00CnyXuBaHue, onpe-
JeneHve NpoaykTa, onpeaeneHne Npouecca, artectaums yCTaHOBMEHHOrO 000pyaOBaHuUs, aTrectaums QyHK-
LMOHMPYIOLLIETO 0OOPYAOBAHUA M aTTecTauus aKkcnnyatupyemoro o6opynoBsaHusi. B 10 Bpemsi kak aeicTeus,
Tpebyemblie ISO 11135, Gbinu CrpynnMpOBaHLl U NPEACTaBneHbl B onpeaeneHHom nopsiake, 1ISO 11135 He
TpebyeT nx BbINOMIHEHUSA UMEHHO B TOM MOPSAAKE, B KOTOPOM OHM npeacTaBneHbl. Tpebyembie AeiiCTBUS He
0653aTenbHO AOMKHbI ObITb NOCNEeA0BaTENbHLIMU, TAK KAK NporpaMmMa paspaboTku U Banuaaumn MOXeT ObiTb
UTEepPaLMOHHON. ECTb BEPOATHOCTb, YTO BbINOMHEHWE 3TUX PasfM4HbIX AENCTBUIA NOTpebyeT ydacTtusa psaa
OTAENbHbIX ML, UK OpraHn3auui, kaxaasa u3 kotopbix 6epeT Ha cebsi MICNONHEHUe OAHOTO WU HECKOMbKUX
AenCcTBuin. HacToALwMin CTaHAapT He OroBapuBAET, KaKMe UMEHHO nuua UMM OpraHu3auuyu MOryT BbIMOSHATD
3TU AENCTBUSA.

BaxHo, 4ToGbl De3onacHOCTb nauueHta obecneunBanacb MUHUMKU3auuein sosaencrena 30 u ero no-
GOYHbIX NPOAYKTOB B X04€ HOPMAanbHOrO UCMOMNb30BaHUA MEAULIMHCKOTO u3genus. 1ISO 10993-7 ycraHaBnuBa-
et npeaensl ana 30 u aTuneHxnoprugpuHa (aanee — ECH); Tem He MeHee, He YCTAHOBNEHbI Npeaerbl 9KC-
no3nuMmn Ansa aTUneHrnmkona (nanee — EG), nockonbKy OLIEHKAa pUCKa NOKA3bIBAET, YTO NPU KOHTPONUPYEMbIX
ocratkax OO npucyTcTBUEe BUONOrMYECKU 3HAYUMBIX OCTATKOB STUNEHINIUKONSA MaNOBEPOSITHO.

Vi
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M EXTOGCYAAPGCTBTETHHHBbB # CTAHIODAPT

Crepunusauua MegUMLUMHCKON NpoayKuum
STUNEHOKCWA

Tpe6oBaHus K pa3paboTke, BanMaauuu U TeKyLLEMY ynpaBrieHUIo NpoLeccoM CTepunusaumm
MeAULIMHCKUX u3genumn

Sterilization of health-care products. Ethylene oxide. Requirements for the development, validation and routine control of
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1 O6bnacTb NpUMeHeHus

1.1 OxBaTr

HacTtoawmit ctaHaapTt ycTaHaBnueaeT TpeboBaHus k paspaboTke, BanuaauMu 1 TEKYLLUEMY KOHTPOMIO
npoLecca STUNEHOKCUAHOI CTEPUNU3aLMM MEAULIMHCKUX N3AENNIi KK B MPOMBILLIIEHHOCTU, Tak U B yupexae-
HUAX 3[1PaBOOXPAHEHNSI U YUUTLIBAET CXOAHbLIE U PA3NMYAIOLLMECA YEPTbl STUX ABYX o6BnacTei npUMeHeHUs.

MpumedaHune 1 — OBWMMK YepTammn sBNAOTCS obiwasa NoTpebHOCTb B cUCTEMax MeHe[KMeHTa KavecTBa,
oby4eHre nepcoHana W npaBunbHble cpeacTBa obecnedeHnsa 6esonacHocTH. OCHOBHAA pasHUUA 3aKniovaeTcsl B YHU-
KasbHbIX (U3NYECKUX U OPraHU3aLMOHHbIX YCIIOBUSIX B YYPEXAEHUSAX 3[1paBOOXpaHEHUs], a Takke B Ha4yallbHOM COCTOS-
HUWM MeJMULMHCKUX U3Lenuid, NpefocTaBnaeMbIX AN CTepunnsauyun.

MpuMedvaHue 2 — YupexaeHus 3gpaBoOXpaHEHNUS OTAMYAIOTCS OT NPOU3BOACTB MEAMLIMHCKUX n3fenuii cu-
314ECKUM YCTPOIUCTBOM 30H 06paboTku, Mcronb3yeMblM 06opyaoBaHUEM W AOCTYMHOCTLIO MepcoHana ¢ afjeKBaTHbIM
YPOBHEM MOLFOTOBKU U NpaKTUYecKOoro onbiTa. OCHOBHOW (hyHKUMEN yYpexaEeHNs 30paBooXpaHeHna sBnaeTcsa 3abota o
nayueHTe; nepepaboTka MeANLIMHCKUX U3AENUIA — 3TO TONBbKO OAHO U3 MHOXeCTBa AENCTBUIA, BLINOMHAEMbIX ANa noa-
OepXKN 3TON PYHKLUK.

MpumeyaHue 3 — C TOYKU 3peHNs HAYANBHOTO [MCXOAHOMO] COCTOSIHUA MEAMLIMHCKUX U3AENUNA, UX NPOU3BO-
AUTENN, Kak NpaBusio, CTEPUIN3YIOT GorblUMe KONUYECTBA CXOAHLIX MEAULIMHCKAX U3AENUiA, NPOU3BEAEHHBIX U3 NepBUY-
HOrO ChipbA. YUpexeHus 34 paBooxXpaHeHusi, C ApYroi CTOPOHbI, AoMKHbLI 06pabaThiBaTh Kak HOBLIE, TaK U MHOrOpasoBble
MeAWNUMHCKNE N3AEeNnnsa pasfuyHOro Ha3HauYeHUs ¢ pasnUYHLEIMU YPOBHAMU Gronornyeckoid Harpyaku, No STUM NPpU4MHAM
OHU CTanNKUBaloTCS € JOMNOSHUTENBHEIMU NpobrieMaMyu O4YUCTKW, OLEHKMW, NOATOTOBKM M YNaKOBKU MEAULIMHCKOrO U3fenns
nepea cTepunusaupeii. B HacTosileM cTaHgapTe NpuBeAeHbl ansTepHaTUBHBIE NMOAXOALI U peKoMeHAaLMK, cneumdny-
Hble ANA MEAULIMHCKUX YUpeXAeHUA.

MpumeuvaHue 4 — asoobpasHbiit 30 M ero cmecu ABMATCA 3PPEKTUBHLIMUA CTEPUNUIYIOLLIMIN areHTamu,
KOTOpble UCMNOSb3yKTCA B OCHOBHOM ATA Tenno- nvinu Bnaro4yBCTBUTENbHbIX MEAULIMHCKUX I/I3Ae11l/|l7|, KOTOpbl€ HE MOryT
ObITb CTEPUNU30BaHbI BNAXHBLIM TEMIOM.

MpuMeyaHune 5—HecMoTpa Ha To, UYTo 06NaCTb NPUMEHEHUS HACTOSILLEro CTaHAapTa orpaHUYeHa MeauLUH-
CKMMU U3ZeNnnsiMU, OH oroBapuBaeT cneluduyeckue TpeboBaHUA U aeT pyKOBOACTBA, KOTOpble MOTYT BbiTb NPUMEHUMBI
U K APYTUM NpoAyKTaM 371 paBooXpaHeHUs.

1.2 UckmouyeHun

1.2.1 Hacrosiumit ctaHaapt He yctaHaBnuaeT TpeboBaHus k pa3paboTtke, Banuaaumm u pyTUHHOMY
KOHTPOJIO NpoLiecca UHAKTMBaLMK BO30yauTenen CnoHrMoopMHbIX aHUedanonaTuid, Takux Kak CKpenu, Ko-
poBbs rybuartas aHuedanonatus u bonesHb Kpelitudenbaa-Akoba. KoHkpeTHble pekoMmeHaauumn 6binu pas-

W3paHue ocbuumansHoe
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paGoTaHbl B OTAENbHLIX CTPaHaxX Ans 06paGoTkn MaTepuanos, NOTEHLMANbHO 3arpsi3HEHHbIX Takumn Bo3Gy-
AUTENSAMN.

MpumMmevaHune — CMm. ISO 22442-1, ISO 22442-2 n ISO 22442-3.

1.2.2 Hacrosiwmin ctangapt He getanuaupyet cneundudeckoe TpeboBaHme K 0603Ha4YeHUI0 MeaULUH-
CKOro u3fenus Kak «CTepuIibHOroy.

MpumMmevyaHne — Cnegyer obpaljaTb BHUMaHWE Ha HaLMOHarbHble UNK permoHarnbHble TpeGoBaHus kK 0603Ha-
YEHWUI0 MEAULMHCKOro N3fenusa Kak «cTepuiibHoroy». Hanpumep, cM. EN 556-1 1 ANSI/AAMI ST67.

1.2.3 HacTosiwumi ctaHaapT He yCTaHaBNMBaeT CUCTEMY MEHEDKMEHTa Ka4ecTBa ANS YyNpaBeHunsi BCex
cTaaui npousBoAcTBa MeAULIMHCKUX U3OENUA.

MpumMmevyaHne — DddekTUBHAA peannsauns onpeneneHHbIX U JOKyMEeHTUPOBaHHbLIX Npoueayp obasaTtenbHa
4Ns paspaboTku, Banujauum 1 TekyLero yrnpasieHUs npoLeccoM cTepunusauui MeguuuHCKUX U3genuii. Takue npo-
Leaypbl, Kak NpaBUno, CHUTAIOTCA SIEMEHTaMU CUCTEMbl MeHeAXMeHTa KadecTBa. HacToAwwmil ctaHgapT He TpebyeT
Hanuuns NosHoW CUCTeMbl yNpaBlieHUss Ka4eCTBOM B npoLecce Npov3BOACTBa Unu nepepabotkn. ObsasaTtenbHule ane-
MEHTbI UMeIOTCH B COOTBETCTBYIOLLMX MeCTax TekcTa (CM., B YacTHoCTu, pasaen 4). BHumaHue obpaljaetcsa Ha cTaHaap-
Tbl ANS CUCTEM YNpaBrieHus kavecTsoM (Hanpumep, 1ISO 13485), koTopble KOHTPOMNUPYIOT BCe 3Tanbl MPOU3BOACTBA UMK
nepepaboTkn MEAULMHCKUX U3Aenunid. HauuoHaneHble W/unu pernoHarnbHble NonoxeHus o6 obecnevyeHnn MeaMLMHCKUMA
usgenusamMu MoryTt TpeboBaTb BHEApPeHWEe MOMHOW CUCTEMbI MEHEAXKMeHTa KavyecTBa U OLIeHKY 3TON CUCTeMbl TpeTbeil
CTOPOHOIA.

1.2.4 Hacrosmii cTaHaapT He yctaHaBnuBaeT TpeboBaHMA K OXpaHe Tpyaa, CBA3aHHbIE C MPOEKTMPOo-
BaHMEM W 3KcnnyaTauuen npeanpuaTui, saHumatowmxca SO-cTepunusanmen.

MpumevaHue 1— [Ona nonyyeHus Sonee nonHoi nHgopmaLum o6 oxpaHe Tpyaa CMOTpUTE NpUMeEpLI, Npu-
BefleHHble B pasgene «Bubnuorpadusa». MoryT Takke CyLecTBOBaThb HaLMOHarbHbIE UMW permoHasbHble TpeboBaHWS.

MpuMmevaHune 2— 30 ABNAETCA TOKCUYHBLIM, BOCMaMeHsieMbIM U B3pbiBoornacHbIM. CnefyeT o6paTuTb BHU-
MaHWe Ha BO3MOXHOE CYLLeCTBOBaHWNE B HEKOTOPbIX CTpaHax HOPMaTUBHBIX JOKYMEHTOB, YCTaHaBnmBatoLux TpeboBaHus
GesonacHocTM k obpalyeHmio ¢ 3O U K NOMELLEHUAM, B KOTOPbIX OH UCTONb3yeTcs.

1.2.5 HacrosiLumii cTaHaapT He pacnpoCTPaHAETCA Ha CTEPUNN3aUUIO nHxekumen 30 unu ero cMecen
HenocpeaCTBEHHO B YNAaKOBKU UNU B rmbkue KaMepbl.

MpumevyaHune — CM. ISO 14937, rae paccmarpuBaloTCca 3TU NpoLeccsl.

1.2.6 Hacroawui craHgapt He pacCMaTpuBaET aHaANUTMYECKUEe METOoAbl AN onpeaeneHusl ypoBHEN
octaroyHoro 30 u/unu NPOAYKTOB €ro peakuuu.

MpumMmevaHune 1— Bonblie nHdoOpMaLMM MOXHO NoNy4nTb 13 1ISO 10993-7.

MpumevyaHune 2 — CnepyeT obpalyarb BHUMaHWe Ha BO3MOXHOE CyLIECTBOBAHWE HALMOHANbHbLIX UMW peru-
OHasbHbIX NPaBuM, onpefensoLMUX orpaHUtEHUs] ANs YPOBHS ocTaTodHoro 30, NPUCYTCTBYIOLLETO Ha MOBEPXHOCTYU Ui
BHYTPW MEANLMHCKUX N3fenuii.

2 HopmaTuBHbI€ CCbINIKN

B HacToswemM cTaHgapTe MCNOMb30BaHbl HOPMATUBHBIE CCLINKW Ha CneayloLue MexXayHapoaHble CTaH-
aaprbl.

ISO 10012, Measurement management systems — Requirements for measurement processes and
measuring equipment (Cuctemsl ynpasneHusi uamepeHusimu. TpeboBaHus K M3aMepUTEnbHbIM Nnpoueccam U
U3MepUTensHOMy 060py10BaHUIO)

ISO 10993-7, Biological evaluation of medical devices — Part 7: Ethylene oxide sterilization residuals
(OueHka Buonoruyeckas MeQULMHCKUX YCTPOMCTB. YacTb 7. OCTaTk Npu CTepunu3aummn oKCUA0M TUNEHa)

ISO 11138-1:2006, Sterilization of health care products — Biological indicators — Part 1: General
requirements (CTepunusaumsa MeauLUMHCKON nNpoaykuuu. buonoruueckue nHaukartopel. Yacte 1.06wme Tpe-
6oBaHus)

ISO 11138-2:2009, Sterilization of health care products — Biological indicators — Part 2: Biological
indicators for ethylene oxide sterilization processes (Ctepunusaumsa meauuMHCKON npoaykuun. Buonorude-
CKMe nHaukatopsl. Yactb 2. Buonoruveckme MHAMKATOPbI ANA CTEPUNU3aLMU OKCMAOM ITUNEHa)

ISO 11140-1, Sterilization of health care products. Chemical indicators — Part 1: General requirements
(Ctepunusauua MeauLUMHCKON NPOoAYKUMK. XMMHUYecKkue uHaukaTopbl. Yacts 1. O6wme Tpe6osaHus)

2



rocTISo 11135—2017

ISO 11737-1, Sterilization of medical devices — Microbiological methods — Part 1: Determination of
apopulation of microorganisms on products (Ctepunusauma meguuuHCKuxX usgenuii. Mukpobuonoruyeckme
mMeToAbl. Yacte 1. OueHka nonynayun MUKPOOPraHM3MOB Ha NPOAYKTE)

ISO 11737-2, Sterilization of medical devices — Microbiological methods — Part 2: Tests of sterility
performed in the definition, validation and maintenance of a sterilization process (Ctepunusayua meguumH-
ckux usgenuin. Mukpobuonorundeckue metodbl. Yactb 2. NcnbiTaHUs HA CTEPUNbHOCTL, NPOBOAMMBIE MPU
onpeaenexHuun, Banuaauun n 06Cny>xMBaHUKU NpoLecca crepunusaumm)

ISO 13485:2003/Cor 1:2009, Medical devices — Quality management systems — Requirements for
regulatory purposes — Technical Corrigendum 1 (U3genua meguumHckne. Cuctema MeHeXKMeHTa KayecTsa.
TpeboBaHus Ana perynupylowmx uenen. TexHnyeckasn nonpaeka 1)*

3 TepMuHbI N onpepeneHns

B HacToqweM cTaHaapTe NpUMEHEHbI CreayoLmMe TepPMUHbI G COOTBETCTBYIOLLIMMU ONpeaeneHUsiMu:

3.1 aspauua (aeration): Yactb npouecca crepunusauun, BO BPEMS BbIMOSHEHMSA KOTOPOW OKCUA aTune-
Ha W/MnNu NPoAayKTbl €ro peakuun AecopdbupyoTca N3 MeauUMHCKMX N3AENuii 4O AOCTMXEHUS 3apaHee onpe-
JerneHHbIX YPOBHEW.

MpumedyaHue 1 — 3To MOXET GbiTb BLINOMHEHO BHYTPU CTepunuaaTopa W/Wnu B OTAENbHOW kamepe Wiu
noMeLLeHUM.

3.2 30Ha aspauumm (aeration area): Kamepa unu nomeLleHune, B KOTOPOM BbINOSHAETCA aspauus.
33

6uoHarpyska (bioburden): Monynauust XM3HecnoCoOHbIX MUKPOOPTaHU3MOB Ha UNKU B U3AENUKU W/Unu
3alUMTHON CUCTEME CTEpUNU3aLUn.
[ISO/TS 11139:2006, 2.2]

34

6uonornueckuin nnamkarop (biological indicator): MicnbiTatenbHasa cuctema, cogepallasn XXu3Hecrno-
COOHBIE MUKPOOPraHU3Mbl, 06ecneunBatoLne onpeaeneHHy0 yCToM4MBOCTL MPOLECCy CTepunm3auumm.
[ISO/TS 11139:2006, 2.3]

3.5

kanuopoBka (calibration). CoBoKynHOCTb onepauuit, npu ONpeaeneHHbIX YCrOBUSX yCTaHaBNMBato-
LLMX COOTHOLLEHUE MEXAY KONMYECTBEHHBIMU 3HAYEHUAMM, NOKA3bIBAEMbIMU U3MEPUTENBbHBLIM NMPUBOPOM
nnun VISMGpI/ITeJ'IbHOVI CVICTeMOVI, Unn 3Ha4eHuAMu, npeacrtaBneHHbIMU MartepuanbHbIMU U3SMEPEHUAMNU UIN
KOHTPOMbHLIM MarepuaroM, U COOTBETCTBYIOLLMMI 3HAYEHUAMU, ONPeAEnsieMbIMU CTanaapTaMu.

[ISO/TS 11139:2006, 2.4]

3.6

XuMuyeckun niamkatop (chemical indicator): cnbitatenbHas cucrema, oGHapykuBaioLLas usmeHe-
HUA B OQHOM MMM HECKOMbKUX MpefonpeaeneHHbIX napamerpax npouecca, OCHOBaHHAA Ha XMMWUYECKUX
UM HPU3NYECKUX M3MEHEHUSX, BbI3biIBAEMbIX BO3AEWCTBUEM NpoOLEcca.

[ISO /TS 11139:20086, 2.6]

3.7 konguumoHupoBaHue (conditioning): O6paboTka NpoayKTa B paMKax Lukna crepunusagum, Ho 4o
BMyCKa OKCUAa 3TUNEHa, ANa AOCTUXKEHUA 3apaHee onpeaeneHHbIX TEMNepaTypbl U BMAXHOCTU.

Il pumMmedyaHune 1 — OT1a vactb LUnKna cTepunusaunn MOXeT BbINONHATLCA KakK npu aTMochepHOM AaBneHun,
TaK U Noj BakKyyMOM.

MpumevyaHune 2—[cM. NpeaBapuTenbHOe KOHANLMOHUPOBaHUe (3.27)].

* BameHeH Ha ISO 13485:2016.
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3.8

D-sennumna D, -senmumna (D value D, value): Bpemsi unu fo3a, HeobxoanmMble ANs AOCTHKEHUS
nHaktusaumm 90% nonynsymm KOHTPOSIbHLIX MUKPOOPraHM3MOB B 3aABMEHHbIX YCITOBUAX.

NMpuMmeyaHune 1— [na ueneil HacTosLero cTaHaapTa 3HayeHue D ABNAeTCA BpeMeHeM 3KCno3nuumumn, Heob-
X0AUMBIM Ans uHakTuBaLm 90 % nonynsuMmu KOHTPONbHBLIX MUKPOOPraHN3MOB B 3asiBNIEHHBIX YCIOBUAX.

[ISO/TS 11139:2006, 2.11]
3.9

paspa6otka (development): [leiictBue, B pesynbrare KOTOporo paspabarbiBaercs cneumdukaums.
[ISO/TS 11139:2006, 2.13]

3.10 Touka pocbl (dew point): Temneparypa, npu KOTOpPOI AABMEHME HACBILIEHHOro BOAAHOrO napa
paBHO NapuuansHOMY AABNEHUIO BOASHOTO napa B atMocdepe.

MpumedyaHue 1—/Jloboe oxnaxgeHme aTMocdephbl HIKe TOUKN pockl ByeT NPUBOAUTL K KOHAEHCALUN BOAbI.

3.1

ycTaHOBUTb (establish): Onpeaenutb N0 TEOPETUYECKOW OLIEHKE M NOATBEPAUTHL IKCNEPUMEHTOM.
[ISO/TS 11139:2006, 2.17]

3.12 Bpema uHxekuumn atuneHokcuaa (d0) (ethylene oxide (EO) injection time): MpoaonmxmMTENbHOCTL
dhasbl, HauMHas ¢ nepsoro Brnycka 30 (cmecu) B kamepy A0 3aBePLUEHNUS MHKEKLMU.
3.13

Bpems akcno3uuumu (exposure time): MNepuoa, B Te4eHUE KOTOPOro NapaMeTpbl NpoLecca NoAAePKU-
BaKOTCA B paMKax cneunguuupoBaHHbIX AOMYCKOB.
[ISO/TS 11139:2006, 2.18]

MpumedvaHue 1—[napacdeTa netanbHOCTU LUKNA — 3TO NEpPUOA CTEPUNU3ALIMN MEXAY KOHLIOM UHXeKL NN
30 1 HavanoM yaaneHua 30.

3.14

cbon (fault): OauH UnNM HECKONBLKO NAPaMETPOB NPOLIECca BLILLAKW 3a Npeaens! ux cneuuduuuposaH-

HbIX JOMNYCKOB.
[ISO/TS 11139:2006, 2.19]

3.15 oumcTka (flushing): Mpoueaypa, C NOMOLLBIO KOTOPON OKCUA, ITUNEHA YAANAETCA U3 3arpy3ku U u3
Kamepbl NyTem MO0 MHOXECTBEHHbIX NOCNEAOBATENbHBLIX BNYCKOB NPOMPUNLETPOBAHHOIO BO3AYXa, UHEPTHOIO
rasa unu napa u oTkayek Kamepbl ctepunuaaropa, nubo HenpepbIBHLIM NPONYCKaHWEM NOTOKa NPOIMNLTPO-
BaHHOIO BO37lyxa, MHEPTHOTO ra3a unu napa Yepes 3arpy3ky u kamepy crepunusaropa.

3.16 cpakumoHHbIii Uukn (fractional cycle): Liukn, B koTOpoM Bpems akcnosuummn 30 rasa yMeHbLUEHO
No CPaBHEHUIO CO BpeMeEHeEM, cneuudULMpoBaHHbIM B NPOLECCE CTepunu3auun.

3.17 nonoBuHHbIM Uukn (half cycle): Liukn, B koTOpoM BpeMsa akcnosuumn 30 rasza yMeHbLUEHO Ha
50% no cpaBHEHUIO CO BpeMeHeM, cneunduuupoBaHHbIM B NpoLecce ctepunusayumn.

3.18 yupexpeHnue 3apaBooxpaHeHus (health care facility): FocynapCcTBeHHbIE MW YacTHbIE OpraHu-
3aUMM U yYpEeXAEHUs, NpeaHasHaYeHHbIe Ans yxoaa, noaaepxaHus 340poBbs, NPeaoTBPaLLUeHUA U NeYeHns
3aboneBaHuii U TpaBM.

Tpumep — YypexdeHue 30pasooxpaHeHUs1 Moxem 6bimb, Hanpumep, 60nbHUYel, NONUKUHUKOU, JoMOM
npecmapensix, cryx6oii npoodneHHo20 yxoda, aeéMOHOMHbLIM XUPYP2UYECKUM UeHmpoM, ambynamopuel unu
cmomamosio2udecKuM KaGuHemom.

3.19

npoAaykT ana sgpasooxpaHeHun (health care product): MeguuuHckue usgenus, Bkniov4aa MeanuumHcKue
usaenus Ans AMarHoCTUKK in vitro, unn NekapcTBeHHbIe CPpeacTsa, Bkniodaa Guodapmavestuyieckue.
[ISO/TS 11139:2006, 2.20]
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3.20

aTrecTtauun yctaHOBIIeHHOro obopyaoeanus; I1Q (installation qualification, 1Q): Mpouecc nonyyeHus
1 AOKYMEHTUPOBAHUSA 10KA3aTenbLCTB TOr0, YTO 060pyA0BaHKeE Obino NOCTABNEHO U CMOHTUPOBAHO B COOT-
BETCTBUM C €ro cneyudukaymen.

[ISO/TS 11139:2006, 2.22]

3.21

meauuuHckoe usgenue (medical device): INMoBoi MHCTPYMEHT, annapart, npubop, MalmMHa, Nnpucno-
cobneHwe, UMNNAHT, peareHT in vitro unn kanuépaTtop, NnporpaMMHbIe CPeACTBa, MaTepUan UnNKU UHOE Mo-
AobHoe usgenuve, npeaHasHa4YeHHOE NPOU3BOAUTENEM AN UCTONb30BaHUSA (OTAENBHO UMM B COMETAHUM),
Ha NIoAAX C OHON UIN HECKOMbKUMM ONpeeneHHbIMU LIENSIMUA, TAKUMU Kak:

- AMarHocTuka, Npodunakrmka, MOHUTOPUHT, NievyeHue, obneryeHue 3abonesaHus;

- AMArHOCTUKA, MOHUTOPUHI, Nle4yeHune, obneryeHme unu KOMNeHcaLus TpaBmel;

- uccnegoBaHus, nepecagka, moaudukauma wnu noaaepxka opraHoB unu U3nonNoruYeckoro npo-
uecca;

- noaaepxaHue unu obecneyeHue Xm3HeaesaTenbHOCTH;

- KOHTPOIb 3a4aTus;

- Ae3anHdeKUmMa MEAULIMHCKUX U3aenun;

- nonyyeHue mHdopmMaLMmu Ans MEAULIMHCKUX Lienei nocpeacTBOM pacCcMOTpeHus in vifro o6pasuos,
NONyYEHHBbIX U3 YENOBEYECKOro OPraHm3ma,

1 HE BbIMOSIHAOLLEE CBOEr0 OCHOBHOMO I€NCTBUS BHYTPM UITM HA YENOBEYECKOM Terne C NOMOLLbIO dhap-
MaKOMOrM4eCkMx, UMMYHOSOTUYECKMX UMM METabonmueckux CpeacTs, HO (DYHKLMKU KOTOPOro MOryT ObiTb
noaAep aHbl TAKOBbIMU CPEACTBAMM.

[EN ISO 13485:2012, 3.7]

3.22

MUKPOOpPraHu3mM (microorganism): OpraHn3m MUKPOCKONUYECKUX pa3MepoB, Bkniovasn Gakrepuu, rpu-
Gbl, NpocTENLLME U BUPYChI.

MpumevaHne 1 — Crneyudndeckuii cTangapT MOXeT He TpeboBaTe AeMOHCTpaLyun 3pdeKTUBHOCTN Npo-
Liecca CTepunusaLmm B MHaKTMBaLMK BCexX BUL OB MUKPOOPraHN3MOB, YKa3aHHbLIX B NPUBEEHHOM BhilLie onpefeneHnm,
ANA Banuaayum n/unu pyTUHHOrO KOHTPOMA npoLecca cTepunvaasui.

[ISO/TS 11139:2008, 2.26]

3.23

atrectaumsa ¢yHkumoHupyrowero o6opynosaHusa; OQ (operational qualification, OQ): Mpouecc
NoNy4YeHus n JOKYMEHTMPOBaHWUSA A0oKa3aTenbCTB TOro, YTO CMOHTMPOBAHHOE 06opyAoBaHue paboTaer B
3agaHHbIX Npegenax napameTpoB MpW ero UCMOMb30BaHWM B COOTBETCTBUM C MHCTPYKLMSIMK MO 9KCNIya-
Tauum.

[ISO/TS 11139:20086, 2.27]

3.24 nogxon «MaccoBou rudenu» (overkill approach): Moaxoa ¢ ncnonb3oBaHneMm npowecca cTepu-
nusaumm, obecnevmBatomin norapudMmuyeckyto peaykuuio cnop (SLR) pasHOW MUHUMYM 12 B Guonoruye-
CKOM WHAUKATOpE, MMEIOLLEM YCTOMYMBOCTb PABHYIO UMK NPEBLILLAIOLLYIO O1MOHArpysKy npoaykra.

3.25

napamMmeTpuyeckuit Bbinyck (parametric release): [eknapauus o TOM, YTO NPOAYKT cTepuneH, 6a3u-
PYIOLLAAICA Ha 3anUCsX, AEMOHCTPUPYIOLLMX HAaXOXaeHne napaMeTpoB NpoLecca B npegenax cneuuduum-
POBaHHbIX 4OMYCKOB.

n pumMmedaHne — 3T0T MeToA BblNyCKa He BKIHOYaeT B cebs ucnonb3oBaHne Gruonorndeckux WHOWKaTOPOB.

[ISO/TS 11139:2006, 2.29]
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3.26

atrectauua akcnnyaTupyemoro odopyaosaHus; PQ (performance qualification, PQ): Mpouecc no-
NyYEHUs1 U JOKYMEHTUPOBAHMSA A0KA3aTeNbCTB TOro, Yto obopyaoBaHue, yCTaHOBMEHHOE U paboTtatollee
B COOTBETCTBUU C UHCTPYKLMAMU NO IKCMIyaTaumm, NOCTOSSTHHO paboTaeT B COOTBETCTBUMU C 3aaHHbIMM
KPUTEPMSAMM 1 NOSTOMY BbIMYCKAET NPOAYKLMIO, OTBEYAIOLLYIO cneuudukaumsam.

[ISO/TS 11139:2006, 2.30]

3.27 npeaBapuTenbHoe KOHAMLMOHUpPOBaHue (preconditioning): O6GpaboTka npoaykta nepen
LMKNOM ctepunmn3auun B nOMELEHUN NN B KamMepe Anda J0CTUXKEHUA CI'IeLWI(It)VILI,VIPOBaHHbIX npegenos TeM-
nepatypbl U OTHOCUTENbHON BRAXHOCTU.

3.28

YCTPOMUCTBO KOHTponA npouecca; YKIT (process challenge device, PCD): YcTpoicTeo, npegHasHa-
yYeHHoe Ansi obecnedYeHnss CBUAETENLCTB YCTOMYMBOCTU NpOLECca CTEpUNM3aumMn 1 UCMonb3yemoe ans
OLIeHKU pe3ynbTaTtoB npouecca.

[ISO/TS 11139:2006, 2.33]

MpumedaHue 1— [OAns ueneii HacTosAwero ctaHaapta YK MoxXeT 6bITb NpogyKTOM, UMWTaTOPOM MPOAYKTa
UMW UHBIM YCTPOMUCTBOM, UHOKYNNPOBaHHBLIM HENOCPECTBEHHO UMK KocBeHHO. CM. 7.1.6 n D.7.1.6 (npunoxeHue D).

MpuMmedyaHue 2—B aToM cTaHaapTe ycTaHaBnMBaeTes pasnuyne mexay BHyTpeHHUM YKI n BHewHumM YK
BHyTpeHHMit YKI ncnonb3yeTtea ANs AeMOHCTpaLun Toro, 4To TpebyeMblil ypoBeHb obecrnedeHuns cTepunbHoOCcTy (SAL)
gocTurHyT. YKI, pacrnonoXeHHbI BHYTPU rpaHuL, NpogyKTa UM BHYTPW TOBApHOW YNakoBKM, SBMAETCA BHYTPEHHUM,
Torga Kak YKI1, pacnonoXxeHHbIN Mexy ToBapHbIMU YNaKoBKaMW UMK Ha BHELLHUX NOBEPXHOCTSAX 3arpysku, SBNAETCS
BHELWHWM. BHelwHuit YKI sBnseTcs saneMeHToMm, npegHasHa4YeHHbIM AN UCMoNb30BaHUS B MUKPOBUONOrnyeckom Mo-
HUTOPUHIE PYTUHHLIX NPOU3BOSCTBEHHBIX LIMKIOB.

3.29

napameTp npouecca (process parameter): OrosopeHHoe [cneunduuupoBaHHOe] 3HaYeHNe NepemMeH-
HOWM npouecca.

MpuMeyaHne — CreundrKayum npoLecca cTepunusauyun BKoHaloT B cebs napameTpbl npouecca U Ux
LOMYCKN.

[ISO/TS 11139:2006, 2.34]

3.30

nepemMeHHas npouecca (process variable): Ycnosue npouecca crepunusauumn, uaMeHeHme KOToporo
M3MEHSIET MUKPODOMLUMAHYIO 3D (DEKTUBHOCTD.

lpumep — Bpemsi, memnepamypa, GaerneHue, KOHUeHMpayus, eNaxHOCMb.
[ISO/TS 11139:2006, 2.35]

3.31 kaTeropusa o6paboTkm (processing category): HaGop pasnuqHbiX NPOAYKTOB WKW CEMEWCTB Npo-
AYKTOB, KOTOPbIE MOXXHO CTEPUIN30BaTb BMECTE.

NMpuMmeyaHune — Bce nNpogyKTbl, BXOASLIME B Kateroputo, Guinu onpeaeneHbl Kak NpeacTasnsioLMe paBHyio
UMW MEHbLLYIO HarpysKy Ha NpoLecc CTEpUNM3aLum, YeM yCTPOIMCTBO Harpysku npouecca AN STOW rpynnbl.

3.32

npoaykT (product): Pesynsrar npouecca.
[ISO 9000:2005, 3.4.2]
MpumevaHune — CornacHo cTaHgapTam cTepunusauumn, NPoAYKTOM ABNAETCA MaTepuanbHbil 06beKT, KOTo-

pbiii MOXET GbITh UCXOAHBIM (ChIPLEBEIM) MaTepuarioM, NPOMEXYTOHHLIM 3BEHOM (CoefuHeHUeM), CEOPOYHBLIM Y3roM
¥ NPOAYKTOM ANS 33paBOOXpaHeHHsI.

3.33 cemencTeo npoaykra (product family): 'pynna npoueccHbIX xapakTepucTUK NPOAYKTOB, NO3BONS-
1owasn uM ObiTb CTEPUNU3OBAHHLIMU C UCTIONbL30BAHUEM ONpPEAEneHHbIX YCNOoBUiA npouecca.

3.34 o6bem 3arpyskm npoaykra (product load volume): OnpeaeneHHoe NPOCTPAaHCTBO BHYTPU Nones-
HOro o6bema kaMepbl, 3aHMMaemMoe NPOAYKTOM.

6



rOCT ISO 11135—2017

3.35

npusHaHHaa Konnekuusa Kynetyp (recognized culture collection): Oenoautapun B COOTBETCTBUU C
Byaanewrckum gorosopoM 0 MexxayHapoaHOM NPU3HAHUKM AE€NOHMPOBAHMSA MUKPOOPTraHW3MOB ANs Lenei
NaTeHTHOW Npoueaypbl U pernameHTUPOBaHUS.

[ISO/TS 11139:2006, 2.38]

3.36

KOHTPONbHLIW MUKPOOPraHuam (reference microorganism): LLitaMm MUKPOOPraHuamMa, nosnyyYeHHbIi
M3 NPU3HAHHOM KOMMEKLUMU KYNETYP.
[ISO/TS 11139:20086, 2.39]

3.37

noBTOpHaa arrectauuna (requalification): MNoBTopeHne yactu Banuaauuu B UENSX NOATBEPKAEHUA
NPOAOIDKAIOLLIENCA NPUEMNEMOCTU cneunduLUMpoBaHHOrO npouecca.
[ISO/TS 11139:2006, 2.40]

3.38 mHoropasosoe MeauuuHckoe usgenme (reusable medical device): MeauuuHckoe uspenue,
npefHasHa4YeHHoe UNM NPU3HABaeMOE U3TOTOBUTENEM MOAXOAALUMM ANSA NOBTOPHLIX 0O0PabOTOK U MHOrO-
KpaTHOro UCNOSb30BaHUS.

n pumMmevYyaHne — 3TUM OHO oTNKM4aeTca oT MeAULMHCKOro usgenua, Kotopoe npegHasHa4yeHoO Uin npusHaHo
narotosutenem NPUrogHbIM TONbLKO ANA OAHOKPATHOIO NpUMEHEeHUA.

3.39

nuTaroume cpeasbl (services): NMuraHue U3 BHELLHMX UCTOUHUKOB, He0OXxoauMoe Ans (PyHKLUUOHUPO-
BaHWsA 06opyaoBaHus.

Tpumep — dnekmpoaHepaus, eoda, cxxambil 6030yX, KaHanU3ayus.
[ISO/TS 11139:20086, 2.41]

3.40 opgHopasoBoe MeauuuHckoe usgenue (single use medical device): MeguumnHckoe usaenue, Ko-
TOpOE NpeaHasHa4eHo UM NPU3HAHO U3rOTOBUTENEM NPUrOAHBIM TONBKO AMS OAHOKPATHOTO NMPUMEHEHMS.
3.41

cneuucpuuuposartb (specify): MogpoOGHO oNUCLIBATL B YTBEPKAEHHOM AOKYMEHTE.
[ISO/TS 11139:20086, 2.42]

3.42

norapudgmuyeckasn peaykuma cnop; SLR (Spore-log-reduction SLR): Jlorapucdm HavanbHOW nonyns-
umu cnop, Ny, MUHYC norapucM KoHe4dHow nonynauun N,
[1ISO 14161:2009, 3.19]

MpumevyaHune — OnnucaHne CHUXEHWS KOMMYecTBa crnop B BUOMOrMYeckoM UHAMKATOPE MMM Ha MHOKYNNPO-
BaHHOM 06beKTe B pesynbraTe 9KCMno3nLmm B cneLmdULMpoBaHHbIX YCNOBUSIX.

Ans npsiMoro nogcyera:

norapudgpmuyeckas pegykums SLR = log Ny — log N, (1)

rae

Ny — HavanbHas nonynaums,

N, — KoHeuHas nonynayus.

[ns oTpuuaTenbHoi dpakumu:

norapudgmuyeckas pegykums SLR = log Ny — log [In (g/n)], (2)

raoe

Ng — HavarbHas nonynayus,

G — KOMNWYECTBO UCNbITAHHBIX NOBTOPHLIX NPO6;

n — Konu4yecTBo Npob, oTpULaTEeNbHLIX B OTHOLWEHUMN pocTa.

ECnu BBDXKMBLUMX CMOP HET, UICTUHHOE 3HadYeHUe NorapmMUYECKOid peAyKLMKM He MOXeET BbITb paccuuTaHo. 3To
3Ha4YeHne MOXeT BbiTb BuIpaxkeHO Kak «He Bonee Yem» Np, €Cnn NCnonb3yeTca OAUH BEDKMBLLIMIA OpraHU3m.
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3.43

ctepunbHbIN (Sterile): He cogeprkalymit xu3HeCnoCOOHbIX MUKPOOPraHU3MOB.
[ISO/TS 11139:2006, 2.43]

3.44

cTepunbHas 6apbepHas cuctema (sterile barrier system): MunuMmansHas ynakoeka, kotopas npegoT-
BpaLlaeT nonagaHue MUKPOOPraHM3MOB U MO3BOMAET NMPeSoCTaBUTb aCENTUYECKMIn NPOAYKT B TOYKE UC-
Nonb30BaHUS.

[ISO/TS 11139:2006, 2.44]

3.45

cTepunbHOCTh (sterility): CocTosiHue, xapakrepu3ayioLeecsi OTCYTCTBUEM XU3HECTOCOOHbIX MUKPOOP-
raHU3MOB.

MpumeyaHue 1— Ha npakruke HEBO3MOXHO AoKasaTb abCoNOTHOE OTCYTCTBUE MUKPOOPraHU3MOB.
MpumeyaHune 2—[cMm. cTepunusauus (3.47)].

[ISO/TS 11139:2006, 2.45]
3.46

ypoBeHb obecnevyeHun crepunbHocTH; SAL (sterility assurance level, SAL): BepoATHOCTb Hanuuus
€IMHUYHOTO >XM3HECNOCOOHOrO0 MUKPOOPraHu3mMa Ha NpoAykTe nocrie Crepunusaumu.

MpumeyaHune — YpoBeHb obecrnedeHns cTepunsHOCTU (SAL) UMeET KoNMMYecTBEHHOE 3HauYeHne, Kak npaBu-
no, nopsigka 10~8 nnn 103, Mpy NpUMEHEHNU 3TOI KONMUUECTBEHHOW BenMUYUHBI K obecneveHnio cTepunbHOCTH ypo-
BeHb obecneyeHnsa ctepunbHocTu (SAL) 10-% umeer Gonee HU3Koe 3HaueHWe, HO obecneunBaeT GOMbLUyI0 YBepeH-
HOCTb B CTEPUILHOCTH, YeM Npi 3HaueHun 1073,

[ISO/TS 11139:2006, 2.46]

3.47

ctepunusaums (sterilization): BanugupoBaHHbIi NpoLECC, UCNONb3yeMbIi AN 0CBOGOXAEHMSA npo-
AYKTa OT BCEX XKU3HECNOCOOHLIX MUKPOOPraHU3MOB.

MpumedvaHune 1 — B npouecce cTepunusaunm npupoga oTMUPaHUA MUKPOOPraHM3MOB OMUCHIBAETCA IKC-
NoHeHUuansHoi pyHkUmeir. CrnegoBaTenbHO, HanM4une XuU3HeCnoCobHBIX MUKPOOPraHU3MOB Ha KaX oM OTAefIbHOM
N3penun MOXeT BbiTb BbIpaXeHO B TEPMUHAX BEPOSTHOCTU. B To BpeMs Kak 3Ta BEPOATHOCTb MOXET ObITh CHUXEeHa 10
OYeHb MaribIxX YMCEN, OHa HUKorga He MOXeT BbiTb JoBefeHa fo Hyns [cM. ISO/TS 11139:2006, 2.47].

MpumeyaHue 2—[cM. ypoBeHb obecnedeHns ctepunbHocTy (3.46)).
[ISO/TS 11139:20086, 2.47]

3.48 umkn ctepunusauum (sterilization cycle): O6pabotka B repMeTMHHON KaMepe, BKNoYaroLasa yaa-
neHue Bo3ayxa, KOHAULIMOHUPOBaHME (€CNM UCTONb3YETCS), BBEAEHWE CTePUNU3YIOLLIEro areHTa (okcuaa aTu-
NeHa), UHEPTHbIV ra3 (eCnu UCNONb3YETCA), BbIAEKKY B OKCuAe STUNEHa, yaaneHue okcuaa sTuneHa, ouncrTky
(ecnu NCnonb3yeTcs) U BMYCK BO3ayXa/MHEPTHOrO rasa.

3.49

cTepunu3aLMOHHas 3arpyska (sterilization load): MpoaykT(bl), KOTOPbIE AOMKHBI ObITL MNK GbiNK CTe-
puUnu3oBaHbl BMECTE C UCNONMb30BAHUEM OAHOIO NpoLecca CrepunuaaLum.
[ISO/TS 11139:2006, 2.48]

3.50

npouecc crepunusaumm (sterilization process): MocnenosaTenbHOCTb AENCTBUIA MK Onepauun, He-
obxoaumas ana 4OCTMXKEHUA cneynduuMpoBaHHbIX TPeOOBaHUI K CTEPUNLHOCTM.
[ISO/TS 11139:2006, 2.49]

MpuMeyaHue — JTo cepua AEUCTBMIA UNKU onepaLnii BKNoHaeT B cebs npeBapuUTENbHYIO NOATOTOBKY (Npu
HeoBX0AUMOCTH), IKCMO3ULMIO OKUCK STUNEHA Npu onpeAerieHHbIX YCIoBUsSIX ¢ nocneaytoleit o6paboTkoid, Heobxoau-
MOiA ANA yAaneHUa OKUCK 3TUNeHa U ero NOGOYHLIX NPoAYKTOB. OHU He BKIHOMAIOT KaKylo-nnbo 0uUCTKY, Ae3nHdeKLmo
UIA ynakoBOYHLIE onepaLluu, KoTopble NpefLlecTBYIOT NpoLeccy cTepunusauun.




rocTISo 11135—2017

3.51 cneumnanucT no ctepunu3saumm (sterilization specialist): Jluuo ¢ TexHu4yeckMMm 3HaHUsIMU 06 UC-
nonb3yemMoin TEXHONOTMM CTEPUNU3ALIMK U €€ BIIMSHUM HA MaTepuansl U MUKPOOPraHU3Mbl.
3.52

cTepunusyrowmni areHT (sterilizing agent): ®usnuecknii nnu xummnyeckuit 06bLEKT, N KomBuHauma
00BLEKTOB, UMEIOLLMX AOCTATOYHYIO DAKTEPULUAHYIO aKTUBHOCTb AN AOCTUXXEHUS CTEPUILHOCTH NpU onpe-
JeneHHbIX YCNOBUSIX.

[ISO/TS 11139:2006, 2.50]

3.53

KpuBasi BbIXMBaeMocTu (survivor curve): paduyeckoe npeacraBneHue MHaKTMBaUUU NONynsauumn
MUKPOOPraHU3MOB C yBENMMYEHUEM 3KCNO3ULIMN MUKPODOLMAHOTO areHTa Nnpu yKa3aHHbIX YCIIOBUSAX.
[ISO/TC 11139:2006, 2.51]

3.54

ucnbiTaHMe Ha cTtepunbHOCTL (test for sterility): TexHnueckas onepauus, onpegeneHHasa B Papmako-
nee, BLINOMHAEMAas Ha U3Aenuu nNocrne BO3AeCTBUSI HA HEro npouecca cTepunuaaguu.
[ISO/TC 11139:2006, 2.53]

3.55

npoBepka crepunbHocTu (test of sterility): TexHnyeckas onepauusi, BbINOMHAEMAsA KaK YacTb pas-
paboTku, Banuaaumu u pearrectaumu Ans onpeaeneHns NpUCyTCTBUMSA UMK OTCYTCTBUS XU3HECMOCOOHBIX
MWKPOOPraHM3MOB Ha MPOAYKTE WUIN €ro YacTu.

[ISO/TC 11139:2006, 2.54]

3.56 nonesHbIN 00BbeM kamepbl (usable chamber volume): OnpeaeneHHoe NPOCTPAHCTBO BHYTPM Ka-
Mepbl CTEPUNNU3ATOPA, HE OrpaHMYeHHOE (PUKCUPOBAHHBLIMU UIU MOABMKHBIMU YACTSIMU U CMOCOBHOE npu-
HSITb CTEPUITU3ALMOHHYIO 3arpy3Ky.

MpumedyaHue — OGbeM, ocTaBnseMblii s obecneveHnst UMPKYsLUW raza BOKpYr 3arpy3ku BHYyTpU Kamephl,
He BKItOYaeTcs B NonesHblil 06beM KaMephl.

3.57

Banuaauums (validation): [lokymeHTMpoBaHHasa npoueaypa nonyyvyeHus, perucrpauumn u HTepnpeTayum
pe3ynsTaToB, Heobxogumas Ans 4eMOHCTPaUMmU TOro, YTO NPOLEeCC HEU3MEHHO BblAAET NPOAYKT, COOTBET-
CTBYIOLLMI 3apaHee onpeaeneHHbiM cneumukaumsam.

[ISO/TC 11139:2006, 2.55]

3.58 ucxogHbI matepuan (virgin material): MaTepuan, KOTOpPbI He Obln paHee UCNONbL30BaH UNK Noa-
BEPrHYT MHOM 0bpaboTke, kpome 06paboTku, HeOBX0AMMON ANA ero NePBOHaYarbHOr0 NPOM3BOACTBA.

4 Cuctembl MeHeO)XMEeHTa KayecTBa

4.1 [loKkymeHTUpOBaHue

4.1.1 JomkHbl ObITb YCTAHOBMNEHbI NPOLEAYPbI N0 pa3paboTke, Banuaaumm, TeKYLLEMY KOHTPOMIO U Bbl-
MycKy NpoAyKUMMW Nocrne cTepunusauum.

4.1.2 [okymeHTbl U 3anucu, TpebyemMble HaCTOALWMM CTaHAAPTOM, AOMKHbI ObITb PACCMOTPEHbI U 0J0-
OpeHbl crieumanbHO Ha3Ha4YeHHbIMKU Nuuamm (Cm. 4.2.1). [JOKyMEHTbI U 3anucu A0MKHbI YNPaBNSATLCA B COOT-
BETCTBUM C MPUMEHUMbIMU NonoxkeHuamu ISO 13485.

4.2 OTBEeTCTBEHHOCTb PYKOBOACTBA

4.2.1 OTBETCTBEHHOCTb W MOMTHOMOYMS 38 OCYLUECTBNEHME U YAOBNETBOPEHUE TPEOOBAHUN, YCTAHOB-
NEeHHbIX HACTOALMM CTaHAAPTOM, AOIKHbI ObITb YETKO OnpefeneHbl u onucaHbl. OTBETCTBEHHOCTb [OMK-

9
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Ha ObITb BO3NOXEHAa Ha KBaNMMUUUPOBAHHLIA NEpPCOHan B COOTBETCTBUMU C NPUMEHUMBIMU MONOXKEHUAMU
ISO 13485.

4.2.2 Ecnun TpeboBaHMA HACTOALLEro CTaHAapTa BbIMOMHATCA OpraHM3aumusamMm ¢ pasaenbHbIMU CUCTe-
MaMn MeHe[>KMeHTa KayecTBa, TO AOMKHbI BbITb YCTAHOBMEHbI OTBETCTBEHHOCTb U MOSIHOMOYUA KaXA0N U3
Takux opraHusauuii.

Ecnu yupexxaeHue 3apaBoOXpaHEHUA 3aKioHaeT KOHTPAKThI HA CTEPUNM3aumio n3aenuii MeguLMHCKOro
MHOFOKpPAaTHOro NPUMEHEHUSA CO CTOPOHHEN opraHu3aumen, ToO OTBETCTBEHHOCTb 3@ BaNMAAaLMIO U BbIMYCK CTe-
PUNN30BAHHOIO NPOAYKTA HECET yupexaeHue 3apaBoOXPaHEHUS.

4.3 Bbinyck npoaykuumu

4.3.1 OomkHbl OblTb YCTAHOBMEHbI NPOLEAYPbl 3aKynok. OTW npoueaypbl AOMKHbI COOTBETCTBOBATb
NpPUMEHUMBbIM NonoxeHuam 1ISO 13485.

4.3.2 [NomkHbl ObITb YCTAHOBMEHbI NPOLIEAYPbLI MUASHTMdUKALMIW U NPOCNEXUBAHMA NPOAYKTA. OTU Npo-
Leaypbl 40MKHbI COOTBETCTBOBATL MPUMEHUMbIM NonoxxeHuam 1SO 13485.

4.3.3 JOomkHa ObITb onpeaeneHa u onucaHa cuctema kanubpoBku BCero 060pya0BaHusl, COOTBETCTBY-
IoLasa npumeHMmbIM ctatbam ISO 13485 unm 1ISO 10012, Bkntovatowas B cebs Takke cpeacTsa U3MepeHuin
ANs MPOBEAEHUS UCMbITAHUIA, UCNOMb3yeMble Ans 06ecnevyeHnss COOTBETCTBUSA TPEOOBaAHUSAM HACTOALLErO
cTaHgapra.

4.4 NamepeHue, aHanu3 v ynyvlieHue. YnpasrneHne HeCOOTBETCTBYHOWEN NPoAyKLUUeNn

[omkHbl ObITb YCTAHOBMEHbLI NPOLEAYPbI MO YNPaBMNEHUIO HECOOTBETCTBYIOLLEH NPOAYKUMEN, a Takke
npoueaypbl N0 KOPPEKLMM, KOPPEKTUPYIOLLMM W NpeaynpexaatolmmM AencTBusiM. Takme npoueaypbl OMKHbI
YyAOBNETBOPATb NPUMEHUMBIM NonoxeHuam ISO 13485.

5 XapakTtepusauusi CTepunu3yowLero areHTa

5.1 O6wue TpeGoBaHusA

Llenb atux aelicTBuit — onpeaeneHwe CTEPUNU3YIOLLEro areHTa, AeMOHCTpaunsa ero MMKpoGoumaHon
AP PEKTUBHOCTU, naeHTMdUKaUMa (GakTopoOB, BIIMAIOLLMX HA MUKPOOGOLUMAHYIO 3h(PEeKTUBHOCTL, OLUEHKA 3-
hekTa BO34ENCTBUSA CTEPUIU3YIOLLIETO areHTa Ha Marepuansl, onpegenenue Tpeboanuit 6e3onacHoOCTH ans
nepcoHana v 3aLmMTbl OKpY>KaloLLei cpeaibl. 3TU AeiCTBUSA MOTYT ObiTb BbINOMHEHLI NPU UCNLITAHUAX MOAENU
(npototuna) cuctembl. B Takux cnyyasix utoroeasi cneuudukauusi Ha o6opyaosanHue (cMm. 6.3) gomkHa GbiTb
COOTHOCUMOMN C pe3ynbTataMu 3KCMEPUMEHTANbHbIX UCCNEA0BAHUN, BbINOMHEHHBIX NPU UCTILITAHNAX NPOTO-
TMNa cucTembl. [nA uenei HacTosALero ctaHgaprTa Crepunuayiowmii areHt — 30.

5.2 CTepunu3yolmi areHT

Creundumkauus CTepPUNM3YIOLLETO areHTa A0oShkHA BKIoYaTh B cebsl, ecnu HeoOXo0auMO, YyCnoBus Xpa-
HeHus, obGecneynBaloLme coxpaHeHue ceoncTs 0 B pamkax ero cneuudukaumnii B Te4eHUe BCEro 3asiBeH-
HOTO CPOKa XpaHEeHus.

5.3 Mukpo6ouuaHana 3¢ heKTMBHOCTb

[aHHble MukpoBouuaHon aheKTMBHOCTU A0MKHBI ObITh paspaboTaHbl ecnu NpeanonaraeTca UCNonb-
3oBarb DO BHE NpeaenoB AMana3oHa LWUPOKO U3BECTHLIX CMECEN Unu ecnu NpeanonaraeTca cnonbL3oBaHue
HOBOro paszbaButens.

NMpuMevaHune — UHakTMBAUMS MUKpoOpraHu3moB DO Bbina BCECTOPOHHe OnUcaHa B NuTeparype. 3Ta nuTe-
paTypa AaeT 3HaHUe TOro, KakuM 06pa3oM NepemMeHHble NpoLiecca BIUSIIOT Ha UHAKTUBALMIO MUKPOOPraHnamoB. Ccbinka
Ha 3T obLumMe uccnenoBaHUs N0 MUKPOBMOMOrNYecKoi MHaKTUBaLMK He TpeByeTca HaCTOALWMUM CTaHgapToM.

5.4 BospencrBue HaA Matepuanbl

AhdekTbl BOIASNCTBUA CTEPUNUIYIOLLIErO areHTa Ha LUMPOKWIA psja mMaTepuanos, MCNONb3yeMblX ANA
M3rOTOBMEHNA MEAULIMHCKNX U3aenuii, Obinu BCECTOPOHHE ONMCaHbl B NUTepaTtype, 1 9Ta A0KYMEHTauusa ume-
€T LIeHHOCTb ANS TeX, KTo paspabaTbiBaeT U NPOU3BOAUT MEAULIMHCKUE M3AENUA, KOTOPbIE AOMKHbI CTepunu-
3oBarbca O0. Hacroawmi ctaHaapt He TpebyeT npoBoAUTh cneumduyeckne uccnenosaHnsa o0 BO3AENCTBUN
Ha matepuansl, HO TpebyeT nposeaeHus uccnegosaHumn o Bosaenctsun 30 Ha NpoaykT (CM. pasaen 7).

10
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5.5 Be3onacHOCTb U OKpyXawwas cpeaa

5.5.1 na 30 u ero pacTeopuTenei (ecrnm TakoBble UCMONb3YIOTCSA) AOMKHBEI UMETLCA NMBo nacnopt
6esonacHocTu matepuana (MSDS), nu6o uHas aHanoruyHas uHcpopmauus no 6esonacHoctTn. Heobxoaumblie
Mepbl, 06513aTenbHbIe AN 3aLMThl 300P0Bbs U 06ecnedyeHns 6e3onacHOCTM nepcoHana AoSkHbI ObITb UAEH-
TUULMPOBAHBI.

5.5.2 lMoTeHuManbHOE BNUAHWE paboTbl CTEPUNU3ATOPA HA OKPYXKAIOLLYIO Cpeay A0SKHO ObiTb OueHe-
HO U AOIMKHbI BbITb YCTAHOBMNEHBI MEPbI N0 OXPaHE OKPYXXaloLLen cpeabl. ATa OLeHKA, BKNoYas noTeHumans-
HOE BO3J€eiCTBME M MepbI, HANPAaBNEHHLIE HA yNpaBreHne, A0MMkHA ObiTk 3a40KYMEHTUPOBAHA.

5.5.3 Monbsosatenu 30 J0MKHbI cobniogaTb COOTBETCTBME TPEOOBAHUSM NMOKAamNbHbIX, HALMOHAMbHbIX
U MEXOYHapPOHbIX HOPMATUBOB B OTHOLLEHUU amUccuM (BbIOpocoB) u yTunusauun 30 n ero pasbasutenei,
a TaKke nobbix CybnpoayKTOB.

6 XapakTepusauus npouecca u o6opyanoBaHus

6.1 O6wue TpeGoBaHusA

6.1.1 Llenb sTux AeiCTBUI — NONHOCTLI0 ONPeAennUTL BECb CTEPUNU3ALMOHHBIN npoLecc u o6opyaosa-
Hue, Heobxogumoe ansi o6ecnedeHns 6e30nacHOCTM U BOCNPOM3BOAUMOCTH CTEPUMM3ALMOHHOrO NpoLeccea.

6.1.2 Ecnun ansa crepunusayumn npoaykra 6bln MCNONbL30BaH CYLLECTBYIOLUMIA NPOLIeCe, TO 9TU AeiCTBUSA
He HY>XHbl, 0IHaKo npouecc u obopyznoBaHue AOMKHbI BbiTb NEPECMOTPEHLI, YTOBLI Y6eauTbes, YTO UAeH-
TucmumpoBaHHbie B 6.2 1 6.3 nepeMeHHble Bbiny BKMOYEHBI B cneuudukaumio npouecca Ans PyTUHHOTO
NPOU3BOACTBA.

6.2 Xapakrepusauus npouecca

6.2.1 Xapaktepusauus npouecca JOrmkHa BKMoYaTb B ceba kak MUHUMYM crnieayioLlee:
a) onpeaeneHue gas, KOTopble He0OxoaMMbl Ans npouecca 30 crepunu3auuuy;

b) onpeaeneHve nepeMeHHbIX Npouecca AN Kaxaon dhasbl;

C) AOKYMEHTUPOBaHME NapaMeTpoB npoLecca.

