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BBegeHue

CTepwibHOE MeOUUMHCKOe u3fene — 3TO Takoe MeOUUVHCKOe W3fenivie, KOTOPoe He COAEpPHUT Ku3He-
CMOCOGHBIX  MUKPOOPraHn3MoB.  MexayHapogHble — CTaHAapTbl, YcTaHaB/vBawolye TpeboBaHWs K Ba/Agauuwu,
a Talke K TekylleMy KOHTPO/IIO MNPOLEeCCOB CTepwM3aumy, YCTaHaBMMBaKOT, UTO. Korga Heobxoayma nocTas-
Ka CTEPWIbHbIX MEAVLMHCKAX —W3JenuiA, cnydaliHoe MUKpOOMonor/yeckoe 3apaxeHue [0 npouecca crepu-
Sm3aummM  OO/MKHO 6bITb CBEAEHO K MUMHMMYMY. Tem He MeHee, MeauuuHCKMe W3[envs, Npov3BefeHHble npu
CTAaHOAPTHbIX  YCNOBMSX MPOM3BOACTBA B  COOTBETCTBMM C  TpebOBaHMSMM  CUCTEMbl  MEHeMKMEHTA  KayecTBa
(cm., Hanpumvep. WNCO 13485). MoryT [0 CTepwwmsaumy codepkaTb Hebosbluoe  4YMC/IO0  MUKPOOPraHM3MOB.
Takve MeayUMHCKVE W3Oenvst HecTepunbHbl. Llenb  crepuimMsaumm COCTOUT B TOM, YTOObl YHUUTOXWUTb  MUKPO-
fvonornyeckoe  3arpssHeHVe M TakMM 00pa3oM NpeobpasoBaTb HECTEPUSbHblE MeAWUMHCKME Wu3denns B CTe-
punbHbIe.

KWHETVKA  YHUUTOXEHWSI  UYMCTON  KyMbTypbl  MMKPOOPraHM3MOB — OM3UYECKUMU  WWAM - XUMUYECKUMW  Me-
TOJaMW. KOTOpble UCMOMbL3YKTCA MpY  CTepunsaumv  MeAUUMHCKUX  U3fenniA, B O6LIeM Jiydlle BCero MOXeT
ObiTb OnMCaHa 3KCMOHEHUMasIbHOM  3aBUCMMOCTBH  MEXAY YMC/IOM  BbDKMBLUMX  MUKPOOPraHW3MOB W CTENeHblo
06paboTKN  CTEPUNU3YIOLLIMM  areHTOM; 00s3aTe/IbHOM OCOOEHHOCTBIO  [JAHHOrO  MeTofa  SB/SETC TO. 4TO  BCer-
[a IMeeTCs BEPOSTHOCTb BbDKVBAHMS MKPOOPraHU3MOB HE3aBMCMO OT CTENEHN NPoBeAEHHON 06paboTKM.

Ana  paHHOA  0OpaboTKM  BEPOSITHOCTb  BbDKMBAHWS — OMNpefenseTcsl  KO/IMYECTBOM U Pe3VICTEHTHOCTLIO
MWKDOOPraHU3MOB U YC/IOBUMAMM  UX  CYLLECTBOBaHUA BO Bpems 00pabotki. CrefosaresibHo,  CTEPUIBHOCTb
JHO6Or0  MEeWLIMHCKOTO  M30eNMS B COBOKYMHOCTW  U3AENWA, NOABEPrHYTbIX CTEpUIM3aLmn, He MOXeT rapaH-
TMPOBaTbCA W CTEPWIbHOCTb pofa 06paboTaHHbIX W3AENWA  BbIpaXaeTcd B TepMMHaX BEPOSTHOCTW TOro, 4TO
YXU3HECNOCOBOHbIE MUKPOOPraH3Mbl MPUCYTCTBYIOT Ha MEAVLIMHCKOM U3AE/N.

Hactoswmii  ctaHgapT coaepiuT  TpeboBaHMA K OBecreveHuo  npouecca  CTepunmsaLmm  BAaKHbIM - Te-
MJIOM. MpPeAHa3HAYEHHOro And  CTepuwmM3aumMyM  MeOULMHCKUX — M3JenuniA, KOTOpbIM — MpUCylle  MUKpobuonornye-
Ckoe 3arpsi3HeHue. [loMMMO 3TOro, COOTBETCTBME TpeGOBaHWAM OOGecreuvBaeT, YTO WX aKTMBHOCTb SIBMSETCA
[OCTOBEPHO 1 BOCMPOM3BOAMMOMA Tak. 4YTO MOXET OblTb MpeAckasaHo C  [OCTATOYHOW  [AO0CTOBEPHOCTHIO, UTO
MPOAYKT Mocne CTepuwmsaumv  VMEeT HU3KUAA  YpOBEHb  BEPOSTHOCTU  MPUCYTCTBUS  XU3HECTIOCOOHBIX  MUKPO-
opraHn3moB. OrpefenieHne [JaHHOW BEpPOSITHOCTV  SBMSIETCH  3afayell  YNosIHOMOYEHHbIX OpraHoB M MOXET OT-
JmMyaTbCa Ha TeppUTOPUSX PasHbIX CTpaH (CM., Harpumep. EH 556-1 1 ANSIVAAMI ST67).

O6wye TpeboBaHMA K CUCTEMaM MeHe[DKMEHTa KadecTBa MO MNPOEKTMPOBaHWIO W paspaboTke, MNpous-
BOACTBY. BBEAEHWIO W Ob6CNyxvBaHWIO fdaHbl B VICO 9001. a crneumasbHble TpeboBaHWA K CUCTEMaM  MEHeK-
MEHTa KayecTBa MeOULWHCKOA npoaykuum pgadbl B VICO 13485. CraHgapTbl CUCTEM MeHeMKMEHTa kadvecTsa
npegnoniaraloT, 4Yto  ANA  HEKOTOPbIX MPOLECCOB, MCMOMb3yeMbIX B MPOM3BOACTBE,  3hPeKTMBHOCTL — MpoLiecca
He MOXeT OblTb MOMHOCTLI0 MPOBEpPEHa MOCNedyoWMM  OCMOTPOM W UCTbITaHMem u3genms. Crepunmsaums —
npymMep Takoro npouecca. [10  3TOM  MpuuMHE, MPOLECCHl  CTEPUIM3ALMN  BaU/IAOVPYIOTCA  ANS WCMOMb30BaHMS,
BbIMOMHEHME MpoLecca CTepunM3aumy  KOHTPO/MPYETCA B M/1aHOBOM  MopsAaKe W 06opyaosaHvie  O6CNyxvBa-
eTcA.

MpaBWibHO BaMAMPOBaHHbIA W TWIATENbHO MPOBOAMMBIA MPOLECC CTEPWIM3ALMM  He SBAsSeTCs  eauH-
CTBEHHbIM  (pakTopoM, OGEecneunBatoLLYIM  HaOEXHYI0 [apaHTUi0  CTEPWILHOCTU  NPOAyKUMM, W. B [@HHOM  C/y-
Yyae. ee COOTBETCTBME MpPearosiaraeMoMy UMCnosb3oBaHuo.  CriefoBaresisHO,  Cnefyer  YAe/UTb  BHUMaHue  He-
CKOMBbKMM NMPUHLMMNAM, BKTOYaIOLLM;

a) MUKPOOBVOONMUECKUIA CTATYC UCMOMb3YEeMbIX UCXOAHbIX MaTtepuasioB W KOMMNOHEHT;

6) Ba/MOALYS U TEKYLLIWIA KOHTPO/Ib NPOLIECCOB OUMCTKN M AE3MHADEKLN U3LENNIA;

B) KOHTPOSb MPOU3BOACTBEHHbIX YCMOBUIA, B KOTOPbIX MPOAYKT MPOM3BOAUTCS, COOMpaeTca U ynakoBbl-
BaeTcH,

) KOHTPOsIb 060PYA0BaHUS 1 TEXHOOMYECKOro MpoLiecca:

[0) KOHTPO/1b NEPCOHasIa 1 06LLEN TMIVEHBI;

€) crnocob 1 matepriasibl, B KOTOPbIE NPOAYKT YMaKoBbIBAETCS;

X) YC/0BUSA, NPY KOTOPbIX NPOAYKT XPaHWUTCA.

YpoBeHb  KOHTaMuHaLUMM  MPOAYKUMK,  MOABEPraloLLeics  cTepuMsaumy, W3MEHsieTcs, WM OH  3aBuCUT  OT
ahdpekTMBHOCTM  npouecca  crepwmsaumn.  M3genvs,  vcnosb3yemble B MEAVUMHCKMX  LEeNsX W npoxogslime
MOBTOPHYIO CTEpWIM3auMio B COOTBETCTBUM C  WMHCTPYKUMSIMM npoussoauTtens (cMm. LCO 17664). paccmarprsa-
OTCA KaK O0coOblii crnyyali. B Takux W3Oenvsix BefMka BEeposATHOCTb Mpouecca 00pa3oBaHus GOMbLLIOTO  uMcna

\Y,
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3arpsAsHSAIOLLMX  MUKPOOPraHM3MOB U OCTATOYHbIX  HEOPraHWYeckMX WM - OpraHnYeckux — 3arpsi3HeHWid, HecMo-
TPS Ha WCMOMb30BaHWE MPOLECCOB OuMCTKN. CrefosatefisHo, BaXKHO YAeNsTb 0co60e BHUMaHWe Bamaaummn
W KOHTPO/THO MPOLLECCOB OYNCTKW U Ae3NHAEKLIMM, NCMO/b3YEMbIX NPY MOBTOPHOM CTEPUI3ALINN.

Hactoswmii  ctaHgapT ycTaHaBnvBaeT TpeboBaHMs A1 rapaHTuM  TOro, 4TO  [JeATeSIbHOCTb, CBsi3aHHas
C MpoLeccoM CTepuIM3aly  BaXHbIM — TENVIOM, BbIMOMHANACh  [O/MKHbIM - 06pasoM.  [laHHast  AesiTenibHOCTb
onMcaHa B [JOKYMEHTMPOBaHHbIX pabounx nporpammax, paspaboTaHHbIX A9  AEMOHCTpauuM  Toro, 4TO  Mpo-
Lecc crepwmsauy BfaxHbIM TerioM O6yaeT MOCTOSHHO BbigaBaTb CTEPWIbHYIO MNPOAyKUMIO Mpu  06paboTke ¢
TEXHOOTMYECKMMI NapaMeTpamMu, exalLyiM1 B auanasoHe 3apaHee YCTaHOB/IEHHbIX Npesesos.

TpeboBaHVst  SIBSKOTC  HOPMATVMBHOM YaCTbl0  HACTOSILLEro  CTaHAapTa, [ns  KOTopbIX Tpebyetcsa  cooT-
BeTcTBMe. PyKOBOACTBO, MpEACTaBMEHHOE B WMH(OPMATUBHLIX MPWIOKEHVSIX, He SBASETCS HOPMATVBHbIM - U
MOArOTOB/MIEHO HE KaK KOHTPOSbHBIA CMMCOK 411 ayauTopoB. PYKOBOACTBO COAEPXKMT OOBSICHEHMS U METOAbI,
KOTOpble  pacCcMaTpuBalOTCA  Kak MPUMEHUMble  METOAMKM  COOTBETCTBMSI  TpebGoBaHusiM.  MOryT  MpUMEHATLCH
MEeTOfbl, OT/MYHble OT NPEACTAB/MEHHbIX B PYKOBOACTBE, €CM OHW  3hCheKTUBHbI /11 AOCTWDKEHWSI COOTBET-
CTBYVISI TPE6OBaHVISAIM HACTOSILLIErO CTaHAapTa.

Pa3paboTka, BamMpauMsi M TekylumiA KOHTPOSb Mpouecca CTepwiMsalum BKIOYaOT B cebst psf otaenb-
HblX. HO B3aUMOCBSI3aHHbIX  [ENCTBUIA; HanpuUMeEpP, Ka/MOpOoBKa, Tekyllee  OOCyXvBaHMe,  (hOpMMpOBaHME
TEXH/YECKMX — TpeboBaHWiA,  TEXHOMOTMYECKMIA  MPOLECC, BBEOEHWE  TEeXHWYECKOW  CUCTEMbl,  XapaKTepUCTUKM
aKCnlyaTalym M XapakTepuCTVKM MokasaTeneil paboTbl. HecmoTpss Ha To. 4Tto feicTBusi, Tpebyemble HacTos-
WM CTaHAapToM, ObiM COBMECTHO CrpynnvpoBaHbl W MpPeACTaBneHbl B ONpefesieHHOM Mopsake, HacToswmi
CTaHOoapT He TpeGyeT, 4Tobbl [ENCTBMS BLIMOMHS/IACL WMMEHHO B TOM MOPSiAKE, B KOTOPOM OHW MPEACTaB/eHb.
Tpebyemble [eiicTBUSA He 00s3aTeslbHO  A0/DKHbI  BbIMOMHATLCA — MOCMeAoBaTeslsHo, Tak Kak  aroputM  paspa-
60TKM M Ba/faLMM MOXET OblTb WTEPAUMOHHLIM. BO3MOXHO OCYLLECTB/EHNE [JaHHbIX pa3UuHbIX  AENCTBUI
HECKOMIbKUMW  OTAEMBHBIMU - NIUAaMW - UM opraHmn3aumsaMy,  Kakaas U3 KOTopbiX 6GepeT Ha cebs  obssatesb-
CTBa MO OAHOMY WM HECKOMbKUM TakvM [eicTBuAM. B HacTosllem CcTaHJapTe He YCTaHaB/MBAlOTCA OTAeNb-
Hble N W opraHM3aLmn Ans BbINoSHEHNs AeACTBUIA.

Vi
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HAUMWOHANbLHBIMW CTAHAOAPT POCCUMNCKOMN OELEPALUMN

CrepunuzaLms MeayLIHCKON NPoAYKLIN

BIAXKHOE TEIM/1I0O

YacTtb 1

Tpe6oBaHVs K pa3paboTke, Ba/MAALWAM 1 TEKYLLIEMY KOHTPO/THO MPpOLiecca CTepuM3aLmm
MEAVLIMHCKVIX N3aeSNiA

Sterilization of health care products. Moist heat. Part 1: Requirements for development, validation and routine control of a
sterilization process for medical devices

[Jara BBegeHus — 2017—03—01

1 O6nacTb NpPUMeHeHns

1.1 BkioyeHust

111 [aHHblii CTaHOapT YcTaHaB/MBaeT TpeGoBaHUsS K paspaboTke, Ba/MaaLMM U Tekyllemy KOHTPOsIo
rpoLecca CTepuM3aLn BIaXXHbLIM TEMIOM MEAVLIMHCKUX M30Ee/NiA.

MpuMeuyaHne — HecmoTpa Ha TO. 4Yto 06/1aCTb [ENCTBUSI HACTOSILLETO CTaHAapTa OrpaHuuYeHa  MeayLMHCKAMM
V30eMSMM, OH ONpeaensieT TpeGoBaHMS W MPeAOCTABNsEeT PYKOBOACTBO, KOTOPOE MOXET MPUMEHSTbCS A9 Apyroin  Me-
[WLYIHCKOW MPOAYKLMN.

112 Tpouenypbl CTepuwm3aumy BMXHbIM TEM/IOM, OXBaTbiBAEMbIE HACTOSILLUMM  CTaHZApTOM, CoAaep-
aT. HO He OrpaHNYMBAIOTCS CIeAYHOLLMM:

@) HaCbILLEHHbI Nap — BEHTWIMPYEMbIE CUCTEMBI;

b) HacbILLEHHbI Nap — NPUHYAUTESILHOE YAA/IEHNE BO3AyXa:

B) CICTEMbI CXATOro BO3/yXa;

C) pacrblieHue Bopl;

d) norpyxeHvie B BOAY.

MpumMmeyaHune — Cwm. Take npunioxeHue E.

1.2  WcknoueHnst

121 HacTosiuMii CTaHOapT He onpefensieT TpeGoBaHWA K pa3paboTke, Ba/mMauuMnm W TeKyleMy KOH-
TPO/O MpoLecca  MHaKTVBaLWMM  BO3BYOMTENEV  C/IOHTMOSHBLIX — SHUE(hasionaThii, TakMx Kak —Modecyxa, Try6Ko-
o6pasHas asHuedasionaTsi  KpyrHOro poratoro ckota M 6051e3Hn  Kpoliudbenbaa [bkekoGa. 8 oTaesbHbIX  CTpa-
Hax BblpaboTaHbl CreuMasibHble  pekoMeHdau no  o06paboTke  MaTepuasioB, MOTEHUMATbHO — 3apPadKeHHbIX
[JaHHLIMU areHTaMu.

MpunmedvaHune —Cwm. Tawke NCO22442-1. NCO22442-2 n NCO22442-3.

122 HacTosiumii cTaHOapT He MNpUMEHsieTcs K Tem npoueaypaM CTepuMsalin, KOTopble OCHOBaHbl Ha
COYETAHMM Mapa C ApyrMMM  GUOLMOHBIMK - areHTaMy  (Hanpumep, opMarbaerua) B KauecTBe  CTepU/M3ytoLLE-
ro areHTa.

123 HacToswmii cTaHgapT He onpeaenseT O0CO6eHHOCTW, pernaMeHTVpyolve Tpe6GoBaHus K 0603Ha-
UEHMI0 MEAVLIMHCKIX U3LE/NIA KaK «CTepUbHbIE.

Mpumevyanne — CregyeT 06paTtUTb BHYMMaHWE Ha HauvOHa/bHble WM pervMoHasibHble  TpeboBaHWA K 0603Ha-
YEHWIO MEAVLIMHCKVX U3AEUIA Kak «CTepuibHbie». CM., Hanmpuvep. EH 556-1 nin ANSI/AAMI ST67.

V3naHve odmuviasibHoe
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124 HacToswpii cTaHgapT He onpeaensieT cucTeMy MeHeMKMEeHTa kadyectBa [/1i KOHTPOSS BCeX aTa-
MOB NPOV3BOACTBA MEAVLIMHCKIX U3LE/WIA.

MpumeuaHne — HeT TpeboBaHMA HACTOSILLETO CTaHAapTa K HA/MUMIO  3aKOHUEHHOM CUCTEMbI  MEHEeMKMEHTA
KauecTea B MpOLECCEe MPOM3BOACTBA, HO 9/EMEHTbl CUCTEMbl MEHEMKMEHTA KauyecTBa, KOTOpble SBASKOTCA  MUHAMA/IBHO
HEOBXOAMMbIMW ~ [/1  KOHTPO/Sl  Mpouecca  CTepWM3auMu, HOPMATMBHO — YkasaHbl B COOTBETCTBYIOLMX MeCTax B TekcTe
(cm.,, B uactHocTW, pasgen 4). Ocoboe BHUMAHWE YAernsieTcsl CTaHdapTam Mo CcucTeMaM MeHemkMmeHTa kauectsa {cm. WVICO
134B5). KoTOpble KOHTPOSMPYIOT BCE 3Tanbl MPOM3BOACTBA MEAMUMHCKMX W3AEMWiA, BKIOuasi npouecc crepwimsaumm. Pe-
MOHa/IbHbIe W HaLWOHaNbHble HOPMATVBHbIE [OKYMEHTbI [/11 OGECTeueHst MEOMUMHCKAX W3AeMMiA  MoryT TpeGoBaTb BHE-
[ZIPEHVS MOSHOM CCTEMbI MEHEMKMEHTA KAUECTBA U OLIEHKM AAHHOV CUCTEMbI TPETLE CTOPOHOIA.

125 Hactoswwii CTaHAApT He onpefensieT TpeGoBaHUs K TexHuke G6Ges30nacHOCTW, OTHocsLelics K pas-
paboTKe W IKCTUTyaTaLm TEXHUYECKUX CPEACTB NapoBOi CTEPUIN3ALIAN.

MpumevyaHne — TpebosaH/si 3KCTyaTalUWOHHON — GesonacHOCTV  onpefenedbl B MOK  61010-2-040.  Kpowme
TOr0, B HEKOTOPbIX CTPaHax CYLLECTBYIOT NpaBiA/ia TEXHUK 6e30MacHOCTU.

2 HopmaTuMBHbIE CCbIJIKM

B HacTosllem cTaHdapTe WCnosb30BaHbl HOPMAaTuBHbIE CCbUIKM  Ha  cnefytowme craHgaptel. [na  pda-
TUPOBaHHbLIX CCbUIOK WCMOML3YHOT TOMBbKO YKasaHHOe u3daHvWe CcTaHjapta. B cnyyae  HegatvpoBaHHbIX — CCbl-
JIOK— nocnefHee n3fjaHne ctaHaapTa, BKIKUas BCe 3MEHEHWS U MOMPaBKu

MCO 10012 YnpaBneHve cucTeMamy UW3MepeHuid. TpeboBaHMst K MpoueccaM M3MEPEHUS U M3Mepn-
TenbHoMy o6opygoBaHuio (ISO 10012. Measurement management systems — Requirements for measure-
ment processes and measuring equipment)

MCO 11138-1:2006 Crepummzaums MeAMUMHCKOM  mpoaykumn.  Bronormyeckne  mvHamkatopbl.  Yacte 1.
O6bwpe TpeboBaHmsa (ISO 11138-1:2006. Sterilization of health care products — Biological indicators — Part 1:
General requirements)

MCO 11138-3:2006 Crepuamzaupss MeaMUMHCKOM  Mpoaykumn.  Bronornyeckne  mHamkatopbl. Yactb 3.
Buonornyeckve vHAVKaTopbl Ana  crtepwmsaumm napom  (ISO  11138-3:2006, Sterilization of health care pro-
ducts —Biological indicators — Part 3: Biological indicators for moist heat sterilization processes

MCO 11140-1 Crepwmsaums MEOUUMHCKOA NpoayKumn. Xuvmuyeckne uHaukatopbl. Yacte 1. O6uime
TpeboBaHua (ISO 11140-1, Sterilization of health care products — Chemical indicators — Part 1. General
requirements)

MCO 11140-3 CTrepnmnsaums MeauLMHCKOA NpoAyKLMK. XMMUYECKMe NHAMKaTopbl. YacTb 3. Cuctembl
NHOMKATOPOB Knacca 2 /151 UCTbITaHWs Ha STaponpoHMLaHue no metogdy boen — Auka (ISO 11140-3. Steri-
lization of care products — Chemical indicators — Part 3: Class 2 indicators for steam penetration test sheets)

MCO 11140-4 CTrepuimnsaLms MeauLMHCKOA NpoAyKLMK. XMMUYEeCKMe nHankaTopbl. YacTts 4. ViHgvka-

TOpbI Kacca 2 A1 UCTbITaHNs YNakoBOK Ha neHeTpavumto napom (ISO 11140-4. Sterilization of health care
product — Chemical indicators — Part 4: Class 2 indicators for steam penetration test packs)

NCO 111405 Crepwwisauys MeAVUMHCKOA NpoayKuMn. Xumudeckie uHgukatopbl. Yactb 5. WHgnka-
TOpbl KMacca 2 Ans UCMbITaHMA Ha 3dpekTMBHOCTL YyaaneHus Bosgyxa Mo metogdy Boen—[vka (ISO 11140-5,
Sterilization of health care products — Chemical indicators — Part 5:Class 2 indicators for air removal test
sheets and packs)

MCO 11607-1 YnakoBKka MO/SIHOCTHIO CTEPWIM30BAHHLIX MeAMUMHCKX u3genmii. Yactb 1. TpeboBaHua K
mMatepuasiaMm, CTepwibHbIM CUCTEMaM 3almTbl U cucteMam yrakoBku (ISO 11607-1. Packaging for terminally
sterilized medical devices — Part 1. Requirements for materials, sterile barrier systems and packaging sys-
tems)

MCO 11607-2 YnakoBKa NOSIHOCTLIO CTEPUIN30BAHHBIX MEAULIHCKUX U3aenuid. Yactb 2. TpeboBaHus
Ba/mMZaLmm K npouenypam chopmmposaHus, repmeTmsaLmmn 1 céopkum (ISO 11607-2. Packaging for terminally
sterilized medical devices — Part 2: Validation requirements for forming, sealing and assembly processes)

MCO 11737-1 CTrepunmsaums MeauumMHCKAX n3aenmii. Mykpobronoryeckie Metoapl YacTs 1. Onpe-

Jenexve nonynaumm MUKpoopraHy3amoB B npogykrax (ISO 11737-1. Sterilization of medical devices — Micro-
biological methods — Part 1: Determination of a population of microorganisms on products)

NCO 11737-2 Crepwmsauua MeavuMHCKMX —m3genuin.  Mukpobuonormyeckme metogbl. Yacts 2. Mcnbi-
TaHVWSA CTEpWIbHOCTW, BbINOSHAEMbIE NPY  Baymgaumm npouecca crepumsauymn  (ISO  11737-2.  Sterilization  of
medical devices — Microbiological methods — Part 2: Tests of sterility performed in the definition, validation

and maintenance of a sterilization process)
2
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NCO 1348522003 MegyumHckie wm3genms. CucTeMbl MeHeMKMeHTa KadyecTBa. TpeboBaHust g1 Leneit
perynvpoBaHus  (ISO  13485:2003. Medical devices — Quality management systems — Requirements for
regulatory purposes)

NCO 17664 Crepwwmsauys MegVUMHCKUX — u3genuidi.  VHdopmauus, MpeaocTaB/seMas  Npov3soauTe-
nem Ons obpaboTkM  MeaMUMHCKUX  U3OenWiA, NpurofHbiX [na NoBTOpHOM cTepwnmsaumm  (ISO  17664. Steriliza-
tion of medical devices — Information to be provided by the manufacturer for the processing of resteritizable
medical devices)

3 TepMuHbI 1 onpeaeneHns

8 HacToslLLEeM CTaHAapTe NPYMEHEHbI CReaytoLLIe TEPMUHBI C COOTBETCTBYHOLLWIMM OMpeaeNieHNSMM:

3.1 BO3OyWHbIA AeTekTop (air detector): YCTpOWCTBO, paspaboTaHHOe A/19  OnpefesieHns Hammuns  He-
KOHAEHCUpYEMbIX ra30B B MOTOKE Napa 1 KOHAEHcaTa Wi B Kamepe CTepuwsaTtopa.

