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BBenoeHue

B koMnnekce ctaH4apToB No acenTudeckoMy npounssoactsy meauunHekon npoagykumm MCO 13408 pac-
CMaTpPUBAIOTCH pas3fINYHbIe CTOPOHBLI 3TOW NPpodnemsbl: 0bLMe NONOXKEHUS, PUNbTPaLUUS XUAKOCTEN, NMModun-
nn3aund, ctepunmsauna Ha MmecTte 1 ap.

HacTosawmnn ctaHaapT ycTaHaBNMBaeT TpeboBaHUS K cTepunmsalnm Ha mecte obopyaoBaHUA, UCMOMb-
3yeMoro npu npounsBoacTese MeauuMHCKOWU NpoaykuMn, B TOM 4UCe K TeXHUYeCcKUM cpeacTBam, MeTodam
aTTecTalln NnpoLLeccoB CTepUunMsaLn U TeKyLemMy KOHTPOMIO.

B OonblWMHCTBE cCny4vyaeB cCTepunusauuMst Ha MecTe NpPpoucXoauT nocne OYUCTKM Ha MecCTe
(MCO 13408-4). HecmoTpst Ha CyLLLECTBEHHBIE pasnMunst Mexay 3aTMMY MeToaamMun, X odbeanHAET OaUH NMPUH-
LN — obpaboTka obopyaoBaHUAa Ha MecTe Be3 ero pasdbopku.

BaXxHelllyto ponb B CTEPUNU3ALUN HA MECTe UrpaeT KOHCTPYKUMA obopyaoBaHUA, KOoTopasa A0MKHa
obecneynTb AOCTMXKEHNE TPEeDYEMOro YPOBHS CTEPUITbHOCTN 0DOpYyaAOBaHUA Nocne eroc obpadboTKu.

Komnnekc wmexgyHapoaHbix ctaHgaptoB WMNCO 13408 noarotoBneH TexHUMYECKMM KOMUTETOM
NMCO/TK 198 «CTtepunusaumnsa meguLUUHCKON NPoAYKLUUAN» N COCTOUT U3 CreayoLlmx YacTen:

- Yacts 1. Obwme TpeboBaHUS;

- Hactb 2. dunbTpauuns;

- HacTtb 3. Jlnodbunusauns;

- Yactb 4. O4yncTKa Ha MecTe;

- HacTtb 5. Ctepunnsauma Ha MecTe;

- Hacte 6. N3onupytolme cUcTemMel.

IV
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HAUUWOHANBbHBIN CTAHOAPT POCCUUCKOMWN PEOEPALNMN

ACEMNTUYECKOE NMPOU3BOOCTBO ME,EI,MLIMHCKOﬁ MPOAYKLUWN
YacTb 5

Ctepunusauma Ha MecTe

Aseptic processing of health care products. Part 5. Sterilization in place

[lata BBegeHna — 2012—12—01

1 O6nacTtb NpUMeHeHus

1.1 HacTtosawnn ctTaHgapT ycTaHaBnNMBaeT odLlne TpeboBaHUA K cTepunusaumm Ha mecte (SIP) noBepx-
HoCTen 0bopyaoBaHUA, conpuKacatomMXcsl ¢ NPOAYKTOM B acenTUYecKMX npoLeccax Npomn3BoacTBa CTEPUNb-
HOW MeauUWHCKOW npoaykuun, U ycTaHaBnuMBaeT TpeboBaHWA K aTTecTauun, UCNbITAHUSM, TeKyliemy
KOHTPOMIO U 3KCnnyaTauum NnpoLeccoB U 0bopyaoBaHUs.

[TpnmedaHune—Crepunnsaums Ha MECTE MOXET BbIMONMHATLCA C NOMOLWbIO Mapa unn CTEPUNUIYIOLLIENO Be-
LieCTBa B ra3o0bpasHon nnu xungkom oopme. PykoBoaCTBO Mo CTEPUNN3aymm Napom Ha MeCTe, KOTopas sABNsieTcs Hanbo-
nee pacnpocrtpaHeHHbIM METOAOM, MPUBEAEHO B NMPUNMOXEHUN A.

1.2 CTaHaapT pacnpocTpaHseTcs Ha NPOoLECChl, B KOTOPbLIX CTEPUNUIYICLLIME CpeaACcTBa NoaaroTCs Ha
BHYTPEHHIOK NOBEPXHOCTbL 00OPYAOBaHUSA, KOTOPAaA MOXET conpukacaTbCH C NPOAYKTOM.

1.3 HacTtosawun ctaHaapT He pacrnpoCTpaHAETCs Ha Te criyvyan, B KOTOpPbIX 0DopyaoBaHUE MOANEXUT
pa3dbopke 1 nepegadvye B CTEPUNNI3ATOD.

1.4 CTaHgapT He 3aMeHdAeT Apyrme HopMaTMBHbIE AOKYMEHTHI, B TOM Ynucne u [lpasuna nponsBoacTBa
M KOHTPONNA KadyecTBa NnekapcTBeHHbIX cpeacts (GMP).

1.5 HacTtosawun ctaHaapT He ycTaHaBNMBaeT TpeboBaHUK K pa3paboTke, MeTodamM aTTecTaumn N Teky-
LLlero KOHTPOoNs ANd npoLeccoB MHaKTUBaLMKX BO3byauTenen sHuedanonatum, Hanpumep KopoBbeWU rybua-
TOW sHuedanonatun n donesHn Kpenudenbga — Akoba, AnNst KOTOPLIX criedyeT WUCNOoNb3oBaTh Apyrue
HOPMaTUBHbIE AOKYMEHTHI.

[Tpnumeyvanume—CMm Takke NCO 22442-1, NCO 22442-2 n NCO 22442-3.

2 HopMaTuBHbIE CCbINKN

B HacTodlleM cTaHgapTe UCNONb30BaHbl HOPMATUBHBIE CChINKW Ha crieaylolme cTaHaapThl:

MCO 11138 (Bce 4yactu) CTepunuszauma MedUUMHCKOU Npoaykuun. buonornyeckme wmHOMKaTOpbl
[1ISO 11138 (all parts) Sterilization of health care products — Biological indicators]

MCO 11140 (Bce uvactu) Ctepunusauma mMeguUMHCKOM MNpoaykuun. XuMudeckne unHOMKaTophbl
(ISO 11140 (all parts) Sterilization of health care products — Chemical indicators)

NCO 13408-1—2000 AcenTtuyeckoe npon3BoACcTBO MeaNUMHCKON NpoayKkunn. Hacte 1. ObLwme Tpebo-
BaHUA (ISO 3408-1 Aseptic processing of health care products — Part 1: General requirements)

NCO 13408-4 AcenTtudeckoe nNpouM3BOACTBO MeAUMUMHCKOW npoaykuun. Hactb 4. O4nctka Ha MecTe
(ISO 13408-4 Aseptic processing of health care products — Part 4: Clean-in-place technologies)

NMCO 14161 CTepunusaumnsa meauumMHCKOM Npoaykuun. bnonorndveckne nHamkatopsl. PykoBoacTBo No
BbIOOPY, WCNONb3OBaHUIO W WUHTepnpeTauun pesynbtatoB (ISO 14161 Sterilization of health care
products — Biological indicators — Guidance for the selection, use and interpretation of results)

NCO 14937 Ctepunusaums meanumMHckon npoaykumm. Odmne TpeboBaHUA Ans onpeaeneHns Xxapak-
TEePUCTUK CTEPUNNIYIOLLIErO BeLWecTBa 1 Angd pa3paboTky, Banmaaunum 1 TEKYLLEro KOHTPOMNS NpoLUeCcCoB CTe-
punusauyum meguumHcknx nsgenun (ISO 14937 Sterilization of health care products — General requirements

U3paHune odbmumnanbHoe
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for characterization of a sterilizing agent and the development, validation and routine control of a sterilization
process for medical devices)

NCO 17665-1 Crepunusaumsa megnumHckoun npoaykumm. Ctepunusauna napom. Hacts 1. TpeboBaHUS
K paspaboTke, Banuaaununm WU TeKYLWIEMY KOHTPOMNO npouecca crepunusaunm mMeguumHCKUX unsgenuin
(1ISO 17665-1 Sterilization of health care products — Moist heat — Part 1: Requirements for the development,
validation and routine control of a sterilization process for medical devices)

MCO/MBK 90003 TexHuka nporpammHoro obecnedvyeHust. PekoMmeHgauumM nNo  MNPUMEHEHUID
MCO 9001:2000 Kk KomnbloTEpHOMY nporpammMmHomMy obecneveHuno (ISO/IEC 90003 Software
engineering — Guidelines for the application of ISO 9001:2000 to computer software)

3 TepMUHbLI U onpeAaeneHun

B HacTodawem ctaHaapTte npumeHeHbl TepMuHbl no MCO 13408-1, a Takke cneaywowme TepMUHBI C
COOTBETCTBYIOLLMMU onpeaeneHUaMn;

3.1 «mepTBas» 30Ha (dead leg): MecTo, 4OCTYN CTEPUNU3YIOWLETC CpeACTBa K KOTOPOMY 3aTPpyAHEH B
CUIY KOHCTPYKTUBHBIX OCODEeHHOCTeN 0bopyaoBaHUS.

3.2 aTTrecTauMa KOHCTPYKTOPCKOU AOKYyMeHTauuu (npoekta) (design qualification): OokymeHTanb-
HOe NOoATBepPXAeHUe TOro, UTO NPOEKTHbIE pelleHns, KOHCTPYKUUA obopyaoBaHUA UM CUCTEMbl COOTBET-
CTBYIOT CBOEMY HasHa4vYeHUIo.

[NMCO/TC 11139:2006, nyHKT 2.12]

3.3 cneuudpukayua TpeboBaHUN K 6bezonacHocT MaTtepuana (material safety data sheet): [Joky-
MEHT, yCTaHaBNMBaoLWnin TpeboBaHNS K MaTepuany ¢ y4eToM ONacHOCTM BIIUSIHUA Ha YenoBeka U OKpyXKato-
LLYIO cpedy U Mepbl 6e30nacHOCTU Npu cbpaleHnn ¢ MmaTepmanom 1 ero yTunmsawumm.

[NCO/TC 11139:2006, nyHKT 2.32]

3.4 napameTp npouecca (process parameter): 3HavyeHne nepeMeHHON BenMUMYUHLI npoLiecca.

[TpwnmeyaHune—[[okymeHTauus Ha NPOLECC CTEpUNU3aLUN O0IMKHA coAepXaTb NapameTpbl Npouecca n ux
OONYCTUMbIE OTKITOHEHMUS.

[NCO/TC 11139:2006, nyHKT 2.34]

3.5 nepeMeHHas BenmMM4YMHa npouecca (process variable): Ycnosue npouecca ctepunmsayin, Usme-
HeHUe KOTOPOro usmeHaeT 3pPeKTUBHOCTb CTepUnusaynn.

Mpumepbl — Temnepamypa, epemsi, 0assIeHUe, KOHUYeHmpauyusi, e/1aXHocmb, O/IUHa 80JIHbI.

[NCO/TC 11139:2006, nyHKT 2.35]

3.6 cTepunusauuna Ha MecTe (sterilization In place «SIP»): MeToa ctepunmsaym BHYTPEHHUX NOBEPX-
HOoCTeWn 0bopyaoBaHUA UM BCEN CUCTEMBI «Ha MecTe» Be3 ee pasbopkn ¢ NCNOMb3OBAHUEM CTEPUNUIYIOLLNX
CpeacCTB.

[TpumeyaHune— TepmunH «obpaboTka napom Ha mecte» ncnonelyetcs B MCO 13408-1 (pasgen 19) n nnorga
cokpalleHHo obo3HavaeTcs kak SIP. B HacTosiwem ctaHpapTe cokpawerHue SIP nmeet bonee WWMpoKUM CMbICI U BKITIOYaeT
B cebsl HEe TONbKO CTEpUnNM3auuio NapomMm Ha MecTe, HO BCe BUAbl CTEpUNM3aumnmn «Ha mecte». B HacTosiwem craHgapre
«cTepunnaauusi napom Ha mecte» obosHavaeTtcs Kak «SIP napomy.

3.7 rapaHTUpOBaHHbIU YpoBeHb cTepunbHOCTU (sterility assurance level-SAL): BepoaTHOCTL
BbIXKMBAHUSI MUKpPOOPpraHMama Ha obopyaoBaHUM Nocne ctepunusanmn.

MpumevyaHue 1— TepmuH SAL siBNsieTCS KONMYECTBEHHOM BENMYMHOM, 06bIuHO B Npeaenax ot 1070 go 1073,
Mpouecc ctepunuaauum ¢ ypoBHeM 1070 Gonee addekTnBeH, Yem ¢ ypoeHem 1075,

[NMCO/TC 11139:2006, nyHKT 2.46]

[Tpnmedvadnwune 2— nauenen HaCTOALWENoO cTaHgapTa npeanoraraercs, YTo NPOAYKT UMEET KOHTaKT C MNOBEepPX-
HOCTbIO 0bopyaoBaHus, obpabaTteiBaemon Ha mecte (SIP).

3.8 npouecc ctepunusauuu (sterilization process): lNocnegosatenbHOCTL AEUCTBUN UK onepaLni,
HeobxoaumbIxX ans obecneveHust TpeboBaHUN K CTEPUIBHOCTMN.

[NMCO/TC 11139:2006, nyHKT 2.49]

3.9 cTepunusyollee cpeactBo (sterilizing agent): dusnyeckoe UNU XMmMuyeckoe cpeaCcTBO UMK UX
KOMOMHaLUUA, UMetoLLiee A0CTATOUHYH DaKTepUUMAOHYH aKTUBHOCTb ANA AOCTUXKEHNA CTEPUIBHOCTU B Onpe-
OeneHHbIX YCrNoBUsX.

[MCO/TC 11139, nyHkT 2.50]
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4 OnemMeHTbl CUCTeMbl obecnevYyeHUA KavyecTBa

4.1 O6WMe nonoxeHUs

4.1.1 Cneayert BbINoNHATL TpeboBaHus NCO 13408-1.

4.1.2 Cnepnyet paspaboTaTb U BLINOMHATL UHCTPYKU UM (METOOUKN) MO NPOBEAEHUNIO NpoLiecca OUUCTKA
Ha MecTe, ero atrectauin U TeKyLLEro KOHTpOns.

4.1.3 [lokymMeHTbl, TpebyemMble HACTOSLWMM CTaHOapTOM, noanexart nepuoguyeckomy rnepecMoTpy u
YTBEPXAEHUO YNONMHOMOYEHHbIMU NMALLaMMN.

4.1.4 CnegyeT BECTU OCKYMEHTALWUIO Mo pa3paboTKe, aTTecTalun U TEKYLLEMY KOHTPOMIO, NOATBEP-
XOAroLWYyHo BbINonHeHne TpedboBaHUN HACTOSILWLEro cTaHaapTa.

4.2 OTBETCTBEHHOCTb 3a BbINOJIHEHUe TpeboBaHUN cTaHOapTa

4.2.1 CnegyetT paspabotatb AOKYMEHTaLWUo, onpeaenstowyo nopsgok Kanmdoposkn (MOBEPKU) KOH-
TPONBbHO-N3MEPUTESIbHBIX NPUBOPOB /NN CUCTEM.

4.2.2 Ecnun peannsaunsa TpedboBaHUN HACTOSWLEro ctaHgapTa BO3NoXeHa Ha opraHusauun, nMmeroLwme
pasHble cUCTeMbl obecrnevyeHns KavecTBa, TO ACTMKHbI ObIThb onpeaeneHsbl npaBa M OTBETCTBEHHOCTb 3TUX
opraHusauunn.

4.3 OpraHunsauua paspadboTku npouecca

Bribop (pa3paboTka) cpeacTB cTeEpUnMsaLnm, npoLecca ctepunusannm, cbopyaoBaHUs CUCTEMBI CTe-
prunnsaunm Ha mecTte n 0bopyaoBaHus, noanexawero ctepunusaymn Ha MmecTe, AomkeH 0POpPMNIATLCA AOKY-
MeHTanbHo. [JOKyMeHTauusi AorfmkHa nepecMaTpuBaTbCcd B MMAHOBOM MOPSiAKE C COOTBETCTBYHOLLUM
odpopMnNeHnem.

4.4 KOHTpONbHO-U3MepUTerbHbIe NPUOOPLI U CUCTEMBI

4.4.1 KannbpoBka (NnoBepka) KOHTPONbHO-M3MepUTENbHBLIX MPUOOPOB NI CUCTEM A0STKHA ObITb 0op-
MJleHa JOKYMeHTambHO.

4.4.2 TOYHOCTb U NOrPELIHOCTb KOHTPOSIbHO-U3MEPUTENbHLIX NMPUOOPOB ACMKHLI COOTBETCTBOBATL
npoLeccy, B KOTOPOM OHW UCMOMb3YIOTCA.

5 TpeboBaHuA K npoueccy n ooopyaoBaHUIO

5.1 O6wWwmMe nonoxeHus

5.1.1 XapaktepuUctuka metoaa ctepunmsalnm Ha MecTe AO0MKHA BKIoYaTh B cebd, no KpanHen mepe,
cnegyolme gpakTophbl:

a) COBMECTUMOCTb 0DOpyaAOBaHUSA CO CTEPUNMIYICLLIUM CPeaCTBOM U YCIOBUSIMU NpoLecca CTepUnmn-
3aLuin;

b) nNopsaaoK O4YUCTKU, NPU HEODXOANMOCTN;

C) NopsAAOK BBeAeHUA, oAHOPOAHOCTb, pacnpeaeneHne U BpeMda KoHTaKTa co CTEPUNUIYIOLLIUM cpea-
CTBOM,;

d) dumsndeckme U/Mnn Xummyeckne XxapakTepucTukn CTepUnnU3yoLLero cpeacTea;

e) noaTeepxageHune apPeKTUBHOCTU NnpoLecca cTepunnsaunm;

f) obpasoBaHMe OCTaTKOB CTEPUNMIYIOLLEro cpeacTBa UM NPOAYKTOB pacnaaa;

J) BbICYLUMBAHME MNOBEPXHOCTM 0DOPYAOBaHUSA, BCTYMAatoLLEN B KOHTAKT C NPOoAyKTOM (Npn Heobxoaun-
MOCTMW);

h) noapgepxaHue CTepUneHOCTU Nocne 3aBeplueHnda npouecca;

1) AOMNyCTUMble 3HaYeHUA BO3IMOXXHbBIX OCTATKOB B NMPOAYKLWKX, Bbl3BaHHLIX NMPOLECCOM CcTepunmnsaLii
0bopyaOBaHUS, yH4aCTBYIOLWErO B TEXHOMOMMYECKOM MPoLIeCcCe;

|) KOHTPOIb NapameTpoB U YCTaHOBIEHNe npedenoB NX U3MeHeHUs .

5.1.2 lNapameTpbl Npouecca 1 UX NOrpellHOoCTN cneayeT 3adaTh, OPOPMUTE AOKYMEHTaNbHO U NePUo-
OVN4ecKn nepecmaTpuBaThb.

5.1.3 Bo Bpemsa npouecca Npou3BoACTBa YCINOBUA CTepunmusaumm cnegyeT KOHTPONMPOBaTh, nogaep-
XMBaThb B 3aJaHHbIX nNpeaenax u perucTpupoBaTh B TedeHUe BCero npoLecca crepunmsasunn,

5.1.4 HecmoTps Ha TO, YTO TEXHONOMMYECKasi cMCTeMa MOXKET ObITb CTEPUNN3OBAHA Kak O4HO Liefioe Ha
MecTe (SIP), MOXeT okasaTbCs nosiesHbIM pasgennTbe CUCTEMY Ha HEeCKONbKO YacTen gngd ynpoLweHua npo-
Lilecca cTepununsauunn. Korga 6onsiias cuctema CTepunmayeTcd nytem aeneHns ee Ha HeCKOSbKO YacTen, To
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OHW OOJMKHBbI 4YacTUYHO NepeKkpbiBaTbCA ANS rapaHTUM TOro, UTO BCe 4YacTW CUCTEMBLI CTEPUNU3OBAHbLI
3P PEeKTUBHO.

5.1.5 MoxeT notpeboBaTbCsl NPUMEHEHNE CMOXKHOW NOCNeaoBaTeNbHOCTU OTKPLIBAHUS N 3aKpbIBaHUA
KnanaHoB Ha TpybonpoBogax. [1pn pydyHOM ynpaBneHun cneayet paspadboTaTb UHCTPYKUMIO C YKasaHMem

BCex onepauuit. NMpu aBToMaTU4ECKOM ynpaBfeHun cneayeT TlaTellbHO pa3paboTaTb KOHCTPYKLMIO cUCTE-
Mbl U UCMNbITaTb €e.

5.2 3dpheKTUBHOCTL CTEpUNN3aLun Ha MecTe

[[apaHTUpOBaHHbLIA YPOBEHb CTEPUNBHOCTK NpoLecca U 0DOCHOBaHME NapaMeTpoB npoLiecca AOMKHbI
ObITb YCTAHOBMNEHLI B AIOKYMEHTaLUN.

5.3 ObopyaoBaHue

5.3.1 ObopyaoBaHue, nognexaliee ctTepunusaygmuu Ha MmecTe

5.3.1.1 KOHCTPYKLWUA N TEXHONOTNA N3roTOBNEHNSI 0DOPYAOBaHUA AOMKHBI 0DEeCneyYnTs ero CTepunmsa-
IO HA MECTE N rapaHTUpoOBaTh NMPOHUKAHWE CTEPUTNIYIOLLNX CPEACTB KO BCEM BHYTPEHHUM YacTsMm obopy-
OOBaHUA, KOHTaAKTUPYIOLWMM C NPOAYKTOM U noaneXawum cTepunmsaunm (Takme kKak Kopnyca punbTpoB,
OTBEeTBMeHUd TpyOD, KnanaHbl 1 Mnp.).

KoHCTpyKUMa obopyaoBaHNA O0OIKHA NpeaycMaTpuBaTh, MO KpanHen Mmepe, cnegyrollee:

a) rMagkocTb BHYTPEHHUX NOBEPXHOCTEN 0bopyaoBaHUs;

b) AOCTYN CTEePUNUIYIOLLNX CPeACTB KO BCEM HEODOXOAUMBIM NMOBEPXHOCTSIM:;

C) NpaBWUNbHOE pasMelleHne BBOAOB ANSA CTEPUNUIYIOLLMX CpeacTB, YTobbl, rae TpebyeTcs, obecne-
UNTb pacrnpegeneHne cTepunuayollero cpeacTea;

d) oTcyTCTBME «MEPTBLIX» 30H B TPYyOONpoBoAax;

€) opraHmsaumsi CTOKOB B cUCTEME, Hanpumep YKIMOHOB TpybonpoBoaoB ANa obecnevyeHnsl NOMHOro
yaaneHnUsa oCTaTKoOB XUOKOCTU N3 CUCTEMBI;

f) npaBUNbHOE pacnonoXeHne BBOAOB ANA KOHTPONA npolecca;

g) YCTPOUCTBO BLIBOAOB ANA ©e30nacHoro yganeHusl raaoobdbpasHbIX CTEPUINUSYIOLLNX CPEeaCTB, Npw
HEOBXOAMMOCTMW;

h) yCTOMYMBOCTL 0DOPYAOBaHUA K AaBNEHUIO, BAKYYMUPOBAHUIO N HAarpeBaHuto, Npr HeoObXoAUMMOCTH;

1) COBMECTUMOCTb MaTepuanoB cbopyaoBaHua (Hanpumep, Tpyb, pesepByapoB, KnanaHoB, POPCYHOK,
PUNLTPOB, NPOKNaAoK, AaTYMKOB U MpP.) CO CTEPUNUIYIOLWLMM CPedCTBOM B TedeHMe BCeX NnpegnonaraemMblX
LMKMOB CTepunmnsaLnu,;

|) noaaepXaHue cTepUnbHOCTU BO BpeMsl MpoBedeHUdA 1 Nocne 3aBeplleHns cTepunmusaymm Ha MecTe
(Hanpumep, NOBbLILWEHHbLIM AaBTEHUEM).

Cneayet yaenaTb ocoboe BHUMAHWUE MaTepuanam m3 cMonbl, Hanpumep, NpUMeHsIeMbIM ANS YN0T-
HEeHUS.

KOHCTPYKUMA BHYTPEHHUX YrIOB UMK U3rMOOB (NneYy) pesepByapoB U/UNN COCYAOB CUCTEMbI A0KHA
NcKnYaTbh obpasoBaHme BO3AYLLHBbIX MELLKOB B HUX, KOTOPLIE MOTYT cTaTb NPUYNHON HEMOMHOW CTEepUnun-
saunn.

KOHCTpYKLMSA U pacnonoXeHWe KnanaHoB, coegMHeHU 1 gpyroro obopyaosaHua (Hanpumep, Tennooob-
MEHHUKOB) OOJKHBI ObITb TAKUMU, YTODLI YNCNO HEOOCTYMHLIX MOBEPXHOCTEN N BO3IMOXHOCTL 0OpasoBaHuUS
BO34VYLUHbIX MELKOB OblN MUHUMATTbHBIMM.

5.3.1.2 [okymeHTauUuUAa Ha cbopyaoBaHWe O0MMKHa BKNOYaTh, Mo KpanHen Mmepe, cneayiollee:

a) onucaHune obopyaoBaHUs, BKNOYad BCNOMoraTenbHble YCTPOUCTBA, MaTepuanbl, N3 KOTOPbIX U3ro-
TOBMNEHO 00opyaAoBaHMNE, U UICNIONHUTENbHBbIE YepTeXU (CXeMbl pakTUYECKN YCTAaHOBNEHHOro 0bopyaoBaHUA);

b) AoKYMeHTauWuo Ha cTepununayrolme cpeactesa n Metodbl 06paboTku, BKoYas 4obaBkM U MaTepua-
Nbl, CNy>Kalme oCHOBOW ANSA NONy4YeHUs CTepPUnnsyoLLnxX cpeacTs;

C) OaHHble 0 KOHTPONbHO-U3MePUTENLHLIX MPUbOPax ANga npoLlecca cTepunusaLmnm, BKNoYasa Xapakre-
PUCTUKN 4aTYMKOB, MECTa UX pacnonoXeHua, cpeactsa MHAUKaUMM U 3annucu pesynbTaToB KOHTPONA.

[1pwnmeyaHune—KaknpaBuno, cnegyetr U3MeEpPATb TEMNEPATYPY B Hanbonee XonogHblX TOYKaX;

d) ykazaHuA nNo TexHuKe 6De30NacHOCTU U OXpaHe OKpyXalolen cpeabl;

e) TpeboBaHUS K MOHTaXY, NpU HEOBXOANMOCTU;

f) QoOKyMeHTanbHOoe NoATBepXKAeHNne COOTBETCTBUA NPOrpaMMHbIX CPEACTB ynpaBneHUs U/UNn KOHTPO-
NS npouecca CBoeMy HasHauYeHMIo U CBMAOETENbCTBO O TOM, UTO OHU paspaboTaHbl B COOTBETCTBUN C CUCTE-
MOW obecnevyeHns KadyecTBa;

g) NSIaHUPOBOYHLIE PEeLUeHUsa N YepTexn obopyaoBaHUsA, Noanexalwero ctepunnsagmmn, ¢ ykasaHmem
KnanaHoB M1 MOTOKOB y4acTBYOLWMX B npoLecce cped.
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5.3.2 ObopynoBaHue, BbINOJHAKLLEE CTEPUNN3ALUIO HA MECTEe

5.3.2.1 KOHCTPYKUWUA U TEXHOMOTNA U3rOTOBNEHUS 0DOPYAOBaHUA OOMMKHbLI NpeaycMmaTpuBaTh addek-
TUBHOE NpoBeaeHUe cTepunnsalnm Ha MecTe 1 ee KOHTpOnNb. [lpn aTtTecTayun npouecca ctepunmsaniin Hyx-
HO NMPOBEPUTL, NO KpauHen mepe, cneayoLlee:

a) reHepupoBaHME CTEPUNMIYIOLLIErO cpeacTBa, NPU HEOOXOANMOCTN;

b) nopgady cTepuUnuayroLmMx cpeacTs B ocbpabaTeiBaeMoe 06opyaoBaHUE ¢ y4ETOM TpebOBaHUN TEXHO-
nornn n 6e3onacHoOCTy;

C) pacnpeneneHue cTepunuayloLllero cpeacTsa BHyTpu obpabdbaTbiBaeMoro obopyaoBaHUs:;
d) obecneveHune ycrnoBun ans appekTUMBHON CcCTepUnmnsaLlmm scero obopyaoBaHus;

e) KOHTPOmNb YCNMOBUW cTepunusaumm B onpegeneHHbIX MecTax;

f) ©6esonacHoe yaaneHue CTEpUNU3yIOLLIEro cpeacTBa;

g) noaaepxaHue CTepUnbHOCTN 0BopyaoBaHUS.

5.3.2.2 [okymeHTauua Ha obopyaoBaHWe O0/MKHa BKNoYaTh, Mo KpanHen Mmepe, cneayollee:

a) onncaHne obopyaoBaHuMA, BKNoYas BcnoMoraTefibHble YCTPOWUCTBa, MaTepuarnsbl, U3 KOTOPbLIX U3ro-
TOBMNEeHO obopyaoBaHUe, U UCTIONHUTENBbHBIE YepPTEeXN;

D) AOKYMEHTaUWUo Ha CTepUnunayroLline cpeactesa U MeToabl CTepunmaaunn, Brknodas 4o0baBkM U MaTe-
pranel, cnyxawme oCHOBOW ANA Nony4vYeHnUa CTeEpUNU3yoLWmnx cpeacTs;

C) AdaHHble O KOHTPOJNbHO-N3MePUTENLHBIX NpUbopax Ana npouecca cCTepunmsaLnm, BKNovaa Xxapakre-
PUCTUKU OaTYNKOB, AONYCTUMBIE OTKIIOHEHUS1 1 MecTa UX PacnoioXKeHUS;

d) ykasaHus no TexHuke 6e3onacHOCTU N OXpaHe OKpyXatlollen cpeabl;

e) TpeboBaHUA K MOHTaXYy, KOTOPLIE AOMKHbLI BKNHOYaTh MECTO pacnonoXeHus obopyaoBaHus, Tpebo-
BaHWS K MOMeLLIeHNIo, B KOTOPOM OHO yCTaHaBMBaETCs, BCNomMoratenbHble CUCTeMbl AN cTepunmnsauinm Ha
MecTe U MecTa MoHTa)xa cuctemsbl SIP;

f) QoOKyMeHTanbHOe NoATBepXAeHNEe COOTBETCTBMS NPOrpaMMHbIX CpeacTB ynpaBneHust N/nnin KOHTPO-
Nns1 npoLuecca CBOeMY HasHa4YeHUo U CBUAETENbLCTBO O TOM, YTO OHU pa3paboTaHbl B COOTBETCTBUN C CUCTE-
MO obecnevyeHnst Ka4ecTBa.

5.3.3 OOHapyXxeHUe OTKa3oB

Cneayet npeaycMoTpeTb Mepbl 3allUThl, KOTOpble He gonyckany Obl HenpaBUNbHOW perucTpaunu
napamMeTpoB npoLecca (Hanpumep, nokasaHue NOXHbIX AaHHbIX 00 3 eKTUBHOCTM NpoLecca, B TO BPpeMS
KakK OH Hea(PeKkTUBEH) B cNydae OoTKasa cUCTeMbl ynpaBrieHUs NnpoLeCcCoM.

370 MoXeT ObITb obecneyeHo 3a cHeT He3aBUCUMbIX CUCTEM KOHTPOSA 1 yrpaBieHNsa Un nepekpecT-
HbIX MPOBEPOK KOHTPONSA U ynpaBneHns, KoTopble 0OHapyXMBatoT Nobble OTKNOHEHUA N OTKa3bl.

6 TpebGoBaHMA K CTEPUNU3YIOLWLNM CpeacTBam

6.1 Bbibop cTepunuayroLlnx cpeacTs

6.1.1 Wcnonb3ayemble cTepunuayowme cpeactsa A0MKHblI ObITb COBMECTUMBbI ¢ 060pyaoBaHUEM, HE
OCTaBNATb HeXenaTenNbHbIX OCTaTKOB M obnaaaTtbh crnocobHOCTLIO obecneymBaTh YCTAaHOBMNEHHbIN rapaHTu-
POBaHHBLIN YPOBEHb CTEPUITBHOCTU B Npeaenax napaMmeTpoB CTepunmnaaun.

6.1.2 lNpn BbIDOpE CTEPUNUNIYIOLLMX CPEACTB crneayeTt y4ecTb B3aUMOOENCTBUE C OCTaTKaMu NPOoAYKTa
(MCO 13408-4).

6.2 KavyecTBO CTepunu3yrwLux cpeacTB

6.2.1 JomkHbl ObITb B HANU4YMU OaHHble, NoATBepXaatoLwme bakTepnunaHyo 3pdekTUBHOCTb CTepu-
Nn3ytoLLero cpeacTaa.

6.2.2 ChnegyeT CcoCTaBUTb U AOKYMeHTalnbHO OPOpPMUTE cneundUukaunio Ha cTepunumayiollee cpea-
CTBO, BKMOYaloLLYyO TpebOBaHUSA K ero YACTOTE.

6.3 TpeboBaHUA 6e30NacHOCTU U OXpaHbl OKpYyXalllen cpeabl

6.3.1 daHHble 0 Be3onacHOCTU paboThl CO CTEPUNUIYIOLLMM CPEACTBOM AOMKHbI ObITh NpeacTaBneHbl
B AOKYMeHTanbHOU hopMe.

6.3.2 [omkHbl ObITb B HANNMYNU JaHHbIE O BO3MOXHOM BIUSAAHUN CTEPUNN3YIOLLEro cpeacTBa Ha OKpY-
XatoLyto cpeay Ansa ntoboro cTtepunuayoLLiero areHTa, UcK4das nap.



[OCT P UCO 13408-5—2011

7 lNpouecc ctepunusaummn Ha mecte (SIP npouecc)

7.1 lNapamMeTpbl NnpoLecca

7.1.1 CneagyeT onpedennUtb U OOKYMEHTaNbHO O@QOPMUTL NapamMeTpbl npouecca cTepunusaunm
(CM. 5.2), BKNoYass MUHUMarnbHO U MakcumarnbHO A0NYyCTUMBbIE Npeaenbl. TU NapaMeTpbl A0ITKHbI obecne-
YUTb cTepunusauuto obopyaosaHms metoaom SIP.

7.1.2 K3Tum napameTpam OTHOCUTCA, MO KpalHen Mepe, cneagyrollee:

a) 4YMCno LUUKIMOB BaKyyMUPOBaHUA N UX NapamMeTpbl;

) KOHLUEeHTpauusa cTepunmnsytoLllero cpeacTea;

) BNa)XHOCTb, TeMnepaTypa, AaBleHune;
) ONMUTEeNbHOCTb peXXnma ctepunmsalini;

e) noagepXaHue pexumma crtepunmsauun (Hanpumep, HenpepbiBHOE yaaneHne otTpaboTaHHOro cpe-
CTBa, KOHTPOMb LeNOCTHOCTU BEHTUMALUOHHBLIX (PUNBTPOB, NONOXUTENbHOE daBleHue);

f) TN CTepUnbHON CcUULLIAOLWEN cpeabl, pacxoq U Temnepartypa cpeabl, HeobXoanuMon Anst OYNCTKA U
CYLLKN CUCTEMBI Nocne cOopKn.

7.1.3 Cneayet onpegennTtb U AOKYMeHTarlbHO OPOPMUTL CpeACTBa KOHTPONA U yripaBleHUda napamMerT-
paMu npoLecca.

7.2 Pa3paboTka uukna crepunmnsayun

7.2.1 Cneayet 3agaTb TpeboOBaHUA K NPOLLECCY cTepunmsaunmn, Takme Kak spPeKTUBHOCTL ANSl MUK-
POOHOW HArpy3Kn U NeTanbHOCTb MUKPOOPraHU3IMOB, HA OCHOBE KOTOpPLIX A0MKEH ObIiTh paspaboTaH npoLuecce
cTepuUnmM3auunun.

7.2.2 Cneayert paspaboTaTb MHCTPYKLUK NO NPOBEAEHUIO U ONpeaennuTb NapaMeTphl npouecca, Heob-
Xoaumble ANs AOCTUXKEHUSA YCIOBUW aTTECTOBAHHOIO MeToda CTepunmsaLui.

[/.2.3 Bce MHCTpyKUMK cnegyeT opopMNATb B MUCbEMEHHOW pOpMeE U BLINOMHATL UX.

7.2.4 Cneayet HaUTM Hanbonee TpyaHble ANA cTepUnusaunum 3oHbl 0bopyaoBaHUA U NoKasaTb, YTO
9P PEKTUBHOCTbL CTEPUNN3ALIMN B 3TUX 30HAX COOTBETCTBYET TpeDOBaHUAM.

8 ATTecTauus

8.1 MeToaukmn atrectayummn

ATTecTauuo cneayeT NPOBOAUTL B COOTBETCTBUN C YTBEPXKAEHHON METOANKON, KOTOPYHO crieayeT nepu-
oan4deckn nepecMmaTtpuBaTb. B MeToguke AomkHbl ObiTb YKa3aHbl NOPAAOK NPOBEAEHUA aTTecTaln, KpUTKU-
YyecknMe aTanbl N KpUTEPUUM NPUEMMEMOCTU. ATTecTauutld KOHCTPYKTOPCKOW AOKYMeHTauun (npoekTa)
obopyaoBaHua, aTTecTauulo ycTtaHOBIeHHOro obopyaoBaHus, a Takke aTTecTauuio B OCHaLLeHHOM COCTOS-
HUK 1 B 3KcnnyaTauny cneayeT BbINMOHATL Mo YyTBePXAeHHbIM MeToaukaM. JTtobble OTKIMOHEeHNa 0T MeTOAUKM
OOJKHBI ObITh paccnenoBaHbl, yecTpaHeHbl 1 opopMneHbl JOKYMEHTabHO.

8.2 ATTecTauuA KOHCTPYKTOPCKOU AOKYMeHTaLuuu (NpoeKTa)

KoHCTpyKLUMs (NPOEeKT) cUcTeMbI CTEpUNN3aLMM Ha MecTe AokKHa obecnevynBaTb COOTBETCTBNE CUCTE-
Mbl CBOEMY HasHa4yeHuo. Ha nepBoM aTane aTrectauny AoikHa ObITb NpoBeAeHa aTTecTalmsa KOHCTPYKTOP-
CKOW [OKyMeHTauun (npoekta) ¢ Uenbk MNOATBEPXAEHUS COOTBETCTBMS obopyaoBaHMs, npoLecca,
MOMELLEHUA N MaTepuanoB yCTaHOBNEHHbIM TpeboBaHUAM.

8.3 ATTecTauusa yCTaHOBJIEHHOro o6opyaoBaHus

8.3.1 OOLwWwue nonoxeHUnN

Llenbto atTecTtauun yctaHOBNEHHOro 000opyaoBaHMs ABNSIETCA NOATBEPXKAEHNE TOro, UTO BCE OCHOB-
HOe U BCrnomoraTtenbHoe 0bopyaoBaHUe Ans NpoBeAeHUA CTepUnnsaLmm Ha MeCcTe U A0CTaBKN CTEPUMU3YIO-
Liero cpeactea, U obopyaoBaHue, ANS KOTOPOro npegycMoTpeHa cTepunusaumsl, noctaBneHbl Ha MecTo
MCNOSb30BaHUA N YCTAHOBMNEHLI B COOTBETCTBUM C 3ajaHHbIMU TPpeboBaHNAMMN.

8.3.2 MoHTax obopyaoBaHuA

38.3.2.1 CnenyeT NpoBepUTb, YTO AOKYMEHTaLUN COOTBETCTBYIOT!

a) pacnonoxeHue obopyaoBaHUS;

b) MOHTax 0bopyaoBaHUS;

C) noagcoeanHeHne obopyaoBaHUS K BHELLHUM CETAM.

8.3.2.2 CneayeT NpoBepuUTb NpoBeaeHUe KannbpoBKU (MOBEPKU) BCEX KOHTPOMNbHO-U3MEPUTENbHBIX
NPMOOPOB, UMEIOLLIMX KPUTUYECKOE 3HaYeHNe NS npouecca N UCNOoMb3yeMblX AMS1 KOHTPOMNS, UHAMKALUN U
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zanucun napameTpoB. Kannbposka (noBepka) MoXeT ObiTb NPpOBepeHa B Havane atTectaunm B OCHaLLEHHOM
COCTOSHUMN.

8.3.2.3 YCTaHOBMNEHHbLIe KOMMNbLIOTEPHbIE CUCTEMbI YNpaBleHns N NporpaMmmHoe cbecnedyeHne goxK-
Hbl NponTKN atTecTtayuo Ha cooTeetcTBMe MCO/MOK 90003 nnu apyromy pykoBOoACTBY, OTHOCSILLEMYCS K

npoAYyKLUN.
8.4 ATTecTauud B OCHalleHHOM COCTOSAHUN

8.4.1 AtTecTauusi B 0OCHaWLEHHOM COCTOSAHUM AOIMKHA NoKasaTb, YTO YCTaHOBMIEHHAs! CUCTEMA MOXKET
BbIMOMHUTL CTEPUNN3aLNIO Ha MecTe BCEro obopyaoBaHUs, yYMThIBASi BO3MOXHbIE OTKITOHEHMUS.

8.4.2 Cneayet NpoOBEPUTb UHCTPYKLMM MO 3KCnnyaTtaunum n yoeantbecst, UTo paboTta no HUM obecnevn-
BaeT AOCTMXKeHNe 3adaHHbIX TpeboBaHUN. MHCTPYKLMM NO 3KcnyaTauum OOMKHbI coepXaTb, No KpanHen
Mepe, cneaytoLlee:

a) nollaroBbIN NOPSIAOK BbINCNHEHUS onepaluiA;

b) MeToabl 0bHapyXeHUS OTKIIOHEHUA NapaMeTPoB LMKNa CTEPUNM3ALLIAN N MPUHUMAEMbIE MEPHI;

C) WMHCTPYKUWMK NO KanmbpoBke (noBepke) U TeXHUYECKOMY 0DCNY>XNBAHUIO;

d) meToabl obHapyKeHUs1 OLNOOK B NOKa3aHUAX KOHTPONTbHO-U3MEPUTENbHbIX MPUOOPOB;

e) JdaHHble ANS KOHTAKTOB B Clliydae HeobXoaMMOCTMN TEXHUYECKON NOOOEPKKN.

8.4.3 lNoTeHunanbHble Hanbonee TpyaHble 30HbLI 0OOpPyaAOBaHUA ANS CcTepunM3aunn OOMKHbl BbITh
YCTaHOBIMEHbI MyTEM PACCMOTPEHUS UHANBNAYaNbHBIX PU3NYECKNX NN/ XUMUYECKNX CBOWUCTB CTEPUNM3YHO-
LLero cpecTBa 1 XxapakTepucTuK npouecca ctepunmsasnu.

[TpnumeyaHune—«MepTBble» 30HbI M U3MMOLI (NNeYn) pe3epByapoB MOIyT DbITb ONpeaeneHbl Kak HanxygLme
30HbI AN CTEPUNU3ALINN.

8.4.4 Cneayet nony4ynTb gaHHble, NogTBepXXaaroLwme, UYTo YCNoBUA cTepunmsaumnn (BpemMa, gaBneHue,
Temnepartypa, KOHUeHTpauusa CTepunmayioLLero cpeactea U ero pacnpeaeneHne) Haxoaatcs B A0NYCTUMbIX
npedenax BO BCeN CUCTeMe cTepunmsalnm Ha MecTe.

8.4.5 B TOUYKax cuctembl CTEepUNM3aLUN HA MeCTe, UMEIoLLINX BaXKHOe 3HaYeHue, crnegyeT NPpOBepPUTh, K
KaKnM NOCrneacTBUSIM MOXET NMPUBECTU OTKA3 KaXXA0ro KOHTPOMNbHO-U3MEPUTENBLHOIO npubopa, nHankaumsa u
3anncb HenpaBuUbHbLIX PEe3yNbTaTOoB.

8.4.6 Cneayet onpeaennTb YACIO U MECTO pacnonoXeHns AaT4UKoB, UCNONb3yeMbIX NMpU aTTecTalnn
(Hanpumep, TeMnepaTtypbl U gaBneHus). JocTaTOUYHOCTb 3TUX TOUYEK U NPaBUNBHOