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MacT P MCO 17665-1—2016

MNpeaucnoewne

1 NOOroTOBNEH OBWecTeoM © Orpalu4EHHON OTERETCTEEHHOCTRIO wdapnmcrepys (000 eDapmcTeps)
Ha CCHOBE AYTEHTHUHONS NEPEBona Ha DYCCKMA 23kl CTAHOARTS, YEAIAHHOM B NYHETE 4, ROTODLIE BRRONHEH
PN «CTAHOAPTIAHGOPM

2 BHECEH TexHWYBCKAM KOMATETOM N CTaAMDapTHIaUMKH T 383 « CTepunMaaunma Hanenii MegnuHH:
CHOM HaaHaqYaHH Ay

3 YTBEPX/IEH W BBEOEH B OEWMCTBME Mpukazom DenepansHore argHTCTEA MO TEXHWHECKOMY pe-
MYNADSBAHKIO A METPoRoraW oT 17 mapra 2016 r. Ne 160-cT

4 HacToAwHA CTAHOaDT MOSHTHYEH MENTYHAPOOHOMY cTanaapTy MO 17665-1: 2006 «CTepunuaauma
MEOWUHMHCKOR npodysy«id. BnaxHoe Tenno. HacTe 1. TpeSoBannAa K paspadoTre. BANWOALUWK W TeRyLemMy
KOMTROMNK NPOUECCa CTEPWNWAALWA MEZWLHMHCEAY M3denis (150 17665-1.2006 «Sterilization of health care
products — Moist heat — Pari 1: Requirements for development, validation and routine control of a sterilization
process for medical devicess).

Mpk NPHMEHEHWA HACTOALLEND CTAMJARTA PEKOMEHTYETCR HENONEI0RATE BMECTD COLINGHHEIX MESIYHA-
POAHEL CTAMOARTOR COOTBETCTEYHILIME WM HALKOHANEHEHE CTaHgapTeE Poccudckol Penepauqin, CEEOaHHR O
KOTODEIX NPHBEOEHE B OSNONHATENEHOM NPRNCHEHAH 04,

5 B3AMEH MoCT P MCO 136883—2000, MOCT P MCO 11134—2000

Mpacuna ApuMexenus HacmoAwess chasdapma yoemasoanass: ¢ TOCT P 1.0—2012 (pa3den 8).
Hucdhopmauua of UaMEHERURAX K Hacmosiemy cmardapmy nylnusyemcs 6 exesodnoM (N0 Cocmoanug Ha
1 Aneaps mekyweso 2oda) UHhopMaLLIoHHOM yRAIaMans sHalyuoHanbbb0e cimandapimedy, & ouLuanbisil
MERCTT UIMeHERUN U NOADaE0K — & BNeMecAYHOM Yiasamena sHayuoranstkie chaddapmes. B ciyuae
ASpECAMONDE (2aMeibi) WL GMMEeHs HACMORWe2n cMandapma coomaamemapilee yaedounaxue Oydem
ayGruroeana @ ONUuWadiles eniTyCHE OMEMECAYHOED uHiDopMaUUoMHo2D yrasamens sHayuonNanbibe
cmakdapmeis. COOMBEMOMaoan UHigopMayLs. yesdoMienue U MescMbl PATMOLUSITICA Makke &
LIHPOpMELLIOHHOL CUCmame abilleso NaTbIcEaHUa — Ha apuLlansHoM caime PadepankHoso aseHmomes
10 MexXHUYeckomy DPESFNUpaEanuio U Mempanoaud @ cemu Memepsarm (wiww. gast.r)

E Crangaprandgropn, 2016

HacToAwME CTAHASPT HE MOKET BEiTe NONHOCTER WK YECTHYHO BOCTDoMIBEREH, THRANKMPORAH W pac-
APOCTOaHEN B KAYECTE GpHMUMANEHOrD naganra Ged parpeleHMs CenepansHone areHTCTea No TEXHUYeckn-
Ry DECYTHADOBAHMIO 14 METAON0MIAL
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EeegeHne

CTEpANBEHOR MESHUMHCKOE HAGENHE — 3TO TAKDE MEOWLWHCKCE HW3TRNHME, KOTOPOE HE CONeQMMT HNaHEe-
CNoCoGHER MAKpODprakyamon, MexgyHapoaksie cTaHAaAPTE, YCTaHaABNMBRIOLLHE TREEOBaHMA K BANUOALIKMK,
a TAKE K TeKYLWEMY KOHTPON NDOLSccos CTERHNHIALHM, YCTaHaBNWBAKT, 470, KOrga HeoOxXogKsMa NocTas-:
K8 CTEPMMNbHEY MEZALUMHCKWY WA0envi, cryHaiioe MAKpoDWonoriHeckoe Japaketie 00 NPOUECca cTepk:
MAIALKIA OONHHD BbiTh CEEGEHD K MAHAMYMY. TEM HE MEHEE, MEOWUHHCKAE WAOENWA, NPoOH3BEEHHBIE MPW
CTAHGAPTHLIX YCNOBKAN NPOMIBOOCTEA B COOTEETCTEHMH C TpeboBaHWAMN CHCTEMEl MEHELWMEHTA KaYeCcTEa
(oM., Hanpumep, MCO 13485), moryT go cTepUnd3auHy colepsarte Hebonbluoe YAcNo MHUEROCPraHrIsoE.
Takue MEOHLWHCEWE WIeNnA HECTERHNEHbE. LIENk CTEpMNHIALUWH COCTOMT B TOM, 4T00R YHHYTOMW T MAKDO-
BUONOrAYEcKoe JAMPAIHERME W TAKMM 050pa30M NpeobpasoEaTe HECTEDHMLHEIS MEJALWHCKHE MAOENWa B CTE-
PrNbHBIE,

KHHETWKE YHRYTOHWEHHA YACTOR EyNETYPL MAEDOOPraHWIMOBE UIAYECKMMKA WINNK XHMUNECKMMH ME-
TOGAMMK, KOTODbIE WCNOMNBIYIOTCR NPW CTEPHNWIALMK MEOWUWHCKME M3GENHR, B 0SWEM MyHlWe BOEMD MOWeT
BiTe OMNWCAH IKCNOHEHUMWANEHOW 33BMCHMOCTEID MERTY HACTIOM BiMKBLLIKMY MUKDOODTIHKAMOEB W CTENEHBIO
CBpaboTEW CTEPIUMUIYIILMM areHToM, 08A3aTeNEHOR GCOBEHHOCTED JaHHOrT METOOA ARNSETCA TO, YTO BOEr-
43 MMEETCH BEp0ATHOCTE BEUKHBAHKA MAKPOODTAHKIMORE HEIABWCHMSD OT CTENEHW NpoEETEHHTH oBpaboTn.

Ona gaHHcR 06paboTed BEpOATHOCTE BRIMKMBAHWA ONPEZENAeTCH KONWYECTEOM W DESMCTEHTHOCTEID
MAKPOOPTaHHIMoa ¥ YCNoOBHAMK WX CYLYeCTROEAMWA BO opena 0bpabotik. ChneaosaTensHs, CTERWNEHCCTE
MGore MegUUMHCKOTD WAOEnia B COROKYNHOCTH MAOenHi, NOGBERTHYTRIX CTERMNAIALWK, HE MOMET rapasH-
THPOBATECA W CTEPHNLHOCTE PRAA 0GpaboTaHH B HAOeNHR BEPAKaETEA B TEDMAHAY BEPOATHOCTA TOMD, YTo
HAIHSCNOCOSHLIE MUEPOODIaHHIMEl TRHUCYTCTEYIIT HA METMLMHCKOM HAOSnui.

HacToAWKA cTaH0apT cOQepHuT Tpebonanua K oBecnaye i NpoUecca CTEpHNHIALNA BRadHLIM Ta-
MO0, NPegH3IHAYSHHITS ONA CTePUNMIALKA METHULMHCERE M3O8NHA, BOTODBIM NPACYLLE MEKDODHoNOrMYe-
CEOE 3arpAIHedie, NoMEMS 3700, COOTEETCTEWE TRpeloaaHiaM 00eCneYHBaeT, YTO UX AKTHEHOCTE ABNASTSA
QOCTOBSPHOR W BOCTIPOMIBOAMMON TaK, 4TO moweT OkiTs NPEECKaIAHT C JOCTATONMHON J0CTOREDHOCTRKD, YTO
NPOAyKT NOCNE CTEPANMIALKA HMEET HHIKKMEA YDOREHE BEPOATHOCTH NOHCYTCTREWA MWMAHECNOCODHELE MUEDD-
opradvamon. ONpegensHae JaHHol BEPOATHOCTH RRMAETCA 3daa4el YIONHOMOHEHHBIX ODTAHOR 1 MOMET OT
MAYATECA Ha TEPDHTOPHAX paaHslx cTpaH (cw., Hanpumep, EH 556-1 1 ANSIAAMI STEY).

Cowwre TpelosaHKs K CHCTEMaM MEHEHMEHTA Ka4eCTBa N0 NPoOEKTUPoBAHKIO W palpaboTie, Npowa-
BOOCTRY, BESGEHMID W oBCmyKuBaHHD Jank: B WICO 2007, a cneyraneisie TpefoBadia K CHCTEMaM MEHEDH-
MEHTE KA4BCTEE MEQWUKMHCKOR Npodyrumi dads 8 MCOD 13285, CTaHgapTel CHCTEM MEHEOMMERTA LAYECTRBA
NpEanNoRaraT, 4T0 ANA HEKOTOPBEX NPOUECCOB, MCNONEIYEMBE B NDOHIB0ACTES, a0 DeTHBHOCTE NPOUECsa
HE MOMET BbiTe NOMHOCTEID NDOEEDEHE NOCNETYHOWIKMM SCMOTDOM W MCNEHTAMWEM WAOenA. CTEpMNMIanHa —
npKMep Takoro npodecea. No 3ToR NpHYKMHE, NPOUECCH CTERMAWIAL MK BaNHEKpYIOTCA MR HCNONLIoBAHKA,
BLINCAHEHWE NPOUECCE CTEDMNWIALAN KOHTRONWDYETCA B NNAH0EoM NOpAgEe W obopyaoaavde obcnywWMes-
BTCA.

MpasyneHo BANWGADOBaHHBKR W TIWAaTENLHT NPOBSOWMEHE NPOUSCs CTEPHMMAALMK HE ABNASTCA BOKH-
CTEEHHbLIM PakTopom, 0DECNEYMBAWMM HAOEHHYIO TApaHTHID CTEPHNLHOCTH NROOYKLWA, W, B GaHHOM Chy-
Yag, 80 COOTEETCTEWE NPegnonarasmMomy MCnonsiosaHng, CneqoeaTensio, CnegyeT yaenuTes BHRMaHNE HE-
CEONBEMIM NPAHLANEM, BEIOHAIOWHIM:

8) MUEPOBHONOMAHEcKHd CTATYE MCNONbIYEMBIX MCRODHE MATEDHAN0E WiANK KOMIOHEHT,

B BanMaanna M TERYLMER KOHTPONE NPOUECCOR OYHCTHH ¥ Je3dHDe LY HMH Magenui;

B} KOHTROMND NPOHIB0ACTEEHHLIX YCNOBWA, B KOTOPEIE NPOOYKT NPpOMIBSOWTCA, COBWDARTCA W YNakoBbl
BIETCH,

i KOHTpONE ODOpYO08aHKHA 1K TEXHONOTHHECKOND Npouyecea,

A} KOHTROMNE NEDCOHANa W OBWeR rMrAeHL,

@) CNocot W MaTEpHankd, & KOTODLIE NPOaYKET YNakoBLB3aTCA,

W) YCMOBKA, NDH KOTOPEX NPOAYKT XPaHATCR.

Y¥POEEHE KOHTEMHHAUWKA NPOOYELHH, NOOBEDTAWERca CTEPMMKIaULKA, HIMEHARTCA, W OH 3JABWCKHT OT
acppeKTHBHOCTI NPOUECca cTepHnvIadn. Magenia, HCnanbayemble B MESUUMHCKAX LUEnAx 1 NpoXoOALLme
MOBTORHYIO CTERUNHIALKID B COOTBETCTEMM C HHCTRYELMAMK NRpoWasoanTens (oM. MCO 17664), paccsmatpuaa-
TCA Kak ocoGeid cnydain. B Takkx HIDeNWAx BENWKE BEpoATHOCTE NPOoUecca oSpaloBaHMA GonbWora dHocna

W
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FATPAIHAIOLHY MUEROSDIAMKAMOE W OCTATOMHEIE HEODFAHMYSCEMY MMM ORraHWYECckns IarpaiHeH i, HecMo-
TPA Ha WCRONLI0BAHWE NPOUSCCOn O49MCTEM. ChegoearensHo, BEawHO YOenATe 0coboe BHMMaNKeE Banndaumy
W EOHTPOMO NPOUSCCOB O4HCTEH M J83MHEEELMK, MCNOoNsIYeMbix NPA NOETODHOR CTERWTMIALKK.

HacToAw®E cTaHgapT ycTaHaonweaseT TpetoBaHyA ONA rapaMTik Tors, Y970 OefTenbHICTE, CER3aHHIRA
C NQOUECCOM CTEQDWUNKHIALNKW BNANHLIA TEMNO0M, BEMONHANACE OonsHeM 06pasoK. JaHdHan 0esTensH0CTR
ONHCAaHa B DOKYMEHTHPOBAHHLIX PAGIHMY NpOrpamMmax, paapabotadHbly 0NA JeMOHCTDanMn Torg, H9Ta neo-
LeCs CTEPMNMAALMA BENAMHEIM TENNOoM BY0ET NOCTOAHHD Bl 03BaTE CTEPUNENYRS NEOIYELMAI0 NpK 0B pabotke o
TEXHOMOTHYECKMMIA NAPAMETDAMK, NEXALIWAMKM B JHANAI0HE 1aDAHEE YCTAHOBNEHHEY NPEOEnos.

TpefopaHua ABNAKTCR HOPMATHEMON YACTEID HACTOALEND CTAMOapTa, ONA KOTOpME TpebyeTca cooT-
BeTCTEMe. PyHOBOQCTRD, NPENCTARNSHHOR B MHOPMATHEMEL MPUNCHKEHWAX, HE AENARTCA HOPMATHEHEIM M
NOOrOTORNEHD HE KAk KOHTPONLHEIA CNMCOK OQNA ayQuTopos. PYKOBOOCTED CONEDHMT ODLACHEHKR 1 METOOI,
KOTODEIE PACCMATOMBAITCA KAK NDAMEHAMEIE METOOMKM COOTBETCTBWA TpefosavwnAm. MoryT npuMeHaTsca
METOOkRI, OTAM4HEIE OT NpEOCTABNEHHEY B DYKOROOCTRE, SCnM oMY HPEeKTHEHL ONA O0CTANMEHHA COOTRET-
CTEMA TPeGORAMWAM HACTOALEND CTAHOApTA.

PaapaboTea, BANMOAUMA W TEKYLUHE KOMTDONE NPOLECCa CTEPUMEALMK BLNIDYANT B ceda pag oToenNk:
HilX, M3 BI3WMOCBAIAHHEE OSACTEWA, Hanpumep, kanubpopka, Tekywes obocnyvemBanue, QopMUpOBaHME
TEXHUYECKAY TpeboBaHui, TeXHONOTWYeCEMA NPOUECT, BREOEHHE TEXHWHECKON CHCTEeME, XaPaKTepuCTHEM
IKCANYATALMA M XADAKTEDKMCTHEW NMOKA3aTansk patoTe. HecMoTpA Ha TO, 4T0 JelcTeMa, TpedveMble HacTos:
LM M CTAHAAPTOM, BN COBMECTHO CIPYNNMPORAHL M NPELCTABNSHE B ONDESENSHHOM NOPADKE, HACTOALLIMIA
CTAKOAPRT He TpebyeT, YToDkl AeACTEMA BRINONHANMCE MMEHHO B TOM NODADKE, B KOTOPOM SHKM NPEACTARNEH .
TpebyeMeple D8ACTERA HE ODAIATENLHT JONKHE BRMNOMNHATRECE NOCNEIOBATENLHD, TAK LK anNfOp|TM Daipar
BOTKA M BANMOAUMH MO0KET OkiTh HTEPALUMOHHEIM. BOIMONHO OCYLECTENEHHE JAHHEDN DaINWIYHED OEHCTRMIA
HECKOMBEAMMA OTOEMEHEIMEA MALAMKE WANK 0PraHUIALMAMEM, KAWO3A M3 KOTOPRX DapeT Ha cefn obasaTene.
CTEA N0 OOHOMY MM HECKONLEMM TAKMM NeAcTEMAM. B HACTOAWEM CTAMOADTE He YCTAHABNWBAKTCA OTOE k-
MislE MALA MNH OpraddIagME ONA BelNOMHEHWA DelcTEME.

Wl
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HALWOHANbHBIA CTAHOAPT POCCHMWACKOW ®EOEPALUMWM

CTepunuIauna MeauyHHCKOR NPoayKLHK
BNAWHOE TEMNO

YacThk 1

TpeSopanuA K pazpadoTie, BANKMAALME M TEKYLWEMY KOHTPOMKD NPOLECCa CTEPMIHIALMM
MEAWLUMHCEMY WI00nHEA

Sterlization of health care products. Moist heat. Part 1 Regquiremeants for development, validation and routine control of a
sterilization procass for madica! devices

Oarta epegeHns — 2017—03—01

1 OBnacTs npUMeHeHUA

1.1 BrnyeHWa

1.1.1 DanHuld cTaHZapT yeTadaandeasT TpebosaddA K paspafoTre, BANMAALMA B TEKYLLUE MY KOHTRONIO
NPOUECC CTERMNAIALMK BREMHLIM TEMNMNOM MEQWLMHCHHX MI0eni.

Mpumadyaduwe — HeowoTpd Ha 10, 410 0BN3CTE QEACTEMA HACTORLEND CTAHOSHTE OrpaHWHEHE METNLHAHCKAMA
WAOENHAMKA,. OH ONpEfenseT TPEG0BEHHA W NPENOCTARMAST PYKDBOOCTED, KOTOPODS MOMET NEMMEHATLCR OMA SPYITA M-
OWLMHEKOR MPOOYELMA.

1.1.2 Npoueaype: CTEQMANIALMHA BNIMHEM TENNOM, OXBATHIBIEMBIE HACTOALIMM CTAHJADTOM, cogen-
HAT, MO HE CIPaHMYKBEAIOTCA CIEmyIoLIAM.

a) HACHILLE@HHBIA NaP — BEHTUMDYEMbIE CHCTEMEb;

b} HAaCHLLEHHBIR NAp — NDKHYOKTENEHOS YOANEHWE BOIOYKS,

B} CHCTEMBE! CHATOMD BOAOYRA,

C) pacnsIeHue Bogk;

d) nompyxeHre B Bogy.

Mpumadarwe — CKM. TA0HE NDHNOHEHRE E.

1.2 MocknmyaHua

1.2.1 HacTtoAwsi cTaugapt He onpegenseT Tpebosaua Kk pazpaboTie, BanniauH Kl W TeKYLLEMY KO
TROFG NPOUECCA MHAKTHEALWA BOADYOUTENERN CACHMMOIHEY IHUedanonaTtkid, Takky KAk nodecyxa, rybko-
ochpazuas auyedanonaTia KpynHona poraTors cxoTa | Doneand Kpohudenega Dxexkoba. B oTAENBHEE CTPA
HaX BRPADOTAHE CREUMANLHEBE PeKoMEHIAlMY N0 o0padoThe MATEDMANCE, NOTEHUMANLHE 3SDAMEHHLIX
LI Hs M TS T MM,

Mpumavanwe — Cm Tacks MICO 22442-1, OO 22442-2 w MO 22442-3,

1.2.2 HactoAwMis CTaHgapT He NPpUMeHaaTca K Tew Npouedypam CTEpUMTMIALNA, KOTODRE OCHOBAHE Ha
COMETAHAM NA0a C APy MM BUOLIHERE AFSHTaMI (HanpuMep, dopManeaero) B KaYEcTRS CTEMMMMIYIONE-
o AreHTa.

1.2.3 HacroAw«# cTangapT He onpedenseT ocobeHHoOoTH, peErnamMeHTHpYWre TpeboeaHHn k oboama-
YSHMWKD MEOULWHCKME W3O2MHA KaE cCTepMNEHBE Y,

Mpuumevadwe — Cnedyar OBDATHTE BHWMAHWE HA HAUMDHANEHEIS MAW DEFBOHENEHBIE TpebosaHWA K 0BazHa-
HEHWH MEQHUMHCKHE HASENHA k3K sCTepinbHmEs, Cu., Hanpumep, EH 556-1 wne ANSEHAARMI STEY.

Wanauue oduHansHoR

Pa3spaboTka anekTpoHHOWN Bepcun - nopTan GostExpert.ru 7142

CTpaHuua nokymeHTa - https://GostExpert.ru/gost/gost-17665-1-2016



https://gostexpert.ru?utm_source=pdf&utm_medium=70934
https://gostexpert.ru/gost/gost-17665-1-2016?utm_source=pdf&utm_medium=70934&utm_term=page

rMocT P KCO 17665-1—2016

1.2.4 HacToRWKWA CTAHOADT HE ONPEIENSeT CHCTEMY MEHEOKMENTA KAYSCTER ANA KOHTRONA BCEX 3Ta-
Mo@ NpoWMABDACTES MEQWMUHHEEME HITENHA.

Mpumewanne — Har TpedoBaHA HACTOALWED CTAHOAPETA K HANWYKH JSKOHYSHHDH CHCTEMED MEHEDHMEHTE
HAYSLTES B NPOUSCOE NPOMIBOACTES, HO 3NEMEHTEl CHCTEME MEHETHEMEHTE KSHECTES, HOTOPRE SENAKTCA MAHAMANEHD
HEOEXOOMMBIMK ONA KOHTRONA NPOUECCE CTERUNUZELHN, HODMSTHEHD YRAZSHE B COOTESTCTEYHILHE MECTax B TaRoTe
(one. 8 yacTHocTe, paagen 4). Ocoboe BHMMAaHNE YOEMASTCA CTAHAARTIM NO CACTEMEMN MEHEIHMEHTE KaHecTea (oM. MCOD
13485}, ROTOPRE KOHTEONMEYHIT B08 3TN NPOMISONCTES MESWLMHGENE WIZEAWH, BRNKHER NPpOUecs cTapinnanns. Pe-
MHOHAMNBHEE M HELWMOHENEHBIE HODMETHEHES JO0XYMEHTS 4NA oD8CneHe A MEOMLWHOEY WISENRA MOryT TRRG0EaTE BHE-
OPEHAR NONHOR CHCTEME! MEHEOMMEHTE KBSECTEE W OUEHKN JAHHDH CHCTEME TRETLER CTOPOHOR.

1.2.5 HacToawKi cTaHaapT He anpedenaeT TREDORAHHMA K TEXHWEE GE30NacHooTH, OTHOCAWEHCA K pas-
patoTEe W IKCNNYATALMH TEXHUHNECKWY CREOCTE NapoBoR CTERHMITMIALMK.

Mpumedanne — TpebOBEHWA FKCNNYATAUWOHHOR Gea0nacHocT onpegenedsl & MaK 61010-2-040. Kpome
TOM, B HEKOTOPRLY CTRAHAY CYLYECTEYET NPEBMINE TEXHMEY BE2ONACHOCTH.