32 aBTOMAaTVYeCKMA  KOHTpO/ep  (automatic  controller):  YCTpPOMCTBO(CTEPUM3YIOLLIEE),  KOTOpOe MO,
BAMSH/EM NpeABapuTeslbHO  ONpedenieHHbIX  MepeMeHHbIX  paboyero  uvkia, yhnpasnser  CTepuivM3aTopoMm  Mo-
cnepoBaresibHO B MpoLiecce Tpebyembix 3Tarnos paboyero Lmkia (LMKIoB).

33

6uoHarpyaka (bioburden): Monmynaums  XKM3HECTOCOOHbIX  MMKPOOPraH13MOB Ha W B v3genum  uwinm
3aLLMTHON CUCTEME CTEPU/INZALINN.
(MCOAC 11139:2006, cTaTbA 2.2)

34

6vonornuecknin - mHamkatop  (biological  indicator):  WcnbimaTenbHasi  cucTeMa,  cofepalllas — KU3HEeCro-
COOHble  MUKPOOPraHW3Mbl,  OOECneuvBaoLL@ss  ONpefeneHHYI0  PE3UCTEHTHOCTb K KOHKPeTHOMY  npoleccy
cTepuIM3aLmm.

[MCOAC 11139:2006. ctarbs 2.3)

35

KambpoBka  (calibration): Psg  npoueayp, KOTOpble  yCTaHaBMMBAlOT, MpW  OMpPeAenieHHbIX  YCIoBUSX,
COOTHOLUEHUSI MEXAy 3HAYEHVSIMU  BEJIMYMH, MOJTYYEHHbIX  U3MEpUTESbHBIM - MHCTPYMEHTOM WM U3Mepn-
TE/bHON  CUCTEMON, WM 3HAYEHUSMY, NPeACTaB/eHHbIMU B U3MEPUTENbHLIX MaTepuasiax WA 3TasIOHHbIX
Matepuasniax, ¥ COOTBETCTBYHOLLMMUN 3HAUEHWSAMM, 38JaHHBIMU CTaHAapTaMK.

[VIM:1993. cTatbs 6.11)

3.6

XUMUYECKNIA nHaMKaTop (He6ronornyeckuii nHamKaTop) (chemical indicator) (non-biofogical
indicator)): W cnbitatenbHass cucTema, OOHapyXvBatoLlasd W3MEHEHUSs B OOHOM WM HECKOSbKUX —mpegonpe-
JeneHHbIX MapameTpax npouecca, OOYCMOBMEHHbIE  XUMUYECKUMWU WM (PU3NYECKUMWN  U3MEHEHVSIMY,  06-
YCNOB/IEHHBLIMW NPOTEKAHVEM MNpoLiecca.

(MCOAC 11139:2006, cTatbs 2.6)

3.7 3aKkpbiThii npogykt (contained product): [MpogykT, Ans KOTOPOTO OKpyXawlwas cpeja B CTepwin-
3aTope BO BpeMs KakOoro aTana npouecca CTepwiM3aLMmM He BCTYNaeT B HEMOCPefCTBEHHOe B3avuMopeli-
CTBVIE C HUM.

MpumMmeuyaHne — Okpykawowas cpefa B CTEPWIM3ATOPE MCMO/b3YETCA TOMBKO A1 Lerneil Harpesa U Ox/iakae-
HVIS U He /1 [IOCTVKEHMS 3CpApEKTa CTEPUI3ALIK, HANPUMED, PACTBOP B rePMETUYHOM 6a/IIoHe.
3.8

KOpPPEKTUPOBKA (correction): [eiicTBue As yCTpaHeH sl 06HapYy»eHHOrO HECOOTBETCTBYAS.
n pnmevyaHne — KOppeKTI/IpOBKa MOXET ObITb BbINO/IHEHA COBMECTHO C KOPPEKTNPOBO4YHbLIMA ,D.er/]CTBMFlMI/I.

(MCO 9000:2005. cTaTbs 3.6.6)
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3.9

KOPPEKTUPOBOYHbIE  AelicTBusA  (corrective  action):  Mepbl N0 YCTPAHEHWHO  NPUYMH  OBHAPYXXEHHOTO
HECOOTBETCTBMS /N APYTrOi HEXeNaTe lbHOM CUTYaLWN.
MpumeyaHus
1 MoxeT NpucyTCTBOBATL 60/1ee YeM OfHa MPUUMHAE HECOOTBETCTBYS.
2  KoppekTMpoBOYHble [AENCTBUS MPUYHMMANOTCS A8 NpefoTBpalleHVss MOBTOPeHVs, B TO Bpemsa Kak mpegynpean-

Te/bHble AECTBUA NPUMEHSIOTCA A/19 NPEAOTBPALLIEHNS NPOUCLLIECTBUS.
3 CyLLeCTBYET paz/ninume Mexay KOPPEKTUPOBKOM 1 KOPPEKTUPOBOUHLIMU AEACTBUSIMMN.

(MCO 9000:2005. crarbs 3.6.5]

3.10

O BemumHa 010 BemumHa (O value Ot0 value): 6pems wamM gosa  06ydeHus, Heobxoaymas A4S
JocTmkeHns nHaxktmeaumm 90 % nonynsaumm TeCT-MUKPOOPraHN3MOB MPY YCTAHOB/IEHHBIX YC/TOBUSIX.

MpumeyaHne — B pamxax pfdaHHON uyacth WCO 17665 O Be/muMHA OTHOCMTCS K BO3AENCTBUIO, HEOOXOAUMO-

My 4719 foctvkeHrs 90 % penykumn.
[MCO/TC 11139:2006. ctarba 2.11)

311

paspaboTka (development): [elicTrie, B pe3yribTare KOTOpOH paspadaTtsiBaeTcs creumdvkauys.
(MCOITC 11139:2006, cTarba 2.13]

312

KOHTPO/Ib  COCTOSHMS  OKpyXawowlein  cpeabl  (environmental — control):  MpuMeHeHVe  MHXEHEPHbIX
WM MPOU3BOACTBEHHbIX CUCTEM /1 MOAAEPXaHWS1 YC/OBUA B  OMpedesieHHbIX 06/1acTsax BHYTpU onpene-
JIEHHbIX NPeesioB.

MpumeyaHne — TakMe cCUCTEMbl MOMYT BKIOYaTb B CeOS  BO3AYLUHbIE W KWOKOCTHblE CHAILTPbI,  HapYXHYHO
[e3VHeKUMIO, 3aLLMTHYIO CrieLoexay U aiMUHUCTPATVBHbIE NpoLeaypbl.

(MCOITC 11139:2006. cTaths 2.16]

3.13 Bpems BbipaBHuBaHUA (equilibration time): WHTepaas1 BpemMeHM C MOMEHTa [OCTWKEHUS B CTepu-
JIM3aLMOHHON  kamepe Temnepatypbl CTepwmsauym M A0 MOMEHTa [JOCTWKEHUS TemnepaTtypbl CTepuamsaumm
€0 BCeX TOUKax 3arpysku.

3.14 ycraHoBUTb (establish): OnpeaennTb No TEOPETMHECKOI OLIEHKE 1 MOATBEPANTL SKCNEPUMEHTOM.

3.15

BpeMsi aKkcrmo3viuym  (exposure time): Mepuod BpemeHW, B TeYeHWe KOTOporo napameTpbl npolecca

NOAAEPXMBAKOTCA € Npesesiax WX YCTaHOB/IEHHOTO A0MycKa.
(MCOITC 11139:2006. cTatbs 2.18)

3.16

oLumobka (fault): OgmH nnm 6onee NapameTpoB NPOLIECCa, BbIXOASLLMIA 3a NpeAesbl CBOEro AoMycka.
(NCOITC 11139:2006. ctaTbs 2.19)

317 F, BermumHa (F, value): Mepa CrnocobHOCTM TersioBol CTepUIM3aLMOHHON  06paboTKn  MHaKTU-
B/POBaTb MWKPOOPraHW3Mbl, paccuMTaHHas npu Temneparype 121,1 *C. Be/muuHe z, paBHoii 10 ®C, u Bewm-

UnHe D. paBHoIi 1 MUHYTE.
3.18

mMegmumHckas npogykums (health care product(s)): MegvumHckve nsgenus, Bkitovast MeguUMHCKe
n3aenvs Ana ANarHoCTUKK in Vitro, 1nm NekapcTBeHHbIE CPeACTBa, BK/IHUas 6uodhapmaLieBTnyeckme.
(MCOITC 11139:2006. cTatbs 2.20)

3.19 Bpems Bbigepkkn (holding time): Mepuopg BpemeHn, € TeyeHve KOTOpPOoro Temreparypa €0 BCex
TOUKaX 3arpy3k1 NoAAeMKVBaETCA B Npedenax AvanasoHa Temrneparypbl CTepuimsaLmn.

4
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3.20

artectaumsi  MoHTaxa  (installation  qualification  HO):  TMonyyeHve ¥ OOKYMEHTVPOBaHWE — [oKasaTeflbCTB
Toro, 4TO 06OpynoBaHMe ObUIO0 MOCTaBMIEHO M CMOHTMPOBAHO B COOTBETCTBMM C  TEXHWYECKMMM TpeboBaHW-
AMU Ha Hero.

[MCOAC 11139:2006, cTaTbs 2.22]

321  koHtpurypaumsi  3arpy3ks  (load configuration): OnpegeneHHas KoHdMrypaums BHYTpU — CTepwinsa-
LMOHHO Kamepbl OTAE/bHbIX HEMOABWKHLIX YacTeid KaMepbl W KOMWYECTBO, TWM. pacrnpefeneHve 1 pasMelle-
HUe NPOAYKLMN, NPeACTaB/IEHHON ANs CTepun3aLyn.

322  o6cnykvBaHue (maintenance): CoueTaHuMe BCEX TEXHMYECKMX W CBSA3AHHbIX  aAMUHUCTPATUBHBIX
[DeicTBiiA  Ons NOAAEpXaHWst W3OeNMs WM ero BOCCTAHOBMEHWS A0 COCTOSIHMS, MpY KOTOPOM OHO MOXET Bbl-
NOSHATL Tpebyemyro OyHKLWIO.

323

MegvupHckoe  msgenve  (medical  device):  WIHCTpymeHT, anmapar, npubop, MalmHa, npucnocobnexHue,
WUMINTaHT, in  Vitro peareHT ww Kasmbpartop, nporpaMMHble CpeacTsa, Marepuasl WM CBA3aHHOe usgjenve,
npefHasHaveHHble MPOM3BOAMTENEM [/ WCNOMb30BaHWS, OTAENbHO WM B COYETaHUM, YesIoBEKOM  ANs

O[IHOW Wn 6osiee onpeseneHHbIX Lesei:
* NarHOCTVKW, NPOCPUIaKTVKL, HAG/IKOAEHNS, IeYEHNs W 06/1erdyeHnst 6onesHu.

* VarHOCTUKW, HABMIOAEHNS, NIeYeHNs], OBIeryeHmns WM KOMNeHcaLumm npy TpaBmax.

* VCCrefoBaHUs, MNepecagkm Wi MogudMKaum WM MOALEPXKKUM OpraHoB WM (OM3MOIOTUYECKVX  MPO-
LIeCCoB.

* MOAAEPXaHUs UM 06EeCNEHEHNS XU3HMW.

* KOHTPO/IA 3a4aTus.

* AEe3VHDEKLN MEONLIHCKX U3LENNIA.

e MOMyYyeHe WHGIoOPMaLWM MEAVLMHCKOrO Ha3HaueHust MOoCpPeaCcTBOM in  vitro  uccriefoBaHns  06pasLios,
B3TbIX M3 YE/IOBEYECKOrO Te/fla M He OKasblBalOLMX CBOEr0 OCHOBHOMO [OElCTBUS B WA Ha 4esIOBEYECKOM
opraHuamMe C MOMOLLBI0  (hapMaKosIorMuecknX, MMMYHOSOTMYECKMX WM  METAB0/IMHECKUX  CPEACTB, HO  (OyHK-
LIMOHMPOBaHMIO KOTOPbIX Takve CPeacTBa MOTryT CloCcO6CTBOBAT.

[NCO 13485:2003. ctatbs 3.7]

MpumevyaHne — OnpegeneHne no WCO 13485:2003 paspabatbiBasiock Global Harmonization Task Foroe
(GHTF 2002).

324  u3vepuTenbHaA uenb  (measuring  chain):  KOMMAEKTbl  9/1IEMEHTOB  M3MEPUTESIbHBIX — UHCTPYMEH-
TOB WIM U3MEPUTESIbHBIX CUCTEM, KOTOpble O6ECneuMBalOT NPOX04 W3MEPUTENILHOrO CurHana oT Bxoga (napa-
METP. NOA/IEXALLIA U3MEPEHMIO) Ha BbIXOA, (Pe3y/ibTar u3mMepeHus).

325

MVKpoOpraHmM3m  (microorganism):  OpraHn3M  MMKPOCKOMMYECKOTO  pa3Mepa,  BKIUawowmin  Gakrepun,
rP1GKM, NPOCTEMLLIVE 1 BUPYCbI.

MpumevyaHne — OnpegeneHHblii  CTaHOAPT MOXET He TpeboBarb HarsgHOCTM  3hpeKTMBHOCTM  npolecca
crepywmsalmi B MHakKtMBaum  BCEX  TUMOB  MUKPOOPraHW3MOB, MepeqnucsieHHblX B onpeaeneHnn, Br/1IoTb A0  Basmaauun
<YW TEKYLLIETO KOHTPO/1A NpoLecca CTepuin3aLmn.

[MCOAC 11139:2006. cTaTbs 2.26]

326 BnaxHoe Teryio (moist heat): TennoBas 3Heprus, MPUCYTCTBYIOWASA BO Bfare, MpeAcTaB/ieHHas B
BUZE Napa Un XWAKOV BOAp, C LIEMbO AOCTVDKEHWS MGEeM MKPOOPraH3MOB.

3.27  HeKkoHAeHcupyeMblii a3 (non-condensable gas): Bosgyx wiiv  gpyroii ra3. KOTOpbIA He  KOHAEH-
CYIpyeTCA B YC/IOBYISIX NapOBOVi CTEPUNM3aLIN.

3.26

arrectaumsi  oyHKUMOHVMpoBaHWs  (operational  qualification  OQ):  Mpouecc nosyvyeHUss U JOKYMEH-
TVPOBaHWA  [0Ka3aTeNbCTB  TOrO, UTO CMOHTMPOBaHHOE 00OpyfoBaHWe paboTaeT €  3adaHHbIX  npefenax
napamMeTpoB MpU UCMO/L30BaHMM B COOTBETCTBUM C €0 SKCI/yaTaLyOHHbIMU NpoLieaypamm.

[MCOAC 11139:2006. cTaTba 2.27)
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3.29

pabounii uukn (operating cycle): TMonHbIi Habop 3TanoB MPOLECCa, BLIMOMHSAEMbIA B ONpeaeneHHol

rnocefjoBarTe/I,HOCTU.
(M3K 61010-2-040:2005)

3.30

ynakoBoyHas cuctema (packaging system): CoueTaHue CUCTEMbI 3alMTbl  CTEPWIBHOCTM W 3aLLMTHOM
YNaKOBKM.
[MCO/TC 11139:2006, ctaTbs 2.28)

331

arTectaumsi  aKCr/lyatmpyemoro  obopyaosaHusa  (performance  qualification  PQ):  Mpouecc  nonyue-
HUS 1 [OKYMEHTMPOBaHUS [0Ka3aTenbCTB TOro, YTO 000pyOBaHWe, YCTaHOB/MeHHoe M paboTaiollee B COOT-
BETCTBUM C TEXHUYECKMM WHCTPYKUMSMKM, MOCTOSHHO paboTaeT B COOTBETCTBUMM C  3a[aHHbIMU - KPUTEPUSMU
1 NO3TOMY BbIMyCKaeT NPOZYKLVIIO, OTBEUAIOLLYIO TEXHUHECKUM TPEGOBAHMSM.

[MCOITC 11139:2006. ctatbs 2.30)

3.32

npeaynpeguTenbHble  aeictBua  (preventive  action).  [eiicTBMS N0 YCTPaHEHWO  MPUYMH  BO3MOXHOIO
HECOOTBETCTBUSA MU APYToii HEeXenaTe IbHOM BO3MOXHON CUTYaLWn.

MpumeyaHund

1 MoXeT MMeTb MecTo 60s1ee 0HOI MPUUKHBI BOMOXHOTO HECOOTBETCTBUS.

2 lpepynpepuTenbHble AEACTBUA  MPeAnpUHUMAOTCA 471 NpefoTBpalleHsi MpOMCLLECTBMS, B TO BpeEMS Kak Kop-
PEKTVMPOBOYHbIE AECTBUS MPUHUMAIOTCA /151 MPefOoTBPALLIEHNS NOET eAEHIS.

[MCO 9000:2005. cratbs 3.6.4]

3.33 nepuiog «nnato» (plateau period): Bpems ycTaHOBNEHNA paBHOBECUS M/THOC BPEMS BbIEPKK.
334

YCTPOIACTBO ~ KOHTpONs  mpouecca (process challenge device PCD):  YcTpoiicTBO, npeaHasHa4eHHoe
ONA MMUTauMM  MPoAyKTa W UCTIONb3yemoe [/19 OLEHKA MPOHMKAaHUA CTEPWIM3YIOLLETO areHta B Xofde uuvKia
cTepUWIM3aLIN.

[MCO/TC 11139:2006. ctatbs 2.33)

3.35

napameTp npoLiecca (process parameter): YCTaHOB/IEHHOE 3HAUEHIE TEXHO/OMUHECKON NepeMeHHON.

MpumeuaHne — TexHuueckse YCMOBMA Npolecca CTepuwiM3alyv  BKIOYaOT B ceGsi napameTpbl npouecca U
WX TOYHOCTU.

[MCO/TC 11139:2006. ctaTbs 2.34)
3.36

nepeMeHHas nmpouecca (process Vvariable): Ycnoeue npouecca cTepuwimMzauun, MpyY KOTOPOM  MeEHsIeT-
€A M1Kpobronornyeckas atppekTBHOCTb.

Mpymep — Bpemsi, TeMNepaTypa, AaBneHne, KOHLEH T paums U BNaXHOCThb.

[MCO/TC 11139:2006. ctatbs 2.35]
3.37

npoaykuys (product): Pesynbtar npouecca.

MpumeuyaHne — B KOHTEKCTE CTaHOAPTOB CTEpWT3aLMM NPOAYKUMS SBMSIETCA  MarepuasibHoil 1M MOXET  GbiTb
CbIpbEM, NOJTYTPOAYKTOM, Y3/1I0M (Y311amut) Wi MEAULIHCKM U3AEVEM.

[MCOAC 11139:2006. crarbs 2.36)
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3.36 cewmelictBO npogyktoB (product family): [pynnbl  (CTepUM3aLMOHHBIE) WM MOArPYNMbl  MPOAYKTa,
XapaKTepu3yloLLMECT CXOXMMM  MpU3HaKaMK, TakMM Kak Macca, MaTepuian, KOHCTpykums, chopma, MosocTy,
YrNaKoBOYHasA CCTEMA M KOTOPbIE 06/1aAAI0T CXOXEN CNOXHOCTBIO AN NpoLiecca CTepun3aLmm.

3.39  KoHTponbHOe YycTpoiictBo nposepku (reference challenge device):  YcTpoiicTBo, wMetowlee  uU3-
BECTHYIO TeMMNepaTypHyHo 3aBUCUMOCTb C 3aKPbITbIM MPOAYKTOM UM CTEPUIN3ALIMOHHON 3arpy3Koii.

340 KOHTpPOMbHasA  3arpyska (reference load): OnpegeneHHas crepw/3auuoHHast  3arpyska  (3arpys-
K1), CO3AaHHasA /151 NPEACTaBNEHS C/TIOXKHBIX COUETaHMIA OTAEbHbIX 3/IEMEHTOB A/151 CTEPUNM3aLIN.

341 KoHTpOnbHaA Touka u3MepeHus (reference measuring point): Touka, r4e pacrnonaraeTcs  Temre-
paTypHbIii AaTumk, UCrosb3yeMbiid 419 KOHTPOISA pabodero Lykia.

342

KOHTPO/IbHbIE MUKPOOPraHM3MbI (reference microorganism): LLITaMMbl MUKPOOPraHU3MOB, NOJTyYeH-
Hble 13 NPU3HAHHBIX KOSIEKLNIA Ky/bTYp.
[MCOAC 11139:2006, cTatbsa 2.39]

343

nepeatrectaums (requalification): MoBTOPEHWE YacTV BanMaaLmm B LieNsSX NOATBEPXKAEHUS NPoJosi-
xaroLLelica npremnemMocTy creLmduLmMpoBaHHOMO npoLiecca.
[MCOAC 11139:2006. ctatbs 2.40]

344  HacblleHHbIn nap (saturated steam): BogsaHo nap B COCTOSHAM PaBHOBECUMSI MeXOy KOHAEHCa-
Lmeii 1 UCriapeHneM.
345

o6CnyxvBaHme (services): Moaaua M3 BHELLIHVX MCTOYHMKOB, HEOGXOAMMAs! A1t KOPPEKTHOTO qoyHK-
LIMOHMPOBaHYISi 060PY,A0BaHMS.

MprMep — NEKTPUYECTBO, BOAA, CKAT bl BO3AYX, APEHAX.

[MCOAC 11139:2006. ctatbs 2.41]
3.46

cneundomkauwms (specification): JokyMeHT, yCTaHaBNMBaKOLLWIA TPE6OBaHUS.
[MCO 9000:2005. ctatbs 3.7.3]

347

onpepensTs (specify): MoapobHO onmnckbIBaTL B COMPOBOAUTE/TBHO AOKYMEHTaLMM.
[NCOAC 11139:2006, cTatbs 2.42]

3.46

CTepWbHbIiA (sterile): He cogepaLupin X3HecrnocoOHbIX MUKPOOPraH3MOB.
[MCOAC 11139:2006. cTaTha 2.43]

349

cTepunbHOCT (sterility): OTcyTCTBUME XM3HECTOCOGHBIX MUKPOOPraHW3MOB.

MpunmeyaHune —HanpakTke HEBO3MOXHO [j0Ka3aTb abCO/IOTHOE OTCYTCTBME MUKDOOPraH13MOoB [CM. CTe-
pumzaums (3.51)).

[MCOAC 11139:2006, cTatba 2.45]
350

YPOBEHb 06ecneyeHns CTepuibHOCTY (sterility assurance level SAL): BeposSiTHOCTb Hasmumst oau-
HOYHOTO XXV3HECMOCOBHOMO MMKPOOPraHM3Ma Ha e auHULLE NPOAYKLIMM MOC/Ie CTEPUNM3aLIN.

Mpumevyanne — TepmmH SAL — KOIMYECTBEHHast Be/M-MHA. Kak npaswio. 10~* wwm OB, Ecm  paHHaA
BE/MUMHA MPUMEHSETCA /19 rapaHTum CcrepwibHoCTY, TO SAL 10'® — MeHbllee 3HayeHue, KOTOpPOe rapaHTVpyeT CTe-
PWILHOCTB JTyuLLie, Yem SAL 105,

[MCOAC 11139:2006. cTaTbs 2.46]
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351

cTepumsaums  (sterilization):  BasmgvpoBaHHbIi  NPOLECC  OCBOOOXAEHMA  MpoAykta OT  Bcex  hopm
YXU3HECNOCOBHBIX MMKPOOPraHN3MOB.

MpumevyaHne — Tlpy CTepwmMsauMm MPOLECC OTMMPaHUS  MUKPOOPTaHW3MOB  OMMCLIBAETCS  SKCTOHEHLMab-
HbIM  3aKkOHOM. CriefioBaTeflbHO, Ha/MYME  KU3HECTIOCOOHBIX  MVKDOOPraHM3MOB Ha  KaKAOM  OTZE/IbHOM U3/ MOXET
6bITb BbIpaXKEHO 8 TEpMMHAaX BEPOSATHOCTW. 3JTa BEPOSITHOCTb MOXET ObiTb CHKEHA [0 OYeHb MasibiX UKCES, HO HUMKOr-
[ia He MOXET BbITb JoBEIEHA 10 HYS1.

[cm. ypoBeHb obecrnedeHmns ctepunbHocTy (3.50))
[MCOITC 11139:2006. cTatbs 2.47)

3.52

3arpy3ka (ctepwwmsatopa) (steriization toad): WV3genusi, KoTopble CTEPWIM3YIOT OOHOBPEMEHHO B  0f-
HOI1 Kavepe cTepu3aTopa.

[MCO/TC 11139:2006. ctatbs 2.48}
353

npouecc crepwmsauum  (sterilization process): Psg  geiicTBuin  wnm  onepauuii, HEOBXOAUMbIX Of1sS  [0-
CTWKEHWS orpeaerieHHbIX TPeboBaHUI K CTEPUSIBHOCTU.

MpumeuyaHne — PsAg Takux [JeficTBAA WM onepaupii  BKIOYAIOT NpPeaBapUTesibHYl0  06paboTky (M Heob-
XOOUMOCTV), BbIAEKKY € CTEepWIM3YIOWEM areHTe B 3afaHHbIX YC/OBMSX W J0BYI0  HEOBXoAuMylo Moc/iefytolyto  06-
paGoTky. [lpouecc cTepwMsauuyv He BKIOYAET JloBble Onepauuy  OuMCTKW, [e3TDEKUMM U YINIakoBKY, KOTOpble  Mped-
LUECTBYIOT NPOLIECCY CTEPUM3ALIAN.

[MCOITC 11139:2006. cTarba 2.49)

354 Temneparypa crepwwmsaumm  (sterilization temperature): MuHUManbHas  Temnepatypa  Avanaso-
Ha TeMnepaTypbl CTepUI3aLmn.

355 pguanasoH Temnepatypbl cTepwwzaumm - (sterilization temperature band):  WHTepBan  Temnepa-
Typ. MPEeACTaBMeHHbI Kak Temnepatypa CTepwmsauMy W MakCuMasibHO  JOMyCTUMasi Temneparypa, Kotopast
MOXeET Npeo6/1aaaTh Ha BCEM MPOTSHKEHNN CTEPUIM3ALIMOHHON 3arpy3kv B TEYEHME BPEMEHM BbIAEKA.

356 kamepa crepwwmsatopa (sterilizer chamber): Yactb crepuwmsatopa, B KOTOpYKO 3arpyaercs cre-
pWM3aLIMOHHASA 3arpysKka.

357

cTepunmsytolmii - areHt  (sterilizing agent):  dusnueckas v  XUMMYECKas  eauHALE, WM UX  KOMOU-
Hauusl. KOTOpble WMET A0CTaTOuHYyd MUKPOOOUWAHYIO aKTMBHOCTb NS AOCTWKEHWS CTEpWIbHOCTM B 3a-
[JAHHbIX YC/OBUSIX.

[MCOITC 11139:2006. cTarbs 2.50)

3.58 Tennosas sHeprus (thermal energy): SHeprvs B dhopme Tenna.
3.59

UCMbITaHWe Ha  cTepwibHOCTb  (test of  sterility):  TexHonormuyeckas  onepauysl,  npegcTaBNstoLLas
yacTb pa3paboTkn, Ba/MaLWM W peaTTecTauum A8  OfnpefesieHnst NpUCYTCTBUS WM OTCYTCTBUSI  KU3He-
CMOCOBHBLIX MUKPOOPraHM3MOB Ha MPOAYKLWN WX ee YacTu.

[MCO/TC 11139:2006. ctaTbs 2.53)

3.60

Bamgaumsa  (validation):  [okymeHTMpOBaHHas  npouegypa  MoslydyeHusi,  NPOTOKOMMPOBAHWS W UHTEp-
npeTaumy  pesynbTatoB, HEOOXOAUMbIX ANs  AEMOHCTpaLMM TOro, UTO MpOLEeCcC HEeW3MEHHO [JaeT MpoAyKUMio,
COOTBETCTBYIOLLYO OMpeAeieHHbIM TEXHUYECKVM TPeGOBaHUSAM.

[MCO/TC 11139:2006. ctaTbs 2.55)

361 BemmumHa z (z value): V3meHeHue Temnepatypbl, HEOOXOAYMOE [/11 M3MEHeHUs Be/uvHbl D B
10 pas.
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4 SneMeHTbl CUCTEMBbI MeHeMHKMEeHTa KayecTBa

4.1 [okymeHTaumsa

411 TMpouenypbl no paspaboTke, BaMfauWW, TekyLemy KOHTPO/II0 W peasiv3auyn MNpoaykuum crepu-
J3aLmm fOKHbI ObITb TOYHO ONPEESEHbI.

412  [okymeHTaupyss K 3anucy, Tpebyemble HacTOSAWMM CTaHAAPTOM, [O/MKHbl 06s3aTeslbHbIM - 06pasoM
MPOBEPATbCA W YTBEPKAATbCA HasHAYeHHbIM nepcoHasioM (cM. 4.2.1). [lokymeHTaumss W 3anucu  AOSDKHbl  KOH-
TPONMPOBATLCA B COOTBETCTBUN C NPUMEHUMbIMM pasgenamy NCO 13485.

4.2 OTBETCTBEHHOCTb PYKOBOACTBA

421 OTBETCTBEHHOCTb M MOMHOMOYMS 33 OCYLIECTB/IEHWe W Y[OB/ETBOPEHWE TPebOBaHWAM, YCTaHOB-
NeHHbIM B HAaCTOSAILLEM CTaHfapTe, [O/KHblI ObITb CTPOro onpefesieHbl. OTBETCTBEHHOCTbL A0/MkHA OblTb  Npu-
CBOEHa KBa/IMDMLIMPOBAHHOMY MepCcoHasly B COOTBETCTBUM C NPYMEHUMBbIMK pasaenavn NCO 13485.

422 Ecnm TpeboBaHWA HACTOSILLErO CTaHJapTa rapaHTUpYlTCA opraHusauyeil ¢ OTAeflbHbIMM - YacTaMM
CMCTEMbl MEHE[KMEHTA KauyeCTBa, OTBETCTBEHHOCTb W MOSIHOMOYMS KKOOW U3 Takux uYacTteid [O/mkHbl  GbiTb
CTporo onpeaerneHbl.

4.3 Peanusauysa npogykumm

431 TouHO YCTaHaB/MBAOTCA MNpOrpaMMbl 3akynkv uzgenus. [aHHble npoueaypbl [OO/MkHbl  COOTBET-
CTBOBATb MPUMEHVMbIM pa3genam ctaHgapta MCO 13485.

432 Tlpoueaypbl WAEHTU(IMKALMM U BO3MOXHOCTM KOHTPONS MNPOAYKUMW  [OMKHbI  ObITb  OnpeaesieHb.
JaHHble npoueaypb! AO/MKHbI COOTBETCTBOBATbL NPYMEHVMbIM pasgeniam cTaHgapTta MCO 13485.

433 [omkHa OblTb oOnpefenieHa cuUcTema, COOTBETCTBYIOLLAA MPUMEHWMbIM — pasgesiam  CTaH4apToB
MCO 13485 wwm WCO 10012, Ana KambpoBKM BCEro 060pyAOBaHMsl, BKIYas U3MEpPUTESIbHYHO —annapatypy
N1 MPOBEAEHUA VCTIbITaHWUIA, CMOb3yEMYH0 [1/151 COOTBETCTBYSI TPe60BaHVISIM HACTOSILLIETO CTaHAapTa.

4.4 13vepeHune, aHas3 1 ynydlleHne. KOHTPOsIb HECOOTBETCTBYHOLLIEN NPOAyKLN

JomkHbl  6biTb  OMpeAeneHbl  npouedypbl  KOHTPOA — MPOAyKUMKM,  MPU3HAHHOM  HECOOTBETCTBYHOLLENR, 1
npouenypbl 418 KOPPEKTUPOBKY, KOPPEKTUPOBOUYHbIX AEWCTBUA U npeaynpeauTentHbiX  AeicTBuiA. Takue npo-
Leaypbl AO/MKHbI YAOBIETBOPATL COOTBETCTBYHOLLMM paszenam CO 13485.

5 OnucaHune CTepuUIN3yoLLLero areHTa

5.1 CTepunsytoLmii areHT

511 B pamkax HacTOsILLEro cTaHaapTa CTepUI3YIOLLM areHTOM A0/DKHO ObITh B/I2XKHOE TerIo.
512 Tlpumecn, cogepxalimecs B CTEPWIM3YIOLLEM areHTe, He [O/DKHbl CHWKATb 6e30nacHoCTb  Mpo-
[OyKTa 19 ero Lienesoro NpUMeHeHus.

5.2 MukpoboumaHasa adddeKTUBHOCTb

Ecm  BnaxHoe Teryio WCMo/sb3yeTcsl BHe [uanasoHa  OOLLEnpusHaHHLIX  YC/IoBUIA, Torga [Ao/mkHa  GbITb
yCTaHOB/IEHA M [JOKYMEHTUPOBAaHA MUKPOGOLMAHAS 30(DEKTVIBHOCTD.

MpumevyaHne — MukpoboumaHas 3EKTVBHOCTL BMXHOMO Tersia W ero MpYMEHeHMe B npouefdypax Ccrepu-
Jm3aLmm A0MKHbI BbITb MOSTHOCTHIO AOKYMEHTUPOBaHbI 1 AOCTYMHbI B My6IMKyEeMOi iTepartype.

5.3 BospelicTBue Ha MaTepuan

[JelictBrie CTepunm3yloLLEro areHTa Ha MaTtepuanbl AO/DkHbl OblTb OLEHEHbl B COOTBETCTBUAM C Tpebosa-
HUSMW pa3fenoB 6 1 7.

5.4 3konormyeckvie haktopbl

OG6bIMHO CuiTaeTCsl, YTO B/IQXKHOE TEM/I0 He OKasbiBAET CyLUECTBEHHOTO B/MSHMS HA OKPYXaOLLy Ccpe-
[y: OfHaKO [O/MKHO ObiTb OLUEHEHO MOTEHUMA/ILHOE B/MSIHAE MpOLEcca CTEPWIM3ALMU Ha  OKPYAOLLYH  Cpe-
Oy W JOMKHbI ObITb OnpeaeneHbl Mepbl, HeoOXoauMble /11 3alMTbl OKpyXaroleid cpegbl. JomkHa OblTb  [OKy-
MEHTVMpOBaHa [jaHHasl OUeHKka, BK/IHOYAsi BEPOSTHOCTb B/MSHUSA (EC/M 3TO MMEET MECTO) W MeTofbl KOHTPOSISt
(ecnv oHun onpeaeneHbl).

9
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6 OnucaHune npouecca n 06opynoBaHnA

6.1 Tpouecc

6.1.1 O6uee

JonxHbl 6bITb ONpeaeneHsl Npoueaypbl cTepuinsaumn. CrieLmdukaums Ao/mkHa BKIKoUaTb e cebst:

a) onncaHve paboyero uyKna:

b) MapameTpbl NpoLiecca 1 1x AOMyCKU:

C) CemeliCTBO NPO/YKTOB, KOTOPbIE MOTYT ObITb CTEPU/IN30BAHDI;

d) TpeboBaHMs K CO34@HMIO HEOOXOAMMbIX YCMOBUI OS89 MNpoAykKta nepeq, CTepwissalyieil, ecnnm AaHHble
YCNOBUS HEOBXOAVMbI A1 06ecneveHus 3hcheKTBHOCTM MpoLiecca CTepun3aumy;

€) MNOJIOKEHNE KOHTPO/TBHOM M3MEPUTEILHOI TOUKM;

f) MUHUMaSIBHOE WM MakcMMasibHOe AaBfieHue, KOTOpoe MOXET BO3HVKaTb B MyCTOW Kavepe crepuiu-
3aTopa (BK/IHuast HENoABYDKHbIE YacTV Kamepbl);

[) CKOPOCTb M3MEHEHUS YBEMYMBAIOLLETOCH W YMEHbLUAIOLWETOCH [JaB/ieHMst W JOMyCKA A1 KaKAOH
3Tana npotecca.

h) MakcumarbHOe KO/MYECTBO Kaxkdol MpUMecH, KoTopas MOXET MpUCYTCTBOBaTb B JIOOOM  KUOKOCTH,
BO34yXe, rase W nape, [JOMyCTUMOW [ANs KaMepbl CTepw/3aTopa, ecrv MpYMech MOXET HeratviBHO BO3Aei-
CTBOBATb Ha NPOAYKT;

i) TEXHOMOrMYeckMe MapameTpbl, KOTOpble W3MEPSIOTCA M WCTMOMb3YOTCA A1 Bepudmkalum  TOro, 4to
6YyEeT BbINO/THEH NPOLECC CTEPUNM3aLIN:

j) KOHdUrypauwms 3arpysku;

k) orpaHnueHV st pasmepa Winim Macchl CTEPUMIM3ALIMOHHON 3arpysKu;

1) nepuoguueckuii KOHTPOSb W KPUTEPUIA MPUEMKW, NPUMEHSIEMbIV [/ MPOBEpKM TOro, 4TO Mpouecc CTe-
pun3aLwm OCTaeTcs BOCNPOW3BOAVMbIM;

T) pacrnofiokeHue W OfpeferieHHbIi  KpUTEPUIA MNpUEMKM  O/11  BGUOMOTMYECKUX  UHAMKaTopoB (8.5 wwm
8.6). ecniv NPUMEHSIOTCS;

M) pacrofiokeHWe 1 onpefesieHHbI KpUTepUin NpUeMKU  ANs  XMMUYECKUX MHAuKaTopos (8.8). ecnm npu-
MEHSIOTCS:

0) MUHMMabHas JfETabHOCTL LKA, AOCTUraemasi Mo BCell CTepWIM3aUMOHHOW 3arpyske, M MeTofpl, C
MOMOLLII0  KOTOPbIX Obl1a YCTaHOB/EHA [AaHHas /IETAIbHOCTL  CTEpWIM3aLMOHHOM  3arpysku, [O/11  KOTOpoi  6bul
npefHasHayeH npouecc CTepwdsauuy, €ecrv  MUKpoGMonorMyecke  MeToAbl  UCMOSb30Ba/MCh O/ YCTaHOB-
NeHns athbdpekTMBHOCTY npoLiecca CTepun3aLmn:

p) 06paboTka noc/e paboyero LyKNa, ecm gaHHasi 06paboTka BK/IKOHEHa B NPOLECC CTEPUM3ALN.

6.1.2 [lpouecchl C HAChILLEHHBIM NapoM

B pononHeHve K TpeboBaHvsM B 6.1.1. crieupdpukaums 48 npouecca  CTepuamMsalyi  HacbIWEHHbIM
MapoM, B KOTOPOM HaCblEHHbIi Nap. BrAyCKAEMbl B CTEPUIM3ATOP, SBMSETCA CTEPUWIU3YIOLLMM  BELLECTBOM,
[IOmKHa BK/HoYaTh B Ce6s:

a) Bpems BbAEPKKA U MUHUMa/bHas W MakcuMasibHas Temneparypbl (M WX /oKanm3auyu), M3MEPEHHble
B TEYeHVie JaHHOTO BpeMeHH B MyCTol kamepe cTepunmsaTopa (BKM4ast HenoABWKHbIE YacTu Kamepsbl);

b) B TeYeHMe BPEMEHV BbIAEPKKA MakCMMaslbHasi pasHUL@ Temnepartyp, W3MepeHHas B KOHTPOJIbHON
M3MEPUTENbHO/ TOYKE W  TEOPETUYECKOW Temneparypbl, OMPEeAesieHHON W3 Tabnvubl 3HaYyeHuin Mapa Ans  us-
MepeHHbIX AaB/IEHWIA Kavepbl,

C) B Tex cCnydyasix, Korja CeMeiicTBO npoAykuww, onpedeneHHoe B 6.1.1 c), cocToAT M3 MaTepuasios,
M3BECTHbIX KaK OrpaHMuMBalOLLME TPOHMKAHME Mapa 3a CYET XOpOLIero KauectTBa WX KOHCTPYKUMM, WM KOH-
durypaumm  3arpysk, WU, UCKMoYas 060CHOBaHHOe ApyriM  00pasoM, OMMCaHWs WCTbITaHWMS Ha  MPOHUKaHWe
napa, ucnosb3yemMoro s BepudpvkaLum TOro, 4YTO B Kavmepe CTepwiMsatopa COAepXaHue HeKoHAeHcvpye-
MbIX Ta30B, SBSIOLMXCA peE3yNbTatoM HaTeKkaHWst B Mepuof BakyymMa WM OCTalolmxcs B pesynbrare  Hedo-
CTATOYHOTO YA@/IeHVs1 BO3fyxa B paboyeM LUyKne, He MPensTCTBYET Ha/IMUMIO HAaCbILLEHHOro fnapa Ha noBepx-
HOCTS$IX. MOABEPratoLLIXCS CTEPUTU3ALINN:

d) €C/M Boda MOXET ObiTb MPUUMHON HEBGNArONPUATHOTO BO3AENCTBMA HA YMCTOTY CTEPWIN30BAHHOTO
npoaykKta W €ro cucteMy YrakoBKW, MakCUMaslbHOE KOSIMYECTBO BOAbl, KOTOPOE MOXET OblTb B3BELUEHO B Ha-
CbILLEEHHOM Nape, BryCKaeMoM B KaMepy CTEpUIN3aTOpa;

€) KOHTpO/bHas 3arpy3ka (3arpys3kv), MpuMeHsiemas 71 MNOATBEPXKAEHVUS WM OueHKn  3ddheKTUBHOCTA
npoLecca cTepunsaLpn Ans sarpy3ki ctepumsaiyn, onpeaeneHHoli B 6.1.1 ¢). 6.1.1 ) n 6.1.1 K);

f) onvcaHue YCTPOCTBa KOHTPO/TS, Er0 Pacro/IOKEHUS U Kak UHTEPNPEeTUPOBaTb Pe3y/bTaTbl, eC/v OHO
1Cnosb3yeTcs A1 NPOBEPKM 06ECMeHEHst ONPeAEe/IEHHON0 NpoLiecca CTEPUIU3aLINK:
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[) CyXOCTb KOHTPOSBHOW 3arpy3ks, OnpefenieHHas € MOMOLUbI0  M3MEHEHUS MacCbl WM OLLyLaeMoli
B/I&XKHOCTMW.

6.1.3 TlpoLecchl ¢ ynakoBaHHbIMM NPOAyKTaMu

B pononHeHve Kk TpeboBaHusm B 6.1.1. crneumdmkauMsi mpouecca  CTepuwimMsauyMi  JO/DKHAa  BKIloYatb B
cebs cremylwylo  MHGIopMaUio 41 3arpysku  cTepwwmisaumn,  cogepxaileli  npoaykt  (MpoayKTbl),  KOTOpbIi
OTHOCWTCA K CcemelicTBam MpOoAyKToB, onpefeneHHbiM B 6.1.1 ¢), U ana  KoHdurypaumm Havbornee  TpyaHO
CTEPUNN3yEMON 3arpy3Ku:

a) nogpobHOCTM npogykTa (MPOAYKTOB) W €ro  KOHTeliHepa (KOHTE/HEpPOB) WIW. €CAM  MPUMEHSIETCS, KOH-
TPO/IbHbIV NPOAYKT (MPOAYKTHI);

b) pa3vep CTEPWIM3ALMOHHOM 3arpy3knm W €e pacrofioKeHWe, OpUeHTaUMst U cucTeMa MNOAAEPXKKN BHY-
TpY Kamepbl CTepusaTopa:

C) TemneparypHble npochwavm u 06nacTv, B KOTOPbIX OHU ObUM OMpegeneHsl Ans nepuoda paboyero
UMKMa, NS KOTOpOro 3asiB/ieHa JIeTa/lbHOCTb, M3MEpEeHHasi Kak B MycToli KaMepe cTepwwsaumm Tak U B CBO-
601HOM MPOCTPAHCTBE BOKPYT CTEPUIM3ALIMOHHON 3arpy3ki:

d) MakcMmarnbHas 1 MYHUMaUbHas TeMnepatypa U CKOPOCTY M3MEHeHUs 47151 neproaa paboyero LnKna,;

€) MeTof YCTaHOBMEHVsi ObnacTeil, rae MOXET ObiTb M3MEPEHa MakCuMasibHas W MUHUMabHast Temne-
parypa.

6.2 O6opynoBaHve

6.21 [JomxHo ObiTb oOnpefeneHo 060pyAOBaHWE, WCTONb3yeMoe A1 ObecreyeHnst npouecca CTepuiu-
3aumm. Cneupdrkaums fomKHa BKOYaTh B CEOST:

a) 060opyaoBaHMe BMECTE CO BCEMY A0MOHUTE/TbHBIMU KOMIM/IEKTYHOLLIMMIA

b) MaTepuasibl KOHCTPYKUMM KaKAOM YacTu 06OopyfoBaHUS W AOMOMHUTENbHbIX  M34enuid, KoTopble  WC-
MOMb3YKTCA  [1 OrpaHMYeHnss U TPAHCMOPTMPOBKMA Mapa WM Kakoro-nMbo  Apyroro rasa WM HKMOKOCTM B Ka-
mepe ctepunmsauum (cm. 6.1.1 h);

C) O KaKOOW W3MEepUTeSIbHOM Lenu, UCMOMb3yeMOon [1  KOHTPOSS, WHAVKALWKW, MOHWUTOpUHIa U obe-
CMeYeHNs 3/1IEKTPOHHON W NOCTOSIHHOM 3an1cK NpoLLecca CTepun3aLm:

1) onvcaHvie n3MepuUTEnbLHON Lenw;

2) XapaKTepuCTUKM 1 PacriofioKeHVe AaTumKa:

3) Metog BepudMKauMM  KasIMOGPOBKU  M3MEPUTENIbHOM LN, COOTBETCTBYHOLLMIA  HALMOHA/IbHOMY — CTaH-
[apTy Ka/IMBPOBKU.

d) mMakcMmasibHasi CKOpOCTb M3MEHEHUS AaBNEHUS:

€) HeucrnpaBHOCTb  (HEMCNPaBHOCTY), pacro3HaBaeMble  CTepWIN3aLMOHHLIM  060pyaoBaHueMm, BMeCTe C
BY3yasTbHbIMY, 3BYKOBLIMU W PETVCTPUPYEMBIMM NPeaynpeXxaeHsMy;

0 w™epbl 6Ge3onacHoCTW, BKIHOUAs Te. KOTOpble MpedHa3HayeHbl A1 KOHTPOMS MepcoHasia WM 3aluThl
OKpY>KatoLLIeR cpeapl;

[0) yTBEpXAEHME O COOTBETCTBAM O6/ACTHbIM, PETVOHA/TBHBIM - WM HAUMOHAIbHLIM  HOPMATUBHBIM - [0~
KyMeHTaM M0 BbIMyCKam B OKPY>XXatoLLYyto cpefy 13 060pyA0BaHUS;

h) onucaHMe W kpuTepuiA NPUEMKM VCTIbITaHWS, NPUMEHSIEMOrO [U1  ONPEAENeHUst YPOBHA  BO3AYLLHOMO
HaTeKaH1s1 B KamMepy CTepUNM3aTopa, C/iv B TeUeHue pabouero Lyik/ia NpUMEHSIETCS BakyyM:

j) ecnm  ycTaHOBMIEHO, OMnMcaHWe YCTPOiiCTBa  (HampuMep, BO3AyLUHbIA AETEKTop), BKIOYas €ro  ycra-
HOBOYHbIE NapameTpbl, WCMOMb3yeMoro 719 O6HapyXeHWs HeKOHAEeHCVpyeMoro rasa  (BkIo4Yas BO3dyX), KO-
TOpbIli MOXET MpWUCYTCTBOBaTb B Nape, MOA4aBaeMOM B Kamepy CTepuimMzaTopa WM OCTalolleMcs B kamepe
cTepunm3aTopa nocse atana oTkauky Bo3ayXa B MpoLecce CTepunsayn.

6.22 [JomkHbl ObITb oOMpeaeneHbl pabouve npouedypbl A1 060pyAoBaHUS U AOMOMHUTENBHLIX  U3Ae-
JmiA. CneupdpmkaLna o/mKHa BK/KOUaTb B CE6S:

a) pabouwii umkn  (UMKbl), MNporpaMMMpyeMble Ha aBTOMATUYECKOM KOHTPO/UIEPE W MeTodbl, C  MOMO-
LLIbHO KOTOPbIX MOTYT 6bITb BHECEHbI 3MEHEHVIS B MPOrpaMMbI:

b) noLaroBasi IHCTPYKLIMSA MO 3KCTUTyaTaLum;

C) MeTo4, C MOMOLLBH KOTOPOr0 MOXET ObiTb onpeaeneH cO0 B OOCTKEHWM MapameTpa npouecca U
[elCTBYISA, KOTOPbIE MOTYT ObITb NPEANPUHSTLI B TAKOM C/TyHae;

d) KambpoBKa 1 MHCTPYKLMA MO TEXHUHECKOMY OOC/TYXKBAHUIO;

€) MeTodbl, C MOMOLLbI0 KOTOPbIX MOXET ObiTb OfpedeneHa oOwmMbka B pesy/nbTatax KOHTPOons, WHAWKa-
LM M pervcTpaumv;

f) B3aAMMOAENCTBME C TEXHNYECKOW NOAAEPKKON.
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6.23 [omkHo Oblb OMNPeaeneHo MO/IOKEHVe, a KOTopoe YcTaHaB/MBaeTcs 06opyaoBaHve. Cneumdn-
KaLms AoMmKHa BK/IHOYaTh B Ce6s:

a) MecTo, NPOCTPAHCTBO U OKPY>XaroLLe YCOBUS, B KOTOPbIX YCTaHaBIMBAETCS 060PYA0BaHME;

b) VHCTPYKLMS MO YCTaHOBKE;

C) MOAPOGHOCTU TEXHWYECKOrO OOC/YXMBaHWS, HEOOXOAMMOTO /1 MpaBWIbHOM pPaboTbl  060pYyA0BaHUS,
BK/KOYaS (€CIN MPUMEHSIKOTCS):

1) cnoco6bl N30

2) MVMHVMasTIbHOE Y MakKCUMasTbHOE [aB/IEHUE;

3) MakcumasibHasi TeMneparypa;

4) MVUHVMaJIbHBINA NOTOK;

5) chunbTpaums;

6) MMHUMaILHOE U MaKCUMasIbHOE 3EKTPUHECKOE HaNPSKEHNE Y MaKCUMasTbHbIE BOSbT-aMMepbl;

7) MakcuMasibHbI YPOBEHb HEKOHAEHCPYEMONO rasa 1 Karesib BoAbl € HaCbILLEHHOM Nape;

8) MakcumasibHOe KOMMHECTBO KadkaOoM NpUMeCH;

d) Harpy3ka HeCyLUMX KOHCTPYKUMIA, KOTOpble Cryxar A9 MOAOEPKKA OCHOBHbIX TSHKESbIX  KOMMOHEHTOB
06opyaoBaHus;

€) Mmarepviasibl KOHCTPYKUMM YacTeil, koTopble MepemeLlaloT nap. ras, BO34yX W BOAy € NpOCTPaHCTBO, B
KOTOpOe YCTaHaB/IMBAETCH CTEPUNIN3ATOP;

f) [OOKyMeHTauusi COOTBETCTBUS O6/1ACTHbIM, PEMVIOHaUTbHBIM WM HAUMOHA/TbHBIM - HOPMATUBHBIM - [AOKY-
MEHTaM OTHOCUTE/TbHO BbIMYCKOB B OKPY)XaIOLLYHO Cpeay 13 060pyA0BaHus.

6.24  Cvcrema NOALEPHKN CTEPUNM3ALMOHHON 3arpy3kM B kamepe CTepwiMsatopa He [0/pkHa  npe-
MATCTBOBATb  AOCTUKEHVIO MOCTOSIHHBIX — CTEPWIM3ALMOHHBIX  YCMIOBUIA WM OblTb  MPUYMHOMA  MOBPEXAEHUS1  Mpo-
[yKTa n/nunn ero ynaxkosku.

