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BBegeHue

CTepunbHoe MeanunHCKoe nsaenue — aTo MeauLMHCKoe U3genne, KoTopoe He COAEePKUT XKU3HEeCno-
cobHbIX MUKpoopraHnsmoB. CTaHgapThl, onpegensowmne TpeboBanusa K pazpaboTke, Banugaunm U TekyLiemy
KOHTPOMIO MPOLLeCCoB cTepununsauumn TpebytoT, YTobbl Npn HeOBXOAMMOCTN MOCTaBKUA CTEPUIIBHOrO Meau-
LMHCKOTO N3aenusl, BEPOSITHOCTb ero Cry4yainHon MUKpoBronornieckon KoHTaMMHaL M 4o npouecca crepu-
nMsauun 6bina ceBefeHa K MUHUMYMY. HecMmoTpsi Ha TO, YTO MeAMUMHCKME WN3AeNUsi U3roTaBNMBaloTCs
B NPOW3BOACTBEHHBLIX YCMOBUSX, COOTBETCTBYHOLMX TpeboBaHUAM CUCTEM MeHeXMEeHTa KadecTBa
(c™m., Hanpumep UCO 13485), oHM moryT BbiTb ob6ceMeHeHbl MUKpoopraHuamamu. Takve MeguuMHCKUe
N3aenus He SBMATCS CTepunbHbIMA. Lienbio cTepunusaumnm siBNsieTcs UHaKTUBaLUsl MUKPOBMOOrnye cknx
KOHTaMWHaHTOB U, Taknm obpas3om, npeobpazoBaHne HeCTePUNbHbIX MEANLIMHCKNX N3NNI B CTEPUIBHBIE.

KuHeTrka HaKTMBaLUM YACTON KyNbTYypbl MUKPOOPraHU3MoB OU3NYECKUMUN U/ XUMUYECKUMU MEeTO-
AaMu, NpUMEeHsIEMbIMU At CTEPUNN3aLn MeAULUHCKUX N3AeNni, 06bIYHO ONMUCBIBAETCSA SKCNOHEHUNANbHBbIM
COOTHOLUEHMEM MEXAY YMCIIOM BbDKMBLUMX MUKPOOPraHU3MOB U CTEMNEHbIO UX 06paboTkn CTEPUNN3YIOLLMM
areHToM; Hen3BeXXHO, 3TO 03HaYaeT NOCTOSIHHOE Hannyue onpeaeneHHoON BEPOATHOCTM BEPKMBAHNSA MUKPO-
OpraHM3MOB BHE 3aBMCMMOCTU OT CTeMNeHU NpoBeAeHHon obpaboTkn. [ANnsi KaxXaon KOHKpeTHon obpaboTkn
BEPOATHOCTb BbIXMBaHMSA onpeaensercs KOMMYeCTBOM U PE3UCTEHTHOCTbIO MUKPOOPraHW3MOB, a Takke
YCINOBUSAIMW Cpeabl, B KOTOPOW OpraHnamMbl HaXoasTCsi B BpeMsi 06paboTkun. OTciofga cneayer, YTo HEBO3MOXHO
rapaHTMpoBaTb CTEPWUIIbHOCTb MBOro egUHWYHOrO MEeAMLIMHCKOrO MU3Oenus U3 COBOKYMHOCTWM M3Zenun,
NoABEPrHYTLIX CTepunusauMoHHon o0bpaboTke, a CTEPUNbHOCTb COBOKYMHOCTU 06paboTaHHbIX M3denui
Bblpa)kaeTcsl Kak BepOSITHOCTb NMPUCYTCTBUS HA N3AEMUM XKUIHECTOCOBHOro MUKpOOpraHmuama.

Hactoawmin crangapT ycTaHaenuBaeT TpeboBaHus, criedys KOTOpbIM MOXeT ObiTb OCyLlecTBreH
npoLecc BO3AYLLHOW CTEPUNU3aLnn, NPY KOTOPOM JOCTUraeTcsl CTEPUNbHOCTb MeAULMHCKUX 3Aennii 3a cHeT
[O0CTaTovYHON MUKPOOOLMAHOW aKTUBHOCTU. HacToswmid ctaHgapT Takke ycTaHaBnuBaeT TpeboBaHus,
crnegys KOTopbIM, MOXeT ObITb OCYLLECTBIIEH NPOLIECC AENUPOreHn3aLun 3a cHeT paspyLUeHnsi MMPOreHHoro
6akTepunansHoro matepunana. Kpome Toro, cooteeTcTBMe TpeboBaHMAM AaHHOro ctaHgapTa Mo3BOMSIET C
[O0CTaTOYHON CTeneHblo JOCTOBEPHOCTU 3asABMIATb O HU3KOW BEPOSITHOCTU MPUCYTCTBUSI XKU3HECTIOCOBHBIX
OpraHn3MoB Ha NOBEPXHOCTU NpoAayKTa nocre ero 06paboTKu. Y CrnoBusi Tako BEPOATHOCTM yCTaHaBNMBaOTCs
yrnpasnawowmMMn  opraHaMm u MOryT BapbupoBaTb, B 3aBUCUMOCTU OT cTpaHbl (cM. EH 556-1 un
ANSI/AAMIST6E7).Takke, BEPOSATHOCTb MPUCYTCTBUSI MMPOTEHHOTO MaTepuana Ha MOBEepPXHOCTM npoaykTa
nocre ero o6paboTkuM B Nnpouecce AenuporeHnsaummn, byaeT HesHaumMTenbHa.

Obwume TpeboBaHUsA K cMCTeMaM MeHe)KMeHTa KayecTBa Ansi MpoeKTUpoBaHusl, paspaboTku, npons-
BOACTBa, MOHTaxa 1 o0bcnyXmBaHua megnunHckux nagenui gaHel 8 UCO 9001, a Takke HekoTopble Tpebo-
BaHUA K cMCTEeMaM MeHeKMeHTa KayecTBa MpoM3BOACTBa MeauUMHCKMX u3genui gaHel 8 MCO 13485.
CtangapTbl cUCTEM MEHeKMEHTa KayecTBa NpU3HaroT, UTo 3ppeKTUBHOCTbL HEKOTOPbIX NPOLLeCCoB, NpuMe-
HsIeMbIX NP NPOU3BOACTBE UMM MOBTOPHOM 06paboTke, He MOXeT ObITb MOMHOCTLIC MPOBEpeHa NocneayLWUM
OCMOTPOM UK UCMbITaHMeM usgenus. CTepunusaums U AenuporeHnsauns SABMATCA NpuMepamMn Takux
npoueccoB. o 3Tol NpuyMHe MpoLecchl CTepunusaLmMnm U genuporeHusanumn BanuampyoTesa ¢ Lenbio UxX
AanbHenwero NnpuMeHeHus, noanexar perynsapHoMy TekyLlemy MOHUTOPUHTY, a NpUMeHsiemMoe B npoLieccax
obopyaoBaHue Hagnexalm obpasom ob6enyKnsaeTcs.

Bblaepxka nsgenus B BanMaMpoBaHHOM M YETKO KOHTPONMMPYEMOM MpoLiecce CTepUnn3aLumn He saBns-
eTcsl rapaHT1en cTepunbHOCTU 06paboTaHHOro MeguUMHCKOTO M3denus 1, Kak crneacTBue, rapaHTUen ero
6e30MacHoOro NCNobL3oBaHUs Mo HasHaveHuto. Takum obpasom, cnegyeT yaenuTb BHUMaHUE eLLie HECKOMbKUM
hakTopam, BKIHoYaoLWMM:

a) MUKpPOBMONOrMYecK1in cTaTyc Nony4aemMblX CbipbeBBIX MaTepPUanos /U KOMMOHEHTOB;

b) BanuaaLuo 1 TEKYLLNIA KOHTPOMb MOBLIX MpoLeayp OYNCTKU U Ae3MHMEKLUN MPoaYKTa;

C) KOHTPOb cpeabl, B KOTOPOWN NPoAYKT Npou3BoauTcsi, cobrupaeTcs U ynakoBbIBaeTCs;
d) koHTponb 06opyaoBaHUS N TEXHOMOTMYECKMX MPOLIECCOB;
€) KOHTPOIb MNepcoHana 1 ero rurneHbl;

f) cnocobbl ynakoBkM 1 MaTepuansbl, B KOTOpbIe MPoAyKT yNakoBbIBAETCs;

g) YCroBusi XpaHeHUsi MpoayKTa.

[aHHble hakTopbl TaKKe AOMMKHEI YYUTbIBATLCA Ana obecneyeHnsi rapaHTUmn 4enMporeHusaumm.

Tunbl KOHTAMUHALMM NPOAYKTOB, NMoAsnexawmnx cTepunmsalnmi, MoryT pasnuMyaTtbesl, YTO oKasbiBaeT
BNusiHUE Ha 3hdekTUBHOCTL NpoLecca cTepunnsaunm unu gennporexdmsauuun. Usgenne, ucnornbzosaHHoe B
yupexaeHusix 34paBooXpaHeHns U HanpasnseMoe Ha MOBTOPHYHO CTEPUN3aLMio CornacHo MHCTPYKUUAMUA
nponssogutens (cM. MCO 17664 ), gomkHo paccMaTpuBaThCs Kak ocobbli criydai. CyllecTByeT BEpOSTHOCTb
Hanuunsl Ha TakoM uagenuu 6oMbLIOrO KONMMYEeCTBa KOHTaMUHUPYHOLLMX MUKPOOPraHM3MOB U OCTaTOYHbIX
HeopraHUyYecknx U/UnmM opraHMdecknx 3arpsisHeHnn, HeCMOTpS Ha NpeABapuTensbHoe NpoBeaeHNe OUUCTKN.

\
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CnepoBaTenbHo, HeobxoaumMo yaenaTb ocob6oe BHUMAHWE Banuaauuu U KOHTPOJIO MPOLLECCOB OYUCTKA U
AesuHdekumur, NpoBoAUMBIX NPU NOBTOPHOK 06paboTke.

TpeboBaHWA COCTaBNAOT HOPMATUBHBLIE YacTW HacTosLlero craHaapTa, COOTBETCTBUE KOTOPOMY
JOIDKHO NMoATBepXxAaTbCA. PykoBOACTBO, NPeACTaBNEeHHOE B CNPABOYHLIX NPUIIOKEHUAX, He ABNAETCA HOp-
MaTUBHBLIM U He AOIMKHO UCMONb30BaTLCS B Ka4YeCTBE KOHTPOMBLHOrO crucka Ans ayauTopoB. PyKoBoACTBO
COAEPXKUT PasbACHEHUS U ONMNCAHUA METOA0B, KOTOPbIE ABNATCS NPpUeMieMbiMU CpeacTBaMn AOCTUXKEHUA
COOTBETCTBUA TpeboBaHUAM. BO3MOXHO NpuMeHeHue MeToAoB, He NpeAcTaBMeHHbLIX B PYKOBOACTBE, ecru
OHW 3chpeKTUBHBI 411 AOCTUXEHUS COOTBETCTBUA TpeboBaHMAM AaHHOIO MeXAYHapoAHOro cTaHaapTa.

PaspaboTka, Banuoauust U TeKylUWIn KOHTPOMb Mpolecca cTepunusauum wunu genuporeHusauun
BKNIOYAIOT pAf OTAENbHBIX, HO B3aUMOCBA3aHHbIX AEUCTBUIA, TAKUX, HaNpuMep, kak kanubposka, TexHu4eckoe
obcnyxuBaHue, onpegeneHue npoAaykTa, onpegeneHue npolecca, atrectauust MoHTaxa (IQ), attectaums
dyHKkumnoHupoBaHua (OQ) 1 atTecTauma akcnnyatupyemoro oGopyaosaHusi (PQ). HecmoTpa Ha To, uto
AeuncTsusl, TpebyeMble HacTOALWMM cTaHAapToM, 6binv CrpynnMpoBaHbl U NpeAcTaBneHbl B onpeaeneHHoM
nopsiake, AaHHBIN CTaHAAPT He TpebyeT, YToBbI 3TN AENCTBUS BBINOMHANUCL UMEHHO B TOM NOpAAKE, B KOTOPOM
OHU npeacTaBneHbl. TpebyeMble AEACTBUA He 00s13aTeNbHO AOITKHBI BBIMOMHATLCSA NocneAoBaTenbHo, Tak
Kak nporpammbl paspaboTku M BanMgauMm MoryT 6biTb UTepaTUBHBIMK (NoBTOpPsilOLMMUCA). Bo3MOXHO,
BbIMOSIHEHWNE AaHHbIX AEACTBUI BOBIEYET HECKONLKO ML, WU OpraHu3aumii, KoTopble 6yayT caMoCTOATE Tb-
HO BbIMONHATb OAHO UIN HECKOIbKO KOHKPETHLIX AEMCTBUIA. B HacTosLEM cTaHAapTe He YTOUHATCA KOHKPeT-
Hble N1La UK opraHUu3aLun, KOTopble A4OSPKHbI BLINOMHATL AaHHbIE AeACTBUS.

A



Monpaeka Kk FTOCT P UCO 20857—2016 Ctepunusauns MmeguuMHcKon npogykuuu. Nlopsayun so3ayx. Tpe-
6oBaHUA K paspaboTke, Banuaauuu U TeKylleMy KOHTpPOMIO npolecca cTepunusauum mMeauuuHCKUX
usgenun

B kakom mecte HanevaraHo DNormxHo 6bITb

C. 1. ObnacTb npumMmeHe- | toSkomeHgauuMm pekoMeHgaumm
Hus. MyHkT 1.1.1. MNpumeyaHne
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HAUMWOHANbHBIA CTAHJOAPT POCCUUCKOW OSGEQLEPALMUM

CTepunusaumsa MeaULIMHCKON NpoAayKuUn
roPsi4YMM BO3AYX

Tpe6oBaHus k paspaboTke, Banuaauuu U TeKyLleMy KOHTPOo
npouecca cTepunusauuu MeauLUUHCKUX usaenun

Sterilization of medical devices. Dry heat.
Requirements for development, validation and routine control of a sterilization process for medical devices

DaraBBegeHna — 2017—03—01

1 O6nacTb NpUMeHeHun

1.1 BkmouyeHus

1.1.1 Hactosawuii ctangapt onpegensiet TpeboBaHuA k pa3paboTke, BanMaaumm u TEKYLLEMY KOHTPONIO
npotecca cTepunusauu MeAULUHCKUX U3AETNNIA TOPAYNUM BO3OYXOM.

NMpumeuyanune—Hecmotpsas Ha To, 4TOo 06NacTb NPUMEHEHWsI HACTOAWEro CTaHaapTa OrpaHWYMBAETCs
MEAULMHCKUMU U3LENVSIMK, ONMUCAHHBLIE B HEM TPEGOBaHUs N NPUBEAEHHbIE I05KOMEHAALNMN MOTYT NPUMEHSITLCS K MHOW
MEAMLUMHCKON NPOAYKLUN.

1.1.2 HecmoTpsiHa To,YTOo B HACTOSALLEM CTaHAapTe peyb uaeT, Npexae BCero, 0 CTepunusaunmn ropsiaum
BO34YXOM, B HEM TalkoKe npuBeneHbl TpeGOBaH A N PyKOBOACTBO B OTHOLUEHUX NpoueccoB AennuporeHnsauum
C NpUMeHeHWeM ropsidero Bosayxa.

MpumeyaHune—opsumnii BO3OQyX YacTo NPUMEHSETCA Arsi AenMporeHn3aumm obopyaoBaHus, Uagenvi u me-
OVILMHCKOW NpoayKumm, U ero ahdekTBHOCTb B AaHHOM npolecce Gbina gokasaHa. MNapametpamy npouecca cTepunmaa-
UMK n/vnu genvporeHnsauum siBnsitoTcs BpeMs u Temneparypa. [ockonbky TpeGoBaHusi K ycrioBusiM anst acheKTMBHOM
AenvporeHuaaumm ropasgo 6onee cTporme, YeM K YCOBUSIM CTepunn3anum, NpoLece, BanuanupoBaHHbIi Ans AenvporeHu-
3auuM NpoayKuMm, No ymonyaHuio obecneqvBaeT CTEPUNbLHOCTL NPOAYKLUMUM, U €ro AONONHUTENbHAsS Banugauusi He Tpe-
Oyertcs.

1.2 UcknioyeHus

1.2.1 Hacroswmn craHgapt He onpedensietT TpeboBaHus k paspaboTke, BanMgauum u Tekyllemy
KOHTPOIMIO npoLecca MHakTuBauum 60nesHeTBOPHBIX areHTOB, BbI3bIBAOLMX CMOHTMGOPMHbIe 3HUedano-
naTum, Takue Kak ckpenu, crioHrmopmMHas aHuedanonaTus KpyrnHoro poraToro ckota u 6onesHs Kpenudens-
na Akoba.

MpnmeyaHune—Cwm. Takke NCO 22442-1, NCO 22442-2 n NCO 22442-3.

1.2.2 Hacrosawumin ctaHaapT He NpUMeHsIeTcs K NpoLieccamM ¢ NCcnonb3oBaHUeM UHpakpacHoOro nany-
YeHWs UM MUKPOBOTIH B Ka4yeCcTBe HarpeaTenen.

1.2.3 Hactosawuin ctaHgapT He coaepXuT AeTalbHbIX OMUCaHUMA YCTaHOBMEHHbIX TpeboBaHuiA Ans
onpeaeneHua MegULMHCKOTO N3AENNA Kak « CTEPUINbHOEY .

M pwumeyaHun e —HeobxogumMo yunTbiBaTb HAUMOHANbLHLIE UMM PErMOoHarnbHble TPeGoBaHUSA AN onpeaeneHus
MEeAULIMHCKOrO U3Aenust Kak «ctepunbHoey». Cwm., Hanpumep, EH 556-1 nnn ANSI/AAMIST67.

1.2.4 Hactoswuuit ctaHgapT He onpedensieT cucteMy MeHedXMeHTa KayecTBa, NpuMeHsieMylo Ans
KOHTPOIS Ha BceX cTaauMsaX NPoU3BoACTBa MeAULIMHCKUX U3aeNuiA.

UzpaHve ochmumansHoe
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M pumeyaHnune—Hannune NoNHOLEHHON CUCTEMbI MEHE)KMEHTA Ka4eCTBa B NPOLEecce NPOM3BOACTBA u3fe-
NWi He siBNsAeTcA TpeGoBaHMEM HaCTOSILLEro cTaHaapTa, HO HOPMATUBHLIE CChIIKM HA MUHUMAaTbHbIE, HeoOXoauMble Anst
KOHTPONA NpoLecca CTepunuaaumnmn 3NemMeHTbl CUCTEMbI MEHEPKMEHTA Ka4ueCTBa, NPUBOASATCS B COOTBETCTBYIOLLMX YaCTAX
TekcTa (CM., B 4acTHOCTH, pasaen 4).CneayeT NpMHMMaTb BO BHUMaHUe CTaHAapThl, cogepxalyme TpeboBaHusi K cuctemam
MeHegxMeHTa kadvecTBa (cm. MCO 13485), koTopble KOHTPONMPYIOT BCE 3Tarnbl NPOM3BOACTBA MEAVLMHCKUX WU3JENum,
BKNIOHaA Npouecchl ctepunuaaumn. PermoHanbHble U HaumoHarbHbie MONOXEHUsI O NOCTaBKaxX MEOULIMHCKUX U3aenvn
moryT TpeGoBaTte BHeAPEHUA NONHOUEHHOW CUCTEMbI MEHEAXKMEHTA Ka4eCTBa M ee OLEHKY TPeTbUMM NMuamu.

1.2.5 HacTtosawwun ctaHgapT He onpegensieT TpeboBaHUs K 0XpaHe Tpyaa, CBA3aHHbIe C KOHCTPYKUUen
1 akcnnyaTtaumeil NOMeLLEHWIA, B KOTOPBIX MPOBOASITCS NPOLLECChl BO3AYLLHOW CTepunvsauum uWunv aenvpo-
reHusauun.

[MpwnmeyaHune— TpeGoBaHusi K nponsBoacTBEHHON Ge3onacHocTm npuBegeHsbl B MOK 61010-2-040. B Heko-
TOpPbIX CTPaHax CywecTBYIOT AOMNONHUTENBHbIE BHYTPEHHME NpaBwna rno 6e3onacHocTy.

2 HopmaTuBHbIe CCbISIKN

Hwxke npuBeaeHbl CChINKN Ha AOKYMEHTHI, 06s13aTenbHbIe 4511 NpUMMEHeHUa AaHHoro ctaHaapTta. Ecnn
CChlflka faTMpOBaHa, UCMOoMnb3yeTcsl TOMbKO yKasaHHas B cebifike pefdakuus. Ecnu ccbinika He gaTupoBaHa,
ncnonb3yeTca NocrnegHss pegakums AOKyMeHTa, Ha KOTOpbIA AaHa ccbifika (BKNoYaa nobble nsMeHeHnst n
nonpasku).

MCO 10012 MeHeOXMeHT opraHuzaumu. CUcCTeMbl MeHeKMeHTa usMepeHui. TpeboBaHus K npo-
ueccam usMepeHun W uameputensHoMmy obopyaosaHuio (ISO 10012, Measurement management
systems — Requirements for measurement processes and measuring equipment)

NCO 10993-1 Uspenunsa meguumHckue. OueHKa BMOMNOrMYEcKoro AencTBuA MeaUUMHCKUX U3Aennii.
YacTtb 1. OueHka n uccnegosanus (ISO 10993-1, Biological evaluation of medical devices — Part 1: Evaluation
and testing within a risk management process)

NCO 10993-17 Usgenunsa meguumHckue. OueHka BUONOrMYEcKoro AeUcTBuUA MeaUUMHCKUX N34ennii.
Yactb 17. YcTaHoBneHWe MOporoBbiX 3HaYeHUn AN BbiMbiBaeMbiX Bewlects (ISO 10993-17, Biological
evaluation of medical devices — Part 17: Establishment of allowable limits for leachable substances)

MCO 11138-1:2006 Crepunusauua MeaUMLUMHCKOW npoaykuun. Buonormdeckne uHAMKaTopbl.
YacTb 1.06wue TpeboBaHus (ISO 11138-1:2006, Sterilization of health care products — Biological
indicators — Part 1: General requirements)

MCO 11138-4:2006 Crepunusaumsa MeguUMHCKON Npoaykumn. Buonornyeckue uHaukaTtopbl. Yacts 4.
Buonorudeckue nHAnKaTopkl Ana cTtepunusaumm ropsiaum sosayxom (ISO 11138-4:20086, Sterilization of health
care products — Biological indicators — Part 4: Biological indicators for dry heat sterilization processes)

MCO 11140-1 Crepunusaumns MeQMUMHCKOW NpoaykKuun. XuMmudeckne niamkatopsl. Yacte 1. Obwme
TpebosaHua (ISO 11140-1, Sterilization of health care products — Chemical indicators — Part 1: General
requirements)

MCO 11607-1 YnakoBka MeOuUMHCKUX U3Oenuin, noanexawmx puHUWHOK cTepunusaunn. Yactb 1.
TpeboBaHus Kk MaTepuanam, 6GapbepHbiM cucTeMam Ana CTepunusauMuM UM ynakoBOYHbIM CUCTEMaM
(1ISO 11607-1, Packaging for terminally sterilized medical devices — Part 1: Requirements for materials, sterile
barrier systems and packaging systems)

NCO 11607-2 YnakoBka MeOMLMHCKMX U3Aenui, nognexawmnx MHUILHOK cTepunusaunn. Yactb 2.
TpebosaHus k Banvaaumm npoueccos hopMupoBaHus, repmeTusaummn n cbopkm (ISO 11607-2, Packaging for
terminally sterilized medical devices — Part 2, Validation requirements for forming, sealing and assembly
processes)

MCO 11737-1:2006 Crepunusaumsa meauumMHckux usgenui. Mukpobuonornyeckue metoabl. Yactb 1.
OueHka nonynauun MuKpoopraHusmoB Ha npogykre. (ISO 11737-1:2006, Sterilization of medical
devices — Microbiological methods — Part 1: Determination of a population of microorganisms on products)

NCO 11737-2:2009 CTrepunusauvsa meauuUHCKUX usgenuin. Mukpo6uonornyeckue metogel. Yacts 2.
MUcnbiTaHua Ha cTepunbHOCTb, NPOBOAUMbIE NPU Banvaauun npouecca crepunusauuu (1ISO 11737-2:2009,
Sterilization of medical devices — Microbiological methods — Part 2: Tests of sterility performed in the
validation of a sterilization process)

NCO 13485 WU3pgenus meguumHckue. CucteMa MeHepKMeHTa KadecTBa. TpeboBaHusa ANA perynupyto-
wmx uenen (ISO 13485, Medical devices — Quality management systems — Requirements for regulatory
purposes)

M3K 61010-1 BesonacHocTb anekTpudeckoro obopyaoBaHus Anst UsMepeHust, ynpasneHna n nabopa-
TOpHOro npumeHeHuna. Yacte 1. Obwwme TpebosaHus (IEC 61010-1, Safety requirements for electrical
equipment for measurement, control, and laboratory use — Part 1: General requirements)

2
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M3K 61010-2-040 Be3onacHOCTb 3nekTpudeckoro o0b6opyaoBaHUsl Ansl U3MEPEHUs, ynpasneHusa n
nabopatopHoro npumeHeHus. Yactb 2-040. [lononHUTENbHLIE TPeGOoBaHUA K CTepunmusaTopaM 1 Moe4HbIM
AesnHdekTopam, npumeHaeMmelM ans obpaboTkm meguumHckux Matepuanos (IEC 61010-2-040, Safety
requirements for electrical equipment for measurement, control and laboratory use — Part 2-040: Particular
requirements for sterilizers and washer-disinfectors used to treat medical materials)

3 TepMuHbI M onpegeneHus

B HacTosilem cTaHAapTe NPpUMEeHAITCA HXKecneaylline TepMuHbl C COOTBETCTBYHOLWMMKU onpeaene-
HUAMU:
3.1

napTusa (batch): OnpeaeneHHoe KONMMYECTBO U3AENUNA, ABNAOLMXCA UK NpeanonaraemblX eaMHoo6-
pa3HbIMU MO XapakTepy U Ka4ecTBY, KOTOpble GblNM M3roTOBMEHLI B onpedeneHHOM Lukne NpouM3BOACTBa.
[MCO/TC 11139:2006, ctaTbs 2.1]

3.2

6uoHarpyska (bioburden): Monynauus )XM3HeCNOCOBHBIX MUKPOOPraHU3MOB Ha U3AENNA NN BHYTPK
usgenus, Wunu Ha cucteme ctepunusaumoHHoro 6apbepa.
[MCO/TC 11139:2006, cTaTtbsa 2.2]

3.3

6uonoruyeckuin uHgukaTop; BU (biological indicator, Bl): WcnbiTaTenbHas cuctema, cogepxatuas
XKN3HECNOCOBHbIE MUKPOOPTaHN3Mbl C ONpeaeneHHON Pe3UCTEHTHOCTLIO (YCTOMYMBOCTLIO) K YKasaHHOMY
npoLeccy cTepunmsaunm.

[MCO/TC 11139:2006, ctaTbs 2.3]

34

kanu6poBka (calibration): MocnegoBaTenbHOCTL onepaLyi, KoTopbie NpU onpeaeneHHbIX YCNOBUAX
ycTaHaBnMBaloT B3aUMOCBSI3b MeXAy KONMMYeCTBEHHbIMW 3HaYEHUsIMU, NoKasbiBaEMbIMU U3MEPUTENbHBIM
nNeNBOPOM NN N3MEPUTENTBHOM CUCTEMON, UM 3HAYEHUSIMU, NPeaoCTaBNsAEMbIMU U3MEPEHUSIMU MaTepua-
na nnmn KOHTPOIbHBIM MaTeprnanom, U COOTBETCTBYOLLUMMN 3HaYeHNAMN, onpeaenaemMbiMn cTaHgapTamMu.
[MCO/TC 11139:2006, ctaTbs 2.4]

3.5

KOHTponb (oLeHKa) u3MeHeHUn (change control): OueHka 1 onpeaeneHne NPUrogHOCTU NPeanoXeH-
HOro n3meHeHus K usgenuto (MPOAYKTY) Unn npoueaype.
[MCO/TC 11139:20086, ctatbs 2.5]

3.6

XUMUYEeCKUA uHOuKaTop, HeBGuonorudeckum wuHaukarop (chemical indicator, non-biological
indicator): WcnbiTatenbHasa cuctema, 06HapyxuneatoLLas M3MeHeHUs1 B O4HON UN HECKONBbKUX Npeaonpe-
AeNeHHbIX NepeMeHHbIX NpoLiecca, OCHOBLIBAsICL HA XUMUYECKNX UM (PU3UYECKUX USMEHEHUAX, BbI3BAH-
HbIX BO3AENCTBMEM Ha Hee npouecca.

[MCO/TC 11139:2006, ctaTbs 2.6]

3.7

Koppekuus (correction): [JeicTBue, NpeanpuHAToe ANs ycTpaHeHus o6HapyXeHHOro HecooT-
BETCTBUSI.

MpwuMeyaHn e — Koppekumsi MOXeET NpeanpvHMMaTbCs COBMECTHO C KOPPeKTUpylowmm genctenem (3.8).
[NCO 9000, ctatbs 3.6.6]




rocT P UCO 20857—2016

3.8

KoppeKkTupyoLee AelcTBue (corrective action): JelcTsue, NpeanpuHAToe AN yCTpaHeHUs npudn-
Hbl 06HapY>XeHHOro HECOOTBETCTBUS UMW APYTON HeXXenaTenbHON cUuTyaumu.

MpumeyvyaHune 1— Y HECOOTBETCTBUA MOXET ObITb HECKOMNBKO MPUUMH.

MpumeyvyaHue 2— Koppektupyowee gencTeue npeanpuHMMaeTcs ans npegoTBpaleHns NOBTOPHOMO Co-
6bITUS, TOROA Kak npegynpexpatowee Aencreve (3.27) — ansi npegoTepalLeHnst CobbITus.

MprnmeyvaHune 3— CywecTByer pasnvune Mexay koppekumer (3.7) n KOppPeKTUPYIOLLMM AENCTBUEM.
[MCO 9000, cTaTbs 3.6.5]

3.9 BenuuuHa D, BenuuuHa D, (D-value, D,y ,,6): Bpems vunu gosa obnydeHus, Heobxoaumas ans
AocTmkeHna nHaktneaunm 90 % nonynauum TecT-MUKpoopraHnama npy yCcTaHoBeHHbIX YCIOBUSX.

MpumeyvyaHune 1—B pamkax HacTOSILLEro cTaHgapTa BenuynHa D 0THOCUTCS KO BPEMEHW BbIAEPKKU, HE06X0-
OVMOMY Ans OCTMXKEHUst COKpaLLeHUA Nonynsauum TecT-mmkpooprasuama Ha 90 %.

MpnmedaHwue 2— [JanHble aganTupoeaHsl n3 ACO/TC 11139:2006.

3.10 penuporeHunsauums (depyrogention): BannanposaHHbIN NpoLecc, NpeaHasHadYeHHbIn Ana yaane-
HWS1 UM MHaKTMBaLMU NMPOreHHOro MaTepuana B yCTaHOBNEHHbIX KONIMYECTBaX, KOHTPONNPYEMbIX C MOMOLLbIO
WHaKTUBaLNA SHAOTOKCUHA.

MpwnmedaHun e — B pamkax npouecca AenUporeHn3aumnm, TEPM1MH «MHAKTMBALIMSI» OTHOCUTCS K NoTepe crnocob-
HOCTU BMONOrMYECKOro MaTepuarna Bbi3biBaTb MUPOreHHYH0 peakLumio.

3.11 npouecc aenuporeHusauum (depyrogentaion process): MNocrnegosaTenbHOCTb ASNCTBUA UMU
onepauuii, HeobxoQUMbIX ANsi AOCTUKEHUsI YCTaHOBMNEHHBIX TPeboBaHNA K yAaneHUo Unn UHakTueauum
NMAPOreHoB.

3.12

YyCTaHOBUTb, YycTaHaBnuBaTb (establish): Onpegenutb No TeopeTudeckon oueHke n NOATBEPANUTL
3KCMepUMeHTOM.
[MCO/TC 11139:20086, ctatbs 2.17]

3.13

BpeMA BbiaepXku (exposure time): MNepuoa BpemeHW, B TedeHWe KOTOPOro napameTpbl npouecca
noaaep>kMBaloTeA B Npeaenax ux yCTaHOBMNEHHbIX 40MNYCKOB.
[MCO/TC 11139:2006, ctaTbs 2.18]

3.14

BenuuuHa F (F-value): Mukpobuonorudeckasa netanbHOCTb B Npouecce cTepunusauny, npeacras-
NeHHan B TEpMUHAX 3KBUBANEHTHOro BpeMeHu!, B MUHYTax, Npu Temnepatype 160 °C no OTHOLWEHNIO K MUK-
poopraHuamMam ¢ BenninHomn z, pasHon 20 °C.

MpumedaHne 1 — B pamkax BO3gylWHON cTepunu3auum eenuumHa F npu onpegeneHHbix TemnepaTypHbIX
3Ha4eHusIX ctepunuaaumun, T, U z, ynoMuHaeTcs kak Fy,. Kak npasuno, F, sIBNAeTCA COOTBETCTBYIOWMM BPEMEHEM B
MuHyTax npy 160 °C, Bo3geicTBYIOWMX Ha NPOAYKT Npu Temneparype, T, OCHOBLIBAsACH HA NPEANONOXEHUN, YTO BEMNK-
umnHa z paeHa 20 °C. F, onpegensaeTca npu noMoLum 6Monorm4eckux (Fg; ) nnm dmnsmyeckmx (thys) METOAOB.

Mpumeyvanune 2—F, Bnpouecce npu temneparype T, rae T umeet noboe apyroe sHaqeHne kpome 160 °C,
onpeaensieTcs NPU NOMOLWN NEPEMHOXEHUsI CTENEHU NETANbHOCTU U BpeMeHn Npu Temneparype T.

FH = At xL,
rae F, — cooTeeTcTBYylOWee Bpems B MuHyTax npu 160 °C, koTopble BO3AeMCTBOBANM HA NPOAYKT B TE4EHNUE npouecca
3a nepuoa Bpemenm f;
At — Bpems B MUHYTax npu Temneparype T;
L — cteneHb netansHOCTU Npy Temneparype T.
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3.15

owubka, céon (fault): OguH unNn Heckonbko NapaMeTpoB NpoLecca, BbIXOAALWMUX 3a Npeaensl CBoero
YyCTaHOBMNEHHOIo AonycKa.
[MCO/TC 11139:2006, ctaTbn 2.19]

3.16 ponsa nonoxutenbHbIX pe3ynbTaToB (fraction positive): KoaddpuuuneHT, B koTOpom yncnutens
nokasbiBaeT YUCO NOMOXUTENbHBLIX UCTILITAHUA, @ 3HaMeHaTeNb — YUCTIO NPOBEAEHHbIX UCNBITaHWA.
3.17

MeauLUHcKas npoaykuua (health care product(s)): MeauuuHckue usgenua, Bkniovaa MeanumuHcKne
nsnenus ans in vitro AMarHOCTUKW, UKW NekapcTBEHHbIE CPEACTBa, BKIoYas buodapmavesTnieckue.
[MCO/TC 11139:2006, cTatba 2.20]

3.18

MHakTuBauumA (inactivation): MoTepsa MUkpoopraHMamamMm cnOocoBHOCTU K POCTY U/UNN Pa3MHOXEHWIO.
[MCO/TC 11139:20086, ctaTbs 2.21]

MpumeyaHune— B pamkax NpouUeccoB AenUpPoreHn3auum, TEPMUH KMHAKTUBaLUSA» O3HaYaeT notepio 6uo-
norn4yeckum matepunanom CcrnocobHOCTH BbI3blIBATL NUPOreHHyo peakuuio.

3.19 uHoKynupoBaHHbIA HocuTenb (inoculated carrier): MNMogaepxusaowWwnin matepuan, Ha KOTOPbIA
U BHYTPb KOTOPOFO HaHeCeHOo onpeaeneHHoe KONMYeCTBO TECT-MUKPOOPraHuama.
3.20

aTrectauua MoHTaxa (installation qualification; 1Q): lNMonyyeHne n AokymeHTUpoOBaHWe AoOKasa-
TenbCTB, YTo 06opyAoBaHNE NOCTaBEHO, CMOHTUPOBAHO B COOTBETCTBUN C ero cneuvdmrkaumen.
[MCO/TC 11139:2006, ctaTba 2.22]

3.21 cteneHb netanbHocTU (lethal rate), L: BblpaxeHue sHavyeHNA MHAKTUBaLNN MUKPOOPraHN3MOB B
eVHNLY BpemMeHu npu Temnepatype T, npu 3Ha4eHUK CCbINoYHON Temnepatypbl — T ;.

MpumeyaHue 1—LBbipaxaercs B MUHYTaX NPy KOHTPONbHOW TeMnepatype, Tres, B MUHYTY Npy T,

MpumedvaHune 2— CTeneHb NeTanbHOCTU Npu NoGoON TeMnepaType MOXeT OblTb paccumTaHa Npu NOMOLWM
ypaBHeHus:

L=10 (T - 7;el )
z
rge T — paboyas Temneparypa;
T \ef — CCbINOYHAA TEMNEPATYpPa;
Z — TemnepaTtypHoe uaMeHeHue, Heobxogumoe Ansi yMeHblueHus BenuqmHel D B 10 pas, BbipaxeHHoe B rpagycax
Llenbcus.

3.22

MeguuuHckoe nsgenue (medical device): Ioboi npubop, annapaT, NPUHaANEXHOCTb, YCTPOUCTBO,
UMNnaHTaT, peareHT in vitro unu kannbpaTop, NporpaMMHoe obecneveHune, matepuan unu nHoe nogobHoe
UNU UmeroLLee K 3ToMy OTHOLIEHWE usgenue, npegHasHavyeHHoe ero N3rotoButenemM Ana UCnonb3oBaHUs
Kak aBTOHOMHO, Tak 1 B coMeTaHU1 ¢ ApYrMMuU usaenusimu, aAns rnogei B (onpeaeneHHbIX) Lensix:

- ANarHocTukK, NnporunakTuki, MOHUTOPUHra, Nle4YeHns unu obneryeHusa sabonesaHus;

- QNarHoCTUKN, MOHUTOPWHra, nieveHust, obrier4yeHust Unv KOMNeHcaL M1 TpaBMbl;

- N3yYeHus, 3aMeHbl, NoAAePXKK1 U1 MogudukaLMm aHaToMumn unm husnonormyecKkoro npoLecca;

- noAAepXKaHus XXN3HU;

- KOHTPOnMSA 3a4aTus;

- Ae3nHpeKkLn MegUUNHCKNX U3Oennid;

- MOMYyYeHUs HYXXHOW Ans MeAULMHCKUX Lienein uHpopmaumm nyteM uccrnenoBaHui in vitro o6pasLos,
B3AITbIX U3 Tena YenoBeka, KOTOpble He OKa3blBaloT CBOEr0 OCHOBHOIMO AEWCTBUSI BHYTPU UMK Ha Tene
YyesfioBeka C NOMOLLBI0 hapMakoormyeckux, UMMyHOMOrM4eCKUX UM Metabonuueckux cpeacTs, HO (OYHK-
LIMOHMPOBaHWIO KOTOPLIX Takue cpecTBa MOTyT cnocobCcTBOBaTh.

[MCO 13485—2004, ctaTtba 3.7]
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3.23

MUKpoopraHuam (microorganism): OBbeKT MUKPOCKONUYECKOro pa3mepa, 0XsaTbiBatowWwuni 6akrepuu,
rpubebl, NpocTeime 1 BUPYChI.
[MCO/TC 11139:2006, ctaTbs 2.26]

MpwumeyaHwne— KoHkpeTHbI cTaHAapT MOXeT He TpeboBaTb AokasaTenbCcTBa ahdeKTMBHOCTM npouecca
CcTepunu3aumm B OTHOLIEHNMN MHAKTUBALMM BCEX TUMOB MUKPOOPraHU3MOB, YyCTAHOBMEHHbIX B JaHHOM ONpeaeneHum, ans
pa3paboTky, Banuaaumm 1 TEKYLLLEro KOHTPOIs MpoLecca CTEPUU3aLmm.

3.24

aTrecTauus cbyHkuMoHMpoBaHus (operational qualification; OQ): lMpouecc NonyYeHns n AOKYMeHTU-
poBaHUsA JoKasaTenbCTB TOro, YTO YCTaHOBNeHHoe obopyaoBaHue paboTaeT BHYTPU 3adaHHbIX NpeJenos
napamMeTpoB Mpu ero UCronb3oBaHUU B COOTBETCTBUM C UHCTPYKLIMSIMU MO SKCNyaTaLuuu.

[MCO/TC 11139:2006, ctaTba 2.27]

3.25

napamMeTpuyeckui Beinyck (parametricrelease): YTeepxgeHue, 4To NpodyKT CTEPUSIEH, OCHOBaHHOE
Ha 3anucsax, NoATBepXAALWNX HAXOXAEeHUe NapaMeTpoB npoLuecca B npeaenax sagaHHbIX oMy CKoB.
[MCO/TC 11139:2006, ctaTbs 2.29]

3.26

aTrecTtauus akcnnyatupyemMoro o6opyaoBaHnua (performance qualification; PQ): MNpouecc nonyye-
HUS M JOKYMEHTUPOBaHNA AokasaTenbCTB Toro, YTo obopyaoBaHue, yCTaHOBEHHOE 1 3KenyaTupyemoe
COrMacHoO MHCTPYKLMAM No 3KCnnyaTauum, NOCTOSHHO paboTaeT B COOTBETCTBUM C 3ad4aHHbIMU KpUTEpPUSIMA
1, cnefoBaTenbHO, BbiNyckaeT MPOAYKLMNIo, OTBEYaIOLLYH0 CBOUM TeXHUYEeCKUM chieumdurkaLmsam (Tpebosa-
HUAM).