MpumedyaHue — [JaHHbie, paspaboTaHHble NPy onpeferneHun npogykTa (pasgen 7), MOryT NOBAUATL Ha Xapak-
Tepusaumio npoLecca cTepurnnsaLmm.

6.2.2 lMpouecc ctepunusauum BKMoYaeT B cebs cneayowme dasbi:

a) npegBapuTenbHOE KOHAULIMOHMPOBaHUE (ECNM MCNONb3YETCS);

b) umkn crepunusauuu;

C) aspaumio (ecnu UCNonb3yeTcs).

6.2.3 B 4ucno npouecCHbIX NEPEMEHHbIX ANA NpeaBapUTENbHOI0 KOHAMLMOHUPOBAHUS (ECAIM OHO UC-
Nonb3yeTcs) BKMIOYAETCA, KAK MUHUMYM, CrieayioLee:

a) Bpemsi;

b) Temnepartypa;

C) BNa>HOCTb;

d) Bpems nepeHoca.

6.2.4 B 4nCNO NPOLECCHBIX NEPEMEHHBIX AN LMKNA CTEPUNN3aLumn BKIIOYAETCA, KaK MUHUMYM, Crieay-
owee:

a) BpeMsi 9KCNO3uULUK;

b) Temnepartypa;

C) BNAXXHOCTb;

d) KoHueHTpauusa J0;

€) AaBneHue.

6.2.5 B 4ncno npoLecCcHbIX MEPEMEHHBIX AN aspauuu (€Cnu OHO UCNOSNb3YETCA) BKIMIOYAETCA, KaK MU-
HUMYM, crnegyioLee:

a) Bpems;

b) Temneparypa.

Mpumevanue — B dase aspayum 3T NapameTpbl paccMaTpUBaLOTCA Kak NPOLECCHLIE NepeMeHHbIE TONBKO
B TOM crny4vae, koraa aspauus npuHuMaeT yyactie B obecnedeHnn MukpoboumaHoil addekTUBHOCTU NpoLiecca cTepunu-
3ayum (cM. AAMI TIR 16:2009).
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6.3 Xapakrepusauusa o6opyaoBaHusa

6.3.1 Cneundmkaumn obopyaoBaHUsi AOMKHLI OblTb paspabGoTaHbl U 3340KYMEHTUPOBAHbLL. 3JTH
cneyudukayumu 4OMKHbI BKIIOYATh B cebsi:

a) 30Hy npeaBapUTENbHOIO KOHAULIMOHMPOBAHUSA (€CNN UCNONbL3YETCSA);

b) ctepunusarop;

C) 30HYy aspauuu (ecnu MCNonb3yeTcs).

n pumMmedyaHne — Ha HEKOTOpbI€ acnekTbl KOHCTPYKUUU o6opy,qosava MOryT BNUATb Tpe6OBaHVIF| HalyuoHarnb-
HbIX UNU pernoHanbHbIX HOPMAaTUBHbLIX OKYMEHTOB UNU CTaHA4ApPTOB.

6.3.2 B cneuundukaumio BKMoYaeTca kKak MUHUMYM cneayioLee:

a) onucaHue o60pyaoBaHNsi BMECTE C HE0OX0AUMBIMU AONOSIHUTESNbHLIMU YCTPONCTBAMU, B TOM Yncne
onucaHne matepuanos KOHCTPYKLUK;

b) onucanue cpeacrts, C NOMOLLEIO KOTOPbLIX OCYLLECTBAAETCA NoAada CTEPUNU3yIOLLEero areHTa B kamepy;

C) onucaHue CpPeacTs, C NOMOLLLIO KOTOPbIX OCYLLECTBASETCA NOAAaYa MHbIX ra3os, BKMOYas nap, B Ka-
Mepy;

d) onucanue npubOpPHON OCHACTKMU AN MOHUTOPUHTA, YNPaBNEHUA U 3anMCKU AAHHbIX NpoLecca crepu-
nu3auuu, BKIKOYas XapakTepUCTUKM AaTYMKOB M TOUEK UX Pa3MELLEHUS;

€) HeMCnNPaBHOCTU U OLLMOKK, pacno3HaBaemble CTEPUNU3ALMOHHLIM 000PYIOBAHUEM;

f) yctpoincrea 6e3onacHoOCTH, BkIoYas 6€30NacHOCTL NEPCOHANa 1 3aLLUUTy OKPY>XKaloLWEN cpeabl;

g) TpeboBaHMA K MOHTaXYy, BKIIOYasi cneuudukaumm HeobxoauMbIX NUTAIOLMX cpea u TpeboBaHus K
KOHTPOMIO BbIGPOCOB.

6.3.3 MporpammHoe obecneyeHue, Ucnonbyemoe AnA ynpaeneHNa U/Mnm MOHUTOPUHIa cTepunuia-
LIMOHHOTO NpoLiecca, AO/MKHO ObiTb NOATOTOBNEHO U BanMAUPOBAHO B COOTBETCTBUM C TpeGOBaHWUAMM dne-
MEHTOB CUCTEMbI YNPaBneHUs1 kKa4eCTBOM, ob6ecneunBaloLyMn JOKYMEHTMPOBAHHOE CBUMAETENbLCTBO TOFO, YTO
nporpaMMHoe o6ecnedeHne COOTBETCTBYET NPOEKTHON cneuudukaumn.

MpumedyaHune —/[nsaaononHutensHo MHopMaLumn cnegyet obpaTuTs BHUMaHue Ha Tpeboanus 1ISO 90003.

6.3.4 CpeacrBa MOHUTOPUHIA M YNPABNEHUS NPOLECCHLIMU NEPEMEHHBIMMU AOIDKHBLI ObITb ONPeAeneHb!
n cneuuguuupoBaHbl.

6.3.5 [JomkHbl 6bITb NPEAYCMOTPEHBI CPEACTBA, 06ECNeUMBalOLLME FAPAHTUIO TOTO, YTO COO B (OyHKLIMK
KOHTpONA He npueeaeT K cOOl0 3annMcu nepemMeHHbIX npouecca Takum 06pa3som, YTo Hed(pd)eKTUBHbIN Npo-
uecc 6yaet oTMeyeH Kak 9(eKTUBHbIN.

MpumMeyaHue — 3TO MOXET OblTb JOCTUTHYTO KaK MCMOMb30BaHMEM HE3aBUCUMBbIX CUCTEM YNpPaBleHUst KOH-
TPONA N MOHUTOPWHIA, Tak U NepPeKPecTHLIMUA NPoBEPKaMN MEXAY KOHTPOMEM N MOHWTOPUHIOM, KOTOpbIe OnpeaensoT
ntobkble HECOOTBETCTBUS UMK UHAYLIMPYIOT cOOoiA.

7 OnpepaeneHne npoaykTa

7.1 O6wan nicpopmauma

7.1.1 Llenb a10ro 4eNCTBUSI — onpeaenuTb NPOAYKT, NOANEXaLUui CTEPUNU3aLum, BKNo4an MMKkpoouo-
normyeckoe Ka4ecTBo NpPoAyKTa Ao cTepunuaauum u cnocod ynakoBkA U NOATOTOBKM K CTEPUNN3aLNU.

7.1.2 OnpegeneHue NpoaykTa AOMKHO ObiTh BbINMOMHEHO A0 BHEAPEHWA HOBOIO MM MOAUULIMPOBAH-
HOro NpoaykTa, ynakoBku Unn KoHdurypauum sarpysku. Cneayer pacCMOTPETb A€MOHCTPALUIO 3KBUBANEHT-
HOCTH (CO CCbINKOW Ha Harpysky npouecca) paHee BanuaMpoBaHHOTO NPOAYKTA, YNAaKkOBKW UK KOHMUrypauum
3arpysku, 4Tobel cobnocTM TpeboBaHme K BLINOMHEHUIO ONpeaeneHus NpoaykTa. Jliobasa AeMOHCTpauusa IKeu-
BaIIEHTHOCTU JOSKHA ObITb 3a40KYyMEHTMPOBAHA.

7.1.3 MpoayKT gomkeH BbITb paccunTaH Tak, YTOObl OH NMO3BONSAN BbINOMHWUTL YaaneHne Bosgyxa (ecnu
HY>HO), o6ecnednBan NPOHMKHOBEHME napa, BnaxHoctu, 30, n yganeHne 30 B KOHUE npouecca.

7.1.4 YnakoBka gomkHa ObiTb paccyuMTaHa Tak, YToObl OHa MO3BOMANA BbINOMHUTL yAANEeHWe Bo3ayxa
(ecnn Hy>HO), obecneunBana NPOHUKHOBEHUE napa, Bna)Hoctu, 30 u yaaneHne 30 B KOHLE npoLecca.

7.1.5 KoHcburypauus 3arpyskn gomkHa ObiTb paccuutaHa Tak, yTobbl OHa No3BONsna BbINOMHUTL yAa-
neHve Bo3ayxa (ECNU HYXHO), obecneunBana NPOHUKHOBEHUE Napa, BnaxHocTu, 30 u yaaneHue 30 B KOHLE
npouecca.

7.1.6 [omkHO ObITb NPOAEMOHCTPUPOBAHO, YTO CneundULMPOBaHHLIA NPoLEce cTepunusaunm achdek-
TUBEH npu 06paboTke TPYAHO NOAAAIOLUMXCS CTEPUNU3ALIMMN MECT BHYTPY NPOAYKTA. STO MOXKET OblTb AOCTHUI-
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HYTO MyTeM BbINOMHEHWA OonpeaeneHns npouecca u Banuaauuu HoBOro NPOAyKTa, Unu Yepes AeMOHCTPaLUIo
9KBMBANEHTHOCTU paHee BanMAWPOBAHHOIO NPOAYKTAa, UMK ucnons3osaHmeM BHyTpeHHero YK, ncnons3aye-
MOTO AnA onpeaeneHusi ypoBHA obecnevyeHns CTepunbHOCTM NPOAYKTa Npy BO3AEWCTBUMN CneLmduLmpoBaH-
HOro npouecca crepunusauum (cm. 8.6 n D.8.6).

7.2 Bbe3onacHOCTb NPOAYKTA, KAYECTBO U XapPaKTePUCTUKU

7.2.1 [omKHO BbITb NOATBEPXAEHO, YTO NPOAYKLMA U €€ YNAKOBKA OTBEYAIOT YCTAHOBMNEHHbIM TpeboBa-
HMsIM 6€30NacHOCTK, Ka4YecTBa M 0DeCneyeHnsa xapakTepUucTUK Nocne NPUMEeHEeHU YCTaHOBIEHHOIO NpoLec-
ca CTepunu3auum ¢ UCnonb30BaHMEM MNPOLIECCHbIX MapaMeTPOB C AOMyCcKamu, KOTopble Obinu onpeaeneHsl
Kak uMeroLme HambonbLuee BNUAHUE HA NPOAYKLMIO/YNaKOBKY.

MpnumeyvyaHne — YnpasneHne NPOeKTUpOBaHUEM SBMAETCA OAHUM M3 acneKToB, KOTOPLIA paccMaTpuBaeTcs B
ISO 14971.

7.2.2 Ecnu paspelleHbl MHOTOKpPAaTHBIE LMKIbI CTEpUNM3aLun, NOoCneacTBusi Takon o6paboTku npoayk-
Ta U €ro ynakoBKu JOIMKHbI ObITb OLEHEHBI.

7.2.3 buonornyeckan 6e3onacHOCTb NPoAyKTa Mocne BO3AENCTBUA npouecca crepunusauuu AosmkHa
yCTaHaBNMBaTbLCA B COOTBETCTBUM C AeWCTBYOWMMU YacTamu 1ISO 10993.

7.2.4 OomkHbl ObITb YCTAHOBIEHbI CPEACTBA AN CHMKEHWUA OCTaTOYHbIX ypoBHENW 3O A0 Takon crene-
HU, YTOOLI 0OpaboTaHHbIe NPOAYKTHI COOTBETCTBOBANM TpeboaHuam ISO 10993-7.

7.3 Mukpobuonormyeckoe KayecTBo

7.3.1 JomkHa 6bITb onpeaeneHa v NOAAEPXKMBATLCA CUCTEMA, FAPaHTUPYIOLLAs, YTO MUKPOBMONoruye-
CKOe KayeCTBO M YMCTOTa NPOAYKTA, NPEACTABMNEHHOIO AN CTEPUNU3ALIUU, KOHTPONUPYIOTCA U HE YXYALLAIOT
9P PEKTUBHOCTL NPOLIECCA CTEPUNU3ALIMN.

MpumeyvyaHune — bakTepuansHble 3HAOTOKCHHBI He paspyLiatotes B DO-npolecce. PykoBOACTBO MO UCLITaH-
AM ANa GakTepuanbHbIX 9HAOTOKCUHOB npefocTasnseTca B ANSI/ AAMI ST72 / n B npumeHumoii papmackonee.

7.3.2 Ona MeanumMHCKMX U3AEenuin 04HOPA30BOro UCMONbL30BAHUSA OLEHKA OMOHArpy3ku yepes onpese-
NEHHbIEe MHTepBarbl BPEMEHMU AOMKHA OCYLLECTBIATLCA B COOTBETCTBUU € ISO 11737-1. na MeauLUMHCKMX
n3genuin MHOTOKPaTHOrO MCMOSb30BaHUSA AOIDKHA ObiTb BbINOSIHEHA OLEHKa 3(PEKTUBHOCTH cneynuduLumpo-
BaHHOrO NpoLecca O4UCTKU U (ECNM NPUMEHUMO), NpoLiecca Ae3uHEKLNN.

MpumevyaHune — TpeboBaHuA k UHOpMaLmMK, NpefocTaBnaemMoi AN NOBTOPHON 06paboTkn MHOrokpaTHO
CTepUnUusyeMblx U3genuid, npueeaeHsl B 1ISO 17664. MHdopmaLua OTHOCUTENBHO OLUEHKU 3PDEKTUBHOCTA OYUCTKU K
Oe3nHdeKUNN JaeTca B COOTBETCTBYIOLMX YacTax 1ISO 15883.

7.4 [loKymeHTUpOBaHue

Pesynerarsl onpefeneHusi NpoAyKTa A0MmKHbI ObITb 33J0KYMEHTUPOBAHbI U3rOTOBUTENEM MEAULIMHCKOTO
usgenus.

8 OnpepeneHune npouecca

8.1 Llenb AaHHOro AeWCTBMA — nony4veHune cneuudukaumum npouecca, KOTopbiii MOXET ObITb NPUMEHEH
Ansa cTepunusayun onpegeneHHoro npoaykra (cM. pasgen 7), BO BpeMs BanuiauuMoHHbIX UCCRef0BaHui.

8.2 lMpouecc crepunusayumn, COOTBETCTBYIOLLMIA ONpeaeneHHOMY U3aenuio, 40MmkeH ObiTb YCTaHOBNEH.
OnpeaeneHHblii NPOAYKT MOXET ObITb HOBbIM MMM MOAUMULIMPOBAHHBLIM NPOAYKTOM, YNAKOBKOW UMM KOH(U-
rypauven sarpysku.

8.3 [eucTtena no onpegeneHunio npouecca A0SKHbI BbIMOHATLCA B CTEPUIUM3ALMOHHON Kamepe (kame-
pe ans pa3paboTku unu NpoU3BOACTBEHHON Kamepe), NnpoLueaLlen npoueaypbl arTecrauum yCTaHOBAEHHOTO
o6opyaosaHus (IQ) u arrecraummn pyHkumoHupyiowero o6opyaosanusa (OQ) (cm. 9.2 n 9.3).

8.4 [lokymeHTauua u 3anucu AOSDKHbI NoAgaep>xuBaTh BaNUAHOCTb NapaMeTpoB npouecca u CooTBET-
CTBYIOLLIMX MPOLECCHBIX NEPEMEHHBIX, ONPEAErieHHbIX B X0A€ Xapakrepusauuu npouecca (cm. 6.2).

8.5 CteneHb MUKPOOMONOrMYECKOW MHaKTUBaAUuu, obecneunmBaeMon cneunpuumpoBaHHbIM LUKNOM
cTepunusauum ana cneunduyeckon MUKpoObUoNnornieckon Harpysku, AoMmkHa ObiTb onpeaeneHa ¢ NOMOLLBIO
OfHOro U3 METOAO0B, OMUCAHHBIX B NPUNOXEHUAX A unu B, unu anstepHaTtuBHLIM CNOCOGOM, AEMOHCTPUPYIO-
LLMM, YTO NPOAYKT AOCTUraeT TpebyeMoro ypoBHsl 06ecnedeHun CTepunbHOCTY.
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8.6 Buonoruyeckune nHgukaropsl (bM), ncnonb3yemMble Kak 4acTb YCTAHOBMEHMSA NpoLecca cTepununsa-
LMK, JOMXKHBI:

a) cooTBeTcTBOBaThL TpeboBaHusAM ISO 11138-2:2006, pasaen 5 u nyHkT 9.5;

b) METb KaK MMHUMYM TaKy!o e yCTOWUYMBOCTb K D0, Kak n BuoHarpyska npoaykra, NoAnexailero cre-
punusauumm,

C) pacnonararbcs B cooTBeTcTByoweM YKI.

MpurogHocTtb YKI1, MCnonb3yemMoro a4nsa onpeaeneHusa npouecca, sanuaaumm nnm pyTMHHOrO KOHTPONA
M MOHUTOPUHrA, AOMKHa ObITb onpeaeneHa. YKIM gomkeH npeactasnsATb AN CTEPUnM3aLUMOHHOr0 npouecca
Harpy3Ky, paBHYK MNK NPEBLILLAIOLLYIO ECTECTBEHHYIO HArpy3ky B Mectax npogykra, Hambonee TpyaHO noa-
OAlOLMXCA CTepUnNu3aLmu.

MpumeyvyaHune — NHdpopmauuto o BeIGope B1OMOrMYECKUX MHANKATOPOB, UX UCMONB30BAHWUN W MHTEeprpeTaLmm
pesyneratoB cmoTpuTe B ISO 14161.

8.7 MocraBnsiemMble HA KOMMEPYECKON OCHOBE BMONOrMYeckne MHANKATOPbI, UCNOMNb3yeMble ANs onpe-
JeneHus npouecca Crepunusaumm, OmKHbl COOTBETCTBOBATL TPeboBaHMAM 8.6 1 BCEX MPUMEHUMBIX CTaTEN
ISO 11138-1.

8.8 Ecnu xumMu4eckme MHAMKaTOPbl UCMOSBb3YIOTCA KaK YaCTb ONPEAENEHUst CTEPUNU3ALMOHHOTO Nnpo-
uecca, To OHU AOMKHbI COOTBETCTBOBATL TpeboBaHuam 1ISO 11140-1.

Xumnyeckne MHANKaTOPbI He AOMKHbI MCMONMb30BATLCA KaK €AMHCTBEHHOE CPEeACTBO YCTAHOBINEHUA CTe-
PVIN3aLMOHHOIO MPOLECCa U He LOMMKHbI MCNONB30BATLCA Kak CPEACTBO MHAMKALMU AOCTMKEHNUSA Tpebyemoro
YPOBHS 06ecneveHust CTepUbHOCTH.

8.9 Ecnu npoBepka CTepUNbHOCTU BbIMOMHAETCA BO BPEMS YCTAHOBMEHMA npouecca crepunu3auuu,
Takasi NpoBepKa AormkHa COOTBETCTBOBATL TpeboBaHusim ISO 11737-2.

9 Banuaauus

9.1 O6bwas uicgopmauuma

9.1.1 Uenbio Banuaaummn gBnsAeTcA AeMOHCTpauUusa TOro, YTo CTepPUNU3aLMOHHBIN NPOLUECC, YCTaHOB-
NEHHbIN B XoA4e onpeaeneHus npouecca (CM. pasgen 8), Moxer 3p(PEeKTUBHO U C XOPOLE BOCNPOU3BO-
OUMOCTLIO BbINOMHATLCA HA MPOAYKTE B CTEPUNU3ALMOHHON 3arpyske. Banumaauusa COCTOMT U3 HECKONbKUX
onpeeneHHbIX 9TanoB: aTTecTauun yCcTaHOBNEeHHOro obopyaosanus (IQ), arrectauun hyHKUMOHUPYIOLLETO
obopyaoBaHus (OQ) u atTectauum akcnnyarupyemoro obopyaosanus (PQ). BanuaauuoHHble UCNbITaHUA He
JOMXKHbI HAYMHATBLCA, MOKa NpoUeAypbl U/MNKU NPOTOKOMbLI He ByAyT 0A00pEHbI.

9.1.2 Attecrtauusi ycraHoBrneHHoro obopyaosavus (IQ) BbIMOMHAETCA ANA AEMOHCTpaUuKu TOro, uTo
o6opyaoBaHue u nobble AONONHUTENBHBLIE YCTPOWCTBA OblNKM NOCTaBNEHbl U CMOHTUPOBAaHbLI B COOTBETCTBUM
C ux cneumdukauusamMm.

9.1.3 Arrecrauus dyHKUMOHUpYIoLlero odopyanosaHus (OQ) BbLINOMHAETCH ANA AEMOHCTpaLuu cnocot-
HOCTM 060pyaoBaHUsi obecnevmBarb BbIMONHEHUE TpeboBaHuii K ero cneumdUuuMpPOBaHHbIM PaCcYETHLIM Xa-
pakTepucTukam.

9.1.4 Artecrauus akcnnyarupyemoro obopyaosanus (PQ) — 310 aran Banuaaumu, MCNONb3YIOLLMIA
nNpoaykT ANa AeMOHCTpauuMmn Toro, Yto obopyaoBaHue NOCTOSAHHO paboTaeT B COOTBETCTBUM C 3apaHee ycra-
HOBMIEHHLIMU KPUTEPUSAMU NPUEMIIEMOCTM, U YTO NPOLIECC BbAAET NPOAYKT, ABNAIOWUNCA CTEPUSIbHLIM U OT-
Beyalowmm cneynduumuposaHHbIiM TpeboBaHUAM.

AtTectauum ycraHosneHHoro obopyaosanusa (1Q) u dyHkyuoHupyiowero obopyaosanua (OQ) moryt
ObITb OAHOKPATHBIMU MEPONPUATUSIMU ANS KOHKPETHOr0 000pyaoBaHUs, NPUMEHAEMOr0 NPU BbINOMHEHUM
npowecca crepunusauuu. ATTectaumio akcnnyatupyemoro o6opyaosanus (PQ) cneayer npoBoAUTb AN Kak-
[0ro HOBOrO BanUAMPYEMOro npouecca W/unu Npoaykra C LUenbio NOATBEPKAEHUA TOro, YTO NPOLIECC yAOB-
nerBopseT MAEHTUMULUUPOBAHHBIM KPUTEPUSAM NPMEMNEMOCTU U cnocobeH o6ecnevmBaTb HEOGXOAUMBIN YpO-
BeHb 06ecne4YeHnss CTepUIbHOCTU.

9.2 AtTecTaumsa yctaHoBNeHHOro o6opyaosanus (1Q)

9.2.1 O6opynosaHue
9.2.1.1 OGopyaoBaHue, UCNONb3yeMoe B CTEPUNM3ALMOHHOM npouecce, BKMioyas niobble BCnoMora-
TernbHble YCTPONCTBA, [0/MKHO COOTBETCTBOBATL CBOMM PACUYETHbIM (NPOEKTHLIM) XapakTepUCTUKaM.
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9.2.1.2 Ctepunu3aunoHHoe 060pyaoBaHUE AOMXKHO COOTBETCTBOBaTb TPeGOBaHWAM NPUMEHUMbIX
cTaHgapToB no 6e3onacHoCTu.

9.2.1.3 Pabouue npoueaypbl Ans 060pyL0BaHNA 4OMKHbI ObITh cnieumduLmupoBaHbl. 3Tu paboyne npo-
Leaypbl AODKHbI BKIOYATL (HO HE OrpaHUYnBaThCS):

a) noLuarosble paboune UHCTPYKLUN;

b) ycrnoBusi BO3HUKHOBEHUSA cB0eB/OLIMBOK/HEMCNPABHOCTEN, CMOCOObLI UX OTOBPaXXeHUsA u AENCTBUS,
KOTOpPbI€ AOMXKHbI ObITb NPU 3TOM BbINOMHEHbI;

C) UHCTPYKUMK Ana o6Cny>XMBaHUA 1 KannbpoBKu;

d) noapo6HYO KOHTAKTHYIO MHPOPMALIMIO MO TEXHUYECKOI NoAdEpKKE.

9.2.2 ATTecTtauus yCTaHOBJIEHHOro 060pyaoBaHUA

9.2.2.1 MoHTaxx 060pya0BaHNS U BCEX CBA3AHHBLIX C HUM MUTAIOLLIMX CPea AOMMKEH BbINOMHATLCA CO-
IMacHO apXMTEKTYPHbIM U UHXEHEPHbIM YepTexkam. MoHTaXx JorkeH COOTBETCTBOBATb TPEDOBAHMAM BCEX
COOTBETCTBYIOLLMX HALMOHASbHbIX U NOKanNbHbIX HOPMaTUBHbIX JOKYMEHTOB.

9.2.2.2 JomkHa BbITb CNeunMduUUPOBaHHAs MHCTPYKLMS NO MOHTAaXKY, BKIOYatoLLasa B ce0s MHCTPYKLUK
no OXpaHe 340POBbS U TEXHUKE 6E30NacHOCTU ANA nepcoHana.

9.2.2.3 Ycnoeusa 6e3onacHoro xpaHenns 3O AOMKHbI ObiTb cneunduUMpoBaHbl ANA COXPaHEHUA ero
Ka4yecTBa U COCTaBa CornacHo cneuudukauum.

9.2.2.4 TMepea BLINONHEHMEM aTTECTALMU YCTAHOBNEHHOTO 000PYAOBaHUA HEOOXOAUMO NOATBEPAUTL
cTartyc kannbpoBku Bcex NpubOpPOB, MCNOMb3yeMbIX BO BPEMS aTTecTauuu.

9.2.2.5 Bo Bpemsi BbIMOMHEHUS aTTecTaluM yCTAaHOBIEHHOTO 060pYA0BaHUsI AOIDKHBI ObiTh aKTyanuau-
poBaHbl BCE MOHTaXHbIE YEPTEXU, B TOM YUCHE YEPTEXKM TPYOHOIU 006BA3KM M BComoratenbHoro o6opyaosa-
HWA NO COCTOSHUIO «KaK €CTbY.

9.2.2.6 MamMeHeHus, BHECEHHble B CUCTEMbI B XOA€E BbINOSIHEHUS aTTECTaLMKU YCTaHOBNEHHOrO 06opy-
[OBaHWSA, AOMKHbI ObITb OLIEHEHBI C TOYKU 3PEHNUSA UX BO3AEHCTBUA HA NPOEKT M HA cneumdukaumuu npouecca
1 3a0KyMEHTUPOBAHLI B (pain npoekTa.

9.3 AtrecTtauusa dyHKuMOHUpYOWero o6opyaosanus (0Q)

9.3.1 MNepen BbLINOMHEHWEM aTTecTaumn hbyHKUMOHUpYIOWero o6opyaoBaHns Heobxoaumo noaTeep-
AWTb CTaTyc KanubpoBKu BCEX NpuBOPOB (BKIMIOYAA BCE KOHTPOMbHLIE NPUOOPLI), UCNONb3YEMbIX ANA MOHUTO-
pUHra, KOHTPOIA, MHAMKALMK U 3annucu npouecca crepunusauum (cm. 4.3.3).

9.3.2 AtTectaums (PyHKLMOHMpYIOWEro 060pya0BaHUA AOMKHA NPOAEMOHCTPUPOBATL, YTO YCTAHOB-
neHHoe (CMOHTMPOBaHHOE) 060pyaOBaHUE YAOBNETBOPAET CBOUM pabounm cneuudurkaumsam.

9.4 ATTecTauma aKcnnyatupyemoro oéopyaosaHus (PQ)

9.4.1 O6wan nicgopmauuna

9.4.1.1 ATtTecrauusi 3KkcrnnyaTupyemoro o60pyaoBaHua COCTOMT U3 MUKPODMONOrnieckon arTecrauum u
arTectayum hmu3N4eCcKMX XapakTepucTUuK, U BbINOSHAETCA Ha 060pyAOBaHUW, UCNONbL3YEMOM ANA CTEpUNU3a-
LM npoaykra.

9.4.1.2 ATTecTauusi sKCnnyatupyeMoro o6opyaoBaHWs AOMXKHA BLINOMHATLCA NPU BHEAPEHWU HOBOTO
Unu MoaMULUMPOBAHHOTO NPOAYKTA, YNakoBKU, KOHMUrypauuu sarpysku, 060pya0BaHUSl UNM NapameTpoB
npouecca, ecnu ToNbKO HET JOKYMEHTUPOBAHHOIO A0KA3aTenbCTBa 3KBMBANEHTHOCTM paHee BanuavMpoBaH-
HOMY NpOAYKTY, YNakoBKe, KOHAUIypauuu 3arpy3ku, 060pyaoBaHuio unu napaMmertpam npotecca (cMm. 7.1.2,
7.1.6 n12.5).

9.4.1.3 ATtTectauus sKkcnnyatupyemoro 0060pyaoBaHUs 4OSMKHA UCMONb30BaTb NPOAYKT UMM Marepuan,
npeacTaBUTENbHbIA B OTHOLUEHUU PYTUHHO CTEPUMM3YEeMOro NpoaykTa, Ana AeMOHCTpaLumM Toro, 4yto obopy-
[AOBaHKe NoCTOSHHO paboTaeT B COOTBETCTBUM C 3apaHee YCTAHOBMEHHbIMU KPUTEPUSIMU NPUEMIEMOCTH, U
YTO MPOLECC BbIAAET NPOAYKT, OTBEYAIOLUMIA YCTAHOBNEHHBIM TpeBoBaHWUAM K YPOBHIO o6ecneyeHust CTepurib-
HOCTH.

9.4.1.4 Cnocob npeacTaBneHus npoaykTa 4na CTepunuaagun, BKNYas KoHUrypauuto 3arpy3sku, 0n-
XeH OblTb JOKYMEHTUPOBAH.

MpumevyaHue — Ecnu B Xoae Banujaln MCMOMb3OBancs TOBapHbIA MPOAYKT, MYHKT 7.2 AaeT WHdopMaLymio
OTHOCWTENBLHO KayecTBa NpoAyKTa, HeobXoAMMOro A1A ero MCNOMb3oBaHUA NaLMeHTamu, a NyHKT 11.4 gaeT uHpopmMaLmio
OTHOCKTENBHO TPebOoBaHUIA K BBIMYCKY CTEPUIIBHOTO NPOAYKTA.
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9.4.1.5 3arpy3ka, ucnonb3yemasi B arrecrayum akcniyarupyemoro 06opyaosaHus, 4oskHa ObiTe npea-
CTaBUTENbLHON B OTHOLUEHWM PYTUHHO CTEPUNM3YEeMOro NpoaykTa, U AoshkHA ObiTb onpeaeneHa Ha OCHOBeE
Hanbonee TpyaHOM ANA CTepUnu3aummn pyTUHHOMW 3arpy3ku.

9.4.1.6 OnAa yypexxaeHuin, paboTalolmx ¢ LULMPOKO pasnuyatowmumnuca KoHurypaumusamMmm 3arpy3ku, cre-
neHb, A0 KOTOPOI M3MEHEHWS BNUSIIOT HA NPOLECC CTEPUNU3auUum, A0MmkHA ObiTh oueHeHa. [omkHO GbiTb Npo-
AEMOHCTPUPOBAHO, YTO BECb MPOAYKT, MOABEPTHYTLIN Npoueccy ctepunu3auun, 4octur TpebyemMoro ypoBHs
obecneveHuns CTepuUnbLHOCTU.

9.4.1.7 Ecnu ucnonb3yetcs marepuan, OTIIMYHBIA OT NPOAYKTA, OH AOSMKEH NPeACTaBNATL ANA Npouec-
ca CTepunu3aummn Harpysky, Kak MUHUMYM, PABHYIO UK G0NbLUYIO NO CPABHEHMIO C MPOAYKTOM.

9.4.1.8 Ecnu (oaHU M Te Xe) 3arpy3ku HEOAHOKPATHO UCMONbL3YIOTCS B BanNUAALMOHHbLIX LMKNAX, OHM
DOIMKHbI a3pUpPOBaThLC B NPOMEXYTKaX MEXAy LMKnamu, 4tobbl COOTBETCTBOBATbL TpeOOBaHUAM K OXpaHe
TpyAa nepcoHana, u 4tobbl rapaHTUpoBarb, 4YTo octarku 30 B 3arpy3kax He NOBMAMAIOT HA GUONOTNYecKyto
OLEHKY B NOCNEeAYIOLLIMX MUKPOOUONOrMYECKUX UCCNENOBAHUSX.

9.4.1.9 Ecnu B xope arrectauuu aKCnyaTupyeMoro 060pyaoBaHUs MCNOMNb3YIOTCA XMMUYECKUe UHAU-
KaTopbl, OHN AOIDKHbLI COOTBETCTBOBATL TPeOOBaHUAM ISO 11140-1 1 AOMKHBI TPUMEHSATLCS B CBA3KE C MUKPO-
6uonornyeckum U puan4eckMMm MOHUTOPUHIOM.

9.4.1.10 buonormyeckme UHAUKATOPbI, UCMONb3yeMble NMPU MUKPOOMONOrMYECKO arTecTauun 9KC-
nnyarmpyemoro obopynoBaHusi, OMKHbI COOTBETCTBOBaTL TpeboBaHuaM I1ISO 11138-1:2006 (paspen 5) u
ISO 11138-2:2009 (nyHKT 9.5).

9.4.2 AtTecTtauus 3KkcniyaTupyeMoro o6opyaoBaHusa — MUKpoGuonornyeckue uccrneaoBaHus

9.4.2.1 Mukpobuonornyeckasa arrecrauus akcnnyarupyemoro obopyaosanusa (MPQ) gomkHa npoae-
MOHCTPUPOBAaTh, YTO NOCINE NMPUMEHEHUA NpoLecca crepunu3auuu Bce cneumduumpoBaHHbie TpeboBaHus
K CTEepUNbLHOCTU YAOBNETBOPEHLI. CCneaoBaHus A0MKHbI BbINOMHATLCHA B MPOM3BOACTBEHHOW Kamepe C Uc-
nonb30BaHMEM OMNpeaEeneHHbIX NapamMeTpoB NPoLIEcca, BbIOMpaeMbIX AN NONyYEHUS MEHbLUIEN NETanbHOCTH,
YeM nNpegycMaTpuBaeT cneumuUUpoOBaHHbIA NPOLIECC CTEPUINU3ALIMM.

9.4.2.2 MukpoGuonoruyeckass arrecrauus akcrniyarupyemoro obopyaoBaHUsi JOIDKHA NOATBEPAUTH
3(P(PEKTUBHOCTL ONPeAEneHHOro NpoLecca B OTHOLLIEHMM KOMOMHaLUMK NpoayKTa/KoHUrypauum 3arpy3ku B
NPOU3BOACTBEHHON Kamepe.

9.4.2.3 JleTanbHOCTb LMKNa AOMKHA ONPEAENATLCA NYTEM UCNOSML3OBAHUA OQHOMO U3 METOA0B, ONU-
CaHHbIX B NPUNOXeHUax A unum B nubo ¢ NnpumMeHEHMEM ansTEPHATUBHOIO MeToAa, CNOCOGHOr0 NPOAEMOH-
CTpUpPOBAaTb AOCTKEHNE TpebyeMoro ypoBHsi 06eCcne4YeHus CTepunbHOCTH.

9.4.2.4 Ecnu onpeaeneHune npoLiecca BbINOMHANOCH HE B NPOU3BOACTBEHHON, a B pa3paboToOvHON Ka-
Mepe, MUKpobuonormyeckasl artectauus aKCnnyatupyemoro o6opyaoBaHua AOMmMKHA BKNYaTb B ¢eba no
MEHbLUEeH Mepe TPU PPaKLMOHHBIX UMM TPW NOMOBUHHBIX LIMKNA, BLINONHAEMbIX B NPOM3BOACTBEHHOW Kamepe,
KOTOpbIE NOATBEPAAT AaHHble, MONyYeHHble B pa3paboTo4HON kamepe.

9.4.2.5 Ecnu ncnonb3yoTcst NONOBUHHBIE LMKIBI C NOAX0A0M «MaccoBoi rmbenuy [cm. B.1.2, nepeuncne-
Hue a) (npunoxexue B)], TO nocne ux BbIMOMHEHNA HE AOSMKHO ObiTb HU OAHOTO NO3UTUBHOTO BHYTPeHHero YKI.

MonoxutenbHblie BHewwHWe YK gonycTuMbl, €Crin OHU NPOAEMOHCTPUPOBaNU GONbLUYIO YCTOWYNUBOCTD,
yeM BHyTpeHHue YKI1, obecneunBaiollye CUTyaLMI0 «XyALLEero cnydasy Ans pyTuHHOW obpabotku. Tem He
MeHee, BHyTpeHHue YKIT 4omkHbl 4aTh OTpUUaTenbHbIi pesynbrar.

9.4.2.6 Ecnu ncnonb3yercsi pacyeT no LUuKny «maccoBou ruéenuy [cm. B.1, nepeuncnenue b) (npuno-
»eHue B)] unu pacyet ¢ ncnonb3oBaHmem GUONOrMYECKOro MHANKATOPA/GMONOrMieckoit Harpy3ku (CM. npuno-
XeHue A), TO BOSMOXHO 0BHapy>KeHUEe HEeCKONMbKMX BbDKUBLUMX BHYTPeHHUX YK, HO noACYMTaHHbIN YPOBEHL
of6ecneyeHns CTepunbHOCTU JOSPKEH COBMNAAaTh CO CNeUnMdnUMpoBaHHbIM 3Ha4eHnem (cMm. 1ISO 14161).

9.4.3 ATtTecTtauus 3KkcnslyatupyeMoro o6opyaoBaHua — pusnyeckue uccneagoBaHun

9.4.3.1 dusuueckue uccnegoBaHus, BbINOSIHAEMbIE B X0A4€ aTTecTauun akcnnyarmpyemoro obopyaosa-
HUA, JOJDKHbI NPOAEMOHCTPUPOBATD:

a) yto cneynuUMpOBaHHbIE KPUTEPUU MPUEMIIEMOCTMU BBINOSHAIOTCA BO BCEM 0ObeMe 3arpy3ku Ha
NpoTSHKEHMM Nepuoaa, NpeaycMOTPEHHOTO cneundukaumei pyTMHHOTO Npouecca;

b) BoCcnpon3BoaMMOCTb Npovuecca.

dusnyeckue UCCneoBaHUs AOMKHbI BKNOYATb B ce6a kak MUHUMYM TPU NNAHOBbLIX KBaNUUKALMOHHBLIX
LMKNA, BbIMOMHAEMbIX MOCINEA0BATENbLHO B PAMKaX OHOI0 UCNbITAHUA, B KOTOPbIX AOIMKHbI ObITb YAOBMNETBO-
peHbl BCe cneumduLMpOBaHHbIE KpUTEPUU NpUEMNEMOCcTu. Pusnyeckne uccneaoBaHusi MOryT NPOBOAUTHLCA
BO BpPEMS BbINOMHEHUS MUKPOBUONOrMieckux nccneaosanuin. Ecnu dmsnyeckue nccneoBaHusi BbINOMHSAIOT-
CAa napannernbHo ¢ MVIKpOﬁVIOJ'IOI’VI‘-IeCKVIMVI B MMHUMYM TpeX uuKnax, toraa H806XOAVIMO BbIMOJNIHEHUE KaK MU-
HUMYM €Lue O HOro LuMKIa pUsM4eCcKMx nccneaoBaHuin ¢ NonHbIMK cneyndukaumsamm pyTMHHOIO npouecca.
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Ecnu cboit (Heyna4yHoe BbINOSHEHUE) CBA3AH C (hakTOpamm, HE UMEKLLMMM OTHOLLEHNS K ddDhekTuB-
HOCTM Banuanpyemoro npoLecca, OH MOXET BblTb AOKYMEHTUPOBAH KakK HE OTHOCALLMIACSA K XapaKTepuUCTMkam
npouecca 6e3 HeobxoAUMOCTH BbINOMHEHNA TPEX AONONHUTENBHBIX MOCNEA0BATENbHBIX LUKNOB. Mpumepamu
Takux c6oes MOryT GbITb (HO HE OrpaHUYMBAIOTCA NPUBEAEHHBIMU) Nepebon B nogaye anekTponuTaHus, nepe-
6ou B noaaye Apyrux cpes unm HeMcnpaBHOCTM BHELUHETO 060PYA0BAHUA MOHUTOPMHIA.

9.4.3.2 dusmyeckne nccnegoBaHns AOMKHbI NOATBEPAUTb, YTO:

a) MUHMManbHas TemMnepatypa npoaykTa, nogaBaemMoro B NpouUecc CTepunu3auumn n/unu onpeaeneH-
Hbl€ YCMOBWSA, NO3BONAOLUNE €€ AOCTUTHYTh, YCTAHOBIEHDI;

b) TemnepaTypa u BRaXHOCTb 3arpy3ku B KOHUE 3a4aHHOTO BPeMEeHW NPeABapUTENIbHOIO KOHAMLIMOHU-
poBaHuUA (€CIM OHO NMPUMEHSIETCH) YCTAHOBMEHDI;

) cneunduLMpoOBaHHOE MaKCUMarbHOE BPEMS MEXAY OKOHYaHWeM NpeaBapuTEnbHOTO0 KOHAULUOHNPO-
BaHUA (ECIIM OHO MPUMEHSIETCA) U HAYaNOM BbINOSIHEHWUSA CTEPUTM3ALIMOHHOTIO LIMKIA SBNSIETCA AOCTATOUHbIM;

d) Temnepatypa 1 BRa>XHOCTb 3arpy3kn B KOHUE 3a4aHHOTO BPEMEHN KOHAMLIMOHMPOBAHUSA (ECNU OHO
NPUMEHSIETCA) YCTAHOBMEHBI;

€) BMaXkHOCTb B KamMmepe 3anncbiBaeTcs, ecnu 6bin NpeaycMoTpeH napameTpuyeckuii Boinyck (MPoAyKTa);

f) razoo6pasHbiit 30 Gbin BBEAEH B CTEPUNU3ALMOHHYIO KaMepy;

g) POCT AABMEHNSA M KONMYECTBO UCMONL30BaHHOTO 30 unu kKoHueHTpauusa 30 B kamepe Oblnu yCTaHoB-
neHol [cM. 9.5.4, nepeuncnexue f)]. Ecnu npeaycMOTpeH napameTpu4eckuil BbIMyck, cM. Take 9.5.4, nepe-
yucneHune b).

h) BO BpeMsi CTEpUSIM3aLIMOHHOIO LiMKNa TeMneparypa U BNaxxHOCTb (€Cnn OHA 3anucbiBanach) B kKame-
pe W Apyrue napameTpbl npouecca, e 310 NPUMEHUMO, ObiNIU YCTAHOBNEHbI;

i) Temneparypa npoaykTa B 3arpy3ke BO BPEMS 3KCNO3uuuu Gbina yCTaHOBNEHaA;

j) BO Bpems aspauuu (€cnm oHa ucnonb3osanach) TeMneparypa npoaykTa B 3arpy3ke Obina yCTaHOBMneHa.

9.5 PaccMmoTpeHue (aHanus) v yreepxaeHue pesynsraToB Banuaauum

9.5.1 Llenb atoii feATENLHOCTM — NPOAHaNM3UPOBaTh U AOKYMEHTMPOBATL pesynbrarbl 0630pa Banu-
AaUMOHHLIX AaHHbLIX ANS NOATBEPXIEHUA UX NPUEMANEMOCTU OTHOCUTENLHO YTBEPXKAEHHbIX BanuaaLMOHHbIX
npoLesyp/npoTOKONOB NpoLiecca CTepunusauumn U yTeepxaeHua cneumdukauum CTepusu3aumoHHOro npo-
uecca.

9.5.2 NHbopmauusa, cobpaHHas unu nonyyeHHast BO BpeMsl onpeaeneHua npoaykta, onpeaeneHus
npouecca u BCex aTTecTauuii, B TOM YUCNe pesynbrarbl MHKYOUMpOBaHUsi OMONOrM4ECKUX UHAUKATOPOB, AOMK-
Ha ObITb 3anucaHa U NPoBepeHa Ha NpUemrnemMocTb. PesynbTarbl 3TOI OLIEHKM A0MKHbI ObITh 3anMCaHbl.

9.5.3 [omkKeH ObITb MOArOTOBNEH OTYET O Banuaauuu. OTYET A0MmKeH OblTb PACCMOTPEH U YTBEPXKAEH
Ha3Ha4Y€eHHbIM OTBETCTBEHHbIM SIMLOM (NUUamu).

9.5.4 BanuaauuoHHbI OTYET A0IMDKEH ONUCLIBATL NPOAYKT, MCNOMb30BaHHbIM NPU atTectauuu, Wnu Aatb
CCbIMKY Ha €ro onucaHue, onpegeneHHbie KOHUrypauum 3arpy3ku u JOKYMEHTUPOBAHHYIO cneuundukauuio
npouecca 30-cTepunu3auum, a Takke COAepKaTb CneaylLLme JaHHbIe:

MpumMmeyaHune — [nsa npakTuueckux Lienei AomKHel BbITb onpeaeneHsl CKOPOCTe USMEHEHNA AaBNEHWUS U Bpe-
M8 (c gonyckamu), HeobxoguMble ANA OCTUXEHUA cneyndULMPOBaHHOIO UBMEHEHUS AaBMEHUS.

a) MMHMMarnbHaa Temneparypa npoaykra, NoAaBaemMoro B Npouecc cTepunusauum uunu onpeaenex-
Hbl€ YCNOBWSI, NO3BONSIIOLUME €€ AOCTUTHYTb;

b) npeaBapuTenbHOE KOHAULMOHUPOBAHUE (€CNN UCMOMNb3YyeTCsA):

1) Bpemsi npebbiBaHUA B KAMepe/30He, TeMnepaTtypa u BMaXkHOCTb B KAMEPEe/30HE;

2) TemnepaTtypa U BNaXHOCTb CTEPUITU3ALNOHHON 3arpy3ku;

3) MakcumManbHOe BPEMSA MEXAY BbIEMKON 3arpy3kn U3 KaMepbl/30HbI NPEABapPUTESIbHOMO KOHAWULUMOHU-
pPOBaHUA U Ha4aroMm BbIMNONIHEHWUSA CTEPUNU3aLMOHHOIO LMKNa;

C) YPOBHM BakyyMa U CKOPOCTb OTKa4ku BO3yxa (ECIM UCNOMb3YeTCA):

1) Bpems yaepkaHusi B Bakyyme (€Cnu UCnonb3yeTcs);

MpumevyaHune — CKOpPOCTb OTKa4kyu 06bIYHO cneyuduLmpyercs Nubo Kak MUHUMarnbHoe AoMycTUMOe BpeMs
oTKauku, nmbo Kak MakcuMarneHO AOMyCTUMOE BpeMsl OTKauKK, pexe Kak BpeMmsi, cneyuduyeckoe AN Kaxgoro Lukna.

d) npoayBKa MHEPTHbLIM ra3oM (ecnu NCnonb3yeTcs):
1) paBneHue (AP unn OKOHYaTenbHOE AaBreHne) n CkopocTb (AP/BPEMS), HEOOXOAMMBIE ANA AOCTUKE-
HWS JaBneHUs, acCoLMUPYEMOTO C ra3om/napom;
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2) rnybuHa (AP unu okoH4aTenbHOe AaBrieHUe) u CKOpoCTb (AP/Bpems), HeoOxoanMbIe Ana A0CTUXe-
HWUS BaKyyma;

3) KONM4YeCTBO NOBTOPEHMI U NIOBLIE Pa3bpOChl B YCMELUHbIX NOBTOPAX;

€) dhasbl BbIAEPXKKN KOHANLMOHUPOBAHUA U YBNAXHEHUA (ECNKN UCNONb3YIOTCA):

1) ypoBHW AaBneHus u/mnm CKOpPOCTb AOCTUXKEHMA BaKyyma, UM YPOBHU OTHOCUTENLHOW BRAXHOCTU
(4TO 13 3TOr0 KOHTPOSNMUPYETCS M OTCNEXUBAETCSA);

2) KONM4eCTBO UMMYNbLCOB napa/sakyyMma (€Cnun UCNONb3yeTcs);

3) Bpems;

4) TeMneparypa Kkamepesi;

5) Temnepatypa 1 BNaXHOCTb 3arpy3ku B KOHLE KOHAMLUUOHUPOBAHUS;

f) nHxekunsa 30 n aKCNO3NLMUSA:

1) noBblweHue gasneHuna (AP), BpemMsa nHxekuun 30, OKOHYaTenbLHOE AasneHue B pase nHxekuun 30;

2) [oKasaTenbCTBO TOro, YTO ra3oobpasHbii 30 Gbin BBEAEH B CTEPUIM3ALNOHHYIO KaMepy, NONTyYeHHoe
3a CYET NOBbLILUEHUS AABNEHUSA U HANMM4YMSA OQHOTO U3 CNEeAYIOLMX NPU3HAKOB:

i) maccel BBegeHHoro Q0 [cM. D.10.2, nepeuncnenue i), (npunoxenune D)];

ii) npsiMoro namepeHus KoHueHTpauum 30;

iii) o6bema ucnonb3osaHHoro 30

3) TeMnepartypa kamepbl cTepunusaTopa;

4) Bpems 9KCNO3uLuu;

5) Temneparypa CTepunu3aLlmMoHHON 3arpy3sKu;

6) MHAMKauMS yaoBneTBOPUTENbHON paboThl CUCTEMbI LIMPKYNAUMK rasa B kamepe (ECnmu UCnonb3yeTcs)
BO BPEMS 3KCNO3ULNMK,

g) NpoayBka nocre 3Keno3uumumn (ECnu MCnonb3yeTcs):

1) rmybuHa (AP unu okoHYaTernbHOE AaBNeHne) n CKopoCTh (AP/Bpems) AOCTUXKEHMSA BAKyyMa;

2) naenexune (AP unu okoH4YaTenbHOE AaBeHne) U CKOpocTb (AP/BpemMs) AOCTUXEHUS AaBNEeHUs1, acco-
LMMPYEMOTO C MHEPTHLIM ra3oM/BO34YyXOM/NapoM;

3) KONMM4YeCcTBO NOBTOPEHUI U NOOLIE PasbpOChl B YCNELUHbIX MOBTOPAX;

h) aspayma (ecnm ucnonb3yercs):

1) BpeMs u Temnepartypa B Kamepe/nomeLLeHnu;

2) U3MeHeHus aaBneHna (ecnun OHN ecTb) B KaMepe U/unu NoMeLIEHUN;

3) ckopocTb BO3ayxoobmeHa unu razaoobmeHa, ecnm Ucnonb3yeTcsa UHON ras;

4) Temneparypa CTepunu3auMOHHON 3arpy3Kku.

9.5.5 Ecnu gomkeH ncnonb3oBaTbCs napaMmer pU4ECKUii BbiNycK, BannaaLuMOHHbIN OTYET AOIDKEH TakkKe
coaepxarb:

a) 3Ha4YEeHUe BNAXKHOCTU B KaMmepe (C AoMyCKamu), MONy4YeHHOe NMPsiMbiM U3MEPEHUEM BO BPEMS KOHAM-
LUMOHUPOBAHUS;

b) 3HavyeHne kKoHUeHTpaumu (c gonyckamm) S0, onpeaeneHHoe HENOCPEACTBEHHbIM aHanu3oM aTMocC-
depbl B KaMepe € UCMONb30BaHMEM aHANMUTUYECKUX METOAOB, AN YCTAHOBMEHUS MPOLIECCHOW cneuuduka-
U1u Ansi pyTUHHON 06paboTku. OTOOP NPO6 AOMKEH BbINOMHATLCA Yepes onpeaeneHHbIe NPOMEXYTKN BpeMe-
HU ansa sepudukauun Tpebyembix yCrnoBuii BO Bpemsa akcnosnuyun 30;

C) Temneparypa B KaMmepe; 3anucbiBaeTCsi B ABYX OTAENbHbLIX TOUKAX MOHUTOPUHTA.

9.5.6 Cneuundmkaumsa npouecca Anst pyTUHHOW 00paboTku, BKMoYasi napaMeTpbl NpoLecca u ux aony-
CKW, AOMKHA ObITh YCTAaHOBNEHA Ha 6a3e AoKyMeHTauuu, NoNy4YeHHoN B XxoAe Banuaauuu. 3ta cneumdukaums
npouecca TaKke AOMKHA BKMOYaTh B ¢e0s1 kputepun aAna onpeaeneHus crepunusyemoro 30 npoaykra kak
n3aenus, noaxoasLuero anst 3ton o6paboTkm u 0g00pPEeHHOro AN BbiNycKa.

10 PYTUHHbIN MOHUTOPWHTI U yrnpaBrieHue

10.1 Llenb pyTMHHOrO MOHMTOPUHIA U YNPaBNeHUst — NPOAEMOHCTPUPOBATL, YTO NPOAYKT noABeprarncs
BanuaMpoOBaHHOMY U CNELMMPULIMPOBAHHOMY CTEPUNU3ALMOHHOMY NPOLECCY.

10.2 [aHHble Kaxaoro uukna crepunuaaumm AOMKHbI 3annMcbiBaTbCA U COXPaAHATLCA AN AeMOHCTpa-
Lum TOro, YTO cneuudukaums npouecca obina codbnoaeHa. 3Tu JaHHbIE J0IKHbI BKMIOYaThL B C€0A Kak MUHK-
MyM cneayoLee:

M punMmedaHne —,D,I'Iﬂ npakTu4eckmnx qeﬂeﬁ MOryT ObITb onpefeneHbl CKOPOCTb UBMEHEHUA AaBleHnA U BpeMaA
(c ponyckamu), HeobxoaUMbIE ANS JOCTMXEHUS cneLndULMPOBaHHOrO U3MEHEHUS [ aBNEHNS.
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a) MMHMManbHasa Temneparypa npoaykra, BHOCUMOrO B NPOLIECC CTepunu3aumm umnu onpeaeneHHsle
YCINOBUSA, UCMONb3YEMbIE AN akKNMMaTusaumum 3arpysku;

b) TemnepaTypa M BNaXHOCTb B 30HE MPEABAPUTENLHOIO KOHAULIMOHUPOBAHUA (ECNN UCMONb3YETCS),
KOHTpONUpyeMble U 3anMCbiBaEMbIE B CMELUU(ULUUPOBAHHON TOUKE;

C) BpeMs Hayana npeaBapuTENbHOTO KOHAWLMOHUPOBAHUS 3arpy3Ku U €€ BbIEMKM U3 30HbI NpeaBapu-
TENLHOIrO KOHANLMOHMPOBAHUS (€CNKU UCNONb3YETCS) ANA KaX40W 3arpy3sku;

d) Bpems, npowesLiee ¢ MOMEHTa U3BMNeYeHNs 3arpy3ku U3 30Hbl NPEABAPUTENBHOTO KOHAULMOHMPOBA-
HUA (ecnu UCNONb3YETCs) A0 Havana uukna ctepunuaauu;

€) BNaXHOCTb B KaMepe BO BPEMS KOHAULIMOHMPOBAHUSA W BbiAEPKKA (a3 BNAXXHOCTU Yepes AaBreHue,
pocT aasneHus (AP) u/unm yepes NpsiMOi MOHUTOPUHT;

f) BpemMs KOHAULIMOHUPOBAHWUS;

g) MHAMKauuS yaoBNeTBOPUTENbHONI paboTbl CUCTEMBI LIMPKYNALUMK rasza B kKamepe (ECnn UCNOSb3YeTCs)
BO BPEMS MHXEKLMMW U BO BPEMS IKCMO3ULUM;

h) TemnepaTypa 1 BNaKHOCTb B KAMEPE Ha NPOTSXKEHMU BCETO LIMKNa CTepunu3auuu;

i) ecnu B KayecTBe NEPBUYHOIO CPeACTBa KOHTPONS MCNOMb3YeTCA M3MEepeHue AaBneHus, To Tpebosa-
HWEM KO BTOPUYHOMY CPEACTBY ABMSAETCH TONMbKO noATBepxaeHue seoga S0 B KaMepy nyTem:

1) nsmepenunsa maccol ncnonssosaHHoro 30 [cm. D.10.2, nepeuncnenue i), (npunoxexue DJ;

2) NpAMOro usamepeHusa KoHueHTpaumm 30 B CTEPUNN3ALNOHHON Kamepe;

3) nsamepeHunsa o6bema ncnonbL3oBaHHoro 30;

j) Bpemsa nHxekymm 30;

k) BpemMs MHXeKLMWN MHEPTHOTO ra3a (ecnum UCnosib3yeTcs);

1) Bpemsa akcnosuuuu;

m) Bpems, noTpeboBaBLUeecs ANs OTKAYKU CTEPUNU3ALMOHHON Kamepbl;

n) BpeMs 1 U3MEHEHUS AaBMneHUs BO BPEMS NPOAYBKU (OUMCTKM) MOCHE KCMO3ULUH;

0) BpeMs, TeMnepartypa, u3ameHeHus aaeneHuns (ecnu 6binu) BO BPEMS aspayuu.

10.3 Ecnu gns pyTMHHOTO MOHUTOPUHIA UCNOMbL3YIOTCS BUONornyeckne MHANKATopbl, OHU AOSKHbI CO-
OTBETCTBOBAaTL TPeBOBAHMAM, U3NOXKEHHbLIM B 8.6 1 8.7.

Ecnu YKIT, ncnonb3yemMoe npu pyTMHHOM Bbinycke, otnndaerca ot YKI1, ncnone3oBaHHOro B Xo4e Banu-
JaLUMOHHBLIX MUKPOBUONOrMYECKUX UCCNEA0BAHUIA, OHO AOMKHO UMETL YCTOMYMBOCTb NPOLIECCY NO MEHbLLEN
mMepe paBHyto conpoTtuengaemoctu YKI, nCnonb30BaHHOIO B MUKPOOUOMOrMYECKUX CCNEA0BAHUAX.

10.4 Ecnu agns pyTUHHOIO MOHWUTOPMWHIa UCNOSMb3YIOTCA XMMUYECKME UHAMKATOPbI, OHWU AOSHKHbI COOT-
BETCTBOBaTbL TPEBOBaHNSIM, U3NOXEHHBLIM B 8.8.

XUMUYECKUe UHAMKATOPBI HE MOTYT 3aMEHATb BUONOrMYeckne MHANKATOPbI ANA BbiNycKa NPOAYyKTa U He
MOTyT nogaep>uveaTb 0O0OCHOBaHWE NapaMeTpUYecKoro Bbinycka Npoaykra.

10.5 Ecnu BbINONHAETCA NapaMeTPUHECKUI BbINYCK, TO AOMKHbI 3aNUCbIBATLCA U COXPAHATLCA crieay-
IOLLME JaHHbIe:

a) TemnepaTypa B kamepe, 3amepsieMast Kak MUHUMYM B ABYX OTAErMbHbIX TOYKaX Ha MPOTSXKEHUU BCETO
uMKna crepunusauum;

b) BNaXHOCTb B Kamepe BO BpeMs KOHAULMOHUMPOBAHUS, onpeaensemMas npsimMmbiM U3MEpPEeHUeM;

C) KOHUeHTpauusa 30, onpeaenseMas npsAMbIM aHanM3oM atmocdepbl B KaMepe G UCMoNb30BaHWMEM
aHanUTUYECKMX METOA0B Yepes OnpeaerneHHble MHTepBarbl BPEMEHU, AOCTATOUHbIE AN BepuduKaumm Tpe-
OyeMbIX YCNIOBUI HA NPOTSHKEHUM BPEMEHUN IKCMO3ULIUN.