6.25 JomkHbl OblTb MOArOTOB/MEHbI CpPeAcTBa 4719 06ecneyeHVss TOro, YTO HEeUCnpaBHOCTb  AOCTUKEHWS
onpefieNieHHbIX MapameTpoB npouecca He OygeT npuBOAMTE K He3(h(IEeKTMBHOCTM  Mpouecca  CTepumsaumu,
cuuTatoLerocs agdeKTUBHbLIM.

6.2.6 Mpon3BoguTens 06OpPYyJOBaHWS  [OO/DKEH  YCTaHaB/MBaTb — [OKYMEHTUpOBaHHble — mpoueaypbl  Ans
BA/MOAUMM  MPUMEHEHUST MPOrPaMMHOTO  OBEeCneYeHnst W WM3MEHeHVs MoA06GHOr0  MPOrpaMMHOr0  ObecrieveHust
W ero MpYMEHeHVst MpU MPOM3BOACTBE, KOTOPOE MOXET B/MSATb Ha COOTBETCTBME 06O0pYAOBaHMS €ero cre-

umcbnkaumm.

7 OnpepeneHne npoaykra

7.1 [omkeH 6bITb ONpeseneH NPoAYKT 415 CTEpU3aLINN.

7.2  [omkHbl ObiTb OMpeaeneHbl CUCTEMbl YNakoBKA MpoAykTa (ec/M WCMONL3YHTCH) M OHWM  [O/DKHbI  CO-
otBetcTBoBaTh MICO 11607-1 n CO 11607-2.

7.3 JomkHbl ObITb OMPEeAeneHbl CEMENCTBO MPOAYKTOB, COOTBETCTBYHOLLEE MPOAYKTY, W €ro cucrema
YIMaKOBKU.

7.4 [omkeH GbITb ONpeseneH KpUTepUin Ans onpeae/eHnst CEMEeNCTBa NpoayKTa.

75 ECnM yCTPOIACTBO KOHTPO/ISI MpOLEcca OnpegesieHo Kak Harpyska, Kotopasi MOXET ObiTb  MCMOMb30-
BaHa /151 NpeACcTaB/eHns NPOAyKTa 1 ero CUcTeMbI YNakoBKY, 3TO AO0SDKHO ObITh OnpeaesieHo.

7.6 lMpegenbHoe 3HayeHMe (3HaueHWsl) [OMKHO ObiTb ONpefeneHo /1 KaKAOW NepeMeHHon mpouecca,
CO CTOPOHbI KOTOPOI MOXET NoABEepraTbC BO3AEVCTBMIO MPOAYKT 1 €ro cMCTeMA YMakoBKM (EC/M UCMO/b3YeTCs).

MpeaensHble 3HayYeHWst O0/KHbl ObiTb  YCTAHOBMEHbI A1 BCEX WCMOMb3yeMbIX MaTepuasioB M COoYeTaHuit
MatepuanoB. Jl0/mkHbl ObiTb  YCTAHOB/EHbl HauXyflumMe BapuaHTbl 3(CDEKTOB BO3AENCTBMS WM MOBTOPSHOLLE-
rocs BO3JENCTBMS (KOrfa MPUMEHSIETCS) CTepUM3YIOLLEro areHta npu  /loboM  COYETaHWMM  MapameTpoB  Mpo-
Liecca Ha hrsnyeckme U XMMUYECKE XapakTepUCTUKA U BUOCOBMECTUMOCTL MPOAYKTA.

MprMepbI HEKOTOPbIX NepeMEHHbIX MPOLECCOB BKIOYAKOT B Ce6S:

* Temneparypy;

* BpEMS BbIAEPXKN MPY NPefesibHbIX 3HAYEHUSX;

* [laB/IEHVIE;

- CKOPOCTb M3MEHEHUS AaB/IeHUS.

* CKOPOCTb M3MEHEHVs1 Temnepartypbl.

MpumevyaHne — TpegenbHble 3HaYeHVst A1 [aHHbIX MapaMeTpoB MpoLecca  SBASKOTCS  OnpefiefieHHbIMKY,  Tak
KaK MpEBbILLEHNE OMNPefesieHHbIX 3HAYEeHU MOXET OKasblBaTb — HeGraronpusiTHoe BO3AglicTBME Ha  paboune  xapakTepu-
CTUKV NPOAYKTa WASIM €ro YNaKoBKy.

12



FOCT P NCO 17665-1—2016

7.7 Ecrmv ypoBeHb BIKHOCTY, UMENOLLMIACA B MPOAYKTE WWM €ero cucTemMe YMakoBKM nepes Crepuin-
3aueil MoXeT BMATb Ha 3pdpekTVBHOCTL npouecca CTepwwmszaumy, TO [0/MKHO OblTb  ONpeaeneHo npejerb-
HOe 3HaueHVie (3HaueHUsl).

7.8 Ha crabwibHOCTb M aKTMBHOCTb 3aKpbITOrO MNPOAyKTa He [OO/DKHO OKasblBATbCA HEraTMBHOTO  BMS-
HMS. KOrja OH nofBepraeTcs BO3AENCTBMIO MpeanofiaraeMoi TemnepaTypbl CTepwsaumm B TeYeHne Bpeme-
HU BbIAEPXKN.

79 ECM Ha u4uCTOTYy npofdyKta MOMET B/MUATb 3arpsisHeHVe (3arps3HeHVst), OocCTalolMecs Ha  NnpoaykTe
rnocsie CTepunmM3aLmm, AO/MKHO BbITb OnpeaeneHo 3arpsi3HEHVE Y MakCUMasibHO JOMYCTVMbIA Npeaen.

710 [JomkHa ObITb oOnpefdeneHa cucTeMa oO6ecrneyeHus TOro, YTO COCTOsHWE npofykra wwii ero cu-
CTEMbl YMakoBKW, MPeACTaBfeHHbIX /19 cTepwm3auun, He OyayT nogseprarb — ornacHocT  3dhpeKTUBHOCTb
mpouecca crepwmsaumn. [aHHas cucTeMa [0/DKHA, MO MeHblueli Mepe, BKIOYaTb B cebs  credywolpe ane-
MEHTbI:

a) abdpekTvBHAs ouMcTka W Ae3vHeKuMst (ECM HameyeHa MOBTOpHasi 06paboTka), BKIOYAs MHOMO-
pas0Bble CUCTEMbI YIAKOBKM, KOTa OHU NPUMEHSIOTCS (HanpuMep, TBepblii KOHTeHep 4715 cTepumvsauun);

b) LIEMIOCTHOCTL CUCTEMBI YTNAKOBKY Nepes, 1 Nocne BO3AeNCTBISA NpoLecca cTepunmsaLmy;

C) KOHTPOSb OKPYXaloLWen cpeabl B 06/1acTsX, KOTOpble MOTYT OKas3biBaTb B/MSIHAE Ha 6GUOHarpysky npo-
AyKTa,

d) «Korga napaveTpbl npouecca  onpefensioT, WCMosb3ys METO[, OCHOBAHHbIA Ha  OumoHarpyske, OLeHKa
6roHarpyskv B cootsetcteum ¢ ICO 11737-1.

8 OnpepgeneHue npouecca

81 [lomkeH OblTb oOnpeaeneH Mpouecc CTepwmsaumy, BKIOYAas MapamMeTpbl npouecca W WX npedernbl.
Bo Bpema yTBEpXOEHWS [aHHOMO npouecca m3nyeckme napameTpbl npouecca [0/mkHbl OblTb  onpeneneHsl 1
1CMO/1b30BaTLCH, COOTBETCTBEHHO, [/151 NOATBEPKAEHVIA BOCMPOV3BOANMOCTY.

82 JonxeH OblTb onpegeneH MUHMMabHBIA YpPOBEHb obecneveHns crepunsHocTM  (SAL), aocturae-
MbI B poLiecce CTEPWIM3aLIMM Ha UV B Npefenax NpoaykTa.

8.3 [pouecc cTepwwmsauym He [OO/DKEH MOABepraTtb MNPOAYKT W €ero YrakoBKy BO3AENCTBMIO MapaMeTpoB
rnpoLiecca, NpeBbILLIALLYX YPOBHY, ONpefeneHHbIe B 7.6. a Takke 3arps3HeHne, onpegeneHHoe B 7.9.

84 EcCm npoaykt CTepwmsyeTcsd C MOMOLUBIO HaCbIWEHHOTO rapa, YPOBEHb OCTATOYHOrO BO3dyxa U
HEKOHAEHCUPYEMOrO a3a B Hadvasle BPEMEHW BbIAEPKKA He [O/PKEH MPEensATCTBOBaTb KOHTAKTy HaCbILEHHOMo
napa co Bcemm NoBEPXHOCTAMM NPOAYKTa, BKOHYasA NOBEPXHOCTU BO BriaAnHax, NpoCBeTax U Tpyokax.

85 Ecmm cucteMbl 6MOMOMMYECKAX UHAMKATOPOB MCMOSL3YOTCA Kak 4YacTb YTBEPXAEHWS npouecca CTe-
puwmsaum B COOTBETCTBMM C METOAOM, OnMcaHHbIM B 8.11 a), OHM A[o/mkHbl cooTtBeTcTBoBatb VCO 11138-1 u
NCO 11138-3. [o/mkHbl ObITb ONpefeneHbl  MUKPOOPraHW3mbl, MOMyNAUMsl, YCTOAYMBOCTL W METOA, NpeacTas-
NeHna N Jo/KHa NPUHMMATLCA BO  BHUMMAaHME CyLIHOCTb MCMOJSb3yeMOoro npouecca Ccrepwizauum u - oxuaae-
Mast U YCTaHOB/IEHHAs BroHarpyska.

MeToA npencTaB/eHUss MOXET BKIOYATb B CeOS  3apaXeHHbIi MpPoAyKT WM pasMeLLEeHMe  3apaXeHHOro
HocuTens (HocuTeseid) Ha NpoaykTe.

86 Ecmm cucteMbl 6MOMOMMYECKAX WHOMKATOPOB MCMOML3YIOTCA Kak 4YacTb YTBEPXOEHWA npouecca Cre-
punMzaLmM  HaCbILLEHHbIM NMapoM B COOTBETCTBMM C METOAOM, OnucaHHbiM B 8.11 b). ¢) wuunm d). oHM OO/MKHbI
cootsetcTBoBaTh ICO 11138-1 1 NICO 11138-3.

8.7 [na ynakoBaHHbIX MPOAYKTOB [AO/DKHO ObITb W3BECTHO B/IMSHUE MPOAYKTa W €ro CUCTEMbI YMNakoBK/
Ha JIeTa/IbHOCTb TECT-MVKPOOPraHM3ma, KOra OHY NMoABEpratoTcs BO3AEMCTBIKO NPOoLEecca CTepunsaLiyn.

88 Ecwm xvmnueckve vHOMKATOPLI MCMOML3YIOTCA KaK 4acTb YTBEPXKOEHWA npouecca  CTepusmsaumn,
OHM [O/DKHBbI COOTBETCTBOBATb Hag/iexawym dactam cepuii MICO 11140 n He [O/MKHbl HEraTMBHO BMSTb Ha
MeOVUMHCKOe U3[e/iMe 3a CYET peakuwn, 3arpsasHeHus wWunv nepemMelleHns nepes, BO Bpems wia  nocre
onpefesieHHoro npoLiecca CTepuinsaLim.

89 Ecm PCD wucnonb3yetca A1 OueHkM  3dhhekTMBHOCTM  OMpefesieHHoro  npouecca  cTepunmsaumm
Ona  obpaboTkM MPOAyKTa, YCTAHOB/IEHHOTO B pasfenie 7. [0/kHbl OblTb  YCTAHOBMIEHbI W [OKYMEHTVPOBaHb!
060cHOBaHHOCTL PCD, MeToA0/10r1s (METOA0/I0MM) UCTIBITAHWS U KPUTEPIIA MPUEMKN.

8.10 Tlpouecc crepwmsaumy [0MKEH OblTb YTBEPXKAEH Ha OCHOBaHWW, MO MEHbLUE Mepe, OAHOro U3
CnesyoLLyX MyHKTOB:

-flaHHble, MpefocTasfseMble  NPOW3BOAUTENEM  MEOWUMHCKOrO  u3gervs, Wwim  npousBoguteneM  Mare-
pviasia ynakoBKn innn npousBogutenem ctepunmsaropa (cm. ICO 17664);

- CXOACTBO C NPOAYKTaMu, KOTOPbIE Yk Gbl OTHECEHDI K CEMEICTBY MPOAYKTOB:

* pa3paboTka paboyero UyKa, KOTOpbIi BblAACT onpeaesieHHbii SAL.
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8.11 SAL. focTuraeMblii Ha WK B NPOyKTe a NPoLEecce CTEPUNM3aLIN, AO/MKEH ObITb:

a) YCTaHOB/IEH 3a CYET 3HaHWS BMOHarpy3ky (CM. MPUIoKeHKs 8 1 C) nam

b) onpeaeneH ¢ NOMOLLbIO MeToAa «MosIHOM rmben» (CM. Npunoxexne D) nnm

C) onpegeneH C MOMOLUBK [EeMOHCTpauyn TOro, YTO B TeyeHUe BpeMeHM BblAEPXKM BCe 4acTu Mnpoaykra
noapepraloTcs  AElCTBUI0  MapaMeTpoB  Mpouecca, BbiGpaHHbIX K3 OhMUManbHOW  HALMOHa/TBHOW WM pervo-
HasTbHO thapmakonen nnm

d) paBHbIM WM MpeBbiATL TpebOBaHUS, OMpeaesieHHble B C), MPW  YCMOBWUW, YTO MPOAYKT OTHECEH K
cemelicTBy MpPOAYKTOB, [1s KOTOPOrO OMpefeneH npouecc CTepwwsauuy, W 4YTO BpemMsl YCTaHOBMEHUS paBHO-
BECVIS HE NPEBbILLAET MakCUMasTbHOTO /151 NMPOAYKTa, OTHECEHHOTO K TAKOMY e CEMeICTBY NPOAYKTOB.

812 [na npouecca CcrepwiM3aumy, YTBEPXKOEHHOO C  MOMOLLLIO  MMKPOBUOSIOMMYECKOro MeToda, Mpu-
MeHSIeTCA creyoLlee:

- onpegesneHne GroHarpyskM AOMKHO BbIThb BbINOMHEHO B cooTBeTCTBUM € ICO 11737-1;

* VICMbITAHUS CTEPUILHOCTY A0/KHbI ObITb BbIMOMHEHbI B COOTBETCTBUN C ICO 11737-2;

* MpOAYKT, MPUMEHSEMbIA MpY YTBEPXKAEHUM Mpouecca, [JO/MKeH ObiTb 06pasLOM  perynspHoro  npous-
BOACTBA:

* MpUMeHsiemMoe 060pyJoBaHWe [O/MKHO OblTb  CMOCOBGHO — BOCMPOM3BOAMTL — KOMOWHALMIO  MapameTpoB
mpouecca C NeTa/lbHOCTbIO, MeHbLUe 4YeM B Mpouecce CTepuim3auuM, Tak 4YTOObl YpPOBEHb VHAKTVMBaLMM  Mu-
KpPOOpraHM3mMOB MPMBOAWT K  YMC/IEHHOCTW, KOTOpas MOXeT OblTb  MHTEprnonmMpoBaHa OTHOCUTENIBHO — OOLLEro
pesynbrarta.

813 Ecru nocne BO3AENCTBUSA Mpouecca Crepuimsauum TpebyeTcsl 06paboTka MpofykTa U ero  ynakoB-
K1 ANs TOro, UTobbl NoAAePKUBATL CTEPUIBHOCTB, A0/DKHA ObITh OnpeaesieHa AaHHas 06paboTka.

9 Banupauwusa

9.1 O6uwee

91.1 Kaxgpii 3Tan BaMpauMM [O/DKEH OblMb BbLINOJIHEH B COOTBETCTBAM C  [AOKYMEHTUPOBAHHOM Mpo-
Lieaypoii.

912 [donkHO ObiTb BepuMLMPOBAHO, YTO KaXKAbIA 3MEMEHT CTAUMOHApPHOTO W MNEPEHOCHOro  06o-
PyZ0BaHUS MCMOMb3yeTcs B MPOLIECCE BbINO/IHEHVS BANMAALIMM B COOTBETCTBUM C €ro cnevyidhrkaumei.

913 Jliobble MoaudwmkaLmm MpPoAyKTa, OOOopyAOBaHUA WM npouecca CTepwiMsaumm  A0/mMkHbl ObiTb  3a-
PerncTprpoBaHb! 1 NOATBEPXKAEHDI, 1 cneumdmkaLm AO/MKHbI ObITb COOTBETCTBEHHO M3MEHEHbI (CM. Tarke 12).

914 Lenb uv3MepeHUss 719 KaXOOr0 WCMbITATEIbHOTO WMHCTPYMEHTa, WCMOMb3yeMoro Ans  Banvjaumn
JOoMmkHa MeTb:

* Ka/IMOPOBKY, COOTBETCTBYIOLLYIO HALMOHAIBHOMY CTaHAapTY;

* [EACTBUTE/bHbIN CEPTUCIMKAT MO SKCTyaTaLmm (eCM NPUMEHSIETCS);

- cTatyC Ka/mMbpoBKY, BepUOULMPOBaHHLI B COOTBETCTBUM C TEXHUYECKMM TpeGoBaHUSIMM U MPUMEHM-
MbIMW TPEGOBAHUAMM YINPaB/IEHS;

e BeputhKauMo  KaMOPOBKKM, BbIMOSIHEHHYD ANS  BEUYMHLI  (BEMMYMH), UCMOMb3YEMbIX Af1I9  KOHTPONA
npouecca CTepuM3auMm W COCTaB/IEHUSI CYXOEHMA O pesy/bTartax WCMbiTaHWs, B KOTOPOM UCMOMb3yeTcs  Uerb
M3MepeHVs.

915 [JomxHa 6biTb BepuchuLMpOBaHa Koppenauvs Mexay AaHHbIMY, MOKa3aHHbIMW U 3aperucTpupo-
BaHHbIMA C MOMOLLBK MHCTPYMEHTOB, MOAKMOYEHHBIX K CTEpuIM3aTopy W AaHHbIMK, 3aperycTpypoBaHHbIMK - C
MOMOLLIbH MHCTPYMEHTOB HE3aBVCUMOTO UCTIbITAHWS, UMEOLLMX AATUMKA B OAUHAKOBbLIX 06/1aCTSIX.

916 B npouecce arrectauym MoHTaxka (installation qualification, HO). arrectaumm PyHKUMOHMPOBAHWA
(operational  qualification. OQ) wwm arTectaym 3kcrulyatypyemoro  obopygosaHust  (performance — qualification.
PQ). eci npuMeHVMMO, AOMKHO ObiTb  BEPUIIMUMPOBAHO, 4TO CuUCTEMA OGHapPYXEHVS OLIMOOK  CDYHKLMOHMPYET
1 COOTBETCTBYET ee pabo4vM crneLmdmkaLmnsm.

9.1.7 Ecnm CcylecTBylOLMIA CTEpUIM3ATOP WM MNPOLECC CTepwM3auyn MCMOMb3yloTcs A1 06paboTKM  HO-
BOro npogykta, 70 10 m OQ aTanbl Ba/Maauum MOryT ObiTb MPOMYLLEHbI, NPU YC/IOBUW, YTO He OyayT BHECEHbI
M3VMEHeHVss B 06OpydoBaHWe WM B CYLLECTBYIOLLYIO 3arpy3ky CTepwssaropa, KOTopble MOryT B/WATb Ha  Mpo-
M3BOAUTESIBHOCTb CYLLIECTBYIOLLIErO NpoLecca cTepumnsaumn.

9.1.8 [HomkHa OblTb BepudmuMpoBaHa 0BOCHOBaHHOCTL Mpes/iaraeMoro nepuoja  UcrnbltaHna  (UcrbiTa-
HWiA) (cm. 6.1.1 1) n 10.3].
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9.2 Artectaums moHTaxa (Installation Qualification, 1Q)

9.2.1 O6opyaosaHue

HeobxoaymMo npoBepuTb, 4YTO 06OpyaOBaHVE W [OKyMeHTauusi cooTBeTcTByloT 6.2.1.6.22 n 623 u 4ro
o6Ccnyx1BaH1e COOTBETCTBYET 6.2.3.

9.2.2 YcraHoBKa

Heobxo4yMo NpoBepuUTb, YTO YCTaHOBKA COOTBETCTBYET 6.2.3.

9.2.3 Pab6ota

Heobxoaumo npoBepuTb, 4YTO 06OpyAOBaHWe W cucTeMbl 6e30MacHOCTV  (OYHKUMOHMPOBaHUS, MogpobHO
onMCaHHble B 6.2.1, paboTaldT B COOTBETCTBMM C WX Ccreuyidovkaumsmy, paboumnii umki  (UMKIb)) B COOTBET-
cTBuM € 6.1.1 @), 1 YTO HET NPU3HAKOB YTEUKM 13 CUCTEM WM 060PYA0BaHMS.

9.3 Artectaums doyHKUMoHnpoBaHms (Operational Qualification, OQ)

931  Arrectaums (OyHKUVMOHVPOBaHMS [O/DKHA MOKasaTb, YTO  YCTaHOB/IEHHOE 06opynoBaHve  Gyaet
obecrieuBaTb MPOLECC CTepuMsaumy, onpefesieHHbin B 8. 1M [o/kHa YTBEPOMTb [aHHble [/ Kakaoro Tpe-
60BaHUA (eC/M NPYMEHSIETCS), NEPEYNC/IEHHOTO B 6.1.

932  [omkHO O6biTb [OKYMEHTMPOBAHO OOOCHOBaHVME KOMMYECTBA W PaCrofIOKEHUS  TemnepaTypHbIX
[ATUMKOB, KOTOpblE WCMOSb3YIOTCH, 4TOOblI MOKa3aTb, YTO YAOB/IETBOPSIOTCA TpeboBaHMS N0 pacnpeaeneHmo
Temneparypbl B MycTOli kamepe cTepwwizatopa (BKIOYas HEMOABWKHbIE 4YacTW Kamepbl), W C  UCTbITaTesbHol
3arpyskoii (ec/im Ncnosb3yeTcsi).

9.4 AtTectaums skcrnyatupyemoro obopygoaHms (Performance Qualification, PQ)

941  ATtrectaums akcrulyatMpyemoro 060pyaoBaHWS [0/DKHA MoKasaTtb, UTO MPOAyKT Obul  NoABepKeH
BO3AENCTBMIO  ONpefeneHHoro  npouecca CTepuam3auyym € MOMOLWBI0  000pyJoBaHUs,  MCMOMb3yemMoro  A/isi
006bIYHOW CTEpUIM3ALIN.

942  JonkHO ObITb [OKYMEHTVPOBAHO OOOCHOBaHWE KOMYECTBA W PacnofiokeHus  TemneparypHbIX
[aTuYnKOB, UCTIOMNb3YEMbIX [/151 AEMOHCTPALMN COOTBETCTBYIS TPEGOBaHMSIM B CTEPUT3ALIMOHHON 3arpy3Ke.

9.4.3 TIpoBepKM AOMKHbI BKIOYaTL B Ce651 1 BeprunLMpoBaTh:

a) AOKYMEHTaLWI0, NOATBEPKAAOLLLYIO YCMELUHOE BbinosHeHve 1Q n OQ:

b)  WCMbiTaHWe CTEPWIM3ALWMIOHHOA  3arpy3ki, BKOYAlOLE MPOAYKT, KOTOpbii  6yaeT  obpabarbiBaTbCs
B HOPMa/bHbIX YC/IOBMSIX W KOTOPbIA OTHOCUTCA K CEMEWCTBY MPOAYKTOB, COBMECTUMOMY C CEMEWCTBOM, U
npefHasHayeHHbIM A1 Mnpouecca  cTepuamsauy, WM KoTopas MPeAcTaBnsieT CeMeyicTBO - MpOoAyKumW, SBMs-
toLLIeliCs Hanbosee CIOXKHOM 3adau4eli 4719 npoLecca CTepUIN3aLmN:

C) cuCTeMy YMakoBKW, KOTOpas SBASETCA WAEHTMYHOW TOI, KOTopas npedHasHadeHa A1a  OO6LLEenpUHATO-
ro NPoV3BOACTBA U NepepaboTkn.

d) npenapuTenbHy0 06paboTKy, COOTBETCTBYHOLLYHO 6.1.1 d);

€) KOHurypaumo 3arpysky, COOTBETCTBYHWLWYO € 6.1.1 ) M M3BeCTHyl0 Kak Hambonee CnoxHas nns
cTepwM3aummn:

0 pasvep vm Mmaccy CTepUIM3aLMOHHON 3arpy3Kku B COOTBETCTBUN € 6.1.1 K).

9.4.4 [Ina KaxXOoro U3 HUKEeCNeayroLyX MyHKTOB UCCMe0BaHVA J0/MKHbI NOATBEPXAATD.

a) COOTBETCTBME MpoLecca CTepunzaumy, OnpeaeneHHoro B pasgene 8. W npefenbHbIX  3HAYeHuin npo-
Lecca. onpeaeneHHbix B 7.6;

b) faHHble, KoTopble TpebytoTca B 6.1.3. ecnv npyMeHseTcs;

C) npodhnnb BO3AEVCTBUA Ha 1 MO BCEMY NPOLYKTY, HAXOAALLEMYCS B NOSIOXEHUN, ONpeae/ieHHOM B
6.1.1 e).6.1.11)n6.1.1n);

d) Bpema BbIOEPKKM U MUHUMA/IbHYIO W MakCUMasibHble Temreparypbl U UX JIoKaM3auuy, W3MepeHHble
B TeUeH1e JaHHOrO BPEMEHWN B CTEPUIM3ALIMOHHOI 3arpy3Ke 151 NPOLIECCOoB, onpeenieHHbIX B 6.1.2;

€) TemnepatypHble NPocn B TEYEHVIE Neproaa N/IaTo NpoLECCoB CTEPUNM3aLM, OrpeaesieHHbIX B
6.12 a):

* N3MEepeHHbIE B KOHTPOSILHOM M3MEPUTESILHON TOUKE:

* VI3MEpPEHHbIE Ha UM BHYTPY CTEPUI3ALIIOHHON 3arpy3Ku;

* OnpefesieHHble 13 AaB/EHNA KaMepbl CTEPUIN3aLIAN;

MpumevyaHne — Ocoboe BHUMAHVE YAENSETCS HauMoHare>HbIM W  pervioHasbHbIM - TpebGoBaHMAM, Korga  orpe-
[LensieTcs pasHyLa Mexy U3MepPeHHO 1 BbIMUC/IEHHOM TeMnepaTtypamu. Cw., Hanpumvep. EH 285.