[MCO/TC 11139:2006, ctaTba 2.30]

3.27

npeaynpexaarllee aencreue (preventive action): [lenctsue, NnpeanpuHAToe ANA yCTpaHeHUa npu-
YMHBI NOTEHLMaNbHOro HECOOTBETCTBUSI UMW APYroi NOTEHLMANbHO HexenaTensHoN cuTyauuu.

NMpnumeyauue 1 —MpUunH NOTEHUMANBHOTO HECOOTBETCTBUS MOXET GbITh HECKOIBKO.

Mpumeyanne 2—TIpeaynpexpatoliee AeMCTBUE NPUMEHSIETCS AN NPeAoTBpaLLeHusi cobbiTuA, Torga Kak
KoppekTupyiollee aencreue (3.8) — aAnsi npegoTBpaLLeHuns NOBTOPHOIO CobbITUSI.

[MCO 9000, ctatbs 3.6.4]

3.28

YCTPOMCTBO KOHTpoOnA npouecca, YKI1 (process challenge device, PCD): YcTpolcTBO, NpeAHasHa-
YeHHoe AiNns co3AaHus 3a4aHHON CONPOTUBIIAEMOCTHM (PE3UCTEHTHOCTU) NPOLLEeCCy CTepUnM3aLi u UCnosb-
3yemoe An4 oueHk1 acheKTMBHOCTU NpoLiecca.

[MCO/TC 11139:2006, ctaTbs 2.33]

3.29

napameTp npouecca (process parameter): YcTaHOBNeHHoe 3Ha4YeHue nepeMeHHol npoliecca.
[MCO/TC 11139:2006, cTaTba 2.34]

M pumeuyaHnn e — Cneuncdukaums (TexHnyeckne TpeboBaHUsA) K NPOLIECCY CTEPUNU3ALIMM BKITIOUAET (BKIIOUa-
10T) NapameTpbl Npouecca u nx 4onycku.
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3.30

nepemeHHas npouecca (process variable): Ycnosue npolecca cTepunuaaLmu, UsMeHeHne KoToporo
BNMsieT Ha MUKpo6oLnaHY0 3 EKTUBHOCTL.

Mpumep — Bpems, memnepamypa, 0aeneHue, KOHUeHMpayus, 8J1aKHOCMb, OJIUHA 80JIHbI.

[MCO/TC 11139:2006, ctaTbs 2.35]

3.31

npoaykuus (product): PesyneTat npouecca.
[MCO 9000:2005, ctaTbn 3.4.2]

MpumMmeyaHne—B pamMkax CTaHgapTOB CTEPUNU3ALMU MPOAYKLUMUS — STO HEYTO MaTepuarnbHOe U MOXEeT
ABNATBCH CbIPbEM, MPOMEXYTOYHBIM NPOAYKTOM, COOPOYHBIM Y3NIOM U MEAULIMHCKUM U3LENUeM.

3.32 cemencTBO NnpoaykToB (productfamily): Mpynnaununnoarpynna npoayKLmum co CXOXKUMU XapaKkTe-
pUCTUKaMu Mo Macce, MaTepuany, KOHCTPYKLMU (CTpoeHUto), chopMaM, NONocTsIM U/UNn ynakoske 1 KoTopast
NpedcTaBnsieT CXOXYIO CONMPOTUBNAEMOCTb NPOLECCY CTEPUNM3aLIUN.

3.33

nepeartrecTtauus (requalification): MoBTopeHne BanugauMmn unu ee 4acTu € Lenbio NoATBEPXAEHUS
HageXHOCTU npoLecca.
[MCO/TC 11139:2006, ctaTbs 2.40]

3.34

onpepenaTb, cneundunumnposarts (specify): MoapobHO onuckiBaTb B yTBEPXKAEHHOM AOKYMEHTE.
[MCO/TC 11139:2006, ctaThs 2.42]

3.35 norapudmuyeckoe cokpauieHue cnop JICC (spore log reduction, SLR): cakTop, BbipaXXeHHbI
Kak AeCAaTUYHbIA NorapudM, XxapakTrepusyoLuii cokpalleHue YMCneHHOCTU cnop Ha 6uonornyeckom uHanka-
Tope B pe3ynbTaTe BblAEPXKKN B YCTAHOBIIEHHbIX YCNOBUSIX.

Mpwnmeyanune—JICC paccunTbiBaeTCs Kak pasHuua norapudma ot HavanbHOM NoNynsumm cnop v norapudg-
Ma OT KOHEYHON NoNynsALMKU cnop Ha BMoNoMYeckom nHaMKaTope cnegyrwmm o6pasom:

SLR =log N, —log N,,
rae N, — HavanbHas nonynaums;
Nu — KOHeYHada nonynauus.

Ecnun N, pasHa Hynio, To HacTosiwee JICC HeBO3MOXHO BbiumMcnnTL. Ecnn N, npeanonoxmtensbHo pasHa 1 B pamkax
pacyetos, JICC 6ynet Gonblue, uem log N

3.36

CtepunbHbIN (sterile): He cogepxallunii xusHecrnocobHbIX MUKPOOPraHU3MOB.
[MCO/TC 11139:2006, cTtaTbs 2.43]

3.37

cucrtema crepunusauuoHHoro 6apbepa (sterile barrier system): MuHumansHas ynakoska, npe-
NATCTBYOLLAA NPOHNKAHNIO MUKPOOPTraHU3MOB U MO3BOMNSAIOLLAs COXPaHATL acenTu4eckue yCroBusa BHYTPU
ynakoBKv 40 MOMeHTa UCMoNnb30BaHUA NpoayKUnM No HasHaveHuHo.

[MCO/TC 11139:20086, cTaTbs 2.44]
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3.38

cTepunbHocTb (sterility): CocTosiHMe, XapakTepusyoLleecs OTCYTCTBMEM XKUIHECMOCOBHBIX MUKPO-
OpraH1U3moB.

MpumeyvyaHue—Ha npakTke HeBO3MOXHO AokasaTb abconioTHoe OTCYTCTBUE MMKPOOPraHU3MOB.
CM. TepMuH «cTepunmaaums» (3.40).

[MCO/TC 11139:2006, cTaTbs 2.45]

3.39

ypoBeHb o6ecneveHusi crepunbHocTU, YOC (sterility assurance level, SAL): BeposTHOCTb BO3HUK-
HOBEHMS XXM3HECMOCOBHOro MUKpOOpraHM3mMa Ha eguHuLLe NPoAYKUMI Nocne cTepunmsaLmu.
Mpumeyanune—Tepmun YOC UMeET KONMYECTBEHHOE 3Ha4eHue, Kak npasuno, 108 nnn 10-3. MNpu npume-

HEHWUWM AaHHOTO KOMUYECTBEHHOrO 3HavYeHus K obecrneveHnio crepunbHocTn, YOC, paeHbiii 10-8, umeer 6onee Hnakoe
3HaueHue, Ho obecrneunBaeT 6onee BbICOKWIT YPOBEHb CTEPUIBHOCTH, YeM YOC, paBHbiit 1073,

[MCO/TC 11139:2006, cTaTbs 2.46]

3.40

cTepunusauus (sterilization): BanuauvposaHHbIA Npouecc, NpUMeHAeMbIA AN 0CcBOBOXKAEHNA Npo-
AyKTa 0T BCEX XMU3HEeCNoCOBHbIX MUKPOOPraHN3MOB.

MpwnmeyaHun e— B npouecce cTepunmaaumm npupoga moéeny MYKpoOpraHn3mMoB ONMUCLIBAETCs! SKCMIOHEHLU-
anbHoW hyHKUMEN 1, CriefoBaTeNbHO, BbIXKUBAHUE MUKPOOPraHMaMa Ha OTAENbHOM U3AENMU MOXET GbiTh BbIPDAXEHO C
MOMOLLIbIO BEPOSITHOCTU. HecMoTps Ha TO, YTO BEPOSITHOCTb MOXET ObITb CHUXEHa 40 O4€Hb MasnblX YMCen, OHa HUKOraa
He MOXeET ObITb AoBeAeHa A0 Hyns. CM. TEPMUH «ypoBeHb o6ecneqeHns crepunbHocTuy (3.39).

[MCO/TC 11139:20086, ctaTtbs 2.47]

3.41

cTepunu3ayuoHHas 3arpys3ka (sterilization load): lNMpoaykuua, KoTopas AoMKHa NoABEpPrHyTLCA (MNn
yXe noaseprnack) COBMECTHON CTepunusaLum B onpeaeneHHom cTepunusaLnoHHoOM npoLecce.

MpwumeuaHne—B npoueccax 06paboTkm ropsiumm Bo3gyxoM, CTEPUNU3ALMOHHANA 3arpy3ka MOXeT noasep-
ratecs gennporeHnzaumm (cM. 3.10) B KOHKPETHOW CTEPUNU3ALIMOHHON cucteme (cMm. 3.43).

[MCO/TC 11139:2006, ctaTbn 2.48]

3.42

npouecc crepunu3sauuum (sterilization process): MNMocnegosaTenbHOCTb ASNCTBUIA N ONEpauUin 4NN
[OCTWKEHUS YCTaHOBIEHHbIX TpeBoBaHWUA K CTEPUNBHOCTN.

M p nmeuyaHn e— [daHHaa nocnegoBaTenbHOCTb AENCTBUI BKNIOHAET NpeasapuTenbHyto 06paboTtky nsgenua
(npy Heo6xoAMMOCTH), BbIAEPXKKY B YCTAHOBIMEHHBIX YCIOBUAX B CTEPUNU3YIOLWLEM areHTe n Niobyto Heobxoaumyio no-

cneaytowyio 06pa6oTky. Mpouecc cTepunnaaumm He BKINIOYAET Takue onepaumn, Kak OunCTKa, Ae3uHdekumsa unv yna-
KOBKA, NPeLLeCTBYIOME CTEPUIIN3ALUN.

[MCO/TS 11139:2006, ctaTba 2.49]

3.43 crepunusaumMoHHaa cucteMma (sterilization system): Ctepunusatop un BcnomoraTenbHoe
(conyTtcTBylowee) 06opynoBaHue, NpegHasHadeHHoe ANA NposeAeHUA npoLlecca cTepunmsanunn.

MpumeuyaHune—B pamkax npoueccoB 06paboTkM ropsayuM BO3QYXOM, CTEPUNU3ALIMOHHAA CUCTEMA MOXET
MPVUMEHSITLCA ANsi NpoBeAeHns aenuporexHnsaumm (3.10).

3.44

CTepunU3aylowmii areHT (sterilizing agent): ®usnyeckoe Nnu xummyeckoe BeLLLECTBO UM KOMBUHaUWA
Takux BellecTs, obnagatollme 40CTaTOUHOW MUKPOBOLIMAHON aKTUBHOCTLIO ANS AOCTUXKEHNS CTEPUITBHOCTU
B 3aJ@HHbIX YCITOBUSIX.

[MCO/TC 11139:2006, ctaTba 2.50]
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3.45

KpuBasa BbXKUBaHUA (survivor curve): Mpacduyeckoe nsobpaxeHne nHakTusaLmm nonynsuum MUKpo-
OpraHM3MoB C yBeNMYeHNEM BO3AEeNCTBMS MUKPOBOLMAHOrO areHTa Npu yCTaHOBNEHHbIX YCITOBUSIX.
[MCO/TC 11139:2006, ctaTbs 2.51]

3.46

cdomHuwHan crepunusayuma (terminal sterilization): Mpouecc, B KOTOpPOM NPOAYKT NOANEXUT CTEpUnU-
3aLMK1 BHYTPU CBOEW CUCTEMBI CTepUnnsaLmoHHoro 6apbepa.
[MCO/TC 11139:2006, cTaTbs 2.52]

3.47

Banugauma (validation): JokymeHTupoBaHHas npoueaypa NONy4YeHUs, peructpaumm n nHtepnperta-
Lum pesynbTaToB, HeobxoaMmas AN NoATBEePXKAEHUS TOro, YTo Mo 3aBepLleHnU npouecca 6yaeT Bocnpous-
BOAMMO Nosly4aTbcs NpoayKLMs, COOTBETCTBYIOLLANA 3apaHee onpeaeneHHbIM TEXHUYECKUM TpeboBaHUAM.
[MCO/TC 11139:2006, ctaTbs 2.55]

3.48 Benu4uHaz(z-value): TemnepaTypHOe U3MeHeHue, Heobxoaumoe ANnA yMeHbLUeHUS BeNUYUHLI D
B 10 pas, BulpaxeHHoe B rpagycax Llenocus.
MpwumeyaHune— BenniumHa z sBnsieTc MEPOW TOroO, Kak MEHSIETCS peaKUUsi MMKpoopraHuama Ha ob6paboTky
TENNOM Npu TEMNEPATYPHbIX UBMEHEHUSAX. BenuuunHa z moxeT 6biTb paccyuTaHa ¢ NOMOoLLbIo cnep,ylom,ero ypaBHeHMHZ
L-T
z= 2~ h ,
logyo Dy —logy D,
rpe Ty — Hambonee HU3Kasn U3 TemnepaTtyp;
T, — nanbonee BbICOKas U3 Temneparyp;

D, — senmuvna D, nonyuerHas npu T,;
D, — Benuunna D, nonyyerHasi npu T,.

4 dneMeHTbl CUCTeMbl MeHeKMEHTa KavyecTBa

4.1 [okyMeHTUpoBaHue

4.1.1 YctaHaBnueawTCA NpoLleayphl A5 Kaxaoro atana paspaboTku, Banuaaunn, TeKyLEero KOHTpons
W BbINycKa NpodyKTa nocne crepunusanmm.

4.1.2 [okymeHTaLuMsA 1 3anucu, Tpebyemble HacTOSILLMM CTaHAapTOM, aHaNU3UPYOTCS U YTBEPXAaTCA
cneunanbHO HasHayeHHbIM nepcoHanom (cm. 4.2.1). [lokymeHTauuss U 3anucn KOHTPOSTMPYIOTCA COrnacHo
cooTBeTCTBYIOWMM pasgenam MCO 13485.

4.2 OTBETCTBEHHOCTbL PYKOBOACTBa

4.2.1 [JomxHbl 6bITb ONpeaeneHbl NOSIHOMOYNS U OTBETCTBEHHOCTL 3a OCYLLECTBIIEHUE U COOTBETCTBUE
TpeboBaHMsIM, ONUCaHHBLIM B HacTosAleM cTaHaapTe. OTBETCTBEHHOCTb A0MMKHA BbITh BO3MOXeHa Ha KoMre-
TEHTHBI NepcoHan, cornacHo cooTseTcTByoWMM pasaenam NCO 13485.

4.2.2 Ecnn TpeboBaHus HacTodALLIero cTaHaapTa BbIMONHAKTCA pa3HbIMUA OpraHU3aLusaMu ¢ HesaBucu-
MbIMU CUCTEMAMN MEHEAXKMEHTA KayecTBa, OTBETCTBEHHOCTb M NMOSTHOMOYNS KaXKA0M N3 AaHHbIX OpraHu3aumin
OOIKHBI ObITh OMNpeaeneHsl.

4.3 Peanuszauus npoaykuum

4.3.1 JomkHbl ObITb onpedeneHbl npoueaypbl 3akynok. 3T npoleaypbl 40KHEl ObiTb BbINOMHEHbI
cornacHo cooTBeTCTBYOWUM pasgenam NCO 13485.

4.3.2 [JomxHbl 6bITb ONpeaeneHsl NpoLedypbl UASHTUUKALMK U OTCREXMBAHUA NPOAYKLAW. DTV Npo-
Lieaypbl A0KHEI ObITb BBINOHEHbI COrMAacHO COOTBETCTRYOLMM pasgenam NCO 13485.

4.3.3 JomnxHbl GBITb OMpedeneHa cuctema, oTeevatoLlas TpeGoBaHUsIM COOTBETCTBYHOLWMX pasaenos
NCO 13485 nnn NCO 10012, ans kanubpoBkn Bcero 060pyaoBaHns, BKNOYas KOHTPOMBHO-U3MEPUTENbHYHO
annapaTtypy Ans NPoBeAeHUs NCNbITaHWA, UCTIoNb3yeMylo Ans onpeaeneHus CooTBeTCTBMSA TpeboBaHuaM
HacTosiLLero cTaHgapTa.
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4.4 N3mepeHusa, aHanus nyny4weHne — KoHTponb HeCOOTBETCTBYIOLEN NPOAYKLUN

JormkHbl 6bITb onpeaeneHbl Npoueaypbl KOHTPOMsSl NMPoAyKUMKU, MPU3HAHHOW HEeCOOTBETCTBYIOLLENR,
a Takke npoueaypbl 4515 KOPPEKLUN, KOPPEKTUPYIOLWMX U Npeaynpexaatownx geicTBuiA. Takue npoueaypsbl
JOIKHBI 0TBeYaTh TpeboBaHUAM COOTBETCTBYOLWMX pasaenos MCO 13485.

5 OnucaHue CTepUNU3yIOLLEro areHTa

5.1 CTepunuaylowunm areHT
B kauecTBe cTepunuaytoLlero areHTa B HacTosILLeM cTaHAapTe NPUMEHSIeTCH ropsiunii BO3ayX.
5.2 Mukpo6ouungHas acbdekTMBHOCTb

JaHHble 0 MUKPOBOLMAHON 3hMDEKTUBHOCTM rOpAYero Bo3dyxa v O ero NpUMeHeHWM B npoueccax
CTepUnMsaLmnm 4OKYMEHTUPOBaHbI M AOCTYMHbI B HAYUYHBIX IATEPaTYPHLIX UICTOYHMKAX. CM., Hanpumep, Mdntor
n Xonkom6. Ecnu ropsumnii Bosayx npuMeHseTcs 3a npeaenamm obLenpuHATEIX YCIoBUiA, TO ero MukpoBo-
uMaHasa o eKTNBHOCTL AoMKHa BbITh AoKasaHa.

5.3 Bo3pgencTBue Ha MaTepuanbl

BnunsiHue Bbliaepkn B ropsiiem BO34yXe Ha busnyeckme n Xmmnuyeckme CBoOMCTBa Matepuarnos U Ha nx
6VIOJ'IOI'VILIBCKyI'0 6e30nacHOCTb OLEHMBAETCs B COOTBETCTBUN C TpeGOBaHMﬂMVI pasgenos 6n7. Bo BpemA
AaHHOro nccnenoBaHuA BblABNASTCA BIMUAHWE CKOPOCTU U Anana3oHa USMEHEHNA TeMnepaTtypbl.

5.4 BoaaencTBue Ha OKpyXaloLlyto cpeny

CunTaeTcs, YTo ropsiunii BO3AYX He MMeeT CYLLLIECTBEHHOTO BO3AENCTBISA Ha OKPY)KaIOLLYHO cpeay; TeM He
MeHee, OLleHMBaeTCs BO3MOXHOE BANSIHWE MpoLiecca CTEPUIM3aLIMN Ha OKPY>KatoLLyto cpeay 1 onpeaensaoTcs
Mepbl, HeobxoaMMble AN 06ecneYeHuns 3alnTbl OKpyKatoLlel cpeabl. Takas oLeHka, BKIoYatoLlas BO3MOX-
Hble nocneacTBUS (ECNM OHU MOTYT BO3HWUKHYTb) U CpeAcTBa KOHTPONs (ecnv oHW onpefeneHxbl), AOMKHa
6bITb LOKYMEHTMPOBAHA.

6 OnucaHue npouecca u o6opyaoBaHNA

6.1 OnucaHue npouecca

OnpepenseTca npoLece BO3AYLLHON cTepunmaaumn. TpeGoBaHMs K NPOLLECCY AOMKHbI BKIHOYaTh!

a) napameTpbl NpoLecca 1 Ux AoMNycKu;

b) TpeboBaHua kK 06paboTke NpoayKLUK Nepea cTepunusalmen, ecnn Takast obpaboTtka Heobxoguma
C Lenbto obecnedeHuns aheKTUBHOCTM NpoLiecca CTepunmaaLm;

C) pacrnonoXxeHue KOHTPOMNbHOW TOYKN AN N3MEPEHUsl TEMNepaTypbl.

6.2 OnucaHue o6opyaoBaHus

6.2.1 Tpe6oBaHuA kK 060pyAOBaHUIO

OnpegenseTcsa cTepunM3aLMoHHas cuctema.

6.2.2 UpeHTudunkaumnsa

CTrepunusaunoHHasi cucteMa JAofmkHa 6biTb NpomMapknpoBaHa HECMbIBAEMOW Kpackon U coaepxaTb
cnegyoLwmMii MUHUMYM MHGOPMaLLMN Ha A3bike NoTpebuTtens:

a) HavMeHoBaHWe U agpec NPON3BOAUTENS;
b) cepuitHblh HOMep UK Apyro MaeHTUUKaLUOHHBIR HOMep;
C) MWHUManbHOE N MaKkcuMarbHoe 3HadeHre paboyen TemnepaTypbl;
d) wTamnKoHTPONMMPYHOLLLEro opraHa 1 orno3HaBaTernbHbIi 3Hak cocyaa (ecnu TpebyeTcs).

6.2.3 Bbe3onacHocTb

CoOTBETCTBUE CTEPUNU3ALMOHHON cucTemMbl TpeboBaHuaM no 6e3onacHoOCTM, YCTaHOBMEHHBIM B
IEC 61010-1, IEC 61010-2-040 v ntobbix 4pyrux cTaHaapTax Unm HopMaTUBHbBIX TPeBoBaHMSAX, AEACTBYHOLLIMX
B CTpaHe UCNoMb30BaHUA, 4OMKHO BbiTb AOKYMEHTUPOBAHO.

6.2.4 PykoBoacTBa U UHCTPYKLIMU

JormkeH 6bITb 4OCTYNEH Cneayowmini MUHUMYM MHDOPMaLIMU O KaXA0W onpedeneHHon cTepunnsasm-
OHHON cUcTeEMeE:

a) WHCTpYKUMK, obreryatowme 6e3onacHbli U 3 eKTUBHBIA MOHTaX;

b) nepeveHb MaTepuanos U3rOTOBNEHUS;

C) WHCTPYKLMM MO 3KCNyaTaLumu, BKNoYasa TemnepaTypHble npeaerbl 1 Mepbl NpeAoCTOPOXHOCTH;

d) MHCTpyKUMM 1 rpachmkn TekyLero npocunakTnieckoro obcnyxmsaHums;

10
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€) WMHCTPYKLMU 1N PYyKOBOACTBA MO PEMOHTY;

f) prcyHkM c n3obpaxxeHnem KoHdUrypaumm 1 annapaTyphbl, TOY60NpoBOAOB U CUCTEM KOHTPONS;

g) nepeveHb 3anacHbIX YacTen ¢ y4eTOM BCEX 3HAaYUMbIX KOMMNOHEHTOB;

h) cxema koHTpons npolecca WU/Unn AoKyMeHTauust Ha nporpaMmHoe obecneveHune, HeobxoanmMble
AN AKCMyaTaummn 1 obCny>XMBaHus.

6.2.5 OHEeproncToUHUKMU

6.2.5.1 [asbl OOMKHBI BbITh OMpeAeneHbl U ycTaHoBMeHHble TpeboBaHusA Oo/KHbI obecrneyvBaTb
[AOIXKHBIN ypoBeHb cTeneHn 6e3onacHOCTM U KavyecTBa NPoayKLUM 1 PYHKLMOHUPOBaHUE CTEpUNM3aLoHHON
CUCTEMBI COrMacHo NpeaHasHaueHuto.

6.2.5.2 YcraHaBnueatoTcA TpeboBaHNA K Nogave aNeKkTponuTaHus.

MpwuMedaHune—Kak npaeuno, TpeboBaHnsl K nogaqe aNekKTponuTaHus ycTaHaBNMBaloTCs Npou3BoauTenem
cTepunmaaTopa unu conyTcTBytowwero obopyaoeanus. CooTBETCTBME AaHHLIM TPeBGOBaHWAM NMoATBEPXAAETCA Npu aTTec-
Taumm MoHTaxa (cm. 9.2).

6.2.6 KoMnoHeHTbI

MaTepuanbl U KOMMOHEHTbI CTEPUN3ALNOHHON CUCTEMBI HEe AOMKHEI CNOCOBCTBOBAaTL MUKPOBUOMOTU-
YeCKOW UM XMMNYECKON KOHTaMUHALMN CTEPUNN3ALMOHHON CUCTEMBI.

6.2.7 BcnoMoratenbHoe o6opyaoBaHue

6.2.7.1 HocuTenb, noggaepXunsatoLMii NPOAYKT BHYTPU CTEPUMU3ALNOHHON CUCTEMBI, JOMKeH 6biTh
paspaboTaH Tak, YTobbl cCocobCTBOBATL paBHOMEPHOMY MPOHMKaHWIO Tenna u/nnu tennonepegade. OH Takke
OOMKeH NoaaepXK1BaTh LeTIOCTHOCTb CTEPUITM3aLIMOHHON 3arpysku.

6.2.7.2 JomkHbl 6bITb onpedeneHbl cnocobbl OXNaXaeHNs CTEPUNM3aLMOHHON CUCTEMBI U yaaneHust
O0TpaboTaHHbIX ra3os.

6.2.7.3 Ecnu crtepunusaunoHHasi cucteMa cBsidaHa C WM pacnosfiokeHa BHYTPU KOHTPONMpYeMOW
cpeabl, TO AoMKHa BbITb YCTaHOBMEHa COOTBETCTBYIOWAs ubTpaLms nocTynawowmx u/nnu otpaboTaHHbIX
rasos.

6.2.7.4 Ecnn cTepunusalmoHHaa cuctema obopygoBaHa CUCTEMOW MPUHYAUTENBHOW LMPKYNsuun
BO34yXa, TO AOMKHbI BbITb OnpeaeneHbl MeToAbl LUPKYNALUW.

6.2.8 CucTeMbl KOHTPONA U perucTpaLum (AaHHbIX)

6.2.8.1 CTepunusaunoHHas cuctema AofxkHa 6biTb cHabxeHa annapaTypon Ana KOHTPONs, MOHUTO-
pUHra 1 peructpauuu creayoLwwmnx nepeMeHHbIX npouecca:

a) TemnepaTypbl (B BO3AYLIHOM CTepUNn3aTope U/unm cTepunniauoHHON 3sarpyake, COOTBETCTBEHHO);

b) BpemeHu BblIAEpPKKY;

C) CKOpPOCTU KOHBEWEPHOWN CUCTEMBI, €CNN UMEETCSH;

d) paBneHus 1 BO3AYLHOrO NOTOKA, €CNN UMeeTCs;

€) ckopocTu/cTeneHu USMEeHEHUA TeMnepaTyphbl, €CAN 3TO BANSET Ha LLENOCTHOCTb NPOAYKLUUN.

6.2.8.2 Cucrema KOHTPONnsA npouecca 1 cucTeMa pernctTpaunn gaHHbIX 40SMKHbI 6bITb NGO He3aBUCUK-
MbIMU, MG paspaboTaHbl Tak, YTOBbLI NOABNANCA NpeaynpeXaaloLLMin CUrHan, eCnu pasHuua Mexay UsmepeH-
HbIM MapaMeTpoM npoLecca U 3aperncTpupoBaHHBIM NapaMeTpoM npouecca npesbiaeT YCTaHOBIEHHBIN
npegen.

6.2.8.3 Cuctema KOHTPONA 1 cUucTeMa pernctpaumn gaHHbIX 40MKHBI BKAOYaTb cnocob onpeaeneHus
HecpabaTbiBaHUS AaTymKa.

6.2.8.4 [omxHbl 6bITb NpeaycMOTpeHbl MeTodbl ANA NpeAoTBpalleHNa BHECeHUA HenpaBoOMEepHbIX
M3MEeHEHUA B YCTaHOBMIEHHbIE PeXUMbl npouecca U AnA BbIbopa KOPPEKTHOro pexuma npouecca crepu-
nusauumu.

6.2.8.5 lNporpammHoe obecnedeHne AOMKHO GbITb onpeAeneHo ¢ NOMOLbIO LEeneBoi NpoBepkn 1
JOJDKHO COMPOBOXAATLCS AOKYMEHTaunel, NoaTeepxaatolen ero sanugauuio.

6.2.8.6 TOYHOCTb MHCTPYMEHTOB, NPUMEHAEMbIX B Mpoueccax paspaboTku, Banuaauum M TekyLlero
MOHUTOPUHIa U KOHTPOMA, AOMMKHA BblTb yCTaHOBMEHa Tak, YTob6bl MOXHO 6bi1o AoKasaTb AOCTUXKEHUEe
KOHTPONMpyeMbiX NapameTpoBs npouecca.

6.2.8.7 [JaTyukv TemnepaTypbl U Tam, rae 3To NPUMEHUMO, BO3AYLIHOrO NOTOKa UNU AaBEHNUs!, OIKHbI
6bITb BbIOpaHbI, YCTAHOBMNEHbI U UCNOSIb30BATLCA TakuM 06pasom, YTobbl rapaHTUPOBAHHO MOAAEPXKMBATb
3aABNEHHYIO0 (YCTaHOBIIEHHYIO) TOYHOCTb.

6.2.9 lNporpaMMbl KOHTPONA

6.2.9.1 Ecnuv ans BbINOMHEHUA N KOHTPONA Npouecca cTepunusaumm Ucnonb3yrTca MUKPONpoLeccophbl
UNnu 3nekTpoMexaHuyeckMe nporpamMmmbl, TO OHW AOSHKHbLI OblTb AOKYMEHTUPOBaHbI U BanMAUPOBaHbI.
KoppeKkTHOCTb MporpaMMHON CXeMbl Kak Npu MoAennpoBaHUU UCNOMNL3OBAHWUA, Tak U Npu akTM4ecKom
UCNonNb30BaHUK, [OIKHA ObITh AOKa3aHa.
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6.2.9.2 UN3MeHeHUs1, BHOCUMbIE B NOAOGHBIE NPOrpaMMbl, AOSMKHBI GbITb OLEHEHDI, M pe3ynbTaTbl OLEeHKA
3apeructpuposaHbl (cM.4.1.21 12.5).

7 OnpepgeneHuve npoaykKra

7.1 O6was nHdopmauus

Mpwnmedyanune— Lenb onpegenenus npogykra — BbisIBUTb NPOAYKT, NoAgnexawun crepunusauuv/genmpore-
HU3aUuMK, a TaloKe Ka4eCTBO NPoAyKTa 10 CTepunMaaumm/aenuporeHn3anmm u cnocob ero ynakoBKu U NMoaroToBKU K CTepu-
nusauunn/aenuporeHn3aumm.

OnpegenseTcs nNpoAyKT, nognexawmin crepunusauuu/genyporeHusauun. MameHeHuss npogykra,
yNakoBKW UK KOHAUIrypaumm NpoayKLumM BHYTPY YNakoBKW, AOIIKHBI 6bITb ykasaHbl (CM. 12.5.2).

7.2 Be3onacHOCTb U pabGouue XxapakTepUCTUKU NpoAayKTa

7.2.1 JomxkHbl 6bITb onpegeneHsl Mobele Heobxogumble BUALI 06paboTkun NpoaykTa nepes NpoLeccom
cTepunusauun/genMporeHusaumm, Takue Kak O4MCTKa, MoKa, cMaska U ae3nHgekums.

7.2.2 [JomkHo BbITb AOKA3aHO COOTBETCTBUE MpoAyKTa U ero ynakosku TpeboBaHusiM b6esonacHocTn,
Ka4yecTBa U 3KcnyaTaLlmm nocrne npuMeHeHust onpeaeieHHoro npoLecca crepunusauui/genuporeHmsaumnm ¢
Haubonee TpyaHO AOCTWXUMBLIMU N1 NpoAyKTa napameTpamu npouecca. Ecnu gonyckaetcs MHorokpatHas
BblAEPXKa B NpoLeccax cTepunusauun/aenvuporeHnsanum, To BNMsiHue Takux o6paboTok, okasbiBaeMoe Ha
NPOAYKT U ero ynakoBKy, ODKHO ObITb MpoaHannaMpoBaHo, YTobbl ybeauTbest B OTCYTCTBUM HEGNaronpuaTHbLIX
nocneacTBui.

370 MOXET 4OCTUraTbCS C MOMOLLbHO MPUMEHEHUSI CUCTEMbI MEHEKMEHTa Ka4yecTBa, COOTBETCTBYOLEN
TpebosaHusam MCO 13485 B npoLuecce Npon3BoACTBa MEAULIMHCKOTO U3Aennst U ¢ NOMOLLbIO NPUMEHeHUs
onpenenieHHOro 1 KOHTPONMPYeMoro npoLuecca OYUCTKU ¢ AoKasaHHOW 3 peKTUBHOCTbIO, COBMECTHO C
npoueccoM gesnHdekumn (ecnu TpebyeTcs) nepea ctepunusaumnen, a saTem, NpeaoTepallas pekoHTaMmu-
HauMo JaHHOrO MeNLNHCKOTO N3aenns.

M punmMmevaHune 1— CyLIJ,eCTByIOT OI'Iy6J'IVIKOBaHHbIe CTaHAapTbl HA oGopy,qosaHMe, ncnonb3yemoe rnpu o4NCTKe

1 Ae3nHexunn megmumHckmx nagenun (MCO 15883), Bkntovalowme MeToabl AoKasaTenbcTBa apdpekTMBHOCTU NpoLEeccoB
OYMCTKM U Ae3UHDEKLUN.

MpnmevaHune 2—B cohepe 3gpaBOOXpaHEHUs NONb30BATENW MHOIOPA30BbIX MEAULIMHCKMX N3AENUIA JOMKHbI

CreaoBaTb UHCTPYKUMSIM NPOU3BOAUTENSA MO MX 06paboTKe, ecrnin OHY HE3EBMCMMO He BanMaMPOBanu anbTepHaTUBHLIN
noaxog.

7.3 TpeboBaHus K ynakoBke

7.3.1 JomxHbl 6bITh ONpeaeneHbl ynakoBovHble MaTepuarbl U crocobbl ynakoBKu.

7.3.2 Ecnu ynakoBoYHble MaTepuanbl UCMOMb3yoTea B NpoLecce cTepunvsauum/genuporeHnsaumm,
TO OHW AOMKHBI ObITb COBMECTMMbI C YCIIOBUAMI AaHHBIX MPOLIECCOB CTEPUNN3aLNN/AeNMPOoreHn3aumn.

7.3.3 YnakoBka OoMmKHa 3awuaTh NpoayKT oT (hM3nMyecKnX NoBpexXaeHUiA U nogaepkuBaTtb CTepunb-
HOCTb NPOAYKTa A0 ero UCMob30oBaHuUS.

7.3.4 YnakoBka Ao/kHa cooTBeTcTBOBaTh TpebosaHuam MCO 11607-1 1 MCO 11607-2.

7.3.5 YnakoBka ansi npoayKummn ¢ TOMeTKON «CTePUbHO» ACIMKHA COCTOATh, KAK MUHUMYM, U3 CUCTEMBI
cTepununsaumnoHHoro bapsepa.

7.4 Mukpobuonoru4veckoe ka4ecTBo

7.4.1 JonxHa 6bITb OnpeaeneHa 1 ganee nogaepXnBaTtbca cMcTema, AoKasbisawolas, Yto 6uonoru-
Yyeckoe KayecTBO M YMCTOTa MpoAyKTa, nodnexallero cTepunusauun/genvMporeHmsauin, HaxoaaTcs nofa
KOHTPOSIEM M He CTaBsT nog yrposy adheKkTUBHOCTL NpoLiecca cTepunnsanum/genmporeHmsasr .

7.4.2 OonmxHa ObiTb gokasaHa apeKTUBHOCTL cUCTEMbI, onpeaeneHHas n. 7.4.1. Ana MeauumnHCKNX
n3genvi, nocTasnsiemMblX 4ns 0AHOKpaTHOro NCNonb3oBaHus, NnogobHoe AokaszaTeNbCTBO AOMKHO BKIOYATL
oueHKy BroHarpysku B onpegeneHHoM nHtepeane B cootseTcTBUM ¢ UCO 11737-1. na MHOropasoBbIX Megu-
LIMHCKUX 1U3aenunin, nogobHoe AoKkasaTenbCTBO AOMKHO BKIOYATb OLEHKY aeKTUBHOCTM onpeaeneHHoro
npouecca O4YNCTKA WU, Npu HeobxoanmocTu, AesnHdpekunn. OHO Takke AOMKHO BKIOMaTb OLEHKY (aHanns)
opraHu4YecKom N HeopraHU4YEeCcKon KOHTaMUHaL N,

MpwumedaHun e — TpeboBaHusi K UHOpMaL MK, KOTOpas A0MKHa 6bITk NPEAoCTaBNeHa o NOBTOPHOW 06paboTke
MHOropasoBbIx U3genuii, npueegeHsl B ICO 17664. Lentb 3akntovaeTca B TOM, 4TOGbI GUoHarpy3ka 6uiia cTabuibHO HU3-
KON, NPUHUMas BO BHUMaHVe CBOWCTBA Cbipbs, NPoAyKTa v npoLeayp NpouseoacTea u o6paboTku nepes ctepunusaymen.
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7.5 CemeiCcTBO NpOoAYKTOB

Mpy HeoBxoAMMOCTM ACMKHBI BbITh onpeAeneHbl KpUTEPUA OTHECEeHUS NpoaykTa K onpeaeneHHoMy
ceMeicTBy npoaykToB. CeMencTBO NPOAYKTOB, K KOTOPOMY Bbin OTHECEH NPOAYKT, a TakKe ero ynakoBoyHas
cucTeMa, 4OMKHbl BbITb 3aperncTpupoBaHrbl (cM. 4.1.2).

7.6 Buonoruveckasa 6esonacHocTb

Buonornyeckas GesonacHOCTb NpoayKTa Nocrne BbiAepKKA B MpoLecce crepunusaunn AomkHa bbiTb
AoKasaHa B cOOTBeTCTBUN ¢ TpebosaHusimn NCO 10993-1.

MpwumeyaHune— OueHka GUONOrMYECKO COBMECTUMOCTM UK Buonormyeckoit 6e3o0NacHOCTN MeANUMHCKOrO
n3genwus, Kak NpaBuIo, BbINMOMHSETCA NPOVM3BOAUTENEM NPOAYKTA NEPEL ero BbiMyCKOM.

8 OnpepeneHue npouecca

MpumeyaHue— Llensio onpeaeneHns npouecca sIBNSIETCA NOJNyYeHNEe AeTanbHbIX TEXHUHECKUX YCNOBUIA
npouecca cTepunuaauun/genmporeHm3anmm, NPMMeEHsIEMOro K onpeaeneHHoMy nNpoaykTy (M. pasgen 7) 6e3 yrposel agns
BesonacHoCTH, kKa4ecTBa U paboyumnx xapakTepucTVK AaHHOrO NpoAyKTa.

8.1 OonxeH GbITb onpedeneH MeToAd, KOTOpbIA ByaeT Ucnonb3oBaTbCs ANsl yTBEpXKAeHUs npouecca
cTepunusaunn. JanHbli MeToa AoMmkeH BblTb 0AHAM U3 ONUCaHHBIX B Npunoxexusx B, C unu D, unu anbtep-
HaTUBHbIA MeToA 3KBUBaNeHTHOM addeKTMBHOCTU. Mcnonb3oBaHue AaHHOTO MeToda AOIMKHO obecneunTb
AokasaTenbCTBa TOro, YTO NpU NPUMEHEHUU yKasaHHOro npouecca cTepunusaunm, ycTaHOBNEHHBIR 3apaHee
ypoBeHb obecrneveHns ctepunbHocTn (SAL) byaeT 4OCTUMHYT.

OonxkeH 6bITb oNpeaeneH MeToa, KOTOpbIV ByAeT NCNoNb30BaTLCA AN YTBEPXKAeHUsi poLecca Aenupo-
reHmsaumn. Mcnons3oBaHue gaHHOro MeToda AOIPKHO obecneunTs AokasaTenbCcTBa TOro, YTo Npu NpuMeHe-
HWUMW yKa3aHHOro npolecca gennporeHunsaunm Tpebyemblil ypoBeHb AgenuporeHusauumn 6yaeT JOCTUTHYT.

8.2 [OomxHbl BbITb yCTAaHOBMNEHbI MApamMeTpbl NpoLecca U UX AoNYycKU Ans NpoueccoB ctepunusauun/
aenvporeHnsaunM. Havwbonee HW3KMA OOMYCK OCHOBAH Ha MUHUMalbHbIX 3deKTUBHBIX NapameTpax
npoLecca, ycTaHOBNEHHbIX Npu onpeaeneHnm npouecca. BepxHue gonycku AomkHbl 6biTb BbIGpaHb! ¢ Lenbio
obecneveHuns nogaepxaHnsa 6€30NacHoCTU, KayecTBa n pabounx xapakTepUCTUK NPoAyKTa.

[Mpum™MeyaHNe—HeEKOTOPbIE NPOAYKTbl MOryT ObiTb M3rOTOBMEHbI U3 Marepuanos, obnagalowmx BbICOKON
CTOWKOCTBIO K Temreparypam MpouecCOoB BO3AYyLWHOW cTepunu3auum (Hanpumep, ctekno, merann). CnegoearensHo,
[OMNyCKY K NapameTpam npouecca Asi U34enuii N3 Takmx MaTepuanos MOryT UMETb LUMPOKUI AUana3oH.

8.3 [JomxeH 6bITb ycTaHOBMNEH TpebyeMmeblil ypoBeHb obecneveHusi ctepunbHocTy (SAL), Heobxoanumelin
ANsi OCTMKEHUS B MpoLiecce CTepunmMsaLiMnm KOHKPeTHOro NpoaykKTa.

8.4 [ns npoueccoB cTepurinsalnm, OCHOBaHHbIX Ha BuoHarpyske, 6uoHarpyska gorkHa bbiTb onpeae-
neHa B COOTBETCTBMM ¢ TpeboBaHusaMn MCO 11737-1, a Takke AOMKHO NPOBOAUTCH UccrieAoBaHUe pesnc-
TEHTHOCTU MWKPOOPraHM3MOB, U3 KOTOPbIX cOCTOUT BuoHarpyska. [JormkHa ObITb ycTaHOBMNeHa yacToTa
onpeaeneHnin GUoHarpysku ¢ Lernbio BbIIBMEHWS CYLLeCTBEHHbIX U3MeHeHui B 6uoHarpyske. Mpu uccnego-
BaHWN PE3NCTEHTHOCTN MUKPOOPraHM3MOB, N3 KOTOPbIX COCTOUT BroHarpyska, AOSDKHO NpoBOAUTCA UCTbI-
TaHWe Ha CTEPUNbHOCTL B COOTBETCTBUMU € TpeboraHnamu MCO 11737-2.

8.5 Ecnu agns onpefeneHusa npouecca cTepunnsaumm ncnonb3ytoTcs 6uonormdeckue UHAMKaTopbl,
TO OHU AOMKHBI COOTBETCTBOBaTh TpebosaHmam MCO 11138-1MMCO 11138-4.

8.6 Ecnu ans onpegeneHus npolecca cTepunusasim UCNosb3yoTes XMMUYeckue MHAUKaTOopPbI, TO OHU
[OMKHBI cooTBETCTBOBaTL TpebosaHuamM MCO 11140-1.

8.7 Ecnu ans onpepaeneHns npolecca cTtepunusaumm Ucnornb3yeTcs YCTPOUCTBO KOHTPONS npouecca
(YKM), To npnemnemocTb YKI gomkHa 6bITb fokasaHa 1 3apernctpupoBaHa (cMm. 4.1.2).

8.8 Ecnu TecTbl Ha CTepUNbHOCTL BEIMOHAKTCA Kak YacTb YTBEPKASHUS npoLecca cTepunnsauuu,
TO OHW AOMKHBLI COOTBETCTBOBaTL TpebosaHuam NCO 11737-2.

8.9 [HomxHa 6bITb NpoBeAeHa OLEeHKa PUCKOB AN 340p0oBbA B cooTBeTCTBMM ¢ MCO 10993-17, c uensto
onpedeneHns N YCTaHOBMEHUSI MOPOroBbIX 3HAYEHMIA OTAerNbHbIX CyOCTaHLUMIA, CBA3aHHbLIX C MpoLeccom
cTepunmsaumu.

8.10 Ecnu npumeHeHue npoLecca BO3AYLWIHOM cCTepunusaunn Takke npeanonaraeT AOCTUXKeHWe
AennporeHnsaunm, To JOMKHO OblTb JoKasaHo CoKpalleHue 3HAOTOKCUHOB 40 COOTBETCTBYHOLLErO YyCTaHOB-
MEHHOTo YPOBHSA. YMECTHOCTb YPOBHS CONMPOTUBMASIEMOCTY 3HAOTOKCUHOB, MPUMEHMMOTO AN paspaboTki Unm
BanMaauum npolecca AenMporeHnsanmm, oomkHa ObiTb AoKasaHa.

MpwumeyaHune— Cnegyer NnpUHUMaTb BO BHUMaHWE HaLUOHAnNbHbIE UMK MeXAyHapoaHble TpebGoBaHWA K COo-
KpaLLeHuIo 9HAOTOKCUHOB (cM. A.8.10 n A.9.4.4 Ans 4ONONHUTENBHbLIX CMPABOK).
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9 Banupauwmn

9.1 O6wasn uidopmauus

9.1.1 OomkHbl ObiTb onpeaeneHbl npouedypbl npouecca Banugaumu. JormkHa ObiTb BbiMOMNHeHa
aTTecTauus MOHTaxa, atTectauusi hyHKLUMOHUPOBAHUSA U aTTecTalusl aKenyaTupyemoro obopyaoBaHus.

9.1.2 ObopyaoBaHue, NpUMeHsiemoe OISl U3MepPeHU Wunu perucTpauuu napameTpoB npouecca,
DOIMKHO BbITb 0TKaNUMBGpoBaHo (cM. 4.3.3).

9.2 ATTecTauus MOHTaXa

9.2.1 1Q pomkHa nokasaTtb, YTO CTepUNU3aLMOHHas cuctema bbina yctaHoBfieHa B COOTBETCTBUN €
TexHudeckumu TpeboBaHusaMn. [lokazaTenscTBamn AaHHOTo hakTa sIBNS0TCS:

a) cooTBeTcTBME 060PYAOBAHNA TEXHUHECKUM YCIOBUSIM NMOCIIE MOHTaXa;

b) cooTBeTCTBME KOMMYHANbHBLIX YCAYr U CEPBUCHOTO 0BCMYXXUBAHUS YCTaHOBMNEHHbIM TpeboBaHUAM
(cm.6.2.5).

9.2.2 Kpome Toro, crnegytoLue nosnuumumM aHannampyoTcsl, yTBEpPXKAaoTCs U AOKYMEHTUPYIOTCA:

a) KOHCTpyKuus obopyaoBaHus;

b) neyaTtn, pucyHku 1 pyKoBOACTBa;

€) nporpammHoe obecneveHue, ecnv oHO NpUMEHSIETCS;

d) nporpammbl KannMbpoBKU, NPpodUNaKTUHECKOTo 0OCNY>KMBAHUS U OUUCTKU.

9.3 ArtrecTtauus yHKLMOHUPOBAHUA

9.3.1 OQ gomxHa nokasbiBaTb, YTO YCTAHOBMEHHAs CTEPUNN3aLMoOHHas cuctema, BKYaa cCUCTEMBI
KOHTPONSA U perucTpaLum 1 Nporpammbl KOHTPOIS, IKCMNyaTUpyeTcsl COrMacHO UHCTPYKLUAM.

9.3.2 OQ gomkHa NpoBOAUTCSA NPU NYCTON CTEPUNM3ALIMOHHON cCUCTEME UM MPU cCUCTEMe, coaepKaLLei
noAxoAaLWniA Anst ucnbiTaHuia Matepuan. OQ BkovaeT:

a) poKasaTenbCTBO TOro, YTO MapaMeTpbl npouecca (Hanpumep, TemnepaTtypa, BpeMs, BO3AYLUHbIN
MOTOK, AaBrneHue) HaxodsiTCA BHYTPW NpeaenoB, YCTaHOBMEHHbIX ANSA onpeAeneHHOro UCMOoMb3yemMoro
NpPOCTPaHCTBA;

b) OokazaTenbCTBO TOroO, YTO 3aNPOrPaMMUPOBAHHbBIE CTEPUNU3ALMOHHBIE LUKITLI paboTaloT cornacHo
yCTaHOBKaM;

C) AoKasaTenbCTBO TOro, YTo 0bopyaoBaHue, Takoe Kak curHannaauns, KOHTponnepbl yCTaHOBMEHHbIX
napameTpoB, yCTponcTBa 6e30nacHOCTN, CUCTEMBI MOHUTOPUHIa U ABEPHbIE BNOKUPOBKK, SKCNyaTUpyeTca
COrfacHO NHCTPYKUNAM (TEXHUYECKMM YCIIOBUAM);

d) noaTeepxaeHWe B3aUMOCBSA3M MeXay YCTaHOBMEHHLIMA KOHTPONbHBIMU 3HAYEHUAMU U U3MEPEeH-
HbIMU NapaMeTpamMu npoLecca;

e) npoBepKa AOKYMEHTaLMm Mo y4eTy BbINONHAEMBbIX NpoLleayp cTepunmsaunoHHON CUCTEMBI.

9.4 ATTecTauus 3KcnnyaTupyemoro o6opyaoBaHus

9.4.1 O6wan uHcgopmauun

9.4.1.1 PQ pgonxHa NpoBoAUTbLCH MPU HamU4un CTEpUNN3aLMOHHON 3arpyskn B CTEPUNU3aLUOHHON
cucteme.

PQ gonkHa npoBoanTbCSA NpY BHEAPEHWN HOBOIO U U3MEHEHHOro NPoAYKTa, yNakoBKK, KoHurypauum
3arpysku, obopyaoBaHusa Unu napameTpoB NpoLecca, ecnu npeasaputensHo He Gbina gokasaHa UX 3KBU-
BaneHTHOCTb paHee BanuAMpPoBaHHOMY MPOAYKTY, YNakoBKe, KOHMUrypaLuu 3arpysku nnvu obopyaosaHuio.
[JokazaTenbCTBO 3KBMBANEHTHOCTU AO/PKHO OKYMEHTMpoBaThes (CM. 4.1.2).

9.4.1.2 PQ ponxHa nokasbiBaTb, UTO B MpoLecce ctepunusaunm (1, npu HeobxogumocTu, npolecc
AernvporeHusaumm) NoCTOSHHO Oka3blBaeTCA BO3ENCTBUE Ha NPOAYKT.

9.4.1.3 CrepunusaunoHHas 3arpyska, ucrnonssyemas npu PQ, gonxkHa npeactasnsats Hanbonee TpyaHo
CTEPUNN3YEMYIO KOHPUTYPaLIMIO 3arpy3ku, KOTopas NOAMEXUT TEKYLLEN cTepunmsalun.

9.4.1.4 MpoaykTt, ncronbayemblin ans PQ, gomkeH 6bITb ynakoBaH Tak e, kak NpoAayKT, noanexatyuia
TekyLlen cTepunnaasnm.

9.4.1.5 PQ ponxkHa BkNo4yaTb He MeHee Tpex nocnefoBaTerflbHbIX YCMelWHbIX (GakToB BblOEPXKKU
npodykta B npolecce cTepunusaunn/gennuporeHnsanim, BHYTPU onpeaeneHHbIX AONYCKOB, C Lenblo goka-
3aTenbCcTBa BOCMpoOU3BoAUMOCTK npouecca. PesynbTatel PQ, BbiIxogswMe 3a Npegensl onpeaeneHHbIX
AONYCKOB, AOMKHbBI BbITb MPOAHaNM3NPoBaHkl, a KOPPEKTMPYIOLLNe AeNCTBNA AOKHBI ObITh OnpeaeneHsl 1
npeanpuHATELI Nepea Hayanom HOBOW NOCNeaoBaTelbHOCTU BblAepXKek.

OorxHo 6bITb 06513aTeNbHO NPOBeAEHbI TPU YCMELHbIX BbIAEPXKKU NOAPSA, 3a UCKITIOYEHMEM ClyYaes,
korga pesynbTaThl UCCe0BaHMA, BbIXxoAsLWMe 3a npedenbl yCTaHOBMEHHbIX 40MYCKOB, ABMAOTCA CreacTBU-
eM pakTopoB, He UMeoLLMX OTHOLEHUS K 3dheKTUBHOCTA Banuanpyemoro npouecca. Takue pesynbTtaThbl
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nccneaoBaHnii AOMKHEI 6bITb AOKYMEHTUPOBaHbI Kak He BAUsiOLME Ha pesynbTaT npolecca cTepunuaa-
umu/genuporeHn3aumn.

9.4.2 AtTecTauus akcnnyaTupyemoro o6opynosaHua — cpusunveckasn

9.4.2.1 ®dunsndeckan PQ gomkHa gokasbiBaTb BOCNPON3BOAUMOCTb BO3AENCTBUS NpoLecca cTepununaa-
LMK Unn fiennuporeHusauny Ha BCo NPOAYKLIMIo, Noanexallyto Tekywen o6paboTke. dPusnyeckas PQ gormkHa
BKIlOYATb:

a) AokasaTenbCTBO B3aUMOCBSI3N MEXAY YCTaHOBMEHHbIMW KOHTPOMbHBIMA 3HAYEHUAMU U NapameT-
pamMu npouecca, N3MepeHHbIMU BHYTPU CTEPUNM3aLLMOHHON 3arpy3Kkiu;

b) nokasaTenbCTBO OAHOPOAHOCTU TEMMEPATYPLI BHYTPWU CTEPUU3ALMOHHOMN 3arpy3Kku;

C) yCTaHOBKY B3aWUMOCBA3N MeXAy YCMOBUSIMU BHYTPU CTEPUIN3ALMOHHON 3arpys3kn U Ha No3vuun
TeKyLLero MOHUTOPUHra;

d) AokasaTenbCTBO NPUEMIEMOCTU pasfNYHbIX KOHUrypaLnii 3arpysok;

e) JokasaTenbCcTBO NPUEeMIEMOCTU MUHUManbHOW TeMnepaTypbl NpodykTa nepen obpaboTkoi, ecnm
MpPOoLeCC He KOHTPONUPYETCA Ha OCHOBE U3MEePEHUII TeMnepaTypbl CTEPUNN3ALMOHHON 3arpy3Ku;

f) QokasaTenbCTBO NPUEMNEeMOCTU MPUCYTCTBUA pPasUYHbLIX NPOAYKTOB BHYTPU CTEPUNM3ALMOHHON
3arpysku;

g) AokasaTenbCTBO LenecoobpasHOCTU UCMONb30BaHUA KOHTPOSIbHOW MMWTaLMOHHOW 3arpysku B
CTEepUNM3aLnNoHHOM LiKNe.

h) AokasaTenbCTBO COOTBETCTBUS TEXHUUYECKUM YCIOBUAM NPOoAYyKTa U YNaKoBKU NOCHe cTepunusaumu,
AennporeHnsaunm unv NoBTOPHON CTepunusaLmu, COOTBETCTBEHHO.

9.4.2.2 Ecnu B npouecce PQ UCNONb3yOTCA XUMUYECKUE UHANKATOPLI, TO OHU AOMKHbI COOTBETCTBO-
BaTb TpeboBaHuam NCO 11140-1.

9.4.2.3 Yncno n mecta pacrnonoxeHus TemnepaTypHbiX AaTYUKOB AOMKHBI ObITb YCTAHOBMAEHbI, U UX
AOIKHO BbITb 4OCTATOUHO ANSt U3MEPEHUst TEMNepaTypHOro AnanasoHa BHYTPU BCEW CTEPUNIM3aLMOHHOM
3arpysku.

9.4.2.4 PesynbTaThl husnyeckon PQ AomkHbI 6bITb 3aperncTpupoBaHel (cM. 4.1.2).

9.4.3 ArTecTauus akcnnyarupyemoro obopyaosaHua — MukpoSuonorunyeckan

9.4.3.1 Ecnun, noMumo un3MepeHunii puanyeckux napameTpos, Npouecc BO3AYLWHOW CTepunusauum
OCHOBaH Ha GuoHarpyske, N NOATBEPXKAAETCA MUKPOOMONMOrMyeckuMm MeToaamu, To AoskHa GbiTb npo-
BedeHa Mukpobuonorndyeckas PQ, koTopas AokasbiBaeT, UTO AaHHbIA NpoLecc cTepunusauum rnocTosiHHO
obecneyvmBaeT COOTBETCTBYIOLLYIO MUKPOGHYIO WUHaKTMBaUMIO BCeW NpoAykuuM, noanexallein Tekylien
obpaboTke.

Mukpo6uonoriuyeckas PQ gomkHa:

a) gokasbiBaTb ymecTHocTb BU (Buonormueckux uHamkatopos) unu nHoro YKI u ux Bsanmocssian ¢
GroHarpysKkoi;

b) onpeaensTs MakcMManbHO AOMYCTUMbIA YpOBEHb BUOHarpysKkvu Ha NPoAyKT nepej cTepunMsaumen;

C) ycTaHaBnMBaTb B3aMMO3aBMCMMOCTb BO3AEUCTBYIOLMX (hU3nyeckux napameTpoB U MUkpobuono-
rMyecKolr neTaneHoCTH;

d) nokasbiBaTb MHaKTMBaLMO BU nnu yctoiumBbix M30n5TOB BUOHArpysky nNpy ycrnoBusix, BbIopaHHbIX
kak obecneunBaroLLe MEHbLLYO NeTanbHOCTb, YEM B YCIOBUSIX TEKYLLIETO KOHTPONS;

e) AokasblBaTb OCTUXKeHWe TpebyeMoi neTanbHOCTM BHYTPU BCe CTepUnmM3aLMoHHON 3arpy3sku.

9.4.3.2 MpoaykT, NnpUMeHAeMbIA Npu Mukpobuonorudeckon PQ, aomkeH BbITb ynakoBaH Tak Xe, Kak
MpPoAyKT, nognexalyin TekyLen obpaboTke.

9.4.3.3 Ecnu npumeHsitoTca Bronorudeckue nigukatopel unu gpyrue YKI, To ux konyectso n mecta
pacnonoxeHns 4omkHbl 6bITb onpegeneHbl. CornacHo duanyeckoi PQ, cpeau ycTaHOBMEHHBLIX MECT pacno-
NOXeHNs JOMXKHbI BbITb TOYKN AN pasMeLLeHNUs CTepUM3aLMoHHON 3arpyskn, B KOTOpbIX Hanbonee TpyaHo
[OCTUraloTCA YCIOBUSA CTEPUnMn3aLum.

9.4.3.4 Ecnu npun mukpobuonorumdeckon PQ wucnonbaywtcss Guonornyeckue MHAUKaTOpbl, TO OHU
OOIKHbI cooTBETCTBOBaTL TpeboraHnsim MCO 11138-4, pasgena 5 v nogpasgena 9.5.

9.4.3.5 PesynbTaThl MUkpobuonorinieckoin PQ gomkHel 6biTb 3apernctpupoBaHbl (CM. 4.1.2).

9.4.4 ATTecTauusA akcnnyaTupyemoro o6opyaoBaHus — [lenuporeHusaumn

9.4.4.1 B pamkax npolecca genvporeHusauumn, PQ gomkHa AokasblBaTb, UTO YCTaHOBNEHHbIE Napa-
MeTpbI MpoLiecca NO3BONAT AOCTUYL TpebyeMol MHakTuBauum sHaoTokcMHa (cM. 8.10) B Hanbonee mea-
NeHHO HarpeBaeMol ToUKe BHYTpM obpabaTbiBaeMbIX U34EenviA.

9.4.4.2 [nsa npouecca AenvporeHmM3anum A0mMKHO ObITb yCTaHOBNIEHO KONMYECTBO U MecTa pacnosioxe-
HWUS KOHTPOSbHBIX TOYEK 418 3HAOTOKCUHA.
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9.5 OononHuTenbHbIe CTepUNU3aLUOHHbIE CUCTEMBI

CrepunusaLmoHHble crucTeMbl, obecnedmsaroLlmMe NpoLeccsl cTepunusauum/aenuporeHmusanmm, naeHx-
TUYHbIE TEM, KOTOpble 0BecneYnBatoTca paHee aTTeCTOBaHHbIMU CUCTEMaMW CTEpUM3aLnum, 4OMKHbI OblTb
noasepruyThl PQ:

a) aHanornyHo OpUrMHasNbLHON CTEPUNU3aLNOHHON cucTeme

nnm

b) ¢ npumeHeHuem cokpalueHHo nporpaMmbl PQ, geMoHcTpupylollein gocTmkeHue Tpebyemblx
napameTpoB fpoLecca B CTEPUNU3aLMOHHON 3arpyske 1, npu HeobxoaumocTu, Tpebyemoro ypoBHS MUKPO-
6uonornyeckon netanbHOCTU. PasbsacHeHWe NPUYMH UCMONb30BaHUS COKpAaLLEeHHOW AOMKHO BbiTh 3ape-
rmctpuposaHo (cm. 4.1.2).

9.6 AHanus v yTBepXaeHue Banugauum

MpumedaHwue— Llenb 4aHHOrO MEPONPUATUS — NPOBEAEHNE aHanm3a AaHHbIX, MOyYEHHbIX B X04e Banvaa-
UMM, U perucTpaumsi ero pesynsTatoB Ans NOATBEPXAEHWS NMPUEMIIEMOCTU MpoLecca CTEPUIM3aLUn U yTBEPKAEHUS
oT4eTa 0 Banvaauum 1 cneuudukaumm CTepunmu3aLmMoHHOro npouecca.

9.6.1 UHcbopmauus, nonyveHHas B xode |Q, OQ n PQ, gomkHa 6bITb 4OKYMEHTUPOBaHA U NpoaHanuan-
poBaHa Ha npeaMeT NprueMnemMocTu (CM. Takke 4.1.2). PesynbTaThl AaHHOrO aHanMsa AomkHbl OblTb 3aperuc-
TPUPOBAHbI.

9.6.2 TexHunyeckuMe YCroBUs npouecca Ans onpeaerieHHOro nNpoaykrta Unn cemMencTBa NpoAyKToB,
BKItOYAA napameTpbl npoLecca 1 UX 4oNYCKN, 4OMKHbI GbITb OKYMEHTUPOBaHbI U YTBepKaeHbl. TexHudeckue
yCroBuA npoLecca onpeaensioT KpUTepuu COOTBETCTBUSA KOHKPETHON CTepUM3aLMOHHON 3arpysku UHOU-
BMAYyanbHOMY NpoLeccy cTepunusaumn/gennporeHnsaunm. TexHU4Yeckne yCrosusl npoLecca cogepxar:

a) MUHMManbHoe 3HadeHWe TemnepaTypbl CTEPUIM3ALMOHHOM 3arpy3kn nepes BHeApEeHUEeM B CTepu-
NN3aLNOHHYI0 CUCTEeMY (KpOME CyYaeB, B KOTOPLIX MPOLECC KOHTPONMPYeTCsl TeMMepaTypoi 3arpysku);
onucaHmne cxembl 3arpysku;

) Bpemsi OCTWXEeHWS TemnepaTtypbl CTepUnusaunm;

) Bpemsl BblAepXKKu;

) LUMpKynsaumio Bosgyxa (BO3AyLUHBIA MOTOK);

) ecnmucnonbayeTcs Fy:
)
)
)

o
~

pacnonoxeHue KOHTpOJ'IbHOI‘;I nosnumn ansa FH;
MUHUMarbHOE 3HaYeHue F;
,EI,OI'IyCTI/IMbIIZ Anana3oH BHYTPU cTepunnsaLoHHoN 3arpysku.

10 TekyWMA MOHUTOPUHI U KOHTPONb

10.1 TeKyLWU KOHTpoOnb

10.1.1 OnpegensitoTcs npoueaypbl TEKYLLIEro MOHUTOPUHIA NPOLLEeCCOB CTepUnm3asuu.

10.1.2 OnpegensieTcs cTepunusaLloHHas 3arpyska 1 ee KoHburypauums.

10.1.3 Tpouecc cTepunnaaLmn AOMKeH Haxo4UTbCA BHYTPW AOMYCKOB, onpeaeneHHbIX TEXHUYECKUMU
yCnoBusIMU NpoLiecca.

10.1.4 MapameTpbl NpoLecca AOMKHbI PErMCTPUPOBAaTLCH Ha NPOTSKEHUM BCEro npouecca crepu-
nusaunn.

10.1.5 KoppekTHasi 3arpyska cTepunm3alnoHHON CUCTEMBI AOMKHa ObITb NOATBEPXKAEHA.

10.1.6 HomkHa GbITb onpeAeneHa cuctemMa, No3BonsOLLAa YeTKo pasrpaHMyMBaTh 06paboTaHHble U
HeoBbpaboTaHHbIe N3aenus.

10.1.7 Ecnu gns TekyLlero MOHUTOPMHra NpuMeHsiioTes Guonorndyeckue nHankatopbl Uan YKI, To oHK
OOMKHBI COOTBETCTBOBATL TpeboBaHnsiM 8.5 nnn 8.7, COOTBETCTBEHHO.

10.1.8 JomkHo GbiTb onpeaeneHo KOMMYecTBO U TOYKU pacnonoXeHnss BMonornyecknx MHOMKaTopoB
n YKn.

MpuMedaHune— Kak npaBuno, Ansi TEKYLEro MOHUTOPUHIA MPUMEHSIIOT MeHbLUE BUONOrMYECKMX MHAMKATO-
poB u YKI1, yem ans Banugauuu.

10.1.9 Ecnv ana Tekylero MOHUTOPWHra NMPUMEHSIOTCH XUMUYeckne UHOUKATOPbLI, TO OHWU AOIKHbI
cooTBeTcTBOBaTh TpebosaHmam MCO 11140-1.

10.2 TeKyLWUi! MOHUTOPUHT
10.2.1 B pamkax kaxgoro npouecca cTepunmsaunm permcTpupyercs cneayowmn MUHAMYM:
a) parta;
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b) naeHTUdUKaLUA CTepUNU3aLNOHHON CUCTEMBI;

¢) uaeHTudUKauna npouecca cTepunusasni,

d) npoayKT 1 KoHUrypauua sarpysku;

€) oneparop 1 ero NoAnuch;

f) Temnepatypa npoaykTa nepea nomelleHUeM B CTepUnU3aTop, Nnpyu HeobxoanMocTu;

g) XapaKTepuUCTUKWN HarpeBaHus 1 oXnaxaeHUs CTePUNU3aLMOHHON 3arpysku, Npu HeoBXoaAMMocCTy;

h) TemnepaTtypa Ha NO3ULMUAX TEKYLLLEro MOHNUTOPUHTA;

i) Bpemsi BbIAEPXKKN NN CKOPOCTL KOHBEWEPa;

j) F,, npuHeobxoaumocTu;

k) ckopocCTb BO3QYLWHOro NoToKa, Npyu HeobxoauMocCTy;

1) no6ble 0BHapykeHHble OLWNGKU UM HEMCNPaBHOCTW, €CIU TaKoBbIe UMEOT MecTo.

10.2.2 B tabnuue 1 npusegeHbl NnepeMeHHble npolecca, NoryyYeHHbIe Npyu onpeaeneHuy npotecca,
0Q 1 PQ, a Takke NepeMeHHble Npouecca, noanexalume MOHUTOPUHTY Npu TekyLlen obpaboTke.

10.2.3 Heobxoaumo nogaepkueaTtb perucTpaunio B COOTBeTCTBUN C4.1.2.

10.3 Touyku MOHUTOpPUHra npoLecca

MpoLiecc cTepunmnsaunm AoMKeH noasepraTbC MOHUTOPUHTY B OnpeaesieHHbIX KOHTPOMbHBIX TOYKax
BHYTPY CTEPUN3ALMOHHON crcTeMbl [cM. Takke 9.4.2.1 ¢)].

Tab6nwuuya 1— lNepemeHHble npouecca, nognexalime MOHUTOPUHTY

MepemeHHsIe Npouecca B npouecce Banupauuu | [ns Tekywen obpaboTku
Bepudukaums nporpaMmHoro obecneyeHus (ecnv NPUMeHNeTcst) Oa Het
MpeHTndmkaums sarpyskm Oa Oa
KoHdpurypauus sarpy3aku Oa Oa
TemnepaTypa 3arpyskv nepeg noMelLeHneM B CTepUnuaaTop? Oa Oa
Bpewmsi HarpeBaHusi oo pabodelt TemnepaTypbl cTepunmaaTopa fa Ha, ecnv npu BbINyCKE
ucnone3yetcs Fy
Bpewmsi HarpeBaHusi 3arpy3ku go paboven Temnepartypbl Aa Her
HacTpolika ycTaHOBKM BO34YLUHOrO NOTOKa (€CNv NPUMeHsIeTcs) fa Oa
Bo3gyLwHbIN MOTOK B METPAX B MUHYTY (€CNW NPUMEHsieTCs1) Oa Oa
O60pOTHl B MUHYTY BEHTUNSITOPA (€CNWN NPUMEHSIETCS) Aa Her
CKOpOoCTb KOHBeWepa (ecnm NPUMEHAETCA) Aa Oa
TeMnepatypa BblAepXKku Oa Oa
TemnepatypHoe pacnpegeneHune Oa Her
Bpemsi Bbigepkkm na ha
[laBneHve BbIAEPXKU (€CNU NPUMEHAETCA) fa Oa
Bpemsi oxnaxgeHus crepunusatopa Aa Da, ecnn npu Bbinycke
ucrnonbayetcs Fy
Bpemsi oxnaxpgenus 3arpysku Aa Het
HakonnenHoe Fy ctepunu3aTopa (eCnm npumeHsieTcst) Da Na
HakonnenHoe Fy 3arpy3ku (€cnu NpUMEHsieTcs) Oa Hert
2 Kpome crniydaes, korga MpOLECC KOHTPONMUPYETCsl TEMMNepaTypon 3arpy3ku Unv Gbinv npoaeMOoOHCTPUPOBAHbI
anbTepHaTMBHbIE Crnocobbl KOHTPONS (HanpUMep, BPeMsi BbipaBHVBaHUSA nepes 06paboTkol, cTaHgapTHOE XpaHeHue
n/vnn ycrnoewsi NpoM3BoACTBa).

11 Bbinyck npoaykTa nocrne crepunusauum/genuporeHnsaumm

11.1 Ons Toro, YTObbI BbIMYCTUTb NPOAYKT, NapaMeTpbl npouecca, KOHTponnpyemble B Te4eHUne ctepun-
J'II/I3aLl,I/II/I/ﬂ.9I'II/IpOFBHI/I33LLI/II/I, AOCIDKHBI COOTBETCTBOBATDL TPEGOBaHI/IﬂM TeXHUYecKux ycrioBuia npouecca. Ecnu
BbINOJTHANTNCB MI/IKpOGI/IOﬂOFI/I‘-IeCKVIe NPoBEPKK UK NPOBEPKN 3HAOTOKCUHaMW, TO AaHHble, NMony4vYeHHble
B XoAe 3TUX NpoBepoK, AOMKHbI 6bITb COOTBEeTCTBYHOWNMA.
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11.2 na napameTpuyeckoro Bbinycka, napameTtpbl npouecca AOSKHbI He TONbKO YCTaHaBNMBaTbCA
W KOHTPOMMPOBATLCS, HO U NoANeXaTb HenocpeACTBEHHOMY MOHUTOPUHTY.

11.3 [omkHbl NOAAePKUBATLCS PErMCTPaLMOHHBIE 3anncK, oKasbiBaloLLue, YTo NpoLece ctepunusa-
unw/genvporeHusauum 6bin NpoBeaeH B COOTBETCTBUN C TEXHUYECKUMUA YCIOBUSAMUA (cM. 4.1.2).

11.4 Ecnu ycnosus, yctaHoBneHHble B N. 11.1 He cobriogeHbl, NPOAYKT NpU3HaeTcsl HeCOOTBETCTBY-
oMM 1 oBpalleHne ¢ HUM NMPOBOAUTCA COrMacHO AOKYMEHTUPOBaHHBIM NpoLieaypam (cM. 4.4).

12 MNMopnepxaHue achpheKTUBHOCTU Npouecca

12,1 O6wan MHcopmaLmsa

JomkHa 6bITb OoKasaHa nocTosiHHas addeKTUBHOCTL cUcTeMbl, obecneuyunBalollieit Hagnexaulee
COCTOsIHWe NpodyKTa Nepen NpoLLeccoM CTEPUNU3aL/genuporeHusaumm (cM. 7.4). ina aToro MoxeT npume-
HATLCA TEKYLLMIA MOHUTOPWUHI BUOHArpy3K Ha NPOAYKT U/ MOHUTOPUHT 3chheKTUBHOCTM NPOLIEecca OUUCTKM.

12.2 MNoBTOpHaA kanMGpoBKa

I'Iepmop,mqecm AOMKHa noaTeepXXaatbCA TOYHOCTb U HaAEXHOCTb UIMEepUTeNbHbIX I'IpMﬁOpOB,
Ncnonb3yeMblX ANnA KOHTPOMA U MOHUTOPUHIa CTepnUn3alMOHHOTO npouecca (cm. 4.3.3).

12.3 O6cnyxuBaHue o6opyaoBaHusa

12.3.1 Mpodumnaktnyeckoe obcnyxMBaHNe AOMMKHO MAaHMPOBATLCA U BLINOAHATLCA B COOTBETCTBUM C
JOKYMEHTUPOBaHHLIMU npoleaypamu. JomkHbl BblTb YCTaHOBMEHbI npoueaypbl AN KaXAOro NnaHoBOro
3Tana obecnyXuBaHus 1 NeprognYHoOCTb, C KOTOPOR OHM AOSKHbI BbINoNHATECA. Heobxoaumo noaaepxuneats
perucTpaumio o6cnyxmeaHuns.

12.3.2 O6opyaoBaHue He AoMKHO BbITb NCMONb30BaHo Ans 06paboTkM NpoayKTa A0 TEX Nop, Noka Bce
YyCTaHOBJEHHbIE MNMaHOBbIE 3Tarnkbl 06CNyXnBaH1s He 6yayT YA0BNETBOPUTENBHO BLINOMHEHBI U 3aperncTpu-
pOBaHbl UMM MoKa K HeMy He ByayT NpUMeHeHbl Apyriue npoueaypbl MEHeAXMeHTa PUCKOB BHYTPU CUCTEMBI
MeHe)XMeHTa KadecTBa.

12.3.3 Cxema obcnyxmaHus, npoLeaypbl 06CnyXMBaHusi U perucTpaunoHHesle 3anucu 06 obenyxusa-
HUW JOMKHBI NEPUoaNYEcKU NPOBEPSATLCS YNOMHOMOYEHHBIM MLOM. Pe3ynbTaThl Takux NpoBepoK A0MKHbI
NMMCbMEHHO perncTpuposaTbes (M. 4.1.2).

12.4 MepeatTecTauun

12.4.1 MepeaTTecTaunsi npouecca cTepunuaaluM UM AenuporeHusauuy, BbIMOSHAeMan AN KoH-
KpeTHOro npodykta n onpeaeneHHoro 06opyaoBaHus, 4omKHa NpoBOANTLCS Yepes YCTaHOBMEHHbIe npome-
XKyTku BpemeHn. O6beMm, B koTopoM ByaeT BbINOMHATLCS NepeaTTecTauusl, 4ormkeH bbiTb 060cHOBaH.

12.4.2 [omxHbl 6bITb ONpeaeneHbl Npoleaypbl NepeaTrecTauyu, U perucTpaums npouecca nepear-
TecTauunn AomxkHa noaaepxusatbes (CM. 4.1.2).

12.4.3 [aHHble 0 nepeaTtTecTaulnm AOMKHbBI NPOBEPATLCS B CPaBHEHUN C YCTAHOBNEHHBIMU KpUTEpUAMU
npueMnemMocTv, B COOTBETCTBMM C [AOKYMEHTUPOBaHHbIMM npouedypamu. [ormkHa noaaepXueaTtbest
perncTpauusa aHanusa gaHHblX nepeaTTecTaumm, COBMECTHO C Npou3BeAeHHbIMU UCMIPaBNEHNAMUN N KOppek-
TUPYIOLLMMUN AeNCTBUAMK, NPEeANPUHATBIMA B CAyHaaX, €ClIN YCTAHOBIIEHHbIE KPUTEPUU NPUEeMNEMOCTU He
BbIMOHEHBI (CM. 4.4).

12.5 OueHKa NU3MeHeHUun

12.5.1 JomxHbl 6bITb OLleHEHbI NtoOble U3MEHEHNs1 B CTEPUITU3aLMOHHON cUcTeMe, KOTOpble MOrnu bl
NOBMNATL Ha NPOLIECC CTepunu3aumnm unu genuporeHusauun. Ecnm cuntaetca, 4to Ha npolecc ctepunusaumum
1nu genuporeHusaumm 6bINo okasaHo BnusiHe, To npoueaypbl IQ, OQu PQ AomkHbI 6bITh BbINONHEHbI MOBTOP-
HO, YacTUYHC UK B NMoNHOM o6beMe (cM. pasgen 9). PesynbTaT AaHHOW OLeHKW, Bkiodas 06ocHOBaHUs
NPUHATLIX PeLleHUiA, OKeH ObITb AOKyMeHTUpoBaH (cM. 4.1.2).

12.5.2 INMiobble n3meHeHUs NpoAaykTa, ero ynakoBkuM WU BbIAEPXKKA B Mnpouecce crepunusauuu unu
AennporeHnsaumnn, 40MKHbI ObITb OLLEHEHbI C TOUKWU 3pEHUA BUSIHUA Ha YMECTHOCTb NpoLiecca cTepunusaumm
“nu genuporeHnsaunn. PesynbTaT AaHHOM OLIEHKM, BKIKOYAaA 060CHOBaHWUS NMPUHATBIX peLleHnid, AoMmKeH 6biTb
3aperncTpuposaH. OCHOBLIBasiCb Ha Xapakrepe WU3MEeHEHUW, BbISIBNAIOTCA 0basaTenbHble K BbINOMAHEHUIO
YyacTu onpeaeneHus npouecca (cM. pasgen 8) unu PQ (cm. 9.4).
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Mpunoxenne A
(cnpaBoyHoe)

PyKOBOACTBO no NpUMeHeHUI0 HacTosAllero cTaHaapTa

A1 O6nacTb npnmeHeHuns

A1.1 Bknio4eHun

HeT pekomengaumnm v ykazaHun

A1.2 UcknoveHun

A.1.2.1 Het pekomeHaaUni 1 ykasaHun

A.1.2.2 Het pekomeHaaUni 1 ykasaHun

A.1.2.3 Het pekomeHaauni 1 ykasaHun

A.1.2.4 3ddekTMBHOE BHEAPEHME OnpedeneHHbIX AOKYMEHTUPOBaHHbIX Npoueayp Heobxoaumo Aans paspaboTky,
BanuaauMm U TEKYLWEro KOHTpOns mpouecca crepunusaumm MeauunHcKux usgenuin. Takvme npoueaypbl 06bIYHO pac-
CMaTPUBaIOTCA KaK 3NeMeHTbl CUCTEMbI MEHeKMEHTa kadecTBa. HacTtosawwin ctanaapT yctaHaBnveaeT u onpeaensiet
3NemMeHTbl CUCTeMbl MeHeKMeHTa Ka4yecTBa, Heobxoaumble ansi ahheKTMBHOINO KOHTPONS CTepunu3aummu, 3a cuer
HOPMATUBHOMN CCbINIKM HA CTAHAAPT CUCTEMbI MEHEPDKMEHTA KavueCcTBa ansa meauumHckux nagenun, MCO 13485, Hacros-
WM cTanaapT He TpebyeT BHEAPEHWS NONHON CUCTEMBI MEHEKMEHTa kadecTBa B cooTBeTcTBUM ¢ UCO 13485, a Takke
He TpebyeT, 4To6bl onpeAeneHHbIe 3NIEMEHTLI CUCTEMbI MEHEAXKMEHTA Ka4yeCTBa NOABEPranuch OLEHKE HE3aBUCMMbIMM
ctopoHamu. Ocoboe BHUMaHME yaensieTCsl HaNMMuUMI0O HaUMOHaNbHBLIX U PerMoHanbHbIX perynupylowmx TpeboBaHui
K CUCTEMaM MeHeXMeHTa KauecTBa B MNPOU3BOACTBE MEAWLMHCKUX M3aenuii u K OLUEHKe TakMX CUCTEeM He3aBuch-
MbIMW CTOPOHAMM.

A.1.2.5 Het pekomeHaauUni 1 ykasaHum

A.2 HopmaTMBHbIe CCBUIKM

TpeGOBava, npnBegeHHble B JOKYMEHTax, BKNIOYEeHHbIX B Ka4eCTBe HOPMAaTUBHbLIX CCbINOK, ABNAIOTCA Tpe60|3a-
HUAMK HacTosAlWero craHgaprta TOIIbKO B npeaenax HopMaTUBHbLIX yacTen Hactosawero cTaHgapra. Ccbinka moxert
pacnpocTpaHATbCA Ha BECb CTaHAAPT UMK orpaHnvueaTbCA OTAENbHBIMY pa3genamu.

A.3 TepmuHbI M OnpegeneHns
HeT pekomeHaaumni n ykasaHuim
A.4 3nemeHTbI CUCTEMBI MEHEeAXXMEHTAa KavyecTBa

A.4.1 [oxkymeHTMpOBaHue

A.4.1.1 HeT pekoMmeHZauUMM 1 yKasaHum

A.4.1.2 B NCO 13485, nyHkTel 4.2.3 n 4.2.5 npuBeaeHbl TpebGOBaHWS K CO34aHUI0 U KOHTPOMIO JOKYMEHTaLuu
(BKMtovasi TexHuveckue TpeboBaHMA M NPoLeAYPL!), a TAKXKe K 3anuncsiM.

A.4.2 OTBeTCTBEHHOCTb PYKOBOACTBA

A.4.2.1 TpeboBaHus K OTBETCTBEHHOCTU U NorHomMo4usiM onpegeneHsl B MICO 13485, nyHkT 5.5, a Tpe6oBaHus
K YenoBevecknm pecypcam onpegenersl B ICO 13485, nyHkT 6.2.

B MCO 13485, TpeboBaHusi K OTBETCTBEHHOCTU PYKOBOACTBA KacaloTcsl 00513aTeNbCTB PYKOBOACTBA, OpUeHTaumm
Ha noTpebuTens, kKa4eCTBEHHOW NONMUTUKK, NNaHMPOBaHWs, OTBETCTBEHHOCTM, NONIHOMOYMI 1 B3aUMOAEUCTBUS, a TaKKe
aHanu3sa co CTOPOHbI PYKOBOACTBA.