2 HopMaTHBHbLIE CCLINKM

B HacToAWeM CTAHOApTe HCNOMbITEAHE HOPMATHEHLIE CCRINEM HA CNegyolwke cTavgapTe. AnA ga
THPOBAHHBIY COBNOE WCTIONEIYVIOT TONLKS YE3IAHHOE WIfaHHe cTadgapta. B cnydae HenaTipoBauHeN Cobls
MoK — NOCAIEqHeEs MA0aHAe CTAaHGApTa, BENIOYAR BCE MIMEHEHWA ¥ NONpassM

MCD 10012 YnpaeneHde cucTeMand vamepeHdd, Tpebosaqua K NDOUBCCaM WMAMEDEHHA H WIMEepn-
TeneHaMy obopyaocsanmo (IS0 10012, Measurement management systems — Requirements for measure-
ment processes and measunng equipment)

MCOD 11138-1:2006 Crepunniayma MedduuHCKon NpogyslMi. BHonordyeckie HHOKKAToOPE. YacTe 1.
Cowpe Tpeboaanua (IS0 11138-1: 2006, Sterifization of health care products — Biological indicators — Part 1.
General reguirements)

MCOD 11138-3:2006 Crepunriauka MedduuHCKoR npooysudi. BHonordyeckie MROMKATCPE. YacTe 3.
BHONOTWYECEME MHOWEATORM ONA cTEprnWaadui napow (150 11138-3:2006, Sterilization of health care pro-
ducts —Biological indicators — Part 3: Biological indicators for moist heat stenlization processes

MCD 11140-1 Crepunyaayna MEQWUMHCEDN NPoOOYELMH. XMMEYECEHE WHOMKATOps. HYacTe 1. OOwme
Tpeboeanka (150 11140-1, Sterilization of health care products — Chemical indicators — Part 1: General
requirements)

MCO 1M1140-3 CTepHndIagna MedduMHCKoR NpodyRLdH. XHMAYEcknE HHOWRATOPR. HacTe 3. CHCTeMb
MHOWEATODOR KNAcca 2 ONA WCNeTaHHA Ha naponpoddyasse no metody boby — Juka {150 11140-3, Steri-
lization of care products — Chemical indicators — Part 3: Class 2 indicators for steam penetration test sheets)

HMCO 11144 Crepunyaagna MeguUMHCKSR NPOOYELMK. XEMAYHECKME MHOMEaTops. HacTe 4. Muauka-
TODbl KMAacca 2 ANA WCNBITaHMA yIaKoBoy Ha nedeTpagwse napom (150 11140-4, Sterilization of health carg
product — Chemical indicators — Part 4: Clazs 2 indicators for steam penetration test packs)

MCO 11140-5 CTepHnHdIagna MeguuHHCKSR NPOOYELHMW. XEMWYECKWE MHOWMEaTODE. HacTe 5. MHawka-
TOpL BRacca 2 ANA MCNETaHWA Ha 3P PesTHBHOCTL YIANeHWa Boagyxa no MeTody Boan—Ouea (150 11140-5,
Sterilization of health care products — Chemical indicators — Part 5:Class 2 indicators for air removal test
shesls and packs)

MCD 11E607-1 YnakoBKka NoNHOCTEID CTEDHNWICEAH HX MEQWUHHCKAX Hagenyin. HacTe 1. TpeSorakna K
MATEPHANaM, CTEPHMNEHEM CHCTEMAM 3aWWTEl ¥ cHCTeMan ynakoskk (150 116807-1, Packaging for terminally
sterilized medical devices — Part 1. Reguirements for materialz, sterile barrier systems and packaging sys-
tems)

MCO 11607-2 ¥nakoBka MoONHOCTEID CTERPWUNMIoEaHHBIX MEJWUWHCEHE Madennid. HacTe 2. Tpebopaqwa
BanNKJagKd K npouedypas opMEpoOBaHHA, NEDMETHIAUWA KW coprr (120 11607-2, Packaging for terminally
sterilized meadical devices — Part 2: Validation requirements for forming, sealing and assembly processas)

MCD 1M737-1 CrepMnnaayma MeguudHckHx nanenmia. Mukpobuwonoridecke meTogesl Hactes 1. Onpe-
OeneHAS NoNYyNALHMH MRKDOODradM3mMce 8 npogyktax (133 117371, Stenlization of medical devices — Micro-
biclogical methods — Part 1: Determination of a population of microorganisms an products)

MCO 1M737-2 Crepdnaagka MedduMHckkE manaenvi. MukpoSuonori4eckde Metogb. Yacte 2. Mank-
TaH¥A CTERMNLHOCTH, BRNONHAS MBS NEK BANWOALWA NpoUecca cTepMndzadme (150 11737-2, Sterilization of
medical devices — Microbiclogical methads — Part 2: Tests of sterility performed in the definition, validation
and maintenance of a sterilization process)

2
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WICO 134852002 MeguupHckde nagenws. CHCTEMbl MEHEDMEHTA KaYecTEa. TpeGoRaHKMA ONA uenan
perynnposasks (150 134852003, Medical devices — Quality management svstems — Requirements for
regulatory purposes}

WMCO 17664 CTepanyaaumMa MeguuMHCKMx wanenwi. MudopMauwa, NpeloccTapAemMas npow3soqnTe-
nes ans obpatoTkk MEeQWUKHCKMX MAOEMWA, NPAMSOHER 3NA NOBTOPHOH CTegunHaayra (IS0 17684, Steriliza-
tion of medical devices — Information to be provided by the manufacturer for the processing of resterilizable
medical devices)

3 TepMmuHbl H onpeneneHunA

B HacTOAWEM CTaHdapTe NpMMeHeib CRedyiowye TEpMrHel C COOTBETCTEYIWHMK ONpadenaHnAMNA,

3.1 BoagywHLIK QeTexkTop (air detectaor) YoTpoRcTeD, paspadoTaddoe ANA OnpeqeneH A Hamvyna He-
FOHOSHCHPYEMEBX FA300 8 NOTORS Napa @ HOKOBHCATA HWNW B KAMepe CTEpWUNM3aTopa.

3.2 aBToMaTAYeCKWH KomTponnep (automatic controller): YoTpokcTeo/CTEpUNKAYIOWE: ), KOTOPOS Nog
BIIMAHMEM NPEOBATKTENEHD ONPEOENEHHEE NEPEMEHHEEX paAGOYero LKKNE, YyIPaEnNAeT CTEpHAAIATOROM No-
CRegosarensHo B npouecce Tpebyemblx 3Tance paboderno yuekna (UWKnoB).

33

GuoHarpyaka (bioburden}: MonynAuKs KKIHECROCODHEIX MUKDOORTAHMAMOE HA MMM B MAZENMA KKK
FALBETHOA CUCTEME CTERWMTK3ALMH.
[ACHTC 11139:2006, ctaTen 2.2]

3.4

GHONOrHYecKMA HHAWKaTop (Diological indicator). MoneiTatensHan CHCTEMA, COOeQHEallan MHaHecno-
COOHBIE MUEDOCETaHNIME, COBCNBEYMBAINWEA ONPEOENEHHYID PEIMCTEHTHOCTE K KOHKDETHOMY NpoUscey
CTEPWNMIALKIN.

[ACCTC 11139:2006, ctatea 2.3]

3.5

Kanubpoexa (calibration): Pag npouedyp, KOTOPsIE YCTAHABNKEAKDT, NPH ONpeieneHHBIX YoNoBdAx,
COOTHOWEHKE MEKTY IHAYSHHAMA BEMAYMH, NONYYEHHLIX H3MEDHTENEHLE MHCTEYMEHTOM HOW WaIMEpM-
TENLHOR CHCTEMON, WA IHEYEHWAMK, NPEJCTARNSHHBLIMA B WIMEDATENLHLIX MATEDHAMNAX WKW 3TAN0HHBLIX
wMaATEPWanax, W COOTBETCTEVIOWWAMK AHAHEHWAMKW, 330aHHBMK CTaHZapTamMK,

VIRZ1983, cTaTten 6.11]

3.6

XAMMYBCKMA MHOMKATOD (HeDMONOrMYeckMd wHaukaTop) (chemical indicator) (non-biclogical
indicatorn) ) MoneTateneHas cucTema, obHaApHHBRDWAA WAMEHEHHRE B OOHOM WKW HECKONBEWMY Npegonpea-
OeneHHeX napaMeTpax Npouecca, obyCnoBNeaHHLIE XHMWIESCKAMK MK BUINYECKKME MAMEBHEHHAMK, 00-
YCMHOBMEHHLIMA NROTELAHHEM NPOoLYecca.

MCITC 11139:2006, ctateA 2.6]

3.7 3akpeiTeid npoayet (contained product): MNpoaykr, 4NA KOTOROrD OKPYHaKWAR CPEaa B CTEDKW

IATOPE BO BPEMA KANAOMD 3TANS NPOUSCCa CTERHNAIALNK HE BCTYNAET B HEeNOCPeqcTEEHHOE BARMMODEN-
CTEAE C HMM.

Mpumayadde — DEpyEAOWAR CPead 8 CTEpANMISTOPS MONONLIYETCA TONEHRD ANA UANGR Harpes: W oxnasne-
HIA K HE ONA SOCTHHEHAA JEEKTA CTEPMMMEaUNA, HENPDHMER, PECTEOD B repMeTiydHoM Gannoqsa.

3.5

Koppekraposka {cormection): JedcTene gna yoTpaHeHus oBHapyeHHONS HECOOTRETCTBMA.

n PHMENYNEHHNE — H-EPPEHTI-'FPI'_'IHKH MOHET BbiTe BRINONHEHE COBMBLTHO © EQRPEETAR DS H M DEACTEMAMH.

[MCO 8000 2005, cTrates 3.6.6]
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3.5

KOpPeETHROBOYHELIE AedcTEMA {comactive action). Mepel MO yCTRAHSHMID NMPAYAH ODHIADYHEHHOTD
HECOOTBSTSTBWA MMM QPYToH HEenaTenbHol CHuTyauHM.
MNpvmedaHus
1 Momer NPVCYTCTEHOBRETE bonesa 4emM O0HE NPeYeHE HeCDOTEETCIEMA.
2 KoppesTHposcqHEN QeMCTEMA NPHHAMEKTCA AN NPE40TERAWEHAA NOBTOREHMA, B TO ERSMA KAk npeEaynpaaH-

TENMEHEIE OSRETENR NPWMEHAKTCA SNA NPENOTERAWAHNR NROKWCLIECT BIA.
3 CyLBEcTEYAET DEANMYHE MEHDy KOPPEKTHPOBKOR ¥ KDPPEKTHROBOHHEIMH OEACTEHRRN.

[MCO 9000:2005. craTteA 3.6.59]
.10

D pennanda M0 sendyrna (D value D10 value): Bpena wnd goaa obny<enks, Heobxoddman gna
OCCTHMEHWA MHIKTHMEALKK 90 25 NonynNALuK TeCT-MUEPOODTEHHAMOR NDK YCTAHOBNEHHEL YCNOBMAX.

Mpumedanue — B pamxd Q3HH0W wacti OO 1TEES D eennunHa OTHOSHTER K BO30eRCTENR, Heoxogmmeo-
MY ONF QoCTHsaHrs 90 5 pagykLM9.

[MCOTC 11139: 2008, crater 2.11]

3.1

paapadotka (development): JekcTese, B peayneTaTe KOTOROMD pazpadaTel BasTes cneyudHian9a.
[MCOTZ 11139:2008, crates 2.13]

312

KOHTPOMNE COCTOAHWA OKpYMawWwed cpeakl (environmental control) MNpdMeseHre HHEEHEDHEIX
WA NPOW3IBOOCTEEHHBIX CHOTEM ONA NOQOEPEEHKE YCNOEWE B oNpedenelHeEs oOnacTax BHyTpY onpege-
Nexkblx Npefenos.

MpumedaHne — TAkWe CCTEMBL] MOTYT BEMHHETE B CEOA BOZOYWIHLIE M MUOKOCTHES DWNLETDE, HEEYHEHYRD
OAIMHGEKLAID, JALATHYE CNEUCOEHOY U 3QMUHHCTRATMEHLIE MPOLETyDEL.

[MOOMC 11139: 20086, cTater 2.16]

3.13 BpemAa BeipagHHBanMA (equilibration ime): MuTrepean spemeHd C MOMEHTA ASCTHMEHWA B CTEpH
NHIALMOHHOR KaMEpe TEMNEPaTYDbI CTEDMAMIALKA @ 00 MOMENTE QOCTHHEHWA TEMNEPATYPR CTEPWMTHIALWM
B0 BCEX TOMKEX Jarpyakd.

3.14 yeradoBWTL (establish): ONpegendTe No TEOPETAYECEOR CUEHEE M NOOTEEPOWTE IKCNEDHMEHTOM.

315

EPEMA IKCMOIMUMM (exposure me) Mepiog spemMeH9, B TEYEHWE KOTOROND NapaMeTpel NpoLEcoa

MOOOSQMMEOTCA B NDEENAX WX YCTAHOBNEHHOMD OONYCKA.
[MCOMTC 11139:2006, crares 2.18]

3.6

ownbka (fault). OgkH “nd Gonee NApaMeTpoR NPOUECCa, BIXOORLWIMA 323 NPE0ank CROero Qonycxa.
[MCOIMZ 111392008, crates 2.19]

3.17 F, senwunna (F, value,}: Mepa cnocoSHOCTIA TENNOBOR CTEDUMNMIALUMOHHOR 06paBoTen UHakTK-
BUDOBATE MAKDOOPFAHWAME, PACCHMTAHHAA Npn Tenepartype 1211 °C. senaqune =z pasuci 10 °C, 1 penn-
YiHe O, paBHOA 1 MUHyTE,

3.18

MEOHLHMHCKAR npogyeuna (health care productis)): MeguuuHckle Hagends, BENKYad MeluUu«dHoEHe
HMIOENHA ANS JHarHoCTHEN i1 WIrg, WNW NekapcTReHHEe CPeacTea, BKnoyas SuodapMaleaTiHeckEe.
[MCOMC M139: 2006, crates 2.20]

3.19 ppamAa BLigepxkd (holding time}l: Nepron speMeHd, B TeYeHHEe KOTOPOro TeMMEepaTypa B0 poex
TOUKAX IACPYIKH NOOOSOWHEISTCA B NPENenax QMaANaI0Hs TeMNepaTyDel CTERMAMIALMIA.

4
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3.20

ATTECTAUMA MOHTaXa (installation qualification 1Q): MNonyYessde W JOKYMEHTHpOBaHWE OOK3IaTENLCTE
Tore, 470 obopyQoBarMe DBING NOCTAENEHD ¥ CMOHTWPCREARO B COOTRETCTEMM C TEXHHYECKAMIY TpelboBaH:
AR HE HErD.

fACOTC 11139:2008, cTaTteA 2.22]

321 wondHrypauma sarpyakn {lcad configuration). OnpenenedHan KoHpUrypayua By TEH CTeprNKag-
UHOHHOR Kamepk OTHEMNsHEY HETOOBMMHEL YWACTEN KaMepkl W KONWYECTED, TN, PACNPoOeng8HiE M DaIMELLE-
HHE NDoOYELAE, NPENCTIENSHHONA GNA CTEDWMHIAA LN,

3.22 obonysMBanMe (maintenance). COYETAHKE BCEX TEXHMHECKAX W CEBRIAHHLIY A0MHHHCTDATHRHbIX
OERCTENMH ANA NOAOSPHAHNE WIGENHA K- 8ro BOCCTAHOBNEHWA 00 COCTOAHWA, NPK KOTODOM OHO MOKET Bl
NOMHATE TReDyesyis YHELHIKD,

3234

MegruWHcKoa Wagenke (medical device): MRCTpyMeHT, annapaTt, npW&op. Mallkia, nprcnocobnesne,
WMAMAHT, i vilro pearedT wnn kankdpatop, NpolpaMmMHEle CRencTEa, MaTEpHan WM CBAIAHHOE Magenue,
NEEAHAIHAYEHHEIE MEOHIABOAWTENEM ONA WCNONsI0BaHWMA, OTOENEHD WK B COMETAHKW, YenoBeKoM AN\
COHON WNK Gonee onpenene By Lene.

- OMArHOCTHEW, NPCPHUNaKTIAKK, Hatnoae KA, nedaqda W obnerdadna BonesHi,

= OHArHOCTHEA, H3DMKOeHWA, TedeHnA, 0GNerdeHua MNd KoMNeHCaLkK Npd TRaBMax.

= ACCNBACBIHWA. NEPECaAgkk WNE MOGUDHMEILMA HNE NOGOSPAEH OPraloe WK GHIR0NOTHYECKHY Npa
LECcoB,

= NOASEPHAHKA WM ODBECNeYNEHMR BHIHK,

- KOHTROMA 3a49aThA,

= AEIMHDERLMA MEJWLMHCKAX H30enii,

= MOMYHEHWE AHREODMALWH METHLWHCKOMRD H33HA%eHHA NOCPEICTEOM i VIS HECNenoeanka ofpaiyoe,
BIATEIX M3 HEN0BE4YECKOTD TEMNA U HE CKAIWBAIOWHMY CBOEMD OCHOBHOMS O8ACTEMR B WAW HA YENOBEYEcEom
opTaHMame C MOMOLWEN apMakonorWIeckdx, HMMYHONMOTHYSCHHX WMk MeTabonWYeckiix CpencTa, Mo qoyHE
UHOHWDOBAHAK KOTOPLIX TaKHME COBGCTEA MOTYT CnocoBCTEORATS,

MCO 13485:2003, cTaten 3.7]

Mpumavanue — Onpagenedws no WCO0 134852003 paapabarweanoce Global Harmonization Task Forca
{GHTF 2002).

3.24 MaMepuTenLHaAa uenk (measuring chain). KoMnnesTel aneMeHTol H3MepuTeNoHBIX WHCTRYMEH-
TOR MW HIMEDWTENEHEIX CHCTEM, KOTOpEIe 0BECNEYKERINT NPOXoH HAMEDUTENEHOIS CHIHANA oT Bxoga (napa-
METD, NOSNEXALME HAMEDEHAID) HA BBIXOT, [PEIYNETAT WIMEDEHNA ).

3.23

MUKpoopradMas (microorganism) Oprasdam MAEpoCKONMYeckord pasMepa, BEMoHaIowHi BakTepun,
roHBEN, NDOCTERWWE W BUDYCEI.

Mpuumesanne — ONpageEneHHLR CTARDAPT MOMET HE TPeboBaTE HArNAGHOCTA 3EKTHEHOCTA NPOUSCES
CTECMIMIALWA B MHEKTHSELMA BCEX THNOE MAHDOOOTEHWIMOE, NEPEYACIEHHLX B CNPEaEnEHHN. BNAGTE 00 84NKMOALKHA
WM TERYLWEND KOHTPONS NPOLECES STEDUNMEaLMA.

[MCCTC 111389:2006, cTaten 2.26]

326 mnaxHos Tenno (moist heat): Tennoean aHeprys, NPUCYTCTEYILUAR BO BNAare, NPELCTapNeHHan @
BUWOE NARE WA KUOR0H BOOR, C Lensk GOCTHHEHMA TMGEN MAKROODTaHHIMOR.

3.27 HexoHOBHCMPYeMbIA rai inon-condensable gas): Boadyx wiinu apyroi ras, KoTopblil HE KOHZEH-
CHMPYRTCA B YCNOBMAX NADCROA CTEDMAMIALIMM.

328

arrectayna dyHEUMoHKpoBanuAa (operational qualification OQ): Mpouecc NoNYYEHHA B QOKYRMEH-
TUPORSHWA AOKAIATeNLCTE TOMD, 470 CMOHTWpoBadHoe obopygosaswe paboTasT B 3anakHBx Npegenax
NapaMeTpoR NPK WCNONLI0BAHKKA B COOTBETCTEKMW C© Sro AKCTNYATALMOHHBIMW NEoUSdyPaMn.

[MACOTC 11139:2008, cTaTen 2.27]
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3.29

pabourid WWkn (ocperating cycle): NMonxed 1abog 3Tanoe NpoYecca, BeMONHASMEIA B CNpadanaHHoN

MOCNEaoBaTEnLHOCTH,
[MZK 61010-2-040:2005]

3.30

YNaKoBoYHan cHcTemMa (packaging system): CodeTasWe CHCTeMbl 3aWKTE CTERMMEROCTH K 33 MTHOR
YTIAKSERM.
[MCOTS M139:2006, crates 2.25]

1.1

aTTECTAUMA IKCNNYaTHpyeMmore oGopygoeandva (performance qualification PO Mpouecs nonyye-
HIKA ¥ JOKYMEHTHPOBRHWA OOKa3aTeNBCTE TOMD, 4To 000pyICBARKME, YCTEHORNEHHOE W paboTakwes 8 cooT
BETCTEWK C TEXHWSBCKHMA WHCTRYELWAMK, NOCTORKMHO padoTaeT B COOTERTCTEMN C Ia0aHHMbIMKA KPWTEDHRMIM
W NOITOMY BENYCKAST NPOGgYEL WD, OTEE4AIW Y TEXHWYECKIM TpeboBan iR,

[MCOMC 11139: 2006, craten 2.30]

3.32

npeaynpeadTensHeIe AeAcTerA (preventive action): JeRcTEMA N0 YCTORHEHMD MRS BOAMOMHOTC
HECOOTBETCTEWA MNK OPYyrod HEXRENATENEHON BOAMORHOR CHTYALMA.

MpuMmedanunA

1 Blomer MMeTE acTo BoNes O4HOR NEMYNHE! BO3MOMHDIT HECOOTEETCTENA.

2 MpegynpeguransHeg Q8RcTBMA NPESNPUHUMEKTEA ANA MReoTEPALEHKA NRORCIWEETERA. B TO BPEMA K3K Kop-
QEKTHPIDEDMHBIE DSACTEAR NDWHAKAKITER G0A NDEN0TEPSLEHAR NOETODEHMA

[MCO 3000:2005, crateA 3.6.4]

3.33 nepuon «nnarox (plateau period): Bpems veTaHoBNEHWA DEBHOBECHA NMKC BREMA BEUISLHEA.
3.34

YETPOWCTED KOHTPONA npouecca (process challenge device PCD). YoTpolcTEO, NpedHasHaseHHoe
ANA WHMATALWA NPOOYETE W HCNCNBIYEMOE ANA OUSHKM NMPOHUEIHKMA CTELMMHWIYKLWIETD areHTa B X008 LHKna
CTEPHNAIA LM,

[MCOMS M139:2006, crates 2.33]

3.35

NapaMeTp ApoUecca (process parameter) YoTaHoaneHHoE IHAYEHE TEXHONOMNASECHON NEpEMEHHON .

n PHMEYEHARE — TexHw4aCEHE YOMOBKA NpoUecCs CTERMNMEALRA BENOHEHT 2 cebs NEPEMETRBRI NPOoUS0Ca W
HE TOHHACTH.

[MCOIMTC 11139: 2008, crater 2.34]

3.36

nepeMeHHaA NpoUecca (process variabla) Yonoeke noouecca cTERHMNWIALKK, NP KOTOPOM MEHAET-
CA MUEpobKONoriseckan 3P OeKTHEHOCTL.

Mpusep — Bpems, meMnepamypa, daanequs, KONUSHMPELUUA o STamHOC TS,

[MCOTS 111392006, crates 2.35]

3.37

npoaykwua (product); Peaynetar npouecca.

MNMpumedyarnde — B LKOMTERCTE CTAHORPTOR CTEDMMTAZELWH NPOAYKLEHA AENSETCH METEDHANLHORE 14 MOMET BeiTs
ChIPLEM. NCNYTPOOYETOM, YAnom (YaNnamu) M MEgALBHCKAM HaOanvies.

[MCCITC 11139:2008, crarer 2.36]
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338 cemedcTEo NnpoaykTes (product family): Mpynnel (CTEDMNAABLAOHHBIE ) MOK MOOrEYNNE NPOAYKTE,
KADAKTERUAVIOLIMECA CHOMMMHA NDWUIHAKAMMA, TAKMMI K3K MACCA, MATERWAN, KOHCTDVEUMA, hapma, NonocTh,
YNAKOGBOYHAA CUCTEMA M KOTODEIE CONagaKT CROMel CNOMHOCTEID ANA NPOUecca CTERMMMAALIMIA.

339 KoOWTpONLHOE YoTpoWdcTED Nposepk (reference challenge device). YCTPORCTBED, MMEBIOWEE 13-
BECTHYID TEMNEDATYRHYK JABMCHMOCTE C ZAKPRTRIM NPOAYETOM WM CTEDHANHNIALUNOHHON 3arDyaKkoM.

3.40 KoWTpOnkHaAa zarpyaka (reference load) OnpedeneHHan CTEPHAMIAUWOHHAA 3arpyaka (3arpya-
Kit), COI0aHHaA ONA NPEGCTARNEHWA CIOMHBIX COYETAHWA OTOENbHBLIX AMEMENTOR ONA CTERUIMAALMA.

341 KOHTPONLHAA TOYKA MaMepeHKA (reference measuring point): ToYka, roe pacnoRarasTea TemMne-
PATYDHER DATYME, HCNONBEIYEMER ANA KOHTRONA paBouers WWikna.

347

KOHTRONELHLIE MAKpOOPraHManil (reference microorganism); LTamme MAKPOORraHMIMoe, Nony-eH
HElE W3 NPUIHAHHE KOMMEHLUR KyNETYp.
MCOTC 111392008, cTaten 2.39]

343

nepearrectaumna (regualification): MoOBETOPEHKE YACTA BANWOALUKA B LENAY NOOTESRMOEHAA NPogon
MALWEACA NOHEMMNEMOCTH CNEUMDALNDOBAHKOMD NDOULECoa.
FACOTC 11139:2006, cTaTea 2.40]

344 nackiweHHBIA nap (saturated steam): BoaAHoN Nap B COCTORHWK PEBHOBECKHA MERIY KOHOEHIA-
LWER W NCnapeHiEan.
3.45

obcnywHBaHKe (services) MNogadya M3 BHEWHAX WCTOHHKKCE, HeobXogHMan ANA KOPDeKTHOMD dovHE
UKHOHADOBRAKKA 000pYIoRIHINA.

Mpumep — Inssmpuyecman, eoda, cRameit so3zdyx, dpeHas.

MCOHTC 111382006, cTatea 2.41]

346

cneurdrrkauma (specification): JokymeHT, yeTakasnMaa ke ToeboBaHKA.
MCO 9000: 2005, crates 3.7.3]

347

onpenenaTe (specify) MNoapob o ONWCEIBATE B CONPOBIOMTENBEHOA JOKYMEHTALNM,
MCOTC 11139:2006, cTaten 2.42)

348

cTepHNLHLIA (sterile). He coepmawmMi 2uMadecnoctbHBX MU KEOODraHHIM0E.
[ACCTC 111392006, cTaTeA 2.43]

3458

CTEPHNLHOCTE (Sterility) OTCyTCTEME MHAHECNOCOBHbIX MHUKDPOODTaHWIMOE.

MpuMesaHAe — HE NpEKTie HEE0IMOHHD QOKa3aTe AECOnTHIS OTOYTCTEME MWHDOOPTEHIMDE [CM. cTe-
prnEzauma (3.51]].

[MCQTC 11139:2006, cTaTeA 2.45]
300

YPOoBEHL 0GBCNEeYeHHMA cTeprneHocT {sterility assurance level SAL) BepoaTHoCTe HanuYkws oam-
HOMHOND MAIHECNOCODHONS MEKPOOPTaHKIMA HE SOMHMLE NPOSYELWKA NOCNE CTERMNHIALMH.