O peakuyito XMMUYECKUX MHAVKATOPOB, KOrAa UCrosnb3ytoTes (cMm. 8.8);
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0) peakuyyo PCD. korga ncnosnb3yoTes;

h) LLenoCcTHOCTL CUCTEMbI YNakoBKK, KOrA4a UCMOMb3yeTcs.

945 EcnM B [OMNOMHEHUE K UW3MEPEeHUIo (OU3MYEeCKMX MNapameTpoB, MPOLECcC CTepuIn3aumnm YTBEpX-
JaeTca € UCMOMb30BaHMEM  GUOHArpysky WM BepuMUMPYeTc € MOMOLLLI0  MUKPOOWOIOTMYECKUX — METOAOB,
6vionornyecke MHOuKaTopbl (cM. 85 ww 8.6) pacnonaraloTcd B MMM Ha MpoaykTte B 00NacTsx, onpeaeneH-
HbIX B 9.4.4. 1 3aTEM NOABEPratoTCS BO3AENCTBUIO C MOMOLLbHO OHOTO U3 CrIeAYHLLIMX METOAOB:

- 00paboTka, KOTOpas CoKpalleHa M0 CpaBHEHMO C 00paboTKoO B Mpouecce Crepwi/zaumn:  pesysib-
TaT [daHHOli 06pabOoTKM  SKCTPANoNMpYeTCcs, 4ToObl MoKasaTb, YTO MpU  MPUMEHEHMM MpoLecca CTepuamsaumn
Y[OBNETBOPSIOTCA TPE6OBaHUSA MO MUHUMaUTBEHOM MUKPOBOLMAHON adhcheKTUBHOCTY;

e TMOMHbIAi 06beM 06pPabOTKM C HaMMEHbLLMMWM AOMycKaMy MapameTpoB Mpouecca  CTepuimsaumn, pe-
3ynbTar [JaHHOW 06paboTKM  UCMOML3YIOTCA O/ NOATBEPXAEHUS MPEAMNOSIoKEHUs, YTO MPU  MPUMEHEHUN NpO-
uecca CTepwwisaLuM YOOBMETBOPSIOTCA —oOnpefefieHHble  TpeboBaHWs MO0 MUHMMAbHOM — MUKpOGOoUMaHON  ad-
(PEKTUBHOCTU. /N

*  «MOMHOW MMBEN MUKPOOPTaH3MOB>.

MpumeyvaHune —Cwm. npwioxerus B, CunD.

946 PQ pomkHa BrIlouaTb B Cebs cepun, MO MeHbLUEA Mepe, Tpex nocnefoBartesibHbIX BO3AEVCTBUIN
CTEPUN3ALIMOHHON  3arpy3KM, KOTOpble COOTBETCTBYIOT —Crleumcdukaumy  npouecca  CTepunm3auym U nokasbiBa-
tOT BOCTPOV3BOAVMOCTb MPOLIECca CTEPUIU3aLIML.

9.4.7 HecootBeTCTBYE CrieuyukaLmy npouecca crepwmsaumm B npouecce PQ  [OMKHO 6biTb  nepe-
CMOTPEHO W CKOppeKTpoBaHO. Ecnn HapylleHve MoXeT Oblb 06BbACHEHO hakTopamu, He OTHOCALLMMUCH K
earmaypyemoin  adhcheKTMBHOCTM Mpouecca  CTepuwimsaumm  (CM. MPUMEP HKE), TO WUCTbITaHME MOXET ObiTb O0-
KYMEHTVPOBAHO KaK HE CBSi3aHHOE C pPabouMMKn  XapakTepucTukamu npouecca crepumsaumn  6e3  Tpebyemblx
TPpeX AasibHelLLIMX Noc/ea0BaTe/bHbIX BO3AEACTBIN.

Mpumep — OTKIIOYEHNE 3NMEKTPUYECTBA, HEBLINOHEHHOE OGCMYXMBaHWE W HapylleHue BHELUHEro o6o-
PYZOBaHWs KOHTPONS.

9.5 AHarn3 1 yTBepXeHve BanMaaumn

951 VHdopmaums, cobpaHHas wim BbipaboTaHHas B npouecce Q. OG n PO. pomkHa 6biTb npose-
peHa Ha COOTBETCTBME MPUHATOMY KPUTEPUIO, OMNpefesieHHOMy [N Kakaoro arana  npouecca  Bagaumn.
PesynbTar gaHHOro 063opa 4o/HKeH ObITb JOKYMEHTUPOBAH U yTBEPXKAEH (CM. 4.1.2).

952 [fomkHa ObiTb YyTBepxAeHa crelmdukaums npouecca Ccrepunmsaumn,  BKIHaoLWas — napameTpbl
mpouecca M ux Jonycku. [laHHas crneumdvkaums [0/KHA BKIOYaTb B CeOsS KpUTEpUIA O onpefeneHvs npo-
Lecca cTepumsaumn, WCMosb3yeMoro /19 KOHKPETHOW  3arpyskv  CTepunmsatopa, Kkak —COOTBETCTBYHOLLWIA, U
[IOKyMEHT [JO/DKEH BKTOYaTh B Ce0s, N0 MeHbLUeli Mepe, crieaytoLLee:

a) cemelicTBo (cemelicTBa) NPOAYKTOB, KOTOPbIE MOMYT 6bITb 06paboTaHbl:

b) KOH(pUrypauwmio 3arpysku;

C) pasmep CTepuIn3aLMOHHON 3arpy3ki nm ee Maccy;,

d) npoueaypb! 415 060N NpeaBapuTebHO 06PabOTK NPOAYKTa;

€) OncaHWe cUCTEMbI YNaKoBKN N METOSb!;

f) pacnpefeneHvie MeOULIMHCKNX W3OeNWiA B YNakoBKE, COAEPXALLEA MHOXECTBO MEAVLIMHCKVX W3LENNA,
€C/N NPUMEHSETCS;

) neproguyeckme nenbitaHms (cm. 10.3);

h) ycTpolicTBa 419 UCMbITaHKs NpoLecca 1 cemelicTBa NPOZyKTOB, KOTOPbIM OHY COOTBETCTBYHOT;

j) BroHarpy3ky, ecriv NPUMEHsIETCS.

10 Tekyuwmin MOHUTOPWUHT N KOHTPO/J1b

10.1 TekyLwmiA MOHUTOPVHI 1 KOHTPO/Tb AO/DKHbI BbIMOHATLCS B KXKAOM pabovem LKne.

102 [omkHbl 6bITb BEPUMUMPOBaHbI [aHHbIE YCMELHOro OOC/YXVBaHVSt 1 MOBTOPHON  KBanMchuKaLymn
(ecnv npumeHsieTcs).

10.3 Paboyee cocTosHME 060pYAOBaHUA (EC/M NPUMEHSIETCS) OO0/DKHO ObiTb  BEpUCHULMPOBAHO C  MOMO-
LLIbHO MOKa3aTesield AaHHbIX NEPUOAYECKUX UCTIbITAHIA, TakMX Kak (HO HE OrpaHHMBAIOLLIMXCS) CIeayHOLLIME:

a) HatekaHvie BO3[yxa B KaMepy cTepumsaTopa.
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b) KayeCTBO HaCbILEHHOrO Mapa WM Ccpedbl, NEepeHoCcsLen Teryio, AOMyCTUMbIE A5 Kamepbl CTepuiu-
3atopa (KOTOpble MOMYT BKIOYaTb B Ce6Gs MPOBEPKM HEKOHAEHCUPYEMOro rasa, 9/1eKTPOMpPOBOAHOCTU  MNojaBa-
€MOi1 BoAbl, npumMecy (Npumeceit), BNaxkHOCTW);

C) aBTOMATUYECKWIA KOHTPO/b (Hampymep, WCMblTaHue AnS Bepudhvkauum Toro, 4TO pabounic  LUuKn  He-
NPepbIBHO NPaBWILHO (PyHKUMOHMPYET);

d) npoHvkaHve napa;

€) npouecc CTepwwisaLum (Hanpuvep, UCTbITaHie A1 BepuduKauyy TOro, YTO MPOLECC CTepwIM3aLmm
OCTaeTCH BOCMPOV3BOAUMBIM).

104 Tpou3BoauTeNbHOCTL Mpouecca  CTepunmsaumy  Jo/mkHa ObiTb  BepudmMuMpoBaHa C  MOMOLLB  pe-
3yNbTaTOB  CUCTEM  XUMUWYECKVMX WHAMKATOPOB (CM. 8.8) wm 6GMONMOrMYeckMx uHaukatopos (cm. 85 wwm  8.6).
€C/M MPUMEHSIIOTCA, M C MOMOLLBIO MOATBEPXAEHVS TOro, YTO B Mpefenax onpefenieHHbIX [OMyCcKoB pervcTpu-
pyeMble AaHHbIe TeKYLLEro KOHTPO/11 COOTBETCTBYHOT AaHHbLIM BayMaLmm.

10.5 [ns NpoLECCOB C HACHILLEHHBLIM MapoM AaHHbIE [OMKHbI BKIOUYATb B Ce6s1 (€C/M NPUMEHSIETCST);

a) Temnepatypy CTepunM3auuy, [JaBfeHMe B Kkavepe W TeOpEeTMYECKyld Temnmeparypy napa B TeueHue
nepvoga nnaro:

b) ANMTENbHOCTL Neproaa Naro;

B) Temneparypy B kamepe W JaBfeHMe B Kavmepe, MO MeHblueli Mepe, [/ Kax4oro 3JTana paboyero
LMKNa;

C) pe3y/bTarbl, NO/Ty4YeHHbIE C MOMOLLIO YCTPOWCTB A5 UCTbITaHUs 30ptpeKTBHOCTM MPOLIECCa;

d) Tewmnepatypbl WWAM fdaBneHMs B MpOLEcce MNPOBEPKM CUCTEMbI, €CMM OH MCMOMb3yeTcs Kak 4acTb
MpoLecca KOHTPONS.

10.6 [1515 NpoLIECCOB C 3aKPbITbIMM NPOAYKTaMM JaHHbIE A0/DKHbI BKKUATL B Ce65 (EC/M NPUMEHSIETCS);

a) Temreparypy (Temnepatypbl), WM3MEPEHHyd B YCTPOICTBE [ANS WUCMbITaHAS 30hheKTMBHOCTM  npoLec-
Cca. C/IM OHO MCMO/b3YeTCS Kak YacTb NPOLecca KOHTPOSS;

b) Npodnn TemnepaTypbl Kamepb! 1 4aBNeHNs Kamepb! 4715 Harpesa, BO3AECTBYA U OX/IaXAEHNS,

C) npocmnb Temnepatypbl A1 HarpeBa, BO3OENACTBMS M OXIEKAEHWS NPOAYKTa, PacriofioXeHHoro B Mo-
JIOXeHUsX, onpeaeneHHbIX B 9.4.4 €), ecnn NCrosb3yeTcs Kak YacTb NpoLecca KOHTPOSS,

d) nepvog, nniarto win BpeMs BbIAEPXKKY;

€) 3HauyeHue (3HaueHusl) A1 napameTpa (MapameTpoB) npouecca An1s OAHOPOAHOCTV TersioBol  cpefdpl
B kamepe CTepunn3aTopa;

f) pesynbTatbl NPOBEPKM CTEPWIM3ALMOHHON 3arpy3kd [ANs MOATBEPXKAEHNS CYXOCTU M YUCTOTbl CUCTEMbI
YNaKoBKY.

10.7 Bce 3anvcy JO/MKHbI COXPaHATLCHA B COOTBETCTBUM C 4.1.2.

11 BbIinycK NpoAyKuuMn nocrse ctepunnsaun

111  JomxHbl ObiTb oOnpedenieHbl MNpoueaypbl MO MEPecMOTpy 3ammceid M Bbinycka NpoAyKUMM  nocrne
cTepwmsauun. [Npouenypbl AO0MKHLI - onpenensTs TpeboBaHus (cM. 952 u 103 Kak COOTBETCTBYHOLLUME) A/1A
onpefeneHns npouecca CTepumsauyn  Kak CoOTBeTCTBylowmiA. Ecnm  TpeGoBaHve He yaoOBNETBOPSIETCH, MpO-
OYKT [Io/KeH 0603Ha4aTbCsl Kak HECOOTBETCTBYHOLLMINA 1 C HAM Ha0 06paLLaThCcs B COOTBETCTBUM C 4.4.

112 [HomkHa ObITb oOnpedesieHa cuUcTema rapaHTuM TOro, 4YTO 0bpaboTaHHble WM HeobpaboTaHHble epfu-
HULbI YETKO pas/inyaloTcs.

12 MNMoppepxaHue adppekTMBHOCTU nNpouecca

12.1 [emoHcTpauus HenpepbIBHOW 30pcheKTMBHOCTY

12.1.1 MMpoayKT, NpeaHasHaueHHbIA 41s CTepunmMsaun, A0/MKEH COOTBETCTBOBATD:

a) onpeaeneHuvio NPoayKTa B pasaene 7:

b) KOHhurypaumm 3arpysku, kak onpegeneHo B 6.1.1 j);

C) KpMTEPWIO pa3vepa 1 Macchl, onpeaeneHHbIM B 6.1.1 k).

1212 [omkHOo 6bTb  BepuMLMPOBAHO YCMELHOE 3aBEpLUEHVE MEPUOAVHECKVX  UCTIbITaHWA,  Kanmbpo-
BOK. 333@4 OOC/Ty>XVBaHUA 1 NepeKkasiMbpoBKU. BbINOTHEHHbIX Yepes OnpeaesieHHbIE HTEPBaUTb! BPEMEHMW.

1213 TMepuvogvyeckn [OO/MKHO BEPUCIMUMPOBATLCS  KAYecTBO  YC/IOBWIA, B KOTOPbIX ObITb  MOATOTOB/IEH
WM ynakoBaH NpoayKT.
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1214  [domkHbl OblTb onpedeneHbl U cobnogatbcs TpeboBaHUA K 300pPOBbIO, OMPATHOCTM U - odexae
nepcoHasia B 06/1acTV NPOU3BOACTBA U YNaKOBKY.

1215 Ecnv B npouecce CTepwMsaumy MPUYMEHSETCH BakyyM, Yepe3 OnpefeneHHble VHTepBasibl  Bpe-
MEHW JO/MKHbI BbINOSTHATLCHA UCTIbITAHWS HA BO3AYLLHYIO YTEUKY.

1216 Ec/m npouecc crepwM3auyn OCHOBLIBAETCA Ha yJasieHMM BO3dyxa W3 Kamepbl cTepunmsaropa
ans Toro, 4ToGbl AOCTUMHYTH ObLICTPOrO W PaBHOMEPHOrO MPOHWKHOBEHWSI Mapa B 3arpysky CTepunimsaropa, Mc-
NbITaHE Ha MPOHUKHOBEHWE Napa AO/DKHO BbINOMHATLCS KX AbI AeHb Nepes, NPUMEHEHVEM CTepUIM3aTopa.

VcrnbitaHue no  NPOHVKaHWIO Mapa  BbINOMHAETCS, WCMOMb3yss  YCTPOCTBO, CO3jalollee [Ans  npouecca
onpeferieHHble  C/IOKHOCTM MO U3MHaHWIO BO34yXa M MPOHUKHOBEHWIO napa. [1a  MPOMbILIEHHbIX MPUMEHe-
HWA. ecrm 06paboTka HAaCbILEHHBIM MapoM  MCMOMb3YeT  MOCMefOBaTe/bHbIE, ONPEAENeHHble  CTEpWIM3aLM-
OHHble 3arpy3ky, W3BECTHble KaKk He MPEnATCTBYOWME TMPOHVKaHWI0 Mapa, TO MOryT WCMoMb30BaTbCA  asbTep-
HaTVBHble METOAbl, OCHOBaHHbIE Ha OnpedeneHHbIX (OU3NYHECKUX U3MEPEHUSIX W OLEeHKe pucka  BeposiTHOM

HewncnpaBHOCTY NpoLiecca.
12.1.7 TpoAyKT JO/mKeH COOTBETCTBOBATL TPEGOBAHMAM GUOHArpYakU, C/IN MPUMEHSETCS.

12.2 [MoBTOpHas KanmbpoBka

TOYHOCTb M HAOEXHOCTb KaKOOW W3MepuTEnbHOM Lieny, WCTofb3yemoii A KOHTPOSS, WHAVKaUMM  Wn
pervicTpaLyv NpoLEecca CTEPUIN3ALYM JOMKHbI NEPVOAMHECKN BEPUHNLPOBATLCS B COOTBETCTBUN C 4.3.3.

12.3 TexHuueckoe o6CyxvBaHe 060opyaoBaHMs!

1231  [MpodhuiakTnyeckoe TeXHUYECKOE OBC/TyXVBaHME [O/DKHO M/1IaHMPOBATLCA W BbINOMHATLCA €  CO-
OTBETCTBUN C 380KyMEHTUPOBAHHbLIMY NPOoLieypamm.

1232 O6opygoBaHMe He [O/DKHO MCMosb30BaThCA A1 00paboTKM MpoAykTta A0 Tex Mop. Mnoka He 6y-
[yT YCNELLHO BbINO/IHEHbI M 3aperycTpupoBaHbl BCe onpeesieHHbIe 3a1a4m TEXHUYECKOro 06CTy)XUBaHWS.

1233 TnaH TeXHUYECKOro OOC/YXMBaHWS, NPOLedypbl TEXHWYECKOTO OOCMyXMBaHUA W 3amncu  TexXHW-
YECKOro  OBC/YXMBaHUSI [O/MDKHbl  CcoXpaHATbecA  (cM. 4.1.2) ¥ nepecMatpuBatbC  HazHaYeHHbIM  NIMLOM  Yepes
onpegesneHHble HTePBaUTbl BpeMeHW. PesyrbTarbl nepecmoTpa A0/MkHbI ObITb OKYMEHTUPOBAHDI.

12.4 TloBTOpHas oLieHKa

1241 TloBTOpHas OLEHKa Mpouecca CrepuamvsauuyM OO/kHa  BbIMOMHATLCA AN ONPeAesieHHOro  Mnpo-
[yKta W onpefeneHHoro 060pyAOBaHWS Yepe3 OrpefderieHHble  VHTEPBa/Ibl BPEMEHW, W MOC/E  OLEHKM  JlobbIX
n3MeHeHWi (cm. 12.5). JormkHa 6bITb 060CHOBaHA CTENEHb NPOBEAEHNS MOBTOPHOM OLIEHK.

1242 MMpoueaypbl MOBTOPHON OLEHKM [O/MKHbI OblTb OMpedesieHbl U 3anuMc MOBTOPHON OLEHKM  OSDK-
Hbl coXpaHaTbes (CM. 4.1.2).

1243 [aHHble MOBTOPHOM OLEHKM [OO/DKHbI MEepecMaTpuBaTbCA B 3aBUCMMOCTVM OT  OMPEAESIEHHOMO  Kpn-
Tepyss NpUemMKn B COOTBETCTBAM C  [AOKYMEHTMPOBaHHbIMM  npouegypamy.  [aHHble nepecMoTpa  MOBTOPHONA
OLEHKA [AO0/MKHbI CoXpaHAaTbCs (CM. 4.1.2) BMecTe C BbIMOSIHEHHOW KOPPEKTMPOBKOM W MPUHATLIMA - KOPPEKTU-
POBOYHLIMU AEACTBUSAMM.

12.5 OueHKa U3MeHeHwi

Noboe wu3MeHeHWe [O/MKHO ObiTb OLEHEHO M0 €ro B/MAHWIO Ha  3dPeKTVBHOCTL Mpouecca CcTepunmsa-
7

PaccmoTpeHne U3MeHeHWin (ecrivi MPUMEHSIETCS) [O/DKHO BKOYATL B CEOS:

a) 3ameHy YacTu, KoTopasi MOXET OblITb NPUUMHON 3MEHEHMS NapameTpa npoLiecca:

b) 3aMeHy YacTu, KOTOpasi MOXET ObITb NMPUUUHOM YBEMUEHVS YTEUKU B KaMepe CTepunsaTopa:

C) V3MEHeHVie O4HOPOAHOCTU B Kamepe CTepuvsaTopa:

d) HoBoe MM MoAMChULIMPOBAHHOE NPorpamMMHOe obecrneyeHe nim annaparHoe obecneyeHue;

€) Noboe n3MeHeHVe NapameTpa npoLecca:

f) no6oe n3MeHeHvie B akCn/TyaTaLyn 1 B Noc/eaytoLemM nofaepxaHum padoTbi;

) Nto60e N3MEHeHNe YNakoBKy Wi NpoLieaypbl YNakoBKY;

h) nto6oe n3meHeHVe KOHGMIypaLmM 3arpy3Ku:

j) Ntoboe n3MeHeHVe MaTeprianoB NPOAYKTA, UCTOYHMKA NPOAYKTA UM KOHCTRYKLMM.

JomkeH ObiTb  [JOKYMEHTVPOBaH pe3ynbTal [aHHOW  OLeHKW, BKIYaloWmMii  060CHOBaHWE — AOCTUTHYTOrO
peleHnss M 06beMa BHECEHHbIX W3MEHEHUA B MpoLEecC CTepwisauuy, TpeboBaHMA K MPOAYKTY WM  MOBTOp-

HOI OLEHKe (eCNM NPUMEHSETCS).
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MpunoxeHve A
(cnpaBoyHoe)

PykoBoacTtBO

MpumeuaHne 1 — PykoBOACTBO, MNpPEACTAaB/IEHHOE B [IAHHOM MPWIOKEHWW, He SIBSETCA  KOHTPO/MbHbIM - Nepey-
HEM [/ OUEHKM COOTBETCTBMS HACTOSILLEMY CTaHAapTy. [laHHOe pPYKOBOACTBO MpefHasHauyeHo [1s  COAeiicTBua B A0-
CTWXKEHUM BCECTOPOHHETO MOHMUMAHUS UM BbINOSIHEHWS  HACTOSILLETO CTaHAapTa C  MOMOLWBIO  MPEeAOCTaBNeHNst  OGbACHEHUI
M npremneMbix MeTOfIoB [/ [OCTWKEHMSI COOTBETCTBUS C  OMPeAeNieHHbIMM  TpeGoBaHWsMK.  MoryT — MCrofb3oBarbest  Me-
ToAbl OT/MYHbIE OT Tex. KOTopble MPeACTaBfeHbl B [AHHOM PYKOBOACTBE. HO AN MPUMEHEHWS a/ibTEepHATUBHLIX METOAO0B
[I0/DKHA BbITb NoKasaHa 3qIHEKTVBHOCTb B AOCTVXKEHIIM COOTBETCTBUS| HACTOSLLEMY CTAaHAAPTY.

MpumevyaHne 2 — [na ypobetBa 6asoBas Hymepauysi B [@HHOM MPWIOXKEHWM COOTBETCTBYET Hymepauuy B
HOPMATVBHOM YacTV HACTOSILLIETO CTaHAapTa.

A.1 O6nacTb NPUMEHEHNS

A.1.1 BrntoueHus

HeT pexomeHaaupii.

A.1.2 VickmoueHns

A.1.2.1 HeT pekoMeHzaLuiA.

A, 1.2.2 HeT pexomeHaaLWii.

A.1.2.3 HeT pexomeHaaLuii.

Al24 3SdpekTvBHaA peasm3auMs  OMpPedeneHHbIX U JOKYMEHTVMPOBaHHbIX — Mpouedyp Heobxoguma  Aia  paspa-
60TKM. Ba/mMaUMM U TeKylero KOHTPOMS ogouecca CTepwmsaumm  MeayuMHCKUX — m3genumid.  Takve  npouefypbl  06blMHO
paccMaTpvBaloTCA  Kak  3/IEMEHTbl  CUCTEMbl  MEHEMKMEHTA KauecTBa. HacTosimii  cTaHgapT ycTaHaB/MBaeT W OnpeaensieT
TakMe 3/IeMEHTbl CUCTEMbl MEHeMKMEHTA KayecTBa, KOTOpble SBMSAIOTCA — onpefensiowyvn  Ana  3PGIEKTUBHOTO — KOHTPO/IA
CTepwM3aumMm 3a CYeT HOPMAaTMBHOM CCbUKM K CTaHOAPTy CUCTEMbl MeHeMKMEHTa KayecTBa [/11 MEAVLMHCKVX — M3nenni
NCO 13485. Hactosiwmin cTaHgapT He TpebyeT, 4TOObl MpYMEHs/aCb MOMHas CuCTeMa MeHeMKMEHTa KayecTa, COOTBET-
crBylowas MCO 13485, Tawke oHa He TpebyeT, 4ToObl OMpefdenieHHble 3eMEHTbl CUCTEMbl MEHe[DKMEHTa KayecTBa Mof-
BEpra/Cb  OLEHKe TpeTbeil CTOpoHON. Ocoboe BHUMaHWe YAensieTcs  CyLLEeCTBYIOWMM  HaUMOHa/IbHbIM - U PervioHasTbHbIM

ob6sizaresibHbIM - TPeGOBaHMSIM K CUCTEMaM  MEHeMKMEHTA KaueCcTBa B MPOM3BOACTBE  MEAMUMHCKUX W3fe/mMiAi U B OUEeHke
TakvX CUCTEM TPETbEN CTOPOHON.

A.1.2.5 HeT pexomeHgaupii.
A.2 HopmaTyiBHbIe CCbUKN

TpeboBaHMsA  [OKYMEHTOB, BK/MOYEHHbIX KaK HOPMATVBHbIE CCbUIKM, SBMAOTCA  TPEBOBAHMAMM  HACTOSILIETO  CTaH-
[lapTa TOMbko B TOW 06/lacTW, Ha KOTOPYID OHW CCbUTAIOTCS & HOPMATVBHOM YacTh; CCbUKA MOXET 6bib HA BECh CTaHAAPT
WM MOXET OTPaHNuMBaTLCS CrieLmasibHbIMA pasaesiamm.