11 Bbinyck npoaykKra nocne crepunusaumm

11.1 Kputepuu, onpegendaoLyme COOTBETCTBME NpoLiecca CTepunusaumm, UCNosnb3yeMOoro A4na CTepunu-
3auUum onpeaeneHHon KOHKPETHON CTEPUNN3ALMOHHON 3arpy3kn, AOMKHbI ObITb JOKYMEHTUPOBAHbI. Kputepuu
JOIDKHBI BKNIOYaTh B cebs:

a) noATBEPXAEHME TOr0, YTO JaHHbIE, 3aNUCaHHbIE BO BPEMS PYTMHHOW 00paboTku, COOTBETCTBYIOT
cneyumdukaymmn npouecca;

b) noaTBEpXKAEHUE TOrO, YTO OTCYTCTBYET POCT KOHTPOSbHLIX OPraHU3MOB BO BCEX OMOMOTMYECKUX UH-
aukartopax (ecnm Mcnonb3yrTcs).

MpumMmedyaHue — DopMasbHbIi BEIMYCK 3arpy3kn Nocne cTepunusaLmm MOXeT NoTpeGoBaTe NPUIOXEHNUs pe-
3yMBTaToOB A4PYruX UCMbITaHUA (HanpuMep, Ha ocTaTodHbli SO, Ha SHAOTOKCUHLI, Pe3ynbTaThl (PU3NYECKNX UCTILITAHWA 1
T.N.) Npexze, YeM NPOAYKT CMOXET GbiTb BhIMYLLEH B LIENOYKy pacnpeseneHns.
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11.2 ECnu npoLecc He OTBEYaAET BCEM KPUTEPUAM COOTBETCTBUSA, YKa3aHHbIM BbiLLE, MPUYUHA HECOOT-
BETCTBUSA A0MKHA ObITb paccnegoBaHa. Ecnu TpebyeTtcs peMOHT unu 3ameHa obopyaoBaHusi, To TpebyeTcs
BbIMOSIHEHNE HEOOXOAMMbIX aTTecTaumin nepes TeM, Kak NpoLLecc MOXHO ByaeT MCNonbL30BaTb BHOBb.

11.3 ECnun 0AuH UIM HECKOSbKO KPUTEPUEB COOTBETCTBUSA, NEPEYNCEHHBIX B 11.1, HE YA0BNETBOPEHDI,
NPOAYKT AOMMKEH paccMaTpUBaTbLCS Kak HECOOTBETCTBYIOLLMIA U AanbHenwas pabora ¢ HUM AO0MmKHa NpoBO-
AUTbCA COrMacHO NMpMMeHUMbIM cTaTbaMm ISO 13485. B cny4yae, korga oBHapyXMBaeTcsa NO3UTUBHbLIA BUO-
JNIOTMYECKUIA UHAUKATOP, BbINYCK NPOAYKTA HA OCHOBAHUM NpUeMIIeMbIX Pe3yrnbTaToB NPOBEPKM MPOAYKTa Ha
CTePUSIbHOCTb HEAO0MYCTUM.

HecooTeeTcTBME AOMKHO paccneaoBaTbCsl COMMacHO JOKYMEHTUPOBAHHBLIM MpoLeaypam.

11.4 Ecnu B BanuAauUMOHHbIX UCCNEAOBAHMAX UCMONb3YETCsl NpodaBaeMbli NpoaykT, TpeboBaHua K
BbIMYCKY Takoro NpoaykTa B NpoAaKy AOMMKHbI ObITb paspaboTaHbl 10 Ha4Yana BanuaLlMOHHbIX UCCrefoBa-
HWUWA. BaXKHO OLEHUTb BMUSIHUE MOBTOPHBLIX 3KCMO3MUMUM B XOA4€ BanMAALMOHHbLIX NPOLECCOB CTepunusauumn
Ha (PYHKLUMOHANbHOCTb NPOAYKTA M YNAaKOBKW, @ TaKKe OLUEHUTb YPOBHM OCTATOYHOro 30 u/unm npoaykToB
peakuum 40 BbiNycka NpoayKra.

Ecnu B BanmaaumoHHbIX MUKPOOUONOrMYECKUX UCCNEeA0BaHMAX UCNOMb3YeTCs NPOAABaEMBbIN NPOAYKT,
OOMKHbI ObITb YCTAHOBMEHbI MPOLEeAYPbl, FAPaHTUPYIOLWME, YTO Mepes BbIMYCKOM Ha PbIHOK NPOAYKT Obin
NOABEPrHyT Mpoueccy crepunusauuyM npu NOMHOW 9KCNOo3uuMu € dopMarnbHbIM PacCMOTPEHUEM €ero
nNpUemMnemMocTu.

Il pumMmedaHne — OTHOCUTENBHO BblNyCcKa e4UHUYHOIo J10Ta CMOTPUTE NpuUnoxXeHue E.

12 MoppepxaHue achpPpeKTMBHOCTU NpoLuecca

12.1 O6wasn nHdopmauusa

12.1.1 MpoaomkuTenbHas 3PPEeKTUBHOCTL CUCTEMBI AN 06€CMNeYeHns HYXXHOrO COCTOSIHMA MPOAYKTa,
NpeacTaBNEHHOTO Ha cTepunm3auuto (cM. 7.3.1), AormkHa ObITb NPOAEMOHCTPUPOBAHA.

12.1.2 TOYHOCTb U HAAEXKHOCTb U3MEPUTENbHbLIX NPUBOPOB, UCNONb3YEMbIX AMs1 YIPABNEHUSA, KOHTPONS
U MOHWUTOPWHIa CTEPUNU3ALMOHHOIO NpoLIecca, crneayer Nepuognyeck NoBepaTb B COOTBETCTBUM C 4.3.3.

12.2 O6cnyxuBaHne o6opyaoBaHus

12.2.1 TMpocunakrtuyeckoe obCnyxMpaHue AOMKHO MNAHWPOBATLCS U BbIMNOMHATLCA COMMAcHO AOKYy-
MEHTUMPOBaHHbIM MpoueaypamM. Bce npoueaypbl AOMKHBI COOTBETCTBOBATb Kak PeKOMeHAAauMsM U3roTOBM-
Tens, Tak U COOTBETCTBYIOLMM TPEBOBAHMAM HALMOHAMNbLHbIX, PErMOHAMNbHLIX AW MECTHBIX HOPMATUBHbIX
[JOKYMEHTOB.

12.2.2 ObopyaoBaHue MOXET UCMNONb30BaTLCA ANs 06paboTkM NPoAyKTa TOMLKO NOCne TOro, Kak Bce
cneunduULUMpoBaHHbIE onepauun No 06CnyXMBaHWUIO BYAYT YCNELUHO BbINOIHEHbI U JOKYMEHTUPOBAaHbI.

12.2.3 3anucu 06 obcnyxmneaHum cnegyet coxpaHats (CM. 4.1.2).

12.2.4 Cxema obGcnyxmnBaHud, npoueaypbl o6CnyxmBaHua M 3anucu 0 NpoBeaeHUn 0BCnyKMBaHUSA
JOMXKHbI PErYNAPHO NEPEeCcMaTpuBaTbCs YNOMHOMOYEHHbIM NULIOM Yepes cneunduLuMpoBaHHble UHTEPBarbl
BPEMEHU, a pesynbTarbl NepecMoTpa AOMKHbI AOKYMEHTUPOBATbLCS.

12.3 MoBTopHasa aTTecTayma

12.3.1 ATTectaumm yCTaHOBIEHHOro, IYHKLUMOHUPYIOLLErO M SKCnnyaTupyeMoro obopyaoBaHmsa U no-
cneayoLime NOBTOPHbIE aTTeCTauuKu AOIMKHbI MePECMaTpMBaTbCH EXErogHo Ang onpeaeneHus odbema no-
BTOPHOW atTecrauuu, ecnu Takosas Heobxoauma. B atrecraumio gomkHa BXOAUTb OLEHKA HEOOX0AMMOCTH
NMOBTOPHOTO MOATBEPXAEHUSA YPOBHA 00ECneYeHns CTEPUNbLHOCTU NPOAYKTA NYTEM BbINONMHEHNA MUKPOBUO-
NOrM4ecKux uccneaoBaHui. Pesynsrar Takoro nepecmoTpa, Bknodas 000CHOBaHUE MPUHATLIX PELUEHUI, A0N-
XKEH JOKYMEHTUPOBATbLCS.

12.3.2 lNoBTOpHasa aTTeCTaLMsa CTEPUNU3aLMOHHOIO NPOLECCa, BbINOTHAEMAs C MOMOLLLIO crneymduLm-
pPOBaHHOro 060pYA0BaHUSA, AOIDKHA MPOBOAUTLCSA Yepes OnpeaeneHHble MHTepPBarnsl BpeMeHu no cneunuum-
POBaHHbLIM KPUTEPUSAM NPUEMIIEMOCTU U B COOTBETCTBUM C AOKYMEHTMPOBAHHbIMU npoueaypamu. Mepuoauny-
HOCTb nepeatTecTaynin 4omkHa ObITb 060CHOBaHA.

12.3.3 Ecnu B pe3ynsrare NnoBTOPHOWM aTTeCTaLUumn BbIACHUTLCA, YTO CTEPUNMU3ALMOHHbIN npouecc 60-
nee He obecneunBaer Tpebyemoro ypoBHs CTEPUNbLHOCTU MPOAYKTA, MPUYMHA 3TOr0 AOIMKHA ObITh paccre-
[OBaHa, nocne 4Yero AOMKHbI ObITb MPEANPUHATLI KOPPEKTUPYIOLME W/unu npeaynpeauTenbHble AENCTBUS.
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B pamkax Takoro paccnefoBaHus A0S KeH OblTb pacCMOTPEH 3MEKT AOCTMXKEHUSA cneuudULNPOBAHHOTO
YpOBHSA obecneyeHns CTEPUNIBHOCTU paHee 06paboTaHHbIX 3arpy30K, a Takke BbIMOSIHEH aHanu3 pucka ux
NPUrogHOCTM K UCMONb30BaHMIO. ECnin paccneaoBaHue nokasbiBaeT, YTo Tpebyemblli ypoBEeHb obecneveHus
cTepunbHOCTM Bornee He MOXeT ObITb AOCTUrHYT, TOr4a NPOBOAUTCA HOBAas arTectauus 9KCNNyaTupyemoro
060pyaoBaHUsi ¢ BbINONMHEHWEM (PUINYECKUX U MAKPODUONOrMYECKUX UCCNEAOBAHUI C LIENbIO BOCCTAHOBNE-
Hus TpebyeMoro ypoBHsi 0becneyeHuns CTEpUNbHOCTM NPoAykTa. Paccneaosanue u nocneaylowme AencTeus
[OIMKHbI ObITh 3anMcaHbl.

12.3.4 3anucu 0 NepecMoTpe AaHHbIX NOBTOPHON aTTecTauuu, OTYEThI U 3aNUCKU O NOCMEAYIOLLUX KOp-
PEKTUPYIOLLMX AEWCTBUAX AOMKHbI COXPaHATLCA (CM. 4.1.2).

12.4 OueHKa U3MEHEHUN

12.4.1 JlioGble 3MEHEHNs NPOU3BOACTBEHHBIX NPOLIECCOB, NPOAYKTA, CTEPUNU3aLMoHHOro obopyaosa-
HWUA U/MNKN CTEPUN3ALMOHHOIO NPOLIECCa, AOIPKHbI ObITb OLIEHEHbI C TOYKM 3PEHUSA X CNOCOBHOCTM NOBNUATL
Ha ah(PeKTUBHOCTb CTEPUNN3ALUOHHOIO NpoLiecca.

12.4.2 MNpUrogHoCTb BHYTpPEeHHero u/mnu BHewHero YKM ana GuoHarpysku npoaykta no pesynsratam
BHECEHHbIX U3MEHEHUI AOMKHA ObiTb MOBTOPHO noaTBepXaAeHa (CM. 8.6 u 10.3 COOTBETCTBEHHO).

12.4.3 3arpyska u ee KOHUrypaums B CBA3U C BHECEHHbIM U3MEHEHUEM AO0MKHbI ObITb NEPEeOLeHEHbI
Ha ero NPMrogHOCTb, a Pe3ynbTaT 3TOW NepPeOLIeHKN AOIKEH ObiTb 3a40KYMEHTUPOBAH B COOTBETCTBUM C Tpe-
6oBaHuem 4.1.2.

12.4.4 ATTectauumsa npouecca crepunu3auumn 0mkHa NepecMaTpuBaTbCs KaXablil pas nocne BHeCEHUs
B MpoOLeCC, CTEpUNM3aLuoHHoe 000pPyAOBaHME UMK NMPOAYKT MOGOro n3MeHeHusl, KoTopoe Morno 6bl n3mMe-
HUTb 9PPEKTUBHOCTL Npouecca (cM. 8.2).

12.4.5 BnusiHMe U3MEHEHMA AOMKHO ObITb PACCMOTPEHO KakK onpeaeneHue CTeneHu, B KOTOpOn [u3-3a
Hero] Heo6xoauMo [HOBOE] BhINMONHEHNE ONpPEeaeneHns NpoayKTa U NpoBeAeHMe BCEX BUOB aTTeCTaLuii.

12.4.6 Pe3ynbraTt OLEHKM, BKIIOYAsA 000CHOBAHUE NPUHATLIX PELLEHUI, AOIDKEH BbiTh JOKYMEHTUPOBAH.

12.5 OueHKa 3KBUBaNeHTHOCTU npouecca

12.5.1 3KkBUBaNeHTHOCTb Npouecca

CrepunusaumoHHoe o6opyAoBaHUE, UMEIOLLEe OAMHAKOBbLIE MPOLIECCHbIE NapameTpbl, NPOX0oAs aTTe-
CTauuio yCTaHoBMeHHOro o6opyaoBaHusa 1 artectaumio hyHKLMOHUpPYIoLLEero 060pyaoBaHus, 4OMKHO NPOWTH
arTecrayuio:

a) TeMM ke MeTogamu, YTO UCMONb30BANUCh NpU aTTecTauu OPUrMHaNbLHON KaMephbl;

b) ¢ yMEHbLUEHHBIM MUKPOBUONOrMYeCcKUM NccregoBaHMeM, KOTOPOE AOMKHO NPOAEMOHCTPUPOBATH f0-
CcTuxeHue TpebyemMoro ypoBHsA MUKPOBMONOrMYECKoi NeTanbHOCTU, U ¢ (PUIUMECKUM UCCNEN0BAHMEM, KOTO-
poe AOMKHO NPOAEMOHCTPUPOBaTE €AnHO0Bpasne pacnpeaeneHns TemnepaTypbl U BNaXXHOCTU B 3arpy3ke u
YNpaBrnsieMOoCTb 9TMX NApaMeTPOB NPOU3BOACTBEHHON kamepoi. OBOCHOBAHUE TaKOii ype3aHHOW aTTecTauum
AOIMKHO BbITb 3anNUCaHO U AOKYMEHTUPOBAHO.

BnusHue pasnuyHbix reorpaduyeCcknx MECTOMOMOXKEHWUI HA NPOAYKT U 3arpysky [0MmKHO BbITk onpeae-
neHo.

12.5.2 Mpoaykr

12.5.3 Mpoaykt MoxeT ObITb 40BABNEH K BANUAMPOBAaHHOMY NPOLIECCY, €GN OH CUUTAETCSI PaBHLIM UMK
MEHbLUMM NO GuoHarpyske, Yem CyLLECTBYIOLLMIA, NPOLUEALUNIA aTTecTaLuMio NPOAYKT unu BHyTpeHHee YKI.
JomkeH BbITb BBINOINHEH TEXHUYECKUI 0630p, CpaBHUBAIOLLMIA NPOAYKT-KAaHAUAAT C CYLLECTBYIOLLMM NPoayK-
Tom unu YKI, ucnonb3osaHHelM npu Banugauun paccMarpusaemoro 30 npouecca. Pesynbrart Takoro 0630-
pa, BknoYass 060CHOBaHKUE MPUHATLIX PELUEHUN, JOMKeH ObiTb JOKYMEHTUMPOBAH. K MpogyKTy no-npexHeMy
AOMXKHbI ObITb NPUMEHUMbI TpeboBaHus 7.2.
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Mpunoxenune A
(obazarenbHoe)

Onpe,qeneHue CTeneHn NeTanbHOCTU CTEPUNN3ALUOHHOIO npouecca — noaxoa ¢ UCNonb3oBaHuemMm
6uonoruyeckoro UHAUKaATOPa/oGMONOrMYECKON Harpy3Ku

A.1 O6wasn nHdopmauua

A.1.1 OTOT noaxop coveTaeT 3HaHWe COnpoTUBNAEMOCTU B1onornyeckoro MHAMKaTopa JaHHoOMY npoleccy cTepu-
nuU3ayuM co 3HaHueM nonynsayum GuoHarpy3ku u ee ConpoTUBNAEMOCTU ANA YCTaHOBIEHWUS NapaMeTPOB CTEPUITU3ALIMOH-
HOro npouecca (Bpems 3Kcno3uyumn npotecca).

Ucnonb3oBaHue sToro metoga Tpebyert, UuTobbl ypoBHM GUOHArpy3ku NpoaykTa J,eMOHCTPUPOBASIM OTHOCUTENbHOE
NOCTOAHCTBO BO BPEMEHMU, @ YCTONHYMBOCTE BUOHArpy3ku 4ommkHa GbiTb paBHOW UNKU MeHbLLEH, YeM YCTOWYMBOCTL BUONOo-
rudeckoro uHaukatopa [cm. D.8.6 (npunoxerue D)].

YctonunBocTb BHYTpeHHero YKI1 AeMOHCTPUPYETCA NyTemM WUCNONHEHUA UWkKna cTepunu3auumu c pasHelMu Anu-
TEfIbHOCTAMM 3KCMO3ULIMKU UNUN NYTEM IKCMO3MLIUM BUONOrMYeckux MHAUKATOPOB C KONUYECTBEHHO OTIMYaIOWMMUCS MO-
NyNALMSMUA NPY OHOM U TOM Xe BPEMEHU SKCMO3ULMK, C NOCNeayoWuM onpeaeneHnem ypoBHA NETanbLHOCTU (CTeneHn
MHaKTUBaLMM Yepe3 pacyeT D-3HayeHus1) CTepunu3aLyoHHoro Lukna. 3HaHue ypoBHS NeTanbHOCTH 61Uonornyeckoro uH-
AukaTopa, NonynsyMu U OTHOCUTENBHOW CONPOTUBNAEMOCTU BUOHArpy3Kku NO3BONSAET YyCTAHOBUTL BPEMsl 3KCNO3ULUK TaK,
4T0bbI ypoBeHb 0becneyeHnss cTepunbHOCTH Bbin nNpeackasyeMbIM.

JomnxHo 6bITb yaeneHo BHUMaHWe BIIMSAHUIO YNaKoBKK U yaaneHuto 30 u3 YKI.

PykoBoACTBO MO NPpMMEHEHUIO 3TOro NoaxoAa MoxHo Haitu B ISO 14161.

A.1.2 Ycnosus, ucnonbsyeMble AN BOCCTaHOBMEHUS GUONOMMYECKOro UHAMKaTopa B aTTecTalUoHHbIX uccneqo-
BaHUsX, BKIoYasi NPOAOIMKUTENBHOCTL UHKYBaLmK, AOMKHLI BbITh YCTAHOBREHLI U JOKYMEHTUpoBaHbl. NHKYGaLMOHHBIN
nepuos AOMKEH yYUTbiBaTb BO3MOXHOCTb 33flepXaHHOro pocta crnop, noABeprHyThix BosgeicTeuo 90. ObpaTutech K
SO 14161 anda nony4eHuUs AononHUTeNbHo MHpopmaLum 06 MHKyGaLMoHHOM nepuoze Anst GUoNorniyeckux UHAUKaToOpPOB.

A.1.3 lNocne pasHbIX N0 ANUTENBHOCTU 3KCNo3uLyuin 30, oTNUYatoLMXCA Mo NonynsAuMAM 6UoNorMveckux MHANKa-
TOPOB MPW COXPaHeHUW MPOYMX NapaMeTPOB OAMHAKOBLIMM, NETaNbHOCTb Npouecca MOXeT ObiTb onpeaeneHa cneayto-
LWumun cnocobamu:

a) NpPAMbIM NOACHETOM,;

b) dpakUMOHHBEIM HEraTUBHLIM aHanu13omMm;

c) komBuHauweii cnoco6oB a) 1 b), onMcaHHbIX BhILLE.

MpuMmedyaHune — MeTog pakLMOHHOrO HEraTUBHOMO aHann3a UCNonb3yeT faHHble 0 POCTE/OTCYTCTBUM pOCTa,
MonyYeHHbIe OT NpoLeaypbl BOCCTAHOBMEHWUS KOHTPOMBHLIX MUKPOOPraHU3MOoB MoCcre BO3AeCTBUSA Ha HUX dparMeHTap-
HbIX NEPUOAOB SKCMO3ULUM rasa, Unu oT rpagauoHHbIX MONYNALMA KOHTPONbHBIX MUKPOOPraHM3MOB, NOABEPrHyThLIX efu-
HOMY chparMeHTapHOMY Mepuoay 3KCno3nLmu.

A.2 MMpoueaypa
[ononHuTeneHoe pyKoBOACTBO NO gaHHOMY paspaboTodHoMy mpoueocy MoxHo nony4uts B AAMI TIR 16 u B ISO
14161, oba 3TUX UCTOYHUKa paccMaTpuBaroT pa3paboTky npouecca B AeTansx.
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Mpunoxexue B
(o6n3arenbHoe)

KoHcepBaTuBHOE onpeaerneHue yYpoBHA NeTasribHOCTU CTEPUITU3ALIMOHHOrO npouecca —
noaxon «Maccosoun ruéenn»

B.1 O6was nucpopmauus

B.1.1 OTOT noaxop K onpefAeneHunio npoLecca 0CHOBaH Ha WHAKTUBaLMKU KOHTPOMbHBLIX MUKPOOPraHU3MOB, U OH
LLUMPOKO NPUMEHSANCA B yUpexaeHusx sgpaBooxpaHeHus (cM. ISO 11138-2). CTepununsaynoHHble NpoLUecehl, aTTecToBaH-
Hble M0 3TOMY METOAY, 3a4acTylo KOHCEpPBaTUBHLI U UCNONBL3YIOT 06paboTKy, NPEeBLILLAIOLLYIO CTeNeHb, HeobXxoauMyto AN
LOCTWXeHNS cneLduLUMpoBaHHbIX TPEGOBaHMIA K CTEPUNBHOCTU.

PykoBogctBo no aToMy Metofy npusefeHo B ISO 14161.

B.1.2 KoHcepBaTUBHOE onpepeneHmne npolecca TpebyeT NCNonb3oBaHUS OfHOIO M3 NOAXOA0B, ONUCAHHBLIX HUXE:

a) NoAxoA NOMOBUHHOIO LMKNa: C LIerNblo NOATBEPKASHUA MUHUMAILHO HEOBXOAUMOro BpEeMEHN 3KCNO3ULMK B Le-
TIOM JOMMXHbl ObITh BLINOMHEHBI TPU MOCIIEA0BATENbHBIX 3KCMEPUMEHTA, UMEIOLLMX pe3ynbTaToM MOSMHY WHaKTUBaLuio
B1oMnorMYecKMX MHAMKATOPOB (cofepXKalux nonynauuio He MeHee Yem 108 n, e 310 BoamMoxHo, nomeweHHbIX B YKIT).
YcTaHOBNEHHOE 4N Npolecca CTepunu3anun BpeMs 3KCNo3suLuMKu AoMKHO ObITb Mo KpaiiHei Mepe B ABa pa3sa Gonblue
3TOr0 MUHWMarbLHOIO BPEMEHM.

[na geMoHCcTpauuy afekBaTHOCTM TEXHUKN BOCCTAHOBMEHNS BMoNormyecknx MHAMKaTopoB, S3KCNOHUPoBaHHbIX 30,
TawKe [oMmKeH BbITb BEIMOMHEH hpaKLMOHHBIA LMK KOPOTKON NPOAOMKUTENBHOCTU, NOCNe KOTOPOro MoryT 6biTb BoccTa-
HOBINEHbI BbPKMBLLME GUOMOrniyeckne UHAUKaTophl

MpuMmedaHue — OTOT KOPOTKUIA LMK MOXET Takke ObiTb UCMOMNb30BaH AN AEMOHCTPaLIMM OTHOCUTENBHOM
COMNpOTUBASIEMOCTU Gronornyeckoro uHaukaropa, YKM n GuoHarpyskn npoaykra.

b) noaxon pacdera uuMkna: pyTUHHBLIE NpoUecCHble napaMeTpbl, obecneynBatone norapmdMUUEcKyto peayKLuio
cnop (SLR) B 6uonornyeckom nHagukaTope kak MUHUMyM 12, AOMXKHBI BbITh YCTaHOBMEHBI C UCMONb30BAHWEM OfJHOTO U3
METOA 0B, ycTaHoBMeHHbIX B A.1.3 (nMpunoxeHune A). Konn4ecTso LUKNOB NpU 3TOM AUKTYETCA UCTIONb3YEMbIM METOAOM.

B.1.3 Ycnosus, ncnonbsyeMble Ana pereHepaLum 6Monorndecknx MHANKaTopoB B Xofe atTecTalmu, JomKHbl ObiTb
yCTaHoBMNeHbI U AOKYMEHTUpoBaHLI. [pn ycraHoBNeHUn MHKy6aLMoHHOro nepuoga cneayeTt NPUHMMaTL BO BHUMaHUE BO3-
MOXHOCTb OTCPOYEHHOro pocTa cnop, SKcnoHMpoBaHHbIX 30. bonee nogpobHoe pykoBOACTBO NO BbIGOPY ANUTENBHOCTU
WHKyGaLun 6G1uonornyeckmx MUHAMKaTopoB MOXHO HaiTh B 1ISO 14161.

B.1.4 JonxHo GbiTb nokasaHo, 4yto BuoHarpyska npogykTa TakoBa, 4To obliee BpeMs ee NOMHON WHaKTUBaLuum
MeHbLLE, YeM BpPEMS MOMHOW MHaKTUBaLMK pacrofioXXeHHOro buonornyeckoro MHgUkaTopa npoaykra (BHyTpeHHero YKIT).

B.2 Mpoueaypa

B.2.1 CospaiiTe Harpysky Ans cTepunusauuoHHoro npouecca, YKI, cogepxaujee n3BeCTHOe YUCNO MUKpoopra-
HU3MOB C U3BECTHON YCTOMUMBOCTHIO K 3O nMyTeM pasMelleHUst BUONOrMYecKnX UHAWKATOPOB B NPOAYKTE WUAWU NyTeM
WHOKYNALMKM TeX MeCT B NMpoAykTe, rae Hauboree CAOXHO AOCTUYbL YCNOBUIA cTepunusauun. Ecnn Mecto pasmeuleHus
Guonormyeckoit Harpy3ku oTniMyaeTcs OT MecTa, e Hanbonee cNOXHO AOCTUYbL YCNOBUI CTEPUNU3ALINK, TO €ro CBA3b C
Haunbonee TsKeNbIM MECTOM JOSKHa GbITb YCTaHoBNEHa.

B.2.2 Wcnonbayitte YKI1, NpogeMOHCTpMpoBaBLUee CBOK 3KBUBANEHTHOCTb UNK gaxe Gonbluylo Mukpobuonoru-
YeCKylo YCTOWYMBOCTbL NPOLIECCY CTEPUINU3ALIMM, YEM NPOAYKT, oTBeYatoWwuii TpebosaHuam. CnegyeT yaenuTb BHUMaHue
BMUSHMIO YNAKOBKW U YAaneHUo cTepunuayowuin arenta us YKr1.

B.2.3 Pasmectute BuibpaHHoe YKI1 B cootBeTcTBUM € B.2.1 1 B.2.2 (npunoxeHune B) BHYTpU cTepunusaLmoHHoMl
3arpysKku Urm Ha Heil, B 3aBUCUMOCTM OT BO3MOXHOCTEW.

B.2.4 OkcnoHupyiiTe cTepunu3aluoHHyio 3arpysky 3O npu YCNOBUAX, pacCHUTaHHBLIX Ha obecneyeHne MeHbLUen
netanbHOCTH, YeM obecneunBaet cnelyUdULUPOBaHHLIA NpoLiecc CTepUNU3aLmni.

B.2.5 [Ins noaxofa Cc pacdeToM LMKNa — €CcNW MHaKTUBaLWSA W3BECTHOro Konu4ecTBa MUKPOOPraHM3MoB Gbina
noaTBepXfaeHa B cooTBeTCTBUM c¢ A.1.3 (MpunoxeHue A), onpegenuTe cteneHb Bo3geicTBUA obpaboTkum nyTem aKc-
Tpanonsuum A0 W3BECTHOW pacyeTHON BEPOATHOCTU BbKMBAEMOCTU MUKPOOPraHU3MOB, YUUTHIBas TpebyeMblil ypoBEHb
obecneyeHnUs CTEpUIBLHOCTY.
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lMpunoxexue C
(cnpaBouHoe)

JaTtynku Temneparypbl, OTHOCUTESNIbHOM BNAXHOCTU U KONIUYECTBO GMONOrMYeCKMX MHANKATOPOB

C.1 [atumnku Temneparypbl

Bo Bpems aTTecTauum (yHKLMOHUpPYIoLLero 060pyf0BaHNA PEKOMEHAYETCA MCNOMb30BaTh OAWUH AaTUYMK Ha 2,5 M3
ANA YCTaHOBNEHWA TemnepaTypHOii KapTbl NOMELLEHUS UNK KaMepbl, KOTOpas BLISBUT ropsiune UNKU XonogHble 30HbI. [o-
3TOMY MOHWUTOPUHI AOSKEH BKIloYaTh B cebs 6onbLue, YeM LeHTp nomelleHns/Kamepbl U y4acTKU OKOMo ABepei.

OnA npoBegeHus aTTecTauuu sKkcryatupyeMoro o6opyAoBaHusa TpebyeTca NCnonb3oBaTh OAWH AaTuuk Ha 1 M3
obbema, 3aHUMaeMoro NPoAYKToM. MUHUMarIbHOE KONMUYECTBO UCMONb3YEeMBbIX AaTYMKOB — TpU. [N NpoBefeHust atTe-
cTauuu aKkennyaTupyemoro ob6opyoBaHus Aarinkn OTHOCUTENbHOW BNAXHOCTU AOMKHBI pacronaraTbCsl BHYTPU YNakoBOK
(rae 37O BO3MOXHO), HaXOASALUXCSA BHYTPM 3arpy3ku. OTOr0 MOXHO AOCTUYb, pasMellast AaTuukn BHYTPU CTEPUILHONA
GapbepHO CMCTeMBI NN MeXAY YNakoBKamMu C OTAENbHBIMU NpegMeTamu.

Pesynerat pacyeTa fomkeH ObITb OKpyrTieH Ao bnuxaiiwero Gonbluero Ynucna.

Tabnuya C.1 obecneunBaeT pykoBOACTBO NO BhIGOPY KONUYECTBa JaTYMKOB TeMNepaTyphbl.

Tabnuuya C.1 — MuHuManbHoe peKOMeHAYEeMOe KONMYeCTBO AaTUUKOB TEMNEpaTyphI

KonnyecTBo Ansa atTectaumm yHKLMOHUPOBaAHUA KonuuecTteo AnA aTTecTauyu aKcnnyaTmpyemoro
Obbem, oBopyfoBaHus (MoresHbIn 06beM kKaMepbl/MoMeLLeHNUA) o6opyaoBaHNA (06bEM 3arpysku ¢ NPOAyKTOM)
M3
cormpemposate | b | AP | posae | cropa | AP

<1 3 3

10 4 10

15 6 15

20 8 20

25 10 25

30 12 30

35 14 35

40 16 40

50 20 50
100 40 100

Tpumep — Bo epems ebINONIHEHUS ammecmayuu yHKUUOHUpPYioule2o o6opydoeaHust nomeweHus npeod-
eapumesbHO20 KOHOUUUOHUPOBaHUSI C 0S1e3HLIM 06LeMoM Kamephi 70 M3: 70/2,5 = 28.

lpumep — Bo epemMs ebINOJIHEHUs1 ammecmauyuu 3KcITyamupyemoao obopydoeaHusi ¢ o6bLeMom 3azpy-
JKeHHo20 npodykma 2 M3: 2/1 = 2. [pu amom Konudecmeo damyukoe AO/MKHO Gbimb KaK MUHUMYM mpu (MUHU-
ManbHO donycmumoe OJ1s1 UCOJIL308aHUsl).

C.2 [aTuMKM BNaXXHOCTH

PekomeHAayeTcs Ucnonb3oBaTh OAWH AaTYuK Ha Kaxable 2,5 M3 ANs1 yCTAaHOBNEHUA KapTbl BNAXXHOCTU 30HbLI MPOAYK-
Ta, KOTOpbLIA pearnpyeTt Ha noTeHumarnbHble konebaHus ypoBHei BNaxHocTH. MUHUManbHOe Konu4ecTBo AaTyukoB — ABa.

,U,I'IFl BbINOJSTHEHNUA aTtTecTaln B 3KCNITyaTUpyeMOM COCTOAHUU AaTYMKW BNaXXHOCTU AOMKHbI ObITb pacnonoXeHbl
BHYTPW YNaKoBOK (r4e 3TO BO3MOXHO), HaXOASALWUXCA BHYTPU 3arpy3ku. 3TO MOXHO [OCTUYb, NOMECTUB AaTUYnK BHYTpU
cTepunbHON 6apbepHOit CUCTEMBI UK MEXAY YNaKOBKaMM C OTAENbHLIMU NpegMeTaMu.

Tabnuua C.2 obecneunBaeT pyKOBOACTBO NO BLIGOPY KONMYeCcTBa aTYMKOB BNAXHOCTU.
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Tabnuuya C.2— MuUHMMaNbLHO peKOMEeHAYEMOe KONUYECTBO JaTUMKOB BNAXXHOCTU

KonunuecTBo ans atrectaumn hyHKLUMOHUPOBAHNA KonuuectBo AnA aTrectaumn aKkcnnyaTmpyemoro
OBbeMm obopyAoBaH1a (NonesHbli 06beM KaMepbl/nomMeLeHns) o6opyaoBaHnA (06beM 3arpysku ¢ NPoAyKToM)
oM,
M
MpeaBaputensHoe KonauuuoHuposaxune/ Aspauysi MNpeaBaputensHoe KoHauunoHuposaHue/ Aspaups
KOHAWLMOHWpOBaHue cTepunusauuna KOHAULMOHWpOBaHWe cTepunusaums

<1 2 2

10 4 4

15 6 6

20 8 % 8 %

25 10 s 10 3
= =

30 12 3 12 3
5 g

35 14 T 14 T

40 16 16

50 20 20

100 40 40

TMpumep 1— Bo epeMms1 ebINOJIHEHUs1 ammecmauuu yHKUUOHUpYyouwe20 obopydoeaHus KaMepbl ¢ nosnes-
HbIM 06LeMoM 6 M3: 6/2,5 = 2,4. Konuyecmeo ucnosnb3yembix 0amyukoe AoMKHO 6bImb He MeHbuwe 3.

TMpumep 2 — Bo epeMsi 8bITONIHEHUS ammecmayuu 3Kciulyamupyemo2o obopydoeaHusi ¢ npodyKmom o6b-
emom 60 m3: 60/2,5 = 24. Konuyecmeo ucnons3yembix damyukoe Ao/mKHO 6bimb He MeHbwe 24,

C.3 Bbuonoruyeckue nHAMKaTopbl

MuHUMansHoe pekoMeHAYeMOoe KONU4eCTBO BUONOrNiecKuX UHAUKATOPOB AOMKHO BbiTb cneayowum:

a) N9 MUKpoBUonornyecknx UCCNeAoBaHuWiA aTTecTauumn aKkcnnyaTupyeMmoro o6opyaoBaHusa ¢ 06beMoM npoaykTa B
aarpyske 4o 10 M3 ucnonbaytores 3 Guonornueckux MHAMKaTopa Ha 1 M3 o6bema NpofyKTa, HO He MeHee 5 B1onorndeckux
WHOMKaTOPOB.

b) ana Mukpoburonornyeckux nccriefoBaHuii aTTecTaLum aKennyaTupyemoro o6opygoBaHus ¢ 06beMoM Npogykra B
3arpyske 6onee 10 M3 ucnonbayeTcs 1 JONONMHUTENbHBIA GUONOrUYECKMA MHAMKATOP Ha KaX/blii ONONHUTENbHBIA Ky6u-
Jecknii MeTp obbeMa, npeBbilatoLlero 10 M3,

Ecnu 6uonorndeckve MHAMKaTOPEl MCMOMB3YIOTCA AN PYTUHHOTO KOHTPOMS, UCMONbL3yUTe NOMIOBUHY KONMYECTBa
WHAWKATOPOB, UCMOMb30BABLUMXCA BO BPEMS MUKPOOUONMOrMieckux UCCrefoBaHUin arTectayum akennyatupyemoro obo-
pynoBaHus, Ho He Gonee 30.

Pesynetat pacyeTa formkeH ObITb OKpYITIeH Ao brinxkaiilero Lenoro yicna.

Tabnuua C.3 obecnednBaeT pykOBOACTBO MO BbIGOPY konuyecTsa Guonorndeckux uHgukaropos/YK.

Ta6nuya C.3 — MpuMepbl MUHUMaNbLHO PEKOMeHAYyeMOoro KonuyecTBa 6uonornyeckux nHamkaropos/YKr

OBbeM 3arpy3km NpoaykTa, M Mukpo6Guonoruueckue uccreaoBaHus Tekyujee ynpaenexue
aTTecTaLmm 3KCnyaTMpyeMoro 06opy0BaHuUs (ecnm ucnonbayeTcs)
<1 5 3
10 30 15
15 35 18
20 40 20
25 45 23
30 50 25
35 55 28
40 60 30
50 70 30
100 120 30
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PaKTU4ecKoe KONMM4ecTBO Mcnonbayemblx Ouonoruyeckux uHaukatopos/YKIT Gyaer 3aBuceTb OT cneayoLyux
haKkTopoB:

a) BbIGpaHHbIil MeTog MUKpOGUONOruieckoi aTTecTalum (cM. npunoxeHue A unu npunoxerue C),

b) o6beM npoaykTa;

C) TUN KaMephl (pa3paboToqHas UnNM NPoOU3BOACTBEHHAS).

Mpu ncnonb3osaHun npoueaypbl Ctambo-Mapdu-KoxpeitHa n nogxofa ¢ pacyeTom LMKIa MaccoBOro YHUUTOXE-
HUA peKoMeHAyemoe KonuyecTso Buonorudyecknx uxpukatopos/YKIT moxeT 6asmpoBaTbc Ha obbeme npoaykTa, Noa-
nexawyero ctepunusauyun. Ecnu ucnonb3syercs sToT NOAX0A, TO ykasaHO MUHUManbHoe konudectso 10 Guonormyeckux
nHaukaTtopos/YKI1, cmotpute [38].

Mpumep 1 — [Ona o6uema 3azpysku npodykma 3 m3: 3 x 3 = 9. Konuyecmeo ucnosnb3yembix 6uosozudye-
cKux uHAuKamopoe Ao/mKHO 6bImb He MeHee 9 31151 Mukpobuonoauyeckux uccnedoeanull ammecmauuu IKcny-
amupyemozo obopydoeaHusi. [ins pymuHHo20 koHmposs: 9/2 = 4,5. Konuyecmeo 6uonozuvyeckux UHOUKamopoe
AosmKHO 6bImb He MeHee 5.

Mpumep 2 — [Ins o6LemMa 3a2py3ku npodykma 18 m3: 10 x 3 + (18 — 10) x 1 = 38. Kosuyecmeo ucnonb3yembix
6uonozuyeckux uHOUKamopoe A0sIKHO 6bIMmb He MeHee 38 A Mukpobuonozuyeckux uccnedoeanull ammecma-
yuu akcnnyamupyemoao obopydoesaHus. [jna pymuHHo2o koHmpons: 38/2 = 19. Konuyecmeo 6uono2uvyeckux
uHOukamopoe Go/NKHO 6bimb He MeHee 19,
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MpunoxeHue D
(cnpaBouHoe)

PykoBOACTBO NO NPUMEHEHUI0 HOPMaTUBHbIX TPe6oBaHUM

PykoBOACTBO, NMPUBOAUMOE B JaHHOM MPUIOXEHUU, HE JOIDKHO CryXMUTh KOHTPOMbLHBIM CIMCKOM MPU OLEHKE CO-
OTBETCTBUSA C HACTOALLMM CTaHAapTOM. 3TO PyKOBOACTBO NpefHasHa4YeHo AN okasaHWs NogAEPKKU B JOCTUXEHUUN efu-
HOOBpPa3HOro MOHUMaHUSA U NMPUMEHEHUS HACTOSLLEro CTaH4apTa MyTeM MpefoCTaBleHUs pasbiCHEHUA U NPpUeMIIeMbIX
METOZ0B ANA [OCTUXEHUA COOTBETCTBUS CO CrieLMuLMpoBaHHEIMM TpeboBaHuaMKU. MoryT GbiTb UCTIONb30BaHbI U UHblE
METOAbI, OTANYatoLLMeCs OT MPUBEAEHHBIX B PYKOBOACTBE, MPU YCMOBUU, UTO UX UCMONb3oBaHWe obecnedmBaeT fOCTHxXe-
HWe COOTBETCTBUA C TPeGOBaHUSMU HACToOsLLEro cTaHaapTa.

MpuMmedyaHue — [ns obrnerdyeHust Noucka CChITOK HyMepauua cTaTeil B STOM MPUMOXEHUN COOTBETCTBYET
HyMepauuu cTaTeil B HOPMaTUBHOM YacTU HACTOSILLero cTaHgapTa.

D.1 O6nactb npumMmeHeHuUsi
JononHuTensHoe pykoBOACTBO HE NPUBOAUTCS.

D.2 HopmaTuBHble CCbINKU

B HacTosileM cTaHAapTe UCMOnb30BaHbl CChINKA Ha MEXAYyHapoAHble CTaHAapTLl. B crnyyae cebifikM Ha cTaHAapT B
LierloM OHa He AaTUpyeTcs, B Criydae CChINKKM Ha KOHKPETHLIA NYHKT cTaHa4apTa oHa gaTupyeTcs.

D.3 TepmuHbl u onpegeneHus
[HononHuTtensHoe pykoBOACTBO HE MPUBOAUTCS.

D.4 Cucrtema MeHeaXXMeHTa KauecTBa

MpumeyvyaHnune — lMockonbky obnacte NpuMeHeHus 1ISO 13485 cgokycupoBaHa Ha U3roTOBUTENSAX MefULUH-
CKUX M3 enunit, y4pexaeHns 31 paBooXpaHeHnst MoryT UCNONb30BaTh CTaHAAPTLI MEHEAXKMEHTa KadyecTBa, MPUMEHUMbIE K
STWUM OpraHu3aLusaMm.

D.4.1 [JokymeHTUpoBaHue

ObpatuTech Kk ISO 13485.

D.4.2 OTBeTCTBEHHOCTb PYKOBOACTBA

D.4.2.1 TpeboBaHUA K OTBETCTBEHHOCTU W MONMHOMOYKSAM ycTaHoBrneHbl B ISO 13485:2003, nyHkT 5.5, a TpeboBa-
HUA K YeroBe4Yeckum pecypcaM — B ISO 13485:2003, nyHkT 6.2

B 1SO 13485 TpeboBaHWUA K OTBETCTBEHHOCTU PYKOBOACTBA OTHOCATCA K 06s13aTenbCcTBaM pyKoBOACTBA, POKyCH-
poBaHWIO BHUMaHNA Ha 3aKas4uke, NonuTMke B o6nacTu kayecTBa, MiaHUPOBaHWIO, OTBETCTBEHHOCTU, NOMTHOMOYUAM U
KOMMYHUKaLMAM, a Takke K NepecMoTpy, OCYLLECTBIISIEMOMY PYKOBOZCTBOM.

Kaxpaa opraHusaums AonXHa ycTaHaBnuBaTb npoLeaypbl AN onpeaeneHus HeobxogumocTtu B 0b6yyeHnuu, n obe-
cnevnsaTb yBEPEHHOCTb B TOM, YTO nepcoHan npoilen obyyeHue, [OCTaTOMHOE ANSA afeKBaTHOro UCTOSIHEHUA CBOWX
0653aHHOCTE.

D.4.2.2 Paspa6oTka, Banugauus cTepUnn3aLMoHHOro npouecca U Tekyllee yrnpaBneHne UM MOXET BKNioqaTb B
ceb9 yyacThe HECKONBbKUX Pa3NUYHLIX CTOPOH, KaXAas U3 KOTOPLIX OTBEYAET 3a ONpefeneHHbI anemMeHT. BaxHo, 4Tobbl
COOTBETCTBYIOWWE NpoLeAypbl YETKO ONnpeAensann OTBETCTBEHHOCTb CTOPOH 3a cobniogeHue TpebGoBaHWil HacToALero
cTaHaapTa. 3To 0co6eHHO BaXHO, KOrja CTOPOHbI NPUBMEKAKOTCA K UCNONHEHUIO cneLudUHeckux OyHKUUNA.

Haxe korfga aneMeHTbl CTepUNU3aLMOHHOrO NpoLecca BhIMONMHAKTCS MPUBIIEYEHHBIMU MO KOHTPaKTy CTOPOHaMMU,
BaXXHO OTMETUTb, YTO B KOHEYHOM CYETE U3roTOBUTENb MEAULIMHCKOrO M3feNnua HeceT OTBETCTBEHHOCTL 3a Banuaauuio,
BbIMYCK W pacnpoCTpaHeHWe CTepMnM3oBaHHOrO NPOAYKTa Ha pbiHKe. Koraa yupexaeHue 3gpaBooXpaHeHuUs 3akasbliBaeT
No KOHTPaKTy cTepunuaaLuio MHOroKpaTHoO UCNoMb3yeMbIX MEANLIMHCKAX U3AENWUIA, TO OTBETCTBEHHOCTL 3a Banugauuio n
BbINYCK CTEPUNN3OBaAHHOMO NPOAYKTa HECET CaMO yUYpeXAeHUe 3 paBoOXpPaHEHHUs.

[anbHeiwee pykoogcTBo gocTynHo B ISO 14937:2009, npunoxeHve E.4.2.2.

D.4.3 Peanusauus npogykra

MpumevyaHnune —BISO 13485 TpeboBaHna k peanuaalumn NPpoAYyKTa OTHOCATCSA K XKU3HEHHOMY LMKy NPOAYyKTa
MCXOAA U3 onpeaeneHmns TpebosaHWin NONbL30BaTENA, NPOEKTUPOBaHUA U pa3paboTKK, 3aKynku, KOHTPOMS NPOU3BOACTBA,
KanubpoBKWU YCTPOWUCTB MOHUTOPUHIA U CPEACTB N3MEPEHUS.

D.4.3.1 TpeboBaHus k 3akyrnke yctaHoBneHe! B ISO 13485:2003, nyHKT 7.4. B yacTHoCcTH, cnefyer OTMETUTDb, YTO
TpebosaHuA ISO 13485, nyHKT 7.4 K BepudmrKaLun 3akynaemMoro NpoAyKTa OTHOCATCA K NPOAYKTY W yCnyram, BANAIOLUM
Ha Ka4yecTBO npoLjecca, OCYLLECTBIIIEMOro BHe OpraHu3aLmi.

Mpoueaypbl 3aKynku B yupexaeHun 3apaBooxpaHeHns AOMKHb! rapaHTUpoBaTh, YTO MEAULUMHCKNE U3LeNnUa MHOrO-
KpaTHOro NPMMEHEHWUS NOCTABIAOTCA C BaNMAWPOBaAHHBIMU MHCTPYKUUAMU NO UX OYUCTKE, Ae3UHPEKUMH, CTepunusayun
1 aspauum, Kak orosopeHo B ISO 17664.
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MoanexuT BepuduKaLum U BO3SMOXHOCTb UCTIONHEHUA NpefiMMcaHHbIX NPoLEAYyp OYUCTKU, Ae3nHdeKLmn, cTepunu-
3auUumn U aspayuu B yUpexXaeHUn 3apaBooxXpaHeHusl.

D.4.3.2 TpeboBaHuA K uaeHTUMUKaLUM N NpoCrexmsaemMocT yctaHoerneHsl B 1ISO 13485:2003, nyHkT 7.5.3.

[nsa Tex y4pexaeHnid, KoTopble He MOMHOCTBLIO COOTBETCTBYIOT TpeboBaHuaM ISO 13485 (Hanpumep, yupexgeHuii
3A4paBooXpaHeHuns), npouefypbl uaoeHTUdUKaUmMKU NpoAYyKTa U noAaepXaHUs MpocneXuBaemMoCcTy AOMKHbI BKIOYaTh B
cebs STUKeTUpOBaHKe KaX4oro U3fenns UK ynakoBku nepej ctepunusaument ¢ ngeHTMMUKaTopom KOHTpOrs J1oTa, BKO-
Yalowmm B ceba cneaytoLLyto MHdopMaLmio:

a) naeHTuduKaTop cTepunmaaTopa UM ero Kop,

b) paTa cTepunuaavuuu,

C) HoMep yukna (Hanpumep, HoMep TEKYLLEro AHEBHOMO LMKI1a U NOpsiAKOBLIA HOMEp LMKITa Ha CTepunusaTope);

d) naenTnudpmkatop nuua, cobpasLuero ynakosky.

BkrntoveHne ngeHtudukaropa nuua, cobpabLLEro ynakoBKy, MO3BONSET NPOBECTU paccriefoBaHUE B criyyae, ecrnu
BO3HUKaloT npobnemMbl. MHdopmaLus o6 naeHTndukaTope nota No3BONSAET NepcoHany B criydae oT3blBa U3AEnuid ycTa-
HOBUTb W3AENWUS, CTEPUIIU30BAHHBIE C MOMOLLbIO CIELMMYECKOro LiUKNa, U BEISBUTL UCTOYHUK NPO6reMbl.

D.4.3.3 TpeboBaHus K kanmbpoBke YCTPOWCTB MOHUTOPUHIa U CPEACTB U3MepeHUs ycTaHoBneHs! B ISO 13485:2003,
NYHKT 7.6.

D.4.4 N3mepeHusn, aHanu3 n ynyylleHue — ynpasrneHne HeCoOTBETCTBYIOLIEe NpoayKuuen

Mpoueaypbl ynpaBrneHUs HECOOTBETCTBYIOLUENW NPOAYKUMENR W KOpPeKTUpYlolme AeACTBUSA YCTaHOBMEeHbl B
1ISO 13485:2003, nyHKT 8.3 1 NyHKT 8.5.2 COOTBETCTBEHHO.

D.5 Xapaktepu3auusi CTepUIM3yIOLLEro areHTa

D.5.1 O6wasn uHcgpopmauus

HononHutensHoe pykoBOACTBO HE NPUBOAUTCS.

D.5.2 Crtepunusylowmii areHT

OO0 — 370 ra3 ¢ BLICOKOI MPOHMKaIOLLE CMOCOBHOCTLIO, MPOXOASLLNIA CKBO3b BOMBLUMHCTBO YNAKOBOYHLIX MaTe-
puanos, BKtoyas nonmmepHble. LLpoko nasecTHble cocTaBbl BKIoYaloT B cebs ynucTblii 3O 1 ero cmecu ¢ [|ByOKUChIO
yrnepoga unum ¢ asoTom.

MpumedaHune —/[nsrasoBeix cMeceit 3O ¢ ABYOKUCHIO yrriepoga, a30TOM USW A PYrMMU UHEPTHLIMU ra30BLIMU
CMECSIMU CKOPOCTL MoreKymnsipHoi Auddpyann 30 B NonuMepHble MaTepuaribl MOXET 3aBUCETb OT MPOLIEHTHOTO Coflepxka-
HUA 0BbeMa rasoBbIX Monekyn 30 B CTEpUNIM3YIOLLEM areHTe, YTo B pesyrsrare crnocobHO NpUMBOANTL K Gonee fnuTers-
HOMY BPEMEHW JKCTO3ULMU A5 JOCTUKEHMUS KENaemoro CHUXeHUs norapudma MUKpoGUONOruieckux cnop.

YcroBUs XpaHeHUst U CpoK XpaHeHns 30 A0MXHbI COOTBETCTBOBATL peKOMeHAaLmMAM nsrotoeutens 30 1 Bcem npu-
MEHWMBIM HOpMaTWBHLIM TpeboBaHUAM. 3To 0COBEHHO BaXKHO AN NPeABapUTENbHO NPUrOTOBNEHHBIX FA30BLIX CMECeN,
A€ UX paccroeHne MOXeT cTaTb npobnemoii.

D.5.3 Mukpo6ouugHas acpceKTuBHOCTb

[ononHuTtenbHoe pyKoBOACTBO HE NMPUBOAUTCS.

D.5.4 BoagelicTBMe Ha maTepuanbl

HononHuTtenbHoe pyKOBOACTBO He NMPUBOAUTCA.

D.5.5 BesonacHOCTb U OKpYyXatollas cpeaa

D.5.5.1 30 — TOKCUYHbINA, Nerko BocnnameHsIIOLWMACS U B3pLIBOONACHLIN ras, No aTol Npu4mHe obpalleHne ¢ HUM
1 ero ucrnonb3oBaHWe TPeBbyrT UCKITIOUNTENBHOW OCTOPOXKHOCTHU. [Mpegensl No B3pEIBOONACHOCTH COCTaBAT oT 2,6% A0
100% o6beMa B Bo3ayxe.

Tam, rge 370 OCyLLECTBUMO NpakTudeckn, SO CTepunnsaLMoHHble LnKbl AOMKHBI paboTaTb BHYTPWU HErOpHOYMX 30H
Ha NPOTSXEHUN NOSHOro LKA CTepunm3aLmm ¢ Lienbio MUHUMU3aLmnK pucka B3pbiBa. OTo TpebyeT yaaneHus Bo3ayxa u3
Kamepbl neped Bnyckom B Hee 30. [ns 100 % cTepuriM3aunoHHbBIX LMKIIOB 3TOFO0 MOXHO AOCTUYb MyTEM CO3LaHus rmy-
6oKoro BakyyMa WUIn NyTeM HECKONbKUX YacCTUYHBIX BaKyYMHBIX OTKaYeK, Kaxaan U3 KOTOPbIX COMPOBOXAaeTCs BMYCKOM
WHEPTHOrO rasa, Hanpumep, asoTa. ITo ygansieT Bo3LyX U3 Kamephl, NMo3Bonsis ocyLlecTsuTe 6esonacHslil Bnyck 0. Mo
3aBepLUEHNM dasbl akenoanumn SO HeobxoanMo yaanuTe rasaoobpastblii OO 13 kamepkl, NoKa CoAepXKaHue B Heli rasa He
ynafeT HWxe npeaena B3pbIBOONACHON KOHLEHTpaLuu, paBHoro 2,6 %. Takoil ypoBeHb JOCTUraeTCA MyTeM HECKOMbKNX
NocT-BaKyyMHbIX OTKa4ek, Kaxgas U3 KoTopbIX CONpoBOXAAETCA BIYCKOM a3oTa.

McrnonbaoBaHUe HEroploYnx cMecei CTepUIU3YIOLLEro areHTa MOXET YBENYNTb 6e30NacHOCTb 3a CHET CHUKEHMS
pvucKka noxapa unu B3pbiBa. OTW CMecU MOryT Takke obnerdynTb LOCTUXEHUE COOTBETCTBUSA CO crneyududeckumu aAns
pasHbIX cTpaH TpeboBaHuAMM kK Ge3onacHocTn. Heroptoune cMecu NpousBogATCA NyTEM CMeLUWBaHWUA Jerko Bocnname-
HseMoro rasoobpasHoro 30 ¢ OAHWUM WU HECKONIBEKUMW WHEPTHBIMU rasaMu. BocnnameHsieMocTb Tako cMecu MOXHO
OLIEHUTb, U3MEPSs OTHOCUTENbHBIe Npornopuun 30, Bosayxa, rasa-pasbasutens (Hanpumep, CO, U T.N.), UHEPTHOrO rasa
(Hanpumep, asoTa) M BOASHOrO napa B cTepunusatope. CrieayeT yaenuTs BHUIMaHue ToMmy, YToBbl He BO3HMKaNo BO3MOX-
HocTU pasgeneHna S0-CMecH, NOCKOSbKY 3TO MOXET NPUBECTU K NpobrneMaM ¢ 6e30MacHOCTBIO U Ka4eCTBOM.

30-cTepunusaTopbl AOMKHLI yCTaHaBMMBaTLCA B creUnansHo npegHasHavyeHHbIX AN HUX noMelleHusx. OpraHbl
OnNepaTUBHOro yrnpaeneHUs CTEPUNM3aTopOM [OSKHEI MOHTUPOBATLCA BHE 3TOrO NOMELLEHNA TaK, YToObl onepaTopbl Mor-
nv 3agaBaTb UMW U3MEHATL NapaMeTpbl MporpaMMel, He BXOAS B NOMeLleHne co cTepunusatopomM. Bee Bo3gyLuHbIe no-
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TOKU U3 30HLI AOCTYMA K CTEPUNM3ATOPY AOMKHEI OTBOAUTLCS HAPYXy U COOTBETCTBOBATL MPUMEHUMbLIM HOPMATUBHBIM
TpeboBaHWAM.

[o u3Bne4eHna NpoayKTa 13 cTepunuaatopa AoMKHbI BbITb NPeANPUHATE Mepbl NPEfOCTOPOXHOCTH, rapaHTUupy-
foLme, YTO OnepaTopkl He NOABEpratoTCs BO3[ENCTBUIO YPOBHEeHR KOHUeHTpauun 30O, npeBbiLLatoLnX COOTBETCTBYOWMNE
npeaensl 3KCno3uuunM COTPYAHUKOB (AONYCTUMBIWA NMpeAen aKCMNo3uLuMn U npefen KpaTKoBPEMEHHOW 3KCMO3ULMK) KU3-3a
BbIXOJ @ OCTaTKOB rasa 13 3arpysku. Koraa npoayKThl, CTEPUIN30BaHHbIE MHEPTHEIMK cMecsimmn 3O, Mo 3aBepLUEHUM LiuKNa
He BLIHUMAITCA U3 CTepunnaaTopa HeMeaneHHo, kKoHUeHTpaumsa 30 B cTepunnaaTope MOXeT NpMBECTU K Npobnemam ¢
6e3onacHOCTLIO NepcoHana.

D.5.5.2 MpuHUMMBI cMCTeMBI MEHeLXXMeHTa oKpyxatoLlel cpedbl MOryT BbiTb NpuMeHUMBl kK SO-NpoLeccy cTepu-
nusauuu. ISO 14001 gaet cneundurkayum AnNs CUCTEM MeHeAXMeHTa okpyxatowen cpeabl. ISO 14040 obecnednBaeT
PYKOBOZACTBO MO NMaHnpoBaHuto NccriefoBaHWii AN OLEHKN XU3HEHHOrO LuKNa.