A.4.2.2 B paspaboTky, Banuaaumio M TEKyWMii KOHTPOMb MpoLecca CTepunusaumum MoXeT ObiTb BOBMEYEHO
HECKOINbKO OTAENbHbIX CTOPOH, KaXAAs M3 KOTOPbIX HECET OTBETCTBEHHOCTL 3a onpeaeneHHble AencTeus. Hactoswmin
MeXgyHapoaHbll cTanaapT TpebyeT, YTo6bl Gbinn onpeaeneHsl CTOPOHbLI, MPUHMMAatOLWME Ha cebsl KOHKPEeTHbIEe 0653aH-
HoCTU, U 4TObbl pacnpeaeneHve obsizaHHOCTel ObiNO 3a40KyMeHTMpOBaHo. [daHHoe onpeperneHue NoNHOMOYMK M
OTBETCTBEHHOCTW JOKYMEHTUPYETCHA BHYTPU CUCTEM(bl) MEHEKMEHTa KavecTBa 0603Ha4YeHHbIX CTOPOH. CTOpoHa, nNpu-
HUMawwas Ha cebs OTBETCTBEHHOCTb 3a onpefeneHHble OeWCTBUS, 06513aHa NopyynTh KX BbIMOMHEHWe NepcoHarny,
KOMMNETEHLUSI KOTOPOTO AOMXHa ObITh NpeaBapuTENbHO AOKa3daHa COOTBETCTBYIOLLLEN MOATOTOBKOMN U KBanuUKaLmen.

A.4.3 Peanusaums npogykumm

MpumeyaHne—BWNCO 13485 TpeboBanus Kk peanu3aumm NPogyKTa KacatTCsl XXM3HEHHOTO LMKNa NPOAYKTa,
OT onpeaenexust noTpebHoCcTeN Nokynarens, NpoekTa U paspaboTku, 3aKynku, NPOU3BOACTBEHHOIO KOHTPONA U Kanué-
POBKU KOHTPOIBHO-M3MEpPUTENbHOro 060pyaoBaHNS/yYCTPOCTE.

A.4.3.1 TpeboBaHusik3akynke onpeaenenbl B ICO 13485, nyHkT 7.4. B yacTHOCTH, criefyeT NPUHATL BO BHUMaHWe,
yto TpeboanHna B MCO 13485, MyHKT 7.4.3 K KOHTPOIIO 3aKyNIeHHOW NPoAYKLUM OTHOCSTCS KO BCEM NPOAYKTaM U YCnyram,
Nony4eHHbIM OT CTOPOHHWX OpraHn3aLuii.

A.4.3.2 TpeboBaHusi K naeHTUDMKALMKM U NpocnexnBaemMocTu onpegenersl B UCO 13485, nyHkT 7.5.3.
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A.4.3.3 TpeboBaHusi KKannBpPOBKE KOHTPONBHO-N3MePUTENBbHBIX YCTPONCTB onpegeneHsl B ICO 13485, nyHKT 7.6.

A.4.4 N3amepeHwne, aHanu3 u yny'weHne — KoHTponb HeCOOTBETCTBYIOWEN NpoAayKuun

Mpouenypbl ONA OCYLWECTBNEHUS KOHTPONS HECOOTBETCTBYIOLWEN MNPOAYKLMW W KOPPEKTMPYOWUX OeNCTBUNA
onpepgeneHsl B CO 13485, nyHkTbl 8.3 1 8.5.2, COOTBETCTBEHHO.

B MCO 13485 TpeboBaHUsi K UBMEPEHUID, aHanmn3y U yry4lWweHUIo KacaloTcs MOHUTOPMHIa B TeUeHWe npouecca,
KOHTPONsi HECOOTBETCTBYIOLWEro NPOAYKTa, aHanu3a gaHHbIX 1 ynydweHus (BKIoYas KoppeKkTupylowme n npegynpexaa-
oWwme aencTeus).

A.5 OnuncaHvne cTepunNM3yloLEro areHTa

A.5.1 Ctepunuaylowmn areHT

HeT pekomeHaaumn n ykasaHui.

A.5.2 MwukpoboungHas achcpeKTMBHOCTL

Llenbto onvcaHns CTepunmnayioero areHTa sBrsieTcsl A4okas3aTeNbCTBO MUKPOGOUMAHONM a(hPEeKTMBHOCTU CTepu-
NN3YIOLLLEro areHTa, oOLeHKa BITUAHWSA, OKa3biBAaeMOro Ha MaTepuarsl NpU BbIAEPKKE B CTEPUIU3YIOLLEM areHTe, a Takke
onpegeneHve TpeboBaHui kK 6e30NacHOCTU NepcoHana u 3almTe OKpyXaloLwei cpeasbl.

MukpobouunaHas 3 PeKTUBHOCTb FopsHYero Bo3ayxa WWPOKo onncaHa B 4oNoNHUTENbHON NnutepaType.

A.5.3 BospgencTBne Ha maTepuansl

BospaelicTBre ropsa4ero Bo3ayxa Ha matepuarsl Bbl3BaHO BbIAEPKKON B TEMIE B TEUYEHUE ONnpeerieHHbIX Nepuoaos
BpeMeHu. BosgelicTBrne Ha matepuarnsl MOXeT BKITOYaTh:

- UBMEHEHNsT PV3NYECKNX CBONCTB, Hamnpumep, CMsrdeHue, pacTpeckvuBaHue, AedopMauus UMM WM3MeHEeHWs!
dopmbl;

- UBMEHEHWSI XMMWHECKNX CBOMCTB, Hanpumep, pasnoxeHve, BoipaboTka rasos, nonvmepusaums unum opmmpo-
BaHWe TOKCUYECKNX COSANHEHWN;

- pasnunyHble CKOPOCTN PACLLUMPEHUS, KOTOPbIE MOTYT MPUBECTU K NOBPEXAEHUIO COMNPSIKEHHbIX YacTen;

- n3MeHeHns1 PYHKLMOHANBLHOCTU MaTepranos Unu pabounx xapakTepucTuK NPoAYKTOB.

"opsiuni BO3QyX SBNSETCH OTHOCUMTENBHO MeANeHHO AefCTBYIOWMM CTEPUITU3YIOWMUM areHToM K 0BbluHO TpebyeT
Honee BbICOKMX TeMNepaTyp, YeM Apyrue Tunbl cTepunuaaumun. Tem He MeHee, OAHUM U3 SIBHbIX NPEUMYLLLECTB rOpsSYero
BO3/yxa SBIISETCS €ro CnocoBHOCTb NPOHUKATL BHYTPb Pas3fiUYHbIX MaTepuraros, BKIOHas Macra, Ba3enuH 1 3akpbliTble
KOHTEWHEePbI, KOTOPbIE HE NPONycKaT nap.

Ha ckopocTe MMKPOBUONOrMyeckon AeCTPYKUMU YHWUHTOXEHWST MOXET MOBMUATL Temnepartypa, 04HOPOAHOCTL
ropsiuero Bosgyxacpegbl B TeHeHue cTepunuaanum, cnocobHOCTb yNakoBOUHbLIX MaTEPManoe NPonyckaTk ropsiynmn BO3ayXx,
[OCTYMHOCTE M3OENUA UNN COCTABMAIOWMX KNAKOCTEN AN CYXOXaPOBOW cpeabl U huanonormieckoe coctosinne 6mno-
Harpy3skv Ha uagenvm.

A.5.4 HeT pekomeHpaumn v yKkasaHmmn

A.6 OnucaHune npouecca v obopyaosaHms

A.6.1 Onucaunne npouecca

Mpwn pasgpaboTke npouecca BO3AYWHON CTepunuaaumm Heob6xoaUMO MPUHSTL BO BHUMaHUe YyBCTBUTENbHOCTb
npouecca K 3Ha4uuTeNnbHLIM U3MEHEHUAM B KOH(DUIypaLmm 3arpy3ku, HavanbHOW TeMnepaType 3arpy3ku U TEMNOEMKOCTH
KOMNOHEHTOB 3arpy3kn. PakTopbl, KOTOPbIE MOMYT MOBMUSATH HA BO3AYLIHYIO CTEPUNM3aLMIO MEAULMHCKUX U3OENui,
npueeaeHbl B Tabnuue A.1.

Tabnwuua A1— dakTopbl, BNIMAIOWME HA BO3AYLUHYIO CTEPUNMU3ALIMIO MEAVLIMHCKUX U3OENui

MNepemeHHble dakTopsbl MosicHeHus

Ynakoeka MnoTtHOCTb Ha 06beM eanHULIBI MpoHvKkaHue ropsiuero Bosgyxa
FepmeTuuHbIE WBLI MpoyHoCTL WBOB
Mopuctoctb MoapepxaHuwe cTepunbHOCTH
MapkupoBka CoxpaHeHne MapKMpOBKM MPOAYKTOB

BO Bpemsi npouecca

W3penue nnn KOMNoHeHT Komnoanuus TennoBasi yCTOMUMBOCTB/NEPEHOCU-

CnoXHOCTb MOCTb
KoHcTtpykumsi

CHunxeHue Temnepartypbl
MopnepkaHne ypoBHsI CTEPUINBHOCTH
YT1parta cyHKumn

Crepunusartop MnoTHOCTL CTEpUNM3auMoOHHON 3a- CKOpOCTb NMPOHUKAHUST FOPSTHEro BO3-
rpy3ku (Hanpumep, MOSIHOCTBIO UMW Yac- | Ayxa B 3arpya3ky
TUYHO 3arpyXeH cTepunu3arop) CKOpOCTb OXNnaxkaeHusl rnocrne crepu-
nusauum
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O6bI4HO NpoLecchl BO34YLWHOWM CTepunm3anuy Npomcxoasit npu temneparypax ot 160 °C v Bbllwe, HECMOTPsI Ha TO,
4YTO MpOoLecchl CTepunmM3aumm npy 3HaqdnTenbHo 6onee HU3KMX Temnepartypax 6binm paspaboTaHbl U BanuaupoBaHbi.
Mpouecchl AgenuporeHmsaumm 066I4HO NPONCXOAAT Npu Temnepatype ot 250 °C v Bblwe.

B 3aBncumocTu OT mcnonb3yemoro o6opyaoBaHusi, Ans npouecca mMoxeT TpeGoBaTbCcs onpeaeneHve pasHbiX
napameTpoB.

MapameTpbl npouecca U AOMNYCKW: BbICOKME TeMmnepaTypHble 3Ha4YeHus! NPOLEeCCOB BO3AYLUHOW CTepunm3aumm
OrpaHUYMBaloT KONIMYECTBO MaTepuarnoB, U3 KOTOPbIX MOMyT GbiTb M3rOTOBIEHbI U3AENUSA UNW YNAKOBKa, noanexaime
AaHHOMY TUNy cTepunu3auuu. MakcmmaneHas Temnepatypa, Bpemsi BbiAEPXKM U AONYCTUMOE KONUYECTBO BblepXek
OOMXKHbI ObITE BbISIBNIEHbI U3 aHanu3a yCTOMYMBOCTU NPOAYKTa, MaTepuarnosB U3roTOBNEHUS, aHHbIX O NMPoV3BoaUTENSsIX
Unu U3 nccrnegoBaHuii paspaboTku M Banvaaumn. HanpoTue, OTHOCUTENBHO HW3Kasa YyBCTBUTENBHOCTb NPUMEHSIEMbIX
mMarepuvarnos No3BonseT MUMETb LUMPOKME JOMNYCKU NapameTpoB NpoLecca o CpaBHEHWIo C ApYrMMM NpoLeccamm cTepu-
nmsauum.

MuHumanbHasi TemnepaTypa 47158 OCYLWEeCTBNEHUS CTEPUIM3aLIMKY UK AenNUporeHn3aunm AomxkHa 6biTb BbisiBrieHa
B Npouecce uccriegoBanuii paspaboTtky unv Banvgauum. [lonyck napameTpoB Npouecca BbISIBNSETCS U3 CNOCOBGHOCTH
KOHTPOIMs CTEPUITM3ALMOHHON CUCTEMbI M CTEPMITM3YEMBIX MaTepuaroB. M3genus, narotoBneHHbIe U3 cTekrna u metanna,
MOryT BblaepKuBaTtb Bonee BbICOKME TemnepaTtypbl U NO3BOMSIOT NPUMEHsITE Bonee WKpokue TemrnepaTypHbie U Bpe-
MeHHble gonycku. B Takux cutyaumsax TemnepatypHbivi guanasoH B 5 °C u 6onee senaoTca obbiuHbIMU. CM. A.6.2, roe
paccMmaTpuMBaloTCs CTepunn3aTopbl Neprognyeckoro 4enCcTBUsI M HeNpepbIBHOTO AeNCTBUA (KOHBENepHbIe). B Bo3ayLHbIX
cTepunuaaTopax HenpepbIBHOrO AEWCTBUSI BpeMS Npu (3aaHHON) TeMrnepaTtype onpegensaeTcsi CKOPOCTbio OBUXEHUS
KOHBenepa. B To Bpems kak CKOpOCTU KOHBenepa perynupyioTesi, Nocne yCTaHOBKM X 3HAY€HUIN, OHU NOAAEPXUBAIOTCSA C
GrTM3KMMM JOMYyCKaMK, NPU YCITOBMK, YTO MEXaHUYeCcKasi cucTemMa M cucTema KOHTpons paboTatoT Hagnexawmm o6pasom.
Honyckn ckopocTy KOHBeNepa AOMKHbI YYUTHIBATECS NPU MUHUMAanNbHOM BpeMeHW, Heo6xoauMOM Anst OCyLLecTBNEHUs
cTepunuaauum v 4enuporeHn3aumm.

B BO3AyWHBIX CTepunm3atopax Nepvoanyeckoro AenCTBUsl, Kak NpaBuno, Hanbonee Nerko KOHTPONUPYeMbIM
napameTpoM SIBISieTCS BpeMsi. YCTaHaBNUBaKTCH COOTBETCTBYyOWMe aonycku. Ecnu ana pacyerta Bpemenun crepunu-
3aLMM UCMONb3YETCA 3HAUYEHNe Fy, TO CKOPOCTh NOABbEMA U NAaZieHNs TEMMNEPaTypPbl 4OMKHA KOHTPONUPOBATLCS.

asoobpasHas HarpeBalowas cpega Npy Bo3ayLHOW CTepUnm3aumm uMeeT HU3KYLo TennoemkocTb. Ha pacnpeae-
INeHue TeMnepaTypbl BHYTPU CTepunM3aTopa BNusioT cneayolme dakTopbi:

- 3arpyska (3arpyska gormkHa CooTBe TCTBOBaTb TOW, KOTOpasi NPMMEHsINAachk Npy Banuaauun);

- CKOPOCTb U pacnpegerneHrie BO34yLLHOro NoToka (Hanpumep, Hanuune 3acrioHok);

- CKOpPOCTb HarHeTarens (komnpeccopa);

- OeViCTBUE HarpeBaloLwnX S1IeMEHTOB;

- B CTEPUNMN3aLUNOHHbBIX CUCTEMAX HEMPEepPbLIBHOTO AENCTBUA, TEMNepaTypa B NpUrerarnimx 3oHax (Mnv oKpyxarto-
wasi TeMnepaTypa Ha Bxoge (B) M Ha BbIXoAe U3 TOHHENS), a TakKe CKOPOCTb ABWKEHUS KOHBEeNepa No TOHHENIO.

MexaHu4eckne sanemeHTbl, BXOAsIWME B CTEPUIMIAUNOHHYI0 CUCTEMY, KaK NPaBuno, He yCcTaHaBNMBaloOTCA Nnoj
KOHKPETHbIN LK. JomkHbl 6biTb 06ecneveHbl Hagnexawme paboune xapakTepucTKU aHHbIX 3N1EMEHTOB (Harnpumep,
HarHeTaTensl, 3acCroHoK, HarpeBaTenemn).

Ecnn pnsi obecnevenns 3hheKTMBHOrO npouecca crepunuaaumm Heobxoguma cneumanbHasi npeacrepunuaa-
LMOHHasi TOArOTOBKa NpoAykTa, To TpeboBaHMA K Takol NOAroTOBKE AOMKHbI YHUTHIBATLCS NPW Banugaumu. YcTaHaenm-
BaeTCA MWHUMAalbHAas paspelleHHas TemnepaTtypa u3genusi, Npu KOTOPOM OHO MOXeT NoABepraTbCsi Npoueccy
CTepUNM3aLum, Tak Kak AaHHOe 3HaYeHNe BNYMAET Ha ropsiumii BO3gyX, NoAaBaemblv CTEpUNM3aLmMOoHHbIM 060pya0BaHNEM.
PacrnonoxeHne KOHTPONbHOW M3MEPUTENbHOW TOYKM M MeCTa TOYeK MOHWUTOPWHIa NpoLecca: MecTa pacrnorioXeHus
YCTPOWCTB MOHWUTOPVHIa TemrnepaTypbl ONpeaensitoTcs Bo Bpems Banugaumm npouecca. Mecto pacnonoxeHusi 4OMKHO
6bITe Hanbonee TpygHO CTePUNM3yeMbIM (30Ha Hanbonee HU3KOM TemnepaTypbl W/vnu Hanbonee Mme4nNeHHO HarpeBaemast
30Ha) B 3arpy3ke (Mnu B ctepunusatope). MoxeT Takke UCNONb30BaThCSH YAOOHOE MECTO PacnoNOXEHUs, UMEIOLLIEE CBSI3b
¢ nogo6GHol 30HON. [NocneaHee onpeaenseTcs B npouecce Banuaauun. Ecnn npumensaeTtcs ynobHoe mecTo pacrnonoxe-
HUS1, TO BpEMS CTEpUnn3aumnm (4enMporeHn3aumm ) ycraHaBnmeaeTca Takum ob6pasom, 4tobel ob6ecneumnts TemneparTypHoe
BO3JeNCcTBME Ha Hanboree TPyAHO CTEPUNU3YEMYIO 30HY B TEHEHUE HEO6X0ANMOro BPEMEHMN.

Kak npaBuno, uamepstoTcsi TeMnepaTypHble 3Ha4EHNA B CTEPUNN3aTope, a He B 3arpyskax. B cuctemax Henpepbis-
HOro AeNCTBUSA MHOTAa N3MEPUTL TEMNEPATYPY B 3arpy3ke He NPeACTaBNAETCA BO3MOXHbIM. B TekyLmx npon3BoacTBeH-
HbIX LUKNaX PEKOMEHAYETCsl UCMONb30BaTb HE MEHEE [IBYX YCTPONCTB ANA M3MEPEHUA TEMNEepaTypbl; laHHbIE YCTPONCTBA
moryT BbITb pasmell,eHbl BMECTE B BbibpaHHOM 30He. Ecnu ABa ycTpoicTBa pa3mellaloTcs oTAeNnsHO Apyr OT Apyra, To
MeXay HAMMW YCTaHaBNMBaEeTCs pa3pelleHHast NorpeLHocTb.

Mpn HeOHBXOANMOCTY MOHMTOPUHI CKOPOCTU KOHBEMepa NPoMcxoanT Ha NOBEPXHOCTU KOHBerepa unv B Hanbornee
6nM3KON K NOBEPXHOCTU KOHBEWEepa TOuUKe. Takoil MOHUTOPUHI NO3BONAET O6GHApPYXUTb NioOble NPobreMbl B MEXaHU3ME
asuvrarens. Tem He meHee, Npy aHanu3e MexaHu3ma ABuratens MoryT 6biTb BbIABMEHbI gpyrue AONyCTUMbIE YYacTKu
MOHWTOPUHra CKOpOCTH (HarpuMep, BpalleHre Bana), ecnu 6yaeTt AoKa3aHo, 4YTO NO AaHHBLIM Y4acTKam MOXHO ornpeje-
NNTb CKOPOCTL KOHBENepa.

Ecnu BHYTpY cTepunusaTopa KOHTPONMPYeTCsi JaBrNeHne, TO MECTO MOHUTOPUHIa AABIIEHUSI OMKHO HAXOANTLCS B
30He, Hanbonee BepOATHON Ansi yTeUkn Bo3jyxa u3 crepunusatopa. Hanpumep, ecnu B crepunusaTtope HarHeTaeTtcs
AaBneHune C uernbio COXpaHeHWs1 acenTUYecKon cpefbl, a CTePUNU3aTop He repMeTUHEH, TO YCTPOWCTBO KOHTPOIS AaB-
neHusa pacnonaraeTcsi B TOYKaXx, OTKPbITbIX 1151 BHELLHEN cpeapbl.
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Mpv npoBeaeHnn NpoueccoB BO3AYLIHON CTEPUNU3ALIMM 3aneYaTaHHbIX KOHTEMHEPOB C XUAKUMU U ra3006pasHbIMU
cpefamun, MOXeT BO3HUKaTb HeO6X0AUMOCTb MOBbILLEHUS] BHELLHErO OKPYXaloWero AaBneHus BCNeacTBue HarHeTaHust
M30bITOYHOIO AABNEHUsI BHYTPU KOHTEWHEPOB, BbI3BAHHOIO BCNIEHUBAHMEM XUAKOCTEN U AaBNEHWEeM UCNAPEHHbIX ra3oB.

A.6.2 Onncanne o6opynoBanns

A.6.2.1 Tpeboeanus k o6opyaoBaHmio

CywecTteyeT aBe obWenpuHATbIE KaTeropum CTEPUITM3auUOHHBIX CUCTEM C NPUMEHEHWeM Fopsqero Bo3gyxa:
nepuoanYecKoro AeNCTBUS N HeNpPepbIBHOTO AECTBUS (CUCTEMbI HENPePbIBHOTO AENCTBUS YacTO HA3bIBAIOT « TOHHENb-
HbIMWU» NN «KOHBGﬁGprIMM» cTepunn3ayuoHHbIMU CVICTeMaMVI).

CTepnnn3aunoHHbIE CUCTEMbI HENPEPBIBHOTO AENCTBUS YaCTO UCNONb3YIOTCA ANA CTEPUNU3aLUN UNn AeNUPOoreHn-
3auUnmn KOHTEWHEPOB C NOCNEAYIOWUM aceNTUYECKUM HanonHeHneM. B Takux cnyvanx ynakoBka He MCnonb3yeTcs, NpoayKT
CTepUnNU3yeTcs B acENTUYECKON Cpeae U AOCTaBNAETCs B acenTuyYeckyto 3oHy. (CTepunusaunoHHblie CUcTeMbl nepuoau-
YEeCcKOoro AeNCTBUS C UCNONb30BaHWEM FOPSIHEro BO3AyXa MONyT TakkKe NPUMEHATLCH ANSA 3TUX Lenewn. )

A.6.2.2 Naentndukaumsn

HeT pekomeHgaumn n ykasaHmm

A.6.2.3 besonacHocTb

MHCTPYKUMM B NTCbMEHHOW hopMe AOMKHbI ObITb AOCTYMHBI C UENbI0 NpeaynpexXaeHUs NONb30BaTeNs 0 BO3MOXHON
0nacHOCTK, CBA3aHHOW C 3KCnnyaTtauunen obopyaoBaHusl.

O60pyaoBaHne, BKNOYasa CTepunusaTop, AOMKHO COOTBETCTBOBATL TPeHOBaHUAM HALMOHANBHBIX NOCTAHOBNEHWN
no 6e30nNacHOCTU TON CTPaHbl, B KOTOPOMW OHO ByZIeT UCNONb30BaTLCA.

[ns cTepnnu3aunoHHbIX CUCTEM NePUOANYECKOro AeNCTBUS NpeanpUHUMAIOTCS Mepbl NO UCKITIOYEeHNU IO BO3MOXHOC-
TW CNyYanHOW 3KCNNyaTauum CTepunu3aTopa, Nnoka ero ABepy repMeTUHHO He 3aKpbIThl M He 3abnoknpoBaHsl. CTepunusa-
UMOHHasA cucTema gonxkHa 6biTe 060pyaoBaHa Tak, UTobbl He Npoucxoguna pasrepMeTu3aums B Npouecce Harpeea unu
HarHeTaHWA AaBneHusi B Kamepe. Bo3aMOXHOCTb pasrepmeTusaumm, pa3bnokMpoBKM U OTKPLITUS ABepen A0MKHaA NOsiB-
NSATBCA TONBKO NO OKOHYaHWMW CTEPUNM3aLMOHHOTO LIMKIA, 32 UCKNIOYEHNWEM cny4daeB, koraa obHapyxeH c6on npouecca.
CTrepunusaunoHHas cuctema aomkHa 6biTb 060pyaoBaHa cMCTe MO BO3BpaLLEHUS AABNEHUA B KaMepe K aTMOCh epHOMY
M AOMXKHA MO3BOMSATE OTKPLITL 3arpy3oqHbIe ABEpPU B Criydae, ecnv npoucxoauT ownbka unu cbom B aBTOMaTU4ECKOM
LuKIie.

Ecnu 3arpyaka, Beirpy3ska unu o6cnyxusanHme tpebyet BXoXaeHUA BHYTPb CTEPUNU3ALUOHHON CUCTEMBbI (Nepno-
AVNYecKoro AefCTBUS UM HENPEpPbLIBHOrO AEWCTBUSA), TO OHA JOMKHA UMETb BO3MOXHOCTb CaMOBNOKMPOBKW, a Takxke
YCTPOWMCTBO, 3anpeluatollee 3anyck CTepunu3aLuoHHONW CMCTEMbI BO BPeMsi NpoBeaeHuss B Hen paboT Bcem, kpome
nepcoHana, NpoBoAsLLEro AaHHble paboThbl.

Mpoueaypbl BLINPY3KuU AOMKHBI ObITb paspaboTaHbl Takum 06pa3oM, YTobbl NpeaynpeauTb NOBPEXAEHNS YNAKOBKN
UIM ONacHOCTb A NepcoHana, UCXoasWwy OT ropavnx marepuanos. CTepunmuaauuoHHble 3arpy3ku U3BMNeKalTesl U3
cTepunuaaTopa n oxnaxgarTcs nepeg npuMeHeHvem. [laHHas npouegypa oXnaxkaeHus IoMKHA NPOBOAUTLCS B 30HE
6e3 CKBO3HSKOB U C orpaHnYeHHbIM ABMXKEHNEM.

A.6.2.4 PykoBogcTBa U MHCTPYKUMY

HonxHa 6bITb NpegocTaBneHa MHOPMaUUs, NO3BONAIOWAN NPOBecTM 6e3onacHbii U Hagnexawun MOHTaX,
aKcnnyaTaumio u Tekylee o6CnyXnBaHue CTEPUNN3aLMOHHON CUCTEMBI.

VIHCTPYKUMSI NO MOHTAaXY QOITKHA BKMNOYaTh ONMcaHue criedyowmx no3vumin:

- 06Lwme pasamepbl U MaCCy CTEPUITN3ALMOHHON CUCTEMBI;

- TUN ANEKTPONUTaHns, HanpsiMKeHne, HacToTy ToKa U MOWHOCTb;

- NOTOK W AABIEHNE BXOASALWEro BO3AyXa;

-~ UIHTEHCUBHOCTb UCMNYyCKAaeMOoro 3Byka Ans o6ecneveHus 6e30NacHOCTM onepaTopa;

- cUCTeMa OXMNaxaeHwsi, eCnuv NPUMEHsIeTCS.

WHcTpykummn ans 6e3onacHon 1 adpeKTVBHON SKCNnyaTauum CUCTEMb! JOMKHbI BKMNOYaTb ONucaHne criefyowmx
no3numnm:

- chepy NPYMEHEHWS, TUMN 3arpy3k1 U BUZ YNaKOBKY;

- BMECTMTENBHOCTb CTEpMIN3aTopa;

= TUMNbl BO3MOXHbIX CTEPUITN3ALNOHHbIX UNKIOB;

- YCTPONCTBA UHAVKALWW Y KOHTPONST;

- ycTporicTea, obecneunsatowme 6e30NacHoOCTb;

- BbIXJIOMHas CUCTEMA, ECINIU UMEETCS;

- UHCTPYKUMKM 1Mo 6e3onacHocTy;

- PYKOBOZCTBO K JENCTBMI0 B CryYae BO3HUKHOBEHUS cOosi.

PykoBoaCTBa U MHCTPYKLMU NO 0BCNYXMBaHUIO M PEMOHTY AOIKHbBI BKITIOYATL Criedyowue nosnumm:

- OeVCTBUS, BbINOSHSIEMbIE NpY NpoLeaypax 0b6cnyXuBaHns;

- peKoOMeHAyeMbIV MHTepBasn Mexay npoueaypamu obcnyXMBaHus, pacnucaHve unm rpadvk;

- CXEMbl SMTEKTPUHECKMX Lenen;

- CXeMbl/YepTexun rmapaBrnyecko CUCTEMbI;

- CMWCOK 3anacHbIX YacTen.

CxeMa KOHTpOMsi npouecca u/unm gokyMeHTaums no nporpammHomy obecrnevenunio, Heobxogumasn ans aKkcnnya-
Taumm u obCnyXMBaHUs CUCTEMbI KOHTPONs 06opyAoBaHust (UM Apyroe NOCTaBneHHOe nporpammHoe obecneveHune)
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JOMXHbI GbITb NPEAOCTaBNeHbl COBMECTHO € loKa3aTebCTBOM Banugauumn. JaHHas Banvmaaums AomnxHa bl Te NpoBeeHa
He3aBUCUMOW opraHv3auuen unu, ecny 3To AONycKaeTcs, Npou3BoAUTENEM MporpaMMHoOro obecnevyeHusi, COrnacHo
TpeboBaHWAM COOTBETCTBYOWMX YacTen MCO 9000.

A.6.2.5 OHeproncTo4HUKM

A.6.2.5.1 CrepunuaaunoHHasi cuctema paspabaTbiBaeTcs C Lenblo PyHKLMOHNPOBaHMS C BO34YXOM MU ApYrom
razoobpa3Hoi HarpeBatoLwe cpedon, He coaepx)allel Xakon Boas!, NPOMUNbTPOBaHHON 40 5 uM 1 cogepxalliei He
6onee 0,5 Mr macna Ha kybuueckuin meTp ceobogHoro Bosgyxa. Ecnu B ctepunmaartope Tpebyetcs nogaepxaHue acen-
TUYECKUX YCIIOBUI, TO HarpeearLWwas cpeda AomxKHa NPoXoauTs Yepes hunbTp, 3agepyBatowmin MUKpoObI.

Ecnu cTepunmayeTcs sanevataHHasi (ynakoBaHHas) NpoayKumMs, TO HeT HeoBXxoaMMOCTW OUNBbTPOBATL OT MUKPOGOB
BO3yX, NOCTYNaIoWMIA B CTEpMnm3aTop. Tem He MeHee, B YCIOBWSX BbICOKMX TEMMNepaTyp, NPOHNL@aemMas ynakoBka MoxXeT
AonyckaTb NPOHUKaHWE MUKPOOPraHM3MOB, KOTOPOE He MPOoMCXOANT NpU 0BbIYHbIX YCIOBUSIX.

A.6.2.5.2 TpeboBaHWA K MOKyNKe CTEPUN3ALMOHHOW CUCTEMbI AOMKHbI BKIOYaTh XapaKTepUCTUKU JOCTYNHOM
3MNEeKTPUHECKON MOLLHOCTM Ha MeCTe yCTaHOBKU. Tpebyemoe Hanpsi)XeHe UCTbITIBAeTCA U yCTaHaBNMBaeTCs NPon3Boan-
Tenem. CTepunmaaunoHHasn cucTema NpoekTupyeTes u paspabaTeiBaeTcs Takum 0b6pas3oM, 4Tobbl NPy ee 3KcnnyaTaumum
6bina BO3MOXHOCTE OTKIIOUEHUS BCEX eAMHUL, CTEPUNN3ALMOHHOIO 060pya0BaHNsA OT OCHOBHOIO UCTOYHUKA MUTaHUS.

MogeedeHne U NOAKMIOYMEHUE 3reKTPUYEecTBa OOMKHO MPOBOAUTBCA B COOTBETCTBMM C PErmoHarnbHbIMM,
HaUWOHaNbHBIMW UITM MECTHBIMU KOAEKCAMM.

A.6.2.6 KoMnoHeHT!

MaTepwuansl, NpMMEHsieMble B CTEPUIM3aLUOHHON cucTeme, JOKHbI BbITh YyCTOMUMBBEIMM K (HeBnaronpusitHomy)
BMNVISHWIO rOPsIHEro BO3ayxa v He JOIKHbI YXYALaTh KA4YeCTBO HarpeBatoLwWwen cpeabl Unv BuIAENATb TOKCUYHbIE BELLECTBA
B KOMM4eCTBax, NOTeHUManbHO ONacHbIX Ansi 34opoebsi. Cucrema TpybonpoBOAOR M ApyrUe NOBEPXHOCTU, K KOTOPLIM
MOXeT npuKacaTbcsl MepcoHan, U KoTopble HarpeeatoTes Ao Temnepatypel 70 °C 1 Gonee, M30NMPYIOTCS C MOMOLLBIO
TEPMOCTONKOro marepuana. lNpegycmaTprBaoTCs COeAMHEHWS, B KOTOPbIE MOTYT 3aKaAbiBaTbCa TEMMNEpPaTypHbIE Unn
Apyrve OaTYUKM MOHUTOPVHIA ANs UCTbITAHWA TEMNEpaTyPHOro pacnpeaeneHnsi  NPOHVKaHWUS FopsYero BO3AyXa BHYTpb
npogykta. KomnoHeHTsl, Tpebytowme 3ameHbl (Hanpumep, HEPA unu gpyrve cunbTpbl), AOMKHbBI UMeTb yaobHoe
pacnonoXxeHue, a cTepunmM3aLnoHHasn cucTema yctTaHaBnMBaeTCA Tak, YTobbl o6ecneynTs K HUM Nerkuin 4ocTyn.

A.6.2.7 BcnomoraTtensHoe o6opygoBaHue

A.6.2.7.1 TlogHOCHI, NOMKW, TENEXKU U KOHBeWepbl (rAe NPUMEHSIIOTCS), ACMKHbI ObiTb CKOHCTPYMPOBaHbI Tak,
4TOGbI 06ecneYnTb OAMHAKOBLIN KOHTAKT BCEX U3Aenni ¢ HarpesatoLwel cpegon. OHM JOMKHBI NPENSITCTBOBATL NOBPEeX-
AeHVSIM NPOAYKLMU U YNaKOBKU M 0BecneumnBaTh UX CTEPUNbHOCTE. OHM TakKe JOMKHbI HaaeXHO HUKCUPOBaTL NPOAYKUMNIO
v npegynpexgaTb ee ABWKEHVE B pe3dynbTaTe NoToka rasa unv ABMXeHus KoHBeepa.

A.6.2.7.2 Topsiume oTpabGoTaHHble ra3bl AOMKHbI ObiTb NPOBEHTUNUPOBaAHbLI ¢ yuyeTom TpebGoeawun no 6Geso-
nacHocTw.

A.6.2.7.3 Ecnu mcnonb3yoTcs UnbTpbl, TO OHU AOMKHbI ObiTh NpremnemMbiMy Ans nogo6HOro NpUMeHeHust.
x HeobxoammMo perynspHo UcnbITelBaTb M MeHATh. Ecnn ucnoneaytotcest punbtpsl HEPA, To ux He06x0aMmo ncnbiThiBaTh
He pexe, YeM pas B Nosnroga n cepTMnunpoBaTh, a yCTAHOBIIEHHbIE CUCTEMbI OXNAXAEHUS! AOMKHbI KOHTPONMUPOBAaTHLCS
B COOTBETCTBMM C TpeOOBaHMAMM HACTOSILLErO CTaHdapTa.

A.6.2.7.4 Het pekoMeHaaLuWn u ykasaHum

A.6.2.8 Cuctembl KOHTPONS W perncTpaumm

A.6.2.8.1 CTepnnn3aunOHHbIN LMKIT KOHTPONMPYETCS C MOMOLLBIO aBTOMaTUYECKON NPorpaMmbl, B KOTOPOW ycTa-
HOBITEH OAWMH UMW HECKOIIBKO CTEPUITM3ALMOHHBIX LMKNOB. CrncTema perncrTpauuy AaHHbiX JOMKHE NOCTOSHHO U YeTKO
bUKCMpoBaTh 3HAYEHUS YCTAHOBMEHHbIX NMapameTpoB MpoLecca Ha MPOTSDKEHWW LMKNa CTepunusaumm ¢ nepuognyd-
HOCTbIO, AOCTaTO4YHONM AN ONMCaHWs CKOPOCTW M3MEHEHWS TEMMNepaTypbl U JaBNEHUsl, CKOPOCTU KOHBENepa n BpeMeHu
BbIOEPKKM.

A.6.2.8.2 Het pekoMmeHaaLun u ykasaHum

A.6.2.8.3 Het pekoMmeHaaLun u ykasaHum

A.6.2.8.4 Bo3mMOXHOCTU BbIGOpa U BHECEHUS UBMEHEHUI B MPOrpamMmmbl KOHTPOIBHbLIX YCTPOWCTB AOJKHbI ObiTh
orpaHuYeHbl NOCpeaCcTBOM CreumnanbHOro Krouva, Koga, UHCTPYMEHTa uIu Apyrvx npae AocTtyna AnsA nonb3oBaTenen
W aaMUHWUCTPaLUWN.

A.6.2.8.5 JomkHo GbITb JOKa3aHO COOTBETCTBME MPUMEHSIEMbIX MHCTPYMEHTOB MOHWTOPWHIA W KOHTPOMNS WX
npeanonaraemsiM yHKLUAM. MameputensHoe 060pyaoBaHWe ABIAETCS YacTbio CUCTEMbl MEHEIXMEHTA N3MEPEHUN
B cooTBeTcTBMM ¢ MCO 10012.

Cnegywolme pekoMeHyeMble XapakTepUCTUKM U3MEPUTENBHOrO 0B0pyAoBaHUsl SIBNSAOTCA AOCTATOYHLIMMU, HO
MOTyT BapbMpoBaTb, B 3aBUCUMOCTU OT TpeBOBaHWI K U3MEPUTENbHBLIM MpoLueccam 1 pabounx XxapakTepucTUK CTepum-
3aLMOHHOro 060pyA0BaHUS.

YCTPOWCTBO KOHTPOISi TeMNepaTypbl AOIKHO:

- UMETb TOYHOCTb He Huxe +1 % OT BCero TemnepaTypHOro Anana3soHa;

MpwuMeyaHn e — ToUHOCTb AoMKHa GbITh AOCTATOMHOM ANA AOKasaTenbCTBa COOTBETCTBUS TPeGOBaHMAM.

- BbITb ckOppekTUpoBaHo Ao +0,5 °C npu TemnepaType cTepunuaanum;
- UMETb BO3MOXHOCTb KOPPEKTUPOBKW in Sift C MOMOLWBIO KNtoYa, Koga Unn MHCTpyMeHTa, 6e3 Heobxogumoctu
JeMOHTaxa ycTponcTBa.
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YCTPOUCTBO KOHTPOS AaBMeHWs (eCnu Ucnonb3ayeTcs) A4OMMKHO UMETb TOUHOCTb He Huxe +1,6 %, Npu Wwkane gua-
nasoHa ot 0 go 3 6ap (300 kMa); n UMeTb BO3MOXHOCTb KOPPEKTUPOBKY in Sift C NOMOLLbIO KIoYa, Koga U UHCTPYMEHTa,
6e3 HeobXoaAMMOCTY AeMOHTaXa yCTPONCTBA.

YCTPOWCTBO KOHTPOMNS BPEMEHU AOMKHO UMETb TOMHOCTb He HUxXe +1 % ans nepnoaos BpeMenun 6onee 5 MUH 1
TOYHOCTb He HuXe £2,5 % ons nepnogoB BpeMeHn 40 5 MUH BKIIOUYNTENBHO.

Tam, rae 9TO BO3MOXHO, OMNpedensieTcsi KONMYecTBO CUCTeMaTUYeCKMX OWMGOK, U owunbku uncnpaensioTcs
€ NOMOLLbIO MPUMEHEHMA COOTBETCTBY IOLLNX KOPPEKTUPYIOLWMX haKTOPOB.

A.6.2.8.6 HeT pekomeHaaLui 1 ykasaHun

A.6.2.8.7 HeT pekomeHaaLui 1 ykasaHuin

A.6.2.9 Tporpammbl KOHTpONSA

A.6.2.9.1 lMpouaBogutene CTEPUNU3ALNOHHON CUCTEMbl ODLIYHO HECeT OTBETCTBEHHOCTb 3a Ka4ecTBo Moboro
npeaocTaBNeHHOro nporpamMmmHore obecneveHus. M3 coobpaxeHuii KOHMAeHUNanbHOCTY, NPOU3BOANTENb CTEPUNU3a-
LIMOHHOW CMCTeMbI Bripaee He nybrnmkoBaTb CMMCOK MCTOYHUKOB NporpamMmmHoro obecnevenus. B aTom cnyvae nponsesoam-
Tenb AOMKeH NpegocTaBUTh NOMb30BATEN0 AOKYMEHT O NPOBEAEHHOW Banugaunm, C CCbiNKamu Ha TO, Ha Kakux aTanax u
Ha COOTBETCTBME KakMM CTanAapTam bbina npoBegeHa Banvgaums. Cxembl aNeKTpoOMexaHUYeckux Unm apyrmx crnocoboe
KOHTPOIS TaKXKe NoAnexar Banvaauuu.

A.6.2.9.2 lMonb3oBaTtenb cTepunnaaTopa HeceT OTBETCTBEHHOCTL 3a Banuaauuio niobbix 3BMeHeHuN.