A.3 TepMmuHbI 1 onpeaesneHns
HeT pexomeHgaupii.

A.4 DneMeHTbI CYCTEMbI MEHEKMEHTA KauecTBa
MpumeuvaHne —Cm. Tawke Al24

A.4.1 JokymeHTaums

TpeboBaHUsA K KOHTPO/THO AOKYMEHTOB 1 3anuceli onpeaesieHbl B ICO 13485. nyHKTbl 4.2.3 1 4.2.4, COOTBETCTBEHHO.

B NCO 13485 TpeboBaHMS K [OOKYMEHTaUMM OTHOCATCA K CO34aHUI0 W KOHTPO/IKO AOKyMeHTauuM (Bkouas crneupydv-
KaLwm 1 NpoLeaypbl) ¥ 3ammcsim.

A.4.2 OTBETCTBEHHOCTb PYKOBOACTBA

TpeboBaHMSt K OTBETCTBEHHOCTM W MOMHOMOYMAM orpedeneHbl B MC013485, nyHkt 5.5, n TpeboBaHus K nNepcoHasty
onpeseneHbl B ICO 13485. nyHKT 6.2.

B WNCO 13485 TpeboBaHMsi K OTBETCTBEHHOCTW PYKOBOACTBA OTHOCATCA K PyKOBOACTBY, LEHTPy MO paboTe C  KIMeH-
Tam!l. oOpraHaM KOHTPOSISl KauyecTsa, [/1akMpOBaHWIO, OTBETCTBEHHOCTW, MOJIHOMOUYMSM 1 B3aMOAENCTBMIO, a Taioke npo-
BEPKE YNPaB/IEHYECKOM AEATENLHOCTU.

Pa3paboTka, Ba/mMpauMsi M Tekylumii KOHTPO/b Mpouecca CTepwmsaumyM  MOryT BKIKOYaTb B cebs  psif  OTAEbHbIX
rpynn, Kakdas W3 KOTOpbIX OTBEYaeT 3a OfpefesieHHbIA 3nemMeHT. Hactoswmii  ctaHgapT TpebyeT, uTtobbl rpynna, o6naga-
I0LLas  ONpefersieHHON OTBETCTBEHHOCTLIO, Oblla onpefenieHa, W YTOObl 3TO  OMpefefieHMe  OTBETCTBEHHOCTU  OblI0  AOKY-
MEHTVPOBaHO. 3ro  OfnpegesieHie  MOMHOMOYAA 1M OTBETCTBEHHOCTU  AOKYMEHTUpYeTCs B npefeniax CUCTEMbl  MeHemhKMeHTa
KauecTa 0603HaYEHHbIX rpyrmn.
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Ona rpynnbl C  ONpeneneHHo OTBETCTBEHHOCTHLIO M0  0603HaYeHHbIM  YacTam  TpebyeTcsa MpoBepka Ha  COOTBETCTBYE
9TUX YacCTeil  KOMMETEHTHbIM  MEepPCOHasIoM,  KOMMETEHUMS  KOTOpPOro  6bUia  NPOAEMOHCTPMpOBaHa  MOCPEACTBOM — COOTBET-
CTBYHOLLIETO 06YHEHMS 1 9K3aMEHOB.

A.4.3 Peanvzauya npoaykra

MpumevyaHne — B WCO 13485 TpeboBaHMA K peasmM3aumm NpoAyKTa OTHOCATCS K CPOKy CryxObl MpoaykTa
13 onpefeneHns TpeboBaHWA MOKynmaTesns, KOHCTPYKUMM U pa3paboTki, 3aKyrkW, KOHTPOMS MpOM3BOACTBA W Ka/IMOPOBKM
YCTPOVICTB KOHTPO/IS U 3MEPEHUS.

A431 TpebosaHua K 3akyrke onpegeneHsl B NCO 13485, nyHKT 7.4. Ha npakivuke 3ameuyeHo, 4TO TpebosaHuA B
NCO 13485. nyHkT 743 K Bepudhvkaumm 3akymkv MNpOAyKUMM MPUMEHSIOTCA KO BCeli MPOAyKUMM U TeXHUYeckoMy obcmy-
XXVBaHMIO. OCYLLIECTB/IIEMOMY 38 MPeAe/iamu opraHm3aLviv.

A.4.3.2 TpeboBaH/si K MAEHTUCHUKALII I €AVHCTBY U3MepeHuii onpeaeneHbl B ICO 13485. nyHkT 7.5.3.

A4.3.3 TpeboBaHs K KanIMBpPOBKE YCTPOMCTB KOHTPO/IA 1 13MepeHns onpeaeseHbl B ICO 13485, nyHkT 7.6.

A.4.4 V13mepeHmne, aHarm3 1 yydileHre. KOHTPOIb HECOOTBETCTBYHOLLIEN NPOAYKLN

Mpoueaypbl MO  KOHTPO/O  W3OE/WA, He COOTBETCTBYIOLMX TpebGoBaHWSIM, W KOPPEKTMPOBOYHbIE —[JeiCTBMS  onpeae-
nexbl B ICO 13485. nyHkTbl 8.3 1 8.5.2. COOTBETCTBEHHO.

B WNCO 13485 TpeboBaHMS K W3VIEPEHWIO, aHa/M3y W YCOBEPLUEHCTBOBAHWMIO OTHOCATCA K MPOLECCY MOHWUTOPUHIa,
KOHTPO/I  HECOOTBETCTBYIOLLEV — MPOAYKUMM, aHasm3a  AaHHbIX M YCOBEPLUEHCTBOBaHMS  (BKIOYas  KOPPEKTVPOBOYHbIE U
npeaynpeauTenbHbie AEACTBYS).

A.5 OnucaHvie CTepuIn3yHoLLEro areHTa

Llenbto  gaHHOrO  MeponpusiTUst  SIB/ISIETCS  OXapakTepy3oBaTb  CTEPWIM3YIOLLMIA — areHT, [okasaTb €ro  MMKPOOOLWOHYHO
30OPEKTMBHOCTb, OLEHUTb B/MSIHME, KOTOPOE CTEPWIMBYIOWLMIA areHT OkasblBaeT Ha MaTepuasibl, W OnpeaenmTs  Tpebosa-
HMS 6E30MaCHOCTY NEPCOHaTA U 3aLLMTLI OKPYXXatoLLeli cpeabl.

[aHHble pelicTBiS  MOMyT MNPOBOAUTEC €  UCTbITaTe/lbHOW  CUCTEME WM MakeTe CUCTEMbI; OKOH4YaTeslbHast — creumdom-
Kaums  0bOopy[oBaHMs  JO/DKHA  COOTHOCUTBCS € SKCMEPUMEHTa/TbHbIMW  UCCNEA0BaHUAMYM,  MPOBEAEHHLIMA € UCMO/b30Ba-
HVIEM JIH0BO0W TaKol UCTIbITATE BHOM CUCTEMBI U/ MaKeTa CUCTEMBI.

A.6 OnicaHve npoviecca 1 060pyaoBaHNA

Llensto  faHHOrO  MeponpusiTvst - SIBASIETCA  OXapakTepu3osBarb B Lenok! Mpouecc crepwmsaumy 1 06opydoBaHve, He-
06x0avMOoe A1 obecrneyeHns 6e30MacHOCTV U BOCMPOU3BOAVIMOCTU NpoLiecca CTepUI3aLvn.

Mpouecc cTepwmM3aLMn YCTAHOB/IEH [/19  OMpefdesieHHOro  cemelicTBa  (CEeMeicTB) NpOAYKTOB U KOHChUrypauum — (KOH-
urypaupii)  3arpyski.  [JaHHas creumdomkaums  JO/KHA  BKIOYaTb B cebGs  mapaveTpbl  Mpouecca, KOTopble  Onpeaensitor
npocownib  BO3AENCTBUA uepe3 paboumii LUMKn WM napameTpbl Mpouecca, UCrofb3yemble [ NPOBEPKM  BOCTPOM3BOAUMOCTU.
[JonxHa O6biTb OnpedenieHa CTeneHb BO3AEWCTBUS, A1 KOTOPOA OnpedernieHa eTalbHOCTb, W BEPXHUE W HWDKHWE Mpegenbl
KaXKOOrO rnapameTpa npouecca, KOTopble MOMYT B/AMATb Ha  [aHHYI0 JIeTa/lbHOCTb M pabouvie  XapakTepuCTUMKM — npoLecca.
Creumdovkauma  npouecca  ctepwmsaumm 1 060py[oBaHWs, KOTopoe ObecrieusBaeT MPOLECC, [O/MKHO —coaepxarb WX [Ao-
CTaTO4YHO MoApobHOe OrnWcaHVe, pacCcMaTpBaeMoe B CeKUMM, B KOTOPO 06Cy»aasiocb onpedeneHne mpouecca (CM. pas-
Jen B) Npu NpeL/I0KeHN HOBOrO MPOAYKTa W KOHAMrypaLwv 3arpysku.

A.7 OnpegeneHvie npoaykra

Llenslo  faHHON [esiTeNbHOCTU  SIBMSIETCA  ONpEeAerieHve Npoayxta A/ CTepwmsalyy, Bwllovalollee B cebs  MUKpO-
6ronorMyeckoe KauectBo Npofdykta nepeqg,  crepwimsaumeli  (6uoHarpyaky) M cnocob, € MOMOLLBH KOTOPOrO  MPOAyKT  yna-
KOBaH W MPeACTaB/eH 151 CTEpUM3aLImn.

CoueTaHe MaTepuasioB, UCMOMb3yEMbIX A1 CO30@HMA W YMakoBKM MPOAYKTa, [JO/DKHO — BblAepkviBaTb — MapameTpbl
npouecca, KOTOpble XapakTepHbl A8  06paboTkM  BMaXHbIM - TeryioM.  [lo/bkHbl  OblTb  OMpesenieHbl  /iobble  orpaHUueHws,
CBsI3aHHbIE C KOHCTPYKLMEN NpoAyKTa U MaTeprasiamu.

A.8 OnpefeneHye npovecca

Llenblo  [aHHOM  AEsrerbHOCTU — SIBSIETCA  Onpeferiede  MoapobHoi — crieumdovkaumn — npouecca  CTepumsauuy,  npu-
MEHSIEMOrO K OMpedesieHHOMy MpOAYKTy, He nogeeprasi pucky 6e30nacHOCTb, KauecTBO U pabouMe  XapakTepucTuki — [AaH-
HOro MpoAyKTa.

Mpouecc CTepwmMsaLM MOXeT 6biTb OfpedesieH  uepe3 06OpY4OBaHWe, KOTOPOE Ba/MAMPOBAHO W M3BECTHO  A/1s
06paboTkM MPOAyKTa, OTHECEHHOTO K TOMY K& CEeMeiiCTBy NpoAyKToB. [IpoLecc CcrepwimMsaumm MOXeT 6biTb  OrnpeaesieH
NpoV3BOAMTENEM WM  Pa3pabOTUMKOM MpodyxTa A CeMmeiicTBa MpOoAyKTOB, K KOTOPOMY OTHeceH npogykr. Bo Bcex cny-
yasix [O/KHbI ObiTb OTMEYEHbI Mpeferibl NapameTpoB MPOLECcAa U OrpaHMuYeHWst BO3AENCTBUS, YCTaHOB/MEHHble Mpu  orpe-
[eneHnsavn NpoaykTa. MprmMepb! paéoumx LIMKMOB MPOWUTHOCTPMPOBaHLI & NPUIIokeHUH E.

A9 Barmpauys

Lenblo  BampjaumyM  sIBMISIETCS]  YCTAHOBMIEHWE TOTO, YTO MPOLECC CTEPWIM3ALMM, paspabOoTaHHbli B onpeseneHvn
npéuecca. MOXET 6biTb  A(PIEKTMBHO U BOCMPOM3BOAVMO MPUMEHEH K CTEPWIM3ALMOHHOM 3arpyske. Banvpaups  coctout
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M3 HEKOTOPOro 4MCna  OnpeaeneHHbIX  3Taros:
06opyaoBaHuS.
onpegensietcs
cTepwwmsaumm ycTam 3a/MBaeTcsl B MpoLecce aTTectauym  SKCrulyartauuu,

nyaTmpyemoro
Kawuwin

CooTBeTCTBYE
B rMpouecce arrectauum

06opyaoBaHyS,

TEXHNYECKOro

NpoAyKTe YCTaHAB/IMBAETCA B NMPOLIECCE aTTeCTaLym 3KCTUTyaTMpyeMoro 060pyA0BaHMSI.

A.10 TekyLLmiA MOHATOPUHI U KOHTPO/Tb

Llenbio  Tekyllero MOHWUTOPUHrA U KOHTPONA ABMSETCA  MOATBEPXAEHME  TOro,
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arrectalus MOHTaXa, arrectauus (OYHKUMOHMPOBaHMA W arTectaums  3Kc-
obCyKBaHUA 1
BBOJA B akcruyaraumio.  MpovsBoauTensHOCTL — OnpedeieHHOro
N poctwkeHus Tpebyemoro SAL B wwim  Ha

YCTAHOBOUHbIX  Crieuyudn-

npoLiecca

4yTo BaJ'IVI,qI/IpOBaHHbIVI crepun3auoH-

Hbli npouecc 6bl1 Npov3BeaeH [ MPoAyKTa, 3TO [IOKA3bIBAETCA C MOMOLLUBIO A@HHBIX, MNOMyYeHHbIX B TeueHue npouecca
cCTepWM3aLMM M 32 CYET MEPUOANYECKUX  UCTIbITAHN,
[ieH onpeeneHHb Il NPOLECC CTEPUIM3ALIMN.

A.11 Bbinyck npoAyKLymn nocne crepuinsayn

Llensto  Bbinycka MpoAykuuv  Mocnie  CTepumsaumn  SIBMISETCA  MOATBEPXKAEHME  TOrO,

MPUMEHSIEMbIX /1 BEPUCOMKALMA  TOTO,

onpeaeneHHbIi MPOLECC CTEPUI3ALIN U MOXKET BbiTb JOMYLLIEH K NPUMEHEHNIO.

A.12 MoppepxaHve adhdhexTMBHOCTU NpoLecca

YTO MOXET OblTb npovsee-

YTO MPOAYKT YCTEWHO MpoLUeN

Llenblo faHHOl  [esTeslbHOCTV  SIBMISIETCSl  OMpedgenieHe W peanivzaumsl  Meprioguuyeckx MpoBEPOK U WCTbITaHWiA,  He-

06XoAUMbIX 1A

nMpeackasaHus  Toro,

B TeUeHue TekyLLeli 06paboTku.

/oboe  n3MEHeHMe,

YTO  OMpeaesieHHbIN

KOTOpOe yBe/M4MBaeT HeonpeaesnieHHOCTb B

MPOLIECC  CTEPU/IN3ALIN

HemNpepbIBHO  NPUMEHSIETCS

nokasarenie /1IeTa/ibHOCTU,

K npoaykty

KOTOpbIA  ByaeT  Bpa-

GaTbiBaTbCA 19 CTEPWIMZALMOHHON  3arpyskW, [AO/DKEH VHWLMMPOBATL  3KCriepTudy. OTBETCTBEHHas CTOpOHA [/ KaAoro
3M1eMeHTa BaNMaaLmn 1 TEKYLLIErO KOHTPOSA YkasaHa B Tabnmue A.l.
Ta6nuuya Al — DnemeHTbl ONMWCaHNS CTEPWIM3YIOLLETO areHTa W paspaboTki, Ba/mfauui W TeKyLero KOHTPONS Mpo-
Liecca cTepwin3aLmm
OnemMeHTb! Llens KOMMOHeHTBbI OTBeTCTBEHHas CTOPOHe
Cucrema ObecreyeHne  CTpyKTypbl /1 | OTBETCTBEHHOCTb pykoBo4- | Bce CTOpOHbI, HECylme OTBeT-
KavecTsa KOHTPONA BCEX 3JTanoB Mpo- | CTBA. KOHTPO/lb Ha 3Tane npo- | CTBEHHOCTb 3a 3/IEMEHTDI
Liecca cTepunmsaumm €KTMPOBaHMA. peaM3aLys
NPoAyKTa,  W3MepeHue, aHau3
1 YCOBEPLLEHCTBOBAHNE
Onucaxve Onpepenexve crepwmsyto- | OnpepeneHvie crepwwmsyto- | Paspabotusk  npouecca  cTe-
CTEPUIN3YIOLLIErO Lero areHtTa M ero MWKpoGOo- | Lero  areHta,  MUKPOOOLMAHOW | puimsaumm
areHTa LMaHO 30odheKTUBHOCTM apheKTMBHOCT,  B/MAHUA  HA
martepuan
OnucaHve lMonHoe  onpeperneHvie npo- | OnucaHwe  npouecca  crepu- | [NpowssoguTtesib cTepunsaro-
npotiecca uecca Crepwwmsaumm un o6opy- | /msauym.  crneumdvkaumss  060- | pa B COTpYAHW4YeCTBe C paspa-
crepunmsaumn’ [JOBaHVs.  HeoOXoauMOro AR | PyaoBaHus. [JOMNOMHUTENBHOMO | GOTUMKOM  Mpouecca CTepwin-
060pya0BaHUA €r0 BbIMNO/IHEHVA obopyaoBaHMA M onpegene- | 3auuun. ecriv 3TO NPUMEHSETCA
HUEe  TEXHWYECKOrOo  OBCYyXW-
BaHMA. 6e30MacHOCTV UM OKPY-
XaIOLLWX YCNOBUIA
Onpepenexve Onpepenenve  npogykta  Ana | Crneuydovkaums npopykta, | lMpoussoauTens npoaykra  Ans
npoaykTa cTepunmsaumn YNaKOBOYHbIX mMarepuasios, | crtepwwmsauym (M Npou3Boau-
KavecTBa npoaykTa nepeq | Tenb  CTepwssaropa,  3aBUCS-
cTepuwmsauven lmin ot TpeboBaHWiA, NpenbsB-
NfemMbiX K CTepwivsytoLlemy
060py10BaHNIO)
OnpegeneHve OnpegeneHve  npouecca cre- | Pa3paborka, 6uonorndeckass | MpoussoguTesb npoaykTa
npoLiecca pwwsaum s Toro,  4ToObl | 6GEe30MacHOCTb, oCTaTtouHble | A4/19  cTepwwmsauM B COTPYA-
cTepunmsaumn [JOBUTBCA  CTEPWIbHOCTM  YCTa- | BewectBa  MOcC/e  Mpouecca, | HAvecTBe € MPOV3BOAUTENEM
HOB/IEHHOTO MpOfyKTa C COXpa- | COBMECTUMOCTb npoaykTa, | crepwnmsatopa W. ecrm  npu-
HeHveM 6e30MacHOCTM M pabo- | orpaHuyeHus Ha  MOBTOPHYI | MEHUMO.  MEMLMHCKOrO  060-
UMX XapaKTePUCTVIK MPoAyKTa cTepunm3aLmio pyfoBaH/s
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OkoHuyaHve Tabnuubl A. 1

OnemMeHTbI Lens KOMMOHeHTBI OTBeTCTBEHHasA CTOPOHA
Banmpaups [JoxazarenscrtBo TOro, yto | ATTectaupss  MOHTaXxa, arre- | OpraHuzaums, OTBETCTBEHHasA
npouecc  crepwwmsalym  Mo- | craums ChyHKUMOHMPOBaHMS, | 3a  CTepwM3auMio  npogykTta
XET ObiTb 3hhekTMBHO M BOC- | aTTecTaums aKcryatupyemo- | (mbo npovsBoguTe/lL  Mpo-
Npo3BOAMMO NpUMeHeH K | ro obopyfoBaHVs, nepecMmoTp | Aykta. /wmbo  yupexgeHve o
CTEPUNN3ALYIOHHON 3arpyske 1 yTBEPXAEHVE BayaaLmn MOBTOPHON 06paboTke) B  CO-
TpyoHu4ecTBe € MpOV3BOAM-
Tenem  crepwwsatopa,  ec/
NPUMEHNMO: npov3BoAnTEb
NPOAYKTa, YydypexaeHue Mo no-
BTOPHO 06paboTke B  COTPYA-
HU4eCTBE C OpraHusaumel, cre-
pWIM3yIOLLEeA  MpOAyKT,  ecrm
NPUMEHMMO
TexyLuii [okaszarenscTeo TOro, yto | CrepunmsaumoHHast 3arpyska, | MpousBogvTenb  mpogykta  wWin
MOHUTOPVHT 1 Ba/IMAMPOBaHHbIN npouecc | KoHdmrypauws, MOHUTOPUM | yupexaeHue no NOATOPHON
KOHTPO/1b cTepwsaLmm npyMeHeH B | mpouecca crepwwsaumu, pe- | obpabotke
npefenax —onpefeneHHbX  [O0- | fWCTpauus  MOMydyeHusl,  nepu-
MyckOB KO BCEM  MpOAyKTam | ogudeckoe 1ccnesoBaHve,
CTEPWIN3ALMOHHON 3arpy3kn permcTpaLmsa CoxpaHeHus
Bbinyck npo- Mepecmotp 3anvceit npo- | Mepecvmotp  3ammvceidl, wHovka- | lMpoussoguTens  npogykta W
JyKumm nocne Uuefyp Tekyllero KOHTPOAS W | TOp WCCneaoBaHus  (eC/M 3ro | yupexaeHve rno NOBTOPHOW
cTepunmsaumn onpegeneHve pasMelleHns | MMeeT  MecTo),  paswvelleHve | obpaboTtke
KOHKPETHOM CTEepWIM3aLMOH- | MpoAyKTa, KOPPEKTVPOBOYHbIE
HOW 3arpy3Ku fevictBus  (ecrm 9TO UMeeT
MecCTO)
MoppepxaHve MNoaTBepaeHve HernpepbiB- | NpoussoguTesib cTepwnsaro-
athdrexTBHOCTM HO/ MpvemiemMocTM Bal Waw- | pa.  MpoOV3BOAUTENb  MPOAyKTa
npoLiecca crepu- poBaHHOTO  rpouecca  CTepw- | WM ydpexaeHue Mo  MoBTop-
vizaumm Jwvizaumm HOA 06paboTke, BMecTe C Op-
raHu3aumei. OCYLLECTB/ISHO-
Weid cTepwmsaumio  NPOAyKTa,
€C/IN NPUMEHVIMO
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MpunoxeHve B
(cnpaBoyHoe)

OnpeaeneHvie NPoLecca, 0CHOBAHHOE Ha VHaKTUBAaLW MUKPOGHOI
nony/siLUM B ee eCTECTBEHHOM COCTOSIHUAN
(MeToA, OCHOBaHHb I Ha GoHarpy3ke)

B.1 O6uee

PykoBOACTBO M pacCcMOTpeHVe [AaHHOTO  MeToda  MnpeActasneHbl 8 fuTepatype, Takoii kak Halverson u  Zetgler
1932(37). Pflug n Holcomb 1983(44]. PDA 1978(42] n Pflug 1999(43].

MeTog TpebyeT OOGWMPHbIX 3HaHWA 06 €ecTecTBeHHO OuoHarpyske. BuoHarpyska XxapakTepHO NpoayKun — JO/KHAa
ObiTb OnpefeneHa e cooteeTctBMM ¢ WCO 11737-1. MoxeT OblTb HEo6XOAMMO BbIAENATb UI0NATbI MO MPUHUMMY  YCTORYM-

BOCTU K TET/y.

B.2 OT60p 06pa3LoB

MpoaykT, BbIGPaHHbI AR WUCCNeaoBaHWs Mpy  OMpefeneHny  npouecca, [Ao/MKeH ObMb  TUMWMYHBIM - MPeAcTaBuUTeNIeM
TeKyLLIeV MpOaYyKLAN.

8.3 Mpoueaypa

B.3.1 nMMpogykt [o/mkeH ObMb  NOABEPTHYT BO3AEWCTBMIO  CTEPWIM3YIOLLETO areHTa C  NpeaBapuTesibHO — onpefesneH-

HbIM YBE/IMYEHNEM OXMOAEMOTO MPOLIECCa CTEpU3aLIN.
B.3.2 JomkHa 6blMb YycTaHoB/EHa Tpebyemas TOYHOCTb W MPEUM3VNOHHOCTb  YBEIMYEHWA, U Mojaya  CTepwinsytoLLe-

T0 areHTa A0/KHa KOHTPO/IMPOBATLCS M MPOBEPSTLCS HA COOTBETCTBUE ONPeae/ieHHbIM Npeaesam.
B.3.3 [ocne BO3MEICTBUSI CTEPWIM3YIOWETO areHTa MPOAyKT Takke [AO/MKeH ObTb MOABEPrHYT WCTbITAHMSIM Ha  CTe-

pwibHoCT (cM. ICO 11737-2).
B.34 3HaHue 3aBMCAMOCTU MeXay Jofeii NpoAyKuWW, KoTopas He OGHapyXVBaeT YBEMYEHUS CTEPWILHOCTY a UC-

MbITAHVSIX. U CTEMEHBIO BO3AENCTBIA CTEPUIN3YIOLLIETO areHTa UCTo/b3yeTesl 4715 ONPeAeseH s NPOLIECCca CTEpU3aLIN.
B35  YcTaHOBMEHHbIi  ypoBeHb  06paboTkM  JO/KEH  6bITb  BbIMOSHEH  TpM  pasa A7 AeMOHCTpaLym

BOCNPOM3BOANMOCTN.

B.4 MNocneaytoLLme Meponpusatys

HenpepblBHasi MPYMEHUMOCTb  Mpolecca  CTEpWM3aLMM  o/DkHA  MOATBEPXKAATLCS  Yepe3  OnpedesieHHble  MHTepBa-
bl BPEMEHMU, UCTIOMb3YA MPOAYKT, KOTOPbI SIBNSETC TUNYHBIM NPEACTABATENIEM TEKYLLIEV MPOAYKLAW.
MeTog, TpebyeT NOCTOsIHHOI NPOBEPKY M KOHTPOJTS MO GUOHArPY3Ke.
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MpunoxeHne C
(cnpaBouHoe)

OnpeaeneHyie NpoLEecca, 0CHOBaHHOE Ha MHAKTMBALIMM TECT-MMKPOOPraHN3MOB M 3HAHWN
GVIoHarpy3Kk/ Ha aneMeHTax NPOAyKLMM 4719 CTepumM3aLmm (KOMOUHMPOBaHHBI METOA,
OCHOBaHHbI Ha G1oHarpyaKe/GoIOrMYECKX MHAMKATOPaX)

C.106wwee

PykoBOACTBO ¥ paccMOTpeHMe [aHHOTO MeToja MOXHO Haimm B MCO 14161(10] »n Take B /wmTepatype, Takoh Kak
Halverson n Zeigler 1932(37]. Pflug n Holcomb 1983(44]. PDS 1978(42] n Pflug 1999(43].

C.2Mpouenypa

C21 [HonkHa 6blMb YycTaHOBeHa 00M1acTb B MpoAykTe, B  KOTOPOM 6ydaeT Havbosnee  CAOKHO — AOCTUMHYTb
CTEPUWILHOCTU.

C.22 KoHTponbHas npoba [ npouecca  CTepwiM3aumy,  BKIOHAIOWAA  3HaHMe  KOMMYeCTBa  MUKPOOPraHM3MOB  C
M3BECTHOW YCTOUMBOCTLH K CTEPUIM3YIOLLIEMY areHTy, A0/HKHA GbITh pa3paboTaHa Ha OCHOBE:

a) paswvelleHus 6MOorMYECKUX WHAVKATOPOB B MPOAYyKTE B ONpeAeneHHoM MecTe (MecTax) WM TUMUYHBIX  MO/oXe-
HUSIX. Fie Havbosee TPyAHO AOCTWYb YC/IOBUIA CTEpUM3aLMK, WK

b) 3apaxeHus MpofykKta OCHOBHbIMM MVKPOOPraHM3Mamu B MeCTax BHYTpM MpofykTa, fFAe Haubonee TpygHO —[Ao-
CTWYb CTEPUIN3ALIMOHHBIX YC/TOBUIA.

MpumeuyaHne — 3apaxeHHbli MPOAYKT MOXET paccMarpmBatbCA Kak  Ouonormyeckiin  vHgmkatop. (Cm. 85 n
MCO 11138-1)

C.2.3 KoHTponbHast npobe p[o/mkHa OblMb yMakoBaHa TakMM e 06pasoM, Kak W W3rOTOB/IEHHbIA  [O/MKHLIM - 06Pa3oM
npofdyxr. W [o/mkHa OblTb BKIOYEHA 8 CTepWwIM3aUMOHHYI0 3arpysky B 00nacTy, rge Hambornee TpyAaHO [OCTWYb — CTepuiv-
3aLMOHHbIX YC/I0BUIA.

C24 CrepwwizaUMOHHas 3arpyska [f[o/kHa Oblb  MoABeprHyTa  BO3AEWCTBUIO  CTEPWIM3YIOLLErO areHta npu  ycrio-
BVSIX. BbIOPaHHbIX [/ MOJlyYEeHWs] JIET&/TbHOCTM  MEHbLUe, Yem MOo/MyyeHHast B MpoLecce CTaHAapTHON  CTepwMsaumm A4St
TOro, YTO6bI HE BCE TECT-MMKPOOPraT3Mbl ObLIN MHAKTUBMPOBAHBI.

C.25 OrnpegenenHbili  ypoBeHb — 06paboTkM  JO/DKEH  OblMb  BbIMO/HEH  TpM  pasa 419 AeMOHCTpauum
BOCMPOV3BOAVIMOCTU.

C.26 KonmyecTBO BbDKVBLUMX MMUKPOOPraHW3MOB [O/DKHO ObiTb  ONPeAenieHo C  MOMOLLB  MPAMOro  Mepecyeta Wi
YCTaHOB/IEHO C NMOMOLLIO Havbos1ee BEPOSITHOTO KOSIMYECTBEHHOTO METOAA.

C.2.7 fomkHa 6bITb BblHUC/IEHA CTEMEHb UHAKTVBALM TECT-MUKPOOPraHN3VIOB.

C.28 Ha ocHoBe 3HaHWA OGUOHarpysks (YCTaHOB/MEHHOW B cootBeTcTBMM € 8.11 a) u CcreneHn VHakTMBauymn TecT-
MVIKDOOPraHn3MoB  [IO/bkHa  ObITb  OnpefernieHa  creneHb 06paboTkv, Tpebyemas [/ [OCTWKEHUA  OnpefesieHHbIX  Tpe6o-
BaHWIi CTEPUSIBHOCTU.
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MpunoxeHve O
(cnpaBoyHoe)

KoHcepBaT/BHOE onpeaenieHme NpoLecca, OCHOBAHHOE Ha UHAKTVBALWM TECT-MVKPOOPraHM3MOB
(meTopg, NonHow rbeni)

0.1 O6Luee

011 [aHHOEe nMpWIOXKEHWE  OMWCbIBAET  MPOLECC  MOMHOM  MMOEe/M,  OCHOBaHHbIA  Ha  MHaKTVBaumM  TecT-
MWKPOOPraHW3MoB.  [laHHbIli  MPOLECC  LUMPOKO  MPUMEHSIETC M 4acTo  MCMOMb3yeTcss 419 CTepwmMsauum  v3gesmiA - MHOro-
KpaTHOrO MpUMeHeHVsi. ATTecTauust npouecca CTepwMsalunm A1 Takix MNpoAykToB TpebyeT nogxoja OT/MYHOrO  OT  TOro,
YTO UCMoMb3yeTcs A1 MCXOOHO UMCTOTO MPOAYKTa, Tak Kak C/OKHO OnpedenvTb KOHTPO/bHYy0 npoby Ans npouecca  Ccre-
pwwmsauum u 06paboTka, KoTopas NpendwiecTByeT CTepwmMzauuy (Takasi Kak OuuCTKa), SBMSETCS C/OKHOM AN Bampauum
N KoHTponsa. [pouecc crepwmsauum B [aHHON CUTyauum 4acTo SB/SIETCS KOHCepBaTVBHbIM 1 pa3paboTaH [ BbIMOsHe-
HUS 06pabOTKW, MPEBbILLIAIOLLIEN Ty. UTO TpebyeTCs A9 AOCTVKEHUS onpeenieHHbIX Tpeb0BaHNiA CTEPUIBHOCTY.

[JaHHbiA  TVN  06paboTKX, KOTOPbI 4acTO YMOMMHAETCA KaK «MOTHaA [Mbenb», MOXeT OblTb OnpeaeneH  Marematu-
UYECKN Ha OCHOBaHUM 3SMIMUPUYECKUX [aHHbIX O MUKpoopraHusMe (MeTof MoMHOTa LWKa) WM M3 YMEHBLUEHHOTO  YPOBHS
06pabOTKY, BbINONHSIEMOV A/19 onpeeieHHOro MKpoopraH13ma (METOZ, HEMOIHOTA LIVIKAY).

0.1.2 MeTog MOMHOM T1MGe/M  SBNSETCA  Hambosiee MOAXOAAWWM A/ MPOLUECCOB  CTepwmM3auui, r4e  MOXET  ObiTb
rokasaHa /iMHeliHast KHETVKa UHaKTUBALN.

0.1.3 PykoBoACTBO M paccMOTpeHMe MeToga MonHoi  rmbesm  npeactasneHsl B MICO  14161(10) m B fmTepartype,
Takow kak Halverson n Zetgler 1932(37]. P/lng n Holcomb 1983144]. PDA 1978(42] n Pflug 1999(43].

0.2 Mpouenypa

0.2.1 Jo/mkHO GbITb YCTAHOB/IEHO MECTO B MPOAYKTa, B KOTOPOM Havbosee TpyAHO AOCTUYb CTEPUILHOCT.

0.2.2 KoHTposbHas mpoba npovecca CTepumsaLyin Ao/mkHa ObITb paspaboTaHa Ha OCHOBE:

a) pasvelleHus OKOMOrMyYeckMX VHOMKATOPOB B MPOAYKTEe B OMpedesieHHoOM MecTe (MecTax) Wi TUMMYHBIX - MOsoXe-
HUSIX. TZie Havboriee TpyAHO AOCTWYb YC/I0BUIA CTEpUM3aLMM, WK

b) 3apaxeHMs MNpoAyKTa TecT-MMKDOOpraHM3Mamy B MeCTax BHYTPM NpoaykTa, rAe Havbosnee TpyaHO [OCTUYb —CTe-
PWIN3ALMOHHBIX YCIIOBUIA.

MpumeyaHne — 3apaxeHHbli MPOAYKT MOXET paccMaTpyBatbCs Kak —Guonorndeckuini  mHatocatop. (Cm. 85 u
NCO 11138-1)

0.2.3 KoHTponibHas npo6a Ao/kHa 6biTb  yriakoBaHa TakMM ke 06pa3oM, Kak W W3TOTOB/EHHbI  [0/DKHBIM - 06pasom
NPOAYKT, U [AO/MKHA OGbiTb BKIOYEHA B CTEPWIM3ALIMOHHYIO 3arpysky B 06/acTv, rae Haubornee TpyAHO AOCTWYbL  CTEpWM-
3aLMOHHBIX YC/IOBMIA.

D.3 MeTog, HenosHoro Lykna

03.1 CrepwwsauoHHas 3arpyska [Oo/DkHa OblMb  MOABEPrHyTa BO3AENCTBMIO  CTEPWIMBYIOLLETO areHTa B YC/OBU-
AX. paspaboTaHHbIX A/151 MOSTyHEHNS MOHVKEHHOTO YPOBHS 06paboTKu.

032 JomkHa OblTb YycCTaHOB/eHa CTeneHb 00paboTkn, HeobxogumMas AOns  MHakveaummM 10 MMKPOOPraHW3MOB — Ha
61O/IOTNYECKOM MHAMKATOPE, KOTOpbIN cooTBeTcTBYET MCO 11138-3.

0.3.3 OnpegeneHHblii ypoBeHb 06paboTky AO/DKEH ObIThb BbINO/IHEH TPW Pa3a, UToObI MOKa3aTb BOCMPOM3BOAYMOCTb.

034 Ecmm  ycraHoBneHa MHakTvBaumsi  10°  KM3HECMOCOGHLIX — MVKPOOPraHM3MOB, — OnpefensieTcs  ypoBeHb  0bpa-
60TKM [/ npouecca  CTepwm3aumyM € MOMOLLBIO  3KCTPanossuMM [0 pacHeTHOM BEpPOSTHOCTM  BbbkvBaHusa 10% wm  nyu-
We. MpYHAMAasi BO BHUMaHWE MpUpody K/HETMKM VHaKTVBaLWM CTEpWIM3YIOLLETO areHTa U KO/MYECTBO U YCTOMUYMBOCTb
MVKPOOPraH/13mMOoB Ha 610/10rMUYECKOM VHAMKATOPE.

D.35 CreneHb 06pabOTKM MOXET OblTb KOHCEPBATVBHO OMpeferieHa Kak BABoe 60/blas TOW. YTO  MCMOSb3yeTcst
N5 MOHYDKEHHOTO YPOBHS 06paboTKu.

0.4 MeTop, No/HOro Lyikna

0.4.1 CrepwwsaLMOHHas 3arpy3ka [Ao/DkHa  MOABEPraTbCs  BO3AECTBMIO  CTEPUMbI3YIOLLETO areHta npu  YC/IoBUSIX,
YCTAHOB/MEHHbIX A1 MOJlyYEHMs1 YPOBHA  06paboTKM, KoTopas OyaeT  MHaKTMBMPOBATb — GMOMIOTMYECKUIA  MHOMKATOP B COOT-
BeTcTBuM ¢ MICO 11138-3.

0.4.2 HommrHarbHas nonynsaums Ha G1oormMyeckoM MHAMKaTope A0/MKHa MpeBbILLaTh, Mo MeHbLuel mepe. 0.5 * log

C ocHoBaHMeM 10 OT UMACMEHHOCTW, BblMMACTEHHOW W3 C U CEepTUCMUMPOBAHHON Be/mMuMHol 0, [ANA  6UO/ONMYECKoro
VHOMKaTOpa. 3r0  YuuTbiBAET BapuaLM  MUKPOBMOMOTMUECKMX [EACTBMIA W KM3MeHeHue D 3HaueHwii Ansi  Mccriefyemoro

MUKPOOPraHMama, KOTOpbIiA MOXXET KOHTAKTVPOBATb C MPOZYKTOM W/ GbiTb NPUEMHOI 3arpsi3HEHNS MaTepraia.
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onpesenseTcs 13 ypaBHEHUS:
F~-O”log (og/10. 0.1y

rae 0,2) “ O — 3HaueHMe 61MoIorMHECKoro MHAVKaTopa NMpy TemnepaTtype Bo3aelictems 121 *C;
N, — M13HECnoco6Has NoMy/ALMA Ha B1O/IONYECKOM MHAVMKATOPE Nepes BO3AEeViCTBUEM:
N — X3HecrnocobHas oMy IALMA Ha G1OI0rMUYECcKOM MHAMKATOPE MoC/e BO3LeCTBISA.

D.4.3 TlpymepamM MWKPOOPraH13MOB, KOTOPble MOKa3bIBAIOT  BbLICOKYID YCTOMYMBOCTb K  BfI&XHOMY Teryly W Ko-
TOpble MNpurogHbl K MpUMEHeHWI0 8 [daHHOM MeToge, sBnsotes 6. stearothermophitus. B. coaguians. C. sporogenes u
B. atrophaeus.

D.44 W3veHeH/s B MOSy4aeMOi JieTa/lbHOCTW, KOTOpble MOMYyT BCTpeYarbCs B kKamepe CcTepwmsaropa, W BeposiT-
HOCTb TOIO, 4YTO 3TO MOXET MNPMBOAUTL K TMOSIOXATENILHOMY UCTIbITATe/lbHOMY 06pasLy, [O/DKHbI ObiTb  BKIOYEHbI B BbIMWC-
Nlenvs o1 onpegenenns Fq.

D45 CrepwmsaumMoHHass 3arpy3ka [O/DkHa nofaepraTbCsl  BO3AENCTBMIO  CTEPWIM3YIOLLETO areHTa C  KOHTPOSbHbIM
3HaueHneM Fq AN noATBepXAeHNS TOro, UTO HET OCTaBLLMXCS B YXUBbIX MVKDOOPraH13MOB.

Ecnn  pesynbTarbl  WCMbITaHUA  YCTaHaB/MBAIOT, 4TO [aHHbIA YpOBEHb 00paboTKM SBMSETCA  AOMYCTUMbIM, TO  AO/DKHbI

GbiTb  BbINOSIHEHbI [BA  AOMO/HATE/bHBIX MOBTOPA /1 [0KA3aTe/lbCTBa  BOCTPOM3BOAMMOCT W [/ MOATBEKAEHUS  orpe-
[ieneHHoli 06paboTKM, BbINO/HSEMOV C MOMOLLIbHO MPOLIECCa CTEPM3aLMN.
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MpunoxeHve E
(cnpaBoyHoe)

Pabouve kbl

MpumeuyaHne — [JlaHHOE MPWIOKEH/E OMCHIBAET CTaHAApTHble pabouse LMKbI, UCMO/b3yeMble B MapoBOi
CTEPU3ALIN BIAXKHBIM TEM/IOM. PUCYHKM SIBMSIOTCS CXEMATUUHBIMM U IaHbI TOSLKO A1 npUMepa.

E.1 HacblLLEHHbI Nap — BEHTUMPYEMbIE CUCTEMBI

E. 1.1 [aHHbli pabouniA UMKN 1aBHbIM 00pa3oM MNpefHasHauyeH A1 CTepuIn3aLn  KOHTaKTURYIOLWMX MOBEPXHO-
CTell. TaKk KaK yganeHve BO3Oyxa W3 MaTepuasioB M MOMOCTEA SBASETCA HeHadeXHbIM. [aHHbii UMK Taloke WCMosb3yeTcs
NS CTepUN3aLIMM XMAKOCTEN B KOHTEViHepaxX, Ofe nap AeCTBYET Kak Ter/IOHOCUTETb.

E.12 nMMpuvep npodhwna Temnepatypbl W [aB/IEHMA B KaMepe [J/11  BEHTWIVPYeMOro LMKNa  CTepwiM3aLym  Hacbl-
LLIEHHbIM NapoMm NpeAcTas/ieH Ha pycyHke E.1.

Yh

SR

xy

X — Bpemsa: V — Temnepatypa ( ); AABNEHNE HACbILLEHHOrO Nlepa
T — hasa HarpeBa. 2 — hasaeblaepxm; 3— hasa OxNakAeHUs: a — KnanaH 3akpbIT

PvicyHok E.1 — Mpumep npodouneli TemnepaTtypbl U 4aBMeHUs B kavmepe 4715 Lykia
HaCbILLEHHbI Nap — BEHTUMPYeMble CUCTEMbI

E.1.3 MNpoLecc cTepumsaLiym COCTOUT U3 TPEX OCHOBHBbIX (0a3:

a) (pasa HarpeBa: MNpU OTKPLITOM KarnaHe HacbllEHHbI nap MoJaeTcs WM TeHepupyeTcs B kamepe CTepuinsa-
Topa A0 Tex nop. noka He O6yAyT Mo/ydYeHbl Xenaemble YCoBUS: 3TO 0ObIMHO OMpeaensieTc C  MOMOLLBK  U3MepeHVs
Temnepatypbl. 3aTeM KnanaH 3akpblBaeTCsl, W HacbleHHbli Map NpPoOJO/KAeT MojaBaTtbCA WM TeHepupoBaTbCs B Kamepe
crepunu3aropa [0 TeX Mop. Mnoka He 6ydyT AOCTUIHYTbl Temrepartypa CTepurbi3alyy M COOTBETCTBYIOLLEE [JaBfeHne Ha-
CbILLIEHHOTO Napa;

b) dhasa ebigpprOM: Temneparypa CTepwi3aumn MOAAEPKMBAETCH B KaMepe CTepwmsaropa C  MOMOLUBI0  Hacbl-
LLIEHHOTO Napa B TeYeHMe BPpeMeH BbiAEPNBaHWS.

C) (hase OXIaXOEHVS: [JaHHas pasa MOXeT OT/MyaTbCs /19 Pas/MyHbIX TUMOB MNpofykta. Bo3gyx MOXeT nogasatb-
CA uepe3 KlanaH Kamepbl CTepuwmsatopa M3 atMocthepbl WM. [Ae OXIaKAATCA pacTBOpbl B EPMETUYHBLIX KOHTElHepax,
WNLTPOBaHHBI  OKATbIA  BO3OyX MOXET roAaBaTbCca B kamepy CcTepwimsatopa 1A npefoTspalleHnss  BbiCTporo  cpoca
JaBneHus. [aHHas (pasa 3akaHuMBaeTCs, KOr4a A@BfieHVe B Kavepe CTepwi/saropa CTaHOBUTCA  paBHbIM — aTMocepHo-
My. & B C/ly4aB repMETUHbIX KOHTEHEpe» — NPK AOCTVKEHUN 6e30MacHo TeMnepaTypsb!.

E.2 HacblLLeHHbI nap — NpuHyavTeNibHOE U3THaHVe Bo3ayxa

E21 [OanHbii pabounii UMk npegHasHadeH 4719 MPOAYKTOB, W3 KOTOPbIX TPYAHO YAa/MTb BO3AyX, TakMX Kak Mo-
puCTble mMaTtepuasibl, MOMOCTY WWAM  BraguHbl W ynakoBaHHble wu3fenms. OH TaKke MOXET WCNosb30BaTbCa /19 CTepuin-

3aL{MM KOHTAKTUPYIOLLMX NOBEPXHOCTENA.
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E22 [MMpumep npocwis Temnepatypbl WM [aBNeHUs B Kavepe NpeacTaBneH Ha pucyHke E.2. 3T0 TOMbko OauH npw-
Mep 13 MHOTVX peasin3yeMbIX METOZOB B COBPEMEHHLIX CTEPUI3ATOPAX.
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X — Bpewms. Y — Temneparypa ( ): lAB/IEHNE HACBILLEHHOTO Napa
J — chata yaaneHns aomyxa. 2 — ¢hasa nogaum napa: 3 — dasa Bblaepkku. 4 — pasa Bbinycka napa. 5 — pasa cywku: 6 — cpasa
c6poca Bakyyma: a — atMocthepHoe fasrieHne

PuicyHok E.2 — Mpumep npodhurieii TeMneparypbl 1 AaBNEHUS B KAMEPE [/151 LMKNA C HACbILLEHHBIM Mapom
W MPUHY,AUTENbHBIM U3rHaHEM BO3MyXa

E.2.3 MNpouecc cTepumsauymn COCTOUT U3 LLECTU OCHOBHbIX dhas:

a) hasa yganeHua BO3dyxa: BO3OyX YAATAETCA W3 Kamepbl CTepwmsatopa W CTepWIM3aLMOHHOW 3arpy3kn C  MOMO-
LLIbHO FTYGOKOrO Bakyyma Win NOTOKa, MybCUPYIOLLIETO BbILLIE UMW HWKE aTMOCCEPHOTO JaBeHs:

b) dhasa nMogauM napa: HacbleHHbIi Map MofaeTcs B Kamepy CTepwmsaropa A0 Tex Mop. noka B kavepe CTepuiv-
3aTopa He 6yayT AOCTUTHYTLI TeMreparypa 1 Aas/ieHne CTepun3aLmn:

C) (pasa BblIEPKKM: B Kamepe CTepwiM3aTopa C MOMOLLUBIO HAaCbILEHHOro Mapa OnpedesieHHoe Bpems MNOAAEPXVBa-
0TCA TeMneparypa 1 fas/ieHvie CTepuinsaummn:

d) asa BbiNycka napa: nap ydalseTca W3 Kamepbl CTepwmsaropa W AOCTUraeTcs MpefBapuTesibHo  onpesenieHHbINn
YPOBEHb Bakyyma:

e) (hasa Cylwku: 1A MPOAYKTOB, TPeOyloWwmMX MPOCYLLKW, Temreparypa B pyballke M Bakyym B kavepe CTepwmsaro-
pa nofAepMBatoTCA Ha 3apaHee YCTaHOB/IEHHOM YPOBHE:

0 dhasa cbpoca Bakyyma: B kamepy CcTepwmsatopa uYepe3s (wibTp, YAEPKVBAOWMIA MUKPOOHbIA aspo30/b, MNoAaeT-
CS1 BO3/yX [0 AOCTVDKEHVS aTMOCDEPHOIO AaB/EHMS.

E.3 Cucrema cxaroro Bosgyxa

E.3.1 O6Lume nonoxeHus

HekoTopble npoAykTbl He MOIYT BbldepkaTb [AaB/feHnsi Mapa, COOTBETCTBYIOLLUETO —TemnepaType — CTepWIM3aLyn.
MosToMy MPUMEHSIOT  MPOLECCbl  C  UCMOMb30BaHWEM — OKATOro  BO34yXa, MOAABaeMoro Yepes (uibTp,  3a4epKUBAOLLMIA
MUKPOGHBIA  a3po30/ib, KOTOpble OOGECNeUMBAOT B TEYEHMe BCEr0 LMKa CTepwmsalyi WM ero YacTu AaBfieHre  CHapyxu
MPOZYyKTa, PaBHOE WM NPEBbILLIAIOLLEE AABMEHVE BHYTPY MPOAYKTA.
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E.3.2 NapoBo3ayLLHas cmecb

vé

E.3.2.1 Mpvmep npodonns Temneparypbl U AaBeHns B kamepe NpeacTassieH Ha pucyHke E.3.

FOCT P NCO 17665-1—2016
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X —Bpemsa: Y — temneparypa ( ): U36bITOUHOE AaBNeHNe BO3ayXa
) — (hasa HarpeBa: 2 — hasa BblgepxkKnN: 3 — hasa oxNaKAEHUs
PuicyHok E.3 — Mpumep npodonneit TeMneparypbl 1 AaBEHVS B Kamepe A/15 Lvikia CTepuI3aLyiv MapoBO3AyLLHON
CMECbH0
E.3.2.2 Mpouecc cTeprmsaLmm COCTOUT U3 TPEX OCHOBHBIX (has:
Korga  UesoCTHOCTb
MOMEXOWA.

Npoaykta  MOXeT  6biTb

MOBLILLEHVEM  [JAB/IEHVS
BbIAEPXKKM:
BPEMEHM:

napa. Torga

a) (pasa HarpeBa: MepBasl YacTb [AHHOM CTaAMM Taxas Xe. Kak W B BEHTWIMPYyEMbIX CUCTEMaX, WCKMouYas Te Criyda,
HapylLieHa
TPE6YIOT MOBLILLEHHOTO [JaBMEHUs B 3TOM (base M MNapuMasibHOE [aBfieHVe MOMaBLUErO0 B Kamepy BO3dyXa HEOOCTAaTOuHO,
LKA
0)

Map npogomxaloT nogaBaTb B Kamepy [0 JOCTWKeHusi Tpebyemoil Temnepartypsbl
b) pasa

MPOBETPVBaHNE  AB/IAETCA
"

(haza  OXNaKAEHVSE:

JKOEHHOW  BOAb.

CTEPUIN3ALIMA.
Temneparypa  CTepuM3aumn

Korga npopykTbl
BBOAUTCA CXaTblil BO3ayX. O6bIMHO A/15 NOAAEPKaHWNS OAHOPOAHOCTY Cpeabl TpebyeTcs NPoM3B0AUTL NepeMeLLIMBaHME:

NoAAEPKVBaOTCS
3aTopa NpeaoTBpPaLLAETCs C NMOMOLLbH CKATOro BO3AyXa.
UTo06h!

B

TEYeHMe  YCTaHOB/IEHHOTO
OX/TKAeHe MpoAyKTa MPOBOAAT OX/TKAEHHBIM  OKaTbIM  BO3AyXOM UMbl

pacrblieH/eM  Ox-
B TeueHve [faHHOM (pasbl MNOBpeXaeHWe Npodykta OT GbICTporo cbpoca [aBneHus B kaMepe  CTepuin-

COXpaHUTb  LIE/IOCTHOCTb  MpoAyXTa, CriedyeT MpeaoTBpatMTh  GbICTPOE MafeHVe [AaBneHus NyTem  noaaepka-
HAS Tpebyemoro [JaBfeHnst B Kamepe C MOMOLBI0 CkKaToro Bo3ayxa. [asfeHve MNofanepKVBaeTcs,
HO He OX/1aauTCs, MOC/IE YEro AaB/ieHne copackiBAaETCs A0 aTMOCHEPHOTO.

noka MpOAYKT AocTaTou-
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E.3.3 PacnbiieHve Bogp!