D.5.5.3 OcTaTou4HbI ra3 4OMKeH OTBOAUTECS Yepes cucTeMbl 06paboTku rasoobpasHoro 30, Hanpumep, Yepes Ka-
TanuTUYecKUiA OKMCIINTENb, MOKpBIA KNCMOTHEIW ckpy66ep (razonpoMbiBaTeNb) U1 TEMMOBO OKUCIUTENB B COOTBETCTBUM
€ NnokansHeIMKU TpeBoBaHUAMMW U 3aKOHOLaTENbLCTBOM MO KOHTPOIO 3MUCCHUIA.

Mpwn BbIGOpe pa3baBuTensa CreayeT y4YMTbIBaTh €ro BIIMSHWE Ha paspyLleHWe O30HOBOrO Cros, a Takke cnocobbl
yTUIM3aumm ero No6oYHLIX NPOLYKTOB.

D.6 Xapakrepusauusi npouecca u o6opyaoBaHus

B yypexaeHusx 3apaBooxpaHeHus xapakTepusauusa npouecca n 06opyaoBaHnsa 06bIYHO OTHOCUTCA K 00nacTh oT-
BETCTBEHHOCTW M3roToBUTENS 060pyAoBaHnA. AGMUHUCTPaLWS YYPEXAEHUA 34paBOOXpaHeHnss JOIKHA OCYLLeCTBNATb
KOHTPONb Ha MecTe Ans ybexpaeHus, 4to obopyaoBaHue, KOTOpOe OHa 3akynaeT, COOTBETCTBYeT TpeboBaHUAM HaLuo-
HallbHbBIX, PErMoHanbHbIX U MECTHBIX HOPMaTUBHLIX AOKYMEHTOB U MPUrOAHO AM1A UCTIONb30BAHWSA B CTEPUNU3aLumn npo-
AykToB, Tpebytowmx SO-cTepunusaumn. AAMUHUCTPaLMUSA YYpPEeXAEHNUS 34 paBooXpaHeHns omKHa yoeauTbes, UTo yupex-
AeHUe UMeeT UHAPacTPyKTYpy, HeoBxoauMyto ANA NpaBUNLHON paboThl CO CTepUnu3aLMoHHLIM 06OPpyAOBaHNEM U ANS
JOCTUXEHNA aPPEKTUBHOM CTEPUNU3ALIMU MEeJULIMHCKUX N3 enuniA.

D.6.1 OBwas uHcopmauus

[ononHutenbHoe pyKOBOACTBO HE MPUBOAUTCS.

D.6.2 Xapakrepusauua npouecca

D.6.2.1 JononHuTenbHoe pykoBOACTBO He MPUBOAUTCS.

D.6.2.2 ConpoTueneHne MUKpOOPraHnaMoB AeakTueaLun 30 3aBUCUT OT cofiepxaHuns B HUX Braru. Npu ypoBHAX
BNaxHoCTH, Huxe 30% mukpobuonorsuyeckas yCTONYUBOCTE AN HEKOTOPLIX NMPOAYKTOB MOXET Bo3pacTu. Mo sToi npu-
YuHe oOLLEenpuHsATa NpakTuka KOHTPOMNS U MOHUTOPUHIA BNaXHOCTU aTMocdepsl, B KOTOPO 3KCMOHUPYETCA NPOAYKT, ©
Lienblo ypaBHOBELLMBaHUS COAEPXAHNSA BMarn B MAKpOOpraHnamMax MecTHbIM ycrioBuamM. CnefyeT yaenute ocoboe BHU-
MaHue ynakoBaHHbIM NpoayKTaM, 4ToObl ybeanTbCs, YTO NoBbILEHHas OTHOCUTENbHAsA BNaXHOCTb He NOBAUAET Ha PYHK-
LioHanbHOCTb NPoAYKTa U LIeNOoCTHOCTL ero yrnakokn. O4HWUM U3 NyTei, NoMoratoLlX NoAAEpKUBaTL HYXHYIO BNaXHOCTb
NPOAYKTa, SABMSETCA NpeABapUTENbHOe KOHAMLMOHMPOBaHNe NPOAYKTa Npu onpeaeneHHbIX Temnepatype U BNaXHOCTH.
Takoe npefBapuTenbHOe KOHAWULMOHUPOBAHWE MOXET YMEHbLLUWUTL NPOAOIMKUTENBHOCTL CTEPUNN3aLIMOHHOMO LuKna. B yy-
pexAeHWsX 34paBOOXpaHeHNs NoBbILEHHOE cogepkaHue Barv B NpoAykTax MOXET BbiTb BbI3BaHO Takke HEA0CTaTOMHOM
CYLLKO/A nocne o4nUCTKM.

Harpes v yBnaxHeHne NpoAyKTa WCrosb3yroTcs AN YCTaHOBNEHNUA BOCMPOU3BOAUMBIX TeMMepaTypbl U cofepxa-
HWA Bnarn Ao akcnosuummn 30. Mccnenosanua, ycTaHaBnNuBaLMe MUHUMansHoe BpeMS BblfEPXKN B Kamepax/nomellie-
HUSAX NpefBapUTENbHOMO KOHANLMOHUPOBAHUSA rapaHTUPYHOT, YTO B CTEPUNU3ALIMOHHON 3arpyske [oCTUrHyTHl TpebyeMele
ycnosusi. JomkHbl NpeanpuHUMaTbLCA Mepbl MPeAO0CTOPOXHOCTY, YTOOLI n3bexaTb YCUeHHO! KoHaeH caLmmu BoAbl B CTe-
pUnn3aLUnoHHoO 3arpyske.

HecMoTpst Ha TO, YTO BLINOMHEHUE NpeABapUTENbHOrO KOHAULMOHWPOBaHWS B OTAEMbHOW Kamepe, MOMeLLeHUn
Unu sYeiike SBNAETCA oBLLENPUHATON NMPaKTUKOA, CTEPUNN3ALMOHHbBIE LMKl MOTYT BbITb paccHnTaHbl U Ha JOCTUXEHNE
TpebyeMbix 4Uana3oHOB TeMMepaTypbl U BNaXKHOCTW B 3arpy3ke B XoAe a3kl KOHAWLMOHUPOBAHWUS HENOCPEACTBEHHO B
cTepunusaLUmnoHHoi Kamepe. na MUHUMKU3aLmMn pucka NoBbILLEHHOW KOHAEHcaUMn peKoMeHayeTcs, 4Tobel TeMnepaTtypa
3arpysku noffepxusanack Ha ypoBHe, NMpeBhbILLatoLLieM TeMnepaTtypy TOYKU pockl NpoLiecca BO BpeMsi npefBapUTeNbHOro
KOHAMLMOHUPOBaHMA 1 hasbl KOHAWLMOHMPOBaHUSA NpoLiecca cTepunusaLuu.

daKkTU4eckne AnanaszoHbl TEMMNEPATYPLl U BNAXHOCTU BHYTPW CTEPUMU3ALIMOHHOIA 3arpy3kun AomkHbl ObITb npoge-
MOHCTPUPOBaHbI B XOA € BbINOMHEHUS aTTecTalum aKkennyaTupyemoro o6opyaoBaHus.

FAe aTo NPUMEHUMO, JOMKHO BblTb YCTaHOBMNEHHO MakCMMarbHOe BPEMS MEXAY U3BMEYEHNEM 3arpysku U3 npea-
BapPUTENbHOIO KOHAMLMOHNPOBAHMUS U NYCKOM CTepunm3aumoHHoro Lukna. OBLel NpakTUKON ABnAeTCcA BpeMs NepeHoca
nopsiaka 60 MUHYT UMK MeHee:

a) KorAa NpoAyKT NoMeLLaeTcs B CTepunu3aumoHHyto kamepy 6e3 npeaBapuTensHOro KOHAULMOHUPOBAHUS, Creay-
eT 06paTUTb BHUIMaHWe Ha BEPOATHOCTb NOBLILLEHHOW KOHAEHCALMMN B NPOLYKTE U YNaKOBKe;

b) octatkn OO n NpoAYKTOB ero peakuum MoryT BbiTb OMacHbIMM.

AnsA n3rotoBUTENs NpogykTa, noanexalyero crepunusaLln, o4eHb BaxHO No3aboTUTbCA O BO3MOXHOM NOsBe-
HuK octaTkoB 3O B npoaykTe. TeMnepaTypa, Bpems BbiLEPXKKW, YCUMEHHasa (NPUHYAWTENbHAs) LMPKYNALMS HarpeTo-
ro BO3fyxa, XapakTepuUCTUKA 3arpy3ku, Matepuansl NpoayKTa U ynakoBkM — BCe 3TO BNUSAET Ha adheKTUBHOCTL aspa-
LUK, 1 BCE YCTaBKU W JOMYCKN AOMKHBI MPUHUMATLCA B pacyeT NpU OLEHKe OCTaTOMHLIX YPOBHEN, kak MogYepKUBaeTCs B
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ISO 10993-7. Aspauma MOXET BLINOMHATLCS BHYTPU CTepunusaTtopa, B OTAENbHLIX 30Hax, WM B koMOGUHaL MK TOro u
gpyroro. Ons yupexaeHuii 3gpaBooxpaHeHusi aspauns B kaMepe sBnseTcs B Bonbluei cTeneHn obblMHOW MpaKTUKOM,
YeM aspauusa B OTAENbHOW KOMHaTe, U3-3a onacHocTh akcnosuuyun 30. B yupexaeHusax 3gpaBooxpaHeHus noBTOPHO
obpaboTaHHble U3genus, cTepunusoBaHHele 30, AOMXKHbEI BbITb TLATENLHO aspUpoBaHbl Neper paboToi ¢ HUMKU UK nc-
nosib30BaHWeM UX Mo Ha3Ha4eHUo B COOTBETCTBUN C PeKOMEHAaLMAMUN U3roTOBUTENEA MEAULIMHCKOrO N3AENUSA U KECTKON
Kamepbl cTepunusaTopa. HeagekBaTHO aapupoBaHHbIE W3AENMUS U YNaKOBKW MOTYT BbiAensATb 30, YTO MOXET MPUBECTM K
ropaxeHuto GonbHLBIX U NepcoHana y4pexaeHuns 3gpaBooxpaHeHus.

D.6.2.3 Bpems nepeHoca BKtoYaeT B cebs kaxAbli LIar nepeHoca NpojyKra Bo BpeMs NpeABapuTensHOro KoHAn-
LIMOHNPOBAHUSA 1 3aKITFOYNTENbHOrO NepeHoca NPoAYyKTa B CTepunusaTop Ans nycka uukna.

D.6.2.4 Hwxe npuBoauTCcS nNepedeHb gas, KOTopble MOTYT BXOAWUTE B LMK CTepUnMsaumm, BMecTe ¢ haktopamu,
KOTOpbIe CNeAyeT yunThIBaTh AN KaxA0N dasbl:

a) yaaneHue sosfyxa:

1) ry6uHa (AP vnu TepMUHarnbsHoe fasneHne) U CKopocTb (AP/BpeMsi) 4OCTUKEHUSI BaKyyMma,;

b) npoBepka Kamepbl Ha yTeuky (MCMbITaHWe, BeINONHAeMOoe Nbo nog BakyyMom ANna cybaTtMocdepHbIX LMKNOB,
nmbo nog BakyyMoM Unu npu n3BLITOMHOM JaBMEHUM AN CynepaTMocdeEpPHbLIX LUKITOB), €CIM NPUMEHUMO:

1) nepuog crabunumaauuu u/unu BpeMs yaepxaHus;

2) U3MeHeHue AaBneHus;

C) AobaBneHne NHepTHOro rasa (ecnu ucnonsLayeTcs),

1) rmy6uHa (AP unn TepMUHanbHOe AaBreHWe) U ckopocTb (AP/BpeMs) LOCTWXEHWA 3afaHHOro AaBreHUsi npu
BMycke WHepTHOro rasa;

d) KOHAWLMOHUPOBAHUWE (eCrnn UCMOMb3YeTCA):

1) Bo BpeMms a3kl KOHAULMOHNPOBaHUA — nofbeM AasneHuns (AP unu TepMuHanbHoe Aasnexune) unm % oTHocu-
TeNbHON BAaXHOCTU U CKOPOCTb (AP/Bpems) AOCTUXEHUA AaBnNeHUs npu Bnycke napa,

2) KorM4YecTBO BMyCKOB Mapa/BakyyMHbIX OTKa4eK, ecrnv NpuMeHUMo;

e) urxekuua 30:

1) AaBnexue, pocT gaeneHus (AP) n ckopocTb (AP/BpemMs) AOCTUKEHUA cnelydULMpOBaHHOro AaBNEeHUs Npu Bry-
cke 30 u Koppensauus METOA0B, UCMONb3YeMbIX ANA MOHUTOPUHIa KOHLEHTpauun 30,

2) fasneHnue, pocT AaBneHuns (AP) n ckopocTb (AP/BpeMs) AOCTUXKEHUS cneLudULMpOBaHHOro AaBneHus nNpy Bry-
cke NoBoro MHEPTHOrO rasa (ecrnu Ucnonb3yetcs),

f) nopaepxanHne cneynULMPOBaHHBLIX YCNOBWUIA B TEHYEHME NeproAa IKCNO3IULUN:

1) audpdpepeHymnan aasneHns, UCNONb3yeMblii ANA NofavYn CTePUNU3YIOWMWIA areHTa UNU UHepTHOro rasa (ecnu
ncnonb3yeTcs);

2) Temneparypa B CTepUnu3aLuoHHON kamepe;

g) yaanexue 30:

) ry6uHa (AP wnu TepMUHanbHoe AaBneHne) U ckopocTb (AP/BpeMs) AoCcTUXeHUs BakyyMa Ans yaaneHus 30;
) ouncTka [npogyBka] (ecnu ncnonbayercs),

) POCT AA@aBMeHns U CKOPOCTb AOCTUXKEHMNS iaBIEHUS:

) my6uHa (AP unu TepMuHansHOE JaBneHne) u ckopocTb (AP/BpeMs) AOCTKEHUA Bakyyma Ans yaaneHnus 30;
) KONU4eCTBO NOBTOPHLIX BMYCKOB U NMiobble OTKIOHEHMSI MpU YCMELIHbIX NMOBTOpaX,;

BNyCK BO3Ayxa/MHepTHOro rasa:

1) AaBneHue (AP unu TepMUHanbHoe AaBreHne) U ckopocTb (AP/BpeMs) AOCTUXEHUS AABMEHUs NPK BMycKe BO3-
Ayxa unNn NHepTHOro rasa;

2) KONUYeCTBO NOBTOPHbLIX BMYCKOB U Jt0Oble OTKIOHEHWUS MPU yCNeLUHbIX NoBTOpaX;

3) ypaBHMBaHUe faBneHusa ¢ atTMocdepHBIM C MOMOLLBIO BNycka Bo3fyxa.

D.6.2.5 CkopocTb peLUpKynsiLum AomkHa ObiTe cnelmduLMpoBaHa Npy oLieHKe 0CTaTOYHBIX YPOBHENW NpoAykKTa.

D.6.3 Xapakrepu3sauusa ob6opyaoBaHus

D.6.3.1 lNpu xapakrepu3auun o6opyaoBaHUA AOMKHLI YYUTEIBATLCS Creaylolme hakTopbl:

a) xapaKTepusaLusi 30Hbl NpeABapUTENLHONO KOHAULIMOHUPOBaHMS.

MpenBapuTensHOE KOHANULMOHUPOBAHUE MOXET BLINOMHATLCA B OTAENBHO| 30HE NpeABapUTENLHONO KOHANLIMOHU-
poBaHus (B kaMepe, s4eiike Unu koMHate). HeobxoauMo yBnaxHeHUe napoMm, NnocKombKy yBnaxHutenu, paboratowme no
NPUHLUNY AUCNepCMU HeHarpeToii BoAbl B BUAE a3po30nu (HanpuMep, YBNaxXHUTENN ¢ BpaLlaowumes AUCKoM 1 Hebynaii-
3epbl), MOTYT SBNATLCA NOTEHLMANbHBIM UCTOMHUKOM MUKPODHOW KOHTaMUHaLMK.

30Ha nNpeaBapuUTENBLHOTO KOHAULMOHUMPOBAHUA (€Crn UCToNb3yeTcs) A0MKHa UMETb cregylolmne XxapakTepucTUku
1 BO3MOXHOCTU MOHUTOPUHra:

- ajjlekBaTHas LUpKynsauus Bosfyxa Ans obecneveHns euHoobpasuns pacnpegeneHns TeMnepatypbl U BNaXXHOCTH B
nonesHoM obbeme U AN obecneyeHns NogAaepKaHUa 3TOro e4MHO0bpasnsa B 3arpy>KeHHON KOMHaTe UK KaMepe;

- obopyaoBaHue Anst obHapy>KeHUsi BO3AYLLUHOMO NOTOKA, CUCTEMbI TPEBOM WU MHAUKATOPLI, OCYLLEeCTBASAOLWMNE MO-
HUTOPUHI LIUPKYNALMOHHON cucTeMbl AN obecneveHnsi COOTBETCTBUA € 3apaHee 3aaHHbIMU AONycKaMmu,

- cpeAcTBa perucTpauum BpeMeHM NMOMELLEHNUS 3arpy3kd BHYTPb U €e W3BMeYeHUs U3 30Hbl NpeaBapUTENbHOTO
KOHAULIMOHUPOBaHWS,

- cpeAcTBa MOHUTOPUHIa TEMMNepaTypel U BIaXHOCTM B sveiike/KOMHaTe;

- CpeACTBa yrnpaBrieHns TeMnepaTypoi U BAaXHOCTLIO B AYelike/KoMHaTe.

1
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b) xapakTepusauus cTtepunuaaropa.

Kamepa ctepunuaatopa JomkHa UMETb CriefyloLnue XapakTepUCTUKA U BO3MOXHOCTU MOHUTOPUHTa:

- CpeACTBa MOHMTOPUHra BpEMEHHU, fjaBlieHUs B kKamepe, TeMnepaTypbl U BAAXHOCTH (€CfIN U3SMEHEHNSI BITaXXHOCTU
KOHTPONUPYIOTCA CHUTLIBAHMEM MOKa3aHWUiA ¢ aTyunka),

- CpeACTBa yNpaBrieHnsl BpeMeHeM, AaBlleHMeM B KaMepe, TEMNepaTypoil U BNAXHOCTbIO, ECIIU U3MEHEHUS Blax-
HOCTMN KOHTPONUPYIOTCS CYUTLIBAHUEM MOKa3aHWiA ¢ AaTtuuka (ecnu AaTdnku npukpenneHsl k obopyaosaHmio, ybegutechb,
YTO B XOA€ BbINONHEHUA aTTecTauuil (OYHKLMOHUPYIOLLIEro 1 aKCnnyaTupyemoro obopyaosaHns Gelna caenaHa koppens-
LA CO CKOPOCTLIO pocTa AaBreHus),

- €CNU BNaXHOCTb He KOHTPONUPYETCA NO MoKasaHWAM AaTtyuka — CPeACcTBa MOHUTOPUHIA W yNpaBneHUs ByCKaMu
napa;

- €CI1 NPUMEHSIETCA NapaMeTpUYeCcKuil BeINYCK NPOAYKTa — aHanuTuyeckue npubopbl Ana NPAMOro aHanusa (us-
MEepeHUA) BNaxXHOCTU BO BPEMS KOHAULIMOHMPOBaHUS U KoHUeHTpauun 30 B dase akcnosuuuu [cM. pasgen 9, a Takke
9.5.5 1 D.9.5.5 (npunoxexue D)];

- CUCTeMa KOHTpons Brycka rasoobpasHoro 30 B kamepy;

- CpeAcTBa, AEeMOHCTpUpYoLme, YTo rasoobpastiii 30 BryLeH B kaMmepy. Hanpumep nsMmepeHne Temneparyphl
rasoobpasHoro 30, nepeTekalolero U3 UcnapuTensi B kaMepy ctepunuaatopa. OTa cUCTeMa MOXET KOHTponuposaTb
KoHUeHTpaumio 30 Bo BpeMs BLINONHEHUA dasbl IKCNO3ULUK.

- cpefcTBa o6HapyXeHWs 1 npefynpexgeHunsi o6 oTKIOHEHUsIX NapaMeTpoB LiUkna Takum o6pasom, 4Tobbl koppek-
TUpYloLWe [efcTBUS MOMKN BbITk NpefnpUHATE CBOEBPEMEHHO.

C) XapakTepu3aaLus 30Hbl aspaLyu.

3oHa aspauuun (Kamepa, s4veiika UnNu KomHaTa) MOXeT ObITb Ucnonb3oBaHa ANA yaaneHus octatkos 30 U3 npo-
AykTal/ynakoBku. EaMHoo6pasmne pacnpefeneHnsa Temneparyp, nogada cBexXero Bo3gyxa U peLUpKynauusa Bosgyxa uMetoT
Ba)KHOE 3Ha4eHne ansa obecrnedeHnsa NOCTOAHHLIX U BOCTIPOM3BOAMMBIX pesynsTaTtoB. 30Ha aspauuu AormKHa UMeThb crne-
LytoLLne XapaKTepUCTUKN N BO3MOXHOCTU MOHUTOPUHIa:

- obopyaoBaHue AN obHapy>eHWa BO3AYLUHOro NnoToka, CUCTEMBI TPEBOI WU UHAUKATOPSI, Cnefslme 3a cucTe-
Mol BosfyxoobecrnedeHus ansa obecneyeHns ee paboTel B Npefenax 3afaHHbIX JOMYyCcKOB U NOAAEPXaHUs afjeKBaTHOro
BO3AYLUHOrO NOTOKa B 3arpy»€HHON KOMHaTe Unu Kamepe;

- o6opyaoBaHue, obecnevmBatoLLee peLMpKyNsaLUIo BO3AyXa,

- CpeAcTBa MOHUTOPWHIra TeMnepaTypsl B MOMEeLLEHWH;

- CpeAcTBa yNpaBneHus TeMnepaTypoi B MOMELLEHUN.

D.6.3.2 Cneuundukaumsa obopygoBaHus JorkHa nepecMaTpuBaTbea Ana obecneveHns BbINOMHEHUA TpebosaHui
HOPMaTMBHbIX AOKYMEHTOB, B TOM Y1CHe B YacTh 6e3onacHoCcTH, YTOOb! TEXHUYECKUEe XapaKTepuCTUKWN OCTaBanuch B paM-
Kax NMpUrogHOCTU K MCMOSb30BaHMIO MO Ha3Ha4YeHuUIo, a Takke AnA obecneveHns UHPaCcTPYKTYpLl U cpefbl, He0BXoaUMBbIX
4ansa pabotel o6opyfoBaHus.

Mpu nogroToBKe cneuudpuKkaLm o6opyaoBaHUs AOMKHbI BbITb PACCMOTPEHbI CriefyIoLLNe acneKThl:

a) ecnv nogadva 3O K cTepunnaaTopy ocylecTBnsieTcst M3 obwero Gaka-xpaHunuiya, KOTOpbIA NepMoguyeckn no-
MoJSHAETCH, To Takon Bak gorkeH 6biTb 06opyaoBaH cpegcTBamMu oT6opa nNpob Ans aHanusa, cpefcTBaMu ONOPOXKHEHUS
6aka oT 30 U cpeAcTBaMM OYACTKU B Crydae KOHTaMUHALWUU UIKU YCUIEHHOTO HAKOMMEHUS NOMIMMEPOB;

b) cuctema Bnycka S0 B cTepunusaTop fommkHa 6bITb cHabXeHa ucnaputenem Ans NpeaoTBpaLleHUs BnycKa Xua-
koro 30 B Kamepy CTepunusatopa,;

C) TeMnepatypa rasoobpasHoro 90, NepeTeKkaloLLero U3 UCnapuTens B kKaMepy cTepunusaTopa, AoimkHa U3MepsTe-
CA AN AEMOHCTpauun Toro, YTo 6bin NonyveH UMeHHo razoobpasHelii J0;

d) nap AOMKEH NCNONBL30BATLCA TONLKO ANA YBNAKHEHUS 3arpysku U He JOIHKEH paccMaTpuBaThCs Kak CTepUnusy-
IOLWWIA areHT. YCTONYMBOCTL XapakTepUCTUK CMCTEMBI MOAAaYM Napa MOXeT ObITb onpeferneHa Nepuoju4eckum aHanun3om
BOAbI, NUTalOWen Boinep, UNKU aHanNU3oM KoHAEeHcara;

€) ANA U3MepeHUs TemnepaTypbl B kKamepe AOIMKHLI UCMONb30BaTbCA MUHUMYM AiBa fatynka. Kamepbl 6onbLuoro
obbemMa MoryT 6bITb OCHaLLeHbl 6onee Yem AByMA faTymkaMu Ans Toro, 4Tobbl 06ecneqmnTb NonyyeHme cucteMamu MOHU-
TOPUHra U KOHTPONSA AaHHbIX, OTPaXaloLWmx TeMnepaTypy Bo BceM obbeMe kaMepbl BO BpeMsi €e UCTIONb30BaHus.

NMpumMeyvyaHune — Llenbio MCNONb30BaHMS ABYX OTAENbHBLIX JaT4YMKOB SBNSIETCA NpefoTBpalleHne ownbouHoro
NPUHATUA BblILEALIEro 3a paMkn cneyndukalmii npoLecca B kKadecTBe HOpMasibHOMO B Criyyae oTkasa OfHOro gatduka.
CpasHeHune nokasaHui ABYX pa3fenbHbIX AaT4MKOB NMo3BONseT 06HapyXu1Tb BLIXOA U3 CTPOS OQHOrO U3 HUX. [Ans yaoBneT-
BOpPEHUA 3TOro TpeboBaHUS MOXET UCMONb30BaTLCS ABYXKaHarbHbIA AaTuuk.

f) BaxHO obecneunTb NogaepxaHue eguHoobpasHbIX YCNOBUA BHYTPU KaMepbl cTepunusatopa Bo BpeMs obpa-
60TKN NpoayKTa. 3TOr0 MOXHO AOCTUYL YCUIIEHHOW (NPUHYAUTENBLHOR) LMpKynsuuei rasa. Ecnun ucnonb3yercs cuctema
LUMpKynsaUuUmK rasa, oHa forkHa 6biTb obopyaoBaHa yCTPOWCTBOM MOHWUTOPUHIA ANA WHAUKALMKU CRy4aeB, Korga UupKy-
nAuua ctaHoBUTCA HeadEKTUBHON, NOCKOSBKY YCTPOMCTBA, KOTOPLIE OTCMIEXUBAIOT U NOKA3bIBAKOT TOSIbKO COCTOSHUE
«BKITIOMEH» Hacoca UK BEHTUNSATOPa B Takux cuctemax pyHKLIMOHArNbHO HefloCTaTOuHb;

g) 30HbI, Ucnonb3yemble ANA XpaHeHUA 6annoHoB, 6akoB unu kaptpuaxen ¢ 30 Unu ¢ rasoBbiMu cMecamu 30,
AOSMKHBI 6bITb U30NUPOBAHHLIMUA U UMETH BEHTUNALIUIO,
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h) TaM, rae ycrnosus okpyxatoLein cpeabl NOABEPKEHBI UBMEHEHUAM TEMMEpaTyphbl, BLIXOAALUM 3a npeAens na-
NMa3oHOB, PeKOMEeHA0BaHHbIX MOCTaBLLMKaMM, 30Ha XpaHeHus KoHTeliHepoB ¢ 30 AornkHa bbiTb obecneveHa cpefcTBamMn
KOHTpONS Temneparypsl.

MoxeT oKkasaTbcA HEBO3MOXHON KanubpoBKa CPefCTB yrpaBrneHUss 1 MOHUTOPUHIa B pearibHbIX YCroBusix obpa-
6OTKW, HanpuMep, faT4YMKOB BNaXHOCTU. PesynbTaThl kannmbpoBki STUX NpUBopoB AOMmMKHEI BbITh KOppenMpoBaHbl ¢ uccre-
LOBaHUSAMU, cenaHHBIMK B Xofe aTTecTauuid. Yenoeus o6paboTku MoryT narybHo BNUATb Ha HEKOTOPbIE TUMbI AaT4YMKOB,
B TOM YUCne Ha AaTyuky BNaxHoCTW. [JaTymku MoryT TpeboBaTh 3aMeHbl Mocre NOBTOPSIOLLMUXCS SKCTMO3ULMIA B YCIIOBUSAX
06paboTkn No NpUYMHe HeobpaTUMOii MOPUM MaTepnanoB, UCMOSb3YEMBIX B HACTOsILLieE BPeMsl B KaYECTBE YyBCTBUTENb-
HbIX 3nemMeHToB. MoxeT okasaTbcst HEOOXOAUMEIM BHepeHue nporpaMMel 6ornee yacTtoro o6¢cnyXmBaHua Takux AaTyu-
KOB, YE€M NEePUOANYHOCTb, PeKOMEHAO0BaHHAA U3roTOBUTENEM/MOCTaBLLMKOM faTynKa.

D.6.3.3 [ononHuTtensHoe pyKkoBOACTBO HE NPUBOAUTCSA

D.6.3.4 [ononHuTtensHoe pykoBOACTBO HE NPUBOAUTCS

D.6.3.5 Ecnu umeeTca HeobHapyXeHHbIR cOoi CUCTEMBI YMpaBneHUs UM MOHUTOPUHra, CTepunu3aLuoHHas 3a-
rpyaka MoxXeT BbiTb BhINyLleHa, XOTA oHa W Bbina obpaboTaHa ¢ HapylleHWeM HeobxoauMbIX napameTpoB obpaboTku.
Ons Toro, 4Tobbl NpegoTBPaTUTEL NOAOGHYHO BO3ZMOXKHOCTbL, OBLLUENPUHSATOR NPaKTUKOW SABNSETCA UCMONb30BaHWe «U3bbl-
TOYHBIX» AATYMKOB AN MHOMUX KpUTUYeckux napameTpoB. OObIMHBIM BO3MOXHBIM UCMONb30BaHUEM TaKUX U3OLITOUHBIX
[aT4MKOB SBNSAETCA:

a) Mcnonb3oBaHne OfHOMo AaTynKa ANs ynpasieHus, a BTOporo — A5 MOHUTOPUHIA W 3anUcK OTYeTa,

b) ncnons3osaHne 06oMX JaTHMKOB (UK CPEfHEro 3HaYEHNA UX NOKa3aHWii) M AN ynpasneHus, n AN MOHUTOPUH-
ra; Takas cuctTeMa obszaTenlbHO AOIMKHA @aBTOMaTUYECKN reHepupoBaTk curHan o cboe, ecnu pasHuLla Mexay nokasaHu-
AMMW ABYX AATYNKOB MPEBLICUT 3apaHee 3afaHHoe 3Ha4YeHue;

C) UCMonb3oBaHWe ABYXKaHanNbHbLIX AaTYNKOB W ANS yNpaBieHus, U 4N MOHUTOPUHIA; Takas cuctema obssarenbHo
[lofKHa aBTOMaTU4Yeckn reHepupoBaTb curHan o cboe, ecnu pasHuUa Mexay nokasaHWsIMW ABYX KaHarioB W3MepeHUsi
NpPeBbICUT 3apaHee 3afaHHOe 3Ha4YeHue.

D.7 OnpepeneHue npoaykra

D.7.1 O6was uHcpopmauua

D.7.1.1 Onpepenexune npoaykTa BKtoHaeT B cebsa [OKYMEHTUPOBaHME BaXKHOW UHAOPMaLUN O MEANLUHCKOM U3-
Aenuu, nognexalieM cTepunuaaunm (Hanpumep, 0 HOBOM UM MOANMULIMPOBAHHOM MPOAYKTE).

OnpepfeneHve npofykra Ana MeAULMHCKOro M3fenus BKITOYaeT B cebs caMo MeULMHCKOe usgenue, CTepUnbHYIo
GapbepHyto CUCTEMY, CoAepXallyto BHYTpU cebs usgenue, a Tawke nrobble NPUHAANEXHOCTH, UHCTPYKUUN UNKU WHbIE
npegMeThl, 3aKo4eHHbIe B YNakoBOYHYIO cucTeMy. B onpefeneHne Takke BKIHOYAETCA OnMcaHne 3afaHHbiX hyHKLMIA U3-
[enus 1 LOCTYMHbBIX NMPOLIeCCOB €ro U3roToBMEeHUs U cTepunusaLum. MNpoLecc onpeaeneHns NpoAyKTa AoMKEeH Taioke yuu-
TbIBaTb, ABMAETCA N paccMaTpuBaeMoe U3genne HoBbIM, UNK 3TO NULLb YacTb CYLLECTBYIOLLEro ceMeincTBa NPOAYKTOB.

Hwxe nepeyncneHo To, 4To AOIMKHO paccMaTpuBaThCs Kak YacTb onpefeneHns npoaykra:

a) usnyeckne atpubyTbl MegULIMHCKOro U3genus (cocTas U KOHUrypaLuus);

b) 3agaHHan MYyHKUMOHANBHOCTL (HasHaYeHne) MegULMHCKOro Usgenus;

C) NpeAHa3Ha4YeHo N MeJULMHCKOe u3fenuve 4ns o4HOKPaTHOro NPUMEHEHWS, UK 3TO U3Aenue A5 MHOTOKpaTHoO-
ro UCMonNb3oBaHUs;

d) XxapaKTepuUCTUKN KOHCTPYKLMK, CnocoBHbIe NOBNUSATL Ha BLIGOP npoLiecca cTepunusalum (HanpuMep, COAEPKUT
1 oHo BaTapeu, BONOKOHHYH ONTUKY, MUKPOCXEMbI UMK MUKPOKOMIBIOTEPHI);

€) CbipbeBble MaTepuarbl/yCrioBUA U3roTOBMNEHWUs!, CNocobHble NOBNWUATE Ha MUKpobUonorniyeckoe Kka4ecTso (Ha-
npumep, Matepuansl MPUPOAHOro NPOUCXOXIEHUS);

f) TpebyeMbiii ypoBeHb 06ecredeHns CTEPUITIBHOCTH;

g) ynakoBka;

h) KoHdUrypauums sarpysku; TpeboBaHuA AN crelndUYeckoin 3arpysku nu Ansi cMeLlaHHoi KoHdurypauum 3a-
rPY3KW, WM HECKOMbKO BAPUaHTOB NpUeMneMbIX KOHMUIypaLnii 3arpysKku;

i) coBMecTMMocTb ¢ 3O Unu ¢ rasoBoii cMechto 1 ycroBusiMu 06paboTku (MpeaBapuTenbHOe KOHAULUMOHMpOBaHUe,
cTepunusaLms u npoLecc aspauu).

D.7.1.2 [Ona cpaBHeHUs1 HOBOro MNU MOAUULMPOBAHHOIO NPOAYKTa ¢ BanMaupoBaHHbIM NpogykTtoM u/unu YKI1,
KOTOpOe MCnonb3oBanock AMA Banubaluuy yxe CyLLecTBYIOLEro npoLecca cTepunusaLmm, JOMKEH BbIMONHATLCA TEXHU-
YecKuiA NnepecMoTp (TexHUYecKkasa akenepTnaa). KOHCTPYKUMS U KOHDUrypaLus HOBOrO Ui MogudnLMpoBaHHOrO NpoayK-
Ta JONXHa ObITb TLATENBHO NPoBepeHa Ha Hanuyue NobbiX OTMNYAKOLMXCA CBOWCTB, CNOCOBHBIX MOBMUATL HA NMPOHUK-
HoBeHue 30, Tenna wnu enaru. [ns narotosutenein MeguUUHCKUX U3AENNA Takoe cpaBHEHWE JOIMKHO Takke BKIoYaTb
B cebs npoBepKy hakTopos, CNocoBHbIX MOBMUATL Ha U3Ha4anbHyo BUOHarpysky npogykTa, ¢ y4eTOM MECTOMOMOXEHUS
MPOU3BOACTBEHHLIX MOMELLEHUA, TUMOB MCMOMb3yeMbIX ChIPbEBbLIX Marepuanos, UCTOMHWUKOB MOMYYEHWUS 3TUX MaTepu-
anos u crnocobos nponasoacTsa. Ana MOAUPULMPOBAHHBLIX NPOAYKTOB MHOMOKPaTHOTO WCMONb30BaHUS 3TO CpaBHEHWe
JOMKHO BKITtoMaTh B cebs oLeHKy adhdeKTUBHOCTU OHMMCTKN NPOAYKTA.

Ecnun HoBbIA MNu MogucULMpoBaHHbLIN NPOAYKT NPOLEeMOHCTPUPOBAN 3KBUBANEHTHOCTb YXKe CYLLeCTBYHOLWEMY Me-
AuumHekomy usgenuio unu YK, cTepunnaaumoHHble XapakTepucTUKA KOTOPOro yxKe M3BECTHbI, TO 3TOT HOBLIA UMK Mo-
OUULMPOBaHHbIA NPOAYKT MOXET paccMaTpuBaThCA Kak YacTb ceMeicTBa NpoayKTa UM YacTe KaTeropum o6paboTku.
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MpumeyvyaHue — AAMI TIR 28 [26] saBnseTcA NONe3HbIM PYKOBOACTBOM NO MUHUMM3aALMKN PUCKA BHeAPEHUA
HOBOrO UNMM MoAMULIMPOBaAHHOIO NPOAYKTa, KOTOpbIA NpefcTaensAeT cobol Gonbluytlo Harpysky Ha CTEpUNM3aLUOHHBIN
L1Kr, YeM paHee BanuaupoBaHHblid npoaykT/YKI1.

Ecnu koHdurypauus, nnoTHOCTb Unu KOHGUrypauus sarpys3ku NpoayKTa-kaHauaaTa U ero ynakoBkU MOTyT npea-
cTaBnsATb coboii bonbLuUylo Harpy3Ky Ha CTepUNU3aLMOHHbIN NPOLECC, YeM paHee BanWAUPOBaHHLIA NPOAYKT, To cneayet
BbIMONHWUTL UCCnefoBaHnA NpoHNKHOBeHUs S0, Tenna, Bnaru Wunu NeTanbHOCTH LMKna.

B ka4ecTBe YacTn TEXHNYECKOro NepecMoTpa (TEXHUYECKON IKCNepTU3bl) AOMKHbBI ObITb PAaCCMOTPEHHBIE NEpeYmnc-
NeHHble Aanee Bonpockl. Ecnu oTBeToM Ha nto6oi 13 HUX ByaeT «aa», Toraa MOXET OKasaTbCa Heo6XxoAUMON AONONHK-
TenbHas oLeHKa HOBOTO MM MOAMMULIMPOBaHHOIO NPOAYKTA C Lenblo onpeaeneHus, ABNseTca Nu oH 6onee TpyaHeIM ANs
CTepUnusaLm, 4em paHee BanuaMpoBaHHbLIA NPOAYKT:

a) No cpaBHEHUIO C paHee BanuAUpoBaHHBIM NPOAYKTOM — UMEET NU HOBLIA UK MOANULMPOBaHHbIA NPOAYKT:

1) Gonee orpaHW4eHHbIE BHYTPEHHME NPOXOALI UMW KaMepbl,

2) MeHblUe OTBEPCTHUIA;

3) 6onbluyto Nnowagb BHYTPEHHNX MOBEPXHOCTEN;

4) borblue MaToBLIX MOBEPXHOCTEN UK 3aKyNOPEHHBLIX NONOCTE(;

5) Gonblle 3aKpbIBaOLLUXCS YacTel;

6) 6onee AnuHHBIE MNK Gonee y3kne KaHanel,

7) M3MEHEHUsi NN OTNNYKS, CoCcOoBHbIE YMEHbLUMTL NepeHoc Tenna, BnaxHoctTn unu 30;

8) 6uoHarpysky unu ycTondumBoCTb BUOHArpy3kun, 3aMeTHO NPEBLILLAIOLLYIO T Xe XapaKTepPUCTUKU KOHTPONBLHOMO
npoaykTa (M3-3a NPOU3BOACTBEHHLIX YCIOBUIA, 06palleHus, NPOoLEeCCoB O4YUCTKW UNKN UCMONb3yEMbIX MaTepuanos),

9) copepxxaHue MaTtepuanos UMK CTPYKTYP, CNOCOBHLIX YXYALIWTL CBOM CBOWCTBA NoA BO3AEUCTBUEM Npeanonara-
emoii obpaboTku unu npegnonaraemoro cnocoba ctepunusauuu,

b) no cpaBHeHuio ¢ paHee BanMANPOBaHHBIM NPOAYKTOM — UMEET N YNakoBKa HOBOMO UNU MoaucnuyupoBaHHOro
npoaykra:

1) kakne-nmbo N3MeHeHUs YNaKOBOYHbLIX ANEMEHTOB, BKNIOYAA UHCTPYKUUKN UMK 3awmTHble 6apbepbl;

2) niobble AOMONHUTENBHBIE HEMPOHULI@EMblE 3aluUTHblE Gapbepbl (HanpuMep, KOHTelHep, kopobka, Tpadaper,
KOTOpble MOryT OrpaHW4nTb NPOoHUKHOBeHUe 30 unu Bnaru),

3) M3MEHEeHUs NOPUCTOCTU YNaKOBOYHLIX MaTepuanos (HanpuMep, U3MEHeHWe YAENbHOro Beca, NOKpLITUS),

4) ymeHbLUeHWe nnoLaan NoBepxXHOCTU BEHTUNUPYEMOro MaTepuana Unnu oTBEPCTUIA B HUKHUX CROAX (Hanpumep,
3a CYET KMeWKow NeHTbl UM BTOPUYHON 3TUKETKU, N3MEHEHUS pa3Mepa BHELUHEN STUKETKN);

5) yBenuyeHHbIN ypoBeHb GMOHarpy3ku Ha NPOAYKT;

6) nsMeHeHue konndecTa BapbepHLIX CIOEB,;

C) MO CPaBHEHWIO C paHee BanugmpoBaHHEIM NPOAYKTOM — MMEET NN KOHUrypauus 3arpy3ku HOBOTO UK MOgu-
uLmpoBaHHOro NPoAyKTa:

1) 3Ha4yuTenbHbIe OTMMYUA OT paHee BanNUANPOBaHHOWK KOH(UIypaLmMn KOHTPONbHOW 3arpy3Ky,

2) 3Ha4uTenbHbIE OTAMYUA No ob6beMy abcopbupyroLLux MaTepuanos;

3) 3HaYMTenbHbIE OTNINYMSA B MITOTHOCTW OT paHee BanvaMpoBaHHOR KOHUIrypaLmmn KOHTPOMbHOIA 3arpy3ku;

4) 3Ha4uTenbHble OTNMYUA B 06LLEeM 0B6beMe 3arpysku.

D.7.1.3 Hanuune nnbo 3aKpbITEIX MPOCTPAHCTB, JIM60 MaTUPOBaHHEIX MOBEPXHOCTEN AOMKHO OLIEHUBATLCS C TOYKM
3peHus Belbopa BHYTpeHHero YKI, koTopoe Morfo 6bl ObiTb UCNOMB30BAHO B NOCMEAYIOLWMX aTTECTaLMOHHbBIX UCCreqo-
BaHUWSAX NeTansHoCTU.

D.7.1.4 OcHoBHOW hyHKLMeHA cTepunbHOn GapbepHOn cUCTEMBI AMA CTEPUIM3OBAHHOMO MELWULMHCKOro U3fenus
sBnseTcs obecrnevyeHne yBEPEHHOCTU B TOM, YTO MPOAYKT OCTAHETCA CTePUNbHEIM BNAOTE 4O MOMEHTa ero MCronb3o-
BaHuA. CTepunbHasa BapbepHas cucTeMa AomkHa ObiTe CNOCOGHON BhIfepKaTb YCoBUA NPOLECca U COXPaHsATb CBOHO
LieNIoCTHOCTb BO BpeMsi BBINMOMHEHUS cTepunusaumu, YTobbl rapaHTUpOBaTh Ka4eCcTBO NPOoAyKTa.

Mpu BbIGOPE YNakoBOYHOW CUCTEMbI AN MPOAYKTa, Nnojnexallero cTepunmsauun, 4oMmKHel paccMaTpuBaThCs €€
onpefeneHHble OCHOBHLIE KOHCTPYKLMOHHBIE U MPOU3BOACTBEHHLIE (haKTOpbl B COOTBETCTBUM C BbIOPaHHBEIM CTEPUITU-
3aLMoHHBLIM NpoLleccoM. Ans obecnedeHns npoHukHoBeHUs 3O NPOHULAEMOCTb YNaKoBKW AN onpefeneHHbIX YCNoBuii
CTepUNU3yIoLLEN cpeabl MMeeT Hanbonbluyto BaxHOCTb. [TockonbKy yaaneHue Bo3fyxa ssnsercs Yactbio OO-npouecca
cTepunusaLmu, ynakoBoYHasi cUcTeMa AormkHa Takke No3BofATb razam Kak MPOXOAUTE BHYTPb, Tak U BLIXOAUTL HAPYXy U3
YyNaKkoBK/ BO BpEMsi U3MEHEHUI [jaBneHns B XO4e Brycka rasa 1 oTkadkn 6e3 noBpexgeHuit, paspbiBOB UK HapyLUEHWA
LieNIoCTHOCTH LLBOB.

CnocoBHOCTb CTepUnbHOW BapbepHOi cUCTEMBI 3alUuMLLaTh NPOAYKT B XoAe 0bbl4HOro obpalleHus ¢ HAM U pac-
npegeneHns gomkHa BbiTe NpogeMoHcTpupoBaHa. [ormkHbl BbiTb NMonyyYeHsl JoKkasaTenbcTBa Toro, YTo cTepuneHas 6a-
pbepHas cucTema crocobHa BblfepKaTe CTEPUNU3ALMOHHbIA NPoLece He Tepss CBOel cnocobHOCTY 3alymLLaTh NPOAYKT.
Banugauums ctepunbHoii 6apbepHoil cucTeMbl JOMXHA yYUTEIBaTb NOTEHUMaNbHbIe Harpy3sku, KOTOPbIM OHa MOXET MOA-
BepraTbCs B Xofie BbinonHeHnsa 30-npouecca cTepunusaumn. PaccMOTpeHunio noanexar, B TOM Yucne, YpoBHU BaKkyyma/
L aBNeHus, CKopoCTb U3MEHEHWS AaBneHus, Temnepartypa v T.n. OBLeNPUHATOR NPaKTUKON ABMAETCA JeMOHCTpaLus npu-
rofHOCTU CTepUNbHOW BapbepHOW CUCTEMBI MYTEM €€ 3KCTMO3MLMU HECKOMNBKUM npoLeccam cTepunusauum [cm. D.7.2.1 1
D.7.2.2 (npunoxexue D)].

Ynakoska 6onee geTansHo paccMmatpusaetcsa B 1ISO 11607-1 n 1ISO 11607-2.
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D.7.1.5 KoHdurypaums 3arpysku B Kamepe MOXET BUATb Kak Ha NPOHWKHOBEHWE B NPOAYKT Tenna, Braru, raso-
obpasHoro 30, Tak 1 Ha yganeHue 30 u3 npogykta. KoHdurypaLus sarpysku JomkHa ObiTe ONnpeaeneHa B xoae Banuaa-
Lun ana obecneyveHns afekBaTHoh TemMneparyphbl, BNaXXHOCTU U NPOHUKHOBEHUs/yaaneHns 30 B npouecce o6paboTku.

D.7.1.6 YK siBnseTcs YCTPONCTBOM, BHYTPM KOTOPOro pacronoxeHa mukpobuoniornyeckas Harpyska. MNpumepsi
cnocoboB paspaboTku YK ANs AeMOHCTpaLMKU SKBUBANEHTHOCTU BKIoYatoT B cebsi, HO He orpaHUYMBalOTCA Nepevmnc-
TNEHHBIM HUXe:

a) pasmelleHWe MUKpoBuonorndeckoi Harpysku Mexgy Konbuamu, canbHuUKamu, npoknagkamun unu pebpamu
MopLUHS (NpoBKuM) LWnpuua;

b) pasmelyeHne Mukpobronorndeckoil Harpysku B cepefuHe kaHana Tpybku, koTopasi 3aTeM BHOBb NPUCOEAUHSET-
CA K U3[,eNnio ¢ NOMOLLBIO CKPENMALLEro pacTBOPUMOro areHTa U KoHHeKTopa AAnsi BOCCTaHOBNEHUA ero LenocTHOCTH;

C) pasmeLLeHne MUKpoBUonoruyeckoin Harpy3Kk B CepuM ynakoBoK Unn o6epTok.

AnA ncnonb3oBaHWs B yYpexaeHusx 3apaBooxpaHeHns 6binM peKoMeH0BaHbl HECKONMBKO KOHCTPYKUmiA YK

MpumedaHune — [JononHutenbHylo nHdopmauuio cMotpute B ANSI/AAMI ST41. CMm. Takke D.8.6 (npunoxe-
Hue D) AnsA nonyyYeHUs JONOMHUTENbLHOK MHOPMaLWK O BHYTPEHHUX U BHeLLHKUX YK

Ansa nogrotoBku BHYyTpeHHero YKI Mukpobuonorudyeckas Harpyaka MoXeT ObiTb MHOKYNMpoBaHa Ha NpoAYKT Heno-
CPEeACTBEHHO WUNU KOCBEHHO. MpsiMas MHOKYMALMS BIMOIHAETCS MyTeM HaHEeCEHUS XUAKOW CyCcreH3un cnop Ha NPoAYyKT.
KocBeHHaa MHOKYNALMSA BbINOMHAETCA NyTeM pa3MeLleHUs WHOKYNIMpOBaHHOro Hocutens nubo BHyTpU ynakoBku, nNu6o
BHYTPU NpoAyKTa.

Huxe nepeyncneHsl pasnuyHble cnocobbl nogrotosku YKI:

a) uHokynauusa npodykma. NPOAYKT, NoANeXalyuin cTepunusanum, ucnonbyercs Ana npurotoenenns YKM u nHo-
KyrpyeTcs NpSAMO UK KOCBEHHO;

b) uHokynauua umumamopa npodykma. UMNUTaTOp NpoAYKTa ucnonssyeTtcs Ana npurotoenenna YKIM u nHokynupy-
€TCs HermocpeCTBEHHO WU KocBeHHO. MMUTaTop NpoAyKTra COCTOWUT M3 YacTeil MEAULIMHCKOrO U3AENUs Unmn U3 KombuHa-
LM KOMMNOHEHTOB, M3BECTHLIX Kak NpeAcTaBnsiome HanbornbLUyo YCTORYUBOCTL MPOLIECCY, U B TO Xe BPEMS af|eKBaTHO
NpeACTaBNSAOLWMX BCE NPOAYKTLI, BXOASLLMUE B CEMEACTBO;

C) UHOKYNnuUpo8aHHbIl 06bekm:. ynakoBKa, ee 4acTb Unn Tpybka, KoTopble Ucnonb3ytoTes Ans npurotosnenusa YKIM n
VHOKYIMPYIOTCSH HEMOCPEACTBEHHO UITU KOCBEHHO.

MpumMeyaHune — HenocpelcTBEHHAs MHOKYMALUA CMOPOBOW CYCNEH3Weid MOXET NPUBOAUTL K NEpeMeHHOW
COMPOTUBISAEMOCTH WHOKYIMPOBaHHOMO NpogykTa Gnarogaps NOBEPXHOCTHLIM SBMEHUAM WU UHBIM (hakTopaM OKpyxa-
toLe cpefbl, @ TakKke K OKKMHO3MKM Crop Ha MOBEPXHOCTHU UNKU BHYTpU npogykTa. o SToi npuunHe BaxHo obecneqnTb
Hay4Hoe 060CHOBaHMWe WNW pesynkTaThl BanugaLlun Takoh NPpakTUkK1, YTobbl rapaHTUPOBaTb, YTO YCTOWYMBOCTL UHOKYIU-
poBaHHoro npogykTa 6yaeT pasyMHO KOPPENUpoBaTh C PYTUHHBIM NPOAYKTOM. BoCcCTaHOBREHWE WHOKYNSATA TakKe JOMKHO
OblTb BaNWAUPOBAHO, €CIU YCTOWYMBOCTE N3MEPSIETCA TEXHUKOW NogcqeTa Ha nnacTuHax. CMoTpuTte paboTy [pkunnuca u
LLimnaTa [30], YacTa [40]u ISO 11737-1 ANns nony4yeHUs AOMNOSTHUTENBHON UHGOpMaLUW.

CpeAcTBO AEMOHCTPaLMN SKBUBANEHTHOCTU paHee BanuaMpoBaHHOMY NPOAYKTY Unu BHYTpeHHemy YKIT — aTto
CpaBHeHMe OTHOCUTENBHLIX CTENEeHEN MHaKTMBaLMK BUONOrNYECKUX UHENKATOPOB, PACNONOXEHHBIX B TOUKE HaubornbLuei
TPYAHOCTY BHYTPU HOBOTO UM MOANMDULIMPOBAHHOrO NPOAYKTa C paHee BanuanpoBaHHbIM NPOAYKTOM/MacTep-NpoayKTOM
[ecm. D.8.6 n D.12.5.2 (npunoxeHue D)), korga ToT 1 APYrol npoAykTel o6pabaTthiBatoTest hpakyMoHHLIM LukrioM. Uccne-
[0BaHNs 3KBMBANEHTHOCTU AOMKHBI CPABHUBATEL HOBBIA UM MOAUMULIMPOBaHHBIA MPOAYKT ¢ BHYTpeHHUM YK, ucnons-
3yeMbIM 115 Banugauumn npouecca. Ecnu ans atoro cpasHeHus ucnonbayetcs YK, yetoiumsocte YKIT gomkHa GbiTh
OLieHeHa KaK YacTb eXerofHoro nepecMmoTpa.

D.7.2 Be3onacHOCTb NPOAYKTAa, KAYeCTBO U XapaKTepUCTUKU

D.7.2.1 BaxeH Bbl6op MaTepuarna, KOTopblil BeIAEPXKUBAET XUMUYECKUE U DU3NYECKUE U3MEHEHMS, Bbi3bIBaEMble
BosgeiictBuemM OO w/unu ntobbix pasbasuTeneil Ha NPOTSKEHWU BCEro OXWAAeMOro fuanaloHa W3MeHEHWA ycroBuid
cTepunusayun. CBoiicTBa MaTepuanos, Heobxogumble 4MA YLOBNETBOPEHWUS TpeOOBaHUN K XapakTepucTukam npoayk-
Ta, Hanpumep, uandeckas NMpPoYHOCTb, MPOHULAEMOCTb, PU3NYECKUe pasMepbl U SNacTUYHOCTb, OLeHWBaKoTCS Nocne
cTepunusauum, YyTobbl yoeguTbes, 4TO MaTepuans! No-NpexXHeMy NpUroaHbl ANA UCNONb3oBaHUA. OddekTsl gerpaganum
13-3a BO3JeiiCTBUS npoLiecca CTepurnsaLum, Takne Kak BOIOCHbIE TPELLMHBI M OXpYynyuBaHue, MoryT notpebosaTb BHUMa-
TeNbHOro paccMoTpeHus. TaMm, rage aTo HeobxoguMo, oLEHKe MOryT nofgBepraTscs 3 eKTs BO3JeACTBUA MHOMOKpaTHbLIX
npoLeccoB cTepunnsaLum.

[eMoHCcTpauus Toro, YTo cneuyuduLympoBaHHbIA CTEPUNU3ALMOHHBIA NPOLECC He OKasblBaeT narybHoro Bo3gen-
CTBMSI Ha NpaBuUnbHoe YHKLWOHMPOBAHWE NpoayKTa, MOXET OblTb OCyLLeCTBIIEHa NYTEM BbINOMHEHUS UCMBITaHUIA Ha
PYHKLUMOHAMNBHOCTb MNU UHBIX NOAXOASALMX UCMBITAaHWA MEAULMHCKOrO Usfenus W ero ynakoBku. OTW uchbiTaHWsA Mo-
ryT BBIMOMHATLCA NOcne 3KCNo3uLUun B CTEpUNU3aTope Unu B APYrux kaMepax UCKYCCTBEHHOrO KnuMara, UMUTUPYIOLLEro
cneyuduLMpoBaHHbIA MpoLlecc, U MOryT AOnyckaTk Kak MPOCTON BU3yarnbHbEIR OCMOTP, Tak U BbIMOMHEHWe cepun crneLm-
anu3nMpoBaHHbIX UCTbITaHWUN.

3nemeHTbl, cnocobHble NOBNUATE Ha 6e30MacHOCTb, Ka4eCTBO UK paboune XapakTepucTukK, BkitovatoT B cebs:

a) USMeHeHus faBneHuns B Liukne, KOTopble MOryT BIIUSATL Ha CTEPUNbHYIO BapbepHyH CUCTEMY U LIeNOCTHOCTb LLBOB,

b) BNMsiHWe AnuTenbHOCTU sKkenosuyum 30, TeMnepaTypbl, BNaXHOCTU U, €Cr MPUMEHUMO, Nobbix razoB-pasbasu-
Teneii, NPUCYTCTBYIOLLMX B UCNONb3YeMOA CTEpUNU3yOLLEA CMECH;
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C) BKIIOYEHMNE HOBLIX MaTepuarnos, 0 KOTOPLIX M3BECTHO, YTO OHWU MOTYT coxpaHsaTh 6onblue octatouHoro 30,

d) xapaKTepucTUKN yNakoBKH,

€) Hanuume CMa3ovHbIX Matepuanos, 0COGEHHO Ha MaTUPOBaHHbLIX 30HaxX NOBEPXHOCTEN,

f) HeobxoaMMOCTL Pa3bopKN UMM OUUCTKM MEAULMHCKOTO U3AENNS,

g) dakTopbl, BuaoLwue Ha 6eonacHoOCTb (HanpuMep, BhILLENaYMBaeMble Matepuansl, Unu 6atapenku, Unm repme-
TUYHO 3aKpbIThle XWAKOCTU, KOTOPLIE MOTYT BbITEYL MU B30PBaTLCA),

h) kKonMYecTBO CTEPUNU3ALIMOHHLIX LIMKITOB.

MeguunHcK1e nagenus, cogepxallyue notTeHUnanbHele UCTOMHWUKM Bo3ropaHus (Hanpumep, 6atapen), AOMKHbI CTe-
punn3oBaTbcs ¢ NPUMEHeHWeM nNpoLiecca, KOTOPbIA He UCNOMb3YET B3pbiBoONacHbIX cMeceit D0 HU B OAHOIA YacTu LuKna.

D.7.2.2 OueHKa BO34eACTBMA MHOIOKPaTHBIX CTEPUNMU3ALIMOHHBIX LIMKIMOB MOXET BLIMOMHATLCS C UCMONb30BaHUEM
PYTUHHOrO npouecca cTepunusauyuv npoaykra/ynakokn. ek Bo3feicTBMSA NOBTOPHOW cTepunuaaummn u noboii He-
obxogumoii npeaBapuTenbHoi 06paboTk Ha MaTepuansl, YHKLMOHANBHOCTE M Be3onacHOCTb NpofykTa JomkeH BbiTh
OLIieHeH.