MpumevaHns — Tepmud SAL — wonu-ecTEEHHAR BEnW-AHE, kak npaswno, 1079 wmm 1073, Ecne panvas
BEMMUMHE NPHMEHRETCA ANR TAPEHTHEN CTEPUNLHOCTH, To SAL 107% — MEHBLIES ZHEMBHWE, KOTOPDE EPAHTHPYET GTe-
OMMEHOCTE AyHwe, gam SAL 1073,

[MCOTC 111359:2006, cTateA 2.46]
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3.51

cTapunulauna (stenlization): BanuiWpoBaHHell NpoUecsc CCoObGoEASHWA NPoOyETa OT Bcex opm
RAIHECNOCOGHEE MAKDOOPIAHWIMOE.

n PHMEYHEHHAE — I'Epu CTERHANKIAUMA NRpOU2CC OTMAPAHAR MAKDIORaHRIMOE ONACEIBaETOR JHCENDHSHUYMATNE-
Hed Zakaran. CRepoearensHD, HANW-HE KMaHecToooGHEx RMEKPODErEHHAMOE HE EaE00n OTOSNEHODM HATENWA MOEET
Bt BeiDaieHd B TEDMIEHEX BapORTHICTH. Srtaea POATHOOTE MOET Dl Th CHAMEHE 00 CHEHE MAMNLLE SHCEN, HO HEKO-
04 HE MoEeT OelTe QosagsHa S0 HYNA.

[cm. ypoBeHL ofecneYerMA cTepUNLHOCTK (3.50]]
[MCOIMC 11139: 2008, crates 2.47]

3.62

Jarpyaxa (cTepunsaaropa) (stenlzation load). Magenus, KOTOpBIE CTEDUAMIYET COHOBDEMEHHD B 00"
HOW RAMEpe CTepKNHaIaTopa.
[MCOMC 111392008, crates 2.48]

353

Npougce CTepUnUuIaunK (sterilization process): PAn 0edcTarE dnn onepausqi, Heobxogrsibx 4na 0o-
CTHNEHHA CNPEAEneHHblE TREBoBaHKA K CTEPUNEHDCTH,

Mpumedanne — PRg rawnx ge@cTedl MK ONEREUWMA BEMHIHE0T NpEaEapuTansHyes obpabotey (npy Heob-
HOOWMOCTA}, BRIEPHEY B CTEOMNAZYOLLENM AFEHTE B 3803HHLIX YENDBWAY U oGy HECEXDOMMY D NOCnenyRwyk of-

paborsy. MpoUecs CTERUIMIALKA HE BEMOHEET NEDRE onepagin DHACTEK, DeeHfe N 1 YNaK0EE, KOTORRE npeg-
WECTAYIT NEOLECCY CTERHIIIALNNA,

[MCOMC 11139: 2008, cTater 2.49]

3.54 TemnepaTypa crephnuiauuu (sterlization temparature); MuHvMansHaa TeMnieparypa gdanaso
Ha TEMNELATY DRl CTEDHNMIALMA.

3.50 AWanazod TeMnepaTypil cCTepMnMiauMs (sterlization temperature band). Wutepean temnepa
TYR, NPESCTABMSHHBIA K3k TEMNEgaTYPa CTEDMNHIAUNA U MAKCHMANLHD DONYCTHMAA TEMNELATYDA, KOTORARA
MOEET Npecinanate Ha BOEM NECTAMEHAK CTERNNHIALMOHHON 33rPYIEA B TEYEHHE BREMEHA Bl L2 0HKH.

3.56 kamepa cTeprnnaatopa (sterilizer chamber). HacTe cTEDHNWIATORS, B KOTODYIO 28rOYVESETCA CTE-

PHNHIALMOHHAR 3arpyaKa.
3.57

cTepMNMayowWWiA aredt (sterilizing agent). $Mandeckan MOK SMMUHECKaA SOWUHKBLA, WK MX KoMGK-
HALUWA, KOTODLE HMEKT JOCTATOYHYID MUEDODOUKAHYI0 AKTHEHOCTE OMA JOCTHMEHWA CTEDUNEHOCTH B 3a-
JarHblX YCNoBWAK,

[MCOMTC 11139:2008, crates 2.50]

3.58 rennosan axeprin (thermal energy) Sueprda B opme Tenna.
3.59

HCNLITAHWE Ha cTepMnLHOCTE (tesi of stenlty) Texuwonormdeckasd onepaywdA, NEEQcTaEnAKwan
Y4ACTe pa3IpaloTkd, BEANUOALMK W DeaTTECTAUMA ONA ONPEneneHua NEMCYTCTEMA WNKM OTCYTCTEMA MHUIHE
CNACOGHED MUKDOORTAHMIMOE HE NPOOYELWA WO &8 YaCTM.

[MCOIITC 11139: 2006, cratea 2.53]

d.60

panuAauuda (validation): JogymedTHpoEaiHan NDoLEOYEa NoMyYeHs, NEoTOKONMDOEIHKE 4 MHTED:
MPETELMK DEyNETATOR, HeofXoaMbl AN DeMOMCTRAEUMK TOTD, UTO NEOUSCE HEMIMEHHD ORET NEO0aY KWK,
COOTRETCTRYKAUYES CNPEaENEHHEIM TEXHHYECKM TReCOBAHKMAM.

[MCOMS 11139: 2006, crates 2.55]

3.61 BenWuMHAa Z (2 value): VameHesde TEMNepaTyp, HeobxoguMmoe N8 WaMeHeHHR BendYdEe OB
10 pas.

B
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4 AnemeHThl CUCTEMbI MEHEQXMEHTA KaYeCTBa

4.1 DokymeHTaunA

4.1.1 NMpoueaype: No paIpaboTee, BANKOALWMK, TEKYLLEMY KOHTROMO M PEANHIaLMH NPOOYELME CTEDH-
MAIBLKA SON#HE BbiTh TOHHO CNpeOensHe.

4.1.2 NoEyMEHTALWMA KM 3andcK, TPESYEMBE HACTOALWWM CTaHIAPTOM, JOMHHE chalaTensHeiM oBpaacm
NPoOBEPATECA M Y TEEPHIATECR HAIHAYEHHBIM NEpCOHaNos (Ch. 4.2.1). JoxkymMesTauymna | 3ankcH GonHHb Ko
TPONHPORATECA B COOTEBETCTAMA © NPUMEHKMBIMA pazgenasn WO 13455,

4.2 OTReTCTEBEHHOCTL PYKOBOACTES

4.2 1 OTRETCTEEHHOCTE W NONHOMOYMA 238 OCYLUECTRNENWE W YIOBNETBOpEeke TpeboBaHuamM, yoTaHos-
NEvHHEIM B HECTORLWEM CTAHZARTE, A0MEHL BkiTh CTPOM oNpedengdbl. OTEETCTESHHDCTL GOMMHE DhiTh MpkH-
CEOEHA KRANWMUMDOBAHHOMY NEQCOHANY B COOTEETSTEMH © NDAMEHHMBIMK paznenama MO 13485,

4.2.2 Ecnk TpefosaHHdA HACTOALWEN CTAHGARTa rapaHTHEYINTCR OpraHHMIauneR © OToENLHBIMIA HacTAMM
CHCTEME MEHETEMEHTS EA4SCTER, STEETCTREHHOCTE M NONHOMOYMA KaXO0H 13 TAKMX YacTeln g0nmHe JbiTs
CTROMD ONpEasneHEsl.

4.3 Peanwvaayna npoaykulHK

4 3.1 TouMo YCTAHARNWBAKTCA NDOrpaMMsl 33Ky WagennAd. JadHue Npousenypbl JOMEHb CoOTRET-
CTEORATE NPUMEHHMEIM pasnenam cTadgapta VGO 13485,

4 3.2 Npoueoypk: MOSHTADWEILWA M BOAMIEHOCTA KOHTRONA NROAYELHH Z0NHHE GkiTe CNpeaenetis.
OaMHble NpoUuedypel GOMHHE COOTEETCTEORBATE NPMMEHHMEIM pajdenan cTandapra MCO 13485,

433 Nonwua OwiTe onpegenesHa cHcTema, COOTBETCTEYIWAR NDWMEHMMEIM pasgenam CraHiapTos
MCO 13485 wnu MCO 10012, gna kansbposrd ecerns 0GopyaoBadta, BENKYAR HIMEDUTENERYIO annapaTypy
ANA NPOBEOEHHA WMCNBITEHWA, HCNONEIYEMYID AN COOTBETCTEMA TpeboBaHWAM HaCTOAWErD CTAHOAPTA.

4.4 MamepeHde, aHaANKW: W ynydYweHre. KOHTPONL HECOOTREETCTEYIOWEA NPOOYELHA

Jon#ibl BulTe CNPOOeneiel NEOUSOYPERE KOHTPONA NPOOYVELWK, NDAIHAHHGH HECOOTEETCTEYIOWER, W
Npousgypsl ANA KOPDESKTHPORKA, KODPEKTUPORIYHEX JEACTEWA W NpedynpeguTensHux AedcTand, TakKe npo-
LEaypsl AomeHLl YA0SNETR0DATE COOTRETCTRYIOW MM paagenamn MCO 134835,

5 OnucaHue CTEPHMNMUIYHOLWErD areHTa

5.1 Crepunuay WMWiK areHT

5.1.1 B pamkar HACTORWErD CTAHAARTA CTEDMNAIYVIOWMM argHToM GOMMHD GelTe BNEEH0OS Tenno.
5.1.2 MpeMmech, ConepHallMech B CTERUMHIYICWEM ArgHTE, HE D0MEHEl CHAXMATE BeI0NaACHOCTE NP
AYETA ONA ero Ueneeoro NpEMasHeHia.

5.2 MuerpotoungHan 3 ek THEHOCTE

Ecau anasHoe TENNO MCNONE3YATCA BHE JWanasoHa obWenpuada s YCNoBMR, Torga 0onsHa GeiTs
YCTAHOBNEHA 1 NOKYMEHTHRORAKA MUKPOGoLMOHAA AdhDEsTHEHOCTE.

Mprmeadanmwe — MuspobowsgHan aperTRER0CT: BNAMHOTD TENNE W 8r0 NPHMEHEHHE B NPOLSIypaX CTEpw-
NAZALEA GO0HHE BEITE NONHCCTEE JORYMEHTARODEAHE M SOCTYNHEL B NYERMEYEMOA NMTERATYES,

5.3 BoapeAcTEHEe Ha MaTepWan

DefcTome CTEQMNMIVIOWETD 3reHTa HI MaTepuank Jonkisl OeiTe OLUEHEHE B COOTEETCTEWA ¢ Tpefona-
HHMAMK pa3aenos 6 W 7.

5.4 JkonordyYeckde akTopkl

OO0 CHATABTCA, 4T0 BMAMHOE TENNO HE OKAILIBAST CYLLECTBEHHOTD BNHAMMA HA OKEYHEKLWYIK Cpe-
By, 0aHakos A0mEH BiTe OUSHEHD NOTEHLWANEHOE BNHANKE NPOUSCCa CTEPUMMIALMK HA SHPYIKSIOW YK Cpe-
OY W GONEHE GETE ONpegenasbl Mepbl, HeotX0OMMBIE ONA 33K Tl OEDYEAIOWER cpeis. JonsHa GhlTe QoKy-
MEHTHpOBAHA JaHHan oUueHKa, BENKYan BEDOATHOCTL BNWAHHA [8CNH 3T MMEET MECTo] M METOOM KOHTRONA
(ECMH OHW ONpeOeneHE ).

a
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6 OnucaHue npouecca u oBopynoBaHua

6.1 Mpoyecc

6.1.1 Odwee

Oonside GuTe onpegensss NPOUEdYRLl CTEDHNMIaUNKA. CneuydriaUms QorsHa BEmoYaTs B ceda:

a) onkcanike paboders udkna;

D) napaMeTpld NPOUSCCa W WX O0NYCKH,

C) CEMENRCTEO NDOOYKTOR, KOTOPRLE MOMYT ObiTe CTEPWNIMI0BAHE;

d} TpefoRaRWA K COANaHKMED HEotX0OHMelX YCNoaME ONA NPoIyETa Nepel CTepHNHWIaLMEd, 8CNE JaHH b
YCNOBKA HeobxodKel AnA cbecnede s ek THaHOCT NPOUEcEa CTEDHNHMIALMM,

&) NoNOMEHKE KOHTPONBHON MAMERWTENBHOR TOYKA,

fl MHHKHMANEHOE WKW MaKCHMaNsHoE J3BNEHME, KOTOPOE MOWET BOIHHEATL B MYCTON KAMEDS CTEpnH-
3aTORA (EEMIOYAA HENGOBHEHLIE YACTH KaMEepkt),

g} CEODOCTE MIMEHEHWA YBENWHYWBALLENOCA M YMEHBLLAKWEFOCA AABNEHKA ¥ A0NYCKK ANS Kawaons
atana npougecca,

h} MAKCHMANEHOE KONAYECTED KAXO0N NPUMECH, KOTODAR MONET NOKCYTCTECRATE B MoBod MMaKOCTH,
BO3OYRE, Ta’e ¥ Nape, QONyCTHMOA ONA EaMepsl CTEQHNWIATOEG, BCMK NPEMECE MOMET HEMATWBHO BOIOER-
CTEOEATE HA MPOOYKT,

i} TEXHOMOMMYECKKE NapaMeTpl, KOTORLIE MAMEPAKTCA W HCNONLIVIOTCA ANA BepHdHKaUmMK To, 47a
GYOET BRMOAHEH NPOUSCT CTEDRHMM 33 LM,

j) HOHDHYPALKWA 3aIEY Sk

k) orpasdHeHAR pasMepa WidnKu Macck CTEPUNHIALKOHHOR JarpyIad;

I} NeproddYEcEHA KOHTPOMNE W KPATERHEA TEWEMER, NMPUMEHASMEIA ONA NDOBEDKW TOMD, 4To NPoUBSE CTe-
PHNMIALMA OCTAETCA BOCNDOMIBOTMMELN

M} pacnonoEeHre W ONQeneneHHbI# KpHUTEDHA NpUEME ans SUONorMHeckis HHgQuEaTopoR (8.5 1anM
8.6, LN NPAMEHAKTCRA;

M} pacnanoeH e W oNPpeaeneHHBIA EPHTE KA NDMEMEY GNA XMMUYeckds HHAWkKaTopoE (B.8), ecnK npu
MEHAKITCH,

o) MAHAMATNEHAR NETANLHOCTE UHWKNA, JOCTHMEEMAR NO BCeH CTERMNHIALMOHHOR 3aTDYIRE, W METODK, ©
MOA0WsED KOTOpslX OENa YCTAHORNEHE 0aHHaA NeTansHOCTE CTEQMAMIALUMOHHOKN 323MPYIKK, GNA KoTopoi Dmn
MpefRaiHaYed NPOUecs CTERMMKMAALKE, BCNH MAKDOGWMONoOrMYEckMe METOOE WCNONLI0BANKCE AN YCTAHDE:
NeHna 3DDEXTHEHOCTH NPOUSCCa CTEPHANMIALIHN,

p) cbpatoTka nocne pabodero whukna, ecnii JadHan cbpaboTka BnicNeHa B NPOUScs CTEDMNHIALMH.

6.1.2 MNpouecckl C HACKILWEHHLIM NapoM

B gonocnredse K TpeboBaMwAs B §.1.1, cneundMkauma ONA NpoUecca CTERMNEIaALMY HACKILLEHHEIM
MAapoM, B KOTOPOM HAChILLEHHEIR Nap, BAYCKAEMEN B CTEDMAWIATOD, AENAETCA CTERMMAIVIOWNE BELECTBOM,
O0T#HA BRNHETE B ceba:

a} BpesMA BLOEPHKH # MAHHMANEHAA W MAKCHMANEHIA TEMMEPATYPEE (M WX TOK3NAIALNAA ), HIMEPEHHGLIE
B TEYEHME JaHHOMD BpeMEHH B NYCTOW KaMepe CTEpWUNWIATOPA (BKMOYAR HENOARMAHLIE HACcTH KamMepk);

D} B TEYEHME BPEMEHN BuIJEp#Ed MAKCUMANLHAR PAIHWMLE TEMIBPATYD, MIMEDEHHAA B KOHTPOMBHON
WIMEBDMTENLHOW TOHKE M TEODETHHECKON TEMNEPATYDE!, ONDE0ENeEHHRA 13 TabNWU kL IHaHEHRA Napa Ans Wa-
MEQEHHBIX JABNEHWA KamMepkd,

C) B Tex CMy4Yanax, Koroa cemMeicTeo Npoaykyue, onpefdeneHuce B 6.1.1 ¢}, cOCTOMT M3 MarepHancs,
WMIBECTHBIX K3K STPAaHAYHBALWWE NPOHKKAHHE NApa 33 CYET XOPOLWRND KAYScTRa WX KOHCTPYRELHK, WNH KoM
DHrypALKA JArpYaKE, WK, MCKNedan obocHoBaHHDE GPYTM oBpaiom, ONHCaHHA HCTbITAHKA Ha NPOHKEIHHE
napa, KCNaNk3YeMoro Ang BEpHEUKaLWK TOMD, YTO B KAMEDRE CTEPHNHMIATORS COOEpMaHNE HEXOHOBHCHDYE:
MEX TE308, ABMAKILWECA DE3VILTATOM HATEKEHWA B NEPWOO BEKYYME MWW OCTAMWWKCA B Pe3yNeTaTe HELo:
CTATOHHOTD YaANEHHA B330yxa & pabodes UMENE, HE NEPENATCTEYET HAMWYHID HACLILEHHOMD Napa Ha NoBepx-
HOCTAR, NOOES0IAMWKWACA CTEPUNWIAUMI;

d} eciu BOGa MOeT SeTE NPUYMHGE HebNaronprATHOM B03QERCTANA HA YMCTOTY CTEPMMINA0BAHHOND
MPOOyETa W erd CACTEMY YNAKOEKH, MAKCHMANLHOE KONWHECTED BOOL, KOTODOE MOMET ObiTh BIRELUSHD B Har
CHLEHHOM Nape, BNYCKASMOoM B KaMepy CTepMnnaatopa;

€] KOHTPONbLHAR JaMpyaEa [(3arpyakd), NpEMeRseMan 0NA NoaTEEQHOEHAA Mt oueH 3hdeKTMBHOCTH
NpCUECEa CTERHNMAALMK ONA 3anpyaskH CTepyunraankAg, onpegenedsiod 8 §.1.1 ¢l 611 1w 6.1.1 k).

fj onucanue YCIPORCTEA KOHTRPOMA, 8ro PACTONGHEHUA W KK MHTEDNPETHPOBATE PEIYVNLTATE, BCMW OHO
WCNOMNBIYeEToR ONA NpoBenkk obecnedeHna OnNpegenasHors NpoLecca CTeprUNHIaLKK,

10
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Q) CYROCTE KOHTPONLHOW 3arpyIkd, OnpeagneHHan © NOMOoWBID HAMEHIHWA MaCcCkl MNK OWYLWaeMon
BIIAKHOCTH.

6.1.3 Mpouecehl ¢ yNAKODAHHLIMW NPOAYETAMKA

B gononseHde K TpedoeadkAM B 6.1.1, cneuddrkauds NpoLecca CTepHNHIanmME QONKHa BENCHaThL &
cala cnegyiowyio HHgopMaUMio ANA Jarpyaskd CTEpMNMIaLEK, COORpHallen NpoaysT (NPpoaykTel), KOTOPEA
OTHOCHTCA K CeMEeRCTREaM NpoayKroB, onpegencHHs B 6.1 1 ¢}, ¥ gna kondurypaydd sanbones ToyYOHO
CTEDHNHIYSMON JarpyaKia;

a) NoapoBHOCTA NPOGYRTa (NOOSYETOR] @ &8N0 KOHTEHHEPa (KOHTEAHeDOB ) WM, BCNA NDHMEHASTCA, KO-
TPONsHEIA NRPOAYKT (NPOayKTR ),

b) paamep CTEpUIMIALKOHHON JAMDYIKK W 88 PACNONCHEHNE, ODHEHTALMA WM CHCTEMA NOGASEHEN BHY-
TPW EAMEDL CTEQRIWIaTORa,

C) TeMNepaTypHeie NpodunK 4 obnacTi, B KOTODBIX oMK Oeifl onNpegenedsl AN8 nepraga pabodyero
LWEMSE, OAA KOTCROND A3ABTEHS NETANLHOCTE, HIMEREHHAA KK B NYCTOW KaMepe CTEDHNHIALWA TaK W B CBO-
GOOHOM NPOCTRAMCTES BOKPYT CTEPHNWIAUMHOHHDN JarpyaKm;

d) MAKCHMANEHAA W MUHWMANLHIA TEMIERATYDA W CKOPOCTH H3MEHSHWA ANA Neprana pabodero yuena;

@) METOO YOTAHOGRNE KA obnacTel, roe MomeT DbiTh MIMEDEHS MAKCHMANBEHAR W MAHKMANBHAA TeMNe-

paTypa.
6.2 ObopynoBaHMe

6.2.1 Donweo BelTe onpegeneqs GHOpYAOBAHWE, ACNGNBAYEMSE ANa ShecnBYe kA NPoUescs CTEDMM-
AU, Cnedndrkaurs AorsHa BENKYaTs B ceba!

a) oBopyNOEAHME BMECTE CO BCEMK NONOMHMTENEHbIMEM ESMINTIEKTYIOLLMAN .

b} MaTepuans KOHCTPYKLMIA Ea¥nod yacT o0opyaoaaHMa 1 JONONHHTENEHE WI0EMMA, KOTOpRIE We-
NONB3YIGTCA QNA ONpEaHMYeHA 1 TRAHCNOPTMPOEKM NADa WK K3Koro-NUGo QRYTONS rasa MW MMOKOCT B Ka-
MEPE CTEpUNM3IALMKA [cw. 6.1.1 h);

C) ANA KO0 MAMEPHUTENEHOM LEMM, WCNONEIYeMOR ONA KOMTOONA, WHOMKSUAK, MOHUTOPMHa | obe-
CNEYEHNA ANSKTROHHOA WINH NOCTOAHKON 3aNHCH NPOUSCCa CTEDMNMAaLMK.

1) ONHCAHWE MAMEDHMTENBHOE LS,

2] ¥apakTeEpHCTUEM | PACNoONOWe e DaTYMKa )

3) MeTon ReprMEALMN KanWODOEKH M3MEDWTENLEHOR UENK, COOTEETCTEYIOWWA HALWoOHANBHOMY CTaH-
DapTY KANUGPOoRKK.

d) MAKCHMANEHAA CKOPOCTE WIMEHBHMA DABNEHWA;

@) HEMCNPABHOCTE [HEMCNDARHOCTH), PACNOAHABSEMBIE CTEPUIAIALNOHHLIM OB0DYICBAHKWEM, BMECTE C
BHIYANEHEMA, IBYROBRIMKA W PErHCTRMEYEMBBA NEE0Y TP IEHUAMKA,

f) sepsl BRA0NACHOCTIA, BEMKOHYEA T, KOTODEE NPEeOHAIMAYeHEl ANA KOHTDONA NEQoOHANa MM 33 TE
OKPYHAKWER CPe kI,

g} YTREpHOSHME O COOTEETCTEMM O0NACTHLIM, PErHOHANEHENA MM HAWLWOHANEHBIM HODMaTUBHEIM 00~
EYMEHTAM MO BRNYCHAM B OKDYEI0WYID cpeqy 1o abopynosania,

h) onucanme W KPUTEDAR NPUEMKM MCNBITAHKMA, NPAMEHAEMOrD GNA ONPESENEHMR YPORMA BOITYILHOM
HATEKAHWA B KaMepy cTepHNWIaToDa, 8cnv & TedeHHe pabodero Luina nprMeEHAETCA DA KyyM:

j] BCAW YCTAHOEMEHD, ONMCAHWE YCTPORCTEE (Hanpymep, BOAOYWHLIA OOTEKTOR), BKNMYAA @ro yoTa-
HOBOYHLIE NAPEMETRE, WCHONE3YEMOMD OA ODHapYHEHRA HEKOHOEHCHEYEMOD raia (BKMoYan Boaayx), Ko-
TOPLIA MOWET NPWCYTCTEOBATE B Nape, NOgasaeMon B KaMERy CTEPHNHIATOPA MW OCTAKWEMCR B KaMEpE
CTEDMNKWIATORA NOCNE ATANA OTHAMKA BOANyXa B NPOUECCE CTEPUNHIALMM.

6.2.2 Donwke BbiTe onpegenesHs padodKe Npouegype GNA oBopyoOBaHHA W QONONHHTENsHEX 302
Ny, Cnedddrrkauda JofsHa BENKYaTe B ceta:

a) pabouri UMK (UMKNE), NPOTRaMMADYalEE Ha ABRTOMATHYECKOM KOHTDOMNEDE W MATOOL, © NOMO-
W0 KOTOPRSIX MOrYT DT BHECEHE WIMEHEHKS B NPOrDamMsdis,

b) nowamean MHCTEYELWA MO 3RCTUTYETaLMK,

C) METOD, C NOMOWEN KOTOROMD MoMET OeTe onpenened cbol 8 NOCTHMEHHK NAPAMETRa NPOUSCCa K1
DEACTENA, KOTOPLE MOMNYT DiiTe NPEONPUHATE B TAKOM CNydyas;

d) KanWEPoOBKE 1 MHCTPYKUWA NO TEXHWHECKOMY COCMyRWBaHMIO,

@) METOOR, C NOMOLEKD KOTODLIX MOMET DuiTe ONpEedeneHa CWwHbKa B peaynNeTartax KoHTPONA, WHoMKa-
LM MM DRMACT DALLMIA;

) B3aMMOASACTENE C TEXHRYECKOH NOOZEpKKOR.
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£.2.3 JomssHo GulTe ONQEIEneHs NoCNOEEHWE, B KOTOPOE yoTadaenweaeToA obopynoeanke. Creuddan-
KALMA JoMHHa BEAMHATE B cada;

a) MEcTo, NPOCTRaHCTRED W OKPYHaIWMWE YCNOBHR, B KOTOPLIX YCTaHaaNnHeaeToA oG0Py oBaAHNE,

D} HHCTPYELMA No yCTaHoBKE,

C) NoOgPOBHCCTH TEXHMYECKOMD ODCIYHMBAHKA, HECDXOOMMOM ANs NpaeuneHoR paboTe cbopygoaanna,
BEACHAR [BCNH NOUMEHARTOR )

1} cnocobsl H3oNALKK,

2} MUHHMANEHOE | MaKCUMansHoe JaBNeHAE,

3} MaKcKMansHaA TeMNepaTypa,

41 MAHEMANBHEA NOTOK

5} rwneTRaunA,

G} MUHHWMANBEHOE W MaKCHMANLHOS INSKTPHHECKOD HANPAMEHME 1 MaKCHManNbHEE BONLT-AMMIEDLI,

7} MBKCHMAanNsHBIA YPOBSH: HEKOHISHCHEYEMOrD rasa | Kanens BodLl 8 HACKILLEHHOM Nape;

8} MaKCMansHoe KOMNMYECTEO KAKI0H NPHUMEBCH,

d} HATRYAKA HECYLWX KOMCTRYKLMA, KOTODLIE CIYHAT AMNA NOALORMEA CCHOBHBIN TRMENEX KOMROHEHTOR
OEOpYACBRHKA;

€} MaTepHansl KOHCTRYHUWH YacTaf, KoToPRIE NepeMEaLLRI0T Nag, ras, eoagyx 4 B4y 8 NDOCTRAKCTED, B
KOTOROE YCTaHABNMEARTCA CTEPUNM3aToR,

Tl AokyMEHTAUMA COOTEETCTEMA CONacTHEIM, DETMOHANBHEIM WKW HALUHOHANEHBIM HODMATHEHLIM JORY-
MEHTAM OTHOCHTENBHD BEINMYCKOR B OKPYHMaKLWYKD cpedy »3 ohopydosaHmus.