2

E.3.3.1 Mpvmep npodonnsa Temnepartypbl 1 AaBneHns NpeacTas/ieH Ha prcyHke E.4.

3
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X — Bpewms. Y — Temneparypa <

ho = v

=y

); 36bITOYHOE JaB/ieHne Bo3ayxa

1 — ¢hasa nogaum Boabl. 2 — hasa Harpesa; 2» asa Bblaepxku. 4 — asa oxnaxaeHus
PucyHok E.4 — Mpumep npochuriein Temnepatypbl 1 AaBNeHNs B kamepe 415 LWKa C pacrbuieHeM Boabl
E.3.3.2 Mpouecc cTepunmsaLmm COCTOUT U3 YETbIPEX OCHOBHbIX (0as3:

crepunmsaropa:

a) pasa nogay* BOAbl B Hayasle LMKMA CTEPWIM3ALMM ONPEeAEe/ieHHoe KOSIMYECTBO BOAbl BHOCWTCA € Kamepy CTe-
pum13aTopa Wiv UCNOTL3YBTCS KOHAEHCAT Napa. 3aTeM OHa PacribUISETCS HA MPOAYKT:

A3ETCA CHWKEeHMeM TemMneparypbl

b) pasa HarpeBa: HarpeB [0 TpeOyeMmoil TemnepaTypbl CTepwmsaumm [OocTWraeTcs 3a CueT nofauv Bo3gyxa W mapa
Tpe6oBaHVAMY CTEPUIM3ALIN B TEHEHNE HEOBXOAMMOTO NEPUOAA BPEMEHN:

B LMPKY/IILMOHHYIO CMCTEMY WM 34 CYET HarpeBa BOAbl Yepe3 TErVIOOOMEHHWK W BHECEHUS OKaToro BO3MyXa B Kamepy
C) pbasa BbiAEPKKA paboTaeT LMPKYNsLUMOHHAs cucTeMa, M Temneparypa Bofbl

NOAJEPKMBAETCA B COOTBETCTBUM C
d) dhaza oxnaxaeHus: [aBfeHVe B Kavepe CTepwM3atopa MOAAEpPKMBAETCS OKaTbiM  BO3AYXOM, W MPOAYKT OX/iak-
LVPKY/IMPYIOLLE/  BOApI
3aTOpa coPackIBAETCS, KOra TEMMNeparypa NpoyKTa yMEHbLIAETCS 10 6E30MacHON0 3HAUEHNS.

C KOHTPO/IMPYEMOM pacxofioM. [aBneHve B Kamepe CTepwin-
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E.3.4 MorpyeHue B Bogy
E.3.4.1 Mpymep npodonnsa TeMnepaTtypbl U AaBeHUs kamepbl NpeacTas/ieH Ha prcyHke E.5.

Y*
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I
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Y
X — Bpewms: Y — Temneparypa ( ): U36bITOYHOE AaBneHue Bo3gyxa < _ _h

| — chaza nogaum Boapl: 2 — pasa Harpesa; 3 — hasa Bblaepxkn. 4 — hasza oxnaxmeHns
PucyHok E.5 — Mpumvep npochmnsa Temnepatypbl 1 AaBNeHVS 4715 LYKIA NOrpy)XeHNEM B Befy

E.3.4.2 laHHb I LK noao6eH paboydemy LKy C MPOLECCOM PacribUIEHSt BOAb! 3@ UCK/TKOYEHMEM TOTO, YTO MPo-
[OYKT MOSTHOCTLIO MOrPYeH B BOAY [/151 TOTO, YTOObI NOALEPHVBATL €0 hopmy.
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MpunoxeHve A
(cnpaBouHoe)

CBefieHVIs1 0 COOTBETCTBIM CCbIIOYHbIX MEXAYHAPOAHBIX CTaHAAPTOB HALWIOHA/bHBIM CTaHAapTaMm
Poccwiickoin depepauym

Ta6nuya JA1

O603HaueHVe

CCbITIOHHOTO Crenex O603HaYeHVIe U HAMMEHOBaHW TBETCTB IO HaLWIOHA/ILHOTO CT. T
bl CSy1y HAPOZ NOT O COOTRETCTRUS 03HaYEHVE 1 HaVIMEHOBaHNe COOTBETCTBYIOLLIEIO HaLOHa/I,HOTO CTaHaapTa

CTaHgapTa

MCO 10012 ot IOCT P WNCO 10012—2008 «MeHemKMeHT opraHuzaumn. CucteMbl  MeHef-
XMeHTa u3vepeHuin. TpeGoBaHWA K npoueccam U3MepeHuid U M3MepUTENbHOMY
060pyA0BaHNIo»

CO 11138-1:2006 — M

MCO 13485:2003 ot FOCT ISO 13485—2011 «M3perma wmegmuuHcke. CuCTeMbl  MeHemKMeHTa
KavecTBa. CucTemMHble TpeboBaHUA 4719 Liereli peryimpoBaHus®

MCO 11737-2 ot MOCT ISO 11737-2—2011 «Crepywmsauma  MeVLMHCKX — mM3genvii.  Mukpo-
6uonorndeckne  Metogbl. Yactb 2. UcmbimaHmss Ha  CTEpWIbHOCTb,  MPOBOAVIMbIE
Npw Ba/MAALIMN NPOLLECCOB CTEPWIM3ALIN

MCO 11737-1 oT MOCT ISO 11737-1—2012 «CTrepwmsaumsi MeOUUMHCKAX — M34WMA.  MuKpo-
6uonornyeckne  metogbl.  Yacte 1. OueHka  MOMynsauMM  MUKPOOPraHM3MOB — Ha
NPOAYKLMN»

MNCO 11607-2 — °

MCO 11607-1 — *

MCO 11140-5 ot MOCT ISO 11140-5—2011 «Crepwmsaums MEOWLWHCKON  NpoayXupn.  Xu-
Muyeckne uHaukatopbl. Yacte 5. WHaukatopbl 210 kfacca Ans  TECT-/IMCTOB U
TECT-NAKETOB /15 UCTbITaHWIA Ha YA/ IeHVe BO3MyXa»

MCO 111404 ot FOCT ISO 11140-4—2011 «CTepwzaums MEAULMHCKON  MpomyKuyn.  Xumu-
yecke wuHAvkatopbl. Yacte 4. WHaukatopbl 2-70  Knacca K - rect-naketam oS
onpegeneHns NPoHNKaHUA napax»

MCO 11140-3 ot OCT ISO 11140-3—2011 «CTepunmsauysi MeOVLMHCKOA  MpoayKumn.  Xvmu-
yeckne wvHaMKatopbl. Yacte 3. TeCcT-MCTbl K uvHOMKatopam 2-1o0 Kriacca i UC-
MbITaHWI Ha NPOHVIKaHWe napa*

MCO 11140-1 0T MOCT ISO 11140-1—2010 «Crepwwsaumsi MeaUMHCKONM — MpogyKumn.  Xumu-
yeckne nHaykatopbl. Yacts 1. O6Lme TpeboBaHus»

CO 11138-3:2006 — °B

1CO 17664 — o«

*  COOTBETCTBYIOLLMIA  HALWMOHa/bHBIV  CTaHAAPT  OTCyTCTBYeT. [0 ero  YTBEepXOEHWS PEKOMEHAyeTCs  WCro/b30BaTb
MepeBog, Ha PycckMiA  Si3blK  [AHHOTO  MeXAyHapoAHOro CTaHgapTa. [lepeBof [OaHHOTO  MeXOyHapoaHoro CTaHgapTa  Ha-
xoputes B defepasibHOM MHAIOPMALIVIOHHOM (DOHAE TEXHUYECKUX PErTTaMEHTOB 1 CTaHAAPTOB.

“  COOTBETCTBYIOLUMIA  HAUMOHa/bHBLIA  CTaHAAPT — OTCyTCTBYeT. [0 €ro  YTBEPXAEHUS  PEKOMEHOYeTCs  MCMOJb30-
BaTb NEPEBOZ Ha PYCCKUIA S3bIK JAHHOTO MEX/AyHapPOAHOro CTaHaapTa.

MpumeyaHne — B HacTosweli Tabrvue WCMOMbL30BAHO —Criedytollee YC/IoBHOe 0603HaueHVe CTeneHn  Co-
OTBETCTBYSA CTaHAaPTOB:
* KOT — naeHT1YHbIe CTaHaaPTbI.
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CO 9001:2000
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MCO 14001

MCO 14040

MCO 14161:2000
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MCO 15882:2003

MCO 15883-1

MCO 15883-2

MCO 15883-4
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Burbnuorpadoms

CvcTeMbl  MeHemkMeHTa  kadyectBa. OCHOBHble MoMoXeHUss W cnosapb  (Quality manage-
ment systems. Fundamentals and VVocabulary)

YnpaBneHMe KayectBOM W CTaHfapTbl MNogaepxaHus Kavectsa. Yactb 3. PexkomeHpauyn
no npumeHenmto WMCO 9001 pans  pas3paboTkv, MOAAEPXKKA W OBCMYyXVBaHWS  NPOrpaMmHOro
obecrneveHnss komnbtotepa  (Quality management and quality assurance standards. Part 3
Guidelines for the application of ISO 9001 to the development, supply and maintenance of
computer software)

Cuctembl MeHemKVEHTa KayecTsa. TpeboBaHus (Quality management systems.
Requirements)

CvcTeMbl  MeHeMKMeHTa  KauecTBa. PekomeHgauym 1o Y/ydlleHno  paboumx  Xapakrepu-
ctuk (Quality management systems. Guidelines for performance improvements)

Bronorvyeckas oueHka MeauuvHCKMX  m3germii. Yace 1. OueHka u wcrbitaHus  (Biological
evaluation of medical devices. Part 1: Evaluation and testing)

Buonormyeckas oueHka  MeauuMHCKMX  u3genmid.  Yacte  17. CosgaHve  AOnyCTUMbIX — npege-
noB Ana  BbiwenaumBaemblx BelwlectB  (Biological evaluaton of medical devices. Part 17:
Establishment of allowable limits for teachable substances)

Crepwwzauvsi  MeavuuHckux — usgenmii.  CnosBapb  (Sterilization  of  healthcare  products.
Vocabulary)

CvicTEMbI  YMPaB/IEHUS]  OKPYXKAIOLLWMMKM  yCoBusiMW.  TpeboBaHMsi  PYKOBOACTBA MO MpUMEHE-
Huto (Environmental management systems. Requirements with guidance for use)

YnpasneHve — okpyxaowmmn - ycnosuaMy.  OueHka  A0MroBeyHocTW.  MpuHLMNbI 1M CTPYKTYpa
(Environmental management. Life cycle assessment. Principles and framework)

Crepwwizaumsi  MeUUMHCKAX — u3genmid.  Buonormueckue  vHaukatopbl.  PykoBOACTBO MO Bbl-
60py. MPUMEHEHWIO W uHTepnpeTaumm pesynbTtatoB  (Sterilization o< health care products.
Biological indicators. Guidance for the selection, use and interpretation of results)

Crepwwmsauvsi  MeOyUMHCKAX — m3penuid.  O6wme TpeboBaHUA K OMWCaHWIO  CTepUIM3YIOLLEro
areHta 1 paspabotke, Ba/MgauMyM U Tekyllemy KOHTPO/IO Mpouecca CrepwiMsauum  meay-
umMHCKMX  m3pgermin - (Sterilization of health care products. General requirements tor charac-
terization of a sterilizing agent and the development, validation and routine control of a
sterilization process for medical devices)

MeouumHekve  u3gems.  TpUMEHEHVEe  MEHEMKMEHTA pucka K  MEAMUMHCKAM  YCTPOICTBaMm
(Medical devices. Application of risk management to medical devices)

Crepwwmzaumst  MEOVLMHCKAX — M3de/Mii.  XUMuYeckie  MHAMKaTopbl.  PYKOBOACTBO MO Bbl-
O0Opy. MNPUMEHEHMO W  UWHTepnpeTauyn pesynbratoB  (Steriization ot health care products.
Chemical indicators. Guidance (or selection, use and interpretation of results)

Motowpme  gesvHdpektopbl. Yactb 1. O6wme TpebGoBaHMs, TepMuHbl, OnpejeneHus u - uc-
nbitaHus (Washer-disintectors. Part 1: General requirements, terms, definitions and tests)

Annapatbl 478 MOVKA M gesvHdbekumn. Yactb 2. TpeboBaHMs U UCTbITaHUA anmaparoB A
MOVKA M Ae3vH(EKUMM, NPUMEHSIEMbIX A1 TEr/IoBOM  AE3VHAEKUMM  XVIPYPIUYECKMX  WH-
CTPYMEHTOB. HApKO3HbIX YCTAHOBOK, EMKOCTElW, JIOTKOB, KOMO, CTEKNsHHOM nocyabl W T.A.
(Washer-disinfectors. Part 2: Requirements and tests for washer disinfectors employing
thermal disinfection for surgical instruments, anaesthetic equipment, bowls, dishes, receiv-
ers. utensils, glassware, etc.)

Annapatbl gna MOMKM WM gesvHgiekuyn. Yactb 4. TpeboBaHMst U WCMbITaHWst annapartoB 1A
MOMKN W ge3vHpekumy, MPUMEHSIEMbIX A1 XUMWYECKON  Ae3VHAEKUMM  TEPMONABUbHBIX
aHgockornoB  (Washer-disinteclors.  Part  4: Requirements and tests for washer-disinfectors
employing chemical disinfection for thermolaWe endoscopes)

Crepwwizauysi  MEOVLWHCKUX — M3genmid.  TpeboBaHus K MpogyktaMm, 0603HauyeHHbIM — «CTE-
PUNBHO» (Sterilization ol health care products. Requirements for products labeled

«STERILE»)

BLOCK. S.S.. ed. Disinfection, steriization, and preservation. Lipptncotl Wiliams and Wilkins. Philadelphia. PA: 5th

Edition. 2001

BOWIE. JH.. KELSEY. J.C. and THOMSON. 6.R. The Bowie and Dick autoclave tape test. Lancet 16. pp 586—587

(1963)

CHEN. J.H.S. Methods of testing viruckJes, Disinfection. Sterilization and Preservation. Block. S.S.. ed.. Lea and
F&binger. Philadelphia. PA. 1963
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(29]

[26]

[27]

(28]

[29]

(30]

(31]

(32]

(33]

34

EN285

EN 556-1

EN 866-1:1997

EN 866-2:1999

EN 868-3:1999

EN 868-4:1999

EN 868-5:1999

EN 868-8:1999

EN 868-9:2000

EN 868-10:2000

EN 12442-1:2000

EN 12442-2:2000

EN 12442-3:2000

Crepwwsauysi.  Maposble  crepwssaropbl.  borbluve  crepwmsaropbl  (Sterilization.  Steam
sterilizers. Large stenlizers)

Crepwwizaums  MeoVUMHCKUX — u3genvid.  TpeboBaHus K MeAMLMHCKMM  yCTpolicTBaMm, — 060-
3HaueHHbIM  «CTEPW/IBHO». Yactb 1. TpeboBaHUA K OKOHYATENbHO CTepWIM3yeMbIM  Me-
AvupHckMM - ycTpoiictBaM  (Sterilization  of medical devices. Requirements for medical de-
vices to be designated «STERILE». Part 1. Requirements for terminally-sterilized medical
devices)

YnaKoBouHble MaTepuasibl M CUCTEMbl  O/19  MEOMUMHCKAX  W3OENMIA,  KOTOopble  CTepuwin3y-
totcad. Yactb 1. O6wye TpeboBaHuA M MeTodbl ucnbimaHus (Packaging materials and  sys-
tems for medical devices which are to be sterilized. Part 1: General requirements and test
methods)

YnakoBOYHble MaTepuasibl U CUCTEMbl  ANA  MEAVULWHCKUX — W34euii, KOTopble  CTEpUIM3y-
totca.  Yactb 2. YnakoBka CTepumsaumm. TpebosaHnss W MeTofbl  WcrbitaHus  (Packaging
materials and systems for medical devices which are to be sterilized. Part 2: Sterilization
wrap. Requirements and test methods)

YnakoBouHble Marepuaibl M CUCTEMbl A1 MEOVLMHCKAX W3Oe/WiA, KOTOpble  CTEpPUIM3YHOT-
ca. Yactb 3. Bymara, npuvMeHsieMash B MpPOM3BOACTBE OyMakHbIX MakeToB (OnpedeneHo B
EN 868-4) n B npou3BoACTBE MeELWKOB W py/noHOB (onmpegeneHo B EN  868-5). TpebosaHus
n wmetogbl ucnbimaHua (Packaging materials and systems for medical devices which are to
be steriized. Part 3: Paper for use in the manufacture of paper bags (specified in EN 868-4)
and in the manufacture of pouches and reels (specified in EN 868-5). Requirements and
test methods)

YnaKoBouHble MaTepuasibl M CUCTEMbI A1 MEOUUMHCKAX W34/, KOTOpble  CTepWIn3yHT-
ca. Yactb 4. BymaxHble nakeTbl. TpebosBaHus W MeToabl ucrbimaHus (Packaging materials
and systems for medical devices which are to be steriized. Part 4: Paper bags. Require-
ments and test methods)

YnakoBOuYHble MaTepuasibl U CUCTEMbl A1 MEOVUMHCKUX — W3OeNWiA,  KOTopble  CTepunay-
totcs. Yacte 5. HarpeB v camorepMeTvaauyisi MELIKOB W PY/IOHOB M3 OGymar U CTpyKTypa
MIeHKM U3 niactMaoebl. TpeboBaHMst M MeTogbl ucnbimanust (Packaging materials and  sys-
tems for medical devices which are to be sterilized. Part 5. Heat and self-sealable pouches
and reels of paper and plastic film construction. Requirements and test methods)
YNakoBOuHble MaTepuasibl U CUCTEMbl A/ MEOVUMHCKUX W3OV,  KOTOpble  CTepun3y-
totcs. Yactb B. KoHTe/iHepbl MHOTOKpaTHOM CTepwmM3aumm A7 MapoBblX CTepTbl  3aTOpPOB
B cootBerctBMM C EN 285, Tpe6osBaHns w wmetogpl ucnbimaHns (Packaging materials  and
systems for medical devices which are to be steriized. Part 8: Re-usable sterilization con-
tainers for steam steriizers conforming to EN 285. Requirements and test methods)
YrnakoBOUHble MaTepuasibl M CUCTEMbI  ANA  MEOUUMHCKAX —W3OEeNMiA, KOTOpble  CTepuwIu3ytoT-
ca. Yactb 9. HenokpbiTble HeTKaHble MaTepuasibl MonAModenMHa. MpUMEHsIoLLMecs B Mpo-
M3BOACTBE HarpeBaeMblX CaMOrepMErv3VIpyloLLIMXCA  MELLKOB, Py/IOHOB W Kpbllek.  Tpe6o-
BaHMA W MeTofpl wucnbiTaHua (Packaging materials and systems for medical devices which
are to be steriized. Part 9: Uncoated nonwoven materials of polyolefines for use in the
manufacture of heat sealable pouches, reels and lids. Requirements and test methods)
YnakoBOuHble MaTepvaibl W CACTEMbl  ANS  MEAUUMHCKUX W30E/WlA, KOTopble  CTEPWIU3YHOT-
ca. Yactb 10. MMokpbiTble KMEMKMM BELLECTBOM HETKaHble MaTepuasibl nosvodpeniHa.  npu-
MeHsievble B MPOM3BOACTBE  HarpeBaeMblX CAMOrEPMETVSVPYIOLLMXCA  MELLKOB, PY/IOHOB U
Kpbilwek. TpebosBaHuss W MeTogbl wcnbiraxs (Packaging materials and systems for medical
devices which are to be sterilized. Part 10: Adhesive coated nonwoven materials of poly-
olefines for use in the manufacture of heal sealable pouches, reels and lids. Requirements
and lest methods)

TKaHW XMBOTHbIX WM WX MPOM3BOAHbIE, WCMOMb3yEMblE B MPOM3BOACTBE  MEAVLIMHCKUX —U3ae-
qmin. Yacte 1. AHasm3 1 ynpaeneHve puckom (Animal tissues and their derivatives utilized in
the manufacture of medical devices. Part 1: Analysis and management of risk)

TkaHW >KMBOTHbIX M WX MPOM3BOAHbIE, WCMOMb3yeMble B MPOM3BOACTBE  MeAVLVHCKAX  U3ae-
SmiA. Yactb 2. KoHTponb wucTouHuka, cbopa u 06pabotks (Animal tissues and their deriva-
tives utiized in the manufacture of medical devices. Part 2: Controls on sourcing, collection
and handling)

TkaHM UBOTHbIX W UX MPOM3BOAHbIE, UCMOMb3yEMblE B  MPOM3BOACTBE  MEAVLWHCKAX W3-
Jenvid. Yactb 3. Bampauuss YHUUTOXEHWMS WWIM  MHaKTVBaLMM BUPYCOB W MHCULMPYHOLLIMX
areHToB (Animal tissues and their derivatives utiized in the manufacture of metfccal devices.
Part 3: Validation of the elimination and/or inactivation of viruses and transmissible agents)



(4]
(39

(36
37
38

@9
(40]

1]

42]
@3]

4]

9]

[46]

[47

[48]

[49]

[50]

1]

FOCT P NCO 17665-1—2016

EN 13060 Mavible napoBble cTepum3atopsbl (Smalt steam sterilizers)

GAMP 4 The Good Automated Manufacturing Practice (GAMP) Guide for Validaton of Automated Systems in
Pharmaceutical Manufacture. December 2001. ISPE (International Society for Pharmaceutical Engineering). 3109
W. Dr. Martin Luther King. Jr. Blvd.. Suite 250. Tampa. FL 33607

Global Harmonization Task Force (GHTF). Study Group 1 (SG1 >. Document NO29R15, dated 3 December. 2004

Hatvorson. H. O. and Ziegler. N.R. Applications of statistcs to problems in bacteriology. Journal of Bacteriology.
25(2): pp. 101—118. 1932

IEC 61010-2-040. Safety requirements for electrical equipment for measurement, control, and laboratory use —
Part 2-040: Particular requirements for sterilizers and washer-disinfectors used to treat medical materials

Irvine. Th. F. and Liley, P.E. Steam and Gas tables with computer equations. Academic Press. 1984

Momssey. R.F. and Philips. G.B.. eds. Sterilization technology: A practical guide for manufacturers and users of
health care products. New Yoric. Van Nostrand Reinhold. 1995

National Canners Association. Manual for food Canners and Processors. Vol. 1. AVI Publishing Co.. Westport CT.
1968

PDA. Validation of steam sterilization cycles. Technical monograph No. 1. Parenteral Drug Association. 1978

Pfiug. I.J. Microbiology and Engineering of Sterilization Processes. 1999 Tenth Edition. Environmental Sterilization
Laboratory. 1920 South First SL Minneapolis. Philadelphia. PA. 1978

Pflug, 1J. and Hotkomb. R.G. Principles of thermal destruction of microorganisms. Disinfection. Sterilization and
Preservation. Block. S.S., ed.. Lea and Febinger. Philadelphia, PA. 1983

Pflug. 1. and Kristen, D.E. Carying out Biological Qualification, the Control Operaton of Moist-Heat (Steam
Stenkzalion) Processes for Producing Sterile Pharmaceuticals and Medical Devices. PDA. Joumnal of Pharmaceutical
Science and Technology. 54 (2) 2000

Sattar. S A and Springthorre. V.S. Methods under development for evaluating the antimicrobial activity of germicides.
Proceedings of the International Symposium on Chemical Germicides in Health Care. Cincinnati. Ohio, May 1994.
Polyscience Publications Inc. pp 237—254. 1995

MNCO 18472 Crepwmsaums  NpOAYKTOB  34paBoOXpaHeHus.  Buonornueckve 1 XUMMYECKME  VHAMCATOPbI.
VcnbiratensHoe obopyaoBaHve (Sterilization of health care products. Biological and chem-
ical indicators. Test equipment)

NCO 22442-1 MegvuuHckne  u3genus,  UCMOMb3ylolMe  XKVBOTHbIE TKaHW W UX  NpousBogHble. Yactb 1.
MpumveHeHne meHemkvieHTa pucka (Medical devices utilizing animal tissues and their deriv-
atives. Part 1. Application of risk management)

NCO 22442-2 MeouupHcKMe  U3Oe/msl,  UCTOrb3yloLMe  XUBOTHblE TKaHM WM UX  Mpou3BOodHble. Yactb 2.
KoHTporb  ncTOuHMKa, cbopa u  obpabotkn (Medical devices utilizing animal tissues and
their derivatives. Part 2: Controls on sourcing, collection and handling)

NCO 22442-3 MeouUmyHeK1e n3aenvs, UCNosb3yroLye MeaULVHCKUE U3OENA Y X MPoV3BOAHbIE. YacTb
3. Bampauma YHUHTOXEHWA WWIM  WMHaKTMBaLMM  BUPYCOB U MHODEKLMOHHBLIX areHTOB  C/IOH-
TMo3HO  oopMbl  3HUedbanonatum  (spongiform  encephalopathy. TSE) (Medical devices  uti-
lizing animal tissues and their derivatives. Part 3. Validation of the elimination and/or inacti-
vation of viruses and transmissible spongiform encephalopathy (TSE) agents)

MexayHapoaHbii  CnoBapb  OCHOBHbIX W 06WwMX  TepmyHoB  MeTposiori  (VIM).  BIPM. |IEC. IFCC. WCO, IUPAC.
IUPAP. OIML. 2nd ed. Geneva. 1993 (International Vocabulary of Basic and General Terms in Metrology (VIM).
BIPM. IEC. IFCC. ISO. IUPAC. IUPAP. OIML 2nd ed. Geneva. 1993)
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