[nsa MHOroKpaTHO MCMoMb3yeMbIX MEAULMHCKUX U3BEnnid JOMKHBI UMETBCS U BbINOMHATHCA WHCTPYKLMKA M3rOTO-
BUTENS MO UX MOBTOPHOW! 06paboTke. MHCTPYKLMKU JOMKHBI BKIoYaTb B cebs pekoMeHAyeMble napameTpbl npolecca
CTePUNM3aLM 1 orpaHnYeHNs Ha KONUYeCTBO LMKIIO0B CTEPUIN3ALINK, KOTOPBEIM MOXET BbiTb NOABEPIHYTO MEAULMHCKOE
nsgenve MHOroKpaTHoro NpUMeHeHus. Ecnv npumMeHnMo, SomkHb! ObiTb BbINOMHEHbI UCMBITAHWUSA U NPOBEPKN AN OLIEHKN
PYHKLMOHAMBHOCTU MEAULIMHCKOro N3[enst MHOroKpaTHOro MCNosb3oBaHKUA MOCne NPOXOXAEHUS cTepunusauun. 3ass-
INeHHoe Na3roToBuTeneM MeAULIMHCKOro N3fenust 4onycTUMOE YMCIo LIUKIOB JOMKHO paccMaTpuBaTbes Kak MakcumansHo
fonyctumoe. [omKkHa UMETLCS AelCTBYOLLas CUCTEMa, M3BeLLaroLas 0 AOCTKEHWM MakCUMarnbHO JOMyCTUMOrO KOMu-
YecTBa LIUKMOB.

MpumeyvyaHnune — Cwm. ISO 17664 Ans nonyyeHns JONONHUTENBHOR MHdOpMaLmu.

D.7.2.3 JononHuTenbHoe pykoBOACTBO HE MPUBOAUTCS.

D.7.2.4 TMNpaBunbHas aspaums XM3HeHHO Heobxoguma Ana KoHTponsa octaTkoB OO B MEAULMHCKMX U3fennsX no-
cne 30-cTtepunusaumn. CrnefyeT yaenaTb BHUMaHWE pasMeELUEHUIO KOHTPOMbHbIX 00pa3sLoB, MpefHa3Ha4YeHHbIX AMns
OLIEHKM OCTaTKOB, BHYTPW 3arpy3ku, y4uTbIBasi Npu 3TOM MecTa, Hauboree TpyaHble Ans yganeHus 30.

JlokansHas okpyxatollas cpega, HopMbl 6e30MacHOCTW U OXpaHbl 340pOBbS MOryT noTpeboBaTb AONONHUTENbHBIX
NpPefsoCTOPOXHOCTEH B OTHOLLEHWUM SKCMO3WULMM paBoTHUKOB Npu paboTe co cTepunnaoBaHHbIMKU SO npogyKTaMu, Aaxe
€CIu oCcTaTKM B NpoayKTe cooTBeTcTBYOT ISO 10993-7.

Linsa yypexdenuli 3dpagooxpaHeHus. ecnv nHdopmaums narotosuTensa ob aspaunnm MEAULMHCKOTO U3A4Eenusa He[o-
CTYMHa, y4pexaeHue 3apaBooxXpaHeHUa OMKHO YCTaHOBUTE ANA TAKOro M3aenua Npouece aspauumn, UICNoNb3ya AaHHble
UK 3HaHWS O NPOAYKTe, ero Matepwanax v KoHCTpyKuuu. MNpolecc aspauumn AormKeH yCTaHaBNUBaTLCA, OCHOBbLIBAsACH Ha
Haunbonee 3aTpyaHUTENbHLIX 4NA aspalun NpogyKTax Unu cemeincTaax NpoAYyKTOB.

D.7.3 MukpoGuonoruyeckoe KayecTBo

D.7.3.1 PykoBofcTBo no npoBepke Ha GakTepuanbHble 3HAOTOKCUHLI NpuBoauTca B ANSI/AAMI/ST72 n npuMeHu-
MbIX dhapmakonesix.

D.7.3.2 B y4pexaeHusx 3gpaBooxpaHeHUs BHUMaHNe K MUKPOBUOMOrMyeckoMy Ka4ecTBy AOMKHO BKIoYaTh B ce65
Hanuune cTporux npoueayp no coopy u obpalyeHuio ¢ GbiBLUIMMKM B yNoTpebrneHun MeaAULMHCKUMU UL ENUAMU MHOFOKpPaT-
HOro MPUMEHEHUs, a Takke Npoueayp Banuauun U KOHTPONSA NPOLIECCOB OMUCTKU MHOMOPa3oBbIX MEAULMHCKUX M3aenuii
B COOTBETCTBUU C UHCTPYKLUAMU UIrOTOBUTENA 3TUX U3[ENUNA.

Mpu ucnonb3oBaHWM nogxoaa ¢ GUOHarpyskoi (CM. NpunoxeHue A) CNbLITAHNA GUOHArpPY3kU AOMKHLI BbIMOSHATL-
cA N0 MeHbLUel Mepe exekBapTanbHo. [1epnos MOHUTOPUHIa MOXET ObiTb pacluMpeH B COOTBETCTBUM C pesyrnbraTtom
AOKYMEHTUPOBaHHOIO aHanu3a pucka, paccmMaTpuBaloWero crefytoLue acrekTbl: UCNONb30OBaHWe CeMeilCcTB NpoAyKTa,
nucTopuyeckue laHHble, CTaTUCTUYECKUIA aHann3, YacToTa U3rOTOBMEHUSA U KOHCTPYKLUA NPOAYKTa.

D.7.4 fokymeHTupoBaHue

Mocne 3aBepLUeHUn onpegeneHns NpoayKTa AOMHKHO GbiTb JOKYMEHTUPOBAHO CreayoLlee:

a) onucaHue KOHUrypaLum NPoAayKTa U TO, Kak OH AOMXeH BbITb NpeAcTaBneH Ha npouecc J0O-cTepunu3saumu (yna-
KoBKa W KoHUrypaums sarpysku). Cneuyndukayma 4omkHa Takxke BKiodaTh B ceba (MNK cebiNaTbCs Ha COOTBETCTBYIOLLUIA
AOKYMeHT) TpebyeMmblii ypoBeHb 06ecneqeHns CTEPUNBHOCTU HapsAY C AoKasaTenbCcTBamu (UM € OLEHKOIA) COBMECTUMO-
CTU NPOAYKTa C NMPOLECCOM;

b) pesynbrat cpaBHEHWUSA MeXAY HOBbIM UMK MOAUDULIMPOBaHHEIM NPOAYKTOM M CYLLECTBYIOLLMM BasiuaUpOBaHHbLIM
NPOAYKTOM (NpoAyKTamu). STOT pe3yneraT AOSMKEH YETKO A&MOHCTPUPOBaTh, YTO CIIOXHOCTL NPOAYKTa, Marepuarnsl, yna-
KOBKa W KOHUrypauus sarpysku 6uinu nogBeprHyThl OUEHKE,

C) foKasaTenibcTBa UNU OLUEHKa GUoHarpy3ku NpPoayKTa U ee CONpOTMBISAEMOCTU NO OTHOLLEHUIO K BHYTPEHHEMY
YK,

d) BOKYMEHTUPOBAHHOE 3aKNIOHEHNE O TOM, YTO HOBbIA MMM MOANMDULMPOBaHHbLIA NPOAYKT NPUrOAEH ANA BKIIOYe-
HWUA B ceMelCcTBO NpoaykTa/kateroputo o6paboTkun ¢ 0coGoi CChINKO Ha AoCTMXeHME cneudULMpPOBaHHOIO YPOBHS obe-
CNeYeHnn CTEPUNBHOCTU B TEKYLLUX BanUAaUMOHHBIX UCCNEeAoBaHUsAX. OTO 3aKroMeHWe AOMXKHO BKMovaTh B cebs (unu
cChINaTLCA Ha HUX) NMiobble pe3ynsTaThl AONONHUTENBHBLIX UCNBITAHWIA, BLIMOMHEHHLIX ANA NOAAEPXKKN TEKYLLMX BanuaaLuu-
OHHbIX UccnefoBaHuil n Ha Ntobble fanbHelne UCMBITaHWS, BEIMONMHEHHbIE AMA NOLTBEPXAEHWUs/aTTecTaumn pyTUHHOMO
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BbINyCKa NPOAyKTa M3 CYLLEeCTBYIOLEro BanngaLnoHHOro Lukna (Hanpumep, npoBepka ocTaTkoB Unn (YHKLWOHaNbHbIE
ucnbITaHWs).
YNoMsAHYTas fOKYMEHTaLWSA NOANEXUT YTBEPKAEHWNIO M COXPaHEHUIO C BOSMOXHOCTBIO NOCIIEYIOLLIEro N3BNEYEHNS.

D.8 OnpeaeneHue npouecca

D.8.1 JononHuTenesHoe pyKoBOACTBO HE NPUBOLUTCS.

D.8.2 Pesynkrat AeiicTBUI N0 onpeAeneHunto npoLecca — aTo feTarnbHas cneuudukaL s npoLecca cTepunmaaLmu.

BuiGop npouecca cTepunuaauumn, KoTopbld ByaeT Mcnonb3oBaTbCs ANS CTepunusauum MeauLuHCKOro uagenus,
[OMKeH BKntovaTe B cebs paccMoTpeHne Beex dhakTopoBs, CnocobHbIX NOBAUATL Ha adhceKTUBHOCTL npouecca. [MpuHu-
MaTbCs BO BHUMaHWe [OMKHO cnegyroLlee:

- [OCTYNHOCTb CTEPUIU3aLIMOHHOrO 060pYA0BaHUS;

- AnanasoH ycroBUi, KOTopble MOryT 6bITb JOCTUrHYTEl BHYTPW AOCTYMHOMO CTepunusaLnoHHoro obopyaosaHms;

- CTepUnM3aLMOoHHbIe NpoLecchl, yXe Ucrnonb3yeMble Ansa APYrux NpoayKToB;

- CTEPUNU3YIOLLMIA areHT, KOTOpLIA NpegnonaraeTcs uenonb3osaTh (Hanpumep, 100% 30 unu 30, cMmeLlaHHbIN ¢
rasom-pasbasurenem);

- orpaHnYeHns NpoayKTa (Hanpumep, Temneparypa, BNaXHOCTb, YyBCTBUTENBHOCTb K AaBMEHUIO);

- TpeBoBaHUA K OCTaTOMHBIM YPOBHAM 30 W/UnK ero NpogyKToB peakuuu;

- pesynkTaThl SKCNEePUMEHTOB, BbINOMTHEHHBIX NpU paspaboTke npouecca.

B xoge onpeaeneHus npolecca M3rotoBuTens OyAeT UCNONb30BaTh MUKPOBUONOrnieckne CCrneqoBaHusa u apyrue
aHanuTU4YecKne UHCTPYMEHTLI ANS NOAAEPXKKU YCTaHOBMEHUA MOAXOASLLEero CTepunuaaLluoHHoro npouecca Ana Mean-
LiHCKOro napenus.

Moanexallue yCTaHOBMNEHWIO NapaMeTpLl CTEPUIIM3ALIMOHHOrO NpoLiecca BkoYatoT B ceba cneaytollee:

a) Anana3oH TemnepaTtyp B NOMELLEHWN ANs NpeaBapuTEnbHOro KOHANLMOHUPOBaHMSA (€Cn UCMONb3YeTes),

b) AvanasoH OTHOCWTENbHOW BMaXHOCTU B MNOMELLEHUU ANA NpefBapUTENbHOrO KOHAMLMOHMPOBAHWUA (€Cru
uenonb3ayetces);

C) ycTaBKa 1 AnanasoH BpeMeHW B NoMeLLieHUn ANA NpeaBapuTenbHOro KOHAWLMOHNPOBaHUS (€Cni UCNONb3YETCA);

d) ypoBHM A@BNEHWUS, Bakyyma 1 CKOPOCTU U3MEHEHWS [aBleHus B KaMepe CTepunusaropa;

€) ecnu ucnosnb3ayetcs — NoATBEPXAEHWE TOro, YTO PEeLMpPKYNALMA B KaMepe paboTaeT BO BpeMsi BblAepXKu Mnog
BO3[e/ACTBUEM CTEPUIU3YIOLLIErO areHTa;

f) ycTaBka n AnanasoH BpEMEHN B KaMepe CTepununsarTopa;

g) ycTaBKa 1 fnanasoH KOHTPOA BNaXHOCTU (AaBneHne Unu % OTHOCUTENbHOW BNaXXHOCTHN) B CPEe BHYTPU Kame-
pbl cTEpUnusaTopa;

h) yctaBka 1 guanasoH gasneHusa uHxekyum 30 u rasa-pa3baBuTens (ecnu ucnonb3yeTcs), clofa JormKHa BKNO-
YyaTbes KoHUeHTpauua 30, ecrn Ha KaMepe CTepunusartopa yCTaHOBMEH rasoaHanmaarop;,

i) Bpems BblAepPXKM Mo Bo3geicTeuemM 30;

J) ycTaBka o4ncTKM (NPOAYBKW) BHYTPEHHEro MpoCTpaHCcTBa KaMeps! OT rasa fnepej BbIeMKOW 3arpy3ku u3 ctepunu-
3aLMOHHOW KaMepbl (ecnu UConb3yeTes);

k) ycTaBka 1 fuanasoH TeMnepaTypbl BHYTPW a3palunoHHOro noMeLleHns (ecnm ucnonb3yeTces),

|) ycTaBKa W fuanasoH BpeMeHU BHYTPU a3palMOHHOM0 NOMELLEHMSA (€CNN UCTIONb3YETCA),

m) napameTpbl CKOPOCTH MOTOKa BO3Ayxa W BO3[yxoo6MeHa.

MpumMmedvaHune — B KadecTBe CnpaBo4HON MHOPMaLMK Npu paspaGoTKe CTEPUIU3ALMOHHBIX NPOLIECCOB NpU-
noxeHus A u B gatoT Tpe6GoBaHUs K ONpeferneHuto NeTanbHOCTH Lmkna.

Hns y4ypexdeHull 30pagooxpaHeHus: LNA MEAULMHCKAX U3AENUA MHOFOKPATHOrO NPUMEHEHUS, koTopble ByayT He-
OfHOKpaTHO 0bpabaThiBaTbCA B YYpEeXAEeHWU 3ApaBOOXpaHeHNUs, npegnonaraeTcs NpejocTaBneHne UroToBUTeNnieM Ba-
TMAMPOBaHHBIX UHCTPYKLUWIA No noBTopHOW 06paboTke, KOTOPLIE OCHOBaHLI Ha YacTu onpeAeneHnUs npouecca. 3ateM Ha
yypexaeHne 34paBooXpaHeHns NepexoanT OTBETCTBEHHOCTb 3@ MepPecMoTp 3TOW AOKYMEHTaLMUW W 3a NoaTBepXAeHue,
YTO OHO MOXET COBNIOAaTE UHCTPYKLMUM U3rOTOBUTENS MEAULIMHCKOTO M3Aenis, ucnonb3ys cobcTBeHHoe oGopyaoBaHmue 1
cobCTBEHHbIE NpoLiecChl cTepunusauumu. MNpoledypbl 3aKynKk1 y4pexgeHus 3paBooxpaHeHns 4onXHbl TpeboBaTk, YTOObI
nepep 3aKkynkoi MefWULMHCKOro M3fenus, ctepunmayemoro 30, MHCTPYKUMKM Mo NOBTOPHOW oBpaboTke aToro usgenus
ObINM NOABEPrHYTHI OLEHKE ANs NOATBEPXAEHUS COBMECTUMOCTU m3genusi ¢ obopyaoBaHUEM U CTepUNM3aLMOHHBIMU
npoueccamu, UCTONb3YEMbBIMU B yupexzaeHnn. CM. Takke 1ISO 17664.

Ecnu usrotoBuTenbe MeAULIMHCKOrO U3LENUs UNK YNakoBKU NPeAoCTaBMAET UHCTPYKLMW MO NOBTOpHOIK o6paboTke,
KOTOpble HeZOCTaTOMHO crnelududHBl UM HenpurogHel (Hanpumep, S0-npouecc ¢ nogadent 100% 30, B To Bpema Kak
yupexzaeHue 3apaBooxpaHeHuns uenornbayeT cMecb 30 ¢ rasoM-pasbaButenem), yupexxaeHne JOMmkHO NMbo BLIMOMHUTE
BanMAaLmio, U oUEHUTb NPUrogHOCTbL COBCTBEHHOrO MeTofa NOBTOPHOW 0OpaboTKK, OCHOBLIBASACH HA AaHHbLIX O BO3-
JeicTBUM Ha MaTepuanel U UHCTPYKLUMK no obpaboTke Apyrux usaenuii. Ecnu yupexaeHune 3gpaBooxpaHeHnst He MOXeT
BanMaMpoBaTb NPOAYKT UMW OLEHWUTb NPUrogHOCTb COBCTBEHHOro cnocoba ero NOBTOPHON 06paboTku, OHO He [OMmMKHO
BbIMOMHATE NOBTOPHYO 06paboTKy Takoro nagenus.

D.8.3 PaspaboTto4Has kamepa o6bI4HO NpefcTaBnsaeT coboii cocyn (EMKOCTE) MEHbLUEro pasmepa, YeM Npon3Bof -
CTBEHHas Kamepa, 1 MOXET UCMOoNb3oBaTbCA ANA NPOBEeAEHUA CCNeAoBaHUIA ANS NOAAEPXKKMA Banuaayum.

Wcnonb3oBaHue pa3paboTo4HON KaMepbl He OTMEHSAET NOLTBEPXKAEHNE Pe3ynsTaToB UCCNefoBaHUi NyTem BbINon-
HeHWs aTTecTaluu sKennyaTupyemoro obopyaosaHusa (PQ) B Npou3BoLCTBEHHOW kKaMepe.
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D.8.4 lMpu ycTaHOBMNEHMU onpeferneHns npoLecca BaXHO pacCMOTPeHWe BO3AeUCTBUSA BbiGpaHHLIX NapaMeTpos
0bpaboTkn M nx fonyckoB Ha BesonacHOCTb U PYHKLMOHANBHOCTL NPOAYKTA W €ro ynakoBkU. MOCKONbKY B cTepunuaa-
LMOHHOM npoLecce 3aeNCTBOBAHO MHOMO NapaMeTpoB (Temrneparypa, BRaXHOCTb, U3MEHEHUA N CKOPOCTbL N3MEHEHUN
JaBrneHus, KoHUeHTpayusa S0 u BpeMst), HenpakTUIHOMN ByaeT oLeHKa JONYCKOB BCEX BO3MOXHLIX KOMOUHaLMiA Bcex nepe-
MeHHbIX. CHavana HyXHO onpefenuTb Te NnepeMeHHbIe, KOTopble MOryT okasaTb Haubonbluee BAUAHUE, U UMEHHO WX
HY>HO OL|eHUBaTb.

HaHHble, noaaepXuBaloLme aTy AesaTeNlbHOCTb, MOryT 6biTb cobpaHbl U3 ansTepHaTUMBHBLIX UCCNEA0BaHWA, Hanpu-
Mep, U3 Banuaauum NpoAyKTa U ero yrnakoBKkW, U3 UCTbITAHUIA CTaBUNBLHOCTM NPOAYKTA U €ro YNakoBKW, UCMBITAHNIA YCKO-
peHHoro crtapeHus U T.n. Kpome Toro, AaHHble MOryT 6biTb MofnyyYeHbl U3 pe3ynsratoB cneuudU4eckoro Harpy3oqHoro
LMKna (L4MUKIOoB) C KOHTPOSbHBIM 3apaXeHWeM, BbINOMHEHHBIX B pa3paboToO4HOR M NPOM3BOACTBEHHOW KaMepe.

D.8.5 JonornHutensHoe pykoBOACTBO He NPUBOAUTCA.

D.8.6 [na aeMoHCTpaLun NpUrogHoOCcTM GUONOrMYecKoro MHAMKaTopa MOXeT 6bITb UCNOMNb30BAHO HECKONBLKO pas-
HbIX NOAXOA0B.

Moaxoa 1

OTOT NoAxof OCHOBAH Ha MCMorb30BaHMKU Hay4YHOro 060CHOBaHMS! TOro, YToO MUKPOOPraHW3aMebl, HailieHHbIe Ha Npo-
LYyKTe, NpefcTaBnsAloT coOB0i MEHbLLYIO Harpy3Ky, YeM KOHTPOSbHbIE MUKPOOPraHN3Mbl. 3TOT NOAXOA NPUTrOAEH, eCru:

a) Guonoruyeckue UHAUKaTophl, ucnonbayemole B YKI1, cooTBeTCcTBYIOT onucaHHbIM B ISO 11138-2:2006, pasagen 5
W NyHKT 9.5:

b) 6uoHarpyska npogykra NocTosiHHa M C Manol BepOSITHOCTLIO MOXET COAepXaTb MUKPOOPraHU3Mbl C BLICOKOM
YCTONYMBOCThHO.

Mpw aTOM noaxofe AOMKHbLI ObITb JOCTYNHBI flaHHble TpeHaa GMoHarpysku, U OHW AOMKHLI JEMOHCTPUPOBaTH Mo-
CTOAIHCTBO GMOHAarpy3ku B OTHOLLEHWU KONMYECTBa M TUMOB MUKPOOPraHM3MoB. [1pou3BoACTBEHHbIE NpoLiecchl U MaTe-
pvanbl, KOHTaKTUpYyloLLUe ¢ NPOAYKTOM, Taioke MoAfexaT oLeHKe ¢ Lenbio YeexaeHns, 4To noTeHUmarnbHble UCTOYHUKN
OGUOHarpy3kv ngeHTUULMPOBaHELI U KOHTPONMUPYHOTCS.

Moaxon 2

OTOT nopxop 3akKrodaeTcs B MCNONb30BaHUMM MPOBEPKU Ha CTEpUIBHOCTL NpoaykTa u YK, BbinonHsAemoii nocne
dpakunoHHoro uukna. PeaynsraTel 3TOM0 UCCnefoBaHNA A0MKHbI 06ecneynTb CpeacTBa CpaBHEHUA METaNbHOCTUA C UC-
NoJSib30BaHWeM AaHHbIX O BEKMBAEMOCTU U3 NPOBEPOK Ha CTEPUNBHOCTL NPOAYKTa U YNAKOBKH.

OB6kI4HO NpW 3TOM NoAxoAe obpasLibl NpoAyKToB U Guonorndeckne nHgukatopul/YKM, kotopble GyayT npoBepsATbCA
Ha CTepUNbLHOCTbL, NOABEPratTCA BO3AENCTBUIO PPaKLMOHHOO LUKNa (LUKNOB) C HAMEPEHUEM NONYYUTL OTPULIATENBHBIN
pOCT BO BCeX NpoBepKax Ha CTEpUIIbHOCTb MPOAYKTa W OTCYTCTBUE BLIKUBLUUX KOHTPOMbHBIX MUKPOOPraHUu3mMoB B 6uo-
nornyeckux nHgukatopax/yYKri.

Mogxon 3

OTOT NoAXon, MOXET NPUMEHSATHCA B CnyYasx, Koraa:

a) 6roHarpyska npogyKkTa paBHa WUiW NpeBbILLIaeT Harpy3Ky, NpefcTaBreHHyo 6UoNorMiyeckuM UHAMKATOPOM BHYTPU
YK,

b) 6uoHarpyaka npogyKkTa COAEPXKUT MUKPOOPraHU3Mbl C BLICOKON YCTOWYUBOCTbIO,

¢) B YKIT ncnonbsyetca 6uonorndecknii MHAUKaTOp ¢ MeHbLUER nonynsuueit, Yem Tpebyerca B COOTBETCTBUU C
ISO 11138-2:20086, nyHKT 9.3.

B aTOM TpeTbeM noaxoAe uccnenoBaHmne netansHocT GuoHarpyakn n YK MoxeT 6asmposaTbCcs Ha MeTofax nps-
MOro nogc4yeta u/unu metogax dpakLUoHHOro HeratuBHoro aHanusa. Cm. 1ISO 14161.

Ecnu Habniogatotes npusHaku Toro, YTo BuoHarpyska, npegoctasnsieMas npogykToM, NPEeBLILLAET Harpysky, co3-
dasaemyto YKI1 (HanpumMep, B criyyae, korga YK He nogxoauT), MOXHO UCNONb30BaTh OAHO U3 credyoLluX AeACTBUA:

a) Bblbpatb AnsA ucnonb3osaHua BHyTpu YKIT Guonorndeckuii MHAUKaTOP, UMEIOLWMA BGonbLLyto NOMYNALMIO M/Mmu
YCTOWYUBOCTD;

b) npeaapwTensHo obpaboTaTe MpoAyKT Mmepen cTepunusauueid ¢ Lenbl KOMMYECTBEHHOMO YMEHbLUEHUS ero
BGUoHarpysaku;

C) NoABeprHyTb OLEHKe MPOAYKT, MPOLECC UMK U TO, W APYroe Ans OMNpeAeneHns, Kak KOMMYeCTBEHHO CHU3WUTb
6uoHarpyaky Wnu yMeHbLUUTb €€ YCTOWYMBOCTb (HanpuMmep, 3a CYET 3aMeHbl ChipbeBbIX MaTepuarnoB Uiu U3MeHeHUs
ncnonb3yemblx NMPOU3BOACTBEHHbLIX MPOLECCOB, UMK 3a CHET U3MEHEHUs NPOW3BOLCTBEHHON OKpPYXaloLen cpefbl Uru
MOAUDUKaLMN KOHCTPYKLMUN NpofyKTa);

d) paspaboTaTe HoBOE YKI.

Ecnv caenaHo ofHO M3 NepeYncrneHHbIX Bellle U3MEHEHWA, BaXKHO NPOBEPUTE ero aPeKTUBHOCT.

KOHCTPYKLMA NPOAYKTa MOXET He MO3BOMUTL PacnonoXnuTs GUONorMyecknini MHANKaTop B Haubonee TPyLHOAOCTYM-
HOM AN cTepunusaummn Mecte. B Takux obcTosiTenscTBax MOXeT GbiTb BOZMOXHO NoMelleHWe Guonormyeckoro MHanKa-
TOopa B UHOM MecCTe, AN KOTOPOro MOXHO YCTaHOBWUTL B3aWMOCBA3b C Haubonee TPYAHOLOCTYMHEIM ANA CTepuUnn3aLum
pacronoxeHWeM. B gononHeHWe K STOMY MOXHO ckasaTb, YTO Haubonee TpygHble 4NA CTepunusauum Mecta MHOMMX
MEAULIMHCKUX N3O ennii cogepaT MeHbLLEe KOMMYeCTBO MUKPOOPraHW3MOB, U NOTOMY UCMbITaTENbHaNA NONYNALUA MOXET
6bITe Gonee TecHo NpuBsA3aHa K GUOHarpyake NpoaykTa.

Paanudnble Tunel YK onucadsl B D.7.1.6 (npunoxerune D). MeToAbl, CXOXUE C TEMM, KOTOpPbIE UCMonb3ayoTes AN
onpefeneHns NpUrofgHoCT BUONOrNYECcKOro MHAMKATOpa, MOryT BbITb UCMOMNb30BaHbl U ANst onpejeneHns NpUrogHoCcTU
YKI. YKI, pacnonoxeHHoe BHYTPUW rpaHnL, NpoAyKkTa, B KOHTeHepe NpoAyKTa Unu B ynakoBKe rpy300TnpaBuUTens, ABMs-
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eTca BHyTpeHHUM YKI1, Torga kak YK, pacnonoxeHHoe Mexgy yrnakoBKaMy UNu Ha BHELLIHUX MOBEPXHOCTAX CTEpUSn-
3aLMOHHOI 3arpy3ku, siensaetcs BHelHum YKI1. BHyTpeHHe YKIT MoXeT ncnons3oBaThesl B PYTUHHOM BbINycKe NPoayKTa,;
ofiHako 06bl4HO UCNONb3yoTCs BHeLHWe YK, NOCKONBKY WX Nerdye BoccTaHaBNWBaTb Nocne 3aBepLleHns cTepunusaum-
OHHoro npouecca. MiccnegoBaHus, BLINONHEHHBIE B pa3paboTo4Hoi kamepe, MOryT UCNoSb3oBaTeCH ANS AeMOHCTpaLun
CpaBHUTENbHbIX UCMbITAHUA NETanNbHOCTN BHYTPEHHUX U BHeLLHMX YKTT, ogHaKo npu BeIMOMHEHWN Takux uccnegoBaHui
CreAyeT yuuTbiBaTb BNUsHME obbema 3arpyskm W paboumx xapaKTepWUCTWK NMPOM3BOLCTBEHHOro cTepunusatopa. Ecnu
pa3paboTodHasn kamepa He cnocobHa NpoAyonuposaTe NPOW3BOACTBEHHEIA NPOLECC, TO CPpaBHUTENLHbIE UCCIe0BaHUsA
CrneayeT BhIMOMHATL B NPOU3BOACTBEHHOW Kamepe.

CpaBHuTenbHOe uccnegoBaHue netanbHOCTU «BHYTpeHHee YKIT npoTue BHelwHero YKIT» MOXHO oueHuBaTb, UC-
nosb3ys napannensHbie SKCNo3uLyn Bo pakLMOHHbIX Lmknax. MonyyeHHsle faHHble MOryT 6bITb UCMOMb30BaHLI B crie-
LYIOLMX AeCTBUAX:

a) pelleHwve, kakoe BHyTpeHHee YKIT Hanbonee nogxoauT ANS Banuiauun cTepunmsalnoHHoro npolecca;

b) ouyeHka npeanaraemMblX KOHCTPYKLUMIA BHelHero YKIT (HanpuMep, ANSA pyTUHHOrO MOHUTOPUWHra npolecca);

C) OL|eHKa 9KBMBaNeHTHOCTU HOBOro U MOAUMULIMPOBaHHOMO NPoAYyKTa Unn BHyTpeHHero YKIT Ans ero npumeHe-
HWS B BaNMAUPOBaHHOM CTEPUIN3aLMOHHOM NpPOLECCE;

unm

d) pelueHne, CTaHET NN HOBLIA UNU MOAUMDULIMPOBAHHBLIA MPOAYKT UNKU BHYTpeHHe YKIT mMacTep-npofyKToM Ans
cemeiicTBa NpoAyKToB Unn obpabaTsiBaemMoi rpynnbi.

MoryT BCTpeyaTbCs criydaun, Koraa enaTenbHo CpaBHWUTb NeTanbHOCTb Harpyaku ogHoro YKIT ¢ apyrum 6e3 cpas-
HeHWs 06ounX ¢ NeTanbHOCTLIO Harpy3ku NpogykTa. 3To YacTo UcnonbayeTcs, Koraa BHyTpeHHee YKIT foka3ano ceoto npu-
rofiHoOCTb, a BHelHee YK BHeApAeTca AN MOHUTOPUHIa PYTUHHBLIX NPOWN3BOACTBEHHBIX LIMKNOB ANA 0OLIMHOIO BhINyCKa,
Unu Korpa xenatenbHO CMeHUTb ofHO BHellHee YKIT Ha Apyroe. B TakoMm cnyvyae MeTofoM oueHkn npurogHoct YK
ABNSAETCHA JEMOHCTPALMA 3KBUBANEHTHOCTU UMW NPEBLILLEHNS NeTansHOCTU Harpyski BHelwwHero YKIT npu ero cpasHeHWUm
¢ BHyTpeHHUM YKI1. B GonblUMHCTBE CriydaeB 3TO AenaeTcs nyTeM BbIMOMHEHUS OAHOr0 pakLMOHHOrO LMKIa, KOTOpHbIiA
CpaBHUBAET pesynsraThl hpakLMOHHOro HeraTUBHOIO aHanuaa AaHHbIX OT BHeLLHero u BHyTpeHHero YKI1. Ecnn netans-
HocTb BHelwHero YKl MeHbLUe, YeM neTanbHocTb BHyTpeHHero YKIT (He 6onee 20%, dhapmakones CLUA, «buonorudeckne
nHaukatopsl ans 3O0-cTepunuaaummny), YK MOXET cHUTaTLCHA 3KBUBANIEHTHLIM, MOCKONbLKY 3TO SABMNSAETCH YPOBHEM f0Be-
pus Bonormyeckoro MHAMKaTopa, McnonbL3oBaHHoOro BHyTpU YKI1.

MpuMmeyaHue — He sBnsaeTcs YeM-To HEOBLIYHLIM OGHapyxeHUe Toro, 4To BHelwHee YK, pacronoxeHHoe B
MeHee 3aTpyAHUTENBHON ANA CTEPUNN3aLMK KOHMUIYpaLmK, NokasbiBaeT 60MbLIYIO NETaNbHOCTb Harpy3ku, YeM BHYTPeH-
Hee YK, pacnonoxeHHoe B Hanbonee TpyaHoW ANs cTepunmsaumn koHpurypauun. Mmeetcs Teopus, obbsicHsAOWas 3To
sABneHune Tem, 4to S0 BbIBOAUTCSA M3 BHelLHero YKI BeicTpee, YeM U3 BHYTPEHHErO, 4TO NPUBOAUT K MEHbLUEN SKCNO3NULUK
MWUKPOBUONOrMYEeCKON HarpysKu.

D.8.7 [ononHuTeneHoe pyKOBOACTBO HE NPUBOLUTCS.
D.8.8 [ononHuTensHoe pyKoBOACTBO HE NPUBOLUTCS.
D.8.9 [ononHuTeneHoe pyKOBOACTBO HE NPUBOAUTCS.

D.9 Banupauus

D.9.1 O6was uHcpopmauus

D.9.1.1 Lenbto Banuaauum sBnseTcs AOKYMEHTUPOBaHWe AoKasaTenbCTs, TPeOyoWmMXCa ANSA BLICOKOW cTeneHn
YBEPEHHOCTU B TOM, 4YTO creluduryecknit npouecc 6yaeT NOCTOSHHO BbigaBaTb NPoAyKT, ob6ecnevnsatowmii Tpebyemeblin
ypoBeHb o6ecneveHuns cTepuneHoOcTU. MpogyKT, CTEPUNU3yeMbIil BanugupoBaHHbIM NPOLECCOM, A0MKEH GbiTb NPOAEMOH-
CTPUPOBAH Kak COOTBETCTBYIOLLWUIA BCEM 3apaHee onpeAeneHHbIM cneLuduKaLuam U Ka4eCTBEHHBIM XapaKTepucTukam,
OTHOCALLMMCA K PYHKLIMOHAMBHOCTU 1 6e30MacHoOCTU NpoAayKTa (Hanpumep, ¢ NOMOLLBIO NCCNEA0BaHUA COBMECTUMOCTH
npoaykra).

Banupgauua ctepunnsalMoHHOro npoLecca 4oMmkHa BbIMONHATLCA B COOTBETCTBUU C YTBEPXAEHHBIM NUCbMEHHBIM
[OKYMEHTOM (HanpumMep, NpoTOKOMOM), ONPeAensioLLnMM NpoLeaypbl UCTILITAHUA U KPUTEPUN NPUEMNIEMOCTH eLle A0 Ha-
Yyara ucnblTaHni. STOT AOKYMEHT JOIKEH NepecMmaTpuBaThbCs crieymanucTaMu B obnactu ctepunusaguu.

OnemeHTamu BanuiaLmm, Kak ykasblBaeTcs B JaHHON cTaTbe, ABMSAIOTCS:

a) aTTecTauus ycTaHoBrneHHoro o6opyaosaHus (1Q);

b) atTecTauma dyHkUMoHupytoLlero o6opyaosaHusa (OQ);

C) aTTecTauums akcnnyatupyemoro obopygosaHus (PQ).

B yupexaeHuu 3apaBooxpaHeHus atTectaumusa ycTaHoBreHHoro obopyoBaHua U attecTaums QpyHKUMOHUPYLoLWero
o060opyaoBaHns 0ObIYHO BLIMOMHAETCH U3rOTOBUTENEM CTEPUNM3ATOPa, XOTs 3TU AeCTBUA MOryT ObiThb BBINOSIHEHBI U fMtO-
6bIM LpYruM KBanMULMPOBaHHEIM NEPCOHanom. Ona TUNOBLIX 3arpy3oK faHHble MUKPOBUONOrMYeckux uccneaosaHui
aTTecTalumn sKcnyaTupyemoro oGopysoBaHUsa MOryT UMETLCS Y U3rOTOBUTENS CTepunusaTopa.

[ns yypexaeHuns 34paBoOXpaHeHUs 9TO 03Ha4aeT onucaHue 1 JOKYMEHTUPOBAHUE CNeayIoL|ero:

a) HeoGxoAuMble ANs BLINOMHEHUS Wark Banuaauuu,

b) cnocobel, kakuMu 3Tu Wwaru Banugaaumun 6yayT BLINOMHATLCA, BMECTE C NEpevYHeM OTBETCTBEHHbIX UL, NoApas-
OeneHuid W/Mnu BHeLHUX KOHTPaKTHLIX UCMONHUTENENR;

C) KpUTEPUM MPUEMITEMOCTM YCMELLHOW Banugaumu.
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Ana yupexderull 30pagooxpaHeHUs. eCTb BOZMOXHOCTb 3aKIMIOYEHUS KOHTPaKTa ¢ BHELHUM UCNOoNHUTENeM And
npoBefeHVsa BanNvuaaLmy; ofHaKo yYpexaeHne 3fpaBoOXpaHeHUs U B 3TOM Criydae HeceT OTBETCTBEHHOCTL 3a obecrneve-
HWe yBepeHHOCTH, YTO Banupaumsa CooTBeTCTBYeT TpeboBaHUAM HacTosLLero cTaHgapTa.

D.9.1.2 [JononHuTensHoe pykoBOACTBO He MPUBOAUTCS.

D.9.1.3 [ononHuTtenbHoe pykoBOoACTBO He MPUBOAMUTCS.

D.9.1.4 JononHuTenbHoe pykoBOACTBO He MPUBOAUTCS.

D.9.2 AtTectauus yctaHoBMeHHoro o6opyaoBaHus

D.9.2.1 O6opynoBaHue

D.9.2.1.1 [JokymeHTaLus, NogAepXuBatoLLas aTTecTaluto ycTaHOBNEHHOro 060pyAoBaHWS, AOMKHa BKIOYaTb Onu-
CaHWsA U3NYECKMX U SKCTNyaTaLMOHHBLIX XapaKTepUcTMK oBopyaoBaHusS (BKIoMas BCrnomoraTtesisHoe o6opyaoBaHue).
MpvMepaMmn Taknx AOKYMEHTOB MOIYT CMYXWUTb KOHCTPYKTOPCKME creLpdmrKalym, opuriHansel 3akasos, cneyudukanymum
TpeboBaHWi Nonb3oBaTens (TEXHUYECKUe 3afaHuns) U OyHKUMOHasbHbIE cneLudukayuu.

Hanee nepeuncnsoTca NnpuMepbl KOMNOHEHTOB 060PYAOBaHWSA, KOTOpLIE JOMKHEI NOABEpraTbCA arTecTaumn Ans
obecneyeHns yBepeHHOCTH, 4To oBopyroBaHue BbiNo CMOHTUPOBAHO B COOTBETCTBUM C NPUMEHUMBIMU crieLudurkaLmsamm
U MHbIMKM TpeboBaHMAMN:

a) KOHCTPYKL MW Kamepbl U ABepH;

b) ynnoTHWTenbHbIe NPOKNaAKA U COegUHUTENN KOHCTPYKUMU Kamepbl U TpyOHOW 06BA3KM (T.e. cnocobHoCTb nog-
fepxuBaTh cneynduLmpoBaHHbie MakcumarbHble JaBneHne U Bakyym);

C) cUCTeMbl MOAauYu rasoB U XuAKocTel (Hanpumep, Bosgyxa, asora, 3O 1 BoAbl), BKIOYAA PUNLTPLI (€Cnu oHU
ucnone3aytores);

d) cucTeMbl NoAaqmn aNeKTPOSHEPrUU, KOTOpLIE AOMKHLI aAeKBaTHO U HEMPEPLIBHO NOAABUTL NUTaHUe, Heobxoaun-
Moe AN npaBurbHoi paboTel o6opyfoBaHus U Npubopos;

€) cUCTeMbIl ra3oBON LIMPKYMALMK, ECNU TaKOBLIE UCNONB3YIOTCS,

f) cuctembl MHXeKUWK rasa;

g) BakyyMHbI€ CUCTEMBI, B TOM YUCINE HACOChl, CUCTEMBI OXNaX[EeHUs HacocoB N TpyBHaa 06BA3Ka;

h) cucTembl 0TBOg @, KOHTPONSA BEIBPOCOB U CHWKEHWUA KOHLEHTpaLum;

i) NpoYne KpUTUYeckne cUCTeMbl, CNOocobHbIE BNNATL Ha YCNOBUSA BLINOMIHEHUS Npouecca, Tak1ue Kak asToMarusa-
Lms npolecca, cucTembl 6e3onacHocTi u T.Nn.;

j) kannbpoeka nNpubopoB (Hanpumep, AaTHUKOB, CaMONUCLEeB/perncTpaTopoB, MaHOMETPOB U KOHTPOSbHLIX U3Me-
puUTEnbHLIX NPUBOPOB), OCYLLECTBASIOLMX MOHUTOPUHT, yNpaBneHne, UHANKALMIO U 3anUChb TakMX NapaMeTpoB Kak Temne-
paTypa, BNaXXHOCTb, AaBrneHne n KoHueHTpauua 30;

K) AOKYMEHTMpoBaHHLIE NpoLeAypLl aTTecTaLMyM YCTaHOBIIEHHOrO 060pyAOBaHUA, KOTOpbIE AOMKHLI ONUCHIBATD,
KaK cnraHMpoBaH Kaxzblil aneMeHT 3TOoi aTTecTaluun, U Kak oH ByfeT BLINONHATLCA W NepecMaTpuBaTbCcs.

D.9.2.1.2 JononHuTensHoe pyKoBOACTBO MOXHO HaiiTu B JokymeHTe M3OK 61010-2-40.

D.9.2.1.3 JononHutensHoe pyKOBOACTBO HE NMPUBOAUTCS.

D.9.2.2 AtTecTtauus yctaHOBNeHHOro obopyaoBaHus

D.9.2.2.1 MecTo, Ha KOTOPOM AOMMKHO MOHTUpOBaTLCA 0GopyaoBaHUe, AOMKHO COOTBETCTBOBaTb TpebGoBaHWUSAM
BCEX MMEILLMX K STOMY OTHOLLEHME HaLMOHaNbHbIX, pErMOHANbHBIX U MECTHBIX HOPMATUBHbLIX JOKYMEHTOB.

D.9.2.2.2 CnepyeT paccMoTpeTb TpeboBaHUA HaLMOHANBHBIX U MECTHBIX HOPMATUBHLIX JOKYMEHTOB, NPUMEHUMBIX
K oXpaHe 340p0BbS U 3aLWThl OKpyXaloLLell cpefibl B CBETE NoTeHUuansHon skcnosuyum 0.

[nsa sawuTsl 3qopoBes U obecnedeHUs GesonacHOCTM NepcoHana obopyaoBaHue, onpegensiowee atTMocepHble
ypoBHM 3O WNU razoBbIX CMecei, JOMKHO YCTaHaBNMUBaTLCS PSAOM CO CTEPUNIN3ATOPOM W B fHOBbLIX UHBIX MecTax, rae
MOXET BO3HWKATbL yrpo3a noTeHUMUansHOW SKCNo3uLum.

BesonacHocTk B oTHoLweHUM S0 gocTuraeTcs U nogaepxuBaetcsa komGuHayueit hakTopos, BKoYaoLWmx B cebs:

a) NpaBuUIbHYIO KOHCTPYKLUUIO, MOHTaX M o6cnyxuBaHue cuctem n o6opyaosaHus;

b) cootBeTcTBME TpeGoBaHMSIM MPUMEHUMBLIX HOPM OXpaHbl 340pPOBbSA, GE30MacHOCTM U 3aWmThl OKpYXatowlen
cpeasl;

c) paspaboTky 1 BHefLpeHMe NONUTUK U NpoLeayp, nogaepXuBatomx 6esonacHble paboune (NpoU3BOACTBEHHLIE)
NpaKkTuKK;

d) MOHUTOPUHI aTMocepbl B 30HaX, B KOTOPbIX BO3MOXHa akcno3nyma 30,

e) ncnone3oBaHne UHAMBULYalbHbBIX CPELCTB MOHUTOPUHIA NPU BO3MOXHOCTH;

f) 0By4eHmne u BoipabaTbiBaHWe HABLIKOB NepCcoHana;

g) nepvogunyeckuit ayaut obopyroBaHus, NepcoHana u npoueccos Ans obecnevyeHns yBepeHHOCTU B HENPEPLIBHOM
COOTBETCTBUW TEXHUYECKUM creLMbUKaLUaM U MONUTUKaM U NpoLeaypaM yHpeXaeHuUs.

B yuypexaeHusix 3apaBooxpaHeHns attectauusi ycTaHoBneHHoro o6opyaoBaHua 0bbIMHO SBNAETCA OTBETCTBEHHO-
CTbHO W3roTOBUTENSA CTepunnaaTopa, Toraa kak B MPOMbILUSIEHHBIX OpraHn3aLUuax OHa YacTo BbINOMHAETCA CO6CTBEHHLIM
nepcoHarioM Npu y4acTuu npeacTaBuTens U3rotoBuTens. Ecnv attectaums ycTraHoBAEHHOrO 060pyA0BaHUS BBINOMHAET-
CA U3rOTOBUTENEM WUNU TPETLEH CTOPOHON, yUpEXAEHNE HECET OTBETCTBEHHOCTL 3a NOLJEepKaHNe CUCTEMEI ynpaBneHnus
[OKYMEHTUPOBaHWEM W 3@ 3amnucK, OTHOCALLMECS K 3aKymKe U MOHTaxy o6opyAoBaHUs.

D.9.2.2.3 YcnoBust xpaHeHns 30 [OMKHBI COOTBETCTBOBATL pekoMeHfauuam marotoeutena 30 u TpeboBaHUAM
BCEX NPUMEHUMBIX HOPM U MOMOXEHWA.

D.9.2.2.4 [ononHuTenbHoe pyKOBOACTBO HE MPUBOAUTCS.
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D.9.2.2.5 YepTexu, onnucaHusa NpoLeccoB U cxeMbl TpyBHOI 06BA3KM U NpubOpOB A0MKHLI NPOBEPATHCA Ha COOT-
BETCTBME KOHPUIypaLum Ha MOMEHT 3aBepLUEHNsI MOHTaXa M 0BHOBNSTLCA NpU HEOBXOAUMOCTH.

YepTexu n nepevyHn KOMNOHEHTOB U YacTel 060pyaoBaHUsA AOMKHLI BKIOYaTh B cebs:

a) Tpy6Hyto 06BsI3Ky U cxeMbl NpUBGOpHOI 06BA3KM (T.e. CXEMbI NPOLIECCOB M CXEMbI UX OCHALLIEHUS1 KOHTPONBHO-U3-
MepuUTenbHON annapaTypoil);

b) nepe4yHN MHBLIX (OTHOCSILMXCA K MOHTaXy) MEXaHUYECKUX YepTexXel U SNEKTPUYECKUX CXEM C yKa3aHUEM WX
MECTOHAXOXAEHUNS,

€) NepeYeHb KPUTUHECKMX U3MEPUTESNBHLIX MPMBOPOB M YCTPOWCTB, B 0COGEHHOCTM TEX, KOTOPLIE UMEIOT OTHOLLUEHUE
K KOHTPONIO Npouecca, Yok pusnyeckne xapakTepUcTUKU U 3asiBlieHHbIe U3roToBUTENEM CBOWCTBA (HanpuMep, TOYHOCTD,
NOBTOPAEMOCTb, pasMephl, Moenb) A0MKHbI XpaHUTLCA B daiinax;

d) AoKyMeHTaLUnA aBToMaTUK1 UK NporpaMMHoro obecneveHmnss KOHTPoNA npolecca, Heobxoaumas AN NoAAEPX-
KW Banuauuu, B TOM YUCIe CXEMa CUCTEMBI YNpPaBIiEHUs!, CXEMbI YNPaBAIOLEH JTIOTMKU U NpUKNagHOEe NporpaMmHoOe
obecneveHne (KOMNLIOTEPU3UPOBaHHLIE CUCTEMBI M3MEPEHUS U YIIPaBIieHUs), Takoe Kak JIMCTUHIM NPorpamM, CXeMbl Mo-
TOKOB, MHOTOCTYNEHYaTbIe JIOrn4Yeckne CXeMbl, €CIIU OHU NMPUMEHSIIOTCS, U CTPaTernyeckne CXemsl.

D.9.2.2.6 JononHutenbHoOe pyKOBOACTBO HE NPUBOJUTCS.

D.9.3 Artectauma dpyHKUMOHUpPYIOLEro o6opyaoBaHus

D.9.3.1 B oTHoweHnH Bcex Npubopos, UCNonNb3yeMbIX 4151 MOHUTOPUHra, ynpaBneHnUs, UHANKaLMKU 1 3anucu, JOmnx-
Ha 6bITb JOKYMEHTUpOBaHa cneaytoLias MHopMaLUs:

a) naeHTudmrkaumsa npubopa;

b) rpacuk kanubposku:

¢) hakTu4eckan aata Kaxaoii kannbposku ¢ HoOpMaLMeid 0 TOM, KTO ee BbINOMHSAN,

d) nata cnegyiowei kanuGpoBKu.

D.9.3.2 AtTecTauna dyHKUMOHUPYIoLero obopyfoBaHus BLINONHAETCA NGO ¢ NyCTON kamepoi cTepunusaTopa,
6o ¢ ucnonb3oBaHUeM NOAXOAALMX UCTIbITaTENbHLIX Marepuanos ANA AeMOHCTpauun cnocobHocTn obopyaosaHus
obecne4nsatb psg pabounx napaMeTpoB B YCTaHOBMEHHLIX NpeAenax, ykasaHHbIX B cneyudukayum npoyecca. ToT pag
napameTpoB U UX Npefenos AoMKeH BKoYaTh B cebs HavanbHbIi CTEPUNU3ALUOHHLIR NPOLECC, paHee YCTaHOBNEHHLIN
B onpeAeneHvu npolecca (cM. pasgen 8).

ATTecTauusa yHKLUOHUpPYHoLLero o6opyaoBaHUA AOMKHa TakKke onpeaensaTh paboTy CBA3aHHLIX BCNOMOraTenbHbIX
cucteM. Hanpumep, cnocobHocTe ucnapuTens 30 obecneunBaTb MUHUMaNbLHYO BXOAHYIO TemMnepaTypy 30.

CuctemHoe nporpammHoe obecneyeHne (HanpuMep, KOMNBIOTEPU3NPOBaHHLIX CUCTEM U3MEPEHUSA U yNpaBneHus)
B X0f€ BbINOMHEHWS aTTecTaummn yHKLMOHMpPYoLero 06opyaoBaHnsa AOMKHO BbiTb UCNBITAHO BO BCEX BO3MOXHbLIX YCMo-
BuAX c605a. OTBETCTBEHHOCTb 3a BanuiaLuto NporpaMMHoro obecnevyeHns HeceT Nosb3oBaTerb.

ATTecTauusa yHKLMOHUpYtoLLero o6opyaoBaHWs NpW UCMONb30BaHUN paHee ONPEAENEHHOTo LMKNa MOXET BKIHO-
yaTb B cebsa cnegyoLee:

a) chasa NpeaBapUTENbHOrO KOHANLMOHUPOBAHUS:

1) BormkHa 6T onpefenerHa mogesb LUPKyNsaLuid Bosgyxa Yepes 30Hy, KOTOPYHo AOMKHa 3aHUMaTb CcTepunusayu-
OHHas 3arpyska. OTO MOXHO BbINOMHUTL C MOMOLLBIO AbIMOBLIX TECTOB B COMETaHWUMU C pacveToM CKOPOCTe Bo3ayxoobme-
Ha N aHEeMOMETPUYECKUX U3MEPEHUIA;

2) MOHWUTOPUHI TeMMepaTypbl U BAEXHOCTU AOMKEH BbINOMHATLCS BO BCEW 30He NpefBapUTENbHOMO KOHAMLMOHU-
poBaHus B TedeHWe nepuoja BpeMeHU [OCTaToMHO ANUTENBHOro, YToObl MPOAEMOHCTPUPOBATL, YTO UX 3HAYEHUsA NoA-
[epX1BaIOTCA B XenaeMblx AnanasoHax. [orxkHel 6bITb onpeaeneHsl TemnepaTypa 1 BNaXHOCTb B HECKOMbKUX MecTax,
pacnpefeneHHbIX No BCel 30He NpeABapUTEnbHOrO KOHAMLMOHUPOBaHWS,

MpumeyaHue — Cm. tabnuuy C.1 n Tabnuuy C.2, rae AaHbl pekOMeHZaUuK O KONUYeCTBE JaTuYMKOB Temne-
paTypbl ¥ BNaXHOCTW.

b) asza crepunusayum:

1) ecnu BMecTo 30O NCNOMbL3YIOTCH UHEPTHbIE Frasbl, NPW OLEHKE pe3ynkTaToB creAyeT 6paTh B pacyeT pasHuLy B
OTHOCUTENBLHOW TENMOEMKOCTH;

2) pacnpefeneHue TemMneparypbl/BNaXHOCTU: AaTYMKWN TeMNepaTypbl/BNa}HOCTU JOMXKHEI pacronaraTeCa B Takux
MecTax, KoTopble ¢ Hanbonbllell BEPOSTHOCTLIO NPefCTaBAT MakcuManbHbli AuddepeHyman TemMnepaTtypbl, Hanpu-
Mep, PAAOM C He HarpeBaeMbIMU YacTAMU Kamepbl UMK ABEpK, U B MeCTax PALOM C BXOAHBIMW NOpTamu napa unu rasa.
OcTaBlUMecs faTiynKu TemMnepaTypbl JOMKHbLI PAaBHOMEPHO pacnpeiensTbCs No BceMy NonesHoMy oGbeMy Kamephl;

MpumedyaHne — Cwm. Tabnuyy C.1, B KOTOPON JaHbl pekoMeHAaLUun O KONYeCcTBe 4aTHMKOB.

3) npu nccnegoBaHusX arrecTauun yHKLMOHUpPYoLLero obopyaoBaHus ¢ NyCToW KaMepoii Bo BpeMsi Bnycka 90
UMK MHEPTHOro rasa no sanucaM TemnepaTypbl Nocne 3aBeplUeHWs nepuofa ypaBHOBELUMBaHWA B Mofie3HoM obbeme
Kamepbl AOMKHO BbiTb AOCTUTHYTO £3 % OT CpeAHel 3anucaHHoi TeMnepaTypbl KaMepbl B ka0l ToUKe BpeMeHW. Ecnu
nccrnefoBaHUsA BbIMOMHAKOTCA C 3arpyXeHHON Kamepoil, Toraa Aonyck 3 % MOXET oKasaTbCA HELOCTUXUMBIM,

4) CKOpPOCTb YTEYKM Kamepbl (M3MepeHUe BbINonHAeTca Nubo nof BakyyMoM Ans cyGaTtMocdepHbIX LKNoB, 6o
rnof BakyyMOM WNK NOA LaBreHnem Ans cyrnepatMocdepHbIX LMKIOB);

5) cKopocTb pocTa faBreHus Npu BNycke napa Bo BpeMs BbINOMHEHWS daskbl KOHAWLMOHUPOBAHUS,
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6) Temnepatypa BnyweHHoro 30-rasa fomkHa OblTb B NpeAenax cneuudukauum ncnaputens unn Bbille TOYKU
kuneHus 30 (10,7 °C npu aTMocdepHOM JaBrneHun);

7) pocCT AaBMneHUA N CKOPOCTb JOCTUXEHUA (3HaYeHUs) npu Briycke SO U Koppenauus pakTopos, KOTOPbIe UCNOMb-
3YHOTCSA A1 MOHUTOPUHra koHLUeHTpauum 30;

8) rmy6BuHa 1 cKopoCTb JOCTUMXEHNSA Bakyyma npu yaanexnun 30,

9) pocT AaBMNeHUss U CKOPOCTb JOCTUXEHUA (3HAYEHUsT) MpU BRycKe Bo3ayXa (UMK UHLIX rasos);

10) 4Mcrno NOBTOPEHUA 3TUX NOCNEAHUX CTaAui U Ntobble OTNNYNA B YCMELLHbIX NOBTOPaXx;

11) HaAexHoCTb nofja4n hUnNsTPOBAHHOMO BO3AYXa, MHEPTHLIX ra3os, BOALI U Napa;

12) ANs feMOoHCTpaLyn NOBTOPSAEMOCTMN YNpaBneHna JoMKHbI OblTb BEIMOMHEHbB! PEMAULMPYIOLLME LNKIbI;

13) AOMKHO GbITb BEIMOMIHEHO UCCIEA0BaHNe TeMnepaTypbl CTEHKN Kamepbl Ans ybexaeHus B TOM, YTO cuctema
HarpeBa pybalukn obecneynBaeT eguHoobpasve TemnepaTtypbl. KMiccnepoBaHue [AOMKHO XapakTepuaoBaTe TeMNepaTyp-
HbI Npodhunb ANS NOCNeAyroLero NepuojN4eckoro cpaBHeHNA ¢ LENLI0 NOATBEPXAEHNSA NPOAOIMKEHNS apdeKTUBHON
paboTkl cucTeMBI.

¢) pasa aspauuu:

1) MpwW BLINONHEHUN aspaLnmn JorkeH ObITb onpefeneH TeMnepaTypHbliA NPodub 30HEl aspauun TEM Xe Cro-
coboM, KOTOpLIA peKoMeHL0BaH AMA 30HbLI NPpeABapUTENbHOMO KOHANMLMOHUPOBaHUA. JomkHbl GbITh Talkoke onpeaeneHsl
CKOPOCTW 1 MOAENWN BO3AYLLHBLIX MOTOKOB, NPOXOASLLMX Yepes 30HY.

D.9.4 ATtTecTauusa akcnnyatupyemoro o6opynoBaHus

D.9.4.1 O6wana nudopmauus

ATTecTauus aKkcniyaTupyemoro o6opyoBaHusi COCTOUT M3 TLaTenbHbIX MUKPOBUONOrUYecknx U nuan4ecknx nc-
NbITaHUIA, BbIXOAALLMX 3@ paMKU PYTUHHOTO MOHWUTOPUHIa, Liefblo KOTOPLIX ABMSETCA JeMOHCTpaLua ahheKTUBHOCTHU U
BOCMPOU3BOAMMOCTH CTEPUIU3ALMOHHOIO NpoLecca. ATTecTauyus aKkcnnyaTupyemoro o6opyAoBaHns 0bblMHO HE Ha4uHa-
eTcs, noka He ByayT 3aBeplueHbl U 0400peHbl UCNBITaHUs aTTecTaumnii YCTaHOBNEHHOro U dhyHKLMOHUpYtoLLlero oBopyao-
BaHWsA. KpuTepun npMemMneMocTu JOMKHbl BKITOYMaTb COOTBETCTBME cheLuduKalMaM napaMeTpoB CTepun3aLMoHHOro
npotecca n MUKpoBUoNorm4eckoin Harpysku. [leicTena B pamkax atTecTayun aKkcniyatupyemoro o6opyaoBaHusa AOMKHbI
ObITb YETKO M ACHO onpefeneHbl B MMCbMEHHOM AOKYMEHTe (Hanpumep, B NpoTokorne). Tam, rae aneMeHThl aTrecTauun
3KcnnyaTupyemoro o6opyfoBaHus BeIMOMHAKTCS TPETEUMU CTOPOHAMMU, 3T CTOPOHbI JOMKHBI 0406PATL COOTBETCTBYIO-
Lne JOoKyMeHTbl. CM. 4.1 n 4.2,

D.9.4.1.1 JononHutensHoe pyKoBOACTBO HE NPUBOAUTCS.

D.9.4.1.2 Cm. AAMI TIR 28:2009 [26].

D.9.4.1.3 [JononHutenbHoe pyKoBOACTBO HEe NPUBOAUTCS.

D.9.4.1.4 B xoge cneunduunpoBaHnsa NpeacTaBNeHnss NpoayKTa AOMKHbI paccMaTpuBaThCsl Kak KoHdurypauus
3arpysku (cocTas 3arpysku), Tak U pasMeLLeHe U3aenuii BHyTpu 3arpy3ku.

TuUNn4HbIe NapameTpbl 3arpy3ky, noanexawyme onpeaeneHuto, MoryT BKIO4aThL KOHGUrypauuio WwrabenuposaHus,
o6LUyto MNOTHOCTb, pasMepkl, COCTaB MaTeEpPUanoB, a Takke UCMonb3oBaHWe W TN o6epTku nannet. KoHdurypauus sa-
rpy3kn AomkHa AOKYMEHTUMPOBAaTLCA ANA KaxXAoro crepunuaartopa. ECnu pyTUHHas ctepunuaauns COCTOUT M3 3arpy3ok
NpoAyKTa MeHbLUWX, YeM NONHasa Kamepa, Toraa Mukpobuonorndeckne U puNHecKne nccriefoBaHus arTecraLum aKcnny-
aTupyemoro o6opyAoBaHUA AOMKHbI BKOYaTb B ce0A U MUHUMaIbHBIE 3arpy3ku.

PaamellieHre npoayKTa Takke AOMKHO BbITb cneLmduumpoBaHo. B 601bLKX NPOMBILLNEHHBLIX CTEPUM3ATOPax 3TO
OTHOCMUTCS K pa3MeLLieHnio nanneT, kopobok nnu GonbLumnx nakeToB. [ns MEHbWWX CTEPUNIU3ATOPOB, KOTOPLIE UCMONb3Y-
HOTCA B YUPEXAEHUAX 3APaBOOXPaHEHUN, 3TO OTHOCUTCS K PpacnonoXeHNIO KOP3UH, YNaKoBOK U XXECTKUX KOHTERHEpOB Ha
CTEPUNU3ALIMOHHBIX TENEXKaxX NN Apyrux HOCUTENsx.

MpoAyKT U 3arpyska, ucnonb3yemele NpU aTTecTaunu aKcnnyaTupyemoro o6opyaoBaHus, AOMMKHLI 6bITh, MO MeHb-
LIe Mepe, HAaCTONBKO Xe TPYAHO CTepunuayemsl, kak Hanbornee TpyaHas ANSA CTepunu3aLum 3arpyska, KOTopyio npegno-
naraetcs o6pabaTbiBaTh B 06bIYHOM NPON3BOACTBEHHOM LK. 3arpy3ka MOXET COCTOSTL U3 MPOAYKTOB MU MaTepuanos,
UMEIOLLNX XapaKTEPUCTUKN, NOAOBHBIE XapaKTepUCTUKaM PYTUHHO CTepUnM3yemoil 3arpysku. MameHeHus B KoHdUrypa-
LK 3arpysku mMoryT BAWATL Ha NeTanbHOCTb CTEPUNU3aLMOHHOro npouecca. BaxHo, 4Ttobbl NpueMnemblie KoHdUrypauun
3arpysku 6einn cneunduunposaHsl. Ecnu gonyckatotesi pasnuuHbie KOHGUIypaumy 3arpysku, To KOH(UIypaLumsi, Mcnonb-
3yeMasi B XoAe aTTectauum akennyaTupyemoro o6opyaoBaHus, JoMKHa NpefcTaBnATb Hanbonee TpyAHO CTEPUIU3YEMYIO
KOHpUrypaLmio, Unu AonXKHa NMETb XOPOLLIO W3BECTHYIO B3aUMOCBS3b C TPYAHO CTEPUNU3yeMoii KoHdUrypaumei. HekoTto-
pble Hebonblune U3IMEeHEeHUs pa3mepa 3arpy3ki MOryT OLIEHUBATLCA Kak HE UMEIOLLUE 3aMETHOrO BITUSAHUS.

B xope atTecTauuu skcnnyatmupyemoro obopynoaHusi MOryT 6biTb BEIGpaHb! iBa TUMa 3arpy3Ku:

a) npofaBaemblil NPOAYKT;

b) HenpogaBaemblit NPOAYKT UMK NOAXOAALLMUIA UCMILITATENBHLIA MaTepuan.

D.9.4.1.5 Korpa 3arpyska cocTaBnsieTcsl M3 NPOAYKTOB, TaKUX, KaK XUpypruieckue Habopebl, UrTbl pasnuyHoro pas-
Mepa W ANWHbI, pa3Hoobpa3sHble ynakoBKK W pasnuyHble pu3ndeckne Macchl, cofepxalume pasHble Matepuarnbl (Hanpu-
Mep, NMacTUKW, MeTannkl, TKaHb 1 T.M.), BaXHO BepuduuMpoBaTb KOHMUIypaLmio 3arpy3ku, MOCKOSbKY STU Matepuansi
MOryT BeCcTh cebs HeoAMHAKOBO NpU HarpeBe B Xofe NpeABapUTENIbHOTO KOHANLIMOHMPOBAHUSA U KOHAULIMOHNPOBaHUS.

D.9.4.1.6 B pononHeHne K pacCMOTPEHNIO MakCcUMarnbsHOro/MMHUManbsHOro pasmepa 3arpysku [cM. D.9.4.1.4 (npu-
noxeHue (D)] u acpdpekTos npogykra [cm. D.9.4.1.5 (npunoxenue D)] Banuaauumsa coctasa 3arpy3ku npu paspabortke npea-
cTaBuTenNs Haubonee TpyAHOI 3arpysku JOMKHA yUUTLIBaTH Mtobble LUIMPOKO BapbUpyeMble XapaKTepUCTUKN PYTUHHO CTe-
punNu3yeMbIX Matepuanos/ynakoBoK 3arpy3ku.
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MpoaYyKT N MUTUPYOLWME ero MaTepuarsl, UCMoNbL3yeMble B BanuAaLMoHHLIX 3arpy3kax, AOMKHbLI NpeacTaBnsaTh
Te NPOAYKTbI U MaTepuansl, KOTopble TUMNYHBI ANS CO34aHus Hanboree TAXeNbIX yCNoBuiA ANA NeTanbHOCTK (HanpuMep,
ANA NPOHUKHOBEHUA Tenna, Bnark u auddysun raza 30; NNOTHOCTbL). BHUMaHWe AonXHO 6bITb YAENEHO BKIOYEHUIO Ma-
Tepuana 3arpy3skn ¢ 3aMeTHO N3MEHSIOLLMMMCS XapaKkTepucTMKamiu, TakuMm Kak: abcopbupytowme maTtepuarnsl, 6apbepsbl
Anddysuun (TBepable MaTepuansl), repMETUYHO YNakoBaHHbIE XUAKOCTU, KOHTeWHepb! U T.N.

D.9.4.1.7 JononHuTenbHOe pyKOBOACTBO He MPUBOAMTCS.

D.9.4.1.8 Ecnu B xofe atTecTauum akcnnyatupyemoro obopyioBaHus 3arpyska 4ofmxHa MCNonNb3oBaTLCA HEOAHO-
KpaTHO, OHa AomkHa 6biTb aspUpoBaHa U ypaBHOBeLLeHa 10 YCIIOBUIA OKpyXatoLel cpeabl 40 Ha4ana cneayioLLero LK-
na. MNMocne NOBTOPHOro UCNONL30BaHUA NMPUIOAHOCTL 3arpy3kun K AanbHehLueMy UCNoNb3oBaHWUIo foMkHa GbiTb OLeHeHa.
A3pauns mexay 9KCnosuuMsMMU AOIKHa rapaHTUpoBaThk, YTo ocTatkn 30 B 3arpyske He MOBMUAOT Ha Guonormyeckuin
nHaukaTtop. Ecnu BpemMs ypaBHOBELLMBaAHWS OKaXETCHA HEJ,0CTaTOUHbIM, 3arpy3ska MOXET OKasaTbCA Tennee HopMarbHbIX
nokasatenen oKpyxatuweh cpefibl, UKW ee BNaxXHOCTb MOXET OKa3aTbCA HUXe HOpManbHLIX ycnoBuid. Nio6aa n3 atux
CUTyauuWit BbIRACT faHHble, KoTopble He ByAyT npefcTaBUTENbHBIMUA ANSi HOPManbHOro NpousBoAcTBa. CNULWKOM BbICO-
Kaa HavanbHas TemnepaTtypa NpuBefeT K HepeanuCTUYHO BbICOKON CKOPOCTU YEMBKW. CANULLIKOM HU3Kasa BNaXHOCTb, Mpy
KOTOPOW KOHTPOSMbHLIE CNOpbI OKaXyTCs BLICOXLUMMM, MPUBEAET K HEPEeanMCTUYHO HU3KOW ckopocTu yousku. Cnuikom
BbICOKasn BNaXXHOCTb, BO3HUKalOLWas TaM, I[ie ToUKa pockl OKpyXaloLlel cpeabl Bhile, YeM Yy NpoayKTa W/unu 3arpy3ku, B
CoYeTaHUN ¢ NOBLILLEHHOR TeMrnepaTypoil NpuBeAeT K 0bpa3oBaHuMio B 3arpyske KOHAEHcaTa, YTo B CBOK odepeab Nnpu-
BeAET K HU3KON U OLIMBOYHON cTeneHn yomBKu.

D.9.4.1.9 JononHutenbHoe pyKOBOACTBO HE NMPUBOAUTCS.

D.9.4.1.10 JononHuTensHoe pyKOBOACTBO HE NMPUBOJUTCA.

D.9.4.2 AtTectaums aKkcnnyarupyemMoro obopyaoBaHMA — MUKpOOHonornueckue nccnenaoBaHua

D.9.4.2.1 Pesynbrathl, NonyyYeHHbIe B Xof€e ornpeAeneHns npouecca U (rae NpuMeHUMo) B Xofe atTectauuin ycta-
HOBNEHHOrO U (PYHKLUOHUpPYIoLero ob6opyAoBaHus, AOMKHLI MCNONL3OBaTLCA ANA 33aHWUA NapaMeTpoB MUKpoBuono-
rmyeckux uccneposaHuit. KrtoueBbIM napameTpoM SIBMSIETCA ANUTENBHOCTb 3KCMO3MLWUKN, KOTOpas BapbUpPyeTcs B XoAe
MUKpoBuonorudeckoi artectayumn. [ipyrue napaMmeTpbl MOryT HacTpauBaTbCs MO HEOBX0AMMOCTU ANA obecneqeHns yBe-
PEHHOCTU B TOM, YTO MUKpoBuMornornyeckas atrectayus obecneunBaeT MEHbLUYIO NIETANIBHOCTb, YEM HOPMarbHbIA NPoU3-
BOJCTBEHHbI NpoLecc. HanpuMep, TeMnepartypa, BNaXHOCTb W/Wnu KoHUeHTpauusa 3O MoryT 3afaBaTbCA MEHbLUKE, YeM
HWXHWe npeaentl Anana3oHOB 3TUX MapamMeTpoB AMS HOPManbHOro nNpouecca. 3To 06ecneynT yBEPEHHOCTb, YTO Ntobble
Habrogaemble 3Ha4YeHUsi B npegenax cneyuduumpoBaHHOro guanasoHa AaayT NnpueMnemyto neTanbHoCTb.

MukpoBuonornyeckue uccrnefoBaHus atTecTaLmu aKkCNNyaTUupyemMoro o6opyaoBaHUS AOMKHBI BEINONHATLCA € NPO-
LYKTOM, UMEIOLLMM paBHYto Unn Bonee HU3KYLO TeMnepaTypy Mo CpaBHEHUIO C TeMNepaTypol, cneynduyupoBaHHol Ans
npoayKTa npu BXOAE B 30HY MpefBapuTENbHOro KOHAWLMOHUpoBaHUs. Ecnu oxmnaaeTcs, YTo HayanbHasi TeMneparypa
npogyKTa MoXeT UBMEHSTbCS, Hanpumep, W3-3a TPaHCMOPTUPOBKY €ro ANs CTepunu3auun B yaarneHHoe NoMeLleHue, To
pacyeTbl aTTecTalMOHHbIX MCCNefoBaHWA AOMXHbI Y4UTLIBATE 3TY BO3MOXHOCTb.

[nsa dpakuMoHHBIX LMKIoB (cy6-neTanbHblil MM NOMOBUHHBIN LMKT) MOXET OKasaTbCs HeoBXOAUMbIM YKOpOYeHue
no BpeMeHn (a3, UCMoNHAEMBIX Nocne 3KCMO3ULIMK, UK n3BnekaTb Guonornyeckne MHLMKaTopbl 40 Hayana a3kl aspa-
uuu, nnbo n3enekaTe UX Nocrne cokpalleHHoil dasbl aspauun. 3To Aenaetcsa AMs MUHUMU3ALMN «OCTaTOMHOW YOUBKM»
Buonoruyecknx UHaMKaTopos TeM DO, KOTOPLIA OCTaeTCA B 3arpyske Bo BpeMs aspauuu. MNpu cokpalleHnn das, cnegyto-
LMX Nocre SKCo3nLum, crefyeT NPMHUMaTL BO BHUMaHWe Takue dakTopel, kak 6esonacHocTb onepatopa. MapameTpsl,
BblGpaHHble 4118 MUKpoBUOnorniecknx nccresoBaHunii, 3a UCKIIOYEHNEM ANMTENBHOCTU 3KCMO3NLMK, AOIKHBI OCTaBaTLCA
hUKCUPOBAHHBIMU Ha BCE BPEMSI BBIMONMHEHWUS 3TUX UCCreAoBaHUA.

MpuMmedaHue — Cneayer yaenuTb BHUMaHWe HanU4uto NonoXeHUn 1 HOPMATUBOB, [EWCTBYOLLMX B HEKOTO-
pbIX CTpaHax B OTHOLLEHUW 3Kcnosuuumn nepcoHana 0.

D.9.4.2.2 Mukpobuonoruyeckas Harpyska, onpeaeneHHas B MUKpOBUONOruYecknx nccrneoBanusx, formkHa ObiTe
paccyuTaHa Ha nonyyveHune Tpebyemoro ypoBHs obecneveHns ctepunbHOCTU. NSt AOCTUKEHUST 3TOW Lienu NpUHATO UC-
none3oBaTe YKIT Unu npogyKkT «XyaLlero cny4yas» Ans npefcraBneHns ceMeictse npogykros 0.

YK AomkHel noMeLLaTbes BHYTPU KOPOoBku (ynakoBKW) NpoAyKTa U paBHOMEPHO pacnpeaenaTbes BHYTPU CTepun-
3aLMOHHOI 3arpy3ku, HO NPW 3TOM pacnpeaerneHne omKHO oXBaTbiBaTb T€ MECTa, r4e YCNoBus cTepunusauum Hambonee
TPYyAHOAOCTWXUMBI. MecTa pa3smeLLeHUs AOMKHbI BKITHoYaTb U TOYKK, BeIOpaHHble AN MOHUTOPUHIa TeMnepatypsl. Ans
3arpy3oK, HaxoAsLLMXCA Ha nanneTax, 3T MecTa pasMeLleHUs JOMKHbI BKIoYaTk B cebA BEpXHUE U HUXKHWE YacTu nan-
neT ANA y6exneHWs, YTo oLeHeHbl ByAyT BCe BOIMOXHbLIE PAacCCNOEHNS BHYTPU Kamepsl.

PykoBogcTtso no BeIGopy Konuyectsa o6pasLioB cm. B Tabnuue C.3 (npunoxeHue C).

D.9.4.2.3 [ononHutenbHOe PyKOBOACTBO He NpMBOAUTCS.

D.9.4.2.4 Ecnu ana onpeaeneruns npouecca bbina ncnones3oBaHa paspaboToyHas kaMepa, criefyeT pacCcMOTPeTb
yCTaHOBMNEHWe B3aUMOCBA3N MEXAY AaHHbIMW UCCnefoBaHU B pa3paboToOYHON Kamepe U JaHHBIMU, NOMyYeHHbIMU U3
MPOU3BOACTBEHHON Kamepbl. PaspaboTka KpuBbIX MUKPOBUONOrMyeckoi HaKTUBaLMK He BCErfa BO3MOXHa B NPOU3BOA-
CTBEHHbIX KamepaXx Mo NpUYnHe UX Pa3MEPOB U BPEMEHW, 3aTpaunBaeMoro Ha MHXeKUMIo 1 oTkadky OO. OTu gnuTenbHble
WHXEKLMW 1 BPeMsA OTKauKu [0 BaKyyMa OorpaHU4MBatoT BOSMOXHOCTE JOCTUYL TpebyeMoro dpakLMoHHOro BoCCTaHoBIe-
HWSA opraHM3MOoB-UHAKNKATOPOB. Takue KpUBbLIE MHaKTMBaL MM MOryT BbITh paspaboTaHbl B pa3paboTo4HOW kaMepe, cnocob-
Hol o6ecne4nTb 3KBUBANEHTHLIE NapaMeTphl, B 0COBEHHOCTU KOHLEHTpaumio 30, ucnonb3yemyto B MPOU3BOACTBEHHOM
kamepe. MeToabl [eMOHCTpaLuK B3aUMOCBA3N MeXAY AaHHbIMU OT pa3paboTo4YHO W MPOU3BOSCTBEHHO Kamep BKItoYa-
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10T B ce6a cpaBHeHWe nU3nMyecKoro Npocuns U cpaBHEHMe MIOTHOCTU 3arpysku. YCNoBWSI CTEpUnusaLym, cosfaHHole B
pa3paboTouHOi kaMepe, JOMKHbLI CpaBHMBATLCA C (U3NYECKUM NpoduneMm, NofyvyeHHbLIM B MPOU3BOACTBEHHOW Kamepe.
CpaBHeHWe neTanbHOCTW, AOCTUIHYTON B pa3paboToMHON U NMPOU3BOACTBEHHON Kamepax, AOMMKHO NPMHUMATL B pacqeT
pasHULY B ANUTENBHOCTAX MHXeKLMIA razoobpasHoro 30 U B ANUTENBHOCTSAX OTKayek Ans obenx kamep.

D.9.4.2.5 Cm. AAMI TIR16:2009 [25], nyHkT 4.3.2.

D.9.4.3 Artecrauus skcnnyarupyemoro o6opyaoBaHus — pusmyeckue nccneaoBaHus

NMpumeyaHue — [Ons uaeHTUduUkaumm dakrtopoB, HeobGXoAMMbIX ANSl OLEHKW B XOAE artectauuu aKCrly-
aTupyemoro obopygoBaHWsi, MOFYT WUCMONb30BaTLCSl pe3ynbraThl, MOMyYEHHbIE W3 aTTecTauuu YHKLMOHUPYHOLLEro
ob6opyaoBaHus.

D.9.4.3.1 Ecnu B nto6oM 13 3TuX Luknos ByayT HapyLleHbl Tpe6oBaHUA K CTEPUINIBHOCTU UMK (PYHKLMOHANBHOCTH
NpoayKTa, A0MKHO BbITb NPOBefeHo paccrieoBaHue ¢ Liesbio onpeaeneHnsi Heo6xoaMMOCTU BLINONIHEHUS AOMNONMHUTENb-
HbIX aTTeCTaUWUOHHBIX LMKIOB. Ecnu npoueccHble napaMeTpbl He MOTyT 6bITh NoaepxaHbl B 3aflaHHbLIX Npefenax, Takke
cneayeT NpoBeCTH paccriefjoBaHue npuinH. Ecnu 6binu BHeceHbl U3MeHeHus/MoandUKaLumu, JONoNHUTENBHbIE LUKIbI
MOTYT CTaTb HEOBXOAUMBIMM.

D.9.4.3.2 dusnueckue nccrnefoBaHns JOMKHbI NMPOBOAUTLCS C MOAESISIMUA 3arpy3kn U pasfeneHusiMi nanser, cre-
UUh1LUpOBaHHBEIMU B JOKYMEHTUPOBaHHLIX Npoueaypax. [ns 60onbwmnx 30H NpeABapUTENLHOTO KOHAULMOHMPOBaHUS, I e
Hebonbluasn 3arpy3ka He oKasblBaeT 3aMETHOMO BMUSIHUSA Ha AUHAMMKY B 30He, HET HEOBXOAMMOCTM (M 3TO flaxe MOXET
6bITb HENPAKTUYHO) BLIMOIHATL UCCIEA0BaHUSA B 30HE NPEABapUTENBLHOIO KOHAULIMOHUPOBAHUSA C pa3HLIMUA COCTOSIHUSIMU
3arpysKu.

PykoBOACTBO MO BLINOMHEHUIO (PU3NYECKUX UCCIEAOBAHWUI aTTecTalumn aKcniyaTupyemoro obopyoBaHUS B 30He
npeABapuTENbHOrO KOHAMLIMOHUPOBaHUS OTHOCUTCS TakKe U K aTTecTauun KOHAWLMOHMPOBaHWUA (HanpuMmep, BO BpeMs
cTepunusauum). MMHMUManbHO HeobxofUMOe KONMUYeCTBO AaTYMKOB NpuBoauTcs B Tabnuyax C.1 n C.2 (npunoxeHue C):

a) JOMNoNHUTENLHOE PYKOBOACTBO He NPUBOAMTCS,

b) BaXHO ycTaHOBUTbL M BHECTU B OTYET AManas’oHbl TEMNepaTypbl MPOAYKTa M BNaXXHOCTU CTEPUIU3ALMOHHOM
3arpysku rocrie BbiJepxku B TedeHue cneyuduuupoBaHHOro BpeMeHU NpeaBapuTEnbHOrO KOHAULMOHMPOBaHUS (ecru
ucnone3ayercs);

C) BO BpeMsi nepeHoca NpoAyKTa U3 30HbI NpefiBapUTENbHOrO KOHAULMOHMPOBaHUSA (ECNU UCMONb3YeTcsA) B KaMepy
cTepunusaTopa MoryT ObITb HapyLLEHbI YCIOBUS TEeMNEpaTypbl M BIAXHOCTU NpoAykTa. BaxHo, utobbl 3ToT adhdekT 6bin
y4YTEH BO BpeMs aTTecTaluu aKkcniyaTupyeMmoro o6opyaosaHua nyteM obecneveHusi Toro, Ytobbl BpeMsi nepeHoca, crne-
unduLmMpoBaHHoe ANA aTTecTaumm, oTpaxano MakcumanesHoe cneynduumposaHHoe BpeMa NEpeHoca BO BPEMSA PyTHH-
HO cTepunusauu,

d) AaTyvMKK TemnepaTypbl W BRNaXXHOCTU JOMKHEI pacrnonaraTbCA BHYTPU CTEpUNbHOW GapbepHoit cucTeMbl Unu
MeXAY efWHUYHBIMU YakoBKamu B CTEPUNU3aLMOHHON 3arpyske. Ecnu ncnonesyeTca npeasaputenbHoOe KOHAWULMOHM-
poBaHue, NPOAYKT JOMKEeH eMy NOABEPrHYTLCA B paMKax cneuuduLupoBaHHoro BpemMeHn. Ecnu npeasapuTenbHOe KOH-
AVLVMOHMPOBaHWE He UCMOMBL3YETCH, TeMMepaTypa U OTHOCUTeNbHasA BNaXHOCTU BHYTPU 3arpy3ku AOMKHEI OCTaBaThLCs B
3aflaHHbIX Npefenax fo OKOHYaHUs ¢asbl KOHAULMOHUPOBaHNUS LIMKNA.

Mpodune TemnepaTypbl U OTHOCUTENEHOW BMNaXHOCTU BHYTPU CTEPUNM3ALIMOHHON 3arpy3kn AomKeH ObiTb OLeHeH
3a Bpems, NoTpebHoe ANs AOCTWKEHUS CTEPUNN3ALMOHHON 3arpy3koi MUHUMankbHbIX 3apaHee onpeAeneHHbIX 3Ha4YeHUi
TemnepaTypbl ¥ BNaXHOCTK.

B oTHoLLEHWM NpoayKTa crefyeT paccMOTPETh pasMeLleHne AaTYNKOB BIaXXHOCTU B TEX 30HaX 3arpy3kun, KoTopble ¢
HaunbornblLUel BEpOATHOCTBIO MOMYT UCTbITLIBATL KorebGaHns BNa)XHOCTW, HanpuMep, UEHTPLI ManneT, KpOMKW NanneT u no-
BEepXHOCTU. Bo Bpems aTTecTayuu sKcnnyaTupyeMoro obopyfoBaHUs 4aT4uKy BNaXKHOCTU JOMKHEI pa3MeLLaTbCs BHYTPU
yNakoBOK (re BO3MOXHO), HAXOAALMXCH BHYTPU 3arpy3ku. 3TOro MOXHO AOCTUYb, pasMellasn faT4uMKW BHYTPU CTEPUrb-
Hoii 6apbepHO cMCTEMBI U MEXAY E€AVHUYHBIMU YNaKoBKaMU B CTEPUNU3ALMOHHON 3arpyske.

e) [oMNoNHUTENBHOE PYKOBOACTBO HE NPUBOAUTCS;

f) ecnn npumeHsieTcs NapaMeTpuUYeckuii BbIMYCK, AoOSKeH ObITb OLeHeH Npodub KoHUeHTpauun 30 gns Bcero ne-
pvoAa BbISEPXKKN MOA BO3AEHCTBMEM rasa ¢ Lienbio onpeserieHns USMEHEHW KOHLEHTPaLUn Ha NPOoTSKeHWM Beeil dasbl;

g) [OMNOMHUTENBHOE PYKOBOACTBO HE NPUBOAUTCS;

h) fononHUTenLHOe PYKOBOACTBO HE NMPUBOAMUTCS;

i) AaTYMKN TemMnepaTypbl BHYTPW 3arpy3kn JOMMKHLI pa3MeLlaThCcs B MECTaX, B KOTOpbIX Haubonee BEpPOATHLI Hau-
Gonblune konebaHWa TemnepaTypel. B 4MCno 3TUX MeCT AOMKHEI BXOAUTE rOpsYMe 1 XOMNO4HbIE TOYKM, ONpPeAeneHHLIe B
xofje aTTecTaumu yHKLUWOHWpYtoLlero obopygosaHvs. KoopanHaTel ropsymx U XONOAHbBIX TOHMEK BHYTPW 3arpy3ku MoryT
3HaYUTENBLHO OTMMYaTLCHA OT KOOPAUHAT TEX XKe TOYeK B NyCToi kamepe.

Bo Bpems aTtTecTauum skcnnyaTMpyemoro o6opyoBaHus BaXHO Y4eCTb B3aMMOCBS3b MeXZY TemnepaTtypoi 3a-
rPy3Kk1 1 TemnepaTypoi Kamepel € Lienkto oBecnevnTs agekBaTHyO TeMNepaTypy 3arpy3ku Bo BpeMS BbINONHEHUS PYTUH-
Horo npouecca. Ecnn B cTepunu3aUnoHHON KaMepe ycTaHaBNMBaKTCA AaTYUKK, U B TO Xe Bpemsa ucnonbayetcs 100 %
30 unu noTeHUWanbHO NEerkoBOCnnaMeHsAoWasca CMeCb-CTEPUNU3YIOLLMIA areHT, AaTYMKU TeMMepaTypel U BraXHOCTH
JOMKHbI BbITb UCKPO- M B3pEIBOGE30NACHEIMY UMW UMETb B3PLIBO3ALLMLLEHHYIO KOHCTPYKLMIO. OTU 4aTUMKKU TaKxKe JOMXKHbI
ObITb dYHKLMOHaNEHO coBMecTUMBIMU ¢ 30O U NiobbiMU razamu-pasbasutensamuy;
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j) TeMnepaTypa BHYTPW CTEpPUIM3aLMOHHOW 3arpy3kn BO Bpems MpoLecca aspauun AOIDKHa U3MepsATbCes Yepes
MepuvoA BpeMeHM, HeoBXOANMBIA ANt AOCTUXKEHUST CTEPUIM3aLIMOHHOI 3arpy3Koil NpueMnemMblX ocTaToqHbIX YypoBHel S0,
U U3MepATLCS Yepes Nepuos BpemMeHu, HeobxoauMbli A4NnA cTabunusauum TemnepaTypbl CTePUU3aLMoHHO| 3arpysku.

MpuMedaHUne — BTO MOXET BbITb YCTAHOBMEHO B X0OA4E AOMNOSNHUTENBHBIX UCCefoBaHUA Nocne 3aBepLueHns
aTTecTayum akcnnyaTnpyeMoro o6opynosaHus.

D.9.5 PaccMmoTpeHue (aHanus) u yTBepxaeHue pesynsratoB Banuaauum

D.9.5.1 [ononHUTenbHOe pyKoBOACTBO He MPUBOAMUTCS.

D.9.5.2 MobLle HecooTBETCTBUS, 0OBHApYXeHHbIE B X0z e npoLecca Banuaaumu, JoMmKHbI [oKYMEHTUPOoBaTLCA, a UX
BO3/leiiCTBUE Ha pe3yneTaThl BanuaaLyumn JOMKHO ObiTb onpeaeneHo U 3aJ0KyMEeHTUPOBaHoO.

D.9.5.3 O6bl4HO OTHET 0 Banuaauuu ogobpsietcs (yTBepxaaeTcs) HasHa4eHHbIM OTBETCTBEHHBIM NULOM (Nuuamm),
KOTOpOe yKa3aHO B NpOTOKONe Banuaauuu.

D.9.5.4 OtyeT 0 BanuaaUumn AormKeH Taloke BKITlo4aTh B cebs (Mnu gaBaTh CChINKK Ha) crnegyioLee:

- cneyundukaumun cTepunusaTopa u cTepunuaaLmoHHoro npoecca:

a) AaHHble aTTecTauuil yCTaHOBMEHHOro U PyHKLMOHMpYtoLLero o6opyaoBaHusi;

b) 3anucu aaHHbIX (PU3NYECKUX U MUKPOBUMONOrMYECKMX) NO BCEM BLINOMHEHHBIM LMKIaM aTTecTayuu akennyaTu-
pyemoro o6opyaoBaHus;

) AoKa3aTenbCTBa TOro, YTO BCE U3MepUTENbHEIE NpMbophl, perucTpaTopbl/caMonucybl U T.N. 6binu oTkanubposa-
Hbl U paboTanu B Npeaenax cBoux cneuudukaLuii;

d) nonoxeHuns o 6yayweM nepecMoTpe UIu NOBTOPHOI aTTecTauuu;

€) BanuaaLUnoHHble NpoToKoNbI/NpoLeayphl;

f) AOKyMeHTUpoBaHHbLIe NPoLUeAYyphl, KOTOpblE UCMONb30BaNUCh [AN1A Banuaaumul;

g) AOKYMEHTUpOBaHHble paboune npoueaypbl C YKasaHUeM MpeAernbHbIX 3HaYeHWIA ANa ynpaBneHWs U KOHTpons
npouecca;

h) ecnu 6bINK 0TMeYeHbl c60uM — onucaHusa Npobrem, NpeANpUHATLHIE KOPPEKTUPYIOLLME AeACTBUSA U BAUSAHWE Npo-
usoweaLwero c60s Ha Uenu Banuaauum,

i) ecrnn MpPon3oLWno OTKNOHEHWe OT NPOTOKOMNa — NOAPOBGHOCTU 3TOMO OTKIOHEHWUS U OL|EHKa €ro BAUAHUA Ha Banu-
fauuio U ee pesynesTarhl.

D.9.5.5 MapameTpuyeckunii Bbinyck — 310 crnocob BbiMycka NpogyKra, NpyM KOTOPOM NPOAYKT CHATAETCA CTepUnb-
HbIM, €CIN BaXKHeiLLne husn4eckme napameTpsbl npoLecca COOTBETCTBOBANM cneLdmkaLmam, yCTaHOBIeHHBIM BO Bpe-
MS Banujauuu fJaHHoro cneuuduyeckoro npogykra (MpOAYKTOB) B onpeAeneHHoi 3arpy3ke. [apaMeTpuyeckuii BeInyck
GasupyeTcst Gorblue Ha JOKYMEHTUPOBaHHOM NEPecMOoTPe 3anuceit o npoueccax, Yem Ha NpoBepke GUoNorMyeckux UH-
aukaTtopos unu YKI1.

MoxeT noHagobuTbcs BblpaboTka 3Ha4eHUA U LONYCKOB ANA OTHOCUTENbHOM BNaXHOCTU U KoHUeHTpauuu 30 no-
Crle pacCMOTPEHUs 3apaHee ONpeAeneHHoro Yiena pyTUHHLIX LMKoB. Bo BpeMs aToro oueHo4Horo nepuoga 6uonornde-
CKWe WHAMKaTOpbl MOrYT UCNOMb30BAaTLECA KaK YacTb PYTUHHOMO MOHWTOPMHIa U KOHTpons o6paboTaHHbIX 3arpy3ok. O60-
CHOBaHWe BbIOpaHHOro Y1cna LMKIoB JOMMKHO BbiTb OLEHEHO U 3anucaHo. Ha 3To MoryT BUSTE efnHooOpas3ue 3arpysok,
yXXe UMeloLLnecs flaHHbIe, Ce30HHbLIE N3MEHEHWs UMK YacToTa CTepUnnaauunii.

O0-cTepunnaaTopel, UCMONb3yeMble B YUYPEXAEHUSAX 34paBoOOXpaHeHuUsi, MoryT BbiTb HEAOCTaTOMHO 060pYyAOBaHHI
Ln§a Toro, 4To6bl NO3BONUTL NPUMEHUTL NapaMeTpUHECcKUii BeIMYyCK NpogyKTa.

D.9.5.6 [dononHuTensHoe pyKkoBOACTBO HE NMPUBOAUTCS.

D.10 PYTUHHbLIWi MOHUTOPWHT N yNpaBreHue

D.10.1 QononHutensHoe pykoBOACTBO HE NPUBOAUTCS.

D.10.2 PykoBogcTBO N0 0OTMeYeHHbIM Toukamu absayaM nyHkTa 10.2 cnegytoLlee:

a) TemnepaTypa nNpoAayKToB, MOMeLLaeMblX B 30HY NPeABapUTENbHOMO KOHAMLMOHMPOBaHUSA, A0KHA ObiTb paBHOM
Unu npeeblllaTe MUHUManbHYI cneuuduLMpoBaHHYI0 TeMnepaTypy, Unu 4ormkHbl BbiTe cobniogeHsl onpefAeneHHble yc-
NoBUA XpaHeHUs. Ecnu npoAyKT nofeepranca Bo3geACTBUIO 3KCTPEMaribHO BLICOKUX TeMMeparyp, Hanpumep, Bo BpeMsi
TPaHCMOPTUPOBKW, MOXET OKa3aTbCsl HEOOXOAMMEIM BbIAEpXKaTk ero Kakoe-To BpeMs 40 NpeABapUTENbHOMO KOHAULWOHM-
poBaHUsA, UMK YBENUINTL Bpems NpeaBapuTENbHOro KOHAULMOHUPOBaHNS, YTOOLI NO3BONWUTL TeMnepaType U BlaxHOCTH
BHYTPW NPOAYKTa YCTaHOBWUTLCA B NMpUEMNEMbIX Npeaenax;

MpuMeYyaHUe — MuHuMarbHas TemnepaTypa NPOAYKTa, NOMELAaeMoro B 30Hy NpeABapyUTENLHOMO KOHAULMUO-
HUPOBaHUS, UNN Ero YCNOBUS XpaHEHUsi ONPEAENSIOTCA B X04e aTTecTaLmMmu 3KCNyaTupyemMoro 060pyAoBaHus.

b) KOHTpOnbHOE nonoxeHue Arns PyTUHHOTO MOHWUTOPUHIa TemnepaTypbl U OTHOCUTENBHOW BMaXHOCTU BO BpeMsi
npeaBapuUTENbLHOrO KOHAULIMOHUPOBAHMSA AOMKHBI KOPPENUPOBaTL C MECTOM, B KOTOPOM AOCTUXEHME XenaeMblX yCnoBuii
Haubonee 3aTpyAHUTENLHO. MOHUTOPUHI fiaHHbIX PaGoThl 30HLI NPEABaPUTENBHOMO KOHAULMOHWUPOBAHUS AOMKEH NPOBO-
AWUTLCA B CBA3KE C OCTaNbHLIMW AaHHBIMU ANA BbiNycKa NPoAYyKTa;

C) AONONHUTENbHOE PYKOBOACTBO HE NPUBOAUTCS,

d) AononHUTeNbHOE PYKOBOACTBO HE NPUBOAUTCS,

€) BNaXxHOCTb 06bIYHO paccYMTLIBAETCA MyTEM U3MEPEHUA U3MeHeHWin faBneHus (cm. Takke AAMI TIR15 [24)).
BnaxHocTb B kamepe 06bIMHO paccuuThIBaETCs MO U3MEPEHUIO NapLUUanbHOro AaBneHUs BOASIHOMO napa, BBOAUMOTO B
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Kamepy. 3HayeHWe OTHOCUTENBHOW BITaXHOCTU ONpEAEnsAEeTcs ¢ UCNoNb3oBaHUEM NapoBbiX TabnuL, NO COOTHOLLEHUIO Nap-
LuanbHoro faBrieHns K AaBleHUIo HaCbILLEHHOro napa AN AeicTByioLleil TemnepaTypbl Lukna. OT0 NOKaXKeT 3HavYeHue
OTHOCMUTENLHON BNaXHOCTU B rONIOBHOI YacTh KaMepsbl, U 3Ha4eHne GyAeT TOYHLIM, MoKa 3arpy3ka Unu UHble peakuumn He
OKayT BO3fieicTBUS Ha paKTUYecKoe CofilepkaHne BOASIHOTO Mapa B royIoBHOM npocTpaHcTBe. CnegyeT yuntbiBaTh 06b-
€M Brnaru, BBeleHHOI B KaMepy BMeCTe C 3arpy3Koi U3 30Hbl NpefBapUTENBHOrO KOHAULIMOHUPOBaHUS;

f) AononHUTENLHOE PYKOBOACTBO HE NPUBOAUTCS;

g) ycurneHHas LupKynsumus ocobeHHo BaXHa, Korja ra3oBble CMeCH UCMOSb3YIOTCA C Lienbio o6ecneveHnn nogaep-
XaHua eauHo06pasHbLIX YCoBUIA U ANS NPEAOTBpPaLLEeHUs paccroeHuns rasos, YTO Mormo Obl Bo3feicTBoBaTb Ha MUKPO-
Buonornyeckyto neransHocTb [cM. D.6.3.2 (npunoxeHue D)J;

h) AononHuUTenbHOe pyKOBOACTBO HE NPUBOAUTCS,;

i) pocT AaBneHus us-za uHxekuun 30 (AP) obecneunBaeT KOCBEHHOE M3MepeHUe cpefHeil KOHLUEHTpaLun raso-
obpasHoro 30 B AOCTYNHOM NPOCTpPaHCTBE Kamepbl cTepunuaatopa. MNockonbky KoHUeHTpauua 30 aBnaeTea KNo4eBoit
nepeMeHHOIA, BNnusiioLleid Ha apdpeKTMBHOCTb CTepUNU3aLMOHHOrO npolecca, cHuTaeTcesi HeobxoguMbIM, YTOBL UMenach
oTAenbHasa BTOpUYHaa cucteMa Ansa AOKYMEHTUpOBaHWUA TOro, YTO pOCT AaBfeHUst nNpousoLlen UMeHHo oT Bnycka 30
(cm. AAMI TIR15 [25] ansa nonyyeHus AoNONHUTENBHOR UHopMaLuu). Bo Bpemsa nHxekuyumn 30 1 dasbl skcnosuuymmn 30
cTepunusavumoHHoro npotecca 30 abcopbupyeTcsl NPOoAYKTOM M YNakoBOYHLIM MaTepuasnoM, YTO BIIUAET Ha Koppensauuio
MeXAY KOHTPOSbHbLIM U3MepeHneM (PasHOCTb [jaBIeHWiA) 1 BTOPUYHBEIM U3MepeHUeM (Hanpumep, Maccol BnyLeHHoro 30
UK NpsIMbIM U3MEpEeHUeM KoHuUeHTpauumn 30).

D.10.3 HabntogeHus, nokasbiBatoLue pocT B GBUONOrnyeckux MHAMKaTopax, He UMEelLUiA OTHOLLEHUA K Hecobnto-
feHuto durandeckux cneyymdmkalnin npouecca, AoMmKHbl 6bITb NpoaHanu3npoBaHbl; 3TO MOXET NPUBOAUTL K HeobxogumMo-
CTV MoAndUKaLMin npoLecca nnu obopyaoBaHUs U K NOBTOPEHMIO aTTecTaLMiu aKcnyaTupyeMoro o6opyaoBaHus.

D.10.4 [ns 3afay, BEINOMHAEMBIX B YUPEXAEHUSAX 34 paBOOXpaHEHUs, NpeanaraeTca criefyollee pyKoBOACTBO:

BrewHue xumudecKkue uHOUKamopbl 8 y4pexdeHusx 30pasooxpaHeHus. CTepunu3auuoHHble UHANKaTOpHbIE NeH-
Tbl, MHAUKATOPHbLIE 3TUKETKM WM WHAMKaTOPHblE HaAneyaTku AOMKHbLI OblTh 3aKpenreHbl UMW HamneyataHbl Ha KaXgon
ynakoBke, cobpaHHOW B CaMOM Y4YpexAeHWU 3fpaBooxpaHeHus.. HaszHauyeHue BHELIHUX XUMUYECKUX WHAUKaTOpoB —
obecneyeHne BUAUMOro oTnnynsa obpaboTaHHbIX usgenuit ot HeobpaboTaHHbIX. OHU He ABMSAKTCA A0Ka3aTeNbLCTBOM f0-
CTUXEHUA napameTpoB cTepunusaumn. MHamkaTopsl AOMMKHLI UMETbL cneludukaumm knacca 1 cornacHo 1ISO 11140-1.

BHympeHHUe Xxumudyeckue UHOUKamopbl, UCMoNb3yeMble 8 yYpexOeHusax 30pasooxpaHeHust.

a) BHYTPEHHWIA XUMWYECKUA MHAMKATOP MOXET ObiTb UCMONb30BaH BHYTPU KaXoW YnakoBKW, NpefHasHa4eHHo
Ana cTepunusalun. Takoil XUMUYECKNIA UHAWKATOP AOMKEH pacnonaratbCsl B TOW 30HE YNaKOBKW, KOTOpas cuUMTaeTca
Hanbonee TPyAHOAZOCTYMNHON ANA NPOHUKHOBEHUA SO, Tenna u BRaXHOCTU; 3TO MOXET ObIThb (2 MOXET U He ObITb) LIeHTp
YyNakoBKU. XOTA XMMUYECKNE UHAUKATOPLI U HE CBUAETENLCTBYIOT O CTEPUNLHOCTU, OHU NO3BONAIOT OBHapyXuUBaTb He-
COOTBETCTBUSA NpoLiecca W HenpaBuibHoe (PYHKLMOHUpoBaHue o6opyaoBaHus. MpuMeHeHne XUMUHECKUX UHAUKATOPOB,
pearvpyroLux Ha Bce napameTpbl 3O-npolecca, ABNAETCA NPEUMYLLECTBOM,

b) BHyTPEHHUIA XUMUYECKUIA UHANKATOP U3BIIEKAETCA HAa MECTE NPUMEHEHUA U MHTEPNPETUPYETCA NONb3oBaTENEM.
Monb3oBaTenb AOMKeH ObITb agekBaTHO 0ByYeH U UMETb 3HaHWUA 0 pabodnx XapakTepucTuKax MHaukaTopa, YTobbl Npu-
HUMaTb MHPOPMUPOBAHHOE peLLeHUe, OCHOBaHHOE Ha HabnogaeMoMm pesynerare;

C) eCnu MHTepnpeTaUmsa MHAUKaTopa npeanonaraetr HeagekeaTHyo 06pabotky 0, cogep umoe ynakoBku He Noa-
NeXUT farbHeliemMy ucronb3oBaHuto. Bes HenpurogHas K ynotpebneHuto ynakoska, BKoYas naeHTudukaTop sarpysku
U XMMUYECKWIA MHAMKaTOpP, MOANEXUT BO3BpaTy B oTaeneHne obpaboTkn ana cooTBeTcTBYylOLWEro paccnegosarHus. Pe-
3ynbTaThl PU3NYECKOro MOHUTOPUHIA, XUMUYECKUe UHAMKATOPLI N3 BCEX MECT B 3arpy3ke n pesyneratel Guonoruieckoro
MOHUTOpPUHIa JOSMKHEI BbiTh NMepecMOTPEHbI ANS MONyYeHUA 3aKioYeHUA O TOM, AOSKHa WK HeT GbiTb OTO3BaHa BCA
3arpyska. 3anucu aToro nepecMmoTpa nognexar XpaHeHuo. EAUHUYHBIA He cpearnpoBaBLUMA NN HENPABUABLHO cpearn-
POBaBLUNIA UHAUKATOP He JOIPKEH CUUTATLCS A0Ka3aTeNbCTBOM TOro, YTO BCA 3arpy3ka HecTepunbHa. XUMUYECcKUe UHAU-
KaTopbl MOFYT CUrHaNM3MpoBaTh O NpobnemMax, cBsA3aHHbLIX C HeNpPaBUbHbLIM YNaKoBbIBAHMEM, HENPABUNLHOW 3arpy3Kown
cTepunusaTtopa, neperpysKkoi kKaMmephbl, HEUCNPaBHOCTLIO CTepunM3aTopa, HENoMHLIM oGecnevYeHnemM CTEpUNU3aLMOHHBIX
napamMeTpoB UMK C HENPaBUITbHLIM NpeABapUTENbHLIM KOHAULMOHUPOBAHNEM. « XOPOLLNA» pe3ynsTaT XMMUYECKON UHAU-
KalMu He AoKa3bIBaET, UTO U3 eNne, B KOTOPOM pacrorarasncs UHAUKaTop, ABNAETCA CTEPUNbHLIM,

d) xumMuyeckue MHAMKaTOpPLI AOIMKHEI MPUHAgNeXaTb K knaccam 3, 4, 5 unu 6 B cooteetcTBum ¢ ISO 11140-1.

D.10.5 MapameTpuyeckmii BbINMYCK — 3TO METOJ BbiNycKa NpoAyKTa U3 CTEpUnusaummn kak ctepunbHoro 6e3 uc-
nonb3oBaHUsi BUONOrMYECKUX UHAUKATOPOB, ONUPasiCb BMECTO 3TOMO Ha JEMOHCTPaLMIO COOTBETCTBUA PU3UYECKUX Na-
pameTpoB npoLiecca BceM crneymdukauusm. Mo sTold npuumHe cobupatotca AaHHble 0 JONONHUTENBHBIX NapaMeTpax
npoLecca, Takux Kak NpsIMOiA aHanu3 OTHOCUTENbLHON BNaXXHOCTW B KaMepe U KoHUeHTpauun 30, ¢ uenbio ybegutbes, 4To
CTepUNu3aLUoHHbLIA NpoLiecc COOTBETCTBOBAST BCEM CreLUdUKaLnaM:

a) uaMepeHue Temnepatypbl — TpeboBaHUe 06 U3MepeHUN TeMnepaTypbl BHYTpU cTepunuaTopa kak MUHUMYM B
[ABYX TOUYKaxX YCTAHOBMEHO C LEeNbIo rapaHTMpoBaTh, YTO HeOBHapyXeHHasa HEUCNPaBHOCTb O4HOr0 AaTynka TemMnepaTypbl
He NpuBEAET K HeNnpefHaMepeHHOMY BLIMYCKy HemnpaBuriibHo obpaboTaHHoi 3arpysku. Ecnn uMeetca pasHuuya mexay
rnokasaHusIMM TeMrepaTypbl B IBYX ToYKax, TO B NpoLECCHbIX cneyudukauuax gomkHa 6uiTe onpegenera gonyctuMas
pa3HoCTb 3TUX TemnepaTyp. Ecnu ynpaensioLmii Unu KOHTPONbHLIA faTUMK He COOTBETCTBYIOT cneumndukaymam, a pac-
crefjoBaHUe He MOXET ONpeAEnUTbL TOYHOCTL NOKa3aHWi, NoNyyYeHHbIX U3 KaMephl, TO 3arpy3ska 6pakyeTcs;

b) usmMepeHue BNaxHOCTM — NPsSIMOIA aHaNMU3 OTHOCUTESLHOW BAAXHOCTW B FONIOBHOM NPOCTPAHCTBE MOXET ObiTh
BbINOSIHEH C NPUMEHEHMEM 3MEKTPOHHbIX AaT4YMKOB, ra3oBoOi XxpomaTtorpadun, UHPaKpacHOro UNU UHOro JOCTYNHOro
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CMNEKTPOCKONUYECKOro MeEToAa, UCMONb3yeMoro Ans U3MepeHus KOHLIeHTpaLmmn BoASHbBIX NapoB U pacyeTa 3HauYeHUs oT-
HOCUTENBLHOW BraXHOCTU. [1peuMyLLecTBOM 3TUX METOAOB SIBNSETCA UHAMUKALMUA NapaMeTpa B peanbHOM BpeMeHU Ha
NPOTSXKEHUM BCel hasbl KOHAULMOHUPOBAHUA. ONEKTPOHHBIE AaT4nku TpebyloT nepuogunyeckoil KanMBpPoBKK ANA yCTpa-
HeHus addekTa Bo3feHCTBUSA Ha HUX 30, n MoryT notpeboBaTb 3aMeHbl NOcre HeCKOMbKUX aKkeno3uuuii 30 no npuynHe
HeobpaTUMOro n3Hoca MaTepuanos, MICNONb3yeMbIX B HACTOsILLiee BPEMS B Ka4eCTBE YyBCTBUTENbLHBIX 3NEMEHTOB;

C) MamepeHune KoHueHTpaLum 30.

YacToTa aHanu3oB, Tpebylowmuxca AN JEeMOHCTPaLMKU TOro, YTo MUHUMarnbHasa KoHueHTpauusa 30 nopjepxusa-
€TCA Ha NPOTSPKEHUU Beeli pasbl IKCMO3ULMKM, JOMKHA ObiTb YCTaHOBNEHa B XOAE WCCMIeA0BaHMWiA atTecTayum aKcnsya-
Tupyemoro obopyaoBaHus. MOHMTOPUHI Ha NpoTspkeHWU a3kl akcnosuuun B0 TakKke JOMKEH BLIMOMHATECA Kak YacTb
BanuAaLum C Lenblo onpefeneHns nsMeHeHuin koHueHTpaummn 30 no BpemeHu. Pesynsrathl aHanusa 6yayT cneumduyHb
ANA npoAyKTa U KOHUrypaLun 3arpyaku, Ana KOTopbiX OH Aenarncs. AHanus, BuINOMHEHHLIA B XoAe aTtTecTaLumn aKkcnny-
aTMpyemoro o60pyAoBaHUs, AOMMKEH 3aBEPLUNTLCA AOKYMEHTUPOBAHHLIMU cneLuduKaLusMiu 4acToThl BLINOMHEHUS Npsi-
MbIX aHaInMu30B B XOfie UCMONHEHUS Lykna. Ecnn npsMoii aHanus KoHLEeHTpaLuun NpUMeHsIeTCs, pekoMeHayeTcs, YTobbl OH
BbINOMHANCA Kak MUHMMYM BO BpeMsi NepBoii U nocneaHein Yyactu gasbl akcnosunuumn 30.

Ocoboe BHUMaHWe crieayeT yaenuTb U3MEPEHNIO U JOKYMEHTUPOBaHUIO BIIaXXHOCTU BO BPEMSI KOHAULIMOHWUpPOBa-
HWUA U KoHUeHTpauuu 30 BO BpeMs 3KCno3uuyuu. YCTpoincTBo Ana otbopa npob 30, obecneunBalollee NpsMoii aHanms
KOHLEHTpaLMn ¢ UCnonb3oBaHUeM ra3oBow xpomartorpacum, MHgpakpacHoro, MUKpOBOITHOBOTO UIN UHBLIX CXOXUX TEXHO-
NOrui, AOMKHO pacnonaratbCs B MeCTe, ABMAILLEMCS NpeAcTaBUTENbHBLIM AN KOHLeHTpaumm rasa 30 B kamepe cTepu-
nusatopa. OfHaKo BaXHO MOHUMATb, YTO 3TO U3MepeHue NpPefoCTaBnsAeT 3Ha4YeHne KoHLUeHTpauun 30 UMEHHO B 3TOM
MecTe Kamepbl Ha NpoTshkeHUn a3kl Ikcnosnumn 6e3 ydeTa Niobblx orpaHUYEHWi, HaknajbiBaeMblX peakTUBHOCTBIO MK
BO3/lefiCTBUEM 3arpy3ku. Bocnpon3soauMOCTb U TOYHOCTL pe3yrsTaToB NPSIMOro aHanuaa JomnxkHa 6biTe onpeaeneHa Bo
BpeMsi aTTecTaLlym aKcnnyaTupyemoro o6opyaoBaHus. AHanm3bl, BLINOMHAEMbIE B XOA€ PYTUHHBIX LIMKINOB, AOMMKHbI BbITb
B rpaHuL@ax 3roro onpefAeneHHoro AnanasoHa, YTobbl LMK cHUTArCA NpueMnemMsiM.

MoxeT okasaTbc HeoOXOQUMbLIM BBECTW OMNpeAereHHoe BPeMs ypaBHOBELUMBaHUS B Hadvare dasbl 9KCrno3nuLum
30, yTobbl 06ecnevnTb CTabunNUsaLuio KOHLUEHTPaLMK B KaMepe Mo Mepe TOoro, Kak ras pacnpocTpaHseTcs o BCel kame-
pe 1 NPOHMUKaET B NMONOCTM 3arpysku.

MpumMmeyaHue 1 — ONEKTPOHHbIN AaT4UMK U3MepsieT KOHUEeHTpaumio rasa OO Tonbko B OfHON Touke npo6o-
otbopa, Torga Kak paccyMTaHHas KoHUueHTpaums rasa 30 npeAcTaBnsaeT cpefHion KoHueHTpauuio D0 BHYTpU obbema
(npocTpaHcTBa), 4OCTYNHOro AnA oceaaHua morekyn rasa 90. U3-3a Heckonbkux pakTopoB, TakUX, HanpuMep, Kak au-
HaMU4Yeckne xapakTepucTukn gatynka 30, MecTa pasMelleHUs faTyuka BHYTpU obbema, 3aHUMaeMoro Monekynamu
30, noTeHYManbHOro paccnoeHUa BHYTPU KaMepbl, 0COBEHHO €Cr CTEPUNMU3YIOLMIA areHT U3roToBreH U3 Monekyn 30 u
rasa-pasbasutens, cenektmBHol abcopbuumn u abcopbuun 30 B 3arpyske, o6bemMa, 3aHUMAEMOrO 3arpy3Koid, 3Ha4YeHUs,
nofy4eHHbIe U3 pacyeTa cpefHel KOHUeHTpaumu rasa 30, MOryT 3aMeTHO OTIMYaTLCA OT 3HAYEHWIA, NONyYeHHbIX MPAMbI-
MU U3MEPEHUAMU.

MpuMedaHue 2 — YypexaeHus 3gpaBoOXpaHEHUA HE NPUMEHSIOT B 0ObIMHON NpaKTUKe PyTUHHBIA NapaMe-
TPUYECKMNIA BbINYCK.

D.11 Bbinyck npogyKkTa nocrie crepunusauum

D.11.1 370 noaTBEpKAEHUE AOIMKHO BKINOYaTL (hopManbHblil 0630p AOKyMEHTaLuMK npoLecca OTBETCTBEHHLIM JU-
LIOM (M1 C NOMOLL|bIO BanMAMpoBaHHOro aBTOMaTU3UPOBaHHOO NpoLlecca) AN NPOBEPKU M JOKYMEHTMPOBAHUS TOTO, YTO
dusnyeckme napameTpbl LnKa HaxogaTcs B Npeaenax AonyckoB, onpeferieHHbIX cneuudukalmsamMi npolecca CTepunm-
3ayuun. Ecnu napameTpuyecknii Beinyck bbin 0406peH 1 yTBEpXAEH K UCMONb30BaHWIO, NPOAYKT MOXET GbITb BhINYLLEH Ha
OCHOBE COOTBETCTBUS cnelmdULMpoBaHHLIM NapaMeTpaM npolecca.

PYTWHHBIWA BbINyCK NPOAYKTa U3 CTepurn3aumn Moxer 6asupoBaTbCs Ha NepecMoTpe ANEKTPOHHBIX 3anucei faH-
HbIX BMecTo BymaxHbIx 3anuceil. NMogobHbLIM Xxe ob6pa3omM HeobxoaUMbIE NMOANUCK MOTYT GbiTb 3aMeHEHbI SNEKTPOHHbI-
MU LbpoBbIMU noanucsamu. MNonbsosaTteny LUGpoBLIX MOANUCER U 3annceil omkHbl cobniofatb HauuoHansHble n/mnn
MexayHapoaHble TpeboBaHUs K TakoMy BUAY AOKYMEHTUPOBaHUSA. [lepecMOTp NPOLECCHLIX 3anuceid U pelleHue o BbiMy-
CKe JOMKHbI BbIMOMHATECS KBanNMgULMPOBaHHBEIMU NTULAMU.

D.11.2 JononHutensHoe pyKOBOACTBO HE NPUBOAUTCA.

D.11.3 HecobntogeHue npoueccHbIx crneyudukaluii unum obHapyeHne pocTa OpraHM3MOB-MHAUKATOpPOB U3 6uo-
FIOTMYECKNX UHAMKETOPOB AOMMKHO NPUBOAUTL K MOMELLEHUIO CTEPUNU3ALMOHHON 3arpy3kn B KapaHTUH U K paccnefosa-
HUIO NPUYMH Heydaun. OTo paccrefoBaHue AOMKHO BbiTb JOKYMEHTUPOBaAHO, a nocreayoliee obpalleHne ¢ NPOAYKTOM
[OMKHO COOTBETCTBOBATL MHCTPYKLMSAM, COAEpXaLlMMcs B JOKYMEHTUPOBaHHLIX NMpoueaypax.

Ecnv Bblllen U3 cTposi AaTyuk ynpaBreHUsl U MOHWUTOPUHIA, LMK AOMKeH cuuTaTbesl 3abpakoBaHHbIM, 3a UC-
KIo4eHWeM cryyaes, koraa:

a) ecTb 06bACHUMAs NpUYMHa HEUCNPaBHOCTH,

b) faHHbIe OT ocTanbHbIX 4aTYMKOB HAXOAATCSA B NpeAenax cneuudukalmii.

Ecnu npuHUMaeTcs pelleHne o NoBTopHOW obpaboTke 3arpysku, AomkHa ObiTb yCTaHOBNEHa NMPUrogHOCTb K MO-
BTOPHOW 06paboTke npogykTa 1 ero ynakoBoYHON cucteMbl. [lormkeH 6bITb paccMOTpeH addeKT OT BO3feiCTBUS NOBTOP-
HOWA 3KCMO3MLIMK Ha PYHKLMOHANBHOCTL NPOAYKTA, @ TaKkKe Y4TeHbl YPOBHU ocTaToqHoro OO W/unu NpoayKToB peakuuu.
3anucy NepBoil CTepunusaLn AoMmKHLI ObITb NpocneXxmBaemMbIMU U3 3aMUCei NOBTOPHOW cTepunu3auum (cm. 7.2.2).
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Ecnu BnusiHMe NOBTOPHON 3KCMO3ULMM HA YMAKOBOYHYIO CUCTEMY HEU3BECTHO, NPOAYKT AOMXKEH ObITb nepeynako-
BaH nepey NOBTOPHOW CTepunusayuneil.

D.11.4 [JononHutensHoe pyKoBOACTBO HE MPUBOJUTCS.

D.11.5 [dononHutensHoe pyKoBOACTBO He MPUBORUTCS.

D.12 NopnepxkaHue acpchpeKTMBHOCTM Npouecca

D.12.1 O6wasn uHcgpopmauus

D.12.1.1 na obecnevyeHnsa HenpepbIBHOCTM MOMNy4YeHUs OT CTEpPMIU3aLMOHHOrO npouecca TpebyeMoro ypoBHS
obecneyeHns1 CTepUnNbLHOCTM HeobXo[UMO OLeHUBaTL Nobble U3MEeHEHUS NPOAYKTa U YNaKoOBKMU, M3MEHEHUA npoLuecca U
ob6opyaoBaHuA. PekoMeHAYyeTCA UCNonb3oBaHWe KOMMNIMEKCHOW CUCTEMBI YpaBneHUs U3AMEHEHUAMMN NPOAYKTa U npoLecca.

OpHuUM 13 napameTpoBs, 06bI4HO HabnlogaeMbix Ans ybexaeHnsi B NOCTOSIHHOW cnocoBHOCTU cTepunuloBaTh 3a-
rpysKky, siBnserca 6uoHarpyska npoaykra. buoHarpyska nogneXxuT MOHUTOPUHTY B cooTBeTcTBUM ¢ ISO 11737-1. Ecnu
HabrnioaaloTcA 3HaUUTENbHBIE U3MEHEHNSA B KONUYECTBE /UMW BUAAX MUKPOOPraHU3MOB, CIEAYET OLIEHUTb UX BO3MOXHOE
BMMsIHWE Ha cNOCOBHOCTL CTEPUNU3ALIMOHHOIO NpoLiecca Haagnexalymm o6pasoM CTepunu3oBaTh Harpysky.

B yupexaeHum 3gpaBooxXpaHeHNs1 PeKOMEHYETCH YCTaHOBUTb NepUoAUYECKMii nepecMoTp AaHHbIX 06 addekTus-
HOCTU npouecca OYUCTKM/AEeKOHTaMUHALMK C Lienbio NOATBEPXAEHUA TOro, YTo npolecc octaeTcs apdeKTMBHBEIM 06e-
creynBaeT afileKBaTHOE CHUKEHUe BMOoHarpysku npu MoAroToBKe NpoAyKTa K nocriepykoliemMy npoleccy cTepunusauum.
JekoHTaMMHMpoBaHHbLIE MEAULIMHCKUE U3AENNSA NOATEXaT BU3yarnbHOMY KOHTPOIIO YACTOThI Nepes, OKOHYaTeNbLHON cTe-
punusaumeit. 3arpsis3HeHHble MeULMHCKUE U3AENUS HE [OMDKHBLI CTepuUnuaoBaTthes. [JomkHbl UMETBCS Npoueaypbl, rapaH-
TUpYloLMe, YTO MeauLMHCKMe uaaenus 6yayT Haanexawm obpa3oM AeKOHTaMUHMPOBaHbI 40 WX CTepunusauum (CM.
ISO 17664 n 1ISO 15883).

Onsa yypexaeHuit 3gpaBoOXpaHeHNsl O4eHb BaXKHO NOSyYeHWe OT M3roToBUTEmNel NoApPOBHbLIX MHCTPYKLUMIA no no-
BTOPHOIA 06paboTke, cneLyudnyecknx Ans KaXxaoro MEAULIMHCKOro U3Aenus, HanpuMep, no ux pasbopke. [JomkHbl UMeTb-
€A NOMUTUKWA M NPOLIEAYPEI, rAapaHTUpYIoLLWe, YTO MeAULMHCKUE 3fenusa Haanexalum obpasoM eKOHTaMUHUPOBaHbI.

D.12.1.2 Heobxoguma JOKyMEHTUPOBaHHasA nporpamMmma KanuwbpoBKku NpubopoB, Mcnonb3yeMblX Ans yrpaeneHust
W MOHUTOPWHra CTepUrM3aLMoHHOro npouecca, YTobbl rapaHTUpoBaThb, YTO NpoLecc NPOAOIKaeT BbiAaBaTb NPOAYKT C
TpebyemblM ypoBHEM 0becrnedeHnsi CTEPUIIBHOCTU U HEU3MEHHBIMW pabouMMKM XapaKTepUCTMKaMMm.

D.12.2 O6cnyxuBaHue o6opyaoBaHus

D.12.2.1 Ong Toro 4To6bl 6bITb 3hheKTUBHBIMK, paboTkl Mo NpodunakTuHeckomy obenyxusaHuio obopyfoBaHus
[OMXKHbI BBINOMHATECA B COOTBETCTBUM C OMpeferieHHbIM rpadukoM, OCHOBaHHOM Ha PEeKOMeHAauMsIX U3roToBUTENS W
HabnogeHusx 3a paboToit o6opygoBaHus. MNMpoueaypbl 4OMKHBI 6bITh JOKYMEHTUPOBAHLI, @ 06CNYXUBAIOLLNA NepcoHan
LomnxeH 6biTb 0By4eH.

O6opynoBaHue, KOTopoe AOMKHO 06CNyX1BaTLCA N KaNWOPOBaTLCA Ha PYTUHHO OCHOBE, MOXET BKIoYaTk B cebs
(HO He orpaHM4MBaTLCSA NEPEYUCrEHHBIM) criedylolwne y3nsl 30Hb NPeABapUTENbHONO KOHANLWOHUPOBaHWSA, Kamepbl U
30HbI @spauum:

a) NpoknagKku 1 YNnoTHEHUS;

b) npubopel MOHUTOPUHra;

¢) ycTpoicTea MoHUTOpUHra 30 (HanpumMep, KOHLUEHTpaLUs B OKpy»KatoLLiel cpeae uunu B kamepe);

d) 6rnokupoBku 6e3onacHOCTU ABEpEif;

e) npefoxpaHuTenbHbIe KnanaHsbl UK pas3pbiBHbIE ANCKMY,

f) douneTpLI (415 Nepnogn4eckon 3aMeHbl);

g) ucnapuTenu/selinapusaTeny;

h) peLnpKynALKUOHHBIE cuCTeMbl pyBalliek kamep,

i) cuctembl pyballek kamep;

j) 3BYKOBLIE U BU3yarbHble UHANKATOPLI TPEBOTH,;

k) o6opygoBaHuWe, cBsi3aHHOE C AaT4nkamu TeMNepaTypbl U BaXHOCTH,
) BoiinepHele cucTembl, obecneynsaroLme nap M Tenno,

m) obopyaosBaHne ANA OTKa4KW (BaKyyMHble HAacocChl);

n) BecoBoe o6opyaoBaHue;

0) KnanaHbl,

p) AaTunkn/npeobpa3soBaTenn gaBneHus;

q) Tanmepb!,

r) sanuceiBaroLLe YCTPOWCTBA,

S) UMPKYNALUNOHHBIE CUCTEMBI ANA rasa/sBosgyxa.

D.12.2.2 CrepunusaunoHHoe obopyfoBaHue, He Npoluefluee KanubpoBKy Wnu HenpasBunbHO obcnyxueaemoe,
MOXET BbljaBaTb HeBepHbIe 3arnucy NpoLECCHBIX MapaMeTpoB BO BpEMS BLINOMIHEHUA CTEPUNU3aLMOHHOro Luukna. Ecnu
3TU faHHbIE NCNONBL3YIOTCA AN BbiNycka NPoAYyKTa, 3TO MOXET NPUBECTM K BbIMYCKY 3arpy3oK, KoTopble He Gbinu ageksar-
HO CTepUNnU3oBaH.I.

D.12.2.3 [ononHuTensHOe pyKOBOACTBO HE MPUBOAUTCS.

D.12.2.4 HeobxoauMo nepuoanyecku nepecMarpusaTth 3anmcu 06 06¢CnyXmBaHum 1 BeINOMHATL HEOBX0AUMEIE Ha-
CTPOAKWU/PerynnpoBKM, 0 KOTOPbIX CUTHANM3NPYIOT laHHble.
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D.12.3 NoBropHasa atTrecTtauus

D.12.3.1 MNMepecmoTp pe3ynsraToB aTTecTauuuM ycTaHOBMeHHoro obopyaoBaHus AOMDKEH BKIlodatk B ceba noa-
TBEepPXAEeHUe NpuemMneMoro cratyca kanmbpoBku obopyfoBaHus, ynpaeneHuss U MOHUTOPUHIa. [porpaMMel KOHTPONS U3-
MEHeHWI U NpoduUnakTUieckoro ob6cnyXmBaHUsl AOMKHBI NOKa3biBaTk, YTO B CTEPUNM3aLUMOHHOM o6opyaoBaHUmM He Bbino
CAEenaHo HUKaKMX MoAUUKaLMiA NK 3HAUMTENBHBLIX U3MEHEHWIA, CMOCOBHLIX MOBMUATL Ha NPOLIECC.

D.12.3.2 lNMepecmoTp pesynsraToB arrecTaumu yHKUMOHUPYoLeEro obopyaoBaHUA AOIKeH BKoYaTh B cebsi
OLeHKY paboTbl 060opyA0BaHMS U UHXEHEPHbIE U3MEHEHUS, BHIMONIHEHHbLIE B TeYeHne roga, Ans obecneveHus yBepeH-
HOCTH, 4TO pesynbraThl NepBOi aTTecTauum yHKUMOHUPYowero obopyoBaHMS ocTaloTc AeACTBUTENIbHBIMMY [CM. puCy-
Hok D.1 (npunoxeHue D)].

[na pocTmxeHnA sToil Lienu ucnonb3syercs o6Lan NnpakTka BhINMONIHEHUSI TEpMOAUYECKOA NOBTOPHOW aTTecTauun
o6opyaoBaHuns, KoTopas AOIKHa BKIoYaTb B cebs:

a) nepecMoTp cocTosAHUS 060pyAOBaHMSA No AaHHLIM aTTecTalun ycTaHOBMNEHHOro o6opyaoBaHus;

b) oueHky TpeHaoB paboumnx xapakTepucTuk o6opyaoBaHus;

¢) Npocounu TemnepaTtypbl U OTHOCUTENBHO| BNAXHOCTW B 30HAX NPeABapUTENbHOMO KOHAULMOHUPOBAHUA (€Chu
ncnonb3yoTes);

d) TeMnepatypHbIA Npoune Kamephl;

€) TemnepaTypHble NMpoduUIIK 30H aspaLyn (eCnu NCNonNb3yOTCA).

3TN AeicTBMA NPY NOBTOPHOW aTTecTaLMi AOMKHbLI NOKa3aTb OTCYTCTBUE 3aMETHLIX U3MEeHEHWIi B paboTe npeasapu-
TeNbHOro KOHAMLMOHMPOBaHUSA (€Cn UCMONBL3YETCA), KaMepbl UMK 30H adpaLun No CpaBHEHUIO C NPOLLSION aTTecTaluei.

MpuMeyvyaHue — [ns GonbluMX NOMeLWeHU NPeABapUTENBHOrO KOHAULMOHUPOBAHUS UNW aspauuu, coaep-
XalUxX MHOTO CTEPUMU3ALIMOHHBLIX 3arpy3oK, OXBaT MOBTOPHOW aTTecTauun MOXHO Cy3uUTb, ecnn B 060pyaOBaHUM He
NPOU3OLLINO HUKAKUX 3HAYUTENBHLIX U3MeHeHUA. OBOCHOBaHWe CHUXEHUA oxBaTa NOBTOPHOW aTTecTauuu JOMKHO GbiTb
BOKYMEHTUPOBAHO.

D.12.3.3 lepecmoTp aTTecTayum skcninyaTupyeMmoro o6opyaoBaHus 4OMMKEH BKIoYaTh B ce6s1 oLieHKy coxpaHeHUs
BaNUAHOCTU CTepUNU3aLMOHHOro npoLecca Ana onpeaeneHHoro NpoaykTa (NPoAyKTos).

Moanexalyue paccMoTpeHuio akTopbl AOSMKHBI BKMOMaTh B ceba (HO He orpaHMYMBaTLCS MEPEYUCTIEHHBIMM)
cnegyouyee:

a) NnepecMoTp cTaTyca aTTectayun yCTaHOBMEeHHOro o6opyaoBaHus;

b) nepecmoTp cTaTyca atTectauumn dyHKUMOHUPpYoLero o6opyaoBaHms,

C) NoATBepXAEHNE, YTO B KOHCTPYKLUU NPOAYKTA, NPOU3BOACTBEHHBIX U YNaKOBOYHLIX MaTepuanax, B YK, B nepeuy-
He NOCTaBLLWUKOB, NPOU3BOACTBEHHBIX NIOLWAA0K MM 3aBOAOB, B KOHMUIypaLMu 3arpy3ku Unu B NPOU3BOACTBEHHbLIX NPO-
Lieccax He MPOWU3OLUMO 3HAYUTENbHLIX U3MEHEHWIA, CNIOCOBHLIX NOBMUSATEL HA CTEPUNBHOCTL NPOAYKTA;

d) noATBEpXAEHUE, YTO HE NMPOUCXOAUIO 3HAYUTENBHLIX U3MEHEHUIA B BUOHarpyske npoaykTa W/unu B ConpoTUBNA-
€MOoCTN BMOHarpyskn NPoAyKTa NpoLieccy CTepunusaLum, Kotopsle Mormm Gbl yXYALWUTL CNOCOGHOCTL Npolecca cTepunu-
3aLumn CTepunn3oBaTh NPOAYKT ¢ TpebyeMbiM ypoBHeM obecnedeHunsi CTEPUIIBHOCTY;

€) NoATBepXAeHNe, YTO MHAMBUAYanbHbIE NpoLeccel cTepunusalun pabotany B pamkax cneludukauuit co spe-
MeHMW nocnegHemn atrectauuu;

f) noaTBEpXAEHUE, YTO B CTEPUNN3ALIMOHHOM NPOLIECCE HE NPOU3OLLNO U3MEHEHW, KoTopble Mormiu Gbl MOBMNUSATL
Ha CTepUnbHOCTb NPOAYKTE;

g) NepecMoTp HeyAavHbIX cTepunusaumii Guonornydeckux uHankatopos unu YK, KoTopble Bo3HUKanu npu cobrto-
[leHUn npoLeccHbIX cneuudurkaLmia, Ans onpeaeneHns Heo6xoaMMOCTY B NMOBTOPHOMW aTTecTauum.

OcHoBbIBasACh Ha 3TOM MepecMoTpe, CneuuanicT no cTepunusalmmn JomKeH onpeaenutb o6bem TpebyeMoi tu-
3U4eCKON NN MUKpoBuroriorniyeckoi NOBTOPHON aTTecTauuu. NepecMoTp U peLUeHNe AOSKHbI ObITb JOKYMEHTUPOBaHbI.

CyLLecTBYET TPU BO3MOXHOCTM NOBTOPHOW aTTecTalumn Kak pesynsraT nepecmoTpa:

- IonHas ammecmauyua — cocToswasn n3 gpusmyeckoin n MMkpobuornorndeckoi atrectaymm. OTo MOXET MoTpe-
6oBaTbCA B OMpefeneHHbIX CUTyaLlusX, HanpuMep, nocne BHECEHUS 3aMEeTHLIX M3MEHEHUI B KOHCTPYKLWIO NpoaykTa/
yNaKkoBK1 UMW B KOHdUIypaLuto (cosgaHne HOBOroO YCIOBUSA «XYALLEro cryyasi»), B npouecc unu B oGopyaoBaHie U/unu
nuTarLme cpegel;

- omeymemeue Heobxodumocmu & ghuauyeckol u Mukpobuonoeauyeckol ammecmayuu — B 0BCTOATENbCTBAX,
Korfa B KOHCTPYKLUIO NPOAYKTa/ynakoBKk1 Unu B KOHUrypaLuio, B npouecc, obopyaosaHne U/unu nutarolme cpegbl He
BHOCUIMOCL HUKaKUX M3MEHEHWIA, MPY HanM4um npuemnemMon paboTel KamMmepbl U NPUEMIEMOro MHXEHEPHOTO NepecMoTpa,
Korfa pyTUHHLIA NpoLecc cTepunmsauun B NpolleALwnii nepuog pabotan HafexHo, MOXHO WCMonb3oBaTb Npodeccuo-
HanbHOoe CyxAeHue AnA 3aKToYeHNs 0 TOM, YTO A0 crefyioLLero NnepecMoTpa HeT HeoBXOAMMOCTY BLINOMHATL usnde-
CKYI0 1 MUKPOBUOMOrMYeCKYHo NOBTOPHYIO aTTeCTaLMIo;

- YMeHbUIeHHbIe huauyeckas U MUKpobuososu4yeckas ammecmayuu — 3T0 MOXET OKasaTbCA HeoBXxoLuMbIM B
onpeaeneHHbIX CUTYaLusX, Hanpumep, Ans nepenpoBepKku NPoAoNMKaoLEencs NPUroqHOCTU CONPOTUBISEMOCTU BHYTPEH-
Hero YKIT B 3arpyske npoAyKkra no OTHOLUEHWIO K COMPOTUBNSEMOCTW GUoHarpysku npogykra, WK nocne onpegeneH-
HOro nepuoaa BpeMeHwW, ANs NonyyYeHWsa JoKasaTenbCeTB, YTO He MPOM3OLLNIO HUKaKUX HeXenaTenbHbIX U3MEHEeHUi no
CpaBHeHUIO C NpeAbIfYLLMMN aTTecTauMoHHbIMU UccreaoBaHnaMn. OBbIMHO 3TO BKIOYaeT B cebsa Kak MUHUMYM OAWH
PpakUUOHHLIA UMK NOMOBUHHBIA LMK 3KCMO3ULIMKU C U3MEPEHUSAMU TeMNEPaTypbl U BNaXHOCTU. PpakUMOHHbIE LKLl B
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pa3paboTouHoii Kamepe MOTyT TakKe MCMosb30BaTECA ANA NOAAEPXKKN NPOrpaMMbl NOBTOPHOI aTTecTauumn, HO NOBTOpHas
aTTecTalynsl NPOU3BOLCTBEHHOW KaMepbl AOMKHa BbINONHATLCS TONLKO B NPOU3BOACTBEHHOW Kamepe,

PekomeHayeTcs, YTOObI LMK MUKPOGKUONOrndeckon atTectayun akcnsyaTupyemoro o6opyaoBaHua U n3mepeHus
TeMnepaTypbl 1 BaxHOCTW (MUKkpoBuonornyeckas nitoc usuyeckas aTrectalus skcnnyaTupyemoro o6opys0BaHus) Bbl-
NOMHAMMCE NO MeHbLUE Mepe pa3 B ABa roga ANns yoexgeHuns, YTo NnepecMoTp AOKYMEHTaUUM BLISBUN W 3adUKcMpoBan
ntobble M3MEHEHUS B NPOAYKTE UMW B CTepUIM3aLMOHHOM npoLecce.

MoBTOpHasA aTTecTauus MOXET Takke BKMoYaTh B ceba Bepucbukauuio Toro, YTo ecnu MeHANUch cneyudukaumum
CTepunu3aLMoHHoro npolecca, To NoBTopHas aTTecTalus npouecca BKtoYana NoaTBepXaeHWe, YTO NPOAYKT COOTBET-
CTBYET AONYCTUMLIM Npefenam no octatkam 30, ykasaHHbIM B 1ISO 10993-7.

Bo Bcex BbllLENepeYnUCrieHHbIX CryYasix BaXXHO JOKYMEHTUPOBATL NPUHATEIE pelleHns Hapaay ¢ 060cHOBaHUAMM
STWX peLLEHWiA, 1 onpefenaTb MnaH NocneayroLmMx NepecMoTpoB UK NepeaTTecTauyii.

O6parHas CBA3b ANA crieayoLLero rogoBoro nepecmoTpa

ExerogHbin
nepecmoTp

O6opynoBsaHue: 3HauuTenbHbIe MonHan noeTopHan

- U3MEHeHMs; Viamerenus M3MEHBHUR arrecrauus

- KanubpoBka;

- obcnyxvBaHue

Mpoayx:

- KOHCTPYKLMS;

- YNakoBKa;

- Marepuansbl;

- NPON3BOACTBEHHbIV
npowecc;

- BuoHarpyaka;

- KOH(UrypaLus sarpysku

Wctopuna ob6paboTtok:

- OTKIOHEHWSI;

- c6ou npouecca

YMeHblueHHasn nosTopHas |
atTectauus

L S

NokymeHTUpoBaHHO®
obopyaosaHue

MpumeyvyaHune — Korga Banugupyetcs 6onee ofHON KOHMUIypaLuu, 3TO JOMKHO GbiTb OTpaxeHo B nobom
JeNCTBMU NOBTOPHOW aTTecTauuu

PucyHok D.1 — [depeBo pelleHUid ANsi NOBTOPHON aTTecTauun

D.12.3.4 TloBTOpHas atTecTaums BbINOMHAETCA AN NOATBEPXAEHUS TOro, YTO KYMYNATUBHBIA 3PEKT OT MENKUx
U3MeHeHWI He yxyawwun ahpeKTUBHOCTL CTEPUNU3ALIMOHHOIO NpoLiecca.

MoBTOpHasA aTTecTaLuMs MOXET BKMiovaTk B cebs BepudukaLmio Toro, 4To cobniogatotca AonycTuMble A NpoayKTa
ocTaTkn 30 cornacHo 1ISO 10993-7.

BaxxHo BEINOMHATL hopManbHYIo OLeHKY Heo6X0AMMOCTM B MOBTOPHON aTTecTaluu CTEpUNM3aLMoHHOro npouecca
no MeHbLUEN Mepe exXerogHo Ana obecneyeHusi ybexaeHns B TOM, YTO OTCYTCTBOBaNM crydailiHble U3MeHeHUs npouecca
W 4NA JeMOHCTpaLMK Toro, YTo NepBOHavanbHasi Banuaauus octaercs BanugHon.

Mporpamma NOBTOpPHON aTTecTaLun A0rPKHa ONpeAenuTL NpUeMeMble AUanasoHbl U YpoBHU BapuabenbHOCTU Xa-
pakTepucTuK, HeobxoauMble ANA NogfepXaHus BanuAHOCTU pe3ynbraToB NePBUYHOR Banuaaummu U3 roga B rog.

D.12.3.5 [nsa onpeaeneHnsi NpMYnH HECOOTBETCTBMUIA fOMKHO NMPOBOAUTLCA paccriefjoBaHue. BnusHue HecooTBeT-
CTBWA Ha BanuAHOCTb NOBTOPHOW aTTecTaummn AOMKHO ObiTb OLeHeHo, a 060CHOBaHUE MPUHATOrO pelUeHUA (peLueHuit)
AOIMKHO BbITb JOKyMeHTUpoBaHo. [JanbHeiilume AeilCcTBUSI MO NOBTOPHOI aTTecTauun AOMKHbI BLIMOMHATLCA Nog Habnto-
AeHWEeM Hagnexallei cuctembl obecneyeHus KadecTsa.

D.12.4 OueHka uaMeHeHun

D.12.4.1 CobbITus, koTopble MOryT noTpeboBaTh NOBTOPHOW aTTecTauynu, BKNovatoT B cebs (HO He orpaHu4YuBatoT-
CA NepeymncrieHHbIMU) cnegytoLee:

a) obLMpHBIE PEMOHTBI CTepUnU3aTopa U M3MEHEHUs (3aMeHa CUCTeM U OpPraHoB ynpaBreHWs, KpynHaa pekoH-
CTPYKUUSI UMK YCTaHOBKA HOBbIX BAXHBIX KOMMOHEHTOB);

b) HeoxuaaHHbIE OTpULATENBHBIE NOKA3aTENU CTEPUNBHOCTU B PYTUHHOW CTepunuaauum;

C) U3MeHeHus B NPoAYyKTe,

d) n3MeHeHUs B ynakoBKe;

€) MoaguduUKaLmna CTEPUNUIYIOLLIEro areHTa n/unu ero NpefcTaBreHns,

f) 1ameHeHMa B NpeAcTaBNeHWN NPOAYKTa ANSA CTEpUNU3aLUm UK KOHUrypauum sarpysku;

g) M3MeHEHUs1 NNOTHOCTU 3arpy3Ku.
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BaxHo ybeamnTbea, 4TO KOHTPOSbHAA 3arpyska, ucnonsyemas B noboil NOBTOPHOW aTTecTauuu, yUMTLIBAET U3Me-
HeHUsA, KoTopble MoK BbITb caenaHbl AN obecnedeHNsA NpefCcTaBUTESNIBHOCTM KOHTPOSbHOW 3arpy3kn No OTHOLLEHUIO K
nepecmaTrpmBaeMblM NPOAYKTY UK KOHdpUrypayum.

D.12.4.2 MoryT noHapobuTbCca uccneaoBaHUsa Npyu NOBTOPHOI atTecTauyuu, ecnv 6binn caenaHbl USMEHEHUS B Ma-
Tepuanax, Mectax pasMeLleHNs NPOU3BOACTBEHHLIX NNOWAA0K UMK B MeToax 0bpaboTkun, KoTopkle MOTYT MOBMUATL Ha
nonynsAuyuio u/unu yctoitumBoctb BuoHarpysku npogykra. MiccrieqoBaHusi OMKHBI MPOAEMOHCTPUPOBATh, YTO MOMYNSILMSA
M YCTORYUBOCTL BUOHarpy3ku NpoAyKra He YBeNUYUnMCh A0 YPOBHS, KOTOpLIA Mor Bbl NOTEHUWanbHo caenarb HefleicTBu-
TenbHOI NpUrogHOCTb BHYTpeHHero YKIT unu otpuyatensHo NOBAUSTE Ha AOCTWKeHWe TpebyeMoro ypoBHsi obecnevyeHus
CTEPUITLHOCTY.

D.12.4.3 [ononHuTenbHoe pyKOBOACTBO HE NPUBOAUTCA.

D.12.4.4 [JononHuTensHoe pyKoBOACTBO HE NPUBOAUTCA.

D.12.4.5 [JononHuTensHoe pyKoBOACTBO HE NPUBOAUTCA.

D.12.5 OueHkKa 3KBUBaJNIeHTHOCTU

D.12.5.1 OueHka aKBUBareHTHOCTU Npouecca — 3TO MEeTOA, UCNONb3yeMbl ANA AEMOHCTPaLMKN TOro, YTO ABYMS
unu 6ornee egMHMLaMKU UK KOMNNeKTamMn o6opyA0BaHUA BLINOMHAETCA OAUHAKOBLIW BanuaMpoBaHHbIA NpoLiecc cTepu-
nusayuun. MNMpu atoM He TpebyeTca, 4To6LI 060pyaoBaHue BbINo hUandeckn naeHTUYHLIM. Jaxe ecnu napametpbl, 06e-
cneunBaemble 060pyAOBaHUEM, He UAEHTUYHbI CTaTUCTUYECKU, BLINOMHAEMBIA NPOLECC BCE PaBHO MOXET ObiTb IKBU-
BarieHTeH, ecnu Bce napaMeTpbl cnocobHel o6ecneqnBaTh Npouecc B onpeaeneHHblX U BanMAUPOBaHHLIX MPOLECCHBIX
npegenax (cM. AAMI TIR 28 [26]).

OueHKa 3KBMBaNeHTHOCTU NPOLeCca, BLINOMHAEMOro HECKONbKUMU eauHULamn o6opyaoBaHus, NpeaHasHadYeHa
AN yMeHblUeHns obbeMa UcnbITaHui, HeoBxoaMMBIX ANA aTTecTauumn npouecca. MNpouecc cTepunusayumn onxeH 6bITb
BanuamnpoBaH B ofjHol kaMepe. OcTanbHoe o6opyaoBaHue MOXET MPONTU COKpaLLEHHYIO aTTecTaluio 3KCnnyaTupyemo-
ro o6opyaoBaHus, ecnu aTo o6opyf0BaHMe NPOLLNO aTTecTauun YyCTAHOBNEHHOTO M yHKLMOHUPYowero o60pyaoBaHus
(9.2 n 9.3). ObopynoBaHue, BEINOMHSAIOLWEE CTEPUNU3ALUOHHBIN Npolecc, 0GbIMHO COCTOUT U3 KaMepbl UNN KOMHAaTHI U1
ZAOMNOSHUTENBLHBIX CUCTEM yrpasrneHus. O6opyaoBaHUe CTEpUNM3aLMOHHOMO NpoLecca MOXET HaxoAUTLCA B Npefenax
Bblfj€NIEHHOro nomelleHns ansa obpaboTku unu pacnpeaensaTbCa MexXay HEecKonbKUMU nomelyeHnsmn. 3to obopyaosa-
HUe MOXET UCMONb30BaTbCA HE3aBUCUMO ANSA CO3AaHUA O4UHAKOBLIX YCNOBUIA NPOLECca U MOXET UMETb TOYHO TaKyio Xe
KOHCTPYKLMIO UNKW OTNUYaTLCA MO pasmepam unu no obbemy BCriomMoratenbHoro 06opyaoBaHus.

OKBMBaNEeHTHOCTb npoLecca MOXeT ObiTb YCTaHOBNEHa C NOMOLLbIO aHann3a NPOLUECCHLIX AaHHBIX B COMETaHUU C
MWKpOBUOnornieckoi oLeHKoi. MpoueccHble AaHHbIe AOMKHLI NPOAEMOHCTPUPOBATL, YTO 060pyAOBaHUe-KaHANAAT pa-
6oTaeT B 4ONYCTUMOM [Manas3oHe KOHTPONUPYeMbIX NapaMeTpos (T.e. BaNMaMpoBaHHbIe NPOLECCHBIE NapaMeTpbl MOryT
ObITb HAAEXHO MPUMEHEeHbI K MPoAYKTY). AHanu3 AaHHbIX AOIKEH NOATBEPAUTB, UTO NpoLiecc paboTaeT B Nnpegenax onpe-
LeneHHbIX ANs Hero JomnyckoB Ha BanuAupoBaHHble napaMeTpbl. Mukpobuonornyeckas oueHka AOIKHa NOATBEPAUTD,
YTo TpebyeMblil ypoBeHb obecneyeHns cTepuibHOCTU JOCTUrAETCS.

D.12.5.2 KpuTepuu ANS OLEHKM 3KBUBANEHTHOCTU NpoLecca

OKBMUBaNEHTHOCTL NpoLiecca MOXET OblTb YCTaHOBMEHA BHE 3aBUCUMOCTM OT TOro, YCTaHOBNEHO N obopyAoBaHne
B TOM Xe MOMEeLLEeHUN UMK B UHBIX NomelleHusx. Kputepuw, KoTopble AOIDKHBI 6bITE coBniofeHbl O YCTaHOBINEHUS NPO-
rpamMmbl OLIEHKW 3KBUBaNEHTHOCTH, crnefytoLme:

a) BbINOMHeH e NoMHO BanuaaLun cTepunu3aLMoHHOro npoLecca kak MMHUMYM B Of{HOI CyLLieCTBYIOLLiE cUCcTemMe
B COOTBETCTBUM € TpeboBaHWsMU pasgena 9;

b) BbINONHeHWe aTTecTauuini yCTaHOBMEHHOrO U PyHKLMOHUPYLoLLero 06opya0BaHUS, AEMOHCTPUPYIOLLUX JOKYMEH-
TanbHo, 4YTo BCe 060pyAOBaHUE GbINIO YCTAHOBIEHO B COOTBETCTBUM C TpeGOBaHUAMU UHXEHEPHbIX cneuudrkaluit, u 4To
OHO paboTaeT B COOTBETCTBUM C TeM Xe TpeboBaHnsamY,;

C) BbIMOMHEHWE OnpeaeneHns npoLecca A BKITIOYEHUS paspelleHHbIX JOMyCKOB W AOKYMEHTUPOBaHNA Beex a3
npoecca;

d) BbINONHEHWE aHann3a BCeX MPOLECCHBIX AaHHbIX C BANMAWPOBaHHBIMU JonyckaMu Ans obopyfoBaHus-KaHguaa-
Ta 1 opurMHansHoro o6opyaoBaHus.

D.12.5.3 OnpepaeneHne sKBUBaNEHTHOCTU NpoLecca

OKBMBaNEHTHOCTL CTEPUNM3aLIMOHHOMO NpoLiecca, BLINOMHAEMOro OfHOA eanHULel obopyaoBaHus, npoLeccy, Bbl-
MonHAEMOMY APYroll eAnHULER, MOXET ObiTb yCTaHOBMEHA MyTeM CPaBHEHUS faHHbIX, MOMYYEHHbIX NpW BbIMOMHEHWUN
OLHOTO 1 TOTO XXe BanuaMpoBaHHOro npoLecca Ha ToM 1 Apyrom o6opyfoBaHuu. 3To cpaBHeHWe AOMKHO BKIoYaTh B cebs
oLeHKy cnocoBHocT 06opyaoBaHNs ¢ XopoLLei BOCNpon3BOAUMOCTLI0 coBnIoaTh XKenaemble NpoLeccHLIe napaMeTphbl
npu o6paboTke HOpPMarbHOW NPOW3BOLCTBEHHON 3arpy3ku. [aHHble, NonyYeHHbIe B X0Ae aTTecTaumm aKkernyaTupyemoro
obopyaoBaHus, Takke MoryT ObiTb UCNOMb30BaHbl. [apaMeTpsl U AONYCKU JOMKHBI ObiTe TeMu, KoTopele Bbinn paHee
BaMaMpoBaHLl B X04 e aTTecTaluu skcnnyatmpyemoro o6opyaoBaHus ¢ BEINOMTHEHWEM NpoLecca Ha opurmHansHoM 060-
pynosaHuu. OLeHkKa 9KBMBaNeHTHOCTY JOMKHa BKITHoYaTh B ¢e0s aHanma v oLeHKy npoLecca Hapagy ¢ MuKpobuonoruye-
CKOWi OLIEHKOWA.

D.12.5.4 AHanu3 u oueHKa npouecca

BeIMonHAeTCA aHanua npoLecCHbIX AaHHbIX, MOMYyYeHHBIX W3 BanWAUPOBaHHOMO Mpouecca, BbIMOMHEHHOro Ha
obopyaoBaHUW-KaHAUAaTe U OpUrMHanbHOM o6opyaoBaHuu. MpoueccHble faHHble fOMKHbI BbiTb nonyyYeHsl oT o6opy-
foBaHWsA-kaHgnaaTa. OTU AaHHble AOMKHbEl ObITb CpaBHeHbl ¢ Npejenamu napameTpoB Ans faHHOro cneulndguyeckoro
CTepUnu3aLMoHHOro npouecca U pesynsratamu, NonyYeHHbIMU U3 aTTecTalun KCnnyaTMpyemMoro opurimHansHoro 06o-
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pyAoBaHus. MNpefensl NapaMeTpoB — 9TO Te NpeAenbl, KoTopble 6bINu YCTaHOBNEHLI B X0A4e NEPBUYHON Banugauum cre-
puM3aUmoHHoro npolecca (BkitoYas Bce TpeboBaHMs K NpoLeccy, onucaHHble B HaCTOSILEM CTaHAapTe), BEINOMHAEMOro
B cyllecTByloLeM obopyaoBaHun. Creyndukaumn, KoUTepUU NpUeMnNemMocT W nansera ¢ 3arpy3koil B onpeaerneHHoi
KOHUrypaLum JomkHel 6bITb TaKUMK Xe, Kak Te, 4To BbliM onpefeneHbl B NepBUYHON aTTecTauum aKcniyaTupyemoro
obopyaoBaHusa. PakTudeckue napameTpbl, NoAnexalline oLeHKe Npu onpeaeneHnn 3KkBUBaNeHTHOCTH, 0BbIYHO NpescTaB-
nsAwT coboit YacTb Beel cneyudukaumm npouecca. BeibpaHHble napameTpbl U 060CHOBaHUe WX Bblibopa oMxHbl BbITh
LOKYMeHTUpoBaHbI. B 9TON oLgHKe MOryT BbITb MCMONb30BaHbLI CTaTUCTUYECKUE METOAbI, OLieHUBAaIOLLME KaK LieHTparnbHble
TEHAEHUMMN AaHHbIX UCMbITAHWUIA, TaK U cTeneHb BapnabenbHOCTH faHHbIX. [TpuMepel nogxoga ¢ UCNONb30BaHUEM CTaTu-
cTudeckoro aHanusa npefcrasnersl B AAMI TIR15 [24]. MNpuMepbl 3Tu unnocTpaTBHbI, U NpegHa3HadYeHsl Ana obecne-
YeHWs PYKOBOACTBA MO CTATUCTUYECKUM pacHeTaM, TpeBoBaHUAM K HOPManbHOCTM pacrnpefernerns, 1 no waram, Kotopble
cnepyeT npeanpuHUMaTh, ecni aHHble He NPoxXoaT NPOBEpKY Ha HopMarnbHoCcTe. Ecnn aHanma npouecca v oueHKka He
OTBEYaloT YCTaHOBMNEHHLIM KPUTEPUAM NPUEMINEMOCTU, TO EMOHCTPaLMS 3KBUBANEHTHOCTU NpoLiecca HEBO3MOXHA.

D.12.5.5 OueHKa 30H npeaBapuTENbHOro KOHAULMOHUPOBAHUA U aspaLuu

Kputepuun Ans ycTaHOBMEHUA SKBUBANEHTHOCTU MpoLecca WCNOMb3yoTesa U A9 OLEHKU 30H NpeABapuTensHoro
KOHAMLMOHUPOBaAHMA U aapauuu, 3a UCKITIOYEHNeM TOro, YTO BRaXHOCTb AN 30H aspauuu obblMHO He YYMTbIBaeTCs.
HomxHa 6bITb BbIMOMHEeHa OLUEHKa, cpaBHMBatoLLas NPoUInM TeMnepaTypbl 3arpy3ku, BNaxHOCTU B OKpyXatoLlei cpe-
fe Kexxfoi 30Hbl. Kak MUHUMYM, [OMXHb! OLIEHUBATLCA OAHOPOAHOCTL TEMMEepaTypbl U BIAXHOCTU BHYTPW 3arpy3ku M
CBSI3b 3TOr0 €MHO0Opa3nst ¢ COOTBETCTBYIOLUMMU YCTaBKAMU W 3annMcaHHbIMW KOHTPOSbHEIMU NEPEMEHHBIMU ANS 30H.
Ecnn eanHnUbl 060pyA0BaHWS UCMONb3YIOT pasHbie YCTaBKW UMW UMELOT pasHble KOHTPOMbHbLIE MpeAernsl, TO fAoKasaTb
UX 9KBMBANEHTHOCTb MOXET OKa3aTbCA HEBO3MOXHO. OKBMBaMEHTHOCTb npolecca AN NpoLeccoB NpeABapuUTEnsHOro
KOHAWLMOHNPOBAaHWA UMK NPOLIECCOB aspaLn MOXeT ObITb YCTaHOBMeHa, ecnu nocse aHanusa pabounx faHHbIX MOXHO
caenarb 3aKoYeHmne YTo, YCIOBUSA BHYTPY 3arpy3ku COOTBETCTBYIOT Npefenam napaMeTpoB (HanpumMep, pacnpejeneHue
Temneparyp, ocTaTouHble YPOBHU U T.N.) B KOHL|E NpefBapuUTenbHOro KOHAULMOHUPOBaHUS UNK B KoHue aspauuun. OcTa-
TouyHble ypoBHM D0 B NpogyKTe nocne cTepunmaaym JomKkHb BepuduLmpoBaThCcs B aspaUmoHHoi KoMmHaTe/nomeLyeHmn/
KaMepe/ayeike-kaHaungare.

D.12.5.6 OueHka paboTbl CTEPUITU3ALMOHHON Kamepbl

3T0 oLeHKa, cpaBHMBaroLLas NpUMeHeHne NPOoLECCHbBIX NapameTpoB K 3arpyake B 06opyAoBaHUU-KaHauAaTe C AaH-
HbIMU, NOMYYEHHBIMU U3 aTTecTaLMKU SKCTINyaTUpyeMoro opuriHansHoro o6opyaoBaH1s UK U3 BbINOMHEHHBIX NPON3BO/-
CTBEHHbIX LMKIOB. KpuTuyeckne napaMeTpbl NpoLecca 1 3arpysku, noanexaiyme cpaBHeHWo, A0MKHbI ObITb onpeaeneHbl
ANSA CTepUnu3aUnoHHOro npoLecca A0 BhINOMHEHNUS OUEHKW. 3TW napaMeTpbl MHAMBUAYanNbHbI AN KaX[0ro cTepunusa-
LIMOHHOrO MpoLecca, HoO MOryT BKIToYaTk B cebs cnegytoLyee:

a) NapameTpbl 3arpysku:

1) TemnepaTypa npogykrta — [OCTUrHyTble TemnepaTypbl W UX pacnpedenieHne BHYTpU 3arpy3ku BO Bpems Bbl-
aepxkn 30;

2) BNaXxHOCTb npoAykta — [AOCTUIHyTas BI@XHOCTb W €€ pacnpefefnieHne BHYTPU 3arpy3ku K KOHLY
KOHANLWOHUPOBaHNA.

b) napaMeTpbl npouecca:

1) BNaXHOCTb B Kamepe B BblbpaHHbIe Nepuofbl BpEMeHW BO BpeMSA BLINOMHEHWUA UUMKNa (Hanpumep, Ha4vano
n/unn KoHel KOHAULMOHMPOBAHUSA). DTOT NapaMeTp MOXET bbITb U3MepeH HENOCPEACTBEHHO UMM MOXET GasnpoBaTtbecs
Ha pocTe AaBNeHNA n3-3a MHXEKLMN napa;

2) Temnepatypa B kamepe B BblbpaHHble Nepuofbl BpEMEHU BO BPEMS BBINOMHEHUSA Lukna (HanpuMep, KoHeL, KOH-
AVLUUOHNPOBaHUA UK Bo BpeMsl akcnosuyuu 30);

3) KoHUeHTpauuA rasa S0 B Kamepe B BblibpaHHbIE Nepuoabl BpEMeHN BO BPeMSA BLINONHEHUS LuKNa (ecnu name-
pseTca), unu poct agasneHna B0, unu Bec rasa;

C) K ApYrum napameTpam npouecca, KoTopble MOXHO paccMaTpuBaTb, OTHOCATCS:

1) rny6buHa BakyyMa U cKopocTb oTkauku (AP/Bpems) B BbiGpaHHble Nepuoabl BpEMEHW BO BPEMS BbINOMHEHUN
uukna;

2) BpeMA yBNaXHEHNUS M CKOpPOCTb Brycka napa (AP/Bpems);

3) Temnepatypa uHxekumm 30 u ckopocTb (AP/BpeMs), a Takke 06beM ncnonbsosaHHoro 30 (BeC, KOHUEHTpauus
wnu gasnexue),

4) ckopocCTb BNycka Bosgyxa unu asota (AP/Bpems).

AHanu3bl NPOLECCHLIX AaHHbIX UCMONbL3YIOTCA ANA TOro, YTo6bl NOKa3saTb, SKBUBASIEHTHLI NpOLECCH UK HET No
CBOeii cnocobHOCTU cobniofaThb CyLLECTBYIOLLME NpeAerbl NapaMeTpoB U Ntobble UHbIE AONONMHUTENBHBIE KPUTEPUU NpU-
emneMocTy. MNony4eHHble AaHHbIe JOMKHBI BbITb NpoaHanu3upoBaHbl 1 CKOMNUANPOBaHLI B (hOpMaT, KOTOPbIA NO3BONUT
MCNoNb30BaTh UX B AanbHENLLUX ONpefeneHnsx SKBUBaNeHTHOCTU Npoyecca.

D.12.5.7 Mukpobuonorunyeckas oueHka

B xoae MUKpPOGWONOrMYECKO OLIEHKU BLIMOMHAIOTCA (hPaKLMOHHBIA UK NONOBUHHBIA LWUKN ANA AEeMOHCTpauum
TOro, YTO CTePUNNU3aLMOHHBIA NpoLecc cnocobeH obecneunTs onpeaeneHHbIn MUHUManbHLIN YpoBeHb oGecneveHmns cTe-
pPUNBHOCTU NPOAYKTa BO BCEX OLIEHUBAEMbIX €AUHULIAX UNK KoMnnekTax o6opyAoBaHuUS.

MpuMedvyaHune — Ecnum UuKn, MCnonb3yemblii BO BpeMs aHanunsa npouecca, 6bin ppakynoHHLIM UK NOSIOBUH-
HBIM 1 BKIKOY2N MUKPOBUONMOTMUECKUi A MOHUTOPUHT, TO €r0 AaHHbIEe TakKe MOTYT UCNONL30BATLCS ANS 3TOM OLEHKN.

51



FOCT ISO 11135—2017

B pononHeHne k o6ecneveHuno cneLunuLMpoBaHHOro ypoBHsa obecrnedeHns cTepunbHOCTU NPoAYKTa B YUCHO A0-
6aBoYHbIX haKkTOpOB, MOANEXALLMX OLEHKE, BKIIOYatoTCH Ntobble MBMEHEHUA MEeCT pacrofioXeHUs cTepunuaaTtopa unm
MECT PacrnofioXeHWsa NpPou3BOACTBEHHbLIX MOLLHOCTER, KOoTopble MoK Bbl OKa3aTb BNUAHWE Ha YpoBeHb GUOHAarpysku
NPoAYKTa, NpefoCTaBnNAeMoro ANs CTepunusaumun. YBenuyeHwe pacCTOAHUA MeXay NpeAnpusTUeM-U3roToBUTENEM U
CTEPUNUIYIOLLIUM YHPEXAEHUEM MOXET NPUBECTU K Bonee BbICOKUM YPOBHAM GUOHarpy3ku, 0COGEHHO ecnu NPoAYKT caM
cnocobcTByeT MUKpobronormyeckoMy pocTy. PasHuLa B OKpyKatoWmx cpefax pasnnyHbiX NPOM3BOACTBEHHBIX NMoLas ok
TOXE MOXET MPUBOAUTL K U3rOTOBNEHWIO NPOAYKTOB € 6onee BLICOKUMU YPOBHAMMU BUOHArpyaku unu ¢ 6onee BLICOKON ee
YCTOWYMBOCTBIO, YEM aTTECTOBaHHbIE paHee, AaXe ecnu NPOAYKT He cnocobcTByeT Mukpobuonornyeckomy pocTy. Elle
ofjHa npobnema, Noanexalyasa oLeHKe npu TpaHCNopTUPOBKE NPOAYKTa MeXAy nnoljajkamMmm — 3To pasHuLa B YCroBUsAX
TPaHCMOPTUPOBKU, TaKMX, KaK ANUTENBHOCTL NEPEBO3KN U CE30HHbIE adpdeKThl (TemMnepaTypa, BrMaxHocTb U T.N.). Ecnu
HYXHO, CrieAyeT BbINOMHUTL UMUTaLNIO OCTaBKU/TPAHCNOPTUPOBKY, BhIfepXuBas NpoAyKT Npu onpefeneHHbIX YCroBusX.

D.12.5.8 OueHKa pe3ynsratoB

PesynsraTel OLEHKW AOMKHBI OnpefennTb, SKBUBANEHTHO N paboTaloT OTAENbHbIe efuHULBl UKW KOMMNEKTh
obopyaoBaHus. ECnM OHM 3KBWBANEHTHbI, TorAa TpeboBaHWe O COKpaLLEHHbIX MUKPOOMOMOrMYecKUX MCCrnefoBaHUsX
YAOBMETBOPSAETCA 3@ CHET UCMBITaHWIA, KOTOpbIE yxe GblN BBINOMHEHbI, U HW B KaKoi fanbHelilleid aTTecTayum HeT He-
obxogumocTun. Ecnu xe BeIBogLI aHanuaa npouecca Ui MUKPOBUONOrnieckoi oLieHKN roBOPSAT O TOM, YTO NPOLECCHI He-
3KBMBANEHTHbI, TO MPOLECC JOMKeH ObiTb 0ObABNEH «HE3KBUBANEHTHLIM», MOCHE Yero AomKHa ObiTk BeIMOMHEHa nonHas
aTTecTauusa skcnnyaTmpyemMoro o6opysoBaHus.

D.12.5.9 MNMoppepxaHue a3KBMBariEHTHOCTU

Mopaepxka 3KBMBANEHTHOCTU AOMKHA BKIOYaTb B cebs 0630p U3MEHEHWA Ans Kaxgol eguHuLLl obopyaoBaHus,
KapK[oro Mpou3BoACTBEHHOMO MpoLecca, 3arpy3ku NpogyKTa v cTepunvaaynoHHoro npouecca, 4Tobbl y6eauTses, YTo 3TH
U3MEHEHUA He MOBMWANKU OTpULaTENEHO Ha obllee onpeAeneHne SKBUBANEHTHOCTU. OTOT 0630p JOSKEH BhIMONHATL-
CA nepef BHECEHWEM U3MEHEHWIA W AOMKeEH ObITb YacTbio MpoLecca KOHTPONs U3MeHeHWid. Ecrnin kakoid-To npouecc He
NpOXoAMT nepuoamnyeckuii 063op 3KBUBANEHTHOCTH, OH AOMKEH OblTb UCKMHOYEH U3 CMIUCKa 3KBUBANEHTHOCTU W 3aHOBO
aTTecToBaH.

D.12.5.10 OokymeHTauus

Bce pelueHunsi, oTHoCsLLMECS K BEIXOAHBIM faHHbIM aHanusa, onpegensiowue, MoxeT nu obopyaoBaHne-kaHanaaT
ObITb 3asB/IEHO KaK «9KBUBANEHTHOE» B OTHOLLEHUN CYLLIECTBYIOWEro 060pyaoBaHna AN CTepUNM3aLmnoHHOro npouecca,
LOMKHbI ObITb 4OKYMEHTUPOBaHLI. OTa JOKYMeHTaLus AOIKHa BKNOYaTb B ceba kak MUHUMYM cneaytoLuee:

a) nonHasa crneuudukauus obopyoBaHusi-kaHauaaTta, onucbiBalowan obopyaoBaHUe, ero 3KCNnyaTauuoHHbIe
crneumdrKaLmm ¢ gonyckamu, ceelnarowancs unu cogepalyan B cebe nepedeHb NpUMeHUMBIX paboynx npoueayp, npo-
Leayp kanMbpoBku 1 rpachuku obcnyxmsaHna. 3Ta cneunduKaLms AorKHa BKIOYaTb B ce65 UK cebinaTbCsi Ha TEKYLLYHO
aTTecTaluto YCTaHOBNEHHOro o6opyaoBaHNA, Kak yKa3blBaeT HacTOSILLMIA cTaHAapT;

b) cBMAETeNbCTBO MNK oLeHKa crnocobHOCTU 06opyAoBaHUA BEINOMHATE paccMaTpuBaeMblil npouecc. CeugeTenb-
CTBO WIN OL|EHKa AOSMKHBI BKITOYaTh B cebs1 UNK cebinaTbesl Ha TEKyLLYHO aTTecTauuto pyHKLMOHUPYIoLLero o60pyaoBaHus;

C) pesynbraT cpaBHeHUs 060pyAoBaHUSA-KaHAnAAaTa C CyLLECTBYIOLMM BanuanMpoBaHHLEIM 060pyaoBaHuem npouec-
ca. OTo cpaBHeHWE OIMKHO YETKO NPOAEMOHCTPUPOBATL, YTO BCE OCHOBHBIE CUCTEMEI U NMapaMeTpbl 6binKM NoABEPrHyTHI
OLieHKe, B TOM YUCNe C MOMOLLbIO CTaTUCTUYECKOro aHanuaa (ecnu ucnonbayercs);

d) cBUAETENLCTBO MKW OLiEHKa YCNOBWIA NpoAykTa Bo BpeMsi 0bpaboTku B obopyaoBaHuU-kaHanaaTe Ans 4€MOH-
CTpaLWK 3KBMBANEHTHOCTM CYLLECTBYIOLLEMY NnpoLeccy;

€) pesynbraT OLEeHKU MobbIX AONOMHUTENbHBIX (PakTOPOB, CNOCOBHLIX M3MEHUTb JIETaNbHOCTL CTEPUIU3aLIMOHHOTO
npotecca, ecnu aTo HeobxoaMMo;

f) AOKyMeHTUpOBaHHOe 3aKnioveHne o ToM, YTo obopyaoBaHMe-KaHAMAAET 3KBUBaNEeHTHO 06OpyAOBaHMIO, yKasaH-
HOMY B TEKYLUX BanMAaLMOHHBIX UCCMEf0BaHUSAX, ONPeAensoWmMX JOCTMKeHe cneyuduLupoBaHHOro ypoeHs obecne-
YeHUs1 CTEPUNBHOCTU NpoAyKTa. 3TO 3aKiioYeHne AOIDKHO BKIIoYaTh B cebsl Mnu ccbinatbesl Ha Bce A0MNOoAHUTENbHbIE UC-
NbITaHUS, BLINOMHEHHbIE ANSA AONONHEHUS CYLLECTBYIOLMX BanuAaLMOHHbLIX UCCIIe[0BaHuiA, U Niobble UHbIE UCTIBITAHUS,
BbIMOMTHEHHbIE AN NOATBEPXAEHUA UMK aTTecTalmu PYTUHHOTO BIMycKa NPoAyKTa U3 CyLLIeCTBYHOLLEro BanuanpoBaHHOro
Lukna (Hanpumep, NpoBepka ocTaTkoB, PYHKLMOHasNbHbIE UCNbITAHMS Ha TPeX NepBbIX JIoTax U T.Nn.);

g) ofobpeHune cneLuanucTom no CTepUnU3aLMi U UHLIMU NULAMKU, KakK 3Toro TpebyeT HOpManbHbIiA KOHTPONb U3-
MEHEHUIA UNK NPaKTUKW yrpaBrieHnss AOKyMeHTaLUWel, MPUHATbIE B OpraHu3auuu;

h) nepeveHb NPUMEHUMEBIX K CTepunuaatopy pabounx npoueayp v crneuudukaumnii, BbINYLWEHHbIX UNN U3MEHEHHBIX
NS aBTOpU3aLuKU NpUMeHeHus obopyaoBaHusi-kaHauaaTa AN pyTUHHoO# 06paboTku NpogykTa.

D.12.5.11 MNpoaykr

D.12.5.11.1 CemelicTBO nNpoaykKTa

CemeiicTBO NpoAyKra — 3TO HAabop NPOAYKTOB, ONPefieNeHHbIX KaKk CXOXUe WNKU 3KBUBANEHTHbIE Apyr Apyry AnS
Lenei Banugayuun. XoTs ceMeicTBa NpOAYKTOB MOTYT UCTONb30BaThCA U Mo ApyrUM npudnHam (octatkn 30, Guonarpys-
Ka unn 6UocoBMeCTUMOCTL), AN DO-cTepunuaalum ceMeicTBo NpoAyKra obbIMHO O3Ha4YaeT NPOAYKTLI, KoTopble Gbinn
CrpynnupoBaHbl BMECTE C LieNbio onpeaenuTb, bbin nn JocTUrHyT Tpebyemblil ypoBeHb obecnedeHns CTEPUNbHOCTU B
Xofie MUKpOGMONOrmieckux UCbITaHWA aTTecTalum sKennyaTupyemoro obopyaosaHus.

30 ceMeiicTBO NpoAYyKTa MOXET COCTOATb U3 pas3fUYHbIX KOMBUHaLMIA CxOXUX NpoaykToB. Hanpumep, ceMeicTBo
NpoAyKTa MOXET cofiepXaTb Habop KaTeTepoB, OTNUYaIOLLUXCA TONBKO pasMepamMm, Unu 3To MoxeT BbiTb Habop npoayk-
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TOB, KOTOpble ObIfIM W3rOTOBMEHB! B OAWHAKOBOW cpefie 13 ofMHaKoBbIX MaTepuanos. Korga NpoAyKTel rpynnupytoTes B
ceMelicTBa, BaXHO, 4YToObI OHW rpynnvpoBanuvce Ha 6a3e obocHoBaHUA, nogxogsALero gns 30-npouecca.

Mcnonb3oBaHne ceMencTs NpoayKToB YNpoLLlaeT npoLecc BanuaaLnm, NockoneKy Bce NpoayKTel B ceMencTBe Mo-
ryT 6bITb OMpefeneHsl Kak NpeAcTaBnsaioLMe SKBUBANEHTHYIO U MEHbLLYIO HarpysKky Ha CTepurM3aunoHHeblii npolecc,
YeM NpoayKT-npefcTaBuTenb Unu BHyTpeHHee YKIT. CeMeNcTBO NPoAYKTOB MOXET ObiTh NPEACTaBNEHO OLHUM NPOAYK-
TOM «XYALLEro cry4as» (3a4acTyto HasblBaeMbIM «MacTep-NpoAyKTOM»); BCE CEMEeCTBO paccMaTpuBaeTCsa Kak aKBUBa-
NeHTHas Harpyska Ha cTepunusauuoHHbIi npouecce, unu npeactasnaetcea YK npogykra (BHyTpeHHUM YKIT).

B pononHeHwe Kk cemeiicTBaM MNpPOAYKTOB, KaTeropun o6paboTku Takke MOryT PYTMHHO WCMONbL30BaThCs B
O0-cTepunu3aLm nocne 3aBepLUEHUA aTTecTaluumn aKkennyaTupyemoro obopygosaHus. Kateropus o6pabotkm — ato Ha-
60op cemeiicTB SO-NPOAYKTOB, KOTOPLIE MOTYT BbITb HECXOXUMU B AeTaNSAX, UCNONb3YeMbIX ANSA YCTAHOBNEHUS ceMeiicTBa
npoAyKTa, Takux, Kak MaTepuar, KOHCTPYKLMA UMK ynakoBKa, U1 U3roToBUTENb, HO KaX0e CeMeiCTBO NpoAYKTOB BHYTpU
Kateropmu o6paboTkn JormxkHo ObiTe aTTecToBaHo B 06LEM ANA HUX CTepUnM3aumoHHom npouecce. Kak npumep, Habop
NPOAYKTOB (BHYTPUBEHHbIE HaboPbI) MOXET COCTaBNATL CEMECTBO NPOAYKTa U MOXET BOUTH B kKaTeroputo o6paboTku, Ko-
Topasi BKMo4aeT B cebs oTAensHbIN Habop NpoayKToB (Hanpumep, ceMencTeo wnpuues). OBLLHOCTLIO BHYTPM KaTeropum
o6paboTkn MoxeT BTk YKIT, koTOopoe npeacTaBnaeT MUKPOBMONOrnieckyto Harpy3sKy Ansi NpoAyKToB B 3Toii rpynne. Bee
NPoAYKThl B 3TOW KaTeropun 06paboTkn LOMMKHLI NPEACTaBNATL SKBUBANEHTHYIO UNW MEHBLLYIO Harpy3ky Ha cTepunusa-
LIMOHHBIA npoLecc Npu CpaBHEHUN C NPOAYKTOM «XYALLEro cnyvasay», NpeAcTaBUTENbHLIM YITEHOM, UMK NPU CPaBHEHUU C
YK, pacnonaraeMbIM BHYTPY CTepUIIbHOK GapbepHOW cUCTEMbI NPOAYKTA.

MepecMoTp aKBUBANEHTHOCTU NPOAYKTa MOXET BLINONHATLCA BHYTPU KaXAoro ceMeicTBa NPOAYKTOB WU BHYTPM
KaTeropuu obpaboTkn. B kavecTBe ansTepHaTMBLI ANSA aTTECTALMOHHOrO UCCNEefoBaHUS MOXET ObiTb BeIGpaH NpogykT
«XyfLuero cryvas» Unu npeacTaBUTeNbHbIR YNeH cemeicTa. B nocneaytowmx naparpadax paccMaTpuBaloTCs pasnuny-
Hble acneKTbl OLeHKN NPOAYKTOB.

D.12.5.11.2 OnpepeneHune oTpuLaTENbHOrO BAUAHUA Ha NPOAYKT

Mepen onpefdeneHnem Toro, MOryT NN NPOAYKT-KaHANAAT WU YNAKOBOYHAA cucTema ObiTb NPUHATEI B CEMENCTBO
NPOAYKTOB UNK B KaTeroputo o6paboTku, cneayeTt onpeaenuTb, OCTaHYTCA N NPOAYKT-KaHAWAAT UMK YNaKoBOYHAs cUCTe-
Ma PYHKUMOHanNbHBEIMK U adbdekTUBHBIMU. CUCTeMa ANA OLEHKW 3TUX acnNeKToB AOSKHa paccMarpuBaTbcsi NPOEKTMPO-
BaHWEM UK NpOLECCOM KOHTPONSA M3MeHeHul. [onmkHO BbiTb YAeNneHO BHUMaHUe pacCcMOTPEHMIO (DYHKLIMOHANBHOCTH,
LIeNoCTHOCTH, cTabunsHocTH, BMOCOBMECTUMOCTI U OCTaTKaM, ¢ 0cOBLIM YNOPOM Ha onpeAeneHne Tex BO3AEenCTBUA,
KOTOpble NpoLiecc CTEpUnM3aLmmn MOXET OKa3saTb Ha NekapCTBEHHbIe CPEACTBa, KoTopble MOryT ObITh BKIOYEHBI B COCTaB
U3aenuin Unm ux KOMNOHEHTOB. [NA NPOAYKTOB, CoAepXaLLnuX onpeaeneHHble TUMbl 3aKOHYEHHLIX (FOTOBBIX) KOMMOHEHTOB
(Hanpumep, Habopbl ¢ NekapcTBaMm), 3roTOBUTENb JOMKEH PaCCMOTPETb HOpMaTUBHBIE TpeboBaHUA B OTHOLLEHUMN 6e3-
OMacHOCTN N 3PPEKTUBHOCTU STUX KOMMOHEHTOB B 1OMNOSTHEHWUE K TOMY BITUSAHUIO, KOTOPOE CTEPUNU3ALMOHHLIN NpoLiecc
MOXeT OKa3aTb Ha CPOK FO4HOCTU paccMaTpuBaemMoro npoaykra.

30-npouecc, AN KOTOPOro NpoAykT 6yaeT UCMbITLIBATLCS, AOMMKEH COCTABNATL NPEACTaBUTENbLHYIO HArpysKky Ha
NPOAYKT U ero ynakoBoYHyto cuctemMy. [lokymeHTaLmsi AOIDKHa OTpaXarb, HaCKOMbKO Harpy3ka 3Toro npouecca oTnnyaeTca
OT HOMWHanNLHOro npoLlecca, a arrecraums NpoAyKra AormKHa JEeMOHCTPUPOBaTh, YTO BCE 3TU NapaMeTpbl NOAXOAAT Ans
NpUeMKU NpoayKTa.

MpopyKkT-KaHAMAaT U ero ynakoska AOMKHbI ObITb OLeHeHbI Ans onpeeneHnsa Bo3AeicTBUA Ha NPOAYKT OCTaTou-
HbIX ypoBHei 3O 1 ntobble U3MEHEHUs B 3TOM OTHOLLIEHUM AOSKHbI OLIEHNBATLCA C TOYKU 3PEHUS BO3AENCTBUA Ha BbINyCK
npoaykTa. B kayecTBe pykoBOACTBa MO BLIMOMHEHUIO 9TON OLUEHKU cnefyeT Bocnonb3osaTbes 1ISO 10993-7.

D.12.5.11.3 OnpepeneHune BAUAHUA KOHCTPYKLMU NPOAYKTA

KoHcTpyKkuMsA npoAykTa-kaHgmpara [oskHa ObiTh TWaTenbHO paccMOTpeHa Ha Hanudue nobbix M3MEeHeHWd unu
OTNNYUIA, KOTOpblE MOMMK Bbl NpefcTaBuTL cobol Gonbluee NpenaTcTBUe ANA NPOHUKHOBEHUA D0, Tenna wwnu Bnarm,
YeM cyliecTBytoLmii MpoaykT unu YKI1. NpuMepbl BO3MOXHbBIX U3MEeHeHU BKtovaloT B ceba Gonee AnNWHHbIE KaHanbl,
fo6aBneHne neperopofok/KpbileK UMn yBernuyYeHne Konu4ecTsa MaToBLIX NOBEPXHOCTEN UMK yBENUYEHWE MITOTHOCTM
npoayKkra.

MepecMoTp KOHCTPYKLMM NPOAYKTa MO OTHOLLEHUIO K UCMIBITaHUIO PYHKUMOHANBHOCTW OPUrUHANBHOIO NPoAYyKTa He-
obxoaunM, 4yTobbl yOeauTbCs, YTO UBMEHEHUSI HE UMEIOT OTPULATENBHOMO BAMSHUSA Ha (yHKUMUKW NpoaykKTa.

MpumMmeyaHue — OTa oLeHka 0GLIMHO He BKIOYAET B ce65 repMETUHECKU 3aKpLITbIE 30HBI NPOAYKTA, KOTOpbIe
He MOryT GbiTb OCTaBneHbl He3allWLLEeHHBIMU BO BpeMsi UCMONb30BaHWUS NO HasHaueHuto. MpuMepamn MOryT CryxuTb
Takue U3genus, Kak 3aBapeHHble, Morble, MUTLIE YacT UNK 3anasiHHbIe TPYBKK.

D.12.5.11.4 OnpepeneHne BNMAHUA MaTepuanoB U XapakTepUCTUK NpPoAYyKTa

XapaKTepucTUKN NpoAyKTa-kaHanaaTa AomkHbl ObiTb TLWaTeNbHO NPoBEpPeHbl Ha Hanu4iue NobbIX OTINYNIA, KOTO-
pble Mormu Bbl 0KasaTb NoTeHLManbHoe BusiH1e Ha GuoHarpysky NnpogykTa, HanpuMep, Ha oTnuyaloLmecsi cnocobel Npo-
M3BOACTBa, pasnnyuns B pacronoXeHnn Npon3BoCTBEHHbLIX NOMELLICHNIA, B CAMUX NOMELLIEHUAX, B CbIpbEBLIX MaTepuanax
W WX MCToYHMKax. MaTepuanbl KOHCTPYKLMN AOKHbI BbiTe NepecMOTpeHbl ANA NonyYeHns ybexgeHns B TOM, YTO NPORYKT
He ByaeT cofepxarb ypoBHeit 30, NpeBblLLaoLLMX HOPMaTUBHLIE NPeaenbHbBIE NOPOrn.

D.12.5.11.5 OnpepeneHue BNUAHUA cTepunbHoi 6apbepHOil cUCTEMBI

CTepurbHasa GapbepHas cuctema npoaykra-kaHauaaTa 4omkHa ObiTh TLaTeNbHO NpoBepeHa Ha Hanuuue nobbix
dakTopoB, KoTopble MoK Obl NpeAcTaBUTL coboii Gonbluee NpenaTcTBUe 4NA NPOHUKHOBeHMA DO, Tenna uiwnu Bnaru.
B 4ncno aTux gpakTopoB MOryT BXOAUTb U3MEHEHWE NOPUCTOCTU BEHTUIMPYIOLLEro MaTtepuarna, yMeHblUeHne nnowasmn
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BEHTUNPYIOLLEN 30HbI, CKaTue BEHTUNUPYIOLLEN 30HbI UNU UHBIE U3MEHEHUS, KOTOPLIE MOTYT cenaTb NPOAYKT-KaHanaaT
GornbLueii Harpy3Kkoi AN CTepunu3aLUoHHOro NMpouecca No CPaBHEHUIO C CYLLECTBYIOLLMM NPOAYKTOM UMW BHYTPEHHUM
YKIN npoaykTa. B fononHeHune K ckasaHHOMY [JOMKHO 6bITb OLEHEHO BIUSIHUE U3MEHEHUI CTEpUNbHON GapbepHOii cucTe-
Mbl Ha BMOHarpy3Kky npoaykra u Ha octaTouyHble ypoBHu 30.

D.12.5.11.6 OnpepeneHne BNUAHUA KOHPUIYpaLIMK 3arpy3Ku

KoHdurypauums sarpysku npoaykra-kaHangarta AofmkHa ObiThb TLATenbHO NpoBepeHa Ha Hanudue Niobbix UsmeHe-
HWUIA, cNOCOBHBIX MOBAUATL Ha TEPMOANHAMUYECKUIA OTKNUK (TEPMOZUHAMUYECKYIO peakuyunio) Ha npouecc cTepunusaymu.
3TN M3MeHeHUs1 MOTyYT ObiTb AOMONMHUTENBHLIMU COSMU 3M1AaCTUYHON 0BepTKU UMK WHOIN KOHUrypauuei nannetsl, us-
MEHEHUeM pa3Mepa 3arpy3ku, USMEHEHUAMU oBLLeil NNOTHOCTU 3arpyskn UK MobbIMU UHBEIMU U3MEHEHMAMU, KOTopble
MOryT cAenatb NPoAYKT-KaHAMAAaT bonbLueil Harpy3Koit ANA CTepunu3salyMoHHOro npouecca.

D.12.5.11.7 3aknioueHnsn o6 oLleHKe BO3MOXHOCTU NPUHATUA NPOAYKTA

Ecnn pesynsraTtbl MMCbMEHHOrO TEXHUYECKOro NEpeCcMOoTpa NOKa3LIBaLoT, YTO NPOAYKT-KAHAUAAT U CyLLecTBYlOLUE
npoAyKTbl UK BHyTpeHHUe YKIT cxoxXu, a oTnuuns Mexay HUMU onpeaeneHbl Kak HecyLecTBeHHble UK Kak npefjcraB-
NALME Harpysky MeHblLylo, YeM UMEIOLUMIACA BaNnUaMpoBaHHbLIA NPOAYKT unu BHyTpeHHee YK, To npoaykT-kaHguaat
MOXET 6bITb BKIIIOYEH B CEMeiCTBO NpoayKTa Unun B kateropuio o6pabotku 6e3 ganbHeWwnx uccneaosanuii. Ecnv ans
nepecmotpa ucnons3osanca AAMI TIR28:2009 [26] (npunoxeHue A), 3To pelLeHne A0MKHO GbITb BUPTYanbHO noajepxa-
HO OTBETaMU «HeT» Ha Bce Bonpockl. O60CHOBaHWE TaKoro peLueHns AOMKHO BblAaBaTbCA cCNeUnanucToM no CTepununsa-
LM 1 JOIMKHO J,OKYMEHTUpOBaTLCA. ECnu TexHn4eckunii nepecMoTp NoKasbIBaeT, YTO NPOAYKT-KaHAWAAT UMEET NoTeHumarn
Gornblueii Harpysku Ansi CTEPUNU3aLUOHHOMO NpoLecca, YeM TeKyLWUid BanuanpoBaHHbIN NPOAYKT UK BHyTpeHHee YK,
Toraa TpebytoTes fanbHeiwne nccnegoeanusa. Ecnu npoaykT-kaHauaaT onpegeneH Kak npeactasnatowuii 6onbLuyto Ha-
rpy3Ky Ansi CTEpUNU3aLUOHHOIO NpoLecca, 3TO 03HAYAET, YTO OH He OTBeYaeT TpeboBaHNAM K BKNIOYEHUIO B CyLLLECTBYIO-
Llee ceMeNCTBO NPOAYKTa UNK B kaTeroputo o6paboTku 1 B STOM cny4ae HeobxogMMo BLINONHEHUE MOMNHOI aTTecTauuu
aKcnnyaTupyemoro obopyaoBaHua. 3Ta aTrecTaunsa MOXET:

a) yCTaHOBUTb HOBOE CEMENCTBO NPOAYKTa UNK KaTeropuio 06paboTku ¢ NpoayKToOM-KaHANAATOM B KayecTBe Npea-
CTaBWUTENbHOro NPOAYKTa,;

b) yctaHoBUTEL HOBOe BHYTpeHHee YKIT ana npouecca cTepunuaauuu,

C) YCTaHOBUTb, YTO MPOAYKT-KaHAUAAT 3KBUBANEHTEH TeKyLEeMY BanuaupoBaHHOMY MacTep-NpoaykKTy;

d) ycTaHOBWUTb HOBBIIA CTEPUNU3ALMOHHLIN NpoLecc ANs NpoAYKTa-kaHanaaTa.

D.13 PykoBoAacTBO K npunoxeHuto A. OnpeaeneHue CTeneHu neTanbHOCTU CTepUNM3aLMoHHOro
npouecca. loaxoa Guonoruueckoro HANKaTopa/6Monornyeckon HarpysKu

D.13.1 [A.1] O6wasn nudopmauun

D.13.1.1 [A.1.1] OTa cratbs faeT AoNonHeHNe K MHdOpMauuK, NpueeaeHHon B npunoxernax A n D.8—D.9. MNo-
CKOMbKY noaxog Guonoruyeckoro MHAUKaTopa/bMoHarpyskn U Noaxos «MaccoBoi rméenu» UCNonb3yloT MHOFO OfWUHAKO-
BbIX NpoLeAyp, HacTb TEKCTa B aTol cTaTbe Aybnupyet TekcT B D.14 (npunoxexue D) .

KomBUHWpoBaHHbI nogxop Guonornyeckoro MHAUKaTopa/GuoHarpyskn 6asupyerca Ha ucnonb3osaHuu Guonoru-
YecKoro UHAUKaTopa unu nHoro BHyTpeHHero YKI ¢ nonynauuei n yCTOWMNBOCTLIO paBHOW Mnu Gonbluei, Yem ycTonuu-
BOCTb 61OHarpyaku. STOT METOA NMOAXOAUT TOrAA, KOraa AOCTYNHbLI AOCTaTOUHbIe fAaHHble 0 BUOHarpyske U3 NporpaMmbl
MOHWTOPUHra GUoHarpy3ku, YTobbl MPOAEMOHCTPUPOBATb, YTO YCTOWYMBOCTL BUOHArpy3kn NPOAYKTa Hapsgy ¢ nonyns-
Luei MoryT ObiTb JOCTAaTOMHO MOMHO MPeACTaBNeHbl B XOA€ BanWAaLMOHHLIX UCCNefoBaHWin NO AOCTUXKEHUIO YPOBHS
oBecnevyeHns cTepunbHocTy npoaykTa 108,

MpuMeyaHue — IJTOT MeTOA MOXET NOTpeboOBaTL UCNONBL3OBAHNA BUONOTNYECKUX UHAUKATOPOB UKW UHBIX
BHYTpeHHUx YKI1 ¢ nonynsuueit MeHbluei, yem 108,

OTHoCcUTeNbHasA YCTORYMBOCTL M nonynauus BHyTpeHHero YKI AomkHbl CpaBHUBATLCA C YCTONYMBOCTLIO M MONy-
nAauneit GuoHarpysku npoaykTa. YMeHblLeHUe norapudgpmMa BHyTpeHHero YKIN MoXeT UCnonb3oBaTbCsl ANs pacyeTa ypoB-
HA obecnevyeHnss CTepuIbHOCTM, AOCTUrHYTOro Ansa GUoHarpy3ku npogykra ¢ HambonbwMM CONPOTUBIEHWEM MpoLeccy
cTepunusaumu.

Ecnu paccmatpuBaeTca Takoi cryyan, TO ANS AeMOHcTpauun 3gdeKTUBHOCTU npouecca Ans npogykra Moryt
MCNonb3oBaTbCA flaHHbIe O CHUXEHUM norapudpma cnop, NOnyvyeHHble B UCCefoBaHUU NeTanbHOCTU Ana 6uonoruye-
CKOro mHauKatopa. Ecnu faHHble creHepupoBaHbl ¢ UCNONb3OBaHUEM MeTofa nepebopa, CHUXeHWe norapudMa cnop
TaKKe MOXeT BbiTb CNIPOrHO3MPOBaHO U3 NOMYYEHHbLIX AaHHLIX KPUBOW BbbkMBaeMocTu. [Nonb3osarents JOMmKeH NOMHUTL
0 TOM, YTO MUHUMarbHOE BpeMsl LiMKNa, BEIMUCNAEMOe NPpU STOM Mofxofe, He ABnsieTcst caMo no cebe afeKkBaTHLIM Ansi
Banuaauum npolecca ctepunusauun. Heobxoguma geMoHCTpaLmsa cnocoGHOCTU NoAAEpXUBaTL NapaMeTphl npoLecca B
onpefeneHHbIX Npeaenax Bo BpeMs NpeanoXeHHoro NOAHOro Lukna.

Ecnn 6noHarpy3ka npofykTa UCNbITEIBAETCA Yepes KOPOTKUE NPOMEXYTKM BPEMEHU U NOKa3biBaeT eguHoobpasue,
TO AN onpeAeneHus npolecca M/mnm MUKpoBUONornveckoi aTtectauum sKkCnnyaTupyeMoro obopyaoBaHus MOXHO UC-
nonb3oBaTb KOMGUHUPOBaHHLIN MeTof Bruonornyeckoro UHAMKaTopa/buoHarpysku.

OnpeneneHns neTanbHOCTU Npouecca: MUKpoSuonornieckasl NeTanbHOCTb, MPUIIOXKEHHAA K NPOAYKTY nocre
€ro 3KCro3anLMn oTAENbLHOMY MpoLeccy cTepunuaayumn, MoXeT BbITb paccuuTaHa Ha ocHoBe BenuuuHbl D cneuuduum-
poBaHHOro MUKpoopraHusmMa. ockonbky MUKpoopraHu3mel B obLyemM criydae norubaror co CKOpOCTbio, NPUBNU3UTENLHO
norapudMnUyecKkon Ansi AaHHOro npouecca, eaMHULa BpeMeHu aKkeno3uuumu razy 30 MOXeET BbiTh HailieHa Kak pe3yrnbsTu-
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pytowaa rubens 90 % nonynauuMu MUKpOOpraHuaMa BHE 3aBUCUMOCTU OT pasmepa nonynauuun. Kaxgas ua sTux eanHuL
BPEMEHM BblpaxaeTcs Kak BenvdmHa D ans MukpoOuonornyeckoro KOHTaMUHaHTa NpogyKTa npyu SKCno3uyum creyndu-
LipoBaHHOMY CTEPUIM3aLMoHHOMY MpoLieccy.

Benvunna D cneynduLMpoBaHHOro MUKpoopraHuamMa u Mukpobuonormdeckass retanbHOCTb, MpUMeHsemas K
NPOAYKTY NpW 3KCNO3MUUM crnelnduLmpoBaHHOMY NpoLeccy CTepunu3aummn, MoxeT ObiTb paccHuTaHa ¢ UCMOoMb3oBaHW-
€M pe3ynbsraToB OT OAHOMO WU ABYX LUMPOKO NPUMEeHAeMbIX MeTOAoB. [epBblii MeTog (NoAcHYeT, nepebop) cocTouT U3
nepebopa unu guanyeckoro NOACHETa BLKUBLUWX, @ BTOPOW (PpaKUMOHHLIA HEeraTUBHbLIA aHanua) Ucronb3yeT AaHHbIe
«POCT/HET pocTay BO BPEMS BbINOMHEHNS (DPAKLMOHHBIX LIMKNOB. J1t060i U3 3TUX METOZ0B MOXET BbITh UCMONB30BaH A4S
npunoxeHnin A unu B. BennuunHel D MOryT paccuuTbiBaTbCs NyTEM UCMONb30BAHUSA PEe3yNLTaToB OT PpaKUUOHHBIX LIMKIOB
W ypaBHeHuiA, onucaHHblx B 1ISO 11138-1 1 ISO 14161.

MoxeT noTpeboBaTbCs pacCMOTPEHUE BNUSHUA BpEeMEHN NHxeKLmn 3O 1 BpeMeHM OTKa4ku nocrne sKernoavmuum ans
obecneyeHna Gonblueil TOYHOCTU B OnpefeneHnn CKopocTn AOCTUXKEHUSA NeTanbHOCTU. 3TO BNUSHUE MOXKET OKas3aTbeH
Haunbornee 3Ha4UTENbHbLIM, Korga BpeMs UHxeKkuun 3O 1 NoCT-3KCMO3UL MK MO AIUTENBHOCTY CpaBHUMBI C ANUTENBHOCTbLIO
hasbl SKCMO3NLUK.

BHe 3aBMCUMOCTM OT TOro, Kakoi MeTOZA Ucnonb3oBarcs, NpeanosiaraeTcs, YTo:

a) nonynaunMsa MUKPOOpraHM3MoB rOMOreHHa;

b) napaMeTpbl NpoLecca NOCTOSAHHLI OT LMKNa K LUKy,

C) cyLlecTBYeT nonynorapupmmyeckas cBA3b C BEDKUBLUNMY,

d) MUKpoOpraHuambl, MepexuBLLNE MPOLIECC N HESKCMNOHUPOBAHHBIE MUKPOOPraHW3Mbl OAUHAKOBO pearupyioT Ha
BOCCTAHOBUTENbBHYIO cpedy;

e) BCce MeToa bl MUKpOoBMOonorniyecknx ncrnelTaHuin (npoBepka Ha CTEPUNBHOCTL, NOACYET U T.A4.) AOMKHbI ObITb BanNu-
AvpoBaHbl B cooTBeTeTBMU ¢ ISO 11737-1 1 ISO 11737-2.

Mopacuet: noac4yeT (Nepebop) COCTOUT U3 3KCMOHMPOBAHUS BHYTpeHHero YKI ¢ pakLMoOHHOMY LIMKITY, U3BNEYEHUS
Harpysku 1 nogcyerta BbPKVUBLUMX Ha obpasuax unu B 6uonornyeckom ungukatope. MNoacyeT BRKUBLUMX MOXET BbITb MC-
nofib3oBaH B pa3paboTke KPMBOW BLIKMBaHWA U BeNMYUHLl D. BenuunHa D 3aTeM paccuuTbIBaeTCs € NOMOLLbIO NIMHENHOW
perpeccuoHHoin mogenu. Cm. Takxe ISO 14161:2009.

®paKUUOHHbIN HEraTUBHbIN aHanKU3: PpakUMOHHLIA HeraTUBHLIA aHanus npegycMaTpuBaeT UCNOSNIHEHUe CTepu-
NM3aLUMOHHBIX LIMKMOB, B KOTOPbLIX MHAKTUBUPYHOTCA HEKOTOPbIE, HO He Bce Buonornyeckue nuamkatopel. Crofa BXOAAT:

a) npouegypa Xonkomba-Cnupmara-Kapbepa (HSK),

b) orpaHu4eHHas npoueaypa Xonkomba-CnupmaHa-Kapbepa (LHSK);

c) npouenypa Ctambo-Mepdu-KoxpeitHa (SMC).

Cm. Takke 1SO 14161:2009.

KonuuectBo 06pa3uoB (Npo6): konmyecTso 06pa3yoB 3aBUCUT OT MCNONb3YEMOro MeToga, a Taloke oT Toro, pac-
npeaeneHsl N o6pasLbl Mo BCel 3arpysKke UM coCpefoToEHb! B O4HOM MecTe. Mcnonb3oBaHne 04HOro MecTa pasmellie-
HUSi MOXET YNyYLLUTL NOCTOSHCTBO pe3ynkraTtoB no Bcem obpasyaM; ogHaKo Takol NOAXOA MOXET He NPeACTaBUTL TOUKY
«XyfLero cryvasy B Kamepe, ecrn TOMbKO He 6bi10 BLINOMHEHO 3KCTEHCUBHOE KapTUPOBaHNe B KaXAoih kaMepe u npu
Kexka ol BO3MOXHOW KOHpMrypauum 3arpysku.

Mpu oUeHKe pe3ynLTaToB criedyeT 06paTuTb BHUMaHWe Ha To, Bblno nn obecneveHo ycnosue, YTo6bl pasHOuTeHUs
Mexay KOMUYECTBOM BbLDKMBLUWX MUKPOOPraHU3MOB B NOBTOPAIOLNXCA KOHTPONBLHLIX 3apadKeHUAX UMenu NpuduHoi B
Gonblueit cTeneHn crnyyaitHblii pa3bpoc BHYTPM NONYNALMK, YeM BapuaTUBHOCTb YCNIOBUIA SKCNO3NULUN.

Bonee aetantHble pekoMeHAaLmMn no BeIGOpy Konu4ecTBa Gruonornvecknx nHankaropos cM. B Tabnuye C.3 (npu-
noxeHue C). B gononHeHune k atoMy cM. 1ISO 11138-1 u ISO 14161, utobbl yb6eguTbes, 4To cobnioaeHo TpebosaHue K
MWHUManNbLHO AONYCTUMOMY KOMUYECTBY 06pasLioB.

[ns Toro 4Tobbl NONYyYUTL XenaeMblil pesyrnsTat, MOXET NOHaA06UTLCA YKOPOTUTL Crieayioue Nocne SKCnosuLum
hasbl yukna.

D.13.1.2 [A.1.2] NHdopMaums oTHOCUTENBHO WHKyBaLWoHHOro nepuoga Anst buonornyeckux MHAUKaTOpOB AaeTcA
B I1ISO 14161:2009, nyHkT 12.3.

D.13.1.3 [A.1.3] MoxHo codeTaTb Noaxofbl NogcyeTa U MOPakLUMOHHOrO HEraTMBHOrO aHanuaa Npu onpeaeneHumn
neTanbHOCTU UM BenuuuH D. [Ba nogxofa OCHOBLIBAKTCA Ha pa3HbiX MeTofdax pacyeTa. Nonb3oBatenu o6bI4HO BbIGK-
patoT OfMH M3 HUX ANA orpeAeneHns neTansHocTh npoLecca.

D.13.2 [A.2] Mpoueaypa

MecTo BHYTpW NPOAYKTa, B KOTOPOM TPyAHEe BCEro JOCTUYb CTEPUNBLHOCTU, MOXET BblTb He TONMbKO CPEAU 30H,
MMEOLLMX MOHUXEHHYIO CMOCOBHOCTb K MPOHWKHOBEHWIO CTEPUMU3YIOLLIEro areHTa, HO Takke U Cpefin TeX 30H, KoTopble ¢
HambonbLuell BEPOATHOCTLIO MOTYT UMETb Hanbonee 3HaYUTENbHLIA 06beM BuoHarpysku. [nsa ycTaHoBneHWA Haubonee
NOAXOASLLEero MecTa pasmeLleHnst BG1onornieckoi Harpyskin gomkeH BbiTb BLINOMHEH NepecMoTp npofykTa. 3ToT nepe-
CMOTp LOrKeH 6bITb JoKyMeHTUpoBaH. CM. Takke ISO 14161:2009, nyHKT 7.2.2.

Moanexalummn paccMOTPEHUIO acnekTamm SBMSIOTCS:

a) ANWHa 1 BHYTPEHHWIA JuaMeTp KaHanos, a TakKe CrnocoBHOCTb CTeHKN MeAULIMHCKOro usgenus obecnevunsats
andgysuto 30;

b) cnocobHocTb k abcopbuuu pasHblx YacTell NPoAyKTa U MaTepuana;

C) Beca v MNOTHOCTU U3AENUN,

d) KoHdpurypauus sarpyskum, ocobeHHo NS 3arpy3ok co CMeLlaHHbIMU NPoAYKTaMu.
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CM. Tarke 1ISO 11138-1 1 ISO 14161, uTobbl yaoBneTBOPUTL TpeboBaHWE 0 MUHUMAaNBLHOM KonuvecTBe 06pasuos.

ISO 14161:2009 (npunoxeHue A) obecneunBaeT [ONOAHUTENBHOE PYKOBOACTBO MO NPUMEHEHUIO B3aUMOCBA3N
mexay 6MornorniyeckuM MHgMKaTopoM U GuoHarpyskon NpoaykTa B noaxoae «buonornyecknii nHaUkaTop/GuoHarpyskay.

BaxHo, 4To6bl BHyTpeHHee YKIM obecnevnsano pasHyto unu 6onbluyto Harpysky, 4em 6uoHarpyska, uMetoLancs B
Haubonee TPYAHOAOCTYNHOW YacTh npoaykTa. CM. D.7.1.6 (npunoxeHue D) ana nonydYeHusa uHpopmauum o paspabotke
YK, n D.8.6 (npunoxenue D) ans nony4eHns uicpopmauun o6 onpegeneHnn npurogHocTu BHyTpeHHero YK, pasMelya-
€MOro BHYTPU CTepUIIbHON 6apbepHoi cUcTembl NPOAYyKTa.

MapameTpbl, B NepByto o4epelb BAUAIOLWMUE HA NETaNbHOCTbL — 3TO BPEMS 3KCNO3MLMK, KOHLEHTpaunsa 30, Bnax-
HOCTb M Temnepatypa. Ecnv genaeTca HacTpoiika ocTanbHbIX NapamMeTpoB, TO KPOMe BPEMEHU 3KCMO3ULIMK, CNeayeT oue-
HUTb 0BLLMIA adhdeKT Ha paboTy LMKNa, NOCKONbLKY Takas HacTpoKa MOXET He AOCTUYb XeNaeMoro pesynsrara U3-3a B3a-
MMOCBA3AHHOCTU NapameTpoB. Hanpumep, pe3ynstaToM NOHWKXEHWUSA TeMNepaTypbl pakTUYeCcKU MOXET CTaTb yBefMyeHue
KoHUeHTpaLum 3O 1 OTHOCUTENBHOM BAXHOCTH, €CU NPU 3TOM He Gblnin BHECEHbI U3MEHEHUS B NapaMeTphl aBneHuUs.

JaHHble, Nony4YeHHbIe U3 UCCreaoBaHNA NeTanbHOCTU NpoLecca, UCNONb3YIOTCA AN YCTaHOBIIEHUA MUHUMATbHO-
ro BpeMeHu akcnosunuumn rasy 30, HeobxoanMOro Ans npouecca crepunusauun. Ecnu stu nccneioBaHus BINoOnHSAOTCA
B pa3paboTo4HON kamepe, TO AOMXHbI BbiTb COBNIOAEHBI NPEAOCTOPOXHOCTU NPU NPSIMOM NMPUMEHEHNN STOTO BPEMEHM K
CTepUnM3aLMOHHOMY NpoLiecey, NOTOMY YTO KpuBble rbenu (CKOPOCTU NETaNBLHOCTU UNK BENUYUHLI D/norapudmmyeckoit
peayKuumn cnop) cneLnduyHel No OTHOLLEHUIO K NapaMeTpam npouecca, KoHgUrypaumm 3arpy3ku B Kamepe U K MecTy pas-
MelLLeHns YKIT BHyTpW ynakoBaHHOro MpoAyKTa BHYTPU 3arpy3kn, MCNONb30BaHHOW B UCCIEA0BaHUSX.

Ans nony4eHns JONONHUTENbHON MHdopMaLMK O NPAMOM NOACHETE U MeToAax (ppaKLUOHHOrO HEraTUBHOMO aHa-
nusa cMm. 1ISO 11138-1:2006 (npunoxexune D), a Tarke 1ISO 14161:2009 (npunoxeHue C).

D.14 PyKoBOACTBO K NpUNoXeHuto B — koHcepBaTUBHOE onpeaeneHne CKOpOCTU NiETanbHOCTU CTEPUITM3aLMOHHO-
ro npouecca — Nopxof «MaccoBoi rubenuy»

D.14.1 [B.1] O6wasn nHdopmauun

D.14.1.1 [B.1.1] OTa cTaTha AaE€T AONONHUTENBHOE PYKOBOACTBO MO MCMONb30BaHWUIO MHOpMaLuu, nMetoeinca
B npunoxeHun B, a Takxe AoNonHUTENbHOE PYKOBOACTBO K MHOpMaLuK, cogepxalleiics B pasgenax 8 u 9. Nockonbky
noaxof «B1onornieckoro nHAMKaTopa/GuoHarpy3ku» U NoAXoA «MaccoBoii rmbenu» MCNonb3yT MHOTO OfMHAKOBbLIX NPO-
Lefyp, YacTb TekcTa B 3TOM npunoxeHun ayénupyet Tekct B D.13 (npunoxenue D). OgHako npu ucnons3oBaHUM Noaxosa
€ pacyeToM Lmkna cM. Takke D.13.1.1 (npunoxenune D). lononHuTensHas uHdopmaLmsa OTHOCUTENbHO NPUMEHEHUs NOA-
XOAa «MaccoBoii rmbenu» npusoguTcsa B ctangapte 1ISO 14161:2009, nyHkT 7.2.

Monb3oBarerb AOSMKEH NOMHUTL O TOM, YTO MUHUMaNbHOE BPEMSI LIMKIIA, BblYMCISieMOe MPU 3TOM NOAXOAE, He SAB-
nsietes camo no cebe agekBaTHbIM ANA Banujauun npouecca cTepunusauun. Heobxoguma gemMoHcTpauus cnocobHocTH
nofAepxueaTs NapaMeTphl NnpoLiecca B onpefieneHHbIX npefenax Bo BpeMsa NPeanoXeHHOro NONHOMo Lukna.

D.14.1.2 [B.1.2] Npw aTOM NoaxoAe LUMPOKO UCMONb3YIOTCH ABa METOAA.

lModx0d nonoeuHHO20 yukna: No NPUYNUHE OTHOCUTENBHOW NErkocTU UCNONBL30BaHUA U NONYYEHNIO TPaAULMOHHO-
ro ypoBHs1 o6ecneyeHns1 CTepUnbHOCTU U3rOTOBUTENW MEULMHCKUX U3AENUA U yYpexaeHUa 3apaBooxpaHeHns oBblvHO
Nob3yIOTCA 3TUM METOAOM, KOTOPbIW NpefijHa3HayYeH Ans AeMOHCTPpaLvn NONHON MHaKTUBaLWUKN BUONOrMYecknx UHANKaTO-
poB ¢ Harpy3koit 10% npu BpeMeHN 3KCro3NULMM NOMOBMHHOIO LnKNa. Koraa 3To BpeMs SKCNO3NLMK YABaUBAETCS, TO B Xofe
akenosnumn S0 focTuraeTcs yposeHb obecneveHns CTEpUNBLHOCTU 12. 3TOT NoXo4 NPUBEAET K Npoueccy, coaatoemy
ypoBeHb o6ecneyeHus ctepunbHocTu Gonee 12.

Pacuem yukna. aTOT METOJ COCTOMUT U3 IKCMO3NULMKU BHYTPeHHUX YKIT aKkcnepuMeHTansHOMY LUKy, BbIFpy3Ke Mu-
KpoBUONorn4eckoi Harpy3kn N UCNbITAHUIO €€ Ha Hanuune BbDKUBLUMX OpraHU3MOB. 3Ta NpoBepka MOXET BbINONHATLCS C
NpUMeHeHNeM TEXHUKM paKLMOHHOIO HEraTMBHOMO aHanuaa unu nyTem nogcyeTa XuaHecnocobHbIX MMKpoboB Ha obpa3-
Ljax unm uHAMKaTopax ¢ Harpy3koi. 3ta uHgopmaLus MoXeT bbITb UCNoNb30BaHa AN pacyeTa Lukna, Heobxogumoro Ans
co3/jaHunA OnpeAerneHHoro ypoBHA obecnedeHns cTepunbHoOCTH Ansa npogykra. Cm. ISO 14161:2009. Ecnu ucnonb3yertcs
noaxoa Ctambo-Mepdu-KoxpeiHa u nogxoa pacyera uukia maccosoi rubenu, pekomeHgyemoe konuyectso buonoru-
yeckux uHaukatopos/YKIT MOXET OcHOBLIBaATLCA Ha 06beMe NpoAyKTa, NoAnexallero crepurnuaanum, ¢ MUHUMarbHbIM
Konu4ecTeoM, paBHeiM 10 [cM. [38] n C.3 (npunoxeHue C)]. Habop o6pasuoB, 3KCMOHUPOBaHHLIX 3@ HyreBoe BpeMs,
JomkeH 6bITb SKCMOHUPOBaH BCeM hasaM IKCNEPUMEHTANBHOMO LIUKNA A0 UHXEKLMW CTEPUIU3YIOLLIEro areHTa.

D.14.1.3 [B1.3] Hdopmauuns OTHOCUTENBHO MHKYBaLIMOHHOMO Nepuoga Ana 6GMonormyeckoro MHAUKaTopa npuBe-
aeHa B 1SO 14161:2009, nyHkT 12.3.

D.14.1.4 [B.1.4] NMpurogHocTL GUOMOrM4ECcKoro UHAUKaTOpa B OTHOLUEHMM BPEMEHW UHAKTMBaLMKU GMoHarpy3km Mo-
XeT 6bITb NPOAEMOHCTPUPOBaHa NPOBEPKOI Ha CTEPUIBLHOCTL NGO 40, NGO Bo BpeMsi onpeAereHuns npouecca nyTem
MCNonNb3oBaHns ppakyMOHHOrO LUKNa ¢ NOAXOAALLMM BpEMEHEM 3KCNO3ULIMM.

D.14.2 [B.2] NMpouenypa

D.14.2.1 [B.2.1] AnA 3aToro MeTofa MoryT 6biTb UCNonb3oBaHel BHYTpeHHUe YKI, pasMmeLleHHbIe BHYTPU CTEPUNb-
Hoit GapbepHoil cucTeMbl NpogykTa. Ecnn oHM Uconb3ytoTesl, TO OHW AOMKHBI 06ecnednBaTh Mo MeHbLUE Mepe Ty Xe
Harpy3ky Ans cTepunusaunoHHOro npouecca, Kakylo Co3faloT npeacTasnsieMblii UMW NpoaykT. Harpyaka, cosgaBaeMas
BHYTpeHHUMM YKI1 ana ctepunusauuoHHOro npouecca, JommkHa 6biTb MO MeHbLUe Mepe TakoW Xe, Kak buoHarpyska,
Haxoaswasaca B Haubonee TPyAHOAOCTYNHON YacTu npoaykTa [cM. D.7.1.6 u D.8.6 (npunoxenune D)]. MHcdopmaLumio o
pa3pabotke YKI1 cm. B 7.1.6, a uHdopmauuto o6 onpegerneHnn NpUrogHoCTM BHyTpeHHero YKI ns MukpoGuonornieckoi
Harpysku npogykrta cM. B 8.6 n D.8.6 (npunoxenue D).
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D.14.2.2 [B.2.2] MecTo BHyTpU NpoAyKTa, B KOTOPOM AOCTUXXEHUE CTEPUNBLHOCTU Haubonee 3aTpyAHEHO, MOXET
BKJTt0MaTh B C€65 He TONbKO 30HbI, KOTOPbIE MMEIOT HU3KYHO MPOHMKaIOLLLYt0 COCOBHOCTL ANA CTEPUMU3YIOLLEro areHTa, HO
TakKe U Te 30Hbl, KOTopble C Hanbonblueh BEPOATHOCTBIO MOTYT UMETb 3HaUNTENbHOE KOMMYEeCTBO BUoHarpysKku.

AcnekTamu, NoANEXaLlMMn PacCMOTPEHHIO, ABMAIOTCS:

a) ANWHa W BHYTPEHHWUIA AUaMeTp KaHaroB, a Takke cnocobHOCTb CTEHOK MeAULIMHCKOrO U3 enus no3sonaTb Aud-
dpy3auto 30,

b) nornowjatoliasa cnocoBHOCTE OTAENBHBIX YacTel NpoAyKTa U maTepuana;

C) BEC W MMIOTHOCTb U3AENWNA;

d) koHdUrypaLms sarpyskn, B o0cobeHHOCTU 4N 3arpy30K CO CMeLUaHHbIMW MpoAyKTamu.

CoobpaxeHus omHocumenbHo yupexdeHull 3dpagooxpaHeHus. ANA AEMOHCTpaL MK afekBaTHOro NPOHUKHOBEHUA
30, BNaxHoOCTW 1 Tenna B MPOAYKT, fOMKHO BbiTk BbiGpaHo YKI1 ANs pyTUHHOrO MOHWTOPWHIa U Banufauun npouecca
30-ctepunusaumn. YetonumsocTs YKIT BozgercTBuo 30 aomkHa ObITb okaszaHa paBHOW WNK NpeBbILAWENn YCTORYN-
BOCTb GMOHarpy3ku NpoAyKTa, NoAsnexallero ctepunmsagum, B Mecte, Hanbonee TpygHOM NSt cTepUnusauuu.

D.14.2.3 [B.2.3] JononHuTensHoe pyKOBOLCTBO HE NPUBOAUTCS.

D.14.2.4 [B.2.4] [Nony4yeHne AaHHbLIX O NOACYETE MUKPOOOB MK JaHHBIX 06 yHUYTOXEHUM B Xofe dpaKLUOHHOro
Lukna TpebyeT 3KCno3numn MUKpOBUONOorMyeckKoi Harpyskm MeHbLLel neTansHoCTH, YeM obecrneynBaeTcsl HopManbHbLIM
MPOW3BOACTBEHHBIM LIMKIIOM. 3TO OGBIYHO 4OCTUrAETCS NyTEM YMEHbLLEHUS BPEMEHM SKCMO3ULUM NPU yAEepXXaHWK ocTarb-
HbIX MapamMeTpoB MOCTOAHHBIMU NPU HOMUHAMBHBIX YCIIOBUSX, UMW Ha BbIGpaHHOM MUHMMaIbHO JONYCTUMOM YPOBHE Npo-
LieCCHbIX YCMoBUIA. Mcnonb3oBaHne MUHUMansHo AONYyCTUMOA TeMnepaTypsl nNpolecca Ana UCCrnefoBaHuil ¢ NoACHETOM
obecneunBaeT nonyyeHune Tpebyemoii neTansHOCTW Npu paboTe B cneyduLMpoBaHHOM TEMMNePaTypHOM AunanasoHe.

MapameTpel, B Nepayto odepelb BAUSAIOWMUE Ha NETanbHOCTE — STO BpeMsl aKCNo3nuuum, KoHUeHTpaumsa 90, Bnax-
HOCTb U TemnepaTypa. Ecnu fgenaeTcs HacTpoiika UHBIX NapaMeTpoB, KpoMe TeMMnepaTypbl, AOMKHO ObITb oLeHeHo 06-
Lee BrUSAHWE U3MEHEHUI Ha LMK, MOCKOMbLKY HaCTpOWKa MOXET He faTb XenaeMoro pesynerata n3-3a B3aMmMoCBS3U BCeX
napameTpoB. Hanpumep, pesynsratom NMOHWKEHWSA TeMrepaTypbl pakTUHECKn MOXET CTaTb NOBLILLEHUE KOHLEHTpaLuun
OO0 1 oTHOCUTENMbHO BNaXHOCTK, ecnn He ByAeT cAenaHo U3MEeHeHW AaBNeHna BNycka napa U pocTa AaBNeHns UHXeK-
uun 30.

D.14.2.5 [B.2.5] Ilorapudmudeckas peaykuma cnop MoxeT ObiTb paccyuTaHa C MCNONb30BaHWEM pe3ynbraToB
hpakUMOHHOro UuKna. Ecnu HeT BeIXXKMBLUMX BHYTpeHHUX YK, oyeHka «xyaLwwero cnyqasay ana norapudpmudeckon peayk-
LMK cnop MoXeT 6bITb NonyyYeHa BbiNONHEHWeM pacdeTa ¢ OAHUM NpeanonaraeMbiM BbDKUBLUNM.

HesaBucuMo OT NpuMeHsieMoro MeToaa npeanonaraeTcs, YTo:

a) nonynaumsa opraHM3aMoB FOMOreHHa,

b) napamMeTphbl npoLiecca (3a UCKNIoYEHNEM BPEMEHWU SKCNO3ULUW rasa) MOCTOSIHHLI OT LKA K LKy,

C) MMeeTCcs norynorapudMmMYeckoe COOTHOLLIEHUE BBDKUBLUMX;

d) aKCNoHWpOBaHHbLIE U HE3KCMOHNMPOBAHHLIE OpPraH3Mbl O4UHAKOBO pearupyloT Ha BOCCTAHOBUTENLHYIO cpeay.
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MpunoxeHune E
(o6sa3aTrenbHoOE)

BblﬂyCK €AUHUYHOrO noTta

E.1 O6was nHdopmauus

[aHHoe npunoxeHue oroBapusaeT Tpe6oBaHMS K BbINYCKY NPOAYKTa U3 CTEPUNM3ALIMOHHOTO NpoLecca B TeX Cy-
Yasx, Korga 3arpyska COCTOMT TONbKO W3 OAHOro MPoAyKTa, Hanpumep, BO BpPEMA UCCNeAoBaHWiA U pa3paboTku HOBOro
NpoayKTa U1 BO BPEMS KIMHUYECKUX UCNbITAHWIA NMPOAYKTa.

n puMedaHune — Cne,qyeT paccMOTpeTb BO3IMOXHOCTb HaNIM4YnA HauNoOHaNbHbIX U pernoHaribHbIX Nornoxe-
HWIA, OTHOCALLMXCA K KNUHUYECKUM NpoAyKTaM. Ecniu Takne nonoXXeHUA UMeKOTCS U AeWCTBYIOT, CreayeT BhIMONHATL UX
TpeboBaHus.

E.2 Npoueaypa

E.2.1 OueHuTe ynakoBaHHbI NPOAYKT C LeNbio ONpefeneHns BO3MOXKHOCTU BKITIOMEHUS €ro B CyLLECTBYIOLLEE Cce-
MEWCTBO NPOAYKTOB ANA Uenen crepunusauun. 3Ta OLeHKa JOMKHa paccmaTpusaTh COCTaB NpPoAyKTa, KOHCTPYKLUIO,
ynakoBKy, 6MOHarpy3ky W MnoTHOCTb 3arpy3ku. PesynsraT oLeHKW, Bktovas 060CHOBaHWE MPUHATBIX PELLUEHUiA, JOMMKeH
LOKYMEHTUpOBaTbLCS.

E.2.2 Ecnu ynakoBaHHbI NpoayKT MOXeET GbiTb BKIIOYEH B CylUecTByloLLee CeMeNCTBO NpogykTa, obpatutech Kk
12.5.2 1 D.12.5.2 (npunoxexune D).

E.2.3 Ecnu HeT cywecTByioLero ceMeincTaa (CeMeiicTB) NPoAYKTa UNU B CRYYanX, KOrga ynakoBaHHbIA NPOAYKT He
MOXET OblTb OTHECEH K CYLLECTBYHOLLEMY CEMEWCTBY:

a) BbINOMHUTE cny4aiinyto BeIGopKy 06pasLoB U3 NapTUK 1 onpeaenuTe cpeaHiolo GuoHarpysky napTum B COOTBET-
ctBum ¢ ISO 11737-1;

b) pacnpenennTe BHYTPU CTepUNU3aLMUOHHON 3arpyskn obpasubl ANA NPOBEPKU Ha CTEPUNBHOCTL U BHYTPEHHUE
YK, HaxopsALMecs BHYTpU ynakoBaHHOrO NPOAYKTa, BKNOYas MecTa, rae Hanbonee TpyaHO AOCTUYL YCMOBUIA CTEpUnu-
3aluun. PasMecTtuTe BHewHue YKI (ecnu oHM UCNONb3YIOTCA) Ha 3arpyske B onpeaeneHHbix mectax. YKI aomxHel coaep-
XaTb Guonoruyeckue uHaMKaTopbl B cootBeTcTBUU € ISO 11138-2:2006, pasgen 5 u 9.5;

MpumMmedaHune — Mecra pasmelyeHus YK gomkHbl BkrtodaTh B c€651 TOUKW, UCNONb3yeMble AN MOHUTOpUHra
TEeMMepaTypsl.

C) NOABEPrHUTE CTEPUMNU3ALIMOHHYIO 3arpy3Ky 3KCNOHUPOBaHUIO ppakumoHHOMY 30O LUKy ¢ MUHUMAarbHbIMUA 3Ha-
YEHMAMM NapamMeTpoB NpoLiecca, pacCcYMTaHHLIMI Ha AOCTUXEHUE YPOBHSA obecnedeHns cTepunbHocTu MeHee 10~ ans
npoAykTa 1 o1 7 fo 8 log,q BHYTpH YKIT;

d) BeIHbTE BHYTpeHHUe YK, BHewHue YK (ecnu ucnons3oBanuck) u 06pasubl NpogykTa U3 3arpy3ku 1 npoBeguTe
NPOBEPKY Ha CTePUNbHOCTL B COOTBETCTBUM € ISO 11737-2;

MpumeyaHue — EcnucpaBHuTenbHasn ycTonumBocTb BHyTpeHHero YKI oTHocuTenbHo 6uoHarpyskv npogykra
6blfla paHee oLeHeHa C MCMONb30BaHMeM (PPaKLMOHHOMO LMKa MeHbLUEH NpOofOMmKUTENbLHOCTH, YeM ykasaHo B E.2.3,
nepeyncnerune b) (npunoxeHue E), n npu aToM He 661110 0BHapPYXXEHO NO3UTUBHBIX pe3ynLTaToB NpoBepku o6pasLoB npo-
LyKTa, HET HeoBXOAMMOCTH BLIMONHATL NMPOBEPKY Ha CTEPUNBHOCTL 06pa3sLioB NPoAYyKTa, IKCNOHUPOBaHHLIX BO dppakum-
OHHOM LuKIe, onucaHHoM B E.2.3, nepeuuncneHue b) (npunoxeHue E).

€) aspupyiTe 3arpy3ky U JoBeAuUTe ee [0 YCIIOBUIA OKpyXaloleil cpeabl. A3pauuoHHLIA Nepuog AocTaToveH Ans
paccenBaHus octatkoB 30O [0 YPOBHs, KOTOPLIA HE OKaXeT OTpULIaTeNbHOro BMMAHUA Ha HoBble YK B cTepunusauuoH-
HOM UUKNe ¢ NosiHow akcnosuumeit (cM. f) n g) Huxe),

f) pacnpegenute HoBble YK, Haxopswmecss BHYTPU YyNakoBOK NPOAyKTa, NO BCeW CTEpUNU3aLMOHHOW 3arpyske,
BKNIOYaA MecTa, rae Haubonee TpyAHO AOCTUYL YCNOBUIA cTepunuaauun. Pasmectute BHewwHue YKIT (ecnu oHM ucnone-
3YIOTCA) Ha 3arpysKke B OnpeferneHHbIX MecTax;

NMpuMmeyaHune — Mecra pasmellenuns YKI gomkHbl BktodaTh B ce€651 TOMKMW, MCMOSb3yeMble AN MOHUTOPUHIa
TeMnepaTypsl.

g) obpaboraiiTe Ty e caMylo 3arpy3Ky, NofiBeprHyB ee BTOPOMY CTEPUIU3ALMOHHOMY LIMKIY C HOMUHANBbHBIMW Na-
pameTpamu npouecca, co cneLuuLUMpoBaHHBEIM BpeMEHEM 3KCMO3NLIMK MO MeHbLUed Mepe BABOe GoNnbLUMM, YEM BpeMSA
3KCNO3UUUM ppaKkUMOHHOIO LuKna (CM. b) BblLle) — 3TO NOSHLIA LMK,

h) BeiHbTE BHewwHUe YK (ecnin ucnonb3oBanuck) M BHyTpeHHUe YKI1 u3 3aHoBo 06paboTaHHoiA 3arpy3ku 1 Beinos-
HWTE NPOBEpKY Ha CTEPUNBLHOCTb.
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E.2.4 CrepunusalnoHHas 3arpyska MOXeT ObITb BbiMyLleHa U3 CTEPUNU3ALIMK NPU YCNOBUM BEIMOMTHEHNSA crneayto-
Wux TpeboBaHuii:

a) 6uoHarpyska npofykTa npefcraBnaeT coboi MeHbLUY HarpysKky Ha npoLecc cTepunusauum, Yem Guonornye-
CKWiA MHAUKaTOp, Ucrornb3yeMblil Bo BHellHeM YK (ecnu ncronb3ayetes) v Bo BHyTpeHHeM YKIT;

b) napameTpbl Npouecca Ana HpakLUUOHHOIO LMKIa COOTBETCTBYOT MNPOLECCHBIM CrneLnduKaynsamM,;

C) 3arpy3ka bblna BTOPUYHO 3KCMOHWPOBaHa B MOMIHOM CTEPUNU3ALMOHHOM LK€ C HOMUHamMbHBIMA NPOLIECCHBIMU
napameTpamu, co cneLunLUpPOBaHHEIM BpEMEHEM SKCMO3ULIMK MO MeHbLUER Mepe BABOe BONbLUMM, YEM BPEMS 3KCNO-
31LUUKM hpaKkLUMOHHOrO LMKNa, ycTaHoBrneHHoro B E.2.3, nepeducrnienve b) (npunoxeHue E);

d) mapameTpel npouecca Ans NofHOro CTepunmMaaLuoHHoOro Lukia CooTBETCTBYHOT NPOLIECCHBIM cneLudunkaLmamM;

e) nmeeTcH NofTBEpPXeHNe OTCYTCTBUA POCTa KOHTPOSBHBIX MUKpOOpraHnamoB 13 BHewwHux YKI1 (ecnu ucnonb3ao-
Banuck) N BHYTpeHHUX YKIT, 9KCNOHWPOBaHHBLIX BO PPaKLMOHHOM LUKIE;

f) MeeTcA nogTBepXAEHNE OTCYTCTBUS MO3UTUBHOIO pocTa Npu NPOBEpPKe Ha CTepunbHOCTL 06pa3sLioB NpoAykTa
nocre 3KCMoHUPOBaHUSA BO (OPaKLMOHHOM LyKIE;

MpumedyaHune — EcnucpaBHUTeNbHas ycTONYMBOCTL BHYTPeHHero YKI oTHocuTensHO BrnoHarpy3ku npoaykra
Obina paHee OLieHeHa ¢ UCMonb3oBaHWeM pPakLMOHHOMO LMKNa MeHbLUel NPOAOMKUTENBHOCTH, YeM ykasaHo B E.2.3,
nepeuncneHne b) (mpunoxeHune E), n npu atom He 6biNo 0BHapyXeHO NMO3UTUBHLIX pe3ynbraToB MpoBepku obpasuoB
NPOoAYKTa, TOrAa HET HEOBXOAMMOCTHM BLINOMHATL NPOBEPKY Ha CTEPUNBHOCTL 06pa3sLoB NPoAYKTa, 3KCMOHMPOBAHHBLIX BO
dpakUMOHHOM LuKne, B cooTBeTCTBMU ¢ E.2.3, nepeuncneHue b) (npunoxerue E).

g) MeeTcs NoATBEPXAEHNe OTCYTCTBUSA POCTa KOHTPOMbHBIX MUKpoopraHuamoB U3 YKI1, sKCnoHWpoBaHHbIX B NOM-
HOM CTEPUMU3aLMOHHOM LinKne;

h) dyHKUMOHANBHOCTL, CTabUMTBLHOCTE NPOAYKTa U LIeNOCTHOCTL YMakoBKU COOTBETCTBYIOT TpeGoBaHWUAM MOcne 3Ke-
NMOHWPOBAHUS B MOMHOM CTEPUMU3ALIMOHHOM LIMKNE;

i) MMeeTCA NOATBEpPXAEHUe, YTO ocTaTovHble ypoBHU O B npopykTe cootBeTcTBYIOT ISO 10993-7 nocrie 3kcno-
HWpOBaHUSA NPOAYKTa Kak BO hpakLMOHHOM, Tak 1 B NONHOM CTEPUIM3aLMOHHOM LIMKIE,

j) BBINOMHEHBI BCe TpeboBaHNA Kk ka4ecTBY M HOpMaTUBHbIE TpeboBaHus.

MpumMeyvaHune — UMHpopMaLms U AaHHbIE, NOMNYYEHHbIE NMPU 3TOM NOAXOAE, MOTYT UCTONB30BAaTLCA PETPOCNEK-
TWBHO A5 NOAAEPKKW NocrneaytoLLel BanaaLun CTepunu3ayuoHHoro npolecca.

59



FOCT ISO 11135—2017

Mpunoxexnue JA
(cnpaBouHoe)

CBeZileHUs1 0 COOTBETCTBUM CChINTIOYHbIX ME@XAYHAPOAHbIX CTaHOAPTOB
CCbISTOYHbIM MEXrocylapCTBEeHHbIM CTaHaapTaMm

Tabnuua OAA1

OBo3HaueHNe CChINoYHOro CreneHb O603HaueHWe U HalMeHOBaHWe COOTBETCTBYIOLLETO MEXroCyAapCcTBEHHOTO
MeXAyHapoAHoro cTaHaapTa COOTBETCTBUS cTaHaapTa

ISO 10012 — *

ISO 10993-7 IDT [OCT ISO 10993-7—2011 «M3genua meguunHckne. OueHka 6uo-
JIOrM4ecKoro AeNCTBMSA MefULMHCKUX n3aenunii. YacTe 7. OcTaTouHoe
cofepxaHue sTUNeHoKkcuaa nocne cTepunmaalum»

ISO 11138-1:2006 IDT FOCT ISO 11138-1—2012 «CTepunusaums MeaULMHCKOR NpogyK-
umu. Buonornueckme uHgmkatopbl. Yactb 1. TexHudeckue Tpebosa-
HUA»

ISO 11138-2:2009 IDT [OCT ISO 11138-2—2012 «CTepunusauua MeauLMHCKOR NpoaYK-
uuu. bronorndeckme nnankaTopsl. Yactb 2. Buonornyeckne mHauka-
Topbl ANSA CTepUNU3aLn OKCUAOM STUMEHa»

SO 11140-1 IDT [OCT I1SO 11140-1—2011 «CTepununaaunsa MeaULIMHCKOR NpoayK-
Lmu. XuMmudeckne nHaukatopsl. YacTts 1. Obwme TpeboBaHUs»

1ISO 117371 IDT [OCT ISO 11737-1—2012 «CTepunusauna MeaULIMHCKNX U3aenuid.
Mukpobuonorudeckne metogbl. Hacte 1. OueHka nonynsauun MuUKpo-
OpraHW3mMoB Ha NpoAYKLUN»

ISO 11737-2 IDT TOCT ISO 11737-2—2011 «CTepunusayus MEAULUHCKNX U3 enuid.
Mukpobuonoruyeckne metoabl. Yactb 2. UcnbiTaHus Ha cTepunb-
HOCTb, NPOBOAUMbIE NPY BanuAaLn NpoLieccoB cTepunusaumny

1ISO 13485:2003/Cor 1:2009 IDT [OCT ISO 13485—2011 «M3genus meguumHckne. CUcTeMbl MeHes -

XKMeHTa KavecTBa. CUCTeMHble TpeGoBaHUa ANA Uenew perynuposa-
HUSA»

OTBETCTBUA CTaHAapTOB:

- IDT — uaeHTUYHbIE CTaHAapThI.

* COOTBETCTBYHOLUIA MEXTOCYAaPCTBEHHLIW CTaHAapT OTCYTCTBYET. [lo ero NPUHATUS PEKOMEHAYETCA UCNOMb30-
BaTb NepeBoA Ha PYCCKMUiA A3bIK JaHHOTO MEXAYyHapOoAHOro cTaHaapTa.
yHap

MpumeyaHne — B HacTosiLeii Tabnuue UCNONb30BaHO cnegylolee ycroBHoe 0603Ha4YeHne cTeneHn co-
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