6.2.4 CucTeMma NoOaep=El CTEPUNHIALMOHHON IArPYIEM B EAMEDE CTEQMNWIATORAE HE OCMEHa npe-
MATCTEOEATE A0CTHHEHMIO MOCTOAHKELY CTEPUNINIAUROHHEIX YCNOBHE HAA Sk Te NPHHURON NOBpEXIEHKA Npo-
OYKTa WIANK 8o yNakoBkH.

§.2.5 JonsHs GuTe NogroToBNeHsl CPedcTEa ana oBecneyeHna To, 4T0 HEMCNPaBHOCTE A0CTHHEHHA
OnpEgeneHHEy NapgaMeTpos Npogecca He GY0eT NPUeodHTE K HEIDPETHEHDOCTIH NPOUScca CTEDHMHIALNA,
CHHTAEET0CR b fEKTHRHBEIRM.

§.2.6 MponaeaoduTens oBOpyACBaAHKA AOMEEH YCTAHABNWEATE AOKYMEHTHDOBAHHBES NPOUESYERl oNA
BANHAALKK NDHMEHEHWA NPOTLaMMHONS SDECIEYEHRA W MIMEHEHHR NOGOEHOND NPOrpamMMHOND obecnedeHWA
WKW 7S NPWMEHEHHEA TP NpOW3BCGCTER, KOTOROE MOMET BNMATE HA COOTEETCTEME oBOpYATBAHKME Bro ChRe-

LM M3,

7 OnpegeneHne NpoaykTa

7.1 Donsed GuTe ONPaaeneH NDoOYRT ONA CTEDHIAIALMA.

7.2 Don#He GRiTh oNpegeneHs CUCTeMbl YNakoBKK NPoOYETa (&Ch WCNoNBIYVIOTCA) M oMM DONMHE Co-
oTaeTcTanaaTts MCO 11607-1 w MCO 11807-2.

7.3 Don#ke BsuTe onpelenedsl CEMERcTa0 NPoOYETOB, COOTBETCTEYICLWEE NPOAYETY, # &nd ChcTema
YRKOBEM.

7.4 Nonsed BRTe ONPEOEneH EDHATERHA ONA onpedenedia CeMelcTea NpogyeTa.

7.5 Ecnk yoTpORCTES KOHTRONA NPOUECca ONpEneneHs K3k HAargyaka, KoTopan MOKET BbiTh WCNoNba0-
BaHa gNA NEeacTAENeHHA NPOOYETa W 8ro CUCTeMB yIAKOBKK, 3TC QOMKHD GhiTe CNpegensHo.

7.6 MpoegensHoe Ha4YeHKE (aHASE KA} J0NKKE0 ObiTh ONPEJENeHs ONA KaMZoR NepeMed ol Npouecca,
CO CTOROHEl KOTOROH MOMET NOJEERraTeCA BO3OENCTEWIO NPOOYKT M GI0 CACTEME YNAaKoRKA [SCni HCNoNL3YETCA).

MpegensHoe IHIHEHHWA JoN*Hb BuiTh YCTAHOBMAEHE GNA BCEX WCNONLIAYEMBIX MATEDHANOE W CONETAHI
maTepranos. JonmHe BeiTh yCTAH0BNEHED HBWKYOLWWE BapHaHTel HPMEeRTos BOAOERCTENA WK NOBTORAKLWLE-
rocA BOINeACTEMA (KOrAa NPpWMeHAETCA) CTEPHIMIYIOWErD areHTa NoK NnGoM COYETAHUY NapaMeTpos npo-
LUEcca Ha HIMYECKHE M XMMEYECKHE XaDaKTepHUCTHEW W DHOCOBMECTHMOCTE NPOOYKTA.

MpHMepk HEXOTODLIX NEpeMaHibix NPOLUECCOE BENKYaK0T B cebA:

- TeMnepaTypy,

- BOEMA BaITEPHEE MPW NpedensHs IHAYE HIAAX,

- DABNEHHE,

- CHOPOCTE MIMEHEHHA JaBNEHWRA,

= CHOPOCTE MIMEHEHHA TEMNEPaTyR.

MpumE“EHWE — MNPEIEAEHLE ZHEMEHHE ONA SaHHRK NEPEMETROE NPOUECCE RENAKTCA ONpefenaHHEIMIE, Tak
KEK NPEEBLUEHNE ONPEJENEHHLY IHAYEHWA MOMET OHH3LIBATE HeBNaronprATHOE BOANSACTEME HA pabodwe XapaxTep!-
CTHHH NPoOyKTa MIMNW 8o ynakdexy.
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7.7 Ecne ypoReHE BNAMHOCTH, MMEI0WHACA B NPOOYETE WANK M0 CUCTEME YNaKDBKK NEPEn CTEDMHH-
IALAE A MOMET BNMATE Ha 20 E0EKTHEHOCTE NPOUECEE CTEDHNMIALAA, T OOMKH0 BalTe ONQegenesHs Npeaens-
HOE AHAYEHKE (3HAYEHAA ).

7.8 Ha cTatunedocTe M SKTHEHOCTE 3AKDEITOMD NPOOYKTS HE SONMHD OKAAIBATECA HEFATHAHOTD BAMA-
HWA, KOrDE OH NOOBeQraeTcs BOSAEACTRG MPEanoaraemoil TEMNEpaTyPel CTEPUNTKIALMIA B TAYEHNE BpEMEa-
HIA Bkl TSR .

7.9 Ecnd Ha SWUCTOTY NPOAYETS MOHKET BAWATE JaFPAIHEHKE (3arpaaHeHHA ), DCTAINWAECHA Ha NPpoayKTe
MOCHE CTEQUMMAALMK, DOMKHD DbiTe ONDE0ENaHs JArpAIHEHNE M MAKCAMANLHG DONYCTHMBIA NEpenen.

7.10 DonmkHa BelTe oNpegenata cHCTEMA ODeCneYeHWA TOMS, 4T COCTOAHKE NPOOYKTa W/MNW erc cu-
CTeMbl YNAKOREW, NPENCTARREHHBD ONA CTEPMNMIALMY, HE BYOYT NoOBepraTh ONaAcHOCT APHEKTHAHOCTS
NPOUSCCa CTEpUnMaanny. JaHHas CUCTeMa JoMsHa, No MeHbLUSA MERES, BENKYaTE B Ce0A CNeqyiowmMe ane-
MEHT st

a) 3PpOeETHEHAR OYWCTES W JeadHpeKuna (ecni HasMeysHa NoeTopHas oSpaboTea), BKNKYan MHON
pPAIOBEE CUCTEME YNAKOBKA, KON OHM MRWMERAIOTCA (HANPUMED, TEEDOLIA KOHTERHED ANA CTERUIMIALMM),

b} LENOCTHOCTE CUCTEME YNAKOBEW Nepen M NoCne B03AeRCTAMA NPOUSCca CTEDMNMIALINM,

C) KOMTPRONEs OKPYKAKILIER Cpeasl B OGNAcTAX, KOTOPRIE MOMYT OEA3RLIBATE BAMAHKME Ha DHoHarpyIKy npo-
OVETa;

d} koroa napasMeTpel NPoUeScca CNPEedenaoT, HCNoNeIYA METOD, OCHOBAHMBIR HA SHOMANDYAIKE, OUEHKS
GHoHarpyaset B CooTEETCTEMIA ¢ MCO 11737-1.

8 Onpegenexnue npouecca

8.1 Donwer GhiTe oNpeOenad NPOLEcs CTEPUNMIALMK, BEMOYAR NApaAMETDL NPOLBCCA M WX NMPEnEns.
Bo epema yTEEDMOSHWA JAHHOID NPOUeCcta PHUAHYSCKUE NADAMETDE NDOURCEa OOMMHE BeTE CNPEaaneHi 1
HCNONBEIORATECA, COOTBETCTRRHHS, ANA NOATESHIEHWA BOCNPOMABOIMMOCTI.

8.2 DonseH OsiTe ONPEJEneH MAHWMANLHLIR YypOBEHE oBecneYeHA CTepWNLHOCTH (SAL), gocTvrae-
Ml B NPOUBCCE CTEPMAMIALMK Ha WKMAK B NDeNENaX NDoaYKTa.

8.3 MNpouecc cTepMMWMIaLWd HE JoMNEEH NOJBEPraTh NPOAYET W &ro YNakoaky BoINeACTERI0 NapaMeETpos
NpoUecca, NPEBLILAMALIAY YPOBH, onpedenakHHsie B 7.6, a TaoKe JarpAideHre, onpeoeneHHoe B 7.9,

8.4 Ecne npoayeT CTEDMAWAYETCA © NOMOWLD HACKILWEHHOTD Napa, YPOREHE OCTATOYHOMD BOIOYES K
HEKOHOEHCHPYEMOND f333 B HAYane BpemMe i Bel0epkEd He GOMNMEH NPenATCTEOBATE KOHTAKTY HACHILLLEH O
napa co BCeMH NOEEpXHOCTAMM NPOQYETA, BHAMHAA NOREPXHOCTI B0 BNAgUHaX. NpocaaTax 4 TpyBKax.

8.5 Ecnd cUcTeMbl BHONOMYeckiy MHOWUEATOROE UCNONLIYIOTCA KAK YACTh YTREEDMOSHWA NPOLECca CTe-
PHUNK33LUWK B COOTEETCTERKA C METOOOM, ONKCaHHLIM B 5.11 @), OHW JOMNKHE COoTRRTCTECBATE MO 111381 1
MCO 11138-3. JomeHs GelTe ONpedenaHsl MHERPOODIaHHIMEl, NONYNAYMA, YCTORYMEBOCTE U METoD NpeacTan-
MEHHA W ZONHHA NPUHAMATECA BO BHMMAHWE CYLLHOCTE MCROMNLAYEMOTD NPOULECCE CTEDHMMIAUKMKA H OxHIae-
MaA UMK YCTAHORNEHHAA BHMoHarpyaKa.

MeTon NnpeocTanne K MOKET BEMOYaTE B ceda JapameH el NPOOYET UK PaIMEILEHHE JADaMEHHOMD
HOCHTENSR (HOCHTENEHA] Ha NPpOayYKTE.

8.8 Ecnd cUcTeMBbl BHONDMMYeckME AHOWUEATODOR HCNONLIVIOTCH KK 4ACTh YTREDWIEHWA NPOLECea CTa-
PHNK3IBLAH HACLILLEHHEIM NapoM B COOTEETCTEMM C METOOOM, ONHCAHHBM B 8.11 b)), ¢T WinK d), oHK GonsHe!
CooTREeTCTROEATE MOCO 11138-1 w GO 11138-3.

8.7 [na ynakosamHslx NPOOYETOR GONHHO DETE MIBECTHO BNHAHKE NEOOYVETA W 80 CHCTEME YIIAKOBKK
Ha NeTansHOCTE TECT-MUKPOODTAHKAME, KOrOa OHK NOOBEErANTCA BOAASHCTEMIO NPOUECCa CTEDHITMIALLMA.

8.8 Ecne XMMANECKME MHAWKATODR MCNONBEIYVIOTCA Kak YAcTh YTRROWOEHWMA NQOUECCE CTERMMTAIALMIA,
OHKH A0MKHE! COOTEETCTROEATE HAANEMALLMM YacTaM cepii MCO 11140 W He QoresHbl HErATUEHD BAWATL Ha
MEQWLMHCEOE HWANSMKE 33 CUET PeaMK, JArPAIHEHNS WUNK NepeMEeLLeHHA Nepen. B BPEMA WDk Noche
ONPeaenaHHoro NPOUECCa CTRRMNMIAALLNM.

89 Ecnd PCD scnoneayeTcA ona ougkkk 3D0esTHEHOCTH ONPenensHHors Npouscca cTepuninaaLkmn
ana obpaboTkK NPoAYKTa, YCTAHORNEHHOTS B pa3gens 7, oNMHE BbiTe YCTAHOBMEHE W QOKYVMEHTHROBAHE
obocHoRaHHCCTe PCD, MeToqonorks (METOOonoriM) MCheiTaH A ¥ KDUTEDMA NPHEMEN.

.10 MNpoyece CTEPUNKAALKK O0MEed DRTE YTREDHAEH HA OCHORAHMA, NO MEHbLSA Mepe, GOHOMD KMl
CIIEOVIOWMX MYHKTOR!

= DaHHEE, NPenoCcTaanAeMale NPOMABOAMTENEM MELMUMHCKOID HADENHA, WIANK NPOWAR0OUTEREM MaTe-
pHaNa YNakoBkk WHNA NpoMaIBoaUTENnes cTepnuiatopa (oM. MCO 17664 ),

- CHOACTRED C NPOGYKTAMM, KOTODRIE Ve DK OTHECEHE K CEMERCTEY NPOOYKTOR;

= paspaboTka pabo4ero UWkna, K0ToDb6IH BEEgacT onpedenest i SAL.
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£.11 SAL, nocTHragkislid Ha WHNK B8 NPOOYETE B NPOUSCCE CTERUNAIALMK, Aomnwes DTk

) YCTEHOENEH 38 CHET aHanMA Guonarpyar (oM. npunoseinA B 1 C) wna

b} onpegengd C NOMOLWEID METO0E «NONHoE rMbenns (oM. npanoseswe D) une

C) oNpegdengH ¢ NoMOLWBK JEMOHCTREUWK TOM, 470 B TEYEHWE BPEMEHA BRIAEDHEY BCE YaoTH NpodykTa
MoOeepraiTeA QERCTEWIO NAgaMeTpon Npouecca, BulbpaHbx K OohHUMaNEHOR HALKOHANLHOKW MW DETRo-
HANEHOW GapMakonen |Mnu

d} paBHieM WNKW NDEBELIWATE TpeloBaHUa, ONpEfEnNeHHER B C), NPH YCNOBKK, YTO NPOOYKT OTHECEH K
CEMERCTEY NPOOYETOR, ONA KEOTORONS ONPagensH Npouecs CTepHNMIanEad, W 4TO BpEMA YCTAHOBNEHAA DABHO:
BECHE HE NPEBELILLART MAKCHMANLHOTO ANA NPOOYETA, CTHECEHHOID K TAKOMY e CEMENCTEY NPoayKTom.

8.12 Ons npouecca CTEQMNHIAALNK, YTEEDKOEHHOMD © NOMOLEK MAKPOSHONOTMYecKore MeToga, npw-
MEHABTCA CNEQYIOLLEE:

= ipegenaHue BroHarpyskKn 1omsHC BklTe BeINONHEKO 8 cooTBRaTcTEMA ¢ MCO 11737-1;

= WCTNBITAHWA CTEDHUNBHOCTI GONMHE: DbiTh BRNONHEHE: B COOTRETCTBMA ¢ MCO 11737-2,

= NDOOYET, NPHMEHAEMEIR NEK YTREDHOIEHWH NPOUECta, nonKeH CeTe 0bpasyos perynApHOrD npoKss
BOACTEA,

- NPHMEHABMOE ODOPYOoBaHKWE OONMHD BbiTh cRocobHO BOCNPOWMABOOWTL HOMOHHALMID NapaMeTpon
MPOUBCca © NeTANbHOCTRI0, MEHELE Y8 B NCUecce CTEPHUNHIAUKN, TaK YTOER YPOBEHE MHAKTHBEILWK M-
KPOOEraHAIMoE NOMBATN K YHCHEHHICTA, KOTOPaA MOMET GbiTh WHTEONONWMPOEaHa OTHOCWTENLHG DBLWEns
pEayNETaTa.

£.13 Ecni nocne BoagercTaqa NooUecea cTepunksaudn Tpebyeten obpaboTtia npogyeTa v eno ynakos-
i 0AA Torg, 4Tobkl NOO4epKHBATE CTEPHMBHOCTE, AONWHA DkiTe ONpefeneHa gavsas obpaborea.

85 Banwgauws

8.1 Obwes

811 Kawasd atan sanvoausd gonsed ObiTe BRNONHEH 8 COOTREETCTEWA ¢ QOKYMEHTHPOBAHMOE Npo-
Leaypoi.

9.1.2 Donmsso BuiTe 8epHHUADOBREHD, YTO KEEOBA ANEMEHT CTAUWOHADHOMD WK NepeHocHoro oGo-
PYOOBAHWA HCNONBIYETCA B NPOUGCCE BuNONHEHHA BANWOALWK B COOTEETCTEMW C 8ro creuqdrkacwed.

9.1.3 Mobee MogrdEEal@y npoaykra, 0GopyaoBaHMa WK NPOLEcta CTEPHUNHIALMKY Q0MEHEl GETE 3a-
PETHCTRPHPOBAHE: M NOSTESEMOEHS, W CREUNDHKALMWE JOMEHE BeTh COOTBETCTBEHHD MaMEHEHE: {C. Takxe 12].

914 Uens wamepeskda ANA KGO MCNBTATENsHOMD WHCTRYMEHTA, WCRONLIYeMOrs GNA BANWOaLHK
O0MHHA MMETL:

= KEANWEPOBKY, COOTEETCTRYIOWYKD HALWOHANEHOMY CTAHGAPTY,

= OERACTRHTENEHEIR CEPTUAIMKST MO AKCAMYATALKA {2CAM NPUMEHSETSA),

= CTATYC KANMEPoRKK, BEpUDNUMpOBaHHBIR B COOTRETCTEKRM C TEXHMHECKKMK TRED0BEHMARMI 1 NDHMEH K-
AR TPEOSBAHKEMK YN PARTEHHA;

- BEDWPMKALHI0 KANWDE0BKA, BRINONHEHHYID OMA BEMAHMHbl [BETHYMH], HCTOMEIYEME ONA KOHTPONA
ApOUEcca CTERHNHIEUWA M COCTAaNEH WA CYROEHNA O PEIYNETATaX HCNBITaHWA, B KOTOPOM WCNoNLIYETCR UEnb
HIMEDEHIA.

8.1.5 Oonesa DkiTe BEpMOHLWPOBAHA KOPRPENALWA MeXdy NaHHEMW, NOKAIAHHBIMK ¥ ZaDEMMCTPHPO-
BAHHBIMA C NOMOLWLE WHCTRYMEHTOE, NOGKMCHEHHBIX K CTEPANMIATODY ¥ GaHHBIMK, 330ETMCTPUPOBAHHLIMA C
MOMOWBEK WHCTEYMEHTOR HEIABACHMOTND ACNBTAHWA, HMSIOWHE JaT49Hid B OQWHAKoBLX obnacTax.

9.1.6 B npouecce atTecTaywa moHTaxa {installation gualification, Q). atrectaukk dyHELUMOHMpOBaHHA
(operational gualification, OQ) MNY aTTECTAUMK JKCOMYaTHDyEMoro ofopyaopanuna (performance gualification,
PQ), @cnid NpHAMEHIAMO, GONKHO STk BEDAEWLMPOBAND, 4TO CUCTEMa 0GHapYHEH A oWNGoK diyHELIMOHWDYET
W COOTRETCTEYET 28 paboduum cneuwdivkadnan.

917 EcnW cyliecTBYKLLMEA CTEDHNAIATODR ¥ NDOUECs CTE PUNHMIaLHH MCNoNes3avIoTeA AnA obpaboTki Ho-
Boro npogysTa, To 10 1M 00 atanks Bandgadke MoryT GelTe NDONYWEHE, NPH YCIOBAA, 4T0 HE ByOyT BHECEHbI
WIMEHEHWA B ODODYI0BAHKWE WK B CYLLBCTEYIOLWYID Jarpyasy CTEQHNRIATORa, KOTOPRIE MOMYT BIHATE HA Npo-
WIBOOMTENBHOCTE CYLLECTEYIOWEND NPOUBCEa CTEDHMHIALWMA.

0.1.8 Jomssa GuiTe sepudrurpopaHa 0GoCHOBAHKOCTE NPEANATASMOTS NEEHOOA UCNBTAHMA {MonRTa-
HA#} [em. 6211 1) 1 10.3].
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9.2 Arrecrauns morTaxa (Installation Qualification, 1G)

9.2.1 ObopynoBaHHe

HeoSxoaumMo NpoBepHTe, YT0 00ODYACBAHKE W JOKYMEHTALKA COOTRETCTEYT 6.2.1, 6. 2.2 6.2 3 nyTo
ohonyEyBaHEe CoDTRETCTEYET 6.2.3.

9.2.2 ¥cTanoBKa

HeoSxoaumMo NpoBEpHTE, YTO YOTaHOBKS COOTRETCTRYET 6.2.3.

9.2.3 Pabora

HeoGx00MM0 NDOBEDKTE, YTO 000pYOCEAHKE W CHCTEME BEA0ONACHOCTH Y HELHMOHHMPOBAHKA, NoopOSHD
ONMcaHHER B 6.2.1, paGoTaT 8 COOTEETETEMN C HX cneurdrkadmame, pabodril uMkn (UHMKNBl) B COOTBET-
CTEHK C6.1.T a), ¥ 4T0 HET NEWAHAKOE YTEYKK WA CHCTEM MMk cOopyYO0BaHWA.

9.3 Arrectauua dyHKuWoHWpoBanvA (Operational Qualification, OQ)

9.3.1 ATTecTauMA OVHELWOHWPOBAHWA QONWHE NOKalaTe, 470 yoTadoBnadroe ofopydopadne Syoert
obecneduwBaTe NpoUece CTEQMNMIALMK, ONPENeneHHLIid B 8, 1 0omHa yTEepOMTE SaqHbLIe ONA KaMOoro Tpe-
COBAHWA [ECNH NPUMEHAETCA], NEPEYHMCNeHHOMn & 6.1,

9.3.2 Donsso BoeiTe QOKYMEHTHROBAHD CDOCHOBaHWE KONWYECTEA W PACHONGHEHAA TEMNERaTYDHbLIX
SATHAKOR, KOTODRBIE MCMNONLIVIOTCA, YTO0R NOKAZATE, YTO yAOBNETRCOPRINTCA TReDoRaHHa NO pACNDEEnaH I
TEMNEPATYDEL B NYCTOR KAMEDE CTEQMNNIATORE [BENIOUAR HENOJBMMHEER YACTH KAMEPE), W C MCMLITATENEHORA
TAMPYIKORA (2CNW MCNoNLIYETSA).

9.4 ArTectauusa IkcnnyatTapyemoro obopyaoesaduna (Performance Qualification, PQY)

941 ATTecTauMa IKCANyaTupyeMors obopygoaaHHa QoNKHa NOKAIaTe, YTO NPOAYKT Bbin NoOJBEpHEH
BOAOBACTEMKD ONPEOENEHHMero NpoUecca CTepUNHIaUMK © NoMoWkn oDopyEoBaHMA, WCROoNsayeMoro Ana
CHbIHHOA CTEDHIMIALNA.

942 Nomeso BeiTe JOKYMEHTHPOBEAHD ODOCHOBIHWE KONW4YECTES W PAChonoMEHHA TEMNEpaTYDHBLIX
LATHAKOB, MCNOMLIYEMBX INA DEMOHCTRAUNAK CODTEETCTEMA TPEDOBaHWAM B CTEDWINTHIBLUMOHHON JarpyIre.

9.4.3 MNpoeepkd OOMEHLI BENIOYaTE 8 CEEA ¥ BepUiHUWMpoRaTE.

) AoKyMEHTaLKIo, NoOTEeEIa0WY YonewHos Benonierie [ w O0;

b} MCNeTaHHe CTERUNU3ALUMOHHON 3arpyakd, BENIOYAI0WEed NPoayKT, KoTopkii DyoeT obpabareiepaTeCcA
B HOpManoHblix YCNOBWAX W KOTOPRIA OTHOCWTCA K CEMERCTBY NDOOYKTOD, COBMECTHMOMY C CEMENCTEOM, M
NpeaHaAIHEHEHHEM ANA NDOUECEA CTEPUNHIALUNK, WNK KOTORAR NPESCTABNSET CEMEACTRS NPOayYKUHK, ARMA-
WERcA Haubonee CNOKKOR 3adadel AnA Npoyecca CTepMNnnaawUKi;

C} CcHCTEMY YNAKCEKA, KOTORaA RENSETCA MOEHTHYHOR ToK, KOTOpad NpefHazHaseHa Ana oS WenpuHATo-
ro NPOVIBOOCTEE W NepepatoTiK,

d) npenpapUTENeHYH 0SpaboTRyY, COOTEETCOTRYRMLYI 6.1.1 d);

@) KoHDWOYPaUWIo Jarpyskk, CooTBETCTEYRWY C 5.1.1 |} ¥ WIBECTHYIO Kak HadGonee cnowHaa onA
CTEPRMMIALIM,

f) passep WM Maccy CTEPUNMIALMOHHDN 3arpYIke B cooTEeTeTEMM C 6.1.1 K.