A.7 OnpepeneHvne npoaykTta

A.7.1 O6wasn nHcpopmaumna

OnpegeneHve NpoayKTa BKIoYaeT permcrpaumio Heo6xoanmon MHbopMaumm 0 MeauUMHCKOM M3genuu, nognexa-
wem crepunmuaauun. Onpegenenve NpoaykTa BKNIOYAET CamMoO MeAWLUMHCKOe m3genve, CUCTeMy CTepPUNU3aunoHHOToO
Bapbepa, B KOTOPYHO BXOAMT M3gdenue, u gpyroe BcnoMmoraTtenbHoe 06opyaoBaHue, MHCTPYKLMM U MHbIE SNEMEHTbI, COCTaB-
nsilowme cucTemy ctepunmuaaumonHoro 6apbepa. OHO TakKke BKNOYaeT onucaHue npegnonaraeMom OyHKUMOHaNbHOCTM
MEAULMHCKOro N3genusi n NpoLiecCoB NPOM3BOACTBA M CTEPUNN3ALIUN, @ TAKXKE OLIEHKY TOro, ABNASTCA NU NPOAYKT HOBOW
pa3paboTKoV MK 4YacTblo yXe CYLLeCTBYIOWero cemelictea npoaykroe. Cnegyowme nosvummn JOMmKHbl BbiTe NPUHATLI
BO BHVMMaHUE KaK 4acTu ONUCaHusA NpoayKra:

- cbuamyeckoe onncaHne MeamuUHCKOro nagenus (KoMnosuums 1 KoHUrypaums);

- npegnonaraeMoe NCnonb3oBaHNe MeaVLIMHCKOrO N3aenus;

- NpegHasHa4eHo Ny nagenve ans OQHOKPaATHOrO UMM MHOFOKPATHOrO MCNONb30BaHUS;

- KOHCTPYKLUMOHHbIE XapaKTepuCTMKN, KOTOPLIE MOTYT NOBNUATL Ha BEIGOP NpoLecca cTepunmsaumm;

- NPOU3BOACTBEHHbIE YCITOBUS, KOTOPbIE MOTYT NOBINUSATL HA MUKPOBUONOrMYecKoe KavecTBo;

- COBMECTMMOCTb C NPOLLECCOM CTEPUINN3ALIMUN U TEXHUYECKUE YCITOBUS HA NPOAYKT;

- Tpebyembii YOC;

- YNaKoBKa;

- CXeMa CTEepUITU3aLMOHHON 3arpy3ku;

- OOKYMEHTAaLMs BCEX ONMUCAHHbIX BbILLE MO3ULNMNA.

A.7.2 Be3onacHoOCTb 1 paboumne xapakTepuCcTUKN NpoaykKTa

A.7.2.1 Het pekomeHaauuni 1 ykasaHun

A.7.2.2 B npouecce pa3paboTkm MegULUMHCKMX M34enui AOIMKHbI YYUTLIBATLCA: PYHKUMOHANBHOCTL U3AENUs,
KOHCTPYKTMBHbIE OMYCKU, KOMMO3ULIMS U KOHUIypaumus n3genus, a Takke ynakoBovHbIe Matepuarnsl, ansa obecneveHns
3thEKTUBHOIO NPOHUKAHUSI CTEPUNSIHTA BO Bce YacTu uagenus. Mpoaykt gomkeH 6biTe paspaboTtaH Tak, 4tobsl npu
BblEPXKe B NpeAnonaraeMbix CTEPUNU3aLMOHHbIX YCMOBUAX ero PyHKUMOHANLHOCTL U 6e30nacHOCTL He 6binn noctae-
NeHbl NoJ COMHEHNE.

A.7.3 PazbsicHeHMsi N0 ynakoBKe

A.7.3.1 YnakoBo4Hble MaTepuansbl Ans CTepunn3aummn ropaHmmM Bo3ayxoM JOMKHbI:

- Bbl€PKMBaTb BbICOKME TEMINEPATYPHI;

- obecneunBaTtb 6ecnpensiTCTBEHHOE NPOHUKAHWUE FOPAYEro BO3ayxa;

- coxpaHsiTb Gapbep ANs MUKPOOPraHM3MOB MOCME CTePUNU3auuM Ha MPOTSXKEHUMM BCEro Cpoka XpaHeHusi
npoaykra;

- BbITb YCTOWUMBLIMM K pa3pbiBam U NPoKornam;

- BbITb NPUrOAHBLIMY K 3are4aTbiBaHWI0 COOTBETCTBYIOWMUM CNnocobom;

- HE UMETb B COCTaBE TOKCUYHbIX KOMINOHEHTOB U MEANEHHbIX KpacuTenen, BbiAensits MUHUMYM MbUIN.

A.7.3.2 YnakoBouHble Martepuarnbl, He npegHasHaYeHHble ANSA BbLICOKMX TemnepaTtyp BO3QyLIHOW CTepunu-
3auum, MOTYT pacnnaBUTBCS UIK 3aropeTbesi, NOBPEeAUB CTEPUNM3aTop W/UNU NPOAYKLMIO U PUCKYS CTaTb MPUHYUMHON
noxxapa.

YupexaeHusi 30paBoOXpaHEHUs: B ManeHbKMX NakeTax unu KOHTeNHepax pekomeHayeTcs cobniogars Kak MOXHO
6onee HU3KyI0 MNNOTHOCTL, YTOOLI MUMHMMU3UPOBaTL BEPOATHOCTE HEGNAroNPUATHONO BITMAIHWUA HA CKOPOCTL U PacnpocT-
paHeHue BO3yLIHOIro NOTOKa BHYTPU CTepunu3aropa.

A.7.3.3 lepeocTENEHHLIMU DYHKLMSMU YNAKOBKW CTEPUNU3YEMbIX MEAMLMHCKUX U3AENUA ABNSAIOTCS BO3MOX-
HOCTb CTEPUINM3aUUN COAEPKMMOro YNakoBKW, NoAAepXaHue CTEPUITbHOCTU COAEPXUMOro ynakoBku A0 €€ BCKPbITUS
n obecrneyeHne nepeMeLLeHUs COAEPKUMOTO YNakoBku 6e3 pucka KOHTaMUHaLUK.
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A.7.3.4 Het pexomengaumm n ykaszaHmm

A.7.3.5 Het pexomengaumm v ykazaHmm

A.7.4 Mukpobnonornyeckne ka4ecTso

Mpwu pazpaboTke uMKNa BO3AYLIHON CTEPUNN3aLMK, AOMKHbI YHUTBIBATLCA TakMe haKkTopbl, Kak HAXOXAEHUE MUK-
POOPraHN3MOB BHYTPU NPOAYKTA, KOHTAKT NPOAYKTa C KOHTAMUHUPOBAHHBIMU (3apaXXeHHbIMKU) XXUAKOCTAMU B Npouecce
NPOU3BOACTBA M NPUMEHEHUE MaTEPUaroB, KOTOpPbLIE MOryT CNOCOGCTBOBaTL POCTY MUKPOOPraHu3moB. BocctaHoBneHne
06paboTaHHbLIX FOPAHNM BO3AYXOM CIOP MOXET TAKKE BAPbUPOBATL C TEHEHNEM BPEMEHN Mexay 06paboTKON U KynbTUBa-
umen n B 3aBUCMMOCTM OT YCNOBUIM KynNbTUBaUmMK. CriegoBaTtenbHo, NogobHbIe yCNoBKUA 4OMKHbBI YeTKO KOHTPONUPOBaTbCS
1 QOKYMEHTUPOBATLCA.

YupexaeHus 3apaBooXpaHeHuns: BCrieAcTBME NOBLILWEHHONO BHUMaHNA K MUKPOBMONOrM4eckomy KauecTBy BO3HN-
KaeT NoTpebHOCTL B HeTKUX npoueaypax cbopa n o6paboTkm NCnonb3oBaHHbIX MHOTOPa30BbIX MEAUUMHCKUX U3aenun,
a TakKxke B npoueaypax Banmgaauum u KOHTPOrsi NPOLECCOB O4YMCTKU MHOTOPa3oBbIX MEAULMHCKNX M3AENUii B COOTBETCTBUM
C UHCTPYKUMAMMN NPOU3BOANTENA MEOVLMHCKMX nagenuin. bonee nogpobrHan undopmauns npeacraeneHa B UCO 17664
1 UCO 15883-1. Npu paboTe ¢ UHCTPYMEHTaMK, BuinylweHHbIMK paHee nybnukaumnn UCO 17664, gonmkHel cobniopaTtecs
pervoHanbHble UM HAUWOHANBbHLIE MHCTPYKLUWN MO OYUCTKE, AEKOHTaMUHAUMK W CTepUNn3auumn Takux MeguumHCKUX
nagenun. Takke, ¢ 0CO60M OCTOPOXKHOCTBIO cneayeT NPUMEHATE CMaskn Npu paboTe ¢ MeaUUMHCKUMN N3aennuamm, T.K.
OHW MOTYT YCUINUBATL KOHTAMUHALMIO M3AENUI MUKPOBaMM U OCNOXHATL NPOHUKAHUE CTEPUNSHTA.

A.7.4.1 Het pekomeHaaunmn 1 ykasaHum

A.7.4.2 Het pekomeHaaunmn v ykasaHun

A.7.5 Cemencrtso npoayxToB

MpoaykTbl MOryT 6bITh CTPYNNMPOBaHLI B CEMENCTRA C LeNbio BbIGopa CTepunn3auMoHHOro UMkna, BanmaaunoHHbIX
MEPONPUATUIA U ANst TEKYLWEro KOHTPOIsi BO3AYWHOW cTepunu3auun. CeMencTBa NpoaykToB onpeaensiioTcs ucxoas u3
BuoHarpysku Ha NpoayKT, CHIOXHOCTU NPOAYKTa U YNakoBKWU, KOHUrypaumm n NNOTHOCTU CTEPUNN3ALMOHHON 3arpy3ku.
Llenb gaHHoro nogxoaa — knaccmduumMpoBaTh OTAENbHbIE NPOAYKTHI U YNAKOBKM MO MX O6WMM CBOWCTBaM, a 3aTeMm
BbISIBUTb, KaKue YCIOBUSI BHYTPU KOHKPETHOM Knaccudukaumm npeacTaensioT Haubonbuyio Harpysky. CemencTBo npo-
OYKTOB MOXeT ObITb NpeAcTaBneHo OCHOBHBIM NPOAYKTOM, CXOXUM NPOAYKTOM UMK Mogenblo npoaykta. Mccnegoeanus
WU pasbsiCHEHUs, COrMacHO KOTOPLIM NMPOAYKT NonagaeT nog KOHKPETHYIO Kraccudmkaumio, 4omkHbl GbiTb JOKYMEH-
TUPOBAHbI.

OCHOBHOW NPOAYKT MOXeT NpeAcTaBnATL CEMEWCTBO NPOAYKTOB, €CMNW COrMacHo aHanm3y oAuH NPoAYyKT U3 BCEro
cemelicTBa NpeACcTaBnsieT Harpy3sky Ansi CTePUNU3aLUnoHHOro npouecca 6onbLyio, YeM BCe OCTanbHble NPOAYKTbI, OTHO-
csluMecs: K AaHHOMY CeMeWcTBY. B HeKoTopbIX CUTyauusix B CeMeNCTBE NPOAYKTOB MOXET BbiTb HECKONBKO OCHOBHbIX
npoaykToB. Mpu Takux ob6cTosiTeNnsCTBaX Mo6on n3 HUX MoXeT ObITh BEIOPaH Kak OCHOBHOW, NPeACTaBNAOWUIA 4aHHOe
CEMENCTBO.

Jlnyo, oTBETCTBEHHOE 3a MPOBEAEHNE CTEpUNU3aLum, AOMMKHO NPUHUMATL y4acTue B Nepuognyeckux aHanuaax
CEMENCTB NPOAYKTOB C LieNblo OLEHKN BIMSAHUS NMoBbiX U3BMEHEHUN NPOAYKTa Unu npouecca. Pesynbtar Takux nccnego-
BaHWI N aHANM30B JOKYMEHTHPYETCS.

dopmarnbHbIf aHanu3 JOMKeH NpoBoOaUTLCS C onpegeneHHON NeEpMogNYHOCTBIO, YTO6LI ybeguThbca B BAaNaHOCTH
BCEX NPOAYKTOBLIX CEMENCTB U NPOAYKTOB, NPEeACTaBNSIOWMNX KAXKA0E Takoe CEMENCTBO.

YupexaeHusi 3OpaBOOXPaHEHUsl: B YUpEXAEHUsIX 34PaBOOXPAHEHUA OObIMHO B OA4HY YNAKoOBKY MOMewaloT
HECKOIbKO NpoayKToB. [nsn kaxaon Takoi kombruHaumm onpegenseTca CeMencTBO NpoaykToB. B 6onbwuHcTBe Cnyvaes
YCTaHOBITEHHOE CEMEMNCTBO MPOAYKTOB COBMECTUMO C CEMENCTBOM MPOAYKTOB, K KOTOPOMY NpuHagnexvt Hawbonee
TPYOHO CTEPUNU3yeMoe MeANLMHCKOE N3eNne B YNakoBKe.

A.7.6 Bvonornuyeckana 6e30nacHoOCTb

HeT pekomeHaaLmin n ykasaHui

A.8 OnpepeneHne npouecca

A.8.1 YcraHoBka npouecca crepunu3auum: onpegeneHune npouecca NpegnpuHMMaeTca C Uenblo BbiABNEHUA
napamMmeTpoB NnpoLecca CTEPUNU3aLmnm ropsiium BOo3yxXoM, KOTopblie o6ecnevat OCTUXEHNE YCTAaHOBNEHHbIX TpeGoBaHui
K CTEPUIILHOCTU ONpeAeneHHOro u3aenus, He okasbiBasi He6NaronpuATHOro BNUSAHUS Ha ero paboune xapakTepucTuKK.
CnepoBarernbHO, onpegaeneHue npouecca Tpebyet BOBNEYEHUA MMHUMYM ABYX NUL: NEPBOro, OLEHNUBAIOLETO BUAHNE
npeanonaraembix 3Ha4eHUM NEPEMEHHbIX NpoLecca (ecnu OHO MMEETCS) HAa NPOAYKT U YNaKOBKY U BTOPOro, ONpeaensio-
Lero napameTpbl NMpouecca, ¢ NOMOLLbLIO KOTOPbIX YCTAHOBMEHHble TpeboBaHua K CTEpunbHOCTU npogykTta GyayT
BbIIMNOJTHEHbI.

A.8.2 MapameTpbl npouecca: BoIGop AnMUTENBHOCTU U TEMNEPaTypbl CTEPUNU3ALNOHHONO LMKNA 3aBUCUT OT KOH-
durypauum npogykra n cnoco6HOCTU NPoAyKTa M yNakoBKW BbIASPXKMBATL BbICOKME TEMMEPATYpbl NOA BO3AENCTBUEM
ropsiyero Boagyxa. [poueccel CTepunuaaumum ropsiumm Bo3ayxXom AomkHbl 6biTb pa3paboTaHbl ¢ Hanbonee y3kum Temne-
paTypHbIM AuMana3oHOM BHYTPU cTepunuaatopa. Mccnepgoeanus no paspaboTke npouecca MoryT NPOBOAUTLCS B UCTIbI-
TaTenbHOM CTEPUITM3AaTOope, €CNY NPON3BOACTBEHHbIN CTEpUNn3aTop obecneumBaeT U AEHTUYHbIE NapaMeTPbl Npouecca.

A.8.3 YpoBeHb 06ecneqYeHns CTepUIbHOCTU: HET PEKOMEHZALMI N YKA3aHUN.

A.8.4 BuoHarpyska: cM. npunoxexuve E gns nonyveHns gononHMTeNbHOW MHdopmaummn o 6uoHarpyske.

A.8.5 buonornyeckun nHankaTop: cM. npunoxenus C, DuE.

A.8.6 XvMMYECKMIN MHAWKATOP: HET PEKOMEHAALMIA N YKa3aHUN.
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A.8.7 Yctporicteo koHTpons npouecca (YKIM): YKIM ob6bivHO cogepxaT W3BecTHyl monynsiunio cnop Bacilus
atrophaeus vnv gpyrov WTamMmM MWKPOOPraHM3MOB € JOKa3aHHOW PE3UCTEHTHOCTBIO K rOpsiueMy BO3ayXy, PaBHON UMK
BonbLer, YeM peancTeHTHOCTb var. B. atrophasus. CylecTByeT Heckonbko TMNOB YK, KoTopbie A0MKHbI BKNOYaTh, HO
He orpaHMYMBaTbCA CreayloWwuMm COCTaBNSIOWUMM;

- MHokynupoBaHHbIN NpoayKT: hakTU4eckMin NPoayKT MoxeT ObiTb NPSIMO UM KOCBEHHO MHOKYNUPOBaH cnopammu
M3BECTHOW NONYNsiuMK 1 pe3ncTeHTHOCTU. psiMasi MHOKYNsILUS OCYLLECTBNSAETCS NyTeM HAHECEHUS Ha U3denue XuaKkom
cycneHaun. KocBeHHas MHOKYNSALUS OCYLLEeCTBIAETCA NyTEM NMOMELLEHUS MHOKYNIMPOBaHHOrO HOCUTENS Ha NMOBEPXHOCTb
WK BHYTPb U34eNWs UMW BHYTPb YNaKOBKM.

Pesynbtatom MpsiMOM MHOKYNALMM NpogykTa MOXeT ObiTb NepeMeHHasi Pe3uCTEHTHOCTb WMHOKYITMPOBAHHOIO
maTepuana BCreacTBre 3aKynopKu Crop Ha NOBEPXHOCTU UMW BHYTPU NPOAYKTA, NPOLECCOB Ha MOBEPXHOCTY U/UMKN A pYrux
thaKTOpOB OKpyXatoLwel cpedbl. CnegoBartenbHo, He0BX0aUMO BanuampoBaTe AaHHYI0 METOAMKY, UTOBObI rapaHTUPOBaTh,
YTO PE3NCTEHTHOCTE MHOKYNIMPOBaHHOW MOAENU NPOoAYyKTa B 4OCTATOYHON CTEMEHW COMOCTaBMMa C PE3UCTEHTHOCTLIO
HacTosALWero npodykra. BocctaHoBneHne NpuBMBOYHONO MaTepuana Takke AoMKHO ObiTb BanuagupoBaHo. Cwm. Gillis n
Schmidt, Westn UCO 11737-1 anga nonyyeHunsi ONOMHUTENbHOM MHOPMaLWUN.

- MHokynupoBaHHas Mmogens npoaykTa: Mogernb NPOAYyKTa COCTOUT U3 YacTel 3aenus unm KomouHaLmMm KOMMNOHEeH-
TOB, NpeAcTaBnAoWMX HanboNbLLIYO Harpy3Ky Ha NPOLEcc, MpU 3TOM COOTBETCTBEHHO NMPeACTaBNsOWMUX BCE U3aenusi
AaHHOro cemelicTea NpodykToB. Mogdenb nagenusi MoXeT ObITb MHOKYNUMPOBaHa NPsIMbIM UM KOCBEHHLIM MYTEM.

- MHoKynvupoBaHHbIN HOCUTeNb: HOCUTENb, HaNpUMep, ByMaxkHas NoNocka, AUCK UKW Apyrasi NognoXKa, MOXET ObiTb
MHOKYIMPOBaH CMopamMu U3BECTHON NOMyNsLMU U Pe3UCTEHTHOCTW. [ns Toro, 4tobbl NPUMEHSITE MHOKYNIMPOBAaHHbIM
HOCMTENb Npu pa3paboTke UMKNA, Pe3NCTEHTHOCTb WHOKYNMPOBaHHOIO HOCUTENA AOMKHA KOppenupoBaTb C Pe3wuc-
TEHTHOCTBI MHOKYNIMPOBaHHOIO NPoAyKTa, MOAENMU NPOAYKTa UMK HaTypanbHOro NpoAyKTa.

- HatypanbeHbIi npoayKT: NpoayKT ¢ BUoHarpy3kom eCTeCTBEHHORO NPOUCXOXAEHNSA MOXET NPUMEHSITBCA B KAYECTBE
CMCTEMBI MMKPOBMONOrM4eckoro ncnbiTaHns MeToga abconioTHON BuoHarpyskm npu paspaboTke umkna. Mpu ncnoneb3o-
BaHWW HaTypanbHOro MnpoaykTa NPUMEHSsIeETCA MporpamMma KOHTponst 6uoHarpysku, oTeevaowan TpebosaHuam
NCO 11737-1 n onpeaensiowas KONMYeCcTBO, PacnpoCcTpaHeHne U pe3NCTEHTHOCTL BuoHarpysku nepeg crepunusauuen.

Mopgenb npoaykta MOXeT NMpeAcTaBNsATb CEMENCTBO NPOAYKTOB, €CNu OHa npeacTaBnseT cobol Harpysky Ha
npouecc cTepunusaunm, paeHyo nnu Gonbllyio, Yem NPeacTaBnAT NPOAYKTL AaHHOTo cemencTea. Mogens npoaykta
He npepHasHaYeHa ANs KIMHUYECKOro UCMONb30BaHUS; OHA U3roTOBNEHA TONBKO A4NA pa3paboTk CTEPUNU3AaLMOHHOIO
LMKIa, Banvaauuy 1 TEKYLWEN NPOV3BOACTBEHHON cTepunu3aumn. Mogensio npoayKkTa MOXeT ABNATLCA:

a) NpoadyKT, CXOXWW C OeNCTBUTENbHLIM MO MaTepuanam W3roTOBMNEHWUs, pa3mepy, CMOXHOCTU U YNakoBKe,
NPOXOAsiLLMIA Yepe3 CXoxne NPOoM3BOACTBEHHbIE NPOLECCH (HanpuMmep, YacTb Marepuana Ans UMNNaHTaToB, KoTopas
NPOXOAMNT NOMNMHbIA NPOVM3BOACTBEHHbBIN NpoLEece);

b) ynakoBaHHasi KOMOWHaUWMA KOMMOHEHTOB NPOAYKTOB OAHOFO CEMEWCTBA, KOTOPbIE PeAKko NPUMEHAITCA
COBMECTHO (Hanpumep, cucteMa TpyboK, BKNIOHAWAA pasnuuHbie punbTpbl, 3aXUMbl U 3a0BWKKA, ABNAIOWUNECH
KOMIMOHEHTaMV APYrMX 3genuii B CeMmeicTBe NPOAYKTOR);

C) uzgenuve, UMeroLLee CXOXNe XxapakTepucTUkn TENNONPOBOAHOCTH.

A.8.8 KcnbiTaHns Ha CTEPUNBHOCTL: HET PEKOMEHAAUNIN 1 YKa3aHUN.

A.8.9 AHarnua pyCKOB: HET pEKOMeHOAUUN U YKa3aHUN.

A.8.10 [enuporeHnsauns: TeNnoBoe paspyleHne ropaymm Bo3ayxom (KOHBEKUMSA, TENMONPOBOAHOCTL UMK NeYn,
vcryckatolme Tenno) siensieTcs Hanbonee yacTo BCTpevarowmmes n 3 deKTUBHBIM CNOCOGOM paspyweHns NMPOreHHoro
maTepuana 6akrepuanbHOro NPOVCXoXaeHUs (SHAOTOKCUH). [lenuporeHn3aums ropsaymm Bo3ayxom sensaetca addek-
TMBHbIM METOAOM OISl TEPMOCTOMKMX MareprarnoB, TaKMX KakK CTeKno, merannuyeckoe o60pyaoBaHNe N MHCTPYMEHTHI,
a Takke Ans TennoCTONKMX XMMWKATOB, BOCKOB U Macer.

CTaHgapTHbIM YCIOBMEM AENUPOreHn3auUmm, ONMCaHHbIM B HayYHbIX TEKCTax U cOOpHMKaXx, ABNAETCSA BbiAepXka
npu Temnepatype He Huxe 250 °C, Ha npoTsikeHmn Gonee 30 muHyT (Sweet n Huxsoll). OddektmBHoe paspylieHue
GakTepuanbHOro 3HAOTOKCUMHA TakKe mpomcxoauT npu TemnepaTtype b6onee 180 °C Ha npoTsikeHun 3 yacoB u 6onee.
Bonee HM3kue TeMnepaTypbl Fopsiyero Bo3gyxa (Hanpumep, 175 °C nnu MeHee) sIBNSIOTCA HEZOCTATOYHBIMK ANS pa3py-
weHnsa MuHumym 2 log nuporerHbix egmnny (Akers, et al.,; Ludwig u Avis). Hanpumep, npu 170 °C ansi cokpawenmsi ot 3 log
Ao 5log eanHuu aHgoTokemHa Tpebyetcs Bpemsi 06paboTkm 6onee 1000 MUHYT.

Banupauus gonxHa 3apepuiatbCs 4OKa3aTeNbCTBOM COKpaLLLEeHMs SHAOTOKCUHA Ha 3 log.

Ha ogHO nnu HecKonbKo TPYAHO CTepununayemslX uagenui Hanocutes 1000 nnu Gonee mexayHapoaHbIX eauHuL,
USP (IU) 6ronorn4eckm akTMBHOIO SHAOTOKCUHA.

Hanuune 3HOOTOKCMHE U3MePSIeTCA B KOHTPONMPYEMOM M3AENUN, He NOABEPKEHHOM TEMNOBOMY Pa3pyLUEHUIO 1
B 06paboTaHHbIX TPYAHO CTEPUMN3YEMbIX N3OENUSX.

WcnbiTaHne Ha 3HAOTOKCMH A0MKHO 6biTb TecToM Limulus Amebocyte Lysate (LAL).

Ecnu BannaupyeTtcsi 6onee HU3kMin ypoBeHb cokpalleHusi U, To BbiNonHsAeTCsA nporpaMmma TeKyLero MOHMTOpUHra
YPOBHEN 9HAOTOKCMHA Ha n3genusix nepes 06paboTkol, 4Tobbl ydeanTbCs B TOM, HTO OHW HE NPEeBbILLaoT BanManposaH-
HbIVi YPOBEHb.

Mpu NpoBedeHUM UMKNa BanugaumMm npouecca AenuporeHnsaumm gomkHa y4mTeiBaTbCA NPUPoOAA SHAOTOKCHHA.
CyLLeCTBYIOT pasnu4Hble YPOBHW paspylueHns 3HAOTOKeMHA. [JlokazaHo, YTO SHAOTOKCUHbI, MPUTOTOBINEHHbIE B KOMMEp-
yeckmx uensx 6e3 huUnbTPoB (Hanpumep, NakTo3a, IMUKOMb MONMATUMEHA), UMEIOT HaMbOonbLLYI0 Pe3UCTEHTHOCTb K
BbIAEPXKE B ropsdemM BO3gyxe W, Takum o6pasoM, cumTaloTcsl Hambonee TPygHO cTepunuayembiMu (Ludwig n Avis).
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PaspyweHune 3HQOTOKCMHA He NPOUCXOAUT MO 06LIKHOBEHHOMY NOrapudMUYecKOMy CHUXXEHWUIO, KOTOpoe HabnaaeTcn
npv UccnegoBaHNAX Ha OQHOPOAHLIX CYCMNeH3usiX cnop. bbino Aoka3aHo, YTO KMHETUKA MHAKTUBALUMWN 3HAOTOKCUHA (OT)
E.coli, S.typhosa, Serratia marcescens n Pseudomonas aeruginosa sBNsSieTCA HENMHEWHbLIM BTOPUHHBIM NPOLIECCOM
(Tsujin Harrison). Mpu uccnepoBaHWAX MHaKTUBAUMWM WU yAaneHWs SHAOTOKCMHA KpalHe BaXHO obecneumntb
[OCTOBEPHOE BOCCTAHOBINEHNE SHAOTOKCUHA OT TPYAHO CTepunuayembix nagenun (Avis, et al; Ludwig n Avis).

C uenbio obecneveHusi AenuporeHn3aumm Heo6xoaMMo Kaxaoe nsgenue B NeYn v ToHHene BblaepXuBaTth Npu
TemMnepartype, He HVXe YCTaHOBIEHHOW, B TEYEHWE BPEMEHU, HE MEHEE YCTaHOBNEHHOTO.

A9 Banupauwmna

A91 O6was nucdopmaunna

BanuaaumonHasn nporpamMmma nNnpoBOAMTCA C LeNnbio aHann3a HageXHOCTU NPOLECCOB CTEPUNU3aumMn n aenupore-
Hu3auum. (JanbHenwme ynoMuHaHua TepMmuHa «ctepunusaums» BygyT Takke nogpasymeBaTtb nog cobom npouecc
AenuporeHnsaumu, rae oH npumeHuM.) CnegoBarenbHo, NPOTOKON Banuaaunmn 4onxeH nogpo6Ho onuceiBaTh 4TO, Korga u
KaK JOIKHO m3amepsitbesi. OTAaenbHas yacTe NPOTOKONAa MOCBALWAETCA MHTepnpeTauun pesynbtatoB. B peanbHoctu
06 beKTMBHas BanMaaumsi BO3MOXHA TONbKO B TOM cryYae, ecnv TpeboBaHus, No KOTOpbIM onpeaenaeTcs u oueHNBaeTcs
npouecc CTepunu3aumm, ycTaHOBIEHbI Nepea npoueccom Banuaaumn. CooTeeTcTBue TpebOBaHUSAM CUCTEMBI KAYECTBa,
B YacTHocTu ICO 13485, obecneumBaeT 4eTKyIo U OGBEKTUBHYIO Banuaaumio.

Heobxog4umo npucTanbHO creauThb 3a TeM, YToObl hrandeckne napameTpbl Ha NPOTSHKEHUU BCEFO UMKNA CTEPUnu-
3aumm (He TONbKO BO BpeMmsi hasbl BeiAepXkK), Obiny aHanorMyHel napameTpam, yCTaHOBNEHHBIM BO BPEMS pa3paboTku
umkna. MoarotoButenebHasi dasa (HarpeBa) MoxeT obecneunTb 3HAYUTENBHYID MMKPOBMONOrMYECKyld NeTanbHOCTbL
3arpysku.

AHanu3 gaHHblX, MONYyYeHHbIX B Mpouecce Banuaauuun, NOKasbiBaeT, YTO KOHKPETHbIW UMKN cTepunusauum B
onpegeneHHoO CTepUnNu3auMoHHONW cucteme obecneumBaeT unu He obecneunmBaeT CTEPUNIBHOCTL YCTaHOBMEHHON
3arpysku.

HocnoBHO NpeanoxeHne 3By4MT MMEHHO Tak, HO, MOXeT 6biTb, €ro Nnepegenarts Ha CNeayoWWn BapuaHT: AHanus
AaHHbIX, NOMNyYeHHbIX B NPOLecce Banupaumm, nokasbiBaeTt, obecneqneaeT nnu He obecneqnBaeT KOHKPETHBIM LK
CTePUNMU3aLumN CTEPUNBHOCTD YCTAHOBNEHHON 3arpy3ku B ONpeaeneHHon CTepUnmu3aunoHHON.

Takum obpasom, Banvaaums cBsi3aHa He TONbKO CO CTEPUNU3ALMOHHON CUCTEMOMN, HO U C 3arpy3Koi 1 ee KoHbN-
rypaumen.

B 3aBMCMMOCTM OT CTENEHV OJHOPOAHOCTY 3arpy3Kn U ee CXeMmbl, onNpeaensioT Heobxoaumoe KONUYECTBO TEMNEpa-
TYPHBIX AATYUKOB. [1pn CMELIaHHbIX 3arpy3kax BO3MOXHO YBENUYEHNE KONUYECTBA UCTIONB3YEeMbIX AATHUKOB. MUHMMYM
OAVH JaT4YUK pasmMeLLaloT psgomM ¢ 4aTYMKOM MOHUTOPUHIA M KOHTpons. MoryT GbiTb UCMONb30BaHbl AOMOITHUTENbHbIE
OaTyukm.

HocToBepHasi MHTepNpeTaLus pe3ynbTaToB BO3MOXHA TOIBLKO B TOM Cly4vae, ecriv nepez NnpoBeieHNeM Banugaumum
ObiNM yCTaHOBIEHbI COOTBETCTBYOWME kpuTepun. Agantauusi Tpe6oBaHUI K pedynbTaTam Banuaauvm npoTuBopeunT
nobor cncteme kadecTsa U npaevnam. Ecnv npouecc crepunusauum BoIXOAWT 3a YCTAHOBIEHHbIE Npeaernsl, ToO Heobxo-
OVIM OMbIT 1 3HaHWe Aena Arnsi UHTeprpeTaumm pe3ynbTaToB W BbisIBIIEHUsI NPO6GreMbl, BbI3bIBaOLWEN HECOOTBETCTBUS.

Banuagauusi moxeT GbITh 3annaHupoBaHa kak udmepuTernbHasi npoueaypa (Mnv npo6HbIN 3anyck) Mexxay NpoGHbIMK
NPOV3BOACTBEHHbLIMM 3arnyckaMy YXe BanugupoBaHHbIX 3arpy3ok. TeM He MeHee, MpepbiBaHWe BanuaauMOHHbIX
npoueayp us-3a rpacuka He OTMeHsIeT HeO6XOAMMOCTU JoKa3aTenbCTBa BOCNPOM3BOAUMOCTHU NMpoLiecca NocpeCTBOM
NpoBeAeHUs HECKOITBKMX NPOLECCOB Banuaauum noapsa. Takmm o6pa3om, B criyvae HeyqoBNeTBOPUTEITBHOM Npoueayphl
BanuaaLuu BbIMOMHSIIOT HOBYIO NOCNeA0BaTENbHOCTb BanuaauMOoHHbIX Npoueayp nocre uccriefoBaHusl u UCNpaBieHnst
npuynH c6oeB npouecca. OgHako HET HeoBXOAUMOCTN MHULIMMPOBATL HOBYHO MOCTEA0BATENBHOCTL BanuAaLMoOHHbIX MPo-
Leayp, ecrnv BanugauuoHHasi npoueaypa 6bina npepeaHa u3-3a HernpeapuaeHHOro c6osl Unv 0TKasa CUCTEMbI NN Mexa-
HU3Ma, HE MMEIOLLLEro NPsSIMOro BIMSIHUS HA Ty CUCTEMy, Banugauusi KOTOPOW MPOXOoAnria B MOMEHT HEeMCNnpPaBHOCTH.
K kocBeHHbIM c6osiM OTHOCSITCS, Hanpumep, nepebou anekTpuyecTBa, HeJOCTATOK OGCNYXMBAHNA U OTKA3 BHELWHErO
KOHTPONbHOTro 060pyaoBaHusi. KocBeHHbIN c60i OKYMEHTarnbHO OUKCUPYIOT Kak NpepBaHHbIN NPOLECC, HO HE KaK HEY0B-
neTBoOpUTErNbHAas NPOBeEpKa Banuaauum, ecnv akTop, no npuynHe KOToporo npousoLuen c6on npouecca, B AeNCTBUTEb-
HOCTU HE UMEeEeT NPSIMOro OTHOLLEHUS K KOHTPOJITIO MU 3KCITyaTalMOHHbLIM XapakTepMcTUKamM Banuaupyemoro npouecca
unu obopyaoBaHusi. Kak npaBuino, BbINoNHEHWe NpepBaHHOro Npouecca NepeHocs T Ha ApYroe Bpems.

1Q, OQ n PQ siBnsitoTcs YacTbio Npouecca KOHTPOons pa3paboTku 1 JOMKHbI NPOBOAUTLCA COrMAacHO COOTBETCTBY-
IOLLMM NPOTOKONaMm.

IocToBepHOCTb pe3ynbTaToB Banvaauuu 3aBUCUT OT CTENEHW TOYHOCTU U BOCMPOUIMOOUMOCTU U3MEPAEMOro
npouecca. KannbpoBka coBMeCTHO ¢ Banvaauumen o6ecneumBaioT NpaBUIIbHOCTb, TOYHOCTb U YYBCTBUTENBHOCTL M3Me-
putenbHoro o6opy0BaHusl, NPYMEHSEMOro Npy Banuaaumm, a tTakke obopyaosaHus, koTopoe obecnevwmnBaet, CHUTLI-
BaeT, (OUKCMPYET WIM WHbIMKM criocob6amMu KOHTPONWPYET YCTaHOBIIEHHble nNapamMeTpbl npouecca. TexHudeckue
TpeboBaHus k kKanubpoBKe ANs Banuaaumm BKITIOHAIOT AWarHoCTMYeckue 3Ha4yeHnst u npegens! 4onyckoe ans 6onblwen
TouHocTu. Mporpamma Banuaauum formkHa obecnevmBaTtb ycnoBusi st paboTel ¢ NnapameTpamm, He NOAAAIWNMUCS
KanubpoBke.

KannbpoeouHble cTaHgapThl AOMKHbI ObiTb aHAMNOrMYHbLI HALMOHATBHBLIM UMW MEXAYHAPOAHBLIM CTaHAAPTaM.

A.9.1.1 Het pekoMmeHaaumm n ykasaHum.

A.9.1.2 Hert pekoMmeHaaumi n ykasaHum.

27



rOCT P UCO 20857—2016

A.9.2 Atrectauna moHTaxa (IQ)

Mnan 1Q BKNOYaeT MeponpusaTUsi, BbINOJIHEHUE KOTOpbIX o6GecrneunmBaeT COOTBETCTBUE CTEPUITM3ALMOHHON
CUCTEMBI M COMYTCTBYIOWMX CEPBUCHBIX 3HEPrOMCTOYHUKOB TEXHMYECKMM TpeboBaHusiM, a Takke 6Ge3onacHocTb M
NPUrogHOCTL K UCNONB30BaHUIO CTepUnnu3aTopa.

Mo 3aeepweHnn 1Q NogroTaBNMBaloT PUCYHKUM CMOHTUPOBaHHOTO 060pyAoBaHUs, Tak kak hakTuieckuin pesynbTar
YCTAHOBKU MOXET OTNIMYATLCH OT CXEMbI, M306paXkeHHON B cneumdukaumum.

A.9.2.1 Het pekoMmeHgaumi n ykazaHun.

A.9.2.2 Het pekoMmeHgaumi n ykazaHun.

A.9.3 Atrectauuna dyHkunonmposanuna (OQ)

A.9.3.1 Mnan OQ ekniovaeT uccnenoBaHue, pe3ynbTaT KOTOPOro NoKasblBaeT CrocoBHOCTb CTEPUNN3aLMOHHOM
CUCTEMBI BEINONHATE TPEBYEMbIN NPoLEeCC B OTCYTCTBME NPoAYyKTa. Tenekkn, NOAHOCH! UM NOMKU, NpeaHa3HaYvYeHHble Ans
UKCaLMKN HA HUX M3AENUIA, AOMKXHBI HAXOANTLCS BHYTPU cTepunuaaTtopa. OQ nokasbiBaeT, YTo BCE CTEPUNMU3ALMOHHOE
o6opyaoBaHne 1 cConyTCTBYOWME U3AENNUs NOCTaBMNEHbl U YCTAHOBIEHbI B COOTBETCTBUM C TEXHUYECKMMU TpeboBaHMSIMM
(ycnoBusimm).

A.9.3.2 TemnepaTypHble gaTHMky pacnpeaensitot no Bcemy o6bemy 3arpysku. Mecta nx pacnonoxeHusi JOMKHbI
ObITb CrieayoWmmMn.

- Npegnonaraemole HanGonee ropsiine 3oHbI (HaNpMMep, B MECTax NoAauv ropsiuero Bo3ayxa);

- Npegnonaraemole HanGonee xonoAHble 30HbI (Hanpumep, B6nM3aun apepeit unu B Hanboree yaaneHHbIX MecT oT
30H NoJauu ropsiHero Bo3ayxa);

- MecTa B6Nn3n 3athMKCMPOBaHHbIX B CTEpUNM3aTope TEMNepPaTyPHbIX 4aTYMKOB;

- BBEPXY, B TEOMETPUHECKOM LIEHTPe 1 BHM3Y 3arpy3ku, pacnpeerneHHble 0AHOPOAHO.

B maneHbkne cTepunuaatopbl NepUogMYecKoro AENCTBUS NOMELLAIOT MUHUMYM TPU TEMMEPATYPHbLIX AAaTUUKA UITN
OOMH TeMnepaTypHblit aaTimk Ha 0,028 m3 (1 dyT3) npn o6beme cTepunusatopa He 6onee 0,28 M3 (10 pyTos?). MuHMMYyM
AecATb TemnepaTypHbIX AaTUYMKOB JOMKHbI MOMELLATLCS B cTepunuaartopax obbemom ot 0,28 m3 u Gonee. Konnuecteo
JaTyvkoB onpegensieTcs (hakTUYEeCKUM TemnepaTypHbiM AUana3oHoOM M TeXHU4Yeckumu TpebosaHusimu. Yem yxe
TemnepaTypHbIi Anana3soH BHYTPW cTepunusatopa, Tem MmeHblue TpebyeTcsl TemnepaTypHbiX AaTiMkoB. MoOHWTOpPUHT
TemnepaTypbl OCYLECTBIAIT Ha NPOTSKEHWM BCErO LUKNA, 3anporpaMmmMmMpoBaHHOIO Ha Hauboree anvTensHoe npea-
nonaraemoe BpeMs BblAEPKKU.

B cTepunn3aumnoHHbIX CUCTEMaX HenpepbIBHOrO AeNCTBUS (TOHHENbHBIX) MOHUTOPUHI TEMMNEpPaTypbl OCYLLLECTBsI-
0T Ha KOHBENEPHOM peMHe. [JaTumMku NpUKPennsioT Takum o6pa3om, YTo6bl OXBaTbIBaTh Kpasi 30H C U30ENUSIMU U LLEHTP.
Ecnv cTepunmsaunoHHasn cuctema coaepXuT HECKONbKO TEMMePaTyPHbIX 30H, TO AOMXeH BbITb OCYLWEeCTBIEH MOHUTOPWHI
KaXxgow 30HbI. TOYKa MOHUTOPUHIa pacrnonaraeTcsi Hag KpasiMu caMmblx BbICOKUX naaenui. Ecnu temnepaTypHble AaTHuKu
MEHSAOTCH (Hanpumep, ecrivi MOHUTOPUHT Pa3HbIX TEMMNEePaTYPHbIX 30H OCYLLECTBNAETCS B pasHOe BPEMS), TO yCTaHaBNK-
BaKOT KOHTPOIbHYIO MO3MLUMIO Arsl BO3MOXHOCTU CPaBHEHWA TeMMepaTyp U3 pasHblx 30H. Ecnun ctepunusatop He pasaenex
Mo 30HaM, TO MOHUTOPUHT TEMMEpPaTypbl OCYLLECTBNSAT B MECTE HAarpeBa (BxoAa), MecTe BbIAEPXKN N MECTE OXnaxaeHus
(Bbixoga). Mecta pasmeLleHusi 4aTUMKOB AOMKHbBI OXBATbIBATH 30HY HAA MAaKCMManbHOW BbICOTOM U3aenuii U Bce NPocTpa-
HCTBO MO WWpuHe nagenwvs. Takke OMKHbI OXBaTbIBATHCA TOYKM PACNONOXEHUS KOHTPONbHLIX AAaTUNKOB. MOHUTOPUHT
TemnepaTypbl BOMKEH ObiTb OCYLLLECTBINEH HE MeHee, YeM B 1ECSATU KOHTPONbHbIX TOYKax. B 6onee 06vemHbIX cTepunusa-
TOPaX MOHUTOPUHT OCYLLLECTBIISIIOT HE MEHEE, YEM B MNSITU KOHTPOINbHbIX TOUKaxX Ha kaxabie 2,8 M3 (100 dyTos?) sarpyxen-
Horo o6bemMa. TemnepaTypa gomkHa ObiTb U3MepeHa Npu paBHbIX paboqmnx YCNOBUAX HA NPOTHKEHMU MAKCUMaNbHOIO
BPEMEHU BbIAEPKKU. BO3MOXHO, CTEPUNMU3ALMOHHYIO CUCTEMY HEMPEPLIBHOTO AeWCTBMA noTpebyetcs gosecty Ao
pabouyeli TemnepaTypbl Nepea HavyanoM CoOCTaBneHust TeMnepaTypHON KapTsl.

Ecnu HeoBxoanmMo HarHeTaHUe JaBNeHUsl B CTEPMIM3aTop UMK TOHHENb, TO M3MEPEHUs NPOBOAAT B MecTax, rae
Hanmbonee BeposiTHa yTeuka rasoo0pasHol HarpeBatoLen cpebl. B ToHHeNsx 310, kak NpaBuno, MecTa BXoaa v Beixoaa.

HononHuTteneHble napameTpsl, 06a3aTenbHbIe AN U3MEPEHUS B MPOLECCE BanMaaunm, BKNIOYaoT:

- CKOPOCTb NOTOKa M OAHOPOAHOCTL HAarpeBatoLLEen cpeabl;

- CUNY TOKa, MONy4Yaemyio OT SNEKTPUYECKMX HarpeBaTenen;

- CKOPOCTb KOHBEWepa, ecrnv NPUMEHUMO.

A.9.4 AtTecTaums akcnnyaTtnpyemoro o6opynoBanus (PQ)

A.9.4.1 O6was uHcdopmaums

A.9.4.1.1 PQ noaTteepxpaeT, 4Yto obopydoBaHue ctabunbHo paboTaeT B COOTBETCTBUM C pa3paboTaHHbIMK
KpUTEPUSIMU M B pe3ynbTaTe npoLecca nony4atTca U3genusi, COOTBETCTBYIOWNE TEXHUYECKUM YCNOBUSAM. ATTecTauunto
3KcnnyatTupyemoro ob6opyaoBaHusi NPOBOAAT Ha 060pyAOBaHNMM, KOTOPOE UCMONB3YETCA ANA CTEPUNU3ALMN NPOAYKLUN.
PQ BkniovaeT umandeckyto attectaumio u mukpobuonormueckylo arrectaumio. Npumepsl 3HaYMTENBbHBIX U3MEHEHUN,
nognexalumx atTectauum oxBaTbiBatoT:

- YNaKOoBKY;

- KOHCTPYKLMIO NPOAYyKTa;

- KOHUIYpaLMIo 1 NNOTHOCTE CTEPUNU3ALMOHHON 3arpy3Kku;

- CTepunM3auuoHHoe o6opyaoBaHue;

- Mpouecc cTepunuaaumm.

BrivsaHue nogo6HbIX M13aMeHeHUI onpeaensiloT Ha BCeX CTagusix Npouecca CTepunuaauun.
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A.9.4.1.2 ATTecTaumio skcnnyaTnpyemoro o6opyaoBaHus NPOBOAAT C LieNbio AoKa3aTenbCcTBa ero cnocobHocTu
obecneunBaTh onpeaeneHHble hr3ndeckue yCroBus B Npeaenax ycTaHOBIIEHHbIX OMNYCKOB BHYTPU CTEPUNU3ALMOHHON
3arpy3ku Ha NPOTSKEHUU NpoLecca.

A.9.4.1.3 PasanuuHble 3arpy3ku u nx Moamdukaumm aHannampytoT, YTo6bl BbISIBUTb pa3pelleHHbIN Auana3oH TUMNoB
M34enuii n yNakoBKW, a Takxke NMNOTHOCTY 3arpy3ku, Noanexawmux CTepun3anmum B KaxaoM KOHKpETHOM npoLiecce.

A.9.41.4 Cm.A9.4.1.38.

A.9.4.1.5 Het pekomeHgauum n ykasaHui.

A.9.4.1.6 Het pekomeHgauum n ykasaHu.

A.9.4.2 ATTecTaums akcnnyatupyemoro o6opyaoBanmsa — dmanyeckast

A.9.4.2.1 TemnepaTypHbIi NPOMUNbL CTEPUNN3ALNOHHONW 3arpy3ku onpeaensiioT ANns KaxaoM NpeacTaBuTENbHON
cxeMbl 3arpy3ku. C noMOLLEH0 PEKOMEHAYEMOTO KONM1eCTBa TeMNepaTypHbIX 4aTYUKOB A4S NyCTOro cTepunuaaTopa B npo-
uecce OQ onpegensoT agekeaTHbLIN Npodunk 3arpy3ku. Temnepartypa nsgenvsi nepes ero noMeLeHmem B CTepunusaTop
JornxHa ObITb paBHa UMM HUXKE MUHUMarbHOW YCTaHOBINEHHON TeMmnepaTtypbl (CM. 9.4.1), KpoMe criyyaeB, korga npouecc
KOHTPOMNMpYeTCA Npv NOMOWM TemnepaTypbl 3arpy3ku. TemnepaTypHble AaTuuKM pacnpedensiioT no Bcemy obbemy
3arpysku, B 4aCTHOCTU, B MOTEHLUMAaNbHO ropsaYvmMX UMK XONO4HbIX TOUKaX UITK 30HaX.

B npouecce dusmyeckon PQ ogHOBpeMEHHO OCYLLECTBNSAT MOHUTOPUHI BHYTPEHHEN (MPOHUKaHME) U BHELUHEN
(pacnpocTpaHeHue) TemnepaTyp. B pesynbraTe Takoro MOHUTOPWHIA MOXET OblTb BbISIBNEHO NPUCYTCTBUE HENPeABW-
AeHHbIX NpobreM, KOTOpble MOIMW BO3HUKHYTh B 3arPy)XeHHbIX UMK NyCThIX CTEPUNU3ATOPaX; B TAKUX Cry4asiX, PEKOMeH-
JOBaHHOE BblILLE KONUYECTBO TeMMNEPaTYPHbIX 4aTUUKOB AOIIKHO GbITh YyBENUYEHO BABOE.

HomxHo 6bITb NOATBEPXKAEHO COOTBETCTBME NPOAYKTa YCTaHOBNEHHbIM TpeboBaHusiM no Ge3onacHOCTH, Ka4yecTBy
1 pabounM XapakTepuCTMKaM Nocrie BblAe PXKKK B MPOLECcce CTEpUNN3aLimm Npy BbICLLIMX A0MyCKax napameTpoB npouecca.

A.9.4.2.2 Het pekomeHpauun n ykasaHui.

A.9.4.2.3 BocnponasogumMocTb NPOU3BOACTBEHHOIO LMK MNOATBEMKAAIOT NYTEM NPOBEAEHUS MUHUMYM Tpex
LMKITOB NPpY HOMUHAarbHbLIX MapamMeTpax npouecca ¢ Hanbonee TPyAHO CTEPUITM3YEMON 3arpy3Koi Npu NONTHOM CTepUnu-
3aTope B KaxaoMm uukne. Ytobbl gokaszatk, YTO napameTpbl MPU MMHUMMAIILHOW 3arpyXeHHOCTUM cTepunuaatopa He
npoTMBOpEYaT NapameTpam Npu ero MakcMmarnbHOMN 3arpyXeHHOCTH, MPOBOAST HE MEHEE OJHOIO LIMKIa C MUHUMAaNbHON
3arpyakoii. Ecnu nnanmpyeTcs cTepunu3oBaTh CMelaHHble 3arpy3ku, To A4OMKHO BbiTb NpoBEAEHO 4OCTAaTOYHOE KONU-
4YeCTBO LUMKNOB, 4TOObI 4OKa3aTk, YTO NPV CMeLLaHHbIX 3arpy3kax napameTpbl NPoLecca HEU3MEHHBI,

A.9.4.2.4 Het pekomeHZauun n ykasaHui.

A.9.4.3 ArtTecTaums akcnnyatupyemoro o6opyaoaHua — Mukpobrnonormyeckas

A.9.4.3.1 Mukpobronoruyeckas atrectaums BKoYaeT MUHUMYM TpU APOBHbIX LIMKNA, KOTOPbIE 4EMOHCTPUPYIOT
BOCMPOM3BOAMMYIO TMGenb OT UMKIa K LMKy M 0gHOPOAHYI0 rmbenkb BO BCEX 30HAaX CTEpUNu3aTopa uim TOHHErs Npy ero
NOMHON 3arpyXeHHOCTU Haubonee TpyAHO cTepunu3ayembiMu un3genuamu. [laHHble umknbl JOrXHb obecneumBaTtb
MEHbLLYI0 NeTanbHOCTL, KOTOpasi MOXeT 6bITb JOCTUTHYTa NyTEM COKPaLLEeHUS BPEMEHUN BbIASPKKM /MK TemnepaTtypbl,
YeM NPOU3BOACTBEHHBIN NpoLecc.

Tun B (6Buonornueckoro nuavkatopa) unm YKI (ycTpoicTBa KOHTPONSA Npouecca) onpeaernsieTcsi TMnom BbIopaH-
HoW MyKpo6uonormueckoi Banuaauum (cMm. 8.3 u 8.4). Ecniv npu Tekywem nponsesogcrtee 6yaet Mcnonb3oBaTbCs BHELLHEE
WInu Apyroe n3amepuTeribHoe MMKpoGUONomMyeckoe yCTPOMCTBO, TO OHO AOIMKHO GbITh BKNIOYEHO B NPOLECC MUKPOGUHoIno-
rMYecKomn aTrecTayuu.

A.9.4.3.2 Het pekoMmeHOaLuMMN 1 yKa3aHWUNA.

A.9.4.3.3 buonornueckne wHgukatopsl unu gpyrve YKI nomewalor BHYTPb 3arpy3ku Ha OCHOBAHWW [aHHbIX,
norny4YeHHbIX B npoLecce U3MUECKon aTTecTaumm akcnnyatupyemoro obopygosanus (A.9.4.1).

KonnuectBo Touek pacnonoxenuss b wnu YKI1 onpegensioT TemnepatypHbiM AMana3oHOM U TEXHUYECKUMM
TpeboBaHusmu. YeM yxxe TeMnepaTypHbIii AnanasoH BHYTPY CTEpUIM3aTopa, TeM MeHbLwe TpebyeTcs Touek pasmeLLeHnst
BW unm YKI1. B maneHbKUx CTepUnuaaTopax nepmoMyeckoro aeictens (06vemom 0,28 m3 nnm MeHee) I0KHO BbITh He
MeHee fiecsiTn Touek paameweHnst BU unm YKI1. B 6onee KpynHbix CTepunu3atopax HenpepbLIBHOIO AencTBus (06 emom
Gonee 0,28 M) fOMKHO BbITb HE MEHee ABaaLUaTH Touek pasmewenns BU unn YKIM. Kaxabiii TemMnepaTypHbIf 4aTimk
OOIKeH ObITb pacnonoXeH psiaom ¢ MecTom nomeweHuns b nnm YKIM.

B pamkax HenpepbiBHbIX (TOHHENbHbIX) CTEPUITM3ALMOHHBLIX CUCTEM ONpeaensainT Mmukpobronomyeckyio rméens
Ha BCEM KOHBelepHoM peMHe. bronornueckne nHamkatopb unu apyrme YKMN nomewaoTt BHYTpb U3ENUIA, HaX04AWNXCcs
Ha peMHe, OXBaTbIBasi Kpasi 30HbI pacnornoXeHUsi NpoaykroB u ueHTp. Kpome atoro, BU n YKI gonxHbl npucyTcTBOBaTH
B Hauarie, cepeZivHe 1 KOHLE KaX/10ro Npou3BoACTBEHHOrO Lukna. buonormveckue nugukaropsl unu gapyrve YK nome-
watoT B Hambonee TpygHO CTEpUIIM3yeMOoe uagenue, Kotopoe obbliuHO ABnaeTcs cambiM 6onbwmm. MuHumym gecate BU
unu gpyrmx YKl gonxHbl NPONTU BECb TOHHENb B NPOLECCE KAKAO0Mo UX TPeX 3anyckos, NPU PaBHbIX YCIOBUAX BHYTPU
TOHHens1. 3anycKu AONXHbI NPOBOAUTEL B TPY Pa3HbiX AHs1, @ TOHHENb AOMKEH GbiTh 3aKPbIT B MPOMEXYTKE MEXAY KaXAbIM
3anyckoM. MoxeT BO3HUKHYTb HEOOXOAMMOCTb AOBEAEHUS CTEPUNN3ALMOHHON CMCTEMbI HEMPEPBLIBHOIO AENCTBUSA A0
paboveii Temnepatypbl nepej nposefeHneM Mukpobuonornyeckon arrectaumn. MukpobBronormveckuii MOHUTOPUHT
NpoBoAsT Npy Apo6HOM BpEMEHN BbIZEPKKM, YCTAHOBNEHHOM NyTEM PErynNUpPOBKN CKOPOCTU KOHBerepa. Kaxabii Temne-
paTypHbIv AaTuMK pacnonaraioT psiioMm ¢ MecTom nomeweHust bBU unu YKI. Beneagcrteue Toro, 4to NnOCTOSIHHBIA MOHUTO-
PUVHI TEMNepaTypbl 3arpy3ku Ha NPOTSXXEHUM NMPOU3BOACTBEHHOIO LIMKNA B CTEPUNU3ALUOHHBIX CUCTEMAX HENPEPLIBHOIO
AelicTBUS (TOHHENbHBIX) HE SIBMNSIETCH NPaKTUYHBIM, TEMNEPaTypy 3arpy3ku U3MePSIOT, KaK MUHUMYM, B Hauare, cepeguHe
1 MO OKOHYaHUM KaXXJ0r0 NMPOV3BOACTBEHHOIO 3aMnycKa.

29



rocT P UCO 20857—2016

A.9.4.3.4 HeT pekomeHZaLMN U yKa3aHWi.

A.9.4.3.5 HeT pekomeHaaUMMN U yKa3aHWi.

A.9.4.4 AtTecTaums skcnnyatupyemoro o6opyaoanus —enmporednsaums

Ins Bannpauum npoueccoB genuporeHmaauum BMecto b nnu gpyrmx YKIM ncnone3ytoT cTaHpapTHYIO Harpysky
3HAOTOKCMHaMK, KOnmmMuecTBO M pacnonoXeHne Harpy3ok SHAOTOKCMHaMu onpegensieT pykoBOACTBO, NpUBEAEHHOE B
A.9.4.3.3 no B n YKI. CokpalleHue Ha 3 log cTaHaapTHOM Harpy3ku 3HGOTOKCUHAaMM SIBMNsIeTCA O6bIUHBIM; TEM HE MeHee,
CyLecTBYeT BO3MOXHOCTb Banugauum 6onee HN3KOrO yPOBHS COKPaLLEHUS MPU YCNOBUM Hanu4mnsi NporpaMmmel, Kotopas
obGecneyrBaeT KOHTPOb YPOBHS MMPOreHOB B BanNUAMPOBaHHbIX Npegenax.

A.9.4.4.1 Het pekomeHOaunm n ykasaHum.

A.9.4.4.2 Het pekoMeHOauUn 1 yKasaHun.

A.9.5 JononHuTenbHbIe CUCTEMbI CTEPUNN3ALINN

OKBUBANEHTHOCTL KOHKPETHOIO NnpoLecca cTepunu3aumm MoxeT ObiTb YyCTaHOBIEHA NyTEM CPABHEHWA OaHHbIX,
Nony4eHHbIX NPY NPOBEAEHUM NpoLecca cTepunu3aumm B NoTeHuanbHom o60pyaoBaHnm, U AaHHbIX, MONYYeHHbIX NPy
NpoBeAeHMN aHanorMYHOro Npouecca Crepunusanum B cyecTteyowem o6opyaosanmm. [laHHoe cpasHeHne obecneyvn-
BaeT OLeHKy cnocoBHOCTH 060pyAOBaHNS NoAAepKMBaTL HE06X0AWMbIE N BOCNPON3BOAMUMbIE YCIioBusa 06paboTkn Hanbo-
nee TPyAHO CTEPMNU3YeMbIX NPOAYKTOBBIX 3arpy3okK. [lJaHHble TEXHUYeCKWe YCNoBuS YXKe MpoLunv sanvaaumio Bo Bpems
aTTecTauum skcrnnyatMpyemoro o6opyaoBaHusi mpouecca cTepunm3anmm Ha cylwecTBylolem obopyaoanuu. MNoteHum-
ansHoe obopyaoBaHue Npouecca CTepunu3aumnm Takke CpaBHUBAIOT € CYLWLECTBYIOWMM 060pyj0BaHNEM ANS BbISBNEHUS
TOro, HACKOIBbKO 3HAYMTENbHbI pasnuuus Mexxay Humu. IQ n OQ aomkHbI 6b1TE NPOBEAEHBLI MOBTOPHO ANSA NOTEHUWNANBHOIO
obopyaoBaHua ¢ uenblo AokKasaTenbCTBa MPUrOAHOCTU AAaHHOTO 06opyAoBaHMsA ANsl NPOBeAeHWUA npouecca cTepu-
nmnsauum.

AHanua skBMBaNeHTHOCTN — 3TO TPexdasHbIil NPOLECC, COCTOSIWMI U3 aHanu3a pa3paboTky U UHXEHEPHO-TEXHU-
Yeckux pabot (dhasa 1), aHanusa v oueHkm npouecca (dasa 2) n mukpobruonornyeckoro aHanusa (asa 3).

dasza 1: aHanna paspaboTku M MHXEHEPHO-TEXHUYECKUX paboT 3akniovaeTcs B CpaBHeHUn o60pyaoBaHus, Npu-
MEHSIEMOrO B MOTEHLMANBHOWM CUCTEME CTEPUITU3ALMOHHBIX NPOLECCOB, C CYLECTBYIOLLENA CUCTEMON CTEPUNN3ALNOHHBIX
npoLeccoB, Npolueawen Banuaaumio. PakTopbl, KOTOpbIE CTOUT NPUHUMATL BO BHUMAaHKUE, BKITIOYAIOT:

- 06beM CTEpPUNN3ATOPOE;

- NonesaHblli 06beM CTepUNU3aToOpPOoB;

- AOCTYMNHOE KONMUYECTBO AXOyNen Ha Kybnieckmin MeTp NCTOYHMKA ropsYvero Bo3gyxa ans Ctepunn3aTopos;

- NPOU3BOAUTENBHOCTb CUCTEMbI LMPKYIALMK CTEPUN3ATOPOB;

- BpeMsl BblpaBHMBaHWSA B CTEPUIM3aTopax;

- OQHOPOOHOCTL TEMMNEPATYPLI B CTEPUNN3ATOPAX;

- obLLee Bpems LMKINOB B CTEpUNU3aTopax;

- CKOPOCTb KOHBeliepa, eCcrv NCnosb3yeTcs.

PeayanaT OaHHOro aHanuaa siBNnsieTcs OCHoOBaHMeEM Ans onpegeneHns cteneHn ﬂﬁﬂbHGVlLlJVIX aTrecTauynoHHbIX
UCMbITaHWI, HeOBX0AMMbIX BO BTOPOW U TpeTbel dase. Ecnn aHanna nokasbiBaeT, 4To 060pyaoBaHUE He SIBNSAETCA aHa-
TNOMMYHBIM, TO 3KBMBaNEHTHOCTb NpoLiecca MOXeT OblTb YCTAaHOBINEHa HA OCHOBaHUW Pe3yNbTaToB BTOPON U TpeTben das.
Kaknpaeuno, 4em 6onee BbICOKOE CXOACTBO MEXAY NOTEHLMaNbHbIM 060pYA0BaHMEM U CYLLECTBYIOLLMM 060pYyA0OBaHUEM,
TeM MeHbLLIe UCTbITaHUI TpebyeTcs B nocreayowmx dasax.

daza2: BTOpas azaycTaHOBMNEHUS 3KBMBANIEHTHOCTM NpenonaraeTt aHanm3 BceX JaHHbIX NPOoLecca, CBA3aHHbIX
C BanngnpoBaHHbIM NpoLeccoM B NOTEHUNalNIbHOM o6opy,q0|3ava|. 3tn OaHHble CpaBHMBAIOTCH C OrpaHNYeHNAMUN TEXHU-
Yecknx TpeboBaHMii K KOHKPETHOMY npoLeccy cTepunmaaumm. OrpaHudeHnsi TEXHUHeCKnxX TpeGoBaHnin — 31O Te, KOTopble
6bINY yCTaHOBIEHbI NPY NEPBUYHON BaNnvaauuy npouecca CTepunuaauumn Ha CywecTByoLLeM o6opyaoBaHnmn. TexHnyec-
kue TpeboBaHus, KpUTEPUU Npuema 1 KOHMUrypaLus 3arpy3ku JOMKHbI 6blITb MOAEHTUYHBI TEM, KOTOPbIE ONpeaereHb! Ars
Banvn4aunoHHbIX MCCregoBaHum NepBUYHOIo npouecca. Ctatnctmyeckme MeTobl OUEHKM MMaBHbIX TEHAEHLMI NCNbiTa-
TeNnbHbIX AAHHbIX U CTEMEHb X U3BMEHYNBOCTU MOTYT UCMONb30BaTbLCA B Ka4Ye€CTBE NOMOLWM Npy JaHHOM aHarnmsae.

HormkeH ObiTb NPOBEAEH CPaBHUTENbHbLIN aHanu3 Bcex Npodunen 3arpy3ok BHYTPU KaXKAoro noTeHuuanbHoro
crepunusartopa. [JaHHbIl aHanua npoBOAAT C NPUMEHEHVWEM CYLLEeCTBYIOWMX NapameTpoB npouecca. Kputuueckue
napameTpbl Npouecca onpeaensioTCa nepea NnposeaeHnem aHanmaa. [JaHHble napameTpbl BKITIOYaT pacrnpegenexme u
KOHTPONb TEMMNEPATYPLI NPOAYKLUUN BHYTPU 3arpy3Ku Ha NPOTSKEHUU BCErO UMK, 8 TAKKE BPEMSI HArpeBa U OXNaxaeHusi
npoaykra.

CpaBHeHue 3anycKaembliX B CTEPUNN3ATOPE NPOLECCOB AOIMKHO NOKa3biBaTb, YTO BCE OHWM OAVUHAKOBO COOTBETCTBY-
10T NpeaenbHbIM TEXHUYECKkUM TpeboBaHusaM npouecca v ApyruM KpuTepusam npuemnemoctu. Ecrnv npoaHanvanpoBaH-
Hble AaHHbIe COOTBETCTBYIOT KPUTEPUAM NPUEMNEMOCTU, TO MOXET NPOBOANTBLCA COKpaLLEeHHasi MUKpobuonornyeckas
arTecraums akcnnyaTupyemoro obopyaosaHuns ¢ npoaykTom (cm. Tabnuuy A.2) ana Banuaauum noTeHumnarnbHbIX CTepUIU-
3aTopoB. Mony4eHHblie AaHHbIe 40MKHBI GbITE NPOAHANN3UPOBaHBI U CKOMMUNUPOBAaHLI B hopMaTe, KoTopbliin obecneunt
BO3MOXHOCTb UX NPUMEHEHUSA NPU ONpeAeneHnn 3KBUBANEHTHOCTU NPOLECCOB B GyayLiem.

Ecnun kputepumn COOTBETCTBMA HE AOCTUIHYTHI MPU aHanNu3e U OueHKe npouecca, TO A0Ka3aTenbCTBO 3KBUBA-
NEHTHOCTW NPOLECCOB HE NPEACTABNAETCA BOSMOXHBIM, AaXe ecnu B pedynestaTe apyryx a3 akBuBaneHTHoCTb byaet
BOCTUTHYyTa.
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daza 3: TpeTbeln haszon aHanusa IKBUBAINEHTHOCTU Mpouecca ABMSIETCA MpOoBeAeHWe MUKPOOMOonornveckon
oueHkn. Takasi oLeHKa COCTOMT U3 paccMoTpeHus Niobbix hakTopoB, cNOCOBHBIX NOBNUATE HA NEeTanbHOCTb, KOTOPYIO
obecneunBaeT NPoOLECC CTEpUNM3aLUM.

dakTopbl, HEOGX0AUMbIE OIS OUEHKM, BKIOYAOT nobble M3MEHEeHUsi MecTa MPOBEeAeHUsl CTepunmMaaumy unm
NPOU3BOACTBA, KOTOPbIE MOMYT NOBMNWATE HA YPOBEHb BMOHarpy3ku Npoaykta nepes crepunusauven. Yeenvyenue pac-
CTOSIHUSI MEXAY MECTOM MPOM3BOACTBA M MECTOM CTEPUNN3aLUN MOXET NPUBECTU K YBENUYEHUIO YPOBHS BruoHarpyskm,
ocobeHHO ecnv NpodyKT bnaronpusaTeH Ans Mukpobuonormieckoro pocta. Pasnuyms B Npou3BOACTBEHHbLIX Cpefax MoryT
NPVBECTYU K N3rOTOBINEHUIO U3denuii ¢ 6onee BbICOKMMU YPOBHAMM BUOHarpy3ku, 4em Bb1no ycTaHOBNEHO Npy Banmaaummu,
Jaxe ecrnu NpoaykT He BnaronpusiTeH st MMKpoBbuonormieckoro pocra.

OueHka pe3ynbTaToB: B 3aBUCMMOCTM OT pe3ylibTaTOB MUKPOBMONOrMYecKon OLUEHKM W pe3ynbTaToB dasbl 1 u
thasbl 2 NPMHMMAKT pelleHne O NPOBEAEeHUM UM HEMpPoBeAeHUU MUKpoGKonorndeckoi PQ (cm. tabnuuy A.2). Ecnn
3akntoveHusi o6 oueHke paspaboTKy U MHXEHepHO-TeXHUYeCcknx paboT (thasa 1), aHanuae u oueHke npouecca (dasa 2)
M MUKpobuornormdeckoln oueHke (asa 3) nokasbiBaloT IKBMBANEHTHOCTb, TO MpoBeaeHne MuKpobuonorudeckon PQ
He o6s3aTenbHo.

Tabnwnuya A2— OueHka pe3ynbTaToB

daza 1 MuHUManbHOE KoNU4ecTBO
OueHka pa3paboTku 1 dasa 2 dasa 3 npoBeaeHun npoueaypsl
AHanu3 u oLeHka npouecca Mukpobuonoruveckas oueHka .

WHXXEHEePHO-TEXHUYECKMX paboT MukpoBuonorudeckon PQ

OKBVBanNeHTHO OKBMBANEHTHO OKBVBanNeHTHO Het

He skBvBaneHTHO OKBMBANEHTHO OKBVBanNeHTHO 1

OKBVBanNeHTHO OKBMBANEHTHO He akBnBaneHTHO 1

He skBMBaneHTHO OKBMBANEHTHO He akBvBaneHTHO 1

OKBVBANeHTHO WUNKU He He akBnBaneHTHO OKBVBANEHTHO WNK He 3
SKBMBAIEHTHO SKBVBAINeHTHO

Ecnwv B pesynbTate dasel 2 unv dasel 1 nmbo dasbl 3 nonyyeHo 3akntoveHne 06 SKBMBANeHTHOCTY NPOLECCOB, UNn
©CNW TONbKO B pesynbTaTte dasbl 2 NoNy4eHo 3aknioveHne o6 3kBMBaNeHTHOCTU NPOLIECCOB, TO MMKpobuonornyeckyio PQ
nNpoBogAT He MeHee ogHoro pasa (cm. Tabnuuy A.2). Takaa mukpobuonormueckas arrectauusi 3KCnIyatMpyemoro
o6opyaoBaHus ABNSETCS AOCTATOYHOM ANA AoKasaTenbCcTBa A0CTUXeHUs1 Heobxoaumoro YOC (ypoBHS o6ecnevenns
CTEPUNBHOCTK), AaxXe eCcnv B pesynbTate oueHkn ob6opyaoBaHUA UMM MUKPOGUOOTMYECKON OLIEHKU HE YCTaHOBNeHa
3KBMBANEHTHOCTB.

Ecnu B pesynbrarte da3sbl 2 noNy4eHO 3aknioYeHWe O HE3KBMBAINEHTHOCTU NPOLECCOB, TO MPOLECC cHMTaeTcs
«HEe3KBUBANEHTHbIM» U MOANEXUT NONHON Banuaaumm B COOTBETCTBUM ¢ TpeGoBaHMsIMM HACTOSILLEro cTaHAapTa nepeq,
NpYMeHeHneM NoTeHumanbHoro obopyaosanuns. Pesynertatel dpassl 1 unu dpasbl 3 B 3TOM criyuae He BNUsIiOT Ha 3aKnio-
YeHUe O KHEIKBUBANEHTHOCTUY.

Ecnun tpebyetca npoBegeHne ogHOM unu Heckonbkux npoueayp PQ, To ans oueHkn paboumx xapakTepucTuk
noTeHumansHoro o60pygoBaHna NCNonNb3ylT Takue hakTopbl, KaK TUMN UMKIA, Npegerbl TEXHUYECKUX XapaKTepUCTUK 1
TpeboBaHWA K NeTanbHOCTK, YCTAaHOBMEHHbIE NPY Banvaaunm CywecTByiolLero npouecca. Npegenbl TEXHUHECKUX Tpe-
6oBaHuit, TpeboBaHNSA K NeTanbHOCTU U KPUTEPUM NMPUEMNEMOCTU ONpeAensiioT Nepes NpoBeaeHneM MUKPOGMonory-
veckoli PQ.

MoapepxaHne 3KBMBANEHTHOCTU: YCTaHOBIIEHHAA NMPOrpaMmMa SKBMBANeHTHOCTU npouecca onpeaenset Tpebo-
BaHUs, KOTOPbLIM AOMKHO COOTBETCTBOBaTL 060pyAoBaHne, 4Tobbl exxerogHo o6ecnevmBaTh Bocnpoussoaumelie pabouve
xapakrepuctuky. C noMowwbio aHanu3a BuIABNAIT AONYCTUMBIA Anana3oH pabo4mx napameTpoB U YPOBEHb U3MEHYU-
BOCTH, YTOGLI NOAAEPXKMBATL 3KBUBANEHTHOCTL U3 roda B rog. Bee pewenus, BNusiowme Ha pe3ynbTar aHanuaa 3Keu-
BaNeHTHOCTM NOoTeHunanbHOro ob6opynoBaHus cylwecTByowemMy o0opyooBaHMIO, NPUMEHSIEMOMY B npoueccax
cTepunu3aummn, 4oMmkHb 6bITb AOKYMEHTUPOBAHLIL. [1akeT AOKYMEHTOR JOIKEH BKIIOHATL CrieAyowmi MUHUMYM:

- MONHbIE TEXHNHYECKNE XapaKTepUCTUKN NOTeHUManbHoro obopyaoBaHusi, NONHOCTLIO ONUCHIBalOWMe o06opyao-
BaHue, paboune xapakTepucTUKM U QONYCKK, @ TaKKe CCbINKY Ha/CpaBKy UIM CNMCOK NPUMeHsieMbiX pabounx npoueayp,
npoueayp kanubpoeku n rpacmk 06CnyxMBaHus;

- JaHHbIE UMK OUEHKY cnocobHocTu obopyaoBaHua obecneumBaTh YCroBUs ANA npeanonaraeMoro npouecca
CO CCbINKOM Ha Tekywyto OQ;

- pe3ynbTaThl CpaBHEeHNS NOTEHLMaNbLHOro 060pyaOBaHNA U CYLLLECTRYIOLLENO, BAaNMAMPOBAHHOIO 060pyaoBaHus,
KOTOpbIe AOSKHbI YETKO NOKa3blBaTh, YTO BCE IMaBHblE CUCTEMbI M KPUTUYECKME NapaMeTphl NPOLWK OUEHKY; a Takke
NPUBECTU CTAaTUCTUHECKNI aHANKN3, eClNN TaKOBOW MMEETCH;

- JaHHbIE UMW OLEHKY COCTOSIHWUS u3faenusi B npouecce obpaboTku B noTeHumanbsHOM o60pyOBaHUU C Lenblo
AOKa3aTensLCTBa 3KBMBANEHTHOCTU CYLLIECTBYIOLLEMY NPOLECCY;
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- pe3ynbTaThl OLleHKU AONONHUTENBHBIX (aKTOPOB, KOTOPLIE MOTYT NOBNUSITE HA NETaNbHOCTb CTEPUNN3ALNOHHOTO
npouecca;

- AOKYMEHTUPOBAHHOE 3aKIIoYeHne 0 TOM, YTO NoTeHumnansHoe 06opyaoBaHne SIBNsSieTCs SKBUBaNeHTHbIM 060py-
AOBaHMIo, KOTOPOE, COINAacHO TEKYLLEMY BanvaLUUuoOHHOMY uccreoBaHuto, obecneumBaeT JOCTWKEHUE YCTAHOBNEHHOTO
YOC; oT4eT unu ccoblfiKy Ha pe3yrnbTaTbl NIoObIX AONONTHUTENBHBLIX UCNbITAHWA, NMPOBEAEHHbIX C LENbio NogKpenneHns
CYLWECTBYIOWEro BaNnuaaLMoHHOIO UCCNEA0BaHMS, U NOCNEeAyIoLMX UCNbITAHUIA AN NoATBEpXAeHUs/aTTecTaunmn Texy-
Wero BbiNycka n3genus nocre CyLecTBYIOWEro, BanNnuampoBaHHOIO LUMKNa;

- paspelueHne crieumanmcTa no CTepunu3aumm u Apyrux nuu, B COOTBETCTBUM C TpEBOBaHMSIMU NPaKTUKW KOHTPONSA
M3MEHEeHUN, MPUHSTLIMY BHYTPU OpraHu3auum;

- CNUCOK NpUeMIieMbix npoueayp paboTbl CO CTEPUNM3ATOPOM U BbINYLLEHHbIE UMU U3MEHEHHbIE TEXHUYECKUE
yCnoBus Ans aBTopusaLmm UCnornb3oBaHuns noTeHumMansHoro ob6opygosanHus ans Tekywen obpaboTkm nsgenums.

A.9.6 AHanu3 v yTBepxaeHve Banuaauum

A.9.6.1 OtuyeT 0 Banuaauum AomnxeH 6bITb yTBEPXAEH COrNacHo TeM xe OyHKLUSIM, M0 KOTOPbIM YTBEPXAAeTCs
OpPUIMHAaNbLHBIA NPOTOKOI.

A.9.6.2 o 3aBepwieHny BanMpauMoHHOW NPOrpamMmMbl pe3ynbTaTthl UCMbITAHUIA AOMKHbI BbITb CKOMMUANPOBAHBI
8 oTyeT o Banuaauun. OTyeT 0 Banuaaumm AoMKeH BKIoYaTh UK yNoMuHaTh (CCbiNaTtbes Ha) criedyiollee:

- Nogpo6HOCTU 0 NPOCTEPUNU3OBAHHBLIX U3AENUsIX (BKINIOYAn yNakoBKy M CXeMy 3arpy3ku BHYTpY CTepunusaropa);

- TEXHWYECKME XapaKTepPUCTUKN CTEPUIIM3ATOoPa;

- gaHHbie 0 1Q/0Q;

- 3aperucTpmpoBaHHble manyeckue u bruonornyeckme gaHHble 060 Bcex 3anyckax PQ;

- JoKasaTternbCcTBa TOro, YTo B npouecce PQ Bce aaTtivku, pernctpupylolimMe ycTponcTea u np. 6binm otkanmb-
poBaHbl;

- nHpopmaLumio AN NPOBEAEHWS OLEHKU M NepeaTtTecTauum B 6yayliem;

- NpoTokon(bl) 0 BaNnuaauum;

- BbINOIHEHHbIE JOKYMEHTUPOBaHHbIE NPoLeaypbl;

- JOKYMeHTUpOBaHHble paboune npoueaypbl ¢ y4eTOM OrpaHUYeHU KOHTPOrsi NPOLECCa;

- Npoueaypbl 06CnyxMBaHUs U kKanubpoBky;

- B cny4ae 6uonorudeckoro c6ost unu Henonazgok obopynoeaHns — dpakr c6os1 M NpeanpuHSITEIE KOPPEKTUPYIoLLMnE
OelcTBUS.

A10 TekyWwMin MOHNTOPWHI U KOHTPOSb

A10.1 Tekywmin KOHTpPONb

A.10.1.1 Ha cragumn paspaboTkm u attectaumm nogreepxpaloT paboTocnocobHOCTL U BOCNPOU3BOAUMOCTL
npouecca. Bo Bpemsi npoBeAeHNs AaHHOW OLEHKWN KOHTPONBHbIE NEPEMEHHbIE ONPEAENsoT U PErMCTPUPYIOT B AOKYMEHTE
o Banugauuu npouecca. OCHOBLIBAsCb Ha AaHHbIX, NONYYEHHbIX MPU Banuaaumm, paspabatbiBaioT AOKYMEHTUPOBaHHbIE
npoueaypbl TEKyLWEro NPoBeAeHNA NpoLecca u ero KOHTpons. B cooTBETCTBUM C AOKYMEHTMPOBaHHLIMK Npoueaypamm,
OCYLLECTBIAT CUMTBIBAHWE U MOHUTOPUHI Hanbonee 3HaYUMbIX KOHTPOMNbHBLIX NEPEeMeHHbIX (MaTepuansl, 3arpyska,
paboune napameTpsl U Npoyee) B NpouUecce Tekylwen 3KCnnyaTauum ctepunuaatopa ¢ uenbto Bepudukaumm KOHTpons
¥ NpuemMnemMocTu npouecca.

B3aumo3aBncMMOCTE MexXxay perynstopom TeMnepaTypbl, KOHTPONUPYIOLWEN NPOrpaMMoii (eCnu NPUMEHsIeTCA),
AaTyMKoM TemnepaTypbl B CTepunusatope u pacnpegeneHuem temnepaTtypbl BHYTPW 3arpy3ku ycTaHaenveawoTt ans
NOATBEPXAEHWA TOFO, YTO M3AENUA BO BCEX TOYKaX PacnonoXeHUsi BHYTPU CTepunusaTopa 4oCTUraioT onpeaeneHHoro
BPEMEHW BblAEPXKM NP 3a4aHHON TeMnepaType.

HaTtunk BpeMeHn HacTpauBaloT Tak, 4To6bl oTo6paxaTe MUHMMaNbHOE BpeMS BbIAEPXXKA B TOUKE CTEpUNIN3aTopa,
B KOTOPOWM YCTaHOBMNEHHbIE 3HaYeHWUs QOCTUraloTces noaxe apyrux. B cnyvasx, koraa Heo6xoaumo NpoBoAUTL 3amepsl
BPEMEHU BPYYHYIO, MHTEpPBanbl AOKYMEHTUPOBaHUS TeMMNepaTypHbIX 3HAYEeHUNW AO0MKHbI BblITb onpeaeneHbl COOTBET-
CTBYOLMM 06pa3om, OCHOBLIBAACH Ha NPOAOMKUTENBHOCTY NepUoAa BblAEPKKM.

Bpewmsi, Heobxognmoe AnA AOCTUXEHNUA YCTAHOBNEHHOTO 3HAaYeHUA (BPeMs HarpeBaHusl) OLLEHUBAIOT U [JOKYMEH-
TUPYIOT B K&XXA0M LIMKNE C Lienblo NPOBEPKU KOHTPOIS npouecca u obecneveHnn noaaepXaHusi LenocTHOCTU NpoayKTa.

YCTaHOBKM BO3AYLWHBbIX MOTOKOB B CTEPUNM3aTopax, KOTOpble UMW OCHALLEHb!l, AOKYMEHTUPYIOT, U OHU AOIKHbI
COOTBETCTBOBaTb TEXHUUYECKMM TpeboBaHusM. CuuTbiBaHWE 3HAYeHWN AaBNEHUS B CTepunu3aTopax, OCHALWEHHbLIX
AaHHbIMU CUCTEMaMU, (AOKYMEHTaNbHO) PEMMCTPUPYIOT U OLLEHUBAIOT NOCIE KaXA0ro uuKna.

B cuctemax HenpepbIBHOrO AEUCTBUS CKOPOCTb KOHBEWepa OLEHUBAIOT U AOKYMEHTUPYIOT NOCIEe KaXA0ro cTepu-
NN3aLMOHHOIO LUMKNa.

A.10.1.2 Kondhurypaumio 3arpyskM NpoBepsiioT Ha npeagmeT COOTBETCTBUA KOHMIypauwuu, yCcTaHOBMEHHOW B
npouecce aTTecTaunn. ATTectaums HOBOro pazMepa 3arpy3kum MoXeT OblTb NPOBeAEHA NyTEM CpaBHEHWUSI TEMMEPATYPHOTO
pacnpeaeneHus B npouecce BanuAauMoHHbIX UCCNEA0BaHWA MUHUMASBHON U MakCUManbHOW 3arpy3ku. Ecnv akBuBa-
NEHTHOCTb MWHUMANbHOW M MaKCMManbHOW 3arpy3ok NOATBEPXOAETCA, TO 3arpy3ky CpPeaHUX pa3MepoB cuMTaloTCsl
aTTecToBaHHbLIMMN.

A.10.1.3 Het pekomeHnaaummn n ykasaHuin.

A.10.1.4 ABTOMaTUUeCKMe CUCTEMbI KOHTPOIS 06ecneunBaioT perncTpaunio MeponpusiTui CTepunn3aumoHHOro
npouecca. 3apermcTpypoBaHHbI€ AaHHbIE CPABHMBAKOT ¢ pabounmm napameTpamm, yKa3aHHbIMU B JOKYMEHTUPOBAHHbIX
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npoueaypax v MoAMUCaAHHLIMKU NULOM, MPOBEPSIOWMM MPUEMIIEMOCTb CTEpPUITM3auMoHHOro npouecca. Cucrema
pervcTpaumm AaHHbIX BPYYHYIO UMEEeT onpeaeneHHbin hopMaT 3anmucu MHopMaLmm 0 CTEpUITM3aLUmMoHHON 3arpy3ke u ee
KOHUrypauumn, onpegeneHum umkna, Aate 3anycka n Takvx napameTpax npouecca, kak BpeMsi, Temrnepartypa, BO3ayLHbINA
NOTOK U (€CNW NMPUMEHAETCSH) 3Ha4YeHne aaeneHus. ATy UHOpMauuio cobmpatoT B Npouecce NPoBeAeHns LuKIa unm
CUUTLIBAIOT C ANCTAHLMUOHHBIX CUCTEM HabNIOAEHMSA.

A.10.1.5 Het pekomeHOauum n ykasaHum.

A.10.1.6 Het pekomeHOauum n ykasaHum.

A.10.1.7 Het pekomeHZauum n ykasaHum.

A.10.1.8 HeT pekomeHgauum n ykasaHum.

A.10.1.9 Het pekomeHZauum n ykasaHum.

A10.2 TeKkyWwMin MOHUTOPUHI

HeT pekomeHdaumnn n ykasaHmi.

A.10.3 MecTa pacnonoxeHusi KOHTPOSbHbIX TOYEK

Brionormyeckme MHAUKaTOPbl pa3MeLLaoT BHYTPU 3arpy3ku B Hambonee TpyaHO CTepunmayemMblx ToHkax. B kavectee
anbTepHaTuBbl MoryT npumenaTees YK, B TO4kKM, kOTOpbIe BbIAEPXKMBAIOT NPU ONpedeneHHon TeMnepaType B Te4eHne
HauMeHbLUEro BpeMeHw, 3aknageisatot B nnn YKI1.

Ecnu ycTaHOBNEH napameTpuyeckuin BbiNycK, TO MUKpoBMonormyeckuii KOHTpornb ¢ nomouwpsio BU nnu YKI1 n
MUKpOBUOnorMyeckoe UChbITaHNe N3genus nocne cTepunuaaumm He TpebytoTcs.

A.11 BbinycKk npoaykta nocne crepunusaumv/genuporeHnsaumm

A.11.1 Ecnv napameTpsbl NnpoLecca BbIXoaaT 3a NpeAerbl yCTaHOBMNEHHbIX AOMYCKOB, TO NPOAYKT He JONKeH 6biTb
JonylweH K ucnonb3oeanuio. [NpofaykT OueHWBalT B COOTBETCTBUM C Mpoueaypamu OLUEHKM HEeCOOTBETCTBYIOLLETO
npoaykra. PelleHne 0 HEBbINYCKe NPOAYKTa NOANEXUT AOKYMEHTaNbHON perncrpaumm.

BanugaumoHHble MeponpusiTUsi AOMKHbI yUNThIBATb BO3MOXHOCTb NOBTOPHON CTEPUNN3aLMM NPOAYKTA U YNAKOBKY,
a Takxe BrnusiHMe NOBTOPHbIX BblAEPKEK B NpoLecce BO3AYLIHOW CTepunmu3aummn Ha pabovune xapakrepucTuku Npoaykra.
Ecnv npodykT cTepunuayoT NOBTOPHO NO NPUYUHE TOFO, HTO NEPBUYHAA BbIAEPXXKA B NpOLecce BO3AYLLIHOW CTepunmaaumm
He COOTBETCTBOBana TeXHWYECKUM YCINOBUSAM, TO 3apericTPUpOBaHHbIE AaHHbIe O NePBUYHOM NMpoLecce CTepunusaumm
UK CChINKa Ha HUX AOMKHbI BbITh BKMIOHYEHbI B MH(OPMAaLMOHHYIO Nanky 0 CTEpUNU3auuy unu B CEpUnHLIA NPOTOKON.

A.11.2 Ecnn 6bino gokasaHo, |4TO NPOLECcC BO3AYLWHOW cTepunu3auun, paboTalomii BHYTPU YCTAHOBIEHHbIX
AOnNycKoB, sIBNsieTcs 3hPeKTUBHLIM M BOCNPOU3BOAUMBIM, TO NOATBEPXAEHNE TOr0, YTO NapaMeTpbl NPoLiecca Haxoam-
NMCb BHYTPW YCTaHOBMNEHHBIX NPeaenoB, CYMTaloT Aoka3daTeNbCTBOM 4OCTOBEPHOCTU AaHHOro uukna. NapameTtpuyeckuii
BbINYCK SIBNsieTCs Aeknapaument apeKTMBHOCTN CTepunu3auumn npogaykra, Ha OCHOBaHNUN NPAMBIX U3MEPEHUIN N OLLEHKK
buUsnyeckmx NnapameTpoB BHYTpY cTepunuaatopa. Mapamerpudeckuii Beinyck He TpebyeTt Hanuuna apyrnx o6pasuoe nnm
WCMbITAaHUIM C UCNONb30BaHNEM WHOWKaTOpPOB.

Ecnu gnsi MOHUTOPUHIa CTEPUITM3ALMOHHOTO UMKNA C NOCNeayoWwmM BeiNyCKOM NpoayKTa ncnonb3yotea bU nnu
apyrve YKI1, To aaHHble 0 hr3NUECKUX CTEPUITM3ALMOHHBIX NapamMeTpax u pe3ynbTaTtsl UCNbITAHUA MUHAWKATOPAMW aHamNu-
3UPYIOT C Lenblo AokasaTtenscTBa 3geKTUBHOCTU NPOBEAEHHOIO Npouecca BO3ayWHOW ctepunu3aumn. PykoBoacTeo
K BbIBOPY, MCMOMNb30BAHWIC U MHTEpPNpeTauum pesynsTaToB 6uonormyecknx nHamkatopos cogepxmrtcaes MCO 14161.

A.11.3 Het pekomeHaaumm n ykasaHui.

A.11.4 B cnydyae obHapyXeHUsi HECOOTBETCTBUA PUNYECKUM TEXHMHECKUM TpeBoBaHUAM nnu HeaocTxeHns b
unu YKI1 ycTaHOBMNEHHbIX TpeBGoBaHUIM, CTEPUNN3ALMOHHYIO 3arpy3Ky N30NUPYIOT, NPUHnHLI 60N yCTaHaBNMBAIOT U BCe
nccnenoBaHus QOKYMEHTUPYIOT.

A12 MoppepxaHwe achbdhexTMBHOCTM Npolecca

A12.1 O6was nHcpopmaumna

Llenbto gaHHOro MeponpusaTus SIBNAeTCS OnpegeneHne u peanuaaumsi Nepuoguyeckux NPoBEPOK U UCMbITaHWUNA,
HeoBXoAMMbIX 4A rapaHTuM TOro, YTo BO3AEUCTBUE YCTAHOBNEHHOIO NpoLiecca CTepunu3aumm Ha uagenust Npy TekyLen
06paboTke ABNSETCA BOCNPOM3BOANMbBIM.

C uenblo rapaHTUm TOro, YTO NPOLECC CTEpUNU3aunmn NOCTosHHO obecneunBaeTt Tpebyembii YOC, Heobxoammo
aHanuavpoBaTb fobble M3MEHEHUS1 B U3AENUM UNWU YNaKoBKe, B Npouecce unu obopyaoBaHun. PekomeHayeTtcsi npu-
MEHATb BCECTOPOHHIOI CUCTEMY KOHTPOSISl UBMEHEHUI, BHOCUMBIX B U3genue u B npouecc. Jlioboe nameHeHue, kotopoe
BreyYeT 3a cobGol COMHEHUS B CTENEeHU NeTanbHOCTU CTEPUNU3aLUMOHHON 3arpy3ky Ha BbIXOAE, AOIDKHO MHULMUPOBATH
NOBTOPHYO NPOBEPKY.

Ons yupexpgeHuin 3apaBooXpaHeHusi, CTEPUNN3YIOWMNX MHOrOpas3oBble MeguLMHCKue n3genus, 3eKTMBHOCTb
npouecca OUMCTKM NEPUOANYECKM OLIEHMBAIOT A5l NOATBEPXAEHUS TOro, YTO Npouecc siBnsieTcs addekTBHbIM U 0becne-
YMBaeT COOTBETCTBYIOLLEE COKpaLleHne BUoHarpy3km HenocpeCTBEHHO Nepes, (MOBTOPHBIM) NPOLLECCOM CTEPUNU3aLINM
MeauuMHCKoro nagenusi. MegnumHckue nagenus, npowealime npouecc AeKOHTaMMHauMK, ocMaTpuBaloT Ha npegmeTt
BM3yanbHOW YMCTOTHI Neped npoueccoM (MOBTOPHOMW) cTepunuaaumn. MeguuuHckue nsgenus, KOTopble He SIBMSIIOTCS
BM3YyarbHO YUCTbIMU, HE NOABEPraloT (NOBTOPHOW) CTEPUIM3ALIUN.

A12.2 MNosTopHasa KannbpoBka

HoKyMeHTMpOBaHHbIE NporpamMmmel kKanubpoeku 060pyaoBaHUs ANsi MOHUTOPUHIA U KOHTPONs Heobxoaumbl Ansi
rapaHTum TOro, YTO B pe3ynbTaTte npouecca cTepunuaanum npogonxaer ctabunbHO BbiNycKaTbCA NPOAYKLWA C COOTBET-
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cTByloWwmMM YOC u pabounmmn xapakrepucTukamu. MNogpobHyo MHCTPYKUMIO NO NPOBedeHWIo npouecca kanubpoBku ¢
Yy4eTOM YacToTbl ee BbINONMHEeHUs opopMsIoT B NMMCbMEHHOM Buae. Bce MHCTPYMeHThl U gaTymky, He sIBMsiowmnecs
4YacTblo KanMBpPOBOYHON CUCTEMBI, JOMXHbBI UMETh YETKYH0 MapKMPOBKY O TOM, YTO UX kannbpoBka He TpebyeTcs.

YacToTa npoBefeHns kanvbpOBKM OCHOBLIBEETCH Ha PeKoMeHAauusix Npou3BOAUTENSs, OMbiTe 3KChnyaTauuu
n3genui, NpuMeHeHUM QONONHUTENBHOIO UK CONYTCTBYIOWEro obopyaoBaHva Ans BelNycka Npoaykuum U3 ctepunmaa-
TOpa n OLEHKe PUCKOB.

WHCTpyMeHTapuii n 4aTumky, okasaBLlunecs 3a npegenamm kannbpoBOUHbIX 3HAYEHUI, A0MKHbI BbITh OnpeaeneHs! 1
3a0KyMEHTMPOBaHbI B OTYETE, KOTOPbLIN aHannaMpyeT COOTBETCTBYIOWUIA TEXHUYECKUIA NepcoHan U nepcoHan no obec-
NeYeHnto Ka4uecTBa C Lenbio OLEHKU BIIMSHWA HECOOTBETCTBUSI HA CTEPUIIBHOCTbL U3aennii, o6paboTaHHbIX B TeHeHne
BpeMeHM, NpoLLeaWwero ¢ MOMeHTa npeablayLuel kKanmbpoBku.

Meproanyeckne ayamTel KaNnnBPOBOYHOW NPOrpamMmmbl MPOBOASIT C LieNbio OLEHKM adeKBaTHOCTU OTHETHbIX AaHHbIX,
4acToTbl NpoBeaeHUst KannbpoBKU, KBANMMUKaLMKN TEXHNYECKOTO NepcoHarna u CoOoTBETCTBUS BCEN CUCTEMbI NporpaMmme
obecneveHus kavecTea.

A12.3 O6cnyxunBaHne o6opyaoBaHusA

A.12.3.1 TMpodunakTuieckoe 06CnyxmBaHUe ABNAETCS BaXKHbIM KOMMIOHEHTOM CUCTEMbI M AOMKHO GbITL ONNCaHO B
AOKyMeHTe 0 cTaHgapTHol paboyeri npoueaype (SOP). [laHHbIN AOKYMEHT JOMKeH coaepXaTb rpaduk oueHkn Hanbonee
Ba)XHbIX YacTern 060pyaoBaHMs, Ha OCHOBaHWMU MHCTPYKLUMIA Npon3soguTensn obopyaoBaHus u ctatmctuyeckon nHgopma-
uun. JonxeH nogaepxmeaTtbes norapudm, obecnevmBaromin perMcTpanmio BCEX OCYLLLECTBIIEHHbIX NPOUNAKTUHECKUX U
KOPPEKTUPYIOLLMX MEPONPUATUI Mo 06CNY>XMBaHWUIO B XPOHONOrM4ecKoM nopsigke. KomnoHeHTs 060pyaoBaHus, nognexa-
Wwue npodmnakTu4eckoMy 06CnyXMBaHWIo, BKIOHAKT (HO HE OrpaHNYMBaIOTCA):

- OBEPHbIE YNNOTHUTENMW;

- HarpeBatoLme aNeMeHTbI;

- repMeTUYHbIe 3aTBOPbI BHYTPEHHUX Kamep;

- BEHTUNSATOPLI, 06ecneyrBalowme peLnpKynaumio BO3ayxa;

- KOHTpOnupyoLLee o6opyaoBaHue;

- BO3gylWHble OUNbTPbl;

- ABUXMMbIe peMHUM (41151 NepemMeLleHNna NPoAYKTOB);

- MOTOpbI;

- Mpegynpexaatowme curHansl/curHanusaumio;

- U3onaAuMo.

A.12.3.2 CrepunusauunoHHoe obopyaoBaHue, He o6CryXuBalolLeecs Haanexawum o6pazom, MOXeT BblaaBaTb
HeTOYHbIE JaHHble O NapamMmeTpax NpoLecca B TeYeHUe CTEPUNN3aunMoHHOro umkna. Ecnu eeinyck usgenui nocrne crepunm-
3aLMM OCHOBLIBAETCS HA 3TUX JAHHbIX, TO 3TO MOXET NPUBECTUN K BbIXOAY 3arpy3oK, He NPOCTEPUITM30BAHHbIX COOTBET-
CTBYIOLWMM 06paszom.

A.12.3.3 AHanms oT4eToB 06 06CcnyKMBaHWUM JOMKEH, MaBHLIM 06pa3om, onpeaenaTh:

- TeHaeHuun c60eB B paboTe KOMNOHEHTOB;

- UMeeTes N1 HeoBXoANMOCTE BHECEHUSI UBMEHEHWI B rpachnk o6Cnyxueanus;

- UMenu N1 MEeCTO U3MEHEHNS B KAKOM-NTMB0 MeponpusaTum o6cnyxuBaHus;

- UMeeTCs N1 HeoBXoANMOCTE MoNyYeHNUs AONONHUTENBHON KBanUdUKauum nuuamm, NPOM3BoasILLMMU OBCIYXN-
BaHWe;

- 3pHeKTMBHOCTb NPeanNPUHSITLIX AEACTBUA.

A12.4 NepeatTecTaumsa

MepeaTTecTaumilo BbIMONHSAIOT AN NOATBEPXKAEHWUA TOTO, 4TO HenpeaHamepeHHble W3MEeHEeHUs1 npouecca He
oKasanu HebnaronpuATHOro BNUsHMSA Ha 3(M@EKTUBHOCTL CTepUNM3aunMoHHOro npouecca. [aHHbie 0 Banugaumm,
nocneayLLen NOBTOPHONM Banuaauum 1 o Tekylen o6paboTke AomKHbI NPOBEPATLCH HE pexe OAHOro pasa B rogl, 4Toobl
ybeanTbCca B OTCYTCTBUM HEMpeaHaMepeHHbIX U3BMEHEHUI U AoKasaTk, YTO NepBUYHbIE BaNMAALNOHHbIE UCCNEA0BaHUS
ocTalTes akTyanbHbiMK. [poueaypbl aHanu3a v ero pesynbTarsl AOKYMEHTUPYIOT.

MepeaTtTecTaums Heobxoguma B cnyvae, eCnv B CTEPUNU3ALMOHHYIO CUCTEMY (annapaTtypy WM NporpammHoe
obecneveHune), npouece, NPOAYKT UNW YNakoBKy BbiNW BHECEHb! CYWECTBEHHbIE U3MEHEHNA, CNocobHbIE NOBMUATL Ha
ahdpeKkTMBHOCTb cTepunuaaummn. fdanee npuBedeHbl NPUMEPbl U3MEHEHNI (MOMUMO KOTOPbIX BO3MOXHbBI U ApYyrue),
BCNEACTBUE KOTOPLIX MOXET noTpeboBaTbCs nepearTecTauus, €Cnu OTCYTCTBYIOT AaHHbIE, COTNacHO KOTOPbIM MOXET
6bITb YCTAHOBNEHA 9KBUBANEHTHOCTh:

- DOMYCKM, Kacalolmecs nNpoayKUMmn: 3Ha4UTENbHbIE N3AMEHEHNS B MaTepuane, n3 KOTOPOro M3roToBITEH NPOAYKT,
WM JOMNYCKN KOHCTPYKLUMKN U3AenKns, CNnocoBHble OKa3aThb BITUAHME HA CKOPOCTb HAarpeBaHUA N3aenusi;

- KOHCTPYKLUMA NPOAYKTA: CYLLEeCTBEHHbIE M3BMEHEHUS B KOHCTPYKLMM NPOAYKTA, BKNIOYAA MaTepuarbl, U3 KOTOPbIX
M3roTOBIMEH NPOAYKT, ero COCTaB UM TOMLWMHY, cnocobHble okasaTtk BNuUsiHWe Ha 3 EKTMBHOCTL NpoLiecca CTepUnu-
3auuu;

- YNakoBKa: W3MeHeHUusl, cnocobHble OkasaTb BIUAHME Ha 3PEKTUBHOCTE MuKpobuonorumveckoro Gapbepa,
HE3aBNCHMbI€ NBMEHEHWA B KOHCTPYKLMM YNAKOBKU NITM U3MEHEHWA NOCTABLUMKE, KOTOPbIE MOTYT CYLLLECTBEHHO MNOBMUATL
Ha hmanveckme CBOMCTBA M Tenrnonepeaayy;

- o6opyaoBaHve; MU3MEeHEHUS!, KOTOPLIE MOTYT NOBMMATE HA YCTaHOBMNEHHbIE paboyne napameTpbl UMK 3HAUUTENBHO
N3MEHWTb CKOPOCTb NPOHUKAHUS TEMNa BHYTPb NPOAYKTa;
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- NPOLECC: U3MEHEHWS NMPOLEecca, KOTOpble MOTYT CYLWECTBEHHO MOBIMUATbL Ha CMocob JOCTUXKEHUSI U KOHTPOIst
napameTpoB npouecca (Hanpumep, U3MeHeHWs1 B NPorpaMmmMHOM o6ecneyeHnm, KOHTPONMPYHOLWEM NMPOLECT);

- 3arpyska m3genuii U ee NIOTHOCTb: M3MEHEHUs1 B KOHMUIypaLusx 3arpy3ok, paHee npoleawmx Banugaumio,
KOTOPbI€ MOTYT MOBMMATL HA MPOHUKaHWUE Tenmna BHYTPb 3arpy3ku;

- BuoHarpyska Ha npoaykT: Nobble U3MEHEHUS Cbipbsi, OKpYXawwen cpedbl unu obpaboTku, KOTopble MOryT
NoBNUsITb Ha 3P PEKTUBHOCTL CTEPUNUIALNOHHOTO LIMKIA.

YT1o6bI onpegenuTb HEOOXOOUMOCTL B NepeaTtTecTaunn, BCe U3MEHEHUS!, BHECEHHbIE B NMPOLECC, AOIMKHbI ObITh
OLeHEeHbl cneunanucTom B o6nacTtun ctepunuaauun. JaHHblli cneunanuct onpeaensieT creneHb Heob6xoaumon nepear-
TecTaummn. OueHKy 1 cTeneHb HEOGX0AMMON NepeaTTecTauumn permMcTpUpyOT JOKYMEHTAarbHO.

A.12.4.1 Het pekomeHgauum n ykasaHu.

A.12.4.2 Het pekomeHgauum n ykasaHum.

A.12.4.3 Het pekomeHgauum n ykasaHu.

A12.5 OueHKa U3MeHeHUN

HeT pexomeHgauum v ykasaHun.

35



rocCT P UCO 20857—2016

MpunoxeHve B
(cnpaBo4Hoe)

OnpepgeneHue npouecca, 0CHOBaHHOE Ha UHAKTUBaLUKU MMKp06HOI7I nonynauuu
B €e eCTeCTBEHHOM COCTOAHUNU (MeTO,D,/HO,qXOA, OCHOBaHHbIA Ha 6MOHarpy3Ke)

B.1 O6wana nHdopmauma

MeToa, ocHoBaHHbIM Ha BruoHarpyake, NPUMEHSAIOT B TEX CIyYasiX, Korga BusiHUe CTepunm3anmoHHOro npouecca Ha
nsgenue gomnXHo BbITb CBEAEHO K MUHUMYMY.

HaHHbli nogxod He NPUMEHSIIOT NMPU CTEPUNU3ALLIMN MHOTOPa30BbIX MEAULMHCKUX U3AENWIA, MOCKOMbKY UCMbITaHWS
npouecca cTepunuaaumm, cosgasaemMble GMoHarpy3kon 0T MHOropa3oBbIX MeAULMHCKMX U3genuii, CIOXHO onpegenunTb.

MeToa, OCHOBaHHbI Ha BuoHarpyske, TpebyeT ucHepnbIBaloWmMX 3HaHWN BUOHarpy3ku, BO3HUKaIOLWEN Ha n3genum
€CTeCTBeHHbIM MyTeM. [py1 ncnonbL30BaHMM JaHHOTo NoaxoAa HeoGXoAMM NOCTOSIHHLIN NOACHET U onncaHue GuoHarpyaku
Ha uagenue. buoHarpysky Ha 06pasLbl U3genvii, NPeacTaBNsOWMX NPOAYKLUIO, ONPEAensioT B COOTBETCTBUM C Tpebora-
Huamu NCO 11737-1. MaonaTel GUoHArpy3ok MpoOBEPSIOT HA TENNOYCTOWUMBOCTL. Pe3MCTEHTHOCTE MOXeT BbiTh onpeae-
neHa nyTeM BblAepKKM 00pasuoB n3genum n n3onsToB OBUOHarpy3ok npu OLEHEHHbIX TEMNepaTypHbIX U BPEMEHHbIX
3HaveHusix. O6pasubl M3genuii unu U3onATel GUOHarpy3oK Jarnee noaBepraT MUKPOBUONOrMYECKMM UCTBITaHUAM C
uenbl onpegeneHus KoNMYecTBa BbRKMBLUMX OPraHU3MOB MW ONeN NoNoXUTENbHbIX Pe3yrbTaToB MOCNe BbOSPKKU.
Koraa Konu4ecTBO U pPe3nCTEHTHOCTb MOSIBISAIOWENCH eCTECTBEHHbIM NyTeM GUoHarpysku onpegeneHbl, napameTtpbl
npouecca, Heo6xoauMble Arst JOCTUXEHUs1 yecTaHoBNeHHoro YOC Ha uagenuu, MoryT BbiTb YCTAHOBMNEHbI.

MpogonkuTenbHy NporpaMmmMy MOHWTOpPUHIra BuoHarpy3ku Ha wsgenuu paspabaTtbiBaloT C Lenbio BblABNEHUA
NoObIX U3MEHeHWI B BuoHarpyske, KOTopble MOryT HebraronpusTHO NOBNWSATH HA MPOLECC CTEpMNU3aumm.

PykoBoACTBa M pasbsiCHEHVs1 MO AaHHOMY MeToAy AaHbl B NUTepaTypHbIX MCTOYHMKax, Hanpumep Halvorson n
Ziegler, Pflug n Holcomb, PDA TR3 u Pflug.

B.2 Bei6op npoaykTta

MpoaykT, BoIBpaHHbIM AN U3yveHusi onpeaeneHuns Npouecca, AoMmkeH 6biTb TMIMYHBIM NPEACTAaBUTENEM CTaH-
AapTHOro NpoM3BOACTBA.

B.3 Mpoueaypa

B.3.1 BuoHarpysky Ha npogaykT onpeaensiioT B COOTBETCTBUM ¢ TpeboBaHusimm MCO 11737-1.

B.3.2 Yto6bI ONMcaTh pe3NCTEHTHOCTL, MPOAYKT BbIASPKMBAIOT B rOpsiYeM BO3/1yXe Npy YCTaHOBITIEHHOM BPEMEHM
wvnu yBenuueHHOW TeMmnepaTtype npeanonaraemoro rnpouecca CTepunu3aumu, ¢ npuMmeHeHnem o6opyooBaHuUsl U
npoueayp ANs YacTUYHON BbIAEPXKKU 06pasLoB n3genuin unv naonstos buonarpysok. (Cm. UCO 18472, npunoxenue C
n UCO 11138-4, npunoxexune A).

MpumeyaHune—HecMoTpsa Ha TO, {TO MO NPUBELAEHHBIM BbilLIE CCbINKaM coaepxXuTcesa nHdopmaumsi o Guono-
MYECKMX W/MNU XUMUYECKMX MHAUMKaTopax, AAHHOE PYKOBOACTBO MPUMEHUMO Takke K OMOHarpyske, BO3HMKAIOLWEH
©CTECTBEHHbIM MyTeM, 1 K 06pasuam nagenun.

B.3.3 JonxHa 6biTb onpegeneHa HeobxoaMmasi KOPPEKTHOCTb U TOHYHOCTL YBENUYEHWUN, a 3a NPOLECCOM HarHeTa-
HUSI ropsiYero Bo3gyxa OCYLWEeCTBNSAIOT MOHUTOPUHT U KOHTPOINb, 06ecneunBalowmin ero HaxoXaeHne B YCTaHOBMNEHHbIX
npegenax. Cm. NCO 18472,4.7.

B.3.4 Mo 3aBepweHnn BuiaepKeK B ropavem BO3Ayxe B TeHeHMe onpeaeneHHbIX NPOMEXYTKOB BpeMeHn onpeae-
NS0T NeTanbHOCTb CTEPUNU3ALMOHHOIO NPoLEecca C NOMOLLBI0 MUHUMYM ABYX U3 NEPEYMCNEHHBIX HUXKE METOAOB a),
6) nnu c):

a) npsmoni nogeqeT (cm. UCO 11138-1, npunoxenue C);

b) meToa gonu oTpuuaTtenbHbIX pe3ynbTaToB/(pakUMOHHOro HeratuBHoro aHanusa (cm. MCO 11138-1, npuno-
xeHue D);

C) XapaKTepuUCTUKW Peakuun BbKMBAHNA-rMbenu.

OCHOBbIBasICb Ha NONYYeHHbIX pe3ynbTaTtax, PacCUUTLIBAIOT CKOPOCTL MHAKTUBALMM BMOHArpy3ku NpoaykTa.

B.3.5 Wcxoas n3 ceegenuii o GuoHarpyske Ha NpoayKT (YCTaHOBNEHHOW B COOTBETCTBUM C 7.4.2), ee pe3UCTEHTHOC-
TU KNPOUECCY CTEPUNM3ALIMN U CKOPOCTM MHAKTMBAaLMK, ONpeaensioT cteneHb 06paboTku, HeobxoanMy!1o Ans AOCTUKEHUSI
ycranoBrneHHoro YOC npoaykra. Mpumep nogobHoro pacyeta npueegeH e Pflug n vactn 17.B.4.0 unm 6.2.1.9 PDA TR3:
1981.

B.3.6 O6paboTKy yCTaHOBMEHHOIO YPOBHS NPOBOAAT TPEXKPATHO C LEerblo AoKa3aTenbCTBa BOCNPOM3BOOUMOCTH.

B.4 MNMopnepxaune apcdekTMBHOCTV Npouecca

B.4.1 JanHbi noaxog TpebyeT NOCTOAHHOrO MOHUTOPUHIA U KOHTPONS BUOHArpy3ku uagenusi.
B.4.2 Heobxogumo noarteepxpeHue cTabunbHOW NpUEeMNEMOCTU Mpouecca CTepunusauuu ¢ onpeaeneHHomn
nepuoanYHOCTBIO, C NPUMEHEHWEM NPoayKTa, TMMMYHOIO ANA CTaHAAPTHOro NPOU3BOACTBA.
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Mpunoxenne C
(HopmaTnBHOE)

OnpepeneHue npouecca, OCHOBaHHOE Ha UHAKTUBALIUU KOHTPOMbHLIX MUKPOOPraHU3MoB
M 3HaHUU 6UoHarpy3ku (KoM6UHUpoBaHHLIA MeToA 6UoHarpy3ku/6uonoryyeckoro UHAMKaTopa)

C.A1 O6wan nudopmaumna

KomGuHMpoBaHHbI mMeTog GuoHarpy3km/GMonormieckoro MHAMKaTopa 3akniodaeT B cebe cBefeHus 0 pesunc-
TEHTHOCTU BMONOrMYEeCKOro MHAUKATOPa K KOHKPETHOMY CTepunv3auMoHHOMY MPOLECcCY M CBefeHUs O Monynsiuum u
pe3nCTeHTHOCTM BUoHarpy3ku n3genwus, 4Tobbl yCTaHOBUTE NapaMeTpbl npouecca crepunuaauun. JaHHbIn MeTog MOXeT
6bITb NPUMEHEH B cny4asx, rae BuoHarpyska nagenusa MaBecTHa v KoHTponvpyema.

KomMBuHMpoBaHHbI MeTog BuoHarpysku/6monornyeckoro uHaukatTopa tpebyetT MOHUTOpUHra BuoHarpyskm npo-
AyKTa ¢ 4acTon nNepuoanyHOCTbI, OTHOCUTENBHOIO NOCTOSIHCTBA YPOBHEN BUOHarpy3kv BO BpEMeEHU M AoKasaTenbCcTBa
TOrO, YTO PE3UCTEHTHOCTb AaHHOMN BUOHarpy3kv paeHa UM MeHbLe, YeM Pe3UCTEHTHOCTb BMONorMyeckoro uHaukaTopa.

PeancTeHTHOCTL B1ONOrM4ecKoro nHANKaTopa AoKa3bIBatoT NyTeM ero BblgepKku Npyu onpegeneHHon Temneparype
B TeYeHMWe YCTAHOBNEHHbIX BPEMEHHbIX MPOMEXYTKOB W BbISIBIIEHWUS YPOBHS eTanbHOCTH {(YPOBHS/MoOKa3aTensl MHakTuBa-
Lmm) npouecca ctepunmaauun. CeegeHns 0 JaHHOM YPOBHE MHaKTMBaLUK, MONYMsiLMK U OTHOCUTENbHOM Pe3NCTEHTHOCTU
BuoHarpysku No3BONsIIOT YCTAaHOBUTE BPEMS BblAEePXKKM A5 4aHHOro npouecca cTepmnusaumm Takum obpasom, yto YOC
MoxeT ObITb CNPOrHO3MPOBaH.

PykoBoacTBO U 06CyxaeHWst aHHOro MeToda MOoxXHO HanTh B UICO 14161, a Takke B NMMTepaTypHbIX MCTOYHUKAX,
Hanpumep Halvorson u Ziegler, Pflug n Holcomb, PAD TR3 n Pflug.

C.2 Mpouenypa

C.2.1 BHyTpu nagenvs ycTaHaBnNuBatoT TOYKY (TOYKM), B KOTOpoW Hanbonee 3aTpyaHEHO AOCTUXKEHUE CTEPUIIb-
HOCTW.

C.2.2 Co3spaloT HarpysKky Ansi CTepunu3aumnoHHOro NpoLecca, cogepxallyio U3BeCTHOe KONMYeCTBO MUKPOOpra-
HU3MOB C U3BECTHON PE3NCTEHTHOCTBIO K FOpPAYeMy BO34YXY, C NOMOLWbLIO OQHOTO U3 CNeayowmx MeToa0B:

a) pasmewaroT Buonormyeckne MHAMKATOPLI BHYTPU M3AENus B TEX TOUKaX, B KOTOpbIX Hanbonee TpygHoO focTwn-
raeTcs CTepunbHOCTb, UNU ux pasmellaoT BHyTpu YKIT;

unn

b) NpoBOAAT MHOKYNAUMIO U3AENUST KOHTPOIbHBLIMY MUKPOOPraHM3mamy B TE€X TOYKax BHYTPU HEro, B KOTOpbIX
Hanbonee TPyOHO JoCcTuraeTcs CTepuIibHOCTb.

MpuMedyaHue— MHOKyNMpOBaHHLI NPOAYKT MOXET paccmaTrpuBaTbCcsl Kak Guornornyeckuii MHAMKaTop.
(Cm. 8.4 n NCO 11138-1).

Ecrnv Touka pacrnonoXeHusi Harpy3ku He siBnsieTcsi Hambonee TpygHO CTEPUIM3YEMbIM MECTOM, TO ONpeaensitoT
€e COOTHOLLEeHNe ¢ Hanbornee TpyAHO CTEPUITM3YEMON TOYKOMN.

C.2.3 Harpy3ky ynakoBbIBalOT TaK Xe, Kak U CTaH4ApPTHbIW NPOAYKT, U pacnonaraiT BHYTPU CTEPUNU3ALUOHHON
3arpys3ku B TOYKe, rae Hanboree CroxXHO JOCTUYb CTEPUITBHOCTH.

C.2.4 Crepunu3aumoHHylo 3arpy3Ky BbIAEPXMBAIOT B Mpouecce BO3QYLWHOW CTEPUNU3AaLMK NpY 3aAaHHbIX YCNo-
BUsIX, KOTOPbIE 06ECneynBaloT MEHbLLYIO NETarnbHOCTb, YEM MPU TEKYLLEN CTEPUNU3aLmm, YTo6bl He BCE MUKPOOPraHU3Mbl
61N MHAKTMBMPOBAHBI.

C.2.5 lMocne BblAEpXeK B ropsiiem BO3fyXe B TeYeHue ornpeferieHHbIX NMPOMEXYTKOB BPEMEHM BbISIBISIOT
NeTanbHOCTb, KOTOPYIo 06ecneYnBaeT CTEPUITM3aLMOHHbINA NPOoLECC, NyTEM OAHOIO U3 CreayoLmMx METO4,0B:

a) npsimon nogcyet (cm. C.3.1)

mnm

b) meToa aonu oTpuuarenbHbiX pedynbTaTos (cm. C.3.2).

Mcxoas n3 nonyyeHHoro pesyrnbTara, pacCUvTbiBaloT yPOBEHb MHAKTUBALMUM KOHTPOSbHBIX MUKPOOPraHM3MOB.

C.2.6 WUcxopasi 3 ceegenuii o buoHarpyske Ha nsgenum (yCTaAHOBINEHHOW B COOTBETCTBUM C 7.4.2), pe3ncTeHTHOCTH
6GMoHarpy3ku K npoueccy CTepunu3aumm M YpoBHE MHAKTUBALMKN KOHTPOJIbHLIX MUMKPOOPraHU3MOB, YCTaHaBIMBAKOT CTe-
neHb 06paboTkn, Heo6xoAMMONA Ansi AOCTKEHUS ycTaHoBreHHoro YOC napenusi. PeancteHTHOCTL GMoHarpyskv usaenusi
MOXeT ObITb loKa3aHa ¢ NoMoLLbo MHOpMaLUK, U3BIIEYEHHON U3 ONYy6GrMKOBaHHbIX NMTEPATYPHbLIX UICTOYHUKOB U/UIKn C
MOMOLLBIO UCTbITAHWUS HA CTEPUINBHOCTH HE3HAYMTEIBHO BbIOEPXaHHOIO M3AEenusi U ero CPaBHEHNSI C KOHTPOSbHbIMM
oprannamamm unm YKI1.

C.3 OnpepeneHne netanbHOCTM NpoLecca

C.3.1 MNMpsamon noacuer
C.3.1.1 JleTanbHOCTbL CTEPUNM3AUMOHHOIO LMKNAa ONpeAensiioT ¢ NOMOLLbIO COCTaBIIEHNsS KPUBOW BbIXKUBAHUS,
Mcnorb3ys NPSIMON NOACHET BbIXKMBLLMX OPraHU3MOB.
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C.3.1.2 bonee nogpo6Has uHdhopmauusa 06 atom metoge npueeaeHa 8 UCO 14161 n UCO 11138-1, npunoxe-
Hue C, nogpasgen C.3.

Moapaspen C.3 UCO 11138-1 TpebyeT BHINONHEHUS MUHUMYM NATU STAMNOB BblASPXKKK:

a) opHa BblAepPXKa, NMPU KOTopoK 06pasLbl He NOABEPraloT BAUAHNIO CTEPUNSIHTA (HanNpUMep, BbIAEPKKA C HYNEBbLIM
BpeMeHeM);

b) MMHMMYM ogHa BbiAEPXKKa, NPY KOTOPOW Xun3HecnocobHasn nonynauus cokpawaetcs Ao 0,01 % ot HauanbHOro
KonuuecTsa (Cokpawenune Ha 4 log,);

C) MWHMMYM TPU BbIAEPXKW, MOKPLIBAIOWME NMPOMEXYTKM MEXAY NPUBEAEHHLIMU BbILLE BbIEPXKKOW a) U BbiaepX-
KoWi b).

C.3.2 MeToa ponv oTpruaTenbHbLIX pe3ynbTaToB ¢ NpuMeHeHnem npoueaypsi Holcomb-Spearman-Karber
(HSKP)

Buonornyeckue MHAMKaTOPL! BbIASPXKMUBAIOT B NpoUeccax Npu onpeaeneHHbIX NPOMEXYTKaxX BpeMeHu, Npu 3Tom
ocTanbHble NapameTpbl OCTAlTCA NOCTOSHHbIMK. [locne BbiAEPXKM NPOBOAAT NPOGY McNbITaTENbHLIX 0GpPa3uoB C
NOMOLLBIO NPAMOTO MOIPYXXEHUs!, NCNONb3Ys NOAXOASILLYI0 NUTATENbHYIO cpeady Ans KynbTyp. MogcunTeiBaloT oGpasubl
OTHOCUTENbHO 06pa3LoB, He NoKa3aBLMX pocTa nocne uHkybauun. bonee noapobHan nHdopmauusi 0 JaHHOM MeToae
npueeaeHa 8 UCO 14161 n CO 11138-1, npunoxenne C, nogpasgen D.3.

MNoapasgen D.3.1 NCO 11138-1 TpebyeT BLINONHEHNS MUHUMYM NATW YCNOBUIA BbIAE PKKM:

a) MUHMMYM ogHy rpynny o6pa3suLoB, B KOTOPOI Bce 06pas3Lbl NOKa3biBaoT pocT;

b) muHumym aBe rpynnbl 06pa3LoB, B KOTOPbIX YacTb 06pa3uoe NokasbiBaeT pocT (quantal region);

C) MMHUMYM ABe rpynnbsl 06pasLoB, B KOTOPbIX POCT HE OBHapYXeH.

Moaudmkauma HSKP, orpannueHHas npoueaypa Holcomb-Spearman-Karber, npumensetcs, ecnn npu kaxpomn
BPEMEHHOW TOUKE BbiAEPKUBAETCS OAMHAKOBOE KONM4eCcTBO 06pa3uoB, a BpeMeHHON MHTEpBan OCTaeTC NOCTOSIHHbIM.
Ins nonyyenuns 6onee nogpobHor nndopmauum cm. MICO 11138-1, npunoxenue D, nyukt D.3.2.

C.3.3 Meton ponn oTpyuaTtenbHbIX pe3ynbLTaToB C NPpUMeHeHnem npoueaypbl Stumbo Murphy Cochran
(SMCP).

dopmyna npoueaypbl Stumbo Murphy Cochran (SMCP) Tpe6yeT, utobbl 0auH pesynbTaTt u3 4oNu oTpuuaTenbHbIX
COCTOAN N3 BpEMEHU £, KONUYeCcTBa OTpULLATENbHBIX €AVHUL AT151 POCTAa £, KONUYeCTBa KOMUI N, NpyU O4HOM BPEMEHM Bblaep-
XKW BHYTPU AnanazoHa oTpULaTenbHON 0NN U HAYATIbHOTO KONUUecTBa MUKPOOPraHM3MOB Ha konuio N,

[ns nonyvyeHns 4OCTOBEPHLIX AaHHBIX Npy nomowm SMCP, UCO 11138-1 npunoxenue D, nyukt D.3.3. Tpebyer,
4YT06bI BeNMYMHa D BbicuMTbIBANach kak cpegHee OT MMHUMYM TPEX 3anyCKoB B AManasoHe 0TpuuaTenbHON AOMNK, C Lernbio
NoATBEPXA4EeHUs BOCNPOU3BOAUMOCTM.

Ansnonyyenns gononHutensHon nipopmaumm cm. UCO 14161.
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MNpunoxenne D
(cnpaBouHoe)

KoHcepBaTMBHOe onpeaeneHue npouecca, OCHOBaHHOE Ha UHAKTUBaLUU
KOHTPOMNbHLIX MUKPOOPraHU3MOB (MeToA nonHou ruéenu)

D.1 O6was vudopmauma

D.1.1 MetognonHomn ruéenn 0CHOBaH Ha MHaKTUBaUUM 60NbLLIONO KONMUYECTBA PE3UCTEHTHBIX KOHTPOINbHbBIX MMKPO-
opraHnamoB. [1pu gaHHoOM noaxoae GuonorMYeckuii MUHANKATOP NPUMEHSIIOT B KAYECTBE CYLLEeCTBEHHOW MUKPOGHOM Harpya-
KU Ha onpefereHHbI Npouecc BO3QYWHOW cTepunu3aummn. YCnoBus NpoLecca, YCTaHOBMEHHbIe ANA WHaKTMBaLWK
Harpy3ku 6MONorMYeckMM MHAMKaTOPOM, 3HaUnTENbHO Gonee cTporve, YeM ycrnoBusi, Heo6xoaUMbIE ANS MHAKTUBaLWUK
6uoHarpy3ku, BO3HUKalOWeN Ha NPoayKTe ecTecTBeHHbIM nyTeM. ObbuHO MeTogom nonkHon mbenu aocturaetcs YOC
cebiwe 1076, Metoa nonHoi mbenn He TpebyeT OBWMPHLIX CBEAEHWI O GUOHArpy3Kke, BO3HWKAOLIWLENH Ha M3Aenuu
€CTECTBEHHBIM NyTEM, UMW YaCTON NEPUOANYHOCTH ONpeaeneHust bBuoHarpysku. Tem He MeHee, perynsipHbIi MOHUTOPUHT
61oHarpy3ku Ha n3genuu senseTcs uenecoobpasHbim.

MeToa nonHou rmbenn NnpuMeHseTcs B CNydYasx, Koraa ynakoBaHHOe usgenue crnocobHo BblaepXmBaTh Ype3mep-
Hble TEMMOBbIE YCNOBUA U BO3AeNCTBUE, HeoBxoanumoe ansa o6ecneveHunss ctepunusaumm (ctepunbHocTy). OH Takoke npu-
MeHsieTcsl TaMm, rae cakTudeckass MMKpobHasi Harpy3ka HeM3BeCTHa UMM He MOXeT OblTb AOCTOBEPHO U3MEpPEeHa, Kak
B CNy4asnx ¢ MOBTOPHON 06paboTkON MHOrOpas3soBbiX MEAULIMHCKUX n3aenuin. OH NPpUMEHAETCA ANns CTEpUNU3aummn Kak
HOBbIX OAHOPa30BbIX M3AENWUN, TaK ¥ MHOTOPA30BbIX MEAVLIMHCKUX N3ENUN.

ATTecTaums NPOLECCOB CTEPUNMN3aLMM MHOTOPa3oBbLIX MeAULIMHCKMX u3aenui TpebyeTt HOro noaxopna, Yem ToT,
KOTOPbIV NPMMEHAETCSH B CMy4asnXx C HOBbIM NPOAYKTOM, TaK Kak onpegeneHne Harpy3ku Ha npouecc crepunu3auum npea-
CTaBMAET CMOXHOCTb, a cnocobbl NpeacTepunm3aumoHHon 06paboTkm (Hanpumep, OUMCTKa), CNOXXHO BanuaupoBaTh U
KOHTPONMpoBaTh. B AaHHON cnTyaumm npouecc cTepmnu3aumm AornkeH ObiTb KOHCEpBAaTUBHBLIM U pa3paboTaH ¢ 6onbluen
rpaHuuei MHaKTMBaLMM MUKPOOPraHM3MOB, NPEBbIAIOLLEN Ty, KOTopasi Heobxoauma Ans [OCTUXKEHUS] YCTAHOBIMEHHOO
YOC. OanHbiii TN 06paboTky «NonHor rméenus moxeT 6bITh onpegeneH mateMaTMYeckn, OCHOBLIBasICb Ha aMnnpuYec-
KOM MUKpPOOPraHuame (MeToz NosIHOro LMKNa), NIy ¢ MOMOLLBIO COKPaLLEHHOTO YPOBHS1 06paboTku, KOTOPOW NoABepraeTcs
KOHKPETHBbIM MUKPOOPraHuam (MeTod 4acTUYHOIO LMKNa).

D.1.2 MeTog nonHon rubenu sBnsieTcsi Hanbonee NOAXOAALWMUM AMA CTEPUNU3ALUOHHbIX NPOLECCOB, FAe MOXeT
6biTb AOKa3aHa NMHelHasi KMHeTUKa MHakTuBaummn. [JaHHbii meTod 0cobeHHO NpuMeHUM B cdepe 3apaBooXpaHeHusl,
rge onpegerneHne Harpy3ku Ha CTepUnM3aLnOHHbBIN NPOLECe NPeacTaBNseT ONpeaereHHYO CNOXHOCTb.

D.1.3 PykoBOACTBO M pas3bsiCHEHUSI HA TeMY MeToAa NonHov imbenu npueeaeHsl B UCO 14161 n B nuTepaTypHbIX
MCTOYHMKaX, Hanpumep Halvorson n Ziegler, Pflug n Holcomb, PAD TR3 u Pflug.

D.1.4 TMpwv onpeaeneHun npouecca nonHow rmbeny HeobxoaMMO UCNoNb3oBaTh NMG0 MeTod, NPUBEAEHHBIA B a),
nn6o meToa, NpMBeAEHHBIN B b), Huxe.

a) MeToa NoNoOBWHbI LMKMNA: NPOBOAAT BCErO TPM SKCNepUMeEHTa Noapsig, KOTopblie NPUBOAAT K NONHOW UHAKTUBA LMK
Buonornyeckoro nHaMKaTopa (C nonynsiuuen He meHee 106), ONs NOATBEPXKOAEHUS MUHUMATBHOIO BPEMEHU BbIAEPIKKN.
YcTaHoBNeHHOe BpeMsl BblASPXKKN AOMKHO NPeBLIWaTh AaHHOe MMHMManbHOe BpeMsi He MeHee, YeM B ABa pasa.

MpumedaHue—B npouecce BO3AYLIHOW CTEPUNU3aLMM MUKPOBHas MHaKTUBaLWs Ha4YMHAEeT MPONCXOaAUTb
npu Temneparype 6onee HU3KOW, YeM YCTaHOBMEHHasi TemnepaTypa cTepunmsaumm (B TedeHmne pasbl HarpeBaHus), u ee
CKOPOCTb YBEMUYMBAETCS C MOBbILLEHUEM TEMMNEPATYPbI 40 YCTAHOBMEHHOM CTepunuaaunoHHon. MUKpoOHas MHaKkTrBaums
NpoJoIKaeTcs B TEUYEHUE BCEro BPEMEHW BbIASPKKU MPW CTEPUNU3aLMOHHON Temneparype, a Takke BO Bpemsi dhasb
oxnaxgeHusi. Metog NonoBuHbI LUnkna TpebyeT, YTo6bl BPEMS BbIAEPKKM TEKYLLMX CTEPUMU3ALMOHHbBIX LMKMNOB Bbino, Kak
MUHUMYM, B ABa pa3a bonblue BpeMeHW BbIAEPKKM MPU MUKPOBUONOrMYecKon attectaumm skcnyarmpyemoro o6opynosa-
Husi, Takum 06pa3om obecrneunBasi BHYLIMTENbHLIA 3anac Mo rpaHuLe WHaKTMBaLMy MUKPOOPTaHW3MOB TEKYLLMX Npoua-
BOACTBEHHbIX CTEPUITN3ALMOHHBIX LMKITOB.

b) MeTtopa pacyeTa uukna: napameTpbl TEKYLLMX NPpOLEeCccoB, obecnevnBatoLLme cokpalleHme cnop 6uonornieckoro
uHaukaTopa MrHnMym Ha 12 log (SLR), ycTaHaBnmBailoT Npy NOMOLM O4HOTO M3 METOA0B, onucaHHbIX B C.3. KonnyectBo
LIMKOB YCTaHAaBIMBAKT COMMACHO NPUMEHSIEMOMY METOAY.

D.1.5 HomxHo 6bITb 4OKa3aHO, YTO PE3NCTEHTHOCTE BMOHarpy3ky Ha NPOAYKT paBHa UM MeHbLUE PE3UCTEHTHOCTH
BMONorMYeckoro MHauKaTopa.

D.2 Bei6op npoaykTta

MpodykT, BbIOpaHHbIM AN UCCNeAoBaHWi onpederieHnsl NPOUecca, OOMKeH NPeacTaBnsaTe TeKylee npous-
BOACTEO.

D.3 Npoueaypa

D.3.1 OnpegensiioT Haubonee TpygHo cTepunusyemoe usgenue mnu YKI, koTopoe CTEpUNn3yeTcsi He MeHee
TPyaHo, Yem Hanbonee TPyAHO CTepunuayemoe nsgenve, obpabaTeiBaemoe B JaHHOM npouecce.

39



rocT P UCO 20857—2016

D.3.2 BHyTpu¥ n3genusi ycTaHaBNMBalOT TOUKY (TOYKW), B KOTOPOW Hanbornee 3aTpygaHeHO JOCTUXEHWE CTepurlb-
HOCTW.

D.3.3 CosgaloT Harpysky Ans CTEPUNU3ALMOHHOIO Npouecca, cogepKallylo M3BECTHOE KONMMYECTBO MUKPOOp-
raHU3MOB C M3BECTHOW PE3UCTEHTHOCTBIO ropsiyeMy BO3ayXy, C MOMOLBI0 OQHOIo U3 CriedyoLmnx MeTo40B:

a) pasmewaroT GuonorMyeckre MHANKaTOPL! BHYTPW NPOAYyKTa B T€X TOYKaX, B KOTOPbIX Hanbonee TpyaHO 4OCTU-
raeTcsi CTepubHOCTb UK X pasmeLerme BHyTpu YKIT;

unu

b) MHOKYNUPYIOT KOHTPONBHBIMU MWKPOOPraHM3Mamy Te TOYKM BHYTPW NPoAyKTa, B KOTOPbIX Haunbonee TpygHo
[OCTUraeTcsi CTepUIbHOCTb.

MpumeyaHune—NHOKYNMPOBaHHLIA NPOAYKT MOXET pPaccMaTpuBaTbCs Kak OGMOMOrMYeckuin nMHAMKaTop.
(Cm. 8.5 NCO 11138-1.)

Ecnu Touka pacnonoxeHuns Harpy3ku He siBnisieTcs Hanbonee TPyAHO CTEPUNU3YEMbIM MECTOM, TO ONpeaensioT ee
COOTHOLWeHWe ¢ Hanbonee TPyAHO CTEPUNN3YEMON TOYKON.

D.3.4 Harpysky ynakoBbIBalOT TaK Xe, Kak U CTaHAAPTHLIN NPOAYKT, U pacnonaralT BHYTPW CTEPUIN3aLnoHHON
3arpysku B TOUKe, rae Hanbonee CnoxHo AOCTUYb CTEPUINBHOCTH.

D.4 MeTop yacTv umkna

D.4.1 CTepunu3aunoHHyI0 3arpysky BbIAEPKMBAIOT B ropsi4eM BO3AyXe MNP YCNOBUSIX, YCTAHOBMEHHbIX ANSA
AOCTUXEHMA MeHbLUEW NeTanbHOCTH, YeM JOCTUFaeTCs NpU TEKYLLLeN CTepunm3auuu.

D.4.2 MoateepxaatoT creneHb o6paboTku, HeOOGXoaUMON ANsl UHAKTMBAaUWMW KOHTPOSMbHBIX MUKPOOPraHU3MOB
B konmyecTee 108, Ha Guonornueckom nHaukaTope, cooTBeTCcTBYOWeM TpebosaHnam NCO 11138-4.

D.4.3 O6paboTky onpeaeneHHoro ypoBHsi NPOBOASAT TPEXKPATHO C LNk NOATBEPXKAEHUA BOCNPOU3BOAUMOCTH.

D.4.4 Ecnv MHaKTUBaLMs KOHTPOMBHbLIX MAKPOOPraHM3MoB B konndecTee 108 noaTeepxaaeTcs, To aAanee onpeae-
nsiT cTeneHb 06paboTku, HeobxoaMMol 4N AOCTUXEHMS ycTaHoBNeHHoro YOC, ¢ y4eToM KonudiecTBa v pe3McTeHTHOC-
TW KOHTPOIBHBIX MUKPOOPraHM3MOB Ha GUONOrMYeckoM HAMKaTope.

D.4.5 Heobxoaumyto cteneHb 06paboTkM onpeaensiioT KOHCEPBAaTUBHBIM METOAOM, U OHa AOMxHa ObiTb BABOE
6onbLe, YeM Npu CokpaLLeHHOM ypoBHe oB6paboTku.

D.5 MeToa nonHoro uukna

D.5.1 CTepunuaaunoHHYL0 3arpy3Ky BblAEPKMBAIOT B FOPAYEM BO3AYXe NPU YCNOBUSX, YCTAHOBMEHHbIX Ansi obec-
neYeHuns NeTanbHOCTU, AOCTAaTOYHON ANs MHaKTUBaL MU BMONOrMYecKoro MHAMKaTopa, CoOoTBETCTBYOLWEro TpeboBaHusim
NCO 11138-4.

D.5.2 HomuHanbHas nonynsums Ha GMonornyeckom nHaMKaTope JokHa Npesbllwarb, kak muHnmym 0,5 xlog,,
nonynsuumn, paccuUMTaHHOW N3 Fbio12 1 cepTUdPULMPOBAHHON BENMUUUHLI D, o, Anst Guonormyeckoro niaukatopa. Cneposa-
TeNbHO, OOMXHbl YUYMTbIBATECA U3MEHEHUSI B MUKPODOMONOIMYECKUX MAHUMYMAUMSX U M3MeHeHus Benuumubl D ansi
TECT-MUKPOOPraHM3MORB, KOTOPbIE MOTYT ObIThb BbI3BaHbl KOHTAKTOM C NPOAYKTOM UM KOHTAMUHUPOBAHHEIM MaTepuarnom.

Fio HAXOAWUTCA Npy nomoLwm ypasHenus (D.1)

Fuio = D1so(logNo — logNL), (D.1)
rae D,go — Be€NUUMHa D G1nonornyeckoro mHamkaTtopa npu remnepartype eoigepxkm 160 °C;

Ny — xmu3sHecnocobHas nonynauus GMONOrNYECcKoro MHANKaTopa Nepes BblAepyKKOW;
N, — xuaHecnocobHasa nonynauus GMONOrM4eCcKoro MHAUKATOPa NOCIE BbIASPKKA.

Mpumedyanue—NNCO 11138-4 onpepensieT BennumnHy Digo, paBHyio 2,5 MUH ¢ BenuuuHon z>20 °C. CnepoBa-
TenbHO, BeJ'IVI‘-éVIHa npouecca Fy, fomkHa 6biTe He meHee 2,5 x 12 = 30, rae npumeHsieTcss MeToZ, NnornHon rméenu n Tpeby-
eTcs YOC 107

D.5.3 Bacillus atrophaeus siBnsieTcsi NPYMEPOM KOHTPOMNBbHOTO MUKPOOPraHu3ma, AeMOHCTPUPYIOLLETO BbICOKYIO
CTeneHb Pe3NCTEHTHOCTM K ropsiveMy BO3ayXy 1 NoAXOAsILLEro A5 NPUMEHEHUS B JAHHOM MEeTofe.

D.5.4 NameHeHwus B 0becneveHHON NeTanbHOCTU, KOTOPbLIE MOTYT MPOU3ONTU BHYTPY CTEPUITM3ALIMOHHON CUCTEMBI,
aTaKKe BEPpOATHOCTB TOTO, HTO OHU MOTYT NPUBECTU K NONOXUTENBHOMY Pe3ynbTaTy UCNbITaHUS, AOIIKHbI Obl Tb BKITIOYEHbI
B pacu4eThl 45 BbISBNeHNUs Lenesow F,.

MuHumaneHan BenuumHa Fp, Heobxogumas ans AoCTMXeHUst KoHkpeTHoro YOC, moxeT ObiTh paccumTana ¢
nomoubto ypaeHeHus (D.2),

Fu = Dieo(logroa — logiob), (D.2)
rge a — xuanecnocobHas nonynsauust GUONoOrMyecKoro MHAMKaTopa;
b — ycTaHoBneHHsIN YOC (1079).
D.5.5 CtepunuaaumoHHas 3arpy3ka BblAepXUBaETCsl B FOpAYeM BO34yXe Npu ycrioBusix, BbiGpaHHbIx grist obecne-
YeHUA Leneson Fy, Ans gokasatenbcTea OTCYTCTBMUSA BLIKMBLLNX MWKpOOpraHnamos. Ecnu, cornacHo pesynbtaTam ucnbi-

TaHWs, YCTAHABIVBAETCA NPUEMITEMOCTb QAaHHOIO YPOBHs1 06paboTKM, TO NPOBOAAT ABA MOBTOPHbIX UCTLITAHUS C LENbio
JoKasaTenbCTBa BOCMPOU3BOANMOCTH.,
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MpwunoxeHne E
(cnpaBo4HoOe)

PaspaGoTka npouecca

E.1 PaspaboTtkanpouecca — Buonornyeckue metoabl

Huxe npveeaeHbl TpU MeToda, KOTopble NPUMEHSIIOT ANS onpeaeneHnst netansHOCTU npouecca. Metog nonHow
mbenu umeeT HanbonbLWKI 3anac No rpaHNLe MHaKTMBaLUWMM MUKPOOPraHW3aMoB U SIBMIAIETCH CaMbiM MPOCTLIM B UCTIONb-
30BaHUN.

MeToga nonHow rubenu: 0CHOBaH Ha NPUMEHEHNW PE3UCTEHTHOTO B ¢ M3BECTHOM NoNynaunei, e MOHCTPUPYIOLLLEN
onpegeneHHoe norapudmmnyeckoe cokpaweHue cnop — SLR. MeTtogbsl NonHow rmbenm o6bI4HO NPUMEHANUCH ANsl yCTa-
HOBKM LUWKIMOB CTEpUNM3aLmMm ropsiHnum BO34yXOM B MPOMbILLNEHHOCTU. [JaHHbIN MeTO4 OCHOBLIBAETCH Ha NPeANoNoXeHUH,
YTO B NPOLIECCE CTEPUTM3ALNM MHAKTUBMPYETCS BblCOKast MUKpoBHonornyeckas Harpyaka (Hanpumep, mexay 103 n 109),
KoTOpasi, BO3MOXHO, He MeeT OTHOLWEeHMs K BroHarpyske neped ctepunuaauveit. JaHHbIi MeTo Ha3biBaeTcs METOAOM
NonHow rméenu, Tak Kak yCroBus LKA, YCTAHOBMEHHbIE C Lenblo «yOUTb» MUKPOGUOMONMHECKYI0 HarpysKy, ¢ 4OMNOSIHU-
TeNbHbIM 3aNacoM NPOYHOCTYU, AONKHbI ObITb HAMHOFO Bonee CTPOrMMU, YeM YCNOBUS, HEOBXOANUMbIE A4Sl MHAKTUBaLWUK
BGuoHarpysku Ha npoaykTe.

BenuynHa D MUKpoBronornieckor Harpy3ku 1 MUKPOOPraHM3MOB GMOHAIPY3KM Ha NPOAYKTE MOXET pasnuyaTbes B
pa3snuyHbIX cpeaax v pasnnyHbIX MecTax pacrnonoxeHus. Takum o6pasom, n3HauanbHOE KONUYECTBO UMK KOHLLEHTpaumsl
Harpysku BelOMpaeTCcs Ha OCHOBE PE3UCTEHTHOCTM MONYNSALMU CNOP NPY 3a4aHHbIX YCNOBUAX UCNOMNBb30BAHUS.

Mpu npyMmeHeHWn meToda NnonHom rmbenn HeobBxoaMMO yUUTLIBATL NOTEHUMANBbHOE CHUXEHWE TEMNEPATYPLI U3ae-
NS M €ro YNakoBKU UMM KOHTEMHepa. YBENWYEHHAA XMMMYeckas n hmnamdeckas gerpagaums, ycuneHHoe obpasoBaHue
YacTuL M OrpaHvyeHVe cpoka rogHoCTV NPoAyKTa MOryT ObiTb pesynbTaToOM Ype3MEpHON BbIAEPXKU MPU BbICOKMX
Temnepartypax.

Mpown3sognTens 4OMKeH NoNyyYaTte AaHHbIe O TUNUYHBIX BUOHAarpy3kax, HaHECEHHbIX Ha usgenue. T AaHHbIE He
JOIXHbI BbITh CTOIMb Xe UCHEPNbIBA WM MY M HE AOMKHBI MONYYaThCs Tak Xe 4acTo, Kak Npu paspaboTke AaHHOro MeToga.

KombuHMpoBaHHkI MeToa bronormyeckoro uHaukatTopa/6uoHarpy3kn: KoMm6MHMpoBaHHbIN MeToa BU/GuoHarpyaku
OCHOBaH Ha npuMeHeHnn peanctenTHoro b nnm YKI ¢ nonynsiumen, paBHon unu 6onbLueit, 4yem nonynsiuusi HaTypanbHON
6GuoHarpyskv Ha usgenuu. laHHbIn MeToa npremMnem, Korga UMeloTCsl 4OCTaTOUHbIE JaHHble 0 BUOHarpy3ke, Nony4eHHbIe
B pe3ynbTaTe NporpaMmMbl MOHUTOPUHIa BuoHarpysku, YTo6bl foKa3aTb, YTO MOXET NpuMeHsiTbest BU nnm YKI ¢ nonyns-
uuen menee 10°.

Mpw koMBUHMpOBaHHOM noaxoae B/6uonarpysku, MukpoGronormyeckasi CTepUn3aUmMoHHas Harpy3ka NpPoayKTa
MOXeT noTpeboBaTh MHAKTUBAL UM M3HAYaNbHOM KOHLEHTPaLIMN MHOKYNTMPOBaHHOTO MaTepuarnaio yCTaHOBIEHHOro nora-
pudmMnyeckoro ypoBHs. OTHOCUTENbHAas PE3UCTEHTHOCTb M MONyrsiuusi UHOKYNMPOBAHHOIO marepuana nepBu-HON
Harpy3ky MUKpOOpraHuama MMKpobronornyeckomn Harpy3ku AOMmKHa CPaBHMBATLCS CO CPeAHUM KONMYECTBOM M TENNOBON
PEe3UCTEHTHOCTbIO BUOHarpy3Kku, HaHeCEeHHOM Ha MPOAYKT. Takoe CpaBHEHWUE NoOKa3bIBaeT, YTO MHAKTMBaLUUs Npegonpeae-
NEHHOTO YPOBHSI MUKPOBMONOrMYeCKON Harpy3km rapaHTUPYET AOCTUXKEHUE KENAEMOW BEPOSTHOCTU BbDKUBLLUMX MUKPO-
opraHusmMoB Ha GnoHarpyske. CuutaeTcs, UTO JaHHbI MeTo[ OCHOBaH Ha GUoHarpyske, crnefoBaTernbHO, GUoHarpyska
NPOCUYUTLIBAETCS M PE3NCTEHTHOCTb ONpPeAEensieTcs], Kak B meToze abcornioTHoW GuoHarpysku.

MeTop abcontoTHon GuoHarpyaku: obpasubl U3genuidi, KoTopble NnokasbiBaldT Hauboree BbICOKME YPOBHU Guo-
Harpysky 1 opraHnamMbl ¢ HanbornbLIen Pe3nCTEHTHOCTBIO, NOABEPraloTCsA BO3pacTaloWwym nepuoaam Boigepxku. Mocne
BblAEPXKKM NPOBOAST UCMbITAHWE HA CTEPUIBHOCTL B COOTBETCTBUM ¢ TpeGoBaHusimm MCO 11737-2.

MeToa abconoTHol G1oHarpy3ky BKouaeT NPOBEPKY U3ZENUS Ha TENNOYCTONYMBbLIE MMKPOOPraHM3Mbl — Hanpu-
Mep, C MCNONMb30BaHWEeM U3ornsiTa buoHarpy3skm (Mony4eHHOro B Lensix co3gaHusl TPyAHOCTU ANs CTepUnu3auun nsgenus),
npegcraensiiowero cobon Hanbonee pe3ncTeHTHyI0 NonynsiLmio GuoHarpysku. U3onat GuHarpysku moxeT 6biTb pa3aMHoO-
)KeH, MTHOKYNIMPOBAaH Ha UNW BHYTPb NPOAYKTa M UCMONb30BaH NpU uccnegoBaHMm TPyAHOCTEN ANS CTEPUNU3aLMM NPOAYK-
LMK C LUenbio oKa3aTernbCTBa XernaeMon BePOsSiTHOCTU BbRKMBLLUMX MUKPOOPraHuamoB B GuoHarpyske uagenusi. O6bivHoe
KONM4ecTBO GMoHarpy3sku, UCnonb3yemMoe B pacHeTax, OCHOBaHO Ha cpeJHEM KOnnuecTBe BUOHarpy3ku ninioc TpexkpaTHoe
CTaHQapTHOE OTKIMOHEHHUE.

Pe3ancTeHTHOCTL BUOHArpy3ku MOXHO onpeZienuThb C NMOMOLLLIO BbiAeP3Kkv 06pa3LoB NpoayKumm, cogepaimx 6uo-
Harpysky, B YBeNMUYEHHbIX BpEMEHHbIX UHTEPBanax BbiAepXXkU Npy NpeanaraembiX YCNoBUsIX LUKNA, a 3aTem NpPoBecTu
MCNbITAHWUA HA CTEPUITLHOCTB C LENblo OnpefieneHusi KonuyecTBa BbKMBLUMX OPraHM3MOB UMW [I0NW NONOXUTENbHBLIX
pe3ynbTaTtoB, MPUCYTCTBYIOLMX MPU Pa3nNUYHOW NPOAOCIKMTENBHOCTY Bhigepxkmn (Halvorson u Ziegler, Pflug n Holcomb).

BuoHarpy3ska Ha NPoAYKT, Kak NpaBuIo, COCTOUT U3 CMELLAHHbLIX OPraHN3moB, 06bIYHO UMEIOLUX pa3Hble Benuyn-
Hbl D. B gaHHom cnyuae norapudmmnyeckoe CoKpalleHue Kaxaoro opraHuama nocrie 0gMHakoBOro BpEMEHW BblAEPXKKK
6ynet pasnuuatbcs. Takmm obpasom, obuiee norapudpmmyeckoe cokpalleHve nocne Kaxaoro MHTepBana BblAepKKu
Takke He 6yaet oauHakoBbIM U rpaduk He ByaeT nuHenHbIM. [psimasi NIMHKA OT M3HaYanbHOro KoNUYecTea Ao nobon
€OUHUYHOMN TOYKM NOCIE BbiAEPKKMU OyAeT Unn HeJ0OLEHMBATb, UIMW NEPEOLIEHMBATBL KOHEUHYIO TOUky n YOC.
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B kavecTBe anbTepHaTMBLI BO3MOXHO NPUMEHNTBL U3O0JTSILMIO UMK Pa3MHOXEHUE C NMOCTeAyoWen MHOKYNSILMEN Ha
NPoAyKT UNW APYrov NOAXOAsIUMIA HOCUTENb NSl OnpeAerneHuss pe3ancTeHTHOCTU OpraHMamoB GuoHarpysku; ogHako
PaA3MHOXEHWE MOXET U3MEHUTb PE3NCTEHTHOCTb BUOHarpy3ku. Pe3ncTeHTHOCTb APYrMX CMCTEM MUKPOBMOIOrMyeckom
Harpy3sku, KOTopble Mornu 6bl MCNONBb30BaTLCA A1l TEKYLLEro BUONOrMYecKoro MOHMTOPUHIA, TaKkKe JOJKHA OblThb onpe-
Aenexa.

Linkn, ocHoBaHHbIN Ha BuoHarpyske, TpebyeT HabniogeHuii 3a GUoOHarpy3KkoW ¢ YacTon NEpMOANYHOCTBIO, C Lenbio
onpeAeneHnn KonuyecTBa OMOHarpy3oK M BMOOB MMKPOOPraHW3MOB Ha mpogdykumu. YactoTa npoBepok GuoHarpyskm
33BUCUT OT Ka4eCTBa M U3MEHYMBOCTU CTATUCTUUECKUX [aHHbIX, TUMOB CTePUNN3yeMbIX U3aenui, NPON3BOACTBEHHOIO
npouecca n Tuna npouecca ctepunusaumu. B kaxxaom npon3BoacTBEHHOM yupeXxaeHUH J0NMKHbI 6paTbes Npobbl ¢ Hanbo-
nee TUNUYHBLIX NPOAYKTOB B NMpoLiecce TeKyllero npoussoacTtea. [lomkHa 6biTe paspaboraHa nporpamma MOHUTOPUHIA
6uoHarpysKku ¢ Uenbio aHanuaa niobbix K3MEHEHUIA B KOMIMOHEHTaxX NPOAYKTA UMK B NPOU3BOACTBE, B cpefie NpoTeKaHusi
NpoLeCcCOB NPOAYKTOB, KOTOPbIE MOIYT OKa3aTb 3HAYMTENbHOE BNUsiHMe Ha GuoHarpysky. Ecnv B npousBoacTBEHHOM
cpepe NponCXoaAT M3MEHEHUs], TO HE06X0AUMO NPOBOAUTL AONONHUTENbHBbIE HabntoaeHns 3a GuoHarpy3kon.

E.2 PaspaboTtkanpouecca — pmsnyeckme metoabl

Beinn paspaboTtaHbl maTemaTudeckue metTogbl U rpadmyeckne cnocobsl, C MOMOLLBIO KOTOPbIX PacCYMTLIBAETCS
neTtaneHOCTb Mnpouecca (YacTo BbipaXKeHHas Kak F, phy: <) MO AaHHbIM O Temneparype uagenus. PacueT Benuumibl F,
NONy4eHHOM UCXoAs N3 AaHHbBIX O (PU3NUECKUX napameTpax npouecca, 06bACHAETCS B TAKUX NIUTEPATYPHbIX UCTOUYHMKAX,
kak PDA TR3, Stumbo n Pflug. Onpepenetus senuuuibl D, BenuunHel F, F. , Benuuntbl F phys Y BENUUMHBI Z NPUBEEHbI
B pasgene 3 HacTosiwero ctaHgapTa. [ins pacyera BenuuuHbl F Heo6xoammo 3HauveHne KOHTPOITbHOW TemnepaTtyphbl 1
3Ha4YeHWe BeNVYMHbI Z.

Yem Gonblue 3HaveHne BenuuuHbl D, Tem 6ornee pe3aMcTeHTHLIM K TENNOBOMY Pa3pyLLEHUIO SIBMSIETCS MUKPOOpra-
HU3M. BennymnHa moxeT GbiTh NONy4YeHa ¢ NOMOLLbIO MOCTPOEHUA rpaduka norapudma oT Yncrna BbKUBLLMX MUKPOOpra-
HU3MOB U BpEMEHW CTepuIM3aunMOHHON BbIAEPXKKW; BrOCNEACTBUM Bpemsl, cooTBeTcTBylowee 1log cokpauweHuio
YUCIIEHHOCTU, MOXET ObITb M3MEPEHO HaNpPsIMYHo.

MpuMeHeHne F, ANs BoIpaXeHns NeTansHOCTU LUKIa NpeanonaraeT Hanmune KOHTPOonbHON Temnepartypsl. Ctan-
JapTHas KOHTponbHas Temneparypa gnsiropsiiero sosgyxa 160 °C, c senuuunHom z, pasvon 20 °C. Tem He meHee, criegyeTt
OTMETUTb, YTO C YHETOM TEMMNEPATYPHbIX pa3nnyni B NpoLieccax BO3AYLWHOW CTepunusaumm moxeT 6b1Tb Boibpana niobas
KOHTPOnbHas TemnepaTtypa. [laHHble 0 TemnepaType usgenusl, cobpaHHble 3a Becb npolecc (HarpeBaHue, BbiAepKka,
oxnaxgeHve), npeobpasoBbIBAOTCS B 9KBUBAMEHTHYIO NeTanbHOCTb Npu 160 °C u matemaTUyecku unum rpacuyuecku
WHTErpuUpYyoTCs C LIeNbo NonyyYeHns prmanyeckor BeNIMYMHBI NeTanbHOCTH, BLIPAXXEHHOW B SKBMBAITEHTHLIX MUHYTaXx Mnpu
Bblgepxke Ha 160 °C. Hanpumep, kaxgas muHyta npu 140 °C umeeT ypoBeHb netanbHOCTH, paeHeii 0,1 muH npu 160 °C,
ecnn z = 20 °C. HekoTopeble nporpamMmmbl MOTyT pacCHMTbLIBaTL 3HAYEHME BENUHMHBI F B Npouecce NOCTOAHHO, B TEYEHNe
CTEPUNMN3ALNOHHOIO LMKNA, MPU NOMO LW BXOAHbIX JAaHHBIX OT OAHOTO UMK HE CKOMBbKMUX TEMNEPaTypPHbIX AATHUKOB BHYTPY
nagenus. Ocobble MeToanKM pacyeTa Fyy onmcaHsl B NCTOYHMKAX MO CCbiNKaMm, NPMBEAEHHLIM B HAaCTOAWEM cTaHaapTe,
a TaKKke B APYrux nutepaTypHbIX UCTOYHMKAX.

MpepBapuTenbHbie UCCrefoBaHNA AOMXKHbI ObITb NPOBEAEHbI C LeNblo BbiGOpa TOHEK MOHUTOPUHTa TemMnepaTyphl
Ans pacyeta F, Takum o6pa3som, 4To6ebl BenuumuHel F, npumensieMble Npu paspaboTke npouecca, npeacTaenanu cobon
Hambonbwylo Harpy3ky Ha cuctemy. [aHHble MccnefoBaHUsl OOJDKHBI Takke BKNOYaTb U3ydeHWe TemMnepaTypHOro
pacnpocTpaHeHnsi BHyTPU 3arpy>KeHHOW CTEPUITM3aLMOHHON CUCTEMBI C LIENbIO BLIABNEHNA Hanbonee meaneHHo Harpe-
BaeMbIX 30H BHYTPU CTEPUNU3ALMOHHON KamMepbl, onpeAeneHusi BO3MOXHOCTU UX BOCNPOUSBOANMOCTU U HAXOXKOAEHNA
Hambonee Xono4HbIX 30H BHYTPU CTEPMNM3aLMOHHON Kamephbl B Npouecce BbigepxXku. [laHHble nccneaoBaHus AOMKHbI
noKkasaTb, YTO TeMNepaTypHbIA 4aTHYUK HAXOAMUTCSI BHYTpY HambBornee XonogHoN 30Hbl U3Aenus, UNn ZomkHbl 6biTb gaHb
OOKYMEHTMPOBAaHHbIE TEXHWYECKME Pa3bsCHEHUS! Ha npeAmeT BbiGpaHHOro MecTa pacnonoXeHus TeMnepaTypHOro
Jaryuka. Ecnv paamep ynakoBKM v KOHTEMHepa, Ui 06beM 3arpy3ku HEBENUK, TO AOIKHbI BbITb Y4TEHBI BO3MOXHbIE
aphekTh TENNONPOBOAHOCTU HA MOBEPXHOCTU [ATYMKa U BHYTPU U3JENUS, a TAKKE HEO6X0AMMOCTE NOMELWEHUS aTYmMKa
Ha COOTBETCTBYIOW YO rMyBUHY € Lenbio MUHMMK3aLMmu OCHOBHBIX c60eB No TennonpoeoaHocTU. bonee menkue npoeoga
AnNsi AaTYMKOB MOTYT BbITb MCNONBb30BaHbI AN MUHMMKU3aUMK 3ddeKTa HarpeBaHus.

TouHas oueHKa BennuuHbl Npouecca F, phys TpebyeT, uTo6bl cucTeMa u3MmepeHnsa TemnepaTypsl 6bina oTkanubpo-
BaHa Hagnexawmm obpazom. Koppexmpynou.q,uu KO3(hdUUMEHT AormkeH OblITb NPUMEHEH K OTAENbHBIM 3HAYEHUSIM,
npexge 4Yem 6yayT NPOBOANTLCA pacyeThl NETANbLHOCTY UMKNa. BanugHocTb Benu4nHbl F phys OCHOBbIBAETCS Ha Npe/no-
TNOXEHUN, YTO PE3UCTEHTHbIE BUAbI MUKPOOPraHU3MOB B GMOHarpy3ke Ha U3genum umetoT Benuqtu Z, paeHyIo NPUMEpPHO
20 °C. fonxHo GbiTe OnpeaeneHo CooTHOWeHNe BenuiuH Fpy, o 1 Fi, OPraHMamoB B cpeae npoayKTa/cTepunnaaumm
(Benuuunnel D u z). Banngauunsa 3aBucUT OT BbICOKOTOYHOWM KWHETUKU BEIMUPAHUA (YHUHTOXeHus ). [loka3aHo, 4YTo BbiMupa-
HUE MUKPOOPraHU3MOB OT ropsiHero Bo3Zlyxa crieflyeT 3a BbICOKOTOYHOM KUHETUKON NONYNAUMK, COCTOAWEN N3 OPraHn3MoB
OAHOro BMAa.

JNleTanbHoCTb € MCcnonb3oBaHneM HU3NUECKUX AAHHLIX NpoLecca ONpPeaensioT COBMECTHO C COOTBETCTBYIOLMMU
MuKpobuonormyeckumm nccnegoBanusimu. B o Bpemst kak F, phys ONPEAENSIOT TeMNEePaTyPHLIMU AaTHMKAMK U NOMYyYeH-
HbIMW B pesynbTtate duanyeckumm aanHbimmn, F. onpegensiot YKIT n nonyveHHsiMU B pesynbtaTte 6uonormyeckumm
AaHHbIMK (Benun4duHbl D n z). Vicnonb3ysi Guonormueckne aHHble COBMECTHO C thys, MOXHO CNPOrHo3npoBaTb addek-
TUBHOCTb CTEPUNN3ALNOHHOTO LMKIa.
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Mpunoxexnne DA

(cnpaBouHoe)

CBefileHUA 0 COOTBETCTBUU CCbITOYHLIX MeXAYHapoAHbIX CTaHAApPTOB
HauMoHanbHLIM cTaHaapTam Poccuitckon ®egepaumm

Tab6nwuuya DAA

0O603Ha4eH1E CChINMOYHOrO CreneHb 0603Ha4eHe U HAUMEHOBaAHME COOTBETCTBYIOLLETO HAUMOHANBHOrO
MeXAYHapoaHOoro ctaHgapra €ooTBEeTCTBUA craHgaprta

MCO 10012 IDT FOCT P UCO 10012—2008 «MeHemkmeHT opraHusaumn. Cuc-
TeMbl MEHEAXXMEHTA namepeHuii. TpeboBaHUs! K npoleccam name-
PEHUI N N3MepUTENBHOMY 060pPYZI0BaHUION

MNCO 10993-1 IDT FOCT ISO 10993-1—2011 «WMapenus meauuuHckue. OueHka
B1oNoOrM4ecKoro AeNcTBns MeaMLUMHCKMX nagenuin. Yactb 1. OueH-
Ka U UCCneaoBaHns»

NCO 10993-17 IDT MOCT ISO 10993-17—2011 «W3penus meamumnHckune. OueHka
OMONOIMYEecKoro AencTBuUs MeauUMHCKUX u3genui. Yactb 17.
YcraHoBneHUe NOporoBbIX 3HAYEHUI A4Sl BbIMbIBAEMbIX BELLLECTB»

MCO 11138-1:2006 — **

MCO 11138-4:2006 — **

MCO 11140-1 IDT FOCT ISO 11140-1—2011 «Crepunusaumsi MeauLMHCKON
npoaykumu. Xummdeckue niauvkaropsl. Yacts 1. O6wme tpeboBa-
HUSI»

MNCO 11607-1 — *

MCO 11607-2 — *

MCO 11737-1:2006 — b

NCO 11737-2:2009 — b

MNCO 13485 IDT [OCT ISO 13485—2011 «Wapenus meanumHckmne. Cuctemsl
MeHeQKMeHTa KadecTBa. Cuctemublie TpebGoBaHvs aAnsi Lenen
perynmpoBaHus»

M3K 61010-1 MOD MOCT 12.2.091—2012 (IEC 61010-1:2001) «BbesonacHocTb

BMEeKTpUYeckoro oGopyAOBaHWA ANsi U3MEpPeHNsl, YnpaeneHuss u
nabopaTtopHoro npumeHerus. Yacte 1. O6wme TpeboBaHusy

M3K 61010-2-040

*%

BETCTBUA CTaHOAPTOB:

- IDT — naeHTU4YHbIE CTaHAAPTHI;
- MOD — moguduvumpoBaHHbie CTaHAapThbI.

* CoOTBETCTBYIOWMI HALUMOHAMBHBIN CTaHaapT oTcyTcTByeT. [lo ero yTBepAeHUsi peKoMeHOyeTCH NCNonb3oBaTh
nepeBoOA, Ha PYcCkUM s3blK AaHHOrO MexdyHapogHoro ctaHgapra. [Mepesof gaHHOro mexayHapoaHoro craHgapra
HaxoauTcs B GegepanbHOM MHpopMaLMOHHOM DOHAE TEXHUHECKUX PEernamMmeHTOB U CTaHdapToB.

** COOTBETCTBYIOWMI HALMOHanNbHbIN cTaHgapT oTcyTcTByeT. [lo ero yTBep)aeHnsi pekoMeHayeTcs UCnonb3oBaTth
nepeBog, Ha PYCCKUI s13blK 4aHHOTO MEeXAyHapoAHOro cTaHgapra.

MpwMedyaHue—B HacToswelh Tabnuue NCNonb3oBaHb! Cneayowye yernoeHbsle 0603Ha4eHnst cTeneHn cooT-
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