9.4 .4 [NA £3%00ro M3 HUHECNENYHWHE MYHETOS MCCNedoBaRkne J0MEHbl TOQTREDHIATE.

a) COOTBETCTEME NPOUEcca CTepUNWIaLKK, ONpegenaHHors B pasgena 8, W NpafenksHibl IHaYeH kA Npo-
L2cca, onpeaeneHHes B 7.6;

b) oakkee, KoTopLie TpebyIioTcA B 8.1.3. ecn NprsMeHAETCA,

c) npodwne BOASRCTEMS Ha W N0 BCEMY NPOLYETY, HAXOOSLWEMYCS B NONOHEHAW, CNPELENEHHOM B
6.1.1e) 61 1m)u6.1.1n)

dj BpEMA BbiGEDHKK W MUHWMATLHYED W MAECHMaNbHLIE TEMNepaTyDbl M Hx NOKANMIaLAW, HIMEDeHHEIES
B TEHMEHWE JaHHOM BpeMEHd B CTEDWNWIALMOHHON Jarpyase GNA NPOUScCoR, ONpageneHMLx B 6.1.2;

@) TEMMepaTypHbe Noogrne B TEYEHHE NEPUOga NNaTe NPOUEccOB CTEPUITHIALMK, ONPedereH by B
6.1.2 a):

= KIMEPEHHBIE B KOHTDONEHOR HAIMEDHTENBHOR TOHKE

= MIMEPEHHBIE Ha WKW BHYTPW CTEPANWIALWOHHOR IArDYIKN;

= OMNPedeneHHLIE K3 JAENSHWA K3MEDL CTEDHNAIILAM,

Mpuwmeadarwe — Doobos BHUMAREWE YOSNSETCH HAUWWOHAMEHEIM W PEIM0OHANLHEM TpEGosasmRM, karga onpe-
OAMASTCA PAIHKLE ME#OY MIMEPEHHOA W BRHUCNEHHDA Tamnepanypasa. Cn., Hanpusap, EH 285,

) pEaUMI0 XMMMYECKAX HHOGWMKATODOR, KOMGa MCNoNsayioTeA (oM. 8.8)
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g} peakyuio PCD, koroa MenofeayioToa;

N} LENOCTHOCTE CHOTEME VNAKOBRH. KOTOa HCNONbIYETCA,

945 Ecnk B QONONHEHWE K KAMEPEHHD DWIMYBCKMX NAPaMETROB. NPOUECE CTERPMIMAALMK YTREDMH:
OasTcd © WeNoNb3ATBaHKEM SHOHATEYIEW MNKW BepREHLMPYETCR © NOMOLWEK MAKPOBWONOrHEckny Meroaos,
EHOMNOrHYECEMe HHAMKATOPRR: (CM. 3.5 vnK 8.6) pacnonarakTea B wing Ha npoaysTe B oBNacTRE, cnpegenet-
Held B 5.4.4, W 3aTem NOJBEpTaTCeA BOIASRCTEHIO C NOMOLLEND 0OHOMS Ma CNeqyilky MeToaos:

- o0pafoTka, KOTOpaR coRpalleHa No cpaBHeHkin ¢ obpaboTkol B NpOUeCoe CTERWNMIALMH, Pelynk-
TaT JaqHol cOpaboTkW IKCTRaNcNMpyYeTeA, YT0S6! NOKAIATE, 4TO NEW NEWMEHEHWH NPOUSCoa CTEPHMHIaLHM
YOOBNETROPAKTCR TPeBomanka No MAHHMANEROR MAKPOSOUMEHOA b e THEHOCTIA,

- NoNKHEA obben 0CpaboTkM © HAMMEHEWHMA JoNYCKAMK NApaMETRCR NPOUECCa CTEPUNKIALUMH, pe-
IyNeTAT AaHHol cOpaboTkM MCNoNsAVIOTCA ANA NOGTREEDHOEHUS NPEANCNOMEHWA, 4T0 MK NDPEMEHEHKA RO
LUECCa CTEPWMIMIALMK YI0BAETBOPAKTCA ONpeIeneHHIE TPEDCRAHKA N MAHMMANEHDN MAKDoBoLrIHCH 3
DEKTHEROCTH, MK

= BMNCNHOA THEENA MHEDOORraHWIMOE 5.

Mpumev4anmne — Cw. npanosxenar B, ©w Do

46 PO gonwHa BENo4aTh B cebR CEpHM, NO MEHBLUER Mepe, TREX NOCNEoBaTENbHEX BOSOEHCTRA
CTEPHUNAIALWOHHON JarDYaKH, KOTODEIE COOTRETCTEYIOT CREUWDUKALKA NPOLECca CTERUNW3ALMK W NOKabIEa:
KIT BOCMPOMIEGOUMOCTE NDOWECCA CTERMNAIALIMN.

947 HecooTeeTCTBHE Crneurduiadt Npouecca cTepunnaaumn a npogecce PO pomeHo BelTe nepe-
CMOTDEHD M CHODDeKTUpoaaHo. Ecn HapyWweHue MOoXeT BT o0wACHEHO DakTopamMy, HE OTHOCALMMACA K
BaANKAMEYEMoR 2dHPEKTHBHOCTH NPOLUECCa CTERMNIMAALMK [CH. NDAMED HHHE]), TO WCNBTAHWE MoMeT BhiTh 10
KYMEHTHROBAHD KAK HE CEAIAHHOS ¢ pabouMmi XapaKTEpHCTURAMM NPOUeCca cTepunuaatmy bea Tpebyameix
TREX JanbHEW WX NOCNEoBaTeNbHBIX BOI0ERCTRWA.

Mpumep — OMEMIHEHUE 3NEKMPUYECTIEd, HEEBLITONNEHHTE 0BCAYNUSIHUES U HADYIWEHUE eNelUHEa0 obo-
PYJoSaHUR KOHTIDOA,

9.5 AHanKa W YTEQDHOSHHE BANMOALMA

251 Hudopmadwa, cobpandas nnd BeipaboTankan B npouecce 10, 00w PO, gonsHa GelTe Npope-
PEHA HA COOTBETCTEME NPHHSTOMY KDHUTEDMID, ONPefeneéH oMy ONd Es0oro atana npouecca Banuaauus.
PeayneraT gassoro 0baopa gomseH DeTe J0KYMENTHDORAN W yTEEEEIEH (s, 4.1.2),

052 Nomess DhiTe yTEEDHASHS CNEUMdMEILHA NPOUeCCa CTEPUNHMIALMK, BEMOYIIOWEA NapaMeTDbl
NPOUEcsa WMy gonyckr. [JaHHan cneuwdueagna JonsHa BEnoYates B cebn KpUuTepdi ANg oNpenaneHMa npo-
LEeCCa CTERUNHMIAUMK, MCMNONLIYEMOrS ANA KOHKLETHOM 3arpyasd CTEQUNWIaTopa, Kak CoOTRETCTRYKILLMA, W
OOKYMEHT O0NKaH BEMNICYaTs 8 ceba, No MeHLLIIeH Mape, cheqyowes!

a) CeMBRCTED [CEeMERCTEA) NPOAYKTOR, KOTODLIE MOTYT GbiTe oBpaboTaHe,

b} koHDUrypaUpo 3arpysin,

C) paimep CTEPUNMISLMOHHON JArpYIKK WHNKW &8 Maccy,;

d} npoueaype gna nobol npeapapeTeneEHoA obpaboTkkm npoaykra;

€} CNMCAHKE CUCTEMEl YIAK0BKW ¥ METOOb

f) pacnpegene ke MESWUMHCEAX HADENHH B YNAKOBKE, COOSDMALLENA MHEDKECTREO MELHMLMHCKHX HA0ENWH,
ECNA NPUMEHAETCA;

g) NepHoaWYECcKre MonbiTawma (oca. 10.3);

h} yCTRORCTES ANR WCNLITAHKWA NDoLBCCa W CEMEBACTES NPOSYRTOD, KOTOPEM OHK COOTBETCTRYHT,

|1 BHaHarpyaky, ecnd NPUMeHaeTeA.

10 TekyWwMA MOHMTOPWHI M KOHTPOMNL

10,1 Tekyvw ki MOHHTORHHE W KOHTPONb GOAKHE BEOOAHATLCS B KAKGOM paGodem wuikne.

10.2 JomsHsl BsiTe sepurUdpoBaHsl A3HHBIE YCNELHON OSCNY KKBAHMA W NOBTODHON KBAMMAIMEILHH
(BCMM NDHMEHABTCA ).

10.3 Pabodvee cocToAHke oBopyYOOBAHWA {BCNH NPHMEHAGTCR) A0MHHD GLITE BEPUPHUMEOBEAHD C NOMD-
sk NOKA3ATENEA GaHHbX NEpHOTHYECKAY HCNBITAHWA, TAEKX KaK (HO He OTPAaHHYHERIOLHXCA) CNen YLl He:

a} HaTeKaHWe Boaqyxa B KaMepy CTepunMaaropa,
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b Ka4eCcTED HACKILEHHOD Napa WNK CPEQE, NEPEHOCALWER TENN0, QONYCSTUMBIE ONA KAMEDE! CTEDRMK-
IATOPa (KOTOPRIE MOMYT BENIOYATE B Ce0R NPOBEDEA HEROHIEHCWDYEMOTD rasa, aNekTponpoBaIHROCTH ROJABE-
Mo BOOE, NPHMECH (NPHMECEN), BNAMHOCTHY,

C) aBTOMaTHYECKME KOHTRONE (HANpHMED, WCNLITaHKWE ANA BepudhvEaUME Toro, 4To pabodli uMKkn He-
MPEPBIAHD MPABMNEHO dXYHELHOHUDYET ),

d) NnpoHkkaHWe napa,

@) NPOUECs CTEPUNM3aLKK [HANPKMED, HCNETAHWE ANA BEpUDHEALWY TOD, 4TO NPOUSCT CTERMIMIAL WK
CCTISTCA BOCTPONIBOOHMbIM]).

10,4 MNporapogUTENLHOCTE NPOUBCCE CTEPUNMAAUMH JoNHHA OuiTe BEpHEHUUKMpOBAHA C NOMOLLD pe-
WNETATOS CHCTEM XUMHUYSCKKHE MHOWMEATOROE (oM. B.8) Mk BUMonorHeckin: mHakkaTopoa (oM. 8.5 unu 8.6),
SN NPMMEHAKTCA, W G NOMOLWES NOOTES LEOEHKA TOMD, Y4TO B NPES0enax onpedeneHHsLx Sonyckon Deric M-
PYEMEIE OaHHEE TEKYLWETD KOHTPONA COOTEETCTEYIOT JaHHEIM BANKOAUAH,

10.5 [0nA NpoyectoR © MACKILWEHHEIM MEPoOM SaHHBIE GONMHE BKNCYaTE 8 ceba (ecni NpUMEeHAsTCA )

aj TeMnepaTypy CTEPWNWAALKWK, J3ENEHWE B KAMEDE W TEOPETHUYECKYID TEMIEPATYRY Napa B TeHeHWE
nepuoga nnarg;

b} ANKMTENEHOCTE NEpHUoga NNarto,

B} TEMIEOATYDY B KAMEDE W O3BNEHWE B KaMepe, No MeHblUei Mepe, ANA Ewaors atana pabosero
LWsna;

C) PEIYNETATE, NOMYYEHHBIE C NOMIWLD YCTPORCTE ANA WCNBTaHHA 3D ekTHEHOCTH Npoyacca;

di TeMNepaTypkl WANK O3ENEHAA B NPOUSCCE NPOREDEA CACTEME!, S8CNH OH WCNOMNs3YeTcR KAk YacTe
NPoUSccs KOHTDONA.

10.6 0nA npoUeEcCoB C IaEPBITEMA NPOAYETAMA JaHHEE ZONNKHL BRMDHaETE B c2bA (2cnk NpUMedAeTCA )

a) TeMnegaTypy (TeMNepaTypi), MasMepeHHys B yCTROHCTEE ONA HCNsITaHua 3PPesTHRHOCTH Npouac:
€a, BCNK OMO MCNIONEIYETCA KAK YACTs NpoLecca KORTPOnA,

b npodidnKM TemMnepaTypel KaMEPLE W J3BNeEHHA KaMepsl ANS HAarPesEa, BO3NERCTBMA W CHNaMISHAA,

c) npodyans TEMNEpaTYPR NG HArpesa, BOAOEACTEMA W OXNAKGEHHA NPOJYKTA, PACMONOMEHHDTD B N
NOKEHWAX, ONpeeneHHblx 8 944 ¢), acni HCnonNBEIYETCA KaKk S2CTh NPOUSCEa KoOWTRONA,

di NeEpWog NNaTs WNK BPEMA Bbl GEDHEN;

2] aHAYEHWE (3HEYEHMA) ANR NapaMeTpa (NapaMeTpoR} NEoUecca ANR OOHOPOOHCCTA TENNeEoR cpatil
B Kamepe CTEpUNKaaropa;

i) pEIYNETATE NEOBEPKA CTEDHMHIAUWOHHOR J3rPYIEM ONA NOGTEEDHOSHKA CYXOCTH M YHMCTOTh CHCTE Misi
Y IARTRHM,

10.7 Boe 3anncH OoMEHsl COXPaHATECA B COOTBETCTEMK ¢ 4.1.2.

11 Bbinyck NpoayKUuWK NOcne cTEpUNMIaUmni

11.1 Don#ke ObiTe onRpeagneHs NPOUEdyDsl N0 NEQECMOTRY 3anyceld ¥ BeINYCKA NPOoayEUMiA nocne
oTapHnHaannd. Mpouegype OMEHE ONpeqenATe Tpebopanua (oM, 9.5.2 1 10.3 Kak cooTRETCTEYIWME ) Ons
CNPEOeneHdA NPOLECCa CTEDHMMIALNMK KAK COOTBATCTEVIOW WA, Ecnu TpeGopaHne He YOORNETRCPASTCA, Npo-
DVET gomsed oboIHaYaTeCh KaK HECOOTBETCSTEYVIOWMA M C HHM HAaao obpallaTecq B COOTRETCTEMM © 4.4,

11.2 Jonxka GeiTe ONpeqeneata CUCTEMAa rapaHTHi Toro, Yto obpadoTaHHee w HeobpaboTaHuHee aaM
HHLEI YETEO DaInMYasoTCR.

12 MNoppepxavune 3 peKTMBHOCTH NpoLlecca

12.1 DemoHeTpauMa HenpepwEHoW 38heTHBHOCTH

12.1.1 MNpogyeT, NpegHazHade s ANA CTEPHUNWAALHK, DoMKEH CoOTBETCTEORST 1)

a) OnpefeneH-is NpoaykTa B pagene 7,

b) woMthHrypalMe Jarpyasy, k3K onpegensHo 8 6.1.1 §);

C) KDMTERHKD La3MEepa M MACChl, onpegenekHem B 61,1 kb

12.1.2 JonsHo GbiTh BEpHOWUMpOBaHD YENELWHoe IaBepllaHie NepHoIRYECkiE MCNHTaHWE, Kansbpo-
BOK, 33034 OECNYMHBAHWA M NEPEKANWER0BKN, BRINONHEHHEBIX Y80e3 ONPEdEneHHbIE MHTEDBANM BPEMEHA.

12.1.3 MNephodHyeckid QOMKHD BEpHPHEHMPoBATECA KaYEcTBO YCNOBWK, B KOTODLIX BhiTe NOQroToRMTEH
WA YNAKOEAH NPOayET.
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12.1.4 Nonsuel O6iTe onpegenaHsl W cobnofaTecs TpebosadmMa K 300poasio, ONDATHOCTH W 00esae
nepgcosana B obnacTi NPOXIECGCTEA W YNAKOEKK.

12.1.5 Ecnd B NpoUBCcoe CTERPMUNHIALFA NPMMEHASTCA BAEYYM, Y2Ded ONpedeneHHbIe WHTEPBANL Bpa-
MEHA DONMHE BENOAHATLECE WCTIETAHMA Ha BOITYILHYHD YTEUKY.

1216 Ecne npoUgcc CTEPUNMIALMK OCHODLIBARTCH HA YOANEHWK BO3IOYXA M3 KaMEepkl CTEpMIMIATOpa
AnA Toro, 4Tebsl ACCTUMHYTE OHCTROMD K PABHOMEBDHOM NPOHKKHOBEHWA Napa & 3arpy 3Ky CTEQWNMAaToPE, uc-
NbITAMKE HA NPOHUEKHOBEHHAE NAQa DONMHO BLNONHATECH KAMOLIR JeHE Neped NRUMEHEHREM CTEPUNIMIATODA.

MCNemasye Ng NDOHKAKAHAIC Napa BeINCNHASTCA, MCNONB3YA YCTDOMCTRED, COANAKWESs ONS NpoUecca
ONQefeneHHEE CIOMHOCTH N0 MAMHAHKD B0ANYXA @ NPOHHIHOEEHMID Napa. JNA NposellaneH e NoUMeHe-
HKi, 2cni 0GpaboTEa HACKIWLEHHEM NapoM KCNONEIYET NOCNSA0EATENLHEIE, ONPEASNeHHLIE CTEDMMTNAALLN-
OMHBIE JATDYIKA, MIBBCTHEE KAK HE NPENITCTRYIOWNE NDOHAKAHWED Napa, To MOryT ACNONe3ICEaTECA AnsTep-
HATABHLIE METOOLI, OCHOBAHHLIE HA ONDEOeneHHBX DHIMYECKHE MIMEDEHMAX ¥ OUBHKE DUCKa BEDOATHOH
HEWCNDABHOCTH NpoUacca.

12.1.7 MNpoaykT SOoM#ed cooTEETCTROBATE TPEDOBAHHAM SHOHArDYIKM, BCMK NPHMMaHABTCA.

12.2 NoeTopHas kanuBpoBRKa

TOUHOCTE ¥ HEOSMHOCTE KANMIOM MIMEDHTENEHON LEMY, KCNONEIYEMOA GNA KOHTDONA, WHOUKILNA MM
pETHCTRALMM NPOUECES CTEDUNMIALMK O0MHHE NEPHOAMYECK BEPMPHUMPORATECA B COOTRETCTRMM 4 3.3,

12.3 Texnnueckoe obonyxueanse obopynoBamnmMa

12.3.1 MpodrnakTi4Heckos TexHr4eckos by BaHKe Q0MTEHO NNaHUpoBaTLCR W BRINCNHATECA 8 co-
OTRSTCTEMH C 3aJ0KYMEHTHPOBEH HblMd NPOUEIYDaMIN.

12.3.2 ODopyOoBaHKMe HE O0M#HT MCNoNeI0BaTeCA Ana obpaGoTi NpogyKTa Jo Tex Nop. noka He Gy
OYT YCNelHs BEMOAHEHE M 3a0erMcTRHpOBaHs BoE ONDELENeHHBIE 330349 TEXHHYECKOrD oGe My HHBaHWA.

12.3.3 Tnad Texsdeckors 0BcnyKHEAHMA, NPOUEOY DRl TEXHWYECKOrD SOy EWBaAHMA 1 IANNCH TEXH-
HECKOMD oBCNYEMBaHUA QONKHE COXPaHATeCS (cM. 4.1.2} 1 NepecMaTpUBaTECA HAIHAYEHHBIM NKUOM Yepes
OADEEENeEHHEE WHTERRANL BRetaHy . PEIynsTaTel NEpecMoTpa SONHHE GelTh GOKYMEHTHROBAHDI,

12.4 MoeTopHan oueHKa

12.4.1 MoeToOpHaA OUEHES NEOUECEa CTEDMNHAALWA JONHHA BRMONHATECE ONA CrpegeneHHorg npo-
AyKTa M onpegeneHHons obopy0onaqHHA Yeped ofpefenaHHbie MHTEDEANE BPEMEHK, W NOCNE OUSHEW Nbsix
WarmeHeHinA (oM. 12.5). JonsHa beiTe 0G0CcHoOBAHA CTENEHE NPOBSOEHWA NOBTOPHON OLUSHKH.

12.4.2 Mpouegyosl NOBTOPHOA OUEHKM J0MmEHEl ObiTe OAPEfeneHsl ¥ JandcH NoOBTODHON CUSHEN SorH-
Hil COXpAHATECA (Ch. 4.1.2).

12.4.3 NanHeie MOBTOPHON OUEHKHM QONHHE NEPECMATOHEATECA B 3ABHMCHMOCTH OT ONpPeaeneH oD Kpu-
TEQHMA NPHEMEH B COODTBETCTEMK © ACKYMEHTADOBAHHBMK NEoUedypasi. JadHeie NepecMoTpa NoBTOPHON
OLUEHEN QONM#Hb COXPaHATECA (CM. 4.1.2) BMecTe © BbiNCAHEHHON KOPDEXTHDOBKON W NPUHATEIMA KODDEKT -
POROYHBIME JERCTEHAME,

12.5 OueHxa HaMeHEHHH

Nioboe wamenaHne QomeHS BelTe CUEHEHD NO Sr0 BNHAHMD Ha HEhekTHBHOCTE NpOUECca CTERMNHaa-
LA

PacchMoTpeHKe HIMEHEHWA (ECnK NPHMEHAETCA ] DOMEHD BENKHYaTs B Ceha:

a) 3aMeHy YacT, KOTopan MOoMET BoiTe NOHYKMHOR HIMEHEHWA NADAMETRA NPOUBCCaE;

b} aameHy JacTi, ROTODaR MOMET BbiTh NDHYKHHORN YERMWYEHWA YTEYKH B KaMepe CTepHnWaaTopa,

C) WaMEHEHWE COHOPOOHOCTH B KAMEDE CTEpWNK2ATOPA,

d} HOBGE KMINTK MOSMEHUHDORAHHOE NPOTEaEMMHOE OBECNEYEHKE W KINH annapaTHoe obecnedeHne,

€} NGoe MaMeHeHHE NapameTpa NpouUecca;

fl nioEoe HaMEHEHHE B IKCNNYATAUMK ¥ B NCCRESVIOLWEM NOALERHAHK paboTe;

g} NGoe KIMEHEHHE YNAKOBKK WIHNKW NEoOUE0Ypl YNAKoBKK,

hY noGoe nasMeHe HHE KOHGUIYDEU MK 337 DY 3KM,

i} MoBoe MaMeHEHWE MATEPHANCE NPOGYETE, MCTOMHKKS NPOOYETA MM KOHCTPYKLMK.

Donses ObiTe JOKYMEHTAPORAH PEIYNLTAT DaHHOH CUEHEH, BRMICHAWWHE oDOCHOBAHWE JOCTHIMYTOM
PEWEHWA M 05LEMa BHECEHHEIX WIMEHEHWR B NPOUBCT CTERMNHIALWE, TRED0BAHWA K NPOOYKTY MNW NOBTOR:
HoM oUaHke (2CNH NpWMEHABTCA).
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MpunoxeHae A
[cnpasounos)

PykoBOOCTED

Mpumavanwe 1 — PykoBOOCTED, NPESCTAEMNEHHOE B DAHHOM NPHICHEHWN, HE ABMASTGA KOHTRONEHEM NEpEH-
HEM ONE OUEHHY COOTBETCTEWMA HACTOALLEMY CTEHOApTY. JBHHOE PYHOBOLSCTEO NPEOHAZHEHEHD ONR COSEACTHMA B O0-
CTHMEHAKA BOECTOROHHEN NOHAMBHIEA M BRNONHEHWA HICTORWEN CTAHOARTA © NOMOWER NPEA0CTAENEHHA D0LACHEHWA
¥ MPWMEMNEMBY METOOO0H G OCTWHEHWH CODTEETCTEMA C ONpenanaHHeiMg TREDoBaHrARK. MoryT mononsInsarecs me-
TOOE DTMHYHEIE OT TEX, KOTODLIS NPEACTEENSHE B JAHHOM PYEOBOSCTES. HO ONA NpEMEHEHNH ANETEpHETUERLE METOO0HE
OO0NA#HA GkITh NOK333HA SDHEKTUBHOCTL B JDCTHEEHWA COOTBETCTEMA HACTORLLSMY CTAHOAPTY.

Mpumadanwe 2 — [ng yoobocTea GA308aR HYMEDALUMA B JBHHOM NPANCHEHWW COOTEETCTEYET HYMEDALWMW B
HOPMATHEHOR 43CTH HECTORLWEND CTaHZAapTA.

A1 OGnacTe NpHEMaHEHWA

A1 BenwoqeHnA

HeT paromeHgauma.

A2 Mounmrovesna

A:1.2.1 Her pexosasgagmn.

A.1.2.2- Her pexomesganHi.

£.1.2.3 Her pexoMasnaumi.

A.1.2.4 ShdpekTeBHAR pEANWIALMA ONPESENEHHEN W JODKYMEHTADDEAHHEIX Npouseayp Hechxoowwa ons paspa-
OoTEM, BANMOAUMKE M TEEYLESTD KOHTROMA NpOUSCCH CTEQHAMZALMA MEOWUMHCKWY Waganyi. Takws npoustypel ofsmeo
PRCCMETPWESHITCR KEK AMEMEHTE CUSTEMB] MEHEDHMEHTE Ka4acTEE . HECTORLWMA CTEHAEDT YETBHSEMRNERET it DNPESenAeT
THEME BNEMEHTE CHCTEMB MEHEIHMEHTE KSHECTER, KOTODEIE ABNAKTCR ONPEJSnFIOWmMMKE ANy shiflekTHEHOM KOHTRORA
CTEQANWIALMM 38 CHET HODMATHEHON CCLINKA K CTAHSADTY CUCTEME MEHEIEMEHTE KSHECTES ONR MESHLMHCKAE MASEMWA
MCO 13485, HacroRwkA cTabpapt He Tpabyet. 41obs nprMeHANacs NDNHAR CACTEMAE MEHEOMMEHTS KS4ECTEE, COOTRET-
creyrowan WMCO 13485, rakuwe oda He Tpabnyar, 4Tobel ONpeienedHEE ANaMEHTEl CHETEME MEHSIHMEHTE KEYSCTER Nog-
BEQIANMCE OUSHES TRETEaR cTopoHol, Dcoboe BHUMEHNE YOBNRETCA CYLUSCTEYVIOWMM HEUWMOHAMEHEM W DETHMOHENEHEIM
OOAZETEMLHEM TPEDOBEHMAM & CHCTEMEM MEHEORMEHTE KE4ECTEE B NPOM3E0OCTEE MEOWUWHCEMY WANENEA W B DUEHKS
THEWE CHOTEM TRETEER CTOROHDRE.

£.1.2.5 Her pexomasnasyin.

A.2 HopMmaTHEHLIE COhINEW

T;IE’EDEE-HI.‘IH OCEYMEHTOE, BENHIYEHHEXE HdK HOPMETHBHEER DCRIMTEH, RBEMAKNTCH ?FIEEC'EEHHHMI."I HACTORILEr CTaH-
A4apTd TanNeKEd B ToR obnacTe, Ha HOTOPYED OHM CCLINaHTCR B HD"-FIME.TI.'IEHI'_'II:'H YACTH, COLINKES MOHET OLITE HA BRCE CTaHOapT
AN MOHET OTREHASHEATECH CNEeddanbHEMEA Da3GENEMIA.

A3 TepMmrHb! U ONpeaOENEHAA
HeT peromeHaE0m8a.

A.d JPEMEHTEI CHCTEMBI MEHEOMMEHTA KA4ECTED
Mpumadarpwe — O raese 8124,

Ad1 OoryMmeHTaumA

TpeSopaHKA K KOHTROMK QOEYMEHTOE W 3anncen onpegenedel 8 MCO 13485, nyrktel 4.2.3 1 4. 2.4, cooTeaTcTEEHHD.

B MO0 13485 rpeboeatin K GOy MEHTALME OTHOCATCA K COSNSHWH M ROHTROMNNS QoxYMEHTEWHK {BENEHER Cheuwmdie-
KALMKM M NPOLET YRS ] W 3ENHCAM.

Ad.2 OTBETCTEEHHOCTE PYKOBEOOCTES

TpeBopaHHA & OTESTCTEEHHOCTH W NHOMOYWANM anpegensier 8 MCO 13485, nydst 5.5, w rpeboeaHuA B neposany
onpanenads 8 MCD 13485, nyssr 6.2,

B HCO 13485 tpebosaHnA K OTESTCTESHHDETH DYHROBOACTEE OTHOGATER K YHOBOOCTEY, WSHTRY No paboTe © kNWeH-
TAMW, GOrAHAM KOHTRONA KA4ECTHR, NEAHMDDEAHMED, OTBETCTEEHHOCTH, NONHOMIHMEM 1 B3RMMITEACTRE, B THEHE Mpo-
BEQKE YNDEENSHYECHOA DSATENLHOCTH.

FPaapabotia, BANMAAUKMA W TERYVILWA KOHTPAOME NPOWECcca CTEDMMWSELME MOFYT EXNDYaTE B Cobn DR OTASNEHEIX
TEY NN, KESGER M3 KEOTODEIE OTHEHAET 33 ONPEOEnEHHEIR 3nemeHT. HacToAWWR cradgapt tpefyer, yrobe rpynna, obnans-
WLLER ONPEgenasHon OTEETCTESHHOCTE, Bhing onpenenasa, v yobe 310 ONpESENSHWE OTEETCTESHHOSTY DRIND QoRy-
MEHTHPOBREHD. 3TO ONPESENSHWE NONHOMOSHA M OTEETCTEEHHOOTH S0XyMEHTARYETOH B NPSQENas CACTEMB! MEHEIHMEHTA
KaBcTEa 000aHaYEHHRE TRYNN.
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[Ons rpynnel & ONpESENSHHON OTEETCTEEHHOCTEN MO 0B03HaMEHHEM YECTRM TpefyeToR NpoEepka HA COOTEETCTEVE
ATHE YACTEA HOMOETEHTHLIM NEPCOHANDM, KOMNSTEHLWE ¥0T0pore GeiNa NpogemoHcTPUMpoBaHE NOCPeacTEOrM cooTeaT-
CTEYHHUEND OOyHEHUA W SKIAMEHDE,

A48 Peanwiayws npogykTa

Mpuresanne — B HWCO 13485 tpefosaHA K peanwaagyy NPOOYETd DTHOCATOR K CROHEY CNy#Dsl NpOOYETE
M3 ONpENensHuA TPEbosaHnA NOKYNETENA, KOHCTEYELHN W pa3paboTed, 2aEyne9, KOHTPONs NpoMIsanoeTas u kandSpoesss
YUTOORCTE HOHTROMA W ASMEEEHHER.

Ad31 TpeboeanwA & zakynea onpegengde g MO 13485, nynxt 7.4, Ha npaktuge aameqexo, 41o tpebopaqeq g
WMCD 13485, nyskr 7.4.3 & eputhiauml 33KyTIHA NROOYHLMK NPAMEHAEITCR KO BCEA MPOOVELMW H TEXHWYEcHOMY obcny-
HHEIHHE, DCYLWUSSTENRSMOMY 38 NPEgSNaME DOraHHIaLmnK.

A.4.3.2 TpebopaHrA K MBEHTUEMEILAN 1 BOMHCTEY HIMEPEHWA OnpegansHe 8 MCOD 13488, nyakr 7.5.3.

A4 EE TpebosaHWA K EaNMBpoBkS yOTROACTE KDHTROMA W KasepaHny onpeganedel B MCO 13485, myder 7.6,

A.4.4 Masmepenne, aHanuz 1 ynyYweHHe. KOHTpONs HECOOTEETCTEYHIWEHR NPOGyKLEHK

Mpoueoypel MO KOHTRONE H30ENHE, HE COOTESTCTEYHILAE TRE0OBAHAAM, 1 KDOREETWPOBRCHHER QEACTEMA onpane-
neHel B MO0 13485, myrrre 8.3 0 8.5.2, COOTEETCTEEHHD,

B WO 13485 rpabosaHiR K MIMEpeHMK, aHanKay ¥ YCOBBPLWEHCTBOEBSHAKY OTHOCATCA K NPOUBCCY MOHHTORMHE,
HOHTPONA HECOOTESTCTEYHILER NPOOYKLMN, SHAMW3E DEHHLIE B YOOBEDLIIEHETE0EAHWA (BENIOYEA KOPPEKTUIOBONHEIS |
NPEnyMPEIMTEnEHES QEACTEHR ).

A5 OnucaHne CTepAnKIYHIWers areHTa

Lienkso OaHHOM MBpONPWMATHR RENABTCA OXSDEXTEDM30EaTL CTERHIAIVEILWA reHT, DOKAZaTE B MEKpOGoUMaHYHD
AbEE TMEHOCTh, OUBHWTE BNMAHKE, ROTOPOE CTEMANHIYIOWAR araHT CHEIEEAET HA MATEPNANS, W ONPEganvTe Tpebosa-
HHR DEIDNACHDCTH NEPCOHANS W 3WAT R DHPYRBHLWER CREgkI.

[daHHbE QEACTEME MOMNYT NPOBOOMTEER B HCNETATENEHDNA CHUCTEME MNW MEKETE CHCTEMbI, DEOHYATENEHEA cnayudid-
EAUMA oBOpyODEaHHA QONKMHE COOTHOOGNTECR © SKCNEDHMEHTANEHEIMU HECNSO0BEHAAMK, NPOBEEAHHEIMK C MCNoNEI0Ea-
HUER NGOl TAXDA HCNBITATENREHDE CHCTEME MM MAKETE CHRCTEMBL

A6 Onucadve npouscca W obopyQoBaAHKA

Lignern QaHHOM MEpOnpHUATHA RENABTCA OXaPEsTEpManeaTs B IENOM NPOUECE CTEpMRHIaWAK 1t odopyaosaH1e, He-
obxoareos one ofscnededitd BE30N3aCHOCTH M BOCNPOMZB0OMMOCTH NPOUSCCE CTERHNMIALMK,

Mpouscs CTERPMNWMZALMK YOTAHOENSH N5 SNPEgengHHoN CorMBRcTES {CEMERCTE) NPOOYKTOE W KOHIDKIY REL W { KEH-
dHArypaUWi) Aarpyaxkd. Jaddan cnagudvEanEh QOMmeHa BXnoHaTs B cebs napamatpel NpoUsscs, KoTodkle OnpeasnsT
npohuns BoIgERCTEXR Y8pea paboMi uMsn M NapanMeTpel NPOUSECE. BONONEIYEMEE 007 NPOBEREM oSN POMIEaIF MO T,
HonzHa OeiTe ONpEaEneHE CTENeHs BOIASACTEMA, ONA KOTOPOA ONPensneHa NETANERECTE, M BOPXHEE M HHEHWS Mpeaene
KA®A0rD NaPaMeTpa NpoUESccH, KOTOPEIE MOFYT BAMATE HE JaHHYH NETANLHOCTE ¥ paboYve tapaKTepucTHEN Npogecca.

CrneukhHEEUAR NPOLSCCE CTEQMUNH3AUMH 1 COODYIOEaHR, BEOTORoS COSCNeYMBAET NPOUESS, JONMHD COOSPKATE WL 40-
CTATOHHD NOOPOGHOE OMACEHKE. PACCMATPHEAEMOE B CEXLMA, B HOTOROR 0BCyMIanocs ONpelanaHie NROLECCa (S, pad-

Aen B} np# NpEGQNCEEHWA HOBOM NPOOYKTE AN KHORGHIYPALHK 33rpy3asi.

AT Onpegenedye NnpogysTa

Lipnksy DaHHoH QERTENRHECTE ARMASTER ONPESENSHEE NPOOYETS ONR CTEQITHAZALEA, BENE-E0Wes B ceda MAkpo-
GHOMOrE-HECKDS KEYSCTED NPOOYETE NEpas CTepankagued (TroHarpyay] M cnocod, © noMOLWERD ROTOROM NREOYRT yid-
HOBSEH W NPESCTAEREH 007 CTEPIANMZa0MA,

COqSTEHIE METEPRaN0E, MCNONLIYEMBIX QA COLNEHAA ¥ YTEHOEEM NPOOYETE, DOMMHHD BR0SDHEATE NEPAMET i

Npouscca, kaTopes xapakrepHel 4nA cbpaboTky Bnaxasim Ternos. Jomidel Beite onpenensss nobse orpase-eHds,
CERZARHLIE © KOHCTPYRLWER NPOOVETS W METEDRANEMA.

AE OnpegenedHye npouscca

Lienks 0AHHOR OEATEMEHOCTH RENSETCA ONPenEnes e NonpobHof cneundekaymy NPoUSccs CTERHTAALMA. NEH-
MEHREMOID ¥ DNPESENEHROMY NODOYETY, HE NDOBERTER PHUCEy GeIonacHooTe, KEHEcTED M PEGOHHE XEDEETERNCTHEA OaH-
HOFG NpoayeTa.

Mpousco CTEQUMMIALKWA MOKEET ObiTh ONPEgSNeH Yeped 0ODPYOIOEAHWE, KOTOR0E BANHOWDOEEHD W MIBECTHO ON9
oBpafoTed NpOOYETE, OTHECEHHOMM K TOMY % CEMEACTEY npogykros. TIpouscs CcTepuni3aumy MomeT GeiTe onpeganad

NPCHABCOATENSM HNK PAZ0a0oTHHEOM NPOOYETS ANA CEMaRcTES NPOAYETDE, K KOTOROMY OTHECEH NPoayer. Bo poex cny-
YaRy SoMEHE BbiTs OTMEMEHE] NDEENL NAPAMETIOR NPOUBCES M OTDAHESENHA BOANSRCTENR, YETAHOENEHHLE NDH CNpe-

AEneHrHan npoayeTa. Mpavepsl paGoYug UMKNOR NPoANMKCTRMPOBaHE B NprnoseHam E.

A9 BanwoauwA

Liankso BANWMOAUMA RENRETCA YCTAHOENEHME TOM, 4T0 NPOUSCE CTEDMNAZELMK, PaipadoTaqHLn B onpegensqam
npouecca, MoseT Bume 3ddENTMEHD M SOCNPOMIB0OAMO NPWMEHEH K CTEPMNMIAUMDHHORA 3arpyase. Banugauwa coctoat
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W3 HEKOTOPOMD YWCNE ONPEJENSHHLIY BTAN0BE: STTECTAUWA MOHTEHE, STTECTEUMA HYHELHOHMPOEIHWR W STTECTALUMA 3HC-
nryardpyamorn obopyapoeadkA. CooTeeToTEMe 0000y Q0BaHWE, TEXHNHECROM DECNyHHEAHNS M VCTAHOBOYHLE cneundii-
KELMA DNPE0enAeTch B NEOUSCCe ATTECTALMK BEOILA B SMONNysTaued. MNpon3s0auTeNsHoCTE ONPEOSNEHHDND NPOUECCS
CTEPANH3ALMH YOTEHEENWESETCA B NPOUSCCE ATTECTAUWMM SKCMYATAUMW, M QocTHxeHrA Tpabyvenore SAL 8 wune Ha
NPOSYETE YCTAHABNWEISTCR B NPOUECCE STTECTALMK 3NCTIYETHPYEMorD: 0By a0BaHIR.

ALTD TeryWwWHA MOHUTORHHE M EOHTPONL

Llsnsio TeRy WETD MOHHTODMHTE W EOHTRONA ABNASTCR NOQTESRHAEHNE TOrD, 4T0 BAMMIKDOBEHHEH CTEDAMH3a0KOH-
Held Npouacs s npoMseensH OnA NEOGyETa. 3710 JOEEIkIEAETCA C MOMOLBE) OEHHBX, NOMYHEHHLE B TEHEHKE NPoUECCS
CTEHANHIEUMH 1 28 CHET NEpHOOWH etk HCNRITEHWUA, NPAMEHASMEX GNA BEPMDHKELMr TOMm, 410 moEeT BuTe npovass-
OEH ONpegeneHHbIR MpoUEce CTEHANEIEUIMH.

A.11 Beinyck npoaysuMy Nocns crepinHaauy9n

Lsnsiz exinyckd NpOAyELME NOCNe CTEPUIM3a0MA RENASTCA NOSTSSEENSHAE TOM, STO NDOOYRT YCNaWwHD npaLwen
ORPENENSHHEIA NPOLEECT CTAPHNKIALMK M MOMET GeiTh SOMYLWEH K NDAMEHEHMHD.

AL1Z Mopgepxanme ek THEBHOCTA NpOWSCEa

LensH 4aHHOR OEATENEHOCTA ABNASTCR ONDEOSNEHWE K DEANHIBUNA NEPMOLAHSCEME NPOBSPOK I MCNLITEHKA, He-
abRa0MMBlE QNF NPSOCKEIaHAA TOrD, Y10 ONPEZENEHHER NPOUBCS CTEEMNKIEUMK HENPERLIBHD MPUMEHASTCA K NROGYETY
B TeEHWE TeRyWER obpaboTeM.

Thoboe WaMEHEHWE, KOTOROE YESNWYMBAET HEONPeNSNeEHHICTE B NOKAZATaNE NETaNEHOCTA, KOTopEIA ByaeT Bepa-
GATLIEATECA ONF CTEPANMAELMOHHOR JArPYSEM, QOrEHEH HHUUMKDOBETE 3HcnepTHay. DTeaTCTBEHHAR CTOPOHA ONA RaEL0ro
SNEMBEHTA BANMOELEMA 1 TERYLWETD KOHTPONR yHadaHa e Talnue A1,

TaGnwua A1 — 3NeMEHTE OMACAHWA CTEMANWIYHILLEND SrEHTE ¥ pa3pafoTi. BENMOALWA W TEKYLWEID KOHTDONR mpo-
USCCH CTERMINIELNA

AneEmer e Lp;Er"b HamnaneHTE CrTpeTCcTOaRHAR CTOERA
Cucrama Ofetnedeqde CTpyeTypel ans | OreetcrgasHosTe  pykoBod- | Boe cTopaHkl, HECYILME OTSET-
KAYECTEE KOHTPONA BCEX 3TAN0E NPO- | CTEA, KOHTRONE HE 3TENE NPo- | CTEEHHOCTE 32 ANeMEHTE

USECH CTERHNMIELAE SETHPOBEHUA, PEANMIALME
TPOEYETA, MEMEDEHHE, BHEMNE
M YCOBEPIL EHCTEOBAHWE
DnMcadwe Onpepgeranye  crepunuayis- | Onpegenesve crepandayi- | Pazpaborsue npouscca cra-
CTEOMAM3VOWMErD | Werd areHTa W erg muekpobo- | wara aresta, soepoboumoroi | punuzagde
araHTa LA HOH SdMbek TMEHOCTH SHhERTHEHOGTH, BMNWAHHA HE
Marepnan
JincaHwe Monkoe onpegensdHee  npo- | Ondcadne npogecca crapd- | MNpovasocownens crepannaar-
npougcca UeCcH cTepinuagume u ofapy- | nuaague, cneuwdskaums oBo- | pa B CoTpydHnYecTas © paipa-
CTEEMMA3ALMAY OOBAHMA, HeofxoauMmon AnR | pyQoBaHWA, OOnomHATENEHDM | GOTYUHKOM NPOLEces CTEpNnm-
obapyaoeaHHA I BENIHEHNA obOpyOUBEHMA W ONpEgEns- | 3auud, BCNW 310 NPHMMEHASTCH
HWE  TEXHWHBCHOrD  oOchysA-
BAHHRE, DEI0NacHoGTA W ORpy-
HEHILLWAE YENOBal
CDnpegensHmne Onpegananne npogyera gne | Cneundmkaums npodyeTa, | MpowIscorrens NpooyETa ong
MpOOYETA CTEQUIM AL A YNAKOBOYHLIX  METEQMANcS, | crepunvzagme (1 npowssogn-
KEHELTEE  NpogykTa  nepen | Tenk CTEpMNMISTOPRS, 32EWMCA-
CTEPUNHZELHER Wy o7 TpedoRaHrn, npesRE-
NASMEIE ¥ CTEOHIAIVEILEMY
ofapyoosaHeH |
OnpenensaHag Onpenenaxde npouscca cre- | Pazpaborxa, Gwonorussceas | MNposasogurens NEoaykTa
el i =Tl el: pwnUzagEM anA Torme, YyTobe | GeaonacHoCTE,  DOTETOMHEIR | ONF CTOPMNM3EUWMM B coTpyo-
CTERMITAIALMN OOofMTECH CTEPMNBHOCTY YOTE- | BAWSCTES NOCHE NPOBECCE, | HMYSCTEE © NPOW3BOGUTENEM
HOEMEHHOM MOOOYETA C COXpa- | COBMECTHROCTE MPOOYKTE, | CTEQHNWMIATOPA W, S0 NpH-
HEHMEM DE3ONACHOCTH W PEbo- | orpadvHesA Ha NOBTORHYRD | MEHWMO, MESWUMHCKDTD obo-
“HE KAPAKTERMCTHE NpOGYETA CTEPHINZEALMK pYNOEEHKA
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OonyaHue mabnuye: A, 7

IREMEETE (NEE T Komnomss T OrEeTcTEEHAAA CTAOpOHE
Barmrmaauma Jokssatensctan rorg, 4T | ATTEcTadWA  modTama. drre- | Opralnsausd. OTEETCTESHHER
NpOUSEE  CTERWNAZINHE WMO- | cTEUME QYHKUHOHWEOBREHMA, | 38 CTEpUNnZEauqe mpooyeTa
#ET DTy abErTHERD W BOC- | ATTECTIEUMA 3HCnhyatwpyamo- | (Awbo  npounistouTens npo-
NPOHIBCAMKD NPUMEHEH B | O oDopyooBEHWA, Nepecrorp | gysra. mibo yypessgedHes no
CTERMNMIELADHMHDN J2rpyage W Y THEIROEHHE BEMALALMA noeTopHoR obpaBoree) 2 co-
TRYOHHHECTEE & NPoWEBE0OM-
TEMEM CTEMAMMISTORE, BCNW
NEHMEHWID,  NPOM3IsngHTENE
NPOOYETE, YHPEHMEEHNE Noo no-
BTCEHOA abpabome B coTpyg-
HIW=ECTEE C OpraHNIaLnEN, CTe-
PANMIYHWER NPOOYET.  B8Cnw
MEHMEHARD
Terywmr Josgaatensctec  Toro, 470 | Creprne3aunoH=as aaqpyasd, | [MporasoguTens NPpOgyETa WM
MOHHTODWHE A BAMW AMPOBEHHLIR npouect | KOHRDWTYPELMA,  MOHWTODAHT | YyYPSEOeHHE N0 NOETOPHOA
KOHTROMN: CTEPHNMAALMM  NPHMEHEH B | NPOUSCcA cTEpMNW2agKE, pe- | obpaborke
NpEnEnay oNpeasnsHHeE 00- | MOCTPEUMA DOFYHEHAA, NEpy-
MyCHOS X0 BOAM NPOSYETAM | COWqEoKca MECHEOGBEEHWNE,
CTERMNMIALMOHMA APy IEd PErMCTRALWA COXPEHEHAR
Bemyck npc- MapscKotp 3E@NWCEAR  nNpo- | Nepeckorp 2andoed, rHakeS- | MpowIassaguTans NPOSyETE WK
OyRLMI noona LEOYE TEEYWEND EDHTPONS W | TOp WCONEooeaqns (Scnud ard | yupEsgasde  no NosTopHon
CTEMANMIALIAN ONPEOENEHWE  PEIMEWEHAR | WMeBT MecTo), pasmewedss | obpaborkes
KOHEPETHON  CTEQMAMIBUAOH- | NPOOYKTE, KOPPEETHROBOHHER
HOR 3aTpy3ku OEACTEMR (B0 370 MMBST
MECTE)
Nongepsasis MogTespsneHwss HeEnpepee- | MNpoWze0gqMTens CTERHNRZETD-
APEKTHEHOCTH HOE NPYEMNISMOCT BANUOW- | pa. NpovzenguTens npogysta
NpOWECEE CTEPN- | pOESHHOMD NPOUSCCA CTERWM- | e yyYpesdsH@ae no noeTop-
TEaELEH AW3ABLMK Hok obpabaree, aMmecTs © Op-
FEAHMZEALMER,  OCYLWBCTRMRKD-
LWEHA CTEpanMIaLMo NPoSYETa,
SN NPHMEHNRD
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Mpunosevue B
[cnpaBoyHoE)

OnpegenaHyie NpoUecca, OCHOBAHHOE HA MHAKTHBALWHA MHEPOBHOR
NonynALMKA B 80 eCTECTOEHHOM COCTOAHHMH
{METOO, OCHOBAHHBIA Ha GUoHarpyaxe)

B.1 O6wee

PyroBoOOcTED W PECCMOTPSEHME QEHHOND METOOE NPEOCTABNSHE B NWTSpAaType, TExon kak Halverson v Jewgler
1932[37], Pflug w Holcomby 188344, PDA 1978[42] » Pllug 198943].

Mearon rpebyer obwKpHbx 3HaHRA 00 sCTeCcTEEHHOR DnoHarpyake. buoHarpyaKka XEpaxTapHoN NMPOOYHELKMKE JOsHS
BeiTe ONpEgeneHa B cooTEeTCTENY & MO0 117371, Momet Oure HeoixXoauMd BeIOENATE MADNATE MO NEHHLHMY yoToRYM-
BOCTI B TENMY.

B.2 Orbop obpa3uoe
MpogyrT, esbpanHHeIlR QNS MCCABO0EaHA NPH ONPESENEHWE NPoOUSCCa, S0MHEH BeTe THNHYHEIM MPECTasH TEnam
TEEYLLEN MOOOyKLHM.

B.3 Mpoueaypa

B.3.1 Mpogyer gonses Geime NOOBERrAYT BOISEACTEME CTEDMIM3YHILWETD SIEHTA © NPEaSEapUTEnsHD OnNpaganeH-
HEIM YBSNWMHEHWEM DEMOISMOr0 NPOUESsa CTERHNMMIEUNK,

B.3.2 QorsHa OelTk yCTEHOEMREHA TREOYEMEH TOMHDETE H NPEUNIMOHHOCTE YBEMAHEHIA, W NOOS4S CTEPWRMASHOLLES-
0 AFEHTE OOMHHE KOHTRONMPOBSTRGA W NPOBEPRTRCR HE CODTEETCTEME ONPE0SneHHBIM NREOENZM.

B.3.3 Moone B0agefcTEMR CTEDHNA3YEILWEN SrEHTa NPOOYET TS O0MEEH DLiTe MOZESDrHYT MONETEHWAM HE CTa-
OMMLHOCTE (SR MO0 117372

B.34 3HadHws 38BcHMOETI MEROY DONSR NRPOOYHUWMK, KOTHPaA HE 0OHADYHHBSET YESNMHEHMA CTERMMEHOGTH B WG-
NEITEHHAL, 4 CTENSHEW BEO3NSACTENA CTEQWNIAIYHIWSN BreHTa MCNOM3ySToA QNS CNPEanaHis NPoUScos CTEAnHIaumMH.

B.3.5 YorasoeneHHbin  ypOsads obpaforse  gonsed Gtk BeNONHed TPW  paE3a ON8  QeMoBCTRELWHA
BOCTIPCO MABOEHMOCTI,

B.4 MNocneoyruWe MeponpUATAR

HenpepeiBHEA NEMMEHUMOCTE NPOUSCCE CTERMANIALMK JO/PKHA NOGTESHAATEER YEpas ONpeneneHHEIE MHTEpEa-
Nl SPEMEHM, KCNONE3YH NPOAYKT, KOTOPLIA ABAASTCR THRAYHEIM NREOCTABATAENEM TEEVILER MPODyELHA.
Mearog rpebyer NSCTORAHHOR NPOBERKA W KOHTPONA MO BMoHarpysxe.
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Mprunomenne C
(CApaeo4YHoe)

OnpegencsHde NPoUACca, OCHOBAHHOE HA WHAKTHEAWWH TECT-MHEPOOPTaHWIMOB W IHAHHK
BHOHAMPYIKA HA 3NeMEHTAX NPoAYKUMHM OMA CTEpPHNWIALWK (KOMBHHHPOBaHHLIA METOL,
OCHOBAHHLIA Ha GHOHArPYIKe/GHonornYeckHy HHOMKaToOpax)

C.1 Dbwee

PyroeogoTeo v pacoMOTREHKE JaHHOrD METoOa mMokHo Hantd 8 MCO 14161 10] » 1akse & nuTapatype, Takcil Kag
Halverson w Zaigler 1932[37], Fflug v Holcomb 1983[44], PDS 157B[42] v Plug 1999[43].

C.2 Npousgypa

C.21 Oonmea OelTe YCOTAHOBNEHE OGNACTE B NPOOYKTE, 2 KOTopod OypdeT Hanbonse cnosio SoCTHHYTE
CTEDHNEHDCTI.

C.22 HodTporsHaR npoba gnA Npouecca CTeEpHNn3anme, BENHHEHIULAR 3HaHWE KONUYEETES MUEDOORIaHWEMoE o
MIBECTHON YOTOR-MBOCTEID K CTEDUNAIYVIWEMY SMaHTY, QomiHa DkiTe paipadoTaHa Ha ocHoBE!

A} pAIMELEHHA BHONRDT W-HECEMY MHONKATOROE B NPOOYETE B DNPEIENEHHOM MECTE [MECTHR ) AN TIMWSHEX NONOxe-
HWRY, [0 Hanbones TpyoHD OOCTHHE YENOEWA CTEDNMHAZLNMK, W

b} FapameHAR NPOOYETA OCHOEBHBIMK MAKDCODIEHWIMAME B MECTAX BHYTEA NPOOVETa, rog Hawdonse Tpygso 0o-
CTHYE CTEDWTMEALMOHHEE YONDEMA.

MpumedaHne — JapaseHHEA NPOOYET MOEST PACCMATPMEATECH KaK DRONDnYecsdn veankartop. (Cm. 8.5k
HMCO 11138-1.)

C.2.3 HodtpansHan npoda gonmHa Beite ynaroeasa Takam we obpaaos, LaK ¥ MaroToeneHHBIE QOnsHs M obpaok
NPOOYET, ¥ GOEHE Deme BRNEMEHE B CTEpMNMIBUWMOHHYD 3arpyary & ofnacrv, rge sanbanee TpyOH0 00CTHYE CTERMIN-
BELMOHHEX YOAOEHA.

C24 CTepuan3ausoHHan 3apyaka JonsHa BeiTe NOOSEpHYTE BOISEACTEHED CTEDMMMAYHALEN AMEHTE NpA yEno-
BHAX, BRIOPEHHEIX 0N NAMY-EHHA NETENEHOCTH MEHBLWER, “EM NONYHEHHEA B NPOUSE0E CTEHABATHON CTEQWM3EUM OnA
Tara, 4Tobbl HE BOE TECT-MUERODPrAHEAaME BRI HHEKTAEMEPOBEHE.

C25 Onpepsneddel  ypoBedHe ofpafoted  gonsed  DeMe  BRNOAHEH  TPW PaIa  Ons  OSsMOoHcCTpauwe
BOCAPONEBOOMMOCTH.

C2.68 Honn4ecTed BEMMBLLMY MAEPOORTEHWEMOE JOMsHD BeiTs ONPEOanard © NoMOousR PRk NepacySTa mnu
YOTAHOBNEHD G NOMOWER HAMGONSS BEPOATHOM KOMMHECTESHHOID METOOE.

C.2.7 Donsea BeimTe BhIHWEMEHE CTEMEHS MHEETMBAUWMKY TECT-MEEPOORTaHHIMOE.

C.28 Ha ocxoes 3HaHKA DWuoHarpy Ky [YETAHOBNSHHOA B CODTESTCTEMW © 811 a) ¥ CTEneHd MHAKTHEALMH TECT-
MO0 rEHHAMOE J0nsHa Deime onpedeneHa crengde obpaboTer, TpefyemMER ONA AOCTHEEHKA ONPegeneHHbx Tpabo-
BAHNE CTEQWMEHOCTA.
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Mpunomevue D
[cnpasounos)

KoHcepeaTHBHOD onpegenaHyHe NpoUecca, oCHOBAHHO® HA MHAKTHBALKWK TECT-MAKPOOPraHnIMoD
(meTon NONHOH rMBanK)

0.1 Obwee

01,1 dasHoE NpAnoesHde  ONMCEIBEST NPOUSct nonHoR  fBand, OCHOBEHHLIA HE  MHESKTHBEALMK  TacT-
MUHpoopradnasos. JadHeil npouscs WAposEo NPHMEHRETEA M Y80T0 BENoNEIYETCR ONA CTEPHIRIZUAKE WIOENWd MHOTO-
KPATHOID NPAMEHEHMA. ATTECTALUMA NMPOUSCOS CTEQWMMALKH SMA TAKWE NPOSYKTOE TREGyET mogxenga oTnHHHDm aT Toro,
YTO MCNONEIYETCR ANA WCXNOOHD HMCTORD NDOOYETE, TAX KEK CHOMHD ONPEgsnuTe KoHTpoNeHy e npafy Ons npogecca cre-
prrm3agey v 0bpabortka, KOTOpPaR NPESWSTTEYET CTERHNMIALHK (TEKSA KK OHKCTEA), ABNASTCR CNOHHOA MA BaNW0ALKA
1 KOHTRONA. Mpoygct CTEPANYIEUMK B JaHHORE CATYAUWA SECT0 RENARTCA KOHCSPSaTHEHLIM M paspabforad gna eeinanHe-
HA COpaboTEA, NPEERWAKIWERA Ty, 4TO TPebyEToA ONA QOCT MEEHUA ONPSQEansHHER TRetoBaHMR CTERHNEHOCTIA.

JarHeR Ten obpafoTer, EOTOPLIA HBCTO YNOMAHEETCR KK anonHan reenss:. momeT Obits ONpegensH MaTemaTm-
HECKH HE DOHOBEHWA SMNUPWHECKNA JaHHEE O MAKPOORIEHWIME (METOO NONHIR UWAMENA) MAH M3 YMEHELUSHHDID YPOBEHA
ODpRAGOTEM, BRNONHASMOA ONR ONPEgenSHHDND MEKEPOOPFEHNIME (METOO HENOMHOM WAKNSE)

0.1.2 Meton nonHod mabann RenReTcR Hanbones NoOXoORLMM ONA NPpOLEcoos CTEpMnU3aUWK, e moxeT Oelth
NOXEIAHS MAHERHEA KMHETWES WHEKTHESELHA.

D.1.3 PysoBOOcTED W PECOMOTPEHME METOSE nonHod rubenk npegetasneds & KGO 14181[10] v B nerepaTtype.
Takod kae Halvarson w Zeigler 1832[37), Pflug w Holcomb 1983[44], PDA 1978[42] » Pllug 15499[4.3].

D.2 MNpouegypa

021 donwHo SeiTe YCTARORNEHD MECTO B NPOSYETE, B KOTOROM H2HDOoNSe TRYOHD A0CTHHE CTERMNEHDCTH.

D.2.2 KostponeHas npoba npoueccs creprneaanae gonxHa Beims paapaboTasa v ooHoes:

2] pEaMELEHAR BHDNorYeckne MHOMKSETOPDE B NPOAYyKTe B ONPEJEnSHHOM MECTE (MECTax) HNK THIMYHEIX NOnNowe-
HWRX, [O8 HAWEONES TPYOHO SOCTWHSE YONOBMR CTADWITAZALMA, AN

b JapamEHUA NPOOYRTE TECT-MUKPOORTEHHAMEMA B MECTEX BHYTEW NpOOYETE, ros Havbones TRygHD A0CTHYE CTe-
DA SALMOHHER YCADSMA_

Mpumeyaxdw e — I30EHSHHBIA NPOOYET MOBET DRICOMATDMEATLER KSK GrHonordyecial rHawaTog. (Cm. 8.5 «
HCO 11138-1.)

0.2.3 Kodtponesan npoba gorsda SeiTh yNakoBaqHa TAKMM #a 0DpEason. K8x W MaroTOENBHHES QOnsEHEM 09pazom
NPESYET, M O0on&HS OkiTe BENIOYEHA B CTEPUNWMIALHOHHYKD 3arpyasy B aBnacti, rge Hanbonsa TpygHD SoCTese CTapune-
JAUMDHHBEE YENOBME,

0.3 Meton HenonHOro WWKNE

0.3 Craprnu3auyoHHas 33rya gomeHa GeiTe NOOESDrHYTE B030SRCTEMI CTEDANMIYHILEN SIBHTE B yoNoBW-
Ax, PEIPA0OTAHHBI ONH MOYHEHNAA NOHAEHHOM YDOBEHA 00patoTrm.

0.3.2 JonsHa GeiTh YETAHOBNEHE cTaneHs oBpaborm, HeoBxognman ans veaetveaume 109 meEpoopraHnaMos Ha
BUOAOIMYSCHOM HHOWESTORE, ROTOPRIA cooTeaTteTayar PCO 11138-3.

0.3.3 OnpageneHHA ypoBeHE COpaboTha onseH DeiTe BRINOMHEH TR paza, 91obs noxa3ars BOCnpoMIBOaMMCSTE.

0.3.4 Ecnw yotaHoeneda weacmveadnd 108 musnecnocobHen MUKpoopraHMakos, onpelensaTcs ypoEsHe obpa-
BOTHM ANR NPOLECCE CTEPMAMIBUMKE T NOMOLED SHCTPANONRLMN 00 PACHETHOR BEROATHOETIA BemmeaduA 1078 wnw mpd-
WE, NDHHUMAR BO BHHMEHWE NPAROOY KHHETHEM WHAKTHEAUMH CTERMMWIYHNLEND BIEHTE M KONWHESTED M YCTORYKMBOCTE
MHHDODRIEHAIMOE Ha BHonorm4Eckam HHOGHRETODE.

D.2.5 Cranads obpabortad momaT GuTe KOHCEEEaTHEHD CNPELENEHE k3K BOB0E DONEWAR TOR, STO MCNONE3YEToA
ONR NOHUHEHHDD YpoeHa obpaboTtru.

D.4 Meton nonHoro yukna

0.4.7 CrapineiduyoHHaR Jarpyxa 4omeHa NooeapdaThcd B0A0QRCTENKD CTEDAMHIVIOLWEMD SIEHTA MoK yCNOBMAL,
YOTHHOBMEHHEE QR NONYYEHWR ypoeHs obpaborm. koTopad GyneT BHakTiedpoeats Buonoriiackni MHIVEaTOR B COoT-
gatcTeMy o MCO 11138-3.

D42 HomMaHansHas nonynAauMA Ha BHOAOrMSECHOM MHDMESTORS DOMEHS NPEBEILETS, MO MeHeWEN Mape, 0.5 = log

N 12 3 =

© ocHoEaHMEM 10 0T YWCNEHHDCTIA, BEIMWGNEHHOR M3 MLe W CEPTWDHLMIOBEHHOMN BEMNE-HHOR 0 aq anA Branarmsseckorg
WHOMEATORE. 3T0 YYWTRBAET BADWALNH MUKPOGLOnOre-eckus J8ACTEWA 1 WIMEHEHHE D 3HaYeHui ANS MCCnenyemong
MMHDOODrEHAIME, KOTODBIR MOHET KOHTEXTHDOSATE © NPOOYKTOM AINK GbITh NDWSHHOA 3JEMPAIHEHN MaTEDWENE.
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Fhi: ODTNpESENASTCR Wl YEaBHEHWA:
F]"’ID - D121 'I.Il:g ND_ fﬂg N.:l ':D-1:|

rog Doy — D — adavense SuonormHeckoim dHOMESTORA NpW TeMnepatype soagerctens 121 °C;
Nﬂ — HHMEHECNOCODHAR NONYNALMA HE DHONOMr-EcKoM HHORESTODE NEPE] BOIgEACTENEM;
N — MaHecnocobHaER MONYNALAR HE DROROrHECEDM KHOKKSTOPE NOCNS S0308RCTEMR.

O3 Mpesspame MAEpoOpraHeIMoE, KOTODBE NOKSIBI0T BRCOKYH YETORYHMBOETE K BRSMHOMY TENAY W KO-
TOPLIE MEAROHE K NPHMEHEHAIC B JaHH0M METO0e, ReNROTeR G steamitermophilus. B. coaguwans, C sporogenes o
B. alrophasus.

Cad.4 MameHEHAA B NONYYSEMOR NETANEHOCTY, KOTODBIE MOrYT BCTREHATEER B KEMEDE CTEPWNAZSTORE. W BERORT-
HOCThE TOM, HT0 370 MOMET NPHB0ONTE K NONOHUTENEHOMY WCNEITETEMNEHOMY 0OPaaLy, J0imeHsl BbiTs BENESEHL] B BRMAC-
NEHWA 4R onpeganasna Fq,

D45 Crepuni3ausoHHAaN 33rpYysRE SONEHE NOOBSRrarsCol BOE08RCTEME CTARMNMIYIILLETD SIEHTA C KOHTRONbHER
BHEHEHMEM Fg ANA NDOTEEPMAEHHA TOTD, 4T0 HET OCTEBLWMXGH B HHELN. MAKDUOPTEHWIMDE.

Ecnd peayneTars MONEITEHHA YOTAHAENMASMIT, YT0 JEHHEE YROBEHE 0BpabaTey ABNASTCA SOMyCTHRBEIM, TO OONEHE
BTk BRNOMHEHE 088 QOMOMHKTENEHEE NOBTORA ANK OO0KE3aTaN6CTES BOCNPOMIBOONMOSTI 1 ANA NoOTEERHOEHWA oNpe-
pgeneHHon abpaboTi, BENCNHASMON © NOMOLWESD NPORSCCE CTERMTH2ELMA.
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MpunoxeHwes E
[cnpasounos)

PaBoune UHEnbI

Mpumedadue — aHHos NEANCKEHWE ONHCLIBIRT CTARAPTHLEE pROOHHE LUENLl, BCNDNEIYEMEIS B NAPOECH
CTERANHIALMA BIEHHLIM TENNDM . PUCYHKN AENAKITCA CREMATHYHEIMK 1 DAHN TONBED SNA NpEMEpd.

E.1 HachilWeHHLIR NAap — BEEHTHAMPYEMBIE CHCTEMED

E. 1.1 HaHseiid pabosna WAkn rmaeqss obpaiom npeaHasHEHed ANs CTEQUNMAELKEH EOHTAETHRYVHIWME NOBEDEHO-
CTER, TAE K3K Y0ANeHks Boagyxs M3 Matepianos ¥ NoNccTeR AENSETCA HEHagamHEM . JAHHEIR WAKN T3k MCNoNs3IyEToA
ONs CTEPUMMEELMHA MHOR0CTER 8 EOHTERAHSPEN, 8 Nap JeACTEYET KAk TENNOHDCHTE L.

E.1.2 Mpumap npodiknA TEMNEPATYPR 1 JSENEHMA B KEMEpE ONA BEHTANMDYEMOND LWKENE CTEPHIMIELHN HBCK-
WEHHEM MER0M NPpeacTasnsd Ha pucyHse E 1.

vk
A - T o TTTTTTTT .
a *
! i
",
; i
=4
! x.
& -,
¢ b
e
.JI =X
B,
4 s
= e
g, S
= P
x
X — ppednr; ¥ — rednepatypa | _ | AasneHsE HacweHHoie napad _ b

1 hasa narpess, 2 — HAsE augeps; 3 — §133a oEnakdaHun; a EMAnAH 3AKPEIT

PucyHok E.1 — Mpamep npodwned tTaMnepartypbl 4 J3ENEHAR B KBMEPE OMA LHEna
HEChILWEHHEIA NEp — BEHTHIMpYEMEIS CHCTEME

E.1.3 Mpousco CTEQMMM3ELKWA COCTOMT Ha TPEX OCHOBHEY dhas:

a) dhE3a HArPEBE. MPW OTERETOM HNANaHE HECLIWSHHLIR NED NOOBETCE WA MEHERHPYETEA B KSMepE CTapMnuIa-
TOpE 40 TEX NOP, Noxa He ByayT nonyyaHs ManasMele YonoREs; 370 00BIMHO ONPEdSnRETeR © NOMOWLRY WIMEPEHUA
TEMNEPATYEE. JATEM KNEN3H IZKPLIBEETCA, W HAGRILEHHEIA NP NPOQAONHasT NOSEEEaTLEA MK NBHERMPOEETHCA B Kamepa
CTERANKIATORE A0 TEX NOR, NoKE He ByayT DOCTAMHYT L TEMNSPETYRE CTEPMMIF3EUMA W COOTBETCTEYIOWES JaEMSHNE Ha-
CHILLEHHON Napa;

b) dha3a ERIOOEEM. TEMNEDATYRE CTERANMISEUNE NOOSEDHVERSTCA B KAMEDE CTEDHMWMIATORE © NOMOLWER HECR-
IEHHOM NEPE B TEYSHHES BREMBEHM BhiDEHHMBAEHNA,

chaia oxnasoEHER: SEHHAR a3 MORET OTNHETECA SIA Pa3NWSHEX THNOSE npogysTa. Boanys MoseT nogasats-
CA 4EPES KNanaH KaMEpel CTEMINH3ATIRE M3 STMOCHEpE MNK, [ OXNEHOS0TOR PECTEOPE B MEpMETH-HEX HOHTEAHEREN,
DHNLTROSAHHER CHETEIA BO3GYE MOMET NOS388TL0A 8 KAMERY CTEDWANIATORS ONs NpesoTepawearsnn buictporo cBpota
napnedA. Jadnan aza 3geaHumeaeTcs, KNEE DJEEMEHHE B RaMeps CTERMNEISTORE CTAH0BMTCA PaBHEIM BTrocdepHo-
My, 3 B GNyHEE TEMETHYHEIX HOHTEAHEDOE — NP QOCTHREHW GE30MAcHOR TEMDERATYE.

E.2 HackiweHHLIA Nap — NPHHYOWTENEHOE HATHAHWE BOIOYXa

E.2.1 HaHxeid paboHnia yusn NpegHaIHaqed oA NpooyeTos, 3 soTopelx TOYOHD YOSnWTe Bo3gys, TAHNE K3k no-
PUCTEIE METERMAN], NONOETA WIANK BNE0WHE M YNEKOBEHHLIE W3genuA. OH TAmEs MOMaT WCNONEI0saTheR Q7R CTapunu-

JALAM KDHTARTH A EILLIAX HIJE-EPIHEH.TI’E‘JT'I.
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E.2.2 Mpymep npodHnA TEMNEpaTYDBE M DEAENEHWA B KBMEpE NPESCTARNEH HE pHCyHES £.2. 370 TONLED OOEH NpH-
MED W3 MHOMX PEENMYERBIX BMETOO0E B COBDEMEHHBIX CTEPANHIATOREX.
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X
X = ppeEma; ¥ — TERnepaTypa |l i OEBIEHAE HAGH WEHHIM mapa | I

1 thasd granenrn poaaya, 2 — hasa nogaws naspa; 3 driaca pegepEsn; 4 — haa senysEa napa, §-— hasa cywen; 6 draaa
cBpooa pakyyma; & — aresi@epHos Ja8A8HAD

Pucyron E.2 — MNpusep mpohinei TEMDERaTYPE W DEENBHKA B KAMBDE ONA WHENE G HACLIWEHHIM NAPOM
W NPAHYOATENEHEIR WIFHAHES BOYmyEd

E.2.3 Mpousco craprii3Eume COCTOAT M3 WECTH OCHOBHLIX thas:

a} haia yoanaHs BO3OyEE: BO3OYY YOANASTER K3 HAMEDE CTEDHIMIETOPE W CTERHNMIBUMOHHON J8IDYEH C NoMo-
WEH rNyDos0rs BaRyYME WM TIOTORE, MyNECHPYEILIEIT BRILE KWHMAH HHEE aTMoCEpHang SasneHrA,

b} haza nogsdd NEpa: HACLIWEHHLIA NEED NOOSETCR B KaMepy CTEPHNWMIATORE 00 TEX NOp, MOKE B HaMeps CTEnH-
2aTapd He ByoyT ODCTAMHYTE TEMNERATYEE W SABNEHAE CTEDWMN2a LM,

C) ha2a SbISEIEEM] B KAMADE CTEMHANMIATONE G NOMOLLERY HACEILLBHHADND NApE ANpeisneHHoE SpEtMA NoDASIHIE-
HTGA TEMMERATYDE 1 GABNEHUE CTEpAMIALMK,

1 haas BeMmyCEa NEpa: nap YOaansETca B KEMapbl CTERHNMZATORE W J0CTUIEETCA NPEIBapHTENLHD ONpegeneHHEIR

YEOBSHE BIKYEMAL

a) fha3a cylukd: Ong NPoayKToe. TRabyiowm: NpOCYLWKA, TEMNSpaTypa B pyDaixe 1 B3KyyM B KBMEps CTEpMNH3aTE-
pa NOGOEpHUBaNITCR Ha IBPAHEE YUTAHOBNEHHAM YDOBHE,

1) haaa cOpoca BakyyMaE: B KaMEDY CTEQUMM2ETORS Yeped dunsETR, YO8 EHNES0LWME MUEpOGHRA a3pas0nk, nogaar-
CH BOZOYE S0 SOCTHCHEHWA STMotdepHorg JasneHMA.

E.3 CucTema ceaToro Bo3gyxa

E.3.1 OGwwe nonocoEeHMA

HexoTropkia MpOOyETE HE MOMNYT BeIOSPSETE OESMSHAAR NARE, COOTESTCTEYIOWEN TEMNSPATYRE CTERMNMEIELLEN.
Moatory NOWMEHRAKT NPOUBCoL G MCNONEI0BEAHHEM CHETOND BO3OYXE, NOQEBIEMOM Heped UNeTR, I8 08PHNEEHILME
FKPOEHEA 33p030Nks, ROTOPLEIE GBREHEHMBAKIT B TEMEHHE BOEID LMENES CTERMIARIELWK WM B0 YACTH JSENEHAE CHApYER
NPoOyETa, DEEHDE WE NDESLIURHDWSE SJIENEHHE BHYTRH NPOSYETE.
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E. 3.2 MNapoBo3pgywHaA CMECE
E.3.2.1 Mpamep npodwmng temnaparypel W Q3ANEHHA B KAMEDE MDSACTAENEH HE pucyHEs E.3.
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¥, 3w TOUHOE 0A nnd e HOAGYEE §
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rMocT P MCO 17665-1—2016

Pucynox E.3 — Mpusap npodianai TeMnepatyps: M QAENEHNH B KAMEPS ONR UMENZ CTEQRNHMEALMA NAPOB0AGYLLIHON

E.3.2.2 MNpousco cTeprnnuEaumnis COCTONT K3 TPEX OCHOBHLIX has:

CMBCLH

H:I I*H!-E HHTpEEE. NEpEdR HakTe OEHHHOE CTAO0MA THESH #E, KX ¥ B BEHTHNHPYEMBLE CHETEMAN, MOKNIDHAA TE CNy4Yau,
KOMOE UBNOCTHCCTE NPOOYETa MOHET Bkt HEPYLWEHD NOBLIWSHWEM O3BNEHMA Mapd. Torna NPpoOEaTPWEIHWE AEMASTCA

TIDMELCDIA.

Map NposomEaKT NoJasaTs B KEMEDY 40 SOCTHREHKA TpEfyveMon TEMNEpaTYPEL CTERMNMaaUKMK. Korda npagykisl
TREOYHIT NOBEILLEHHOND J2AMEHHR B 310/ $dE38 W N2PUWANEHDE SEABNSHAE NONSELWEND & KAMEDY BO3NYXE HESOCTATOHHD,
BEOOATCR CHATEA Boaayx. OBLINHD SNA NOLOSMHEHAR COHOPOOHOCTH CREaLl TREDYETCA NEORISONHTE NP MELLMEIHME,

b dhaza swgepsEd UMREYIALKA # TEMNSRATYDE CTERHMAMIZLMK NOOOJEDHHEIFTOR B TEHEHIBE YCTAHOENEHHOM

EpEMEHE

c) dhE3a ORNENMOEHWMAT OENEHOEHHE NPOOYETE NDOEBGGAT OXNEMOSHHEM CHATEM BOZOYAOM WM DECTLINEHWEM OX-
NAaxgasHoR 2okl B TeyeHne naHH0E ass noepemaeHne npodykTa or Becrpore cbpoca QasneHyA B saMaps CTaprne-
IETOPE NPEOOTERAW&EBTCA G NOMOLWLE CHATOM BO30YXA.

HroBus CoNpaHMTE WENOCTHOCTE NPOOYETE, CREgYET NPEgoTERaTHTE BRcTpoS Nageqws ORENEHHA My TEM NOOOSpHE-
HIA TREGYEMOIT SEENEHAA B $BMEPE © NOMOWLI CHATOM Boanyxs. [Japneqws noQoepsHEaeToA, MoLE NROOYRT ODCTaToH-

HO HE OXMAOWTCH, NOCHNE $8rd JasneHmna EEFIEEI:IEEETC:H fulal E.TMIJGEPEPHUI‘D.
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E.3.3 Pacneinenues Bogkl

'

E.3.3.1 Npemep npohunA TéMNepaTypsl 1 QE8NSHWA NPEOCTEENSH HE pucyHxe E4.
1

2

e e & o _'lI
1
I !
| i
! I!
b 1
i !
! L
! L
] L
! 5
! §
i h
! i
IIJ'
' | S
- -
X
Ne— ppemn, ¥ — temnepaiypad _ | paboraumoe gasnemde posovea | _ 1

i — haza nonade soge, 2 — haia snarpess; 5 -— hata amaepsey; 4 — G333 onasaeena

Pucyron E.4 — MNpumep npodyned Tamneparypsl ¥ QSENEHWA B EEMEDE ONA LHENRE C PACHSNSHAEM B006

E.1.3.2 MNpouscc CTEQUNMIALMA COCTONT M3 YeTeIpEr OCHOBHBIR daa:
a} dhaza nona-| Bael: B HAYANE LUAKNE CTERMNMIELNK ONDEO0SNaHHDE KONWSECTED B0k BHOCWTCH B HAMEDY CTe-
PHAMIZTORE WK MCNOMLIYVETEA KOHOSHCET RApa. 3aTEM OHE PACTbINASTOR HE NDOOYKT;
b} thaza parpaea: HArpes g0 TRECYEMOH TEMNEDET D6 CTEDHNAIELAN JOCTATEETOA 38 CHET NoOEYH BO3NYXE W Napa
B UHMPEYNALBIHHYH CHCTEMY MW 33 T4ET HArpeEa BoOsE 4eped TennoobteHHHE 1 BHECEHWR CHATIN BO30yKa B Kamepy
CTERHIMIATORE;
) haza ebigepsil; paboTasT UMpEYNALMOHHER CACTEME, M TEMNEDETYRE Bogk NOOAEDEHEISTCA B COOTEETCTEWA G
T peloBaHMAMI CTEQUMM3ELM B TEHEHWE HEOTXOOMMOM NEpMcOE BREMEHH;
d} thasa oxnaxoeHns; QEENEHVE B KAMEDE CTEQWNNZSTORE NOOOSDMHERSTCR CHETEM BOZOYEDM, H NDOOYET OxNEM-
OaETCH CHAREHHEM TEMNERATYDEl UMPEYNARYOLWERA BO00R! G HOHTRONWPYE MBI paciogos. JSenaH0E B EEMEDE STERAMNN-

2aT0pd cOPACLIBAETCA. KOIQA TEMNEpPATYDE MPOOYETS YMEHELLASTCA S0 DE30NaCHOND HEH4EHUA.

a0
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E. 24 MorpymeHne B 200y
E. 341 Mpasap npodkng TeMnepatypel 1 Q8ENEHWR EAMEPS NPEOCTaRMEH HE pHoyHEe E.5,

v
1 2

D [ -

x apeEwE; T resnepatypa | __
1 — doazn nogaud page; & — diasn narpesa; J — diaa puldepsen; 4 — dhas oLnamnEREn

_ b AafeITouHOR BANNEHAE Boa0yEs | k.

Pucyhor E.5 — MNpvmep npodiinsa TEMDBRATY Pl 1M 0SBNEHKA OMA UHMKNS NOMEYHEHMER 8 8OOy

E. 342 DansHeid uren nogobed pabodsmy UKMENY © NPoUscoos pacnbINEHHA BOOk 38 MERNIOYEHNSM TOr, UTo npo-
OyET NONHOGTRH MOrpYEH B BOOY AnA 7o, $Tobs noozepemsEate e fopmy.

K ¥
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MNpunoxexse LA
(CApaeo4YHoe)

CoeaeHWA 0 COOTRETCTEMHN CCLINOYHLIX MEMOYHAPOOHEIX CTAHAAPTOR HALMOHANLHLIM CTAHAAPTAM

Tabnwua O&.1

PoccHAckor Pegepal W

DEosnauemme

CEE MDA HDOI CraneHe
DOBaIHAYEHAS B HEMMEHD BRI HAE CO0TBRTCT By KW ETD HAUOHENEHINE CTAMOA0TE
HEELYHIPDOHDID COOTEETITERH
CTEHOApTA

WSO 10012 0T MOCT P ACO 1001 2—2008  «MeseosmeHT oprasuaaumrd. Crotemst Mesan-
HMEHTE H2MapeHHA. TpeboBaHHA K NpOLSCoaM VEMEPEHAA H HEMAapITENLHOmMY
000D Y O0BAHMI

WMCD 11138-1:2006 — '

WCD 134852003 10T MOCT 150 13485—2011 «Manenss meguunHCcErE. THETEME MEHEISMEHTS
kadesTea. CroTembme TpebiBaHuR QNA Lanal perymipoBaHIEA”

WSO 11737-2 o7 MOCT 150 11737-2—2011 eCrapunedauns meguMHcEaxY anani. Muepo-
Evonormeciae maragel. Yacte 2. MobitaHns Ha CTEQMNLHOCTL, NPDELGHMER
NEH BARMOEUAK NPOUSGECOE CTERMIMIELNM:

MCD 197371 IoT MOCT 150 11737-1—2012 «Crapuny3ayda MegmuHoHne vagandia. Muepo-
Guonordsackae metoael. Yacte 1. OusHEa NOoNyNRLAE MHKPCORTEHKIMOE HA
NG HLIE B

WMCO 11607-2 - )

WMCo 116071 — :

WSO 19140-5 o7 MOCT B0 1140-5—2071 #Crepuny3aunn MEOMUARCKDR npogyeune. Xu-
MHHBCHHE WHOMETOpE. YacTe 5. Mupaearope: 2-ro knaceca ons TacT-necTos M
TECT-NAKETOE ONF ACNLTEHMA HA YOANEHLE BOAOyXaH

WSO 11T40-4 o7 FMOCT SO 11140-4—20711 «CTrepunizaurh MESHUAHCHDN NDoOYRLIHH. XHni-
HECxHME MHOWMEATOpR. Macte 4. MHgweatope 2-r0 kndacca | TecT-naketam gnA
ONpegeEnaHda NPOHMEEHRHE Napas

WSO 11140-3 10T MOCT IS0 11140-3—2011 «Crepunnzaunn MESHUAHCKD NPOogykem. XKane-
HECKWE MHOMKSTOPDEL MacTe 3. TEST-NMCETE K MHOMKSTODEM 210 KNacta QA we-
NEATAHWA HA NPOHAKEHWE MApREan

MCOD 191401 IoT MOCT IS0 11140-1—2010 «CraprnHIaunn MEQWUAHCKDH NPoOYELAH. XAn-

HEsKkE MHOMKaTopE. Yacts 1. ODwwe rpabosanvay

WICD 191 38-3: 2008

MCO 17864

* CODTEETCTEVHILUMA HELMOHANEHEIA CTaHHApT oToyTeTeyeT. [0 ard yTRSpMOEHHE PEROMEHAYETCR MCNONLI0EaTh
NEpEBn] KA PYCCEMA R SAHHOM MERIYHAROOHOM CTadoapTa. MNepesog AEHH0rD MEHDyHEROOHOM CTEH0ARTE Ha-
€0auTCA B PegapaneHon nHbopMagworHor orM0e TECHUYESKME PEIMEMEHTOE M CTEHIAPTIR.

U COOTESTCTAYWAME HBWMDHANEHEIA cTaHgapT orcyrcrayet. 0o ert yTESpSOesHA DEROMEHOYETCH MoNoNsIn-
BATh NEPEE0D HE DYCCEMA AZRE QEHHOM MEROYHEPOOHOTD CTAHaapTa.

Mpumeyanwe — B Hacroswsan rabnuue nonons3ioBado CREegqyowas yonoeHos oDoaHaYeHE CTENEHR G-
OTEETCTEMA CTAHOApTOR:
- IDT — MOBHTHYHBIE CTEHASDTEL.
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MCO 9000:2005
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MCO 9004:2000
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MCO 158822003

WMCO 1:58583-1
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Bubnuorpadina

CrcTambl MEHEOXMEHTE ka4ecTEa. JCHOBHEE NONCHEHWMA » cnoeapes [Qualily manage-
mard systems. Fundamentals and Yocabulary)

YNpaenaHne EEHMECTEOM M CTAHOADTE NOSOEEKaHHA ka<ecTEa. Macte 3. PerkomeHnaus
o npesasasden WEO 8001 gna paapaboTid. Noooe s 4 oBCNyRRBEHIEA NROTEEMMHOra
olecneesnA komneoTepa [Cuality managemant and guality assurance starmdards. Part 3:
Sudalines for the apphcation of 150 3007 to the developmant, supply and mainfenancs of
computar saflware )
CHCTEMBl  MEHEOHMEHTE
Requiramants)

CUCcTeMEl MEHSOHMEHTA Ka4ECTES. PaoMEHISUNE N0 YIMPHLLIEHID DADCHWE XAPaKTEpmM-
cTux (Cuatity management systermns. Guidelings for performance improvements)
EHonord48ckas OWaHEE MEguUrHCENE ragenni. Macre 1. Ouyedea v ncnsmadud (Biological
evaluation of medical devices. Part 1: Evaluation and testing)

BHONOrM4EcKER QUEHKED MEOWUMHCEHE HE0enWd. Macte 17, Coigaqus qonyCTyMels Npsne-
noE 4nA BegEnaqneasmes eawecte (Biological evalualion of medical devicas. Parl 17:
Establishment of aliowable hmits for leachabla substances)

CTEpHMMZALHE MegnuHoEns wagandid. Cnosape (Stenlization of healihcare products.
Vacabulary)

CUCTEMB YNIPABNEHWA OHDY AWM yenosaAme. TpefoBadeR pykoBoOcTBa no NEMMEHE-
H¥ka {Environmental management systams. Bequireameanis with guidanca far usa)

¥npasnaume oupyEaowyey yonoewAme. Ogasxa gonrosesHocTe, TTpaHLMnEl B CTRyETYpa
[ Ervironrmantal managemant. Life cycle assessment. Principles and framewaork)

raqecTea.  Tpeboeanwwr  (Quality management  sysbems.

CTEpHMMIENHR MEQHUMHCKAE M30EMAR. BHANOrHEcKHE MHOMKATORE. PyRaBoncTen No Bs-
Gopy, NPAMEHEHNID W HETEpNpeETaUne peayneTaros (Sterilization of healih cara products.
Biological indicators. Guidance for the selection, use and interpratation of results)

CTaprnaanHs MeUMHCER: manenwd. J0wue TpefoBaHnA K ONHCEHUE CTERMMHIYRWLEra
BTEHTE KM pazpaboTees, BEaNWIALHN 1 TEKYLLEMY KOHTPONK NPOUESSCE CTERPHITAZELHN MEOW-
UHHCKRAE Magener (Sterilizaton of health care products. Genaral requiremenis for charac-
tarization of a sierilizing ageni and the devalopment, validabion and roufine conlrod of a
sterilization process for medical devices)

MaguuuHckae ragenus. MpUMEHEHWNE MEHETHMERTE PACKE K MEJUUMHCEEM yoTRORCTEAM
(Medical devices. Apphication of risk management to medical devicas)

CTERMNMIELHA MESNLHHCHNE M30SMMR, AHMAHESSHE MHOWEATOPE. PYROBOOCTED N0 Bk-
BOpy, NEHMEHEHAR M HHTEpNpETauMy peayneratos (Sterilization ol healih cara products.
Chemical indicatars. Guidance for sefaclion, usa and mterpratation of resulis}

Mowagmue gegnndgseiTope. Macte 1; O0wwe TpEDOBEHKA, TEPMMHE, DNPEOENEHAA 1 NG-
neTaHWA (Washar-disinfectars. Parl 1! General raguirements, terms, dafinitions and tesls)

ANnapars: AN MOERA W gesnberane. Yacts 2. Tpebosanma M neneITaHMs annaparas S4eA
MCAKA A GEIMHPSELMA. NPHMESHABME AR TEMNOBORE 083didEsumy SHpypra-ecEds MH-
CTPYMEHTOE, HADKOIHL WOTEHOBOK, SMEOCTER, NOTHOE, KONG, CTERRAHHON DOCYOR 4 1.0
(Washar-disinfectors. Part 2: Requiremenis and lesls for washer disinfectors. amploying
tharmal disinfection for surgical instrumants, anaesthetic equipment, bowls. dishes, receiv-
ers. utensils, glasswara. atc. )

ANNARETE QN8 MOARA A gesasdecune. Yacts 4. TpeboaaHuA ¥ Bochel TAHWR SNNEQETos 4nA
MDAKA W D83HDEELAY, NEHMEHAEMEE OMA SHMPHECKDA J8auHEERUME TEpMonabineHBbIxX
adgocranoe (Washar-disinfeclors. Part 4: Reguiremants and tests for washer-disinfeciors
employving chemical disinfection for thermalabile endoscopas)

CTEpUMManHA MEORUmMHECEE naaensd. Tpebosanus © npogyeTa, oioiHaqeHHe «CTE-
FUMEHO (Sterilizabon of haalth care products. Requirements for products labeled
#STERILE®]

BLOCK, 5.5.. ed., Disinfaction, stenbzation, and presarvation. Lippincodl, Williams and Wilkins, Philadelphia. PA; Sth

Edition, 2001

BOWIE, J.H., KELSEY, J.C. and THOMSON, G.R. Tha Bowie and Dick autoclave tape test, Lancat 16, pp 586—587

(1863)

CHEM, J H.5. Methods of testing virucides, Disinfection, Sterilization and Presemrvalion, Block, 5.5., ed., Laa and
Febingar, Phaladelphia, PA. 1983
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[21]

[£2]

[23]

[24]

[25]

[25]

[27]

[28]

(23]

[30]

[31]

[32]

[33]

34

EM 2ES

EN 556-1

EMN 8568-1:1887

EM B58-2: 1505

EN B88-3:1299

EMN 858-4:1292

EM 358-5: 15909

EM 8358-8:1598

EMN 358-9: 2000

EM 858-10:-2000

EM 12442-1:2000

EMN 12442-2: 2000

EN 12442-3:2000

CTepanuaauwn. [Mapoesle CTEpMMETope. GONelUMEe cTapHneIaTops: (Sterlization. Steam
slenlizers. Large skanlizers)

CTEpAnHIaUmWA MEDMUEHHCENE ragendd. TpeboBaHmA K MEZHLMHCHHM YOTRORCTREM, 0bo-
HaYEHHBIM £ CTEPWABHO .. Yacre 1. TEeboeaHWRs £ OROH4ATENEHD CTERHIAIYE MEIM RE-
OWUMHCEAR yoTparkcTeam (Slarlization of medical devices. Reguirements for medical de-
vices o be designated «STERILE». Parl 1: Reguiraments for tefmimnally-sterifized meadical
devices)

Y¥NAXOBCHHBIE MATEDHANLI M CHCTEMBl ONA MEOHLMHCEAX M30ENWME, KOTODLIE CTEpMNNIY-
wrcA. Yacre 1. ObwMe 1pebopaHun ¥ Matoisl MoneiTadns (Packaging materials and sys-
lems for medical devices which are to be sterilized. Part 1: Genaral reguirerments and test
medhods)

YNEXOBEOHHLIE MATERWANLl W CACTEMBl ONA MEOHUWHCKAX MEAENKAE, ¥OTOPEIE CTEQHNAY-
wrcE. Macte 2. Ynakoesa ctepurzauged. TpeboBaHwA | METOSE woneiTasnA {Packaging
materials and systems for madical devices which are 1o be sterilized. Part 2: Sterilizaton
wrap. Bequiraments and tes! mathads)

YNEKOEOHHLIE METEDWEE 1 CHOTEME! O7A MEOMUFHCERME A30SNNE, KOTODbIE CTERHNAZYEIT-
CH. MacTe 30 Bymara, npaMeHASMER B NPOWIB0OCTEES OYMSMHEX NAKETOE [(ONPESENSHD B
EM BEB-4) W B NpOM3IBOACTAES MEWKDE W DYNoHDE [onpegenedo B EN BEE-5). Tpabosawnr
M METOOLI MENe TaHWA (Packaging malerials and systams for medical davicas which ara (o
be sterilized. Part3: Paper for use in the manufaciure of paper bags (spacihad in EN BGE-4)
and in tha manufacture of pouches and reels {specified in EM BGE-5). Requiremants and
st meihods)

VNAKosoUHLIE MATEPNANE 1 CHETEMEN OAR MEOMEHHORE W3O0SMME, ROTOPBIE CTERMNEYET-
CA. MacTe 4. bymasHme NELEThl. TREOOSAHMA W METOOR BCNEITAHWSE [Packaging materials
and systems for medical davices which are o be sterilized. Part 4 Paper bags. Raguire-
ments and [est mathods)

YNAEDBOHHLIE MATEPWAML W CHUCTEME! ONA MEJULBHCEAX M30SNARE, KOTOPLIE CTERMITALY-
wreA, Hacte S Harpee W camorepMeTHiIauns MEBWSDE W DYNoHoE 13 GyMan W cTpyrTypa
NNBHHA M3 NNECTMACCH. TPEEOBRAHKMA 1 METOAR UCNBITEHKA [Fackaging materials and sys-
tems for medical devices which are lo be sterlized. Part 5. Heat and seif-sealable pouches
and reels of paper and plastic film construction. Reguirements and test methods)
YNAXoBOUHLIE MATEQHANL W CHMCTEMEl O0A MEJHLIMHCKAX MAOSNNR, KOTOPBIE CTERMTNIY-
e, Yachs B, KoHrafHe pel MHDIOSpatHoH creprneianmy gnA napdess CTEQUnMagrapose
B coomeatcrErd . EM 285, Tpebopadrr v metooel voneitansns (Packaging materials and
systems for medical devices which are o ba sierilized. Part 8: Re-usable sterilization con-
tziners for sleam sterilizers conforming to EN 285, Requireamants and fest methods)

YNaxoBOoqHEIE METEMANE 1 CHCTEME! N5 MEOMLEMHOKME WS02NWE, HOTOPBLIE CTERMIMEE0T-
oA MacTe B HenoxpeTee HETHEHES MATERHANL RAAMOHEAMHE, NEHMSHSWWESA B npo-
HMIABOACTBE HAMPEBHEMBIE CAMOTEDMETHIMDYINACH MELLKOS, PynoHoE M Kpeiuer. Tpabo-
BHHHA M MeTodE Mon=TaqHuR | Packaging materials and sysiems for medical devicas which
ara to be slenlized. Part 9: Uncoated nonwovan matenals of polyolefines for use in the
manufacture of haal sealable pouchas, reals and lids. Reguireamants and bast mathods)

YNAKODBOUHLIE METEPVENE B CHETEME 008 MEOMEHHORLE W30SnWiE, ROTOPBLIE CTERINMEYHIT-
cH. Yacts 10, MopeiThlie KNSAEM BEIWBCTEBOM HETEAHLE MATELMANL MONWAEnaHE,. npd-
MOHASMEE B NPOMIBNSCTES HATPOEIEMED CHMOTSDMET MM PVIOLIMNCR MEILXDE, PYNOHDE 1t
speiwer. TpeboBaHWA W METOOE! HCnbITaHwe {Packaaing maberials and systems for madical
devices which are to be sterilized. Part 10: Adhasive coaled nonwoven materials of paly-
alefinas for use in the manufactura of heat sealable pouches, reals and lids. Requiremants
and test methods)

THAHM HHBOTHLE M M NPOMIBOGHEE, HONONLIYEMENS B NPOMAB0OCTEE MEJMLHHCHAE Hige-
v, Hacre 1. ARanni W ynpasnedee prokom (Arimal tissues and their derivalivas utilized in
ihe manuiacture of medical devices. Part 12 Analysis and management of risk)

THAHM HUBOTHLE W M NPOM3BOGHEE, HENONEIYEMENS B NPOMAB0OCTHEE MOOMLHHGHME Hige-
i, Macte 2. KoHTpane woto-Hnea, cbopa w obpaborsu [(Animal tissuas and thair dariva-
tivas ulilized in the manulacture of medical devices. Part 2: Confrals on sourcing, collectian
and hardling]

THAHM XMBOTHEE M WX NPONIEOSHSE, BENONEIYEMEIE B NPOVMIBISCTES MEQWLHHEENX 13-
oanai. Yacte 3 BanuoatHa yHHHSTOHEHAR 1AM MHAKTABSUWME BARYCOR M AHIMLAEYEILL
arenTos (Animal issues and thair denvatives ulilized in the manulacture af medical devices.
Part 3: Walidabion of the elmination andior mactivation of viruses and transmissible aganls)
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[34] EMN 13060 fanei® napoBese cTepunyzarops {Small steam stenlizers)

[38] GAMP 4 The Good Autormated Manufaciuring Praclica (GAMP) Guide for Validation of Auolomated Sysbames in
Pharmaceutical Manufacture, Decembar 2001, ISPE (Intermational Society for Pharmaceutical Enginseringj, 3108
W, Or. Martin Luther King, Jr. Blvd., Suila 250, Tampa, FL 33807

[36] Global Harmonization Task Force (GHTF). Study Group 1 (5G1), Document MO2BR15, dated 3 Decembear, 2004

[37] Hatorson, H. . and Ziegler, M.R. Applications of statistics o problems in bactericlogy. Journal of Bactenology,
25(2): pp. 101—118, 1932

48] |EC G1010-2-040, Safely requirements for elecirical equiprmeant far measuremant, conlral, and laboratory use —
Part 2-040: Parlicutar raguiremants for stanlizers and washar-disinfectors used 1o treat medical matenals

[38] Irvime, Th. F. and Liley, P.E. Sieam and Gas tables with computer eguations, Acadamic Prass, 1984

[M0] Momssay, RF and Philips, G.B., ads. Sterilization tachnology: A practical guide for manufaciurers and users of
haalth care products, Mew York, Van Mostrand Reinhold, 1925

[41] MNabonal Canners Asscoation, Manual for food Canners and Processors, Val. 1. AVE Publishing Co.. Wastport, CT,
1968

[4Z] PDA, Validation of steam sterilization cycles, Technical monograph No. 1, Parenteral Drug Association, 1978

[43] Pfiug, |.J. Microbiclogy and Engineering of Sterilization Processas, 1995 Tanth Edition. Environmental Sterilization
Laboratory, 1520 South First 58 Minnsapodis. Philadelphia, PA, 1978

{44] Pflug, |.J. and Holkomb, R.G. Principlas of thermal destruction of microcrgamsms, Disinfeclion, Sterilization and
Presarvation. Block. 5.5, ed.. Lea and Fabinger, Philadalphia, PA, 1883

[45] Phug, ILJ. and Krislen, D.E. Carrying oul Biological Qualifcation, tha Confral Operation of Moist-Heat [(Steam
Sterdization) Procasses for Producing Stanils Pharmacaeuticals and Medical Devices. PDA, Joumal af Pharmaceutical
Seiance and Tachnology, 54 (2] 2000

[4B] Sattar. 3.4 and Springthorra, V.5, Methads under development for evaluating the antimicrobial activity of garmicides,
Proceedings of the Internabional Sympasium an Chamdical Garmicides in Health Care, Cincinnali, Ohio, May 1994,
Palyscianca Publications Inc. pp 237T—254, 15405

[47] KOO 18472 CTEpHMMIELHR NPOOYETOR 30paRooxpEHEHIEA. BUONOri=SCcEs i KA HHEcK S WHOWKETODE .

HMenbmamensHos obopygasadwe | Sterilization of health care products. Biological and chem-
ical indicators. Test equipment)

8] WMCO 224421 MEgHUMHCKAE WARENKA. MCNOMLIYEOLWKWE HABOTHRIE TEEHW 1 KWe NpollsodHes. Macte 1.

MprueHssne MedHegxmexsTa proxa (Medical devices ulilizing animal tissues and thair dariv-
atnves. Par 1! Apphcation of rsk management}

[48] WCO22442-2 MeaguuHokde MAgenwA. NCNOFLEIVEOLWKE HWBDTHLIE THEHM W e npokaeogHelis. Macte 2.
Honrpone woctoqHuxa, chopa o obpaborxie (Madical devicas utilizing animal tissuwes and
thair derivatives. Par 2: Confrals on sourcimg, collackion and handling}

a0 Moo 22442-3 MaguuMHEKAE MADENWMA, HENONBEIYHLLME MEOMUAHCKWE WADENHA W WX MPOM3BnOHeE. Hacte
3. Banwoauus yHAYTOMEHWUA HAMNKH HHEETHESLEAW BHEYOOE W MBDERLMCHHL. ANSHTOS CHoH-
rHoaH0d opme aquedianonarue (spongifomm ancaphalopathy, TSE) (Medwal devicas ub-
lizing animal bssues and thair dervatives, Part 3 Validation of the elimination andior inachi-
valion of viruses and fransmissile spongiform encephalopaihy ([TSE} agenis)

[51] MewoyHapoOHRR CNOBEJE DCHOBHLIG W ofwne Tepumusoe setponorad (VIM), BIPM, |EC, IFCC, MCO, [UPAC,
IUPAPR, CIML, 2nd ed, Genewva, 1993 (Intermnational VYocabulary of Basic and General Terms in Metrology [(VIM],
BIFM, [EC, IFCC, IS0, IUPAC, IUPAR, OIML, 2nd ed, Ganeva, 1583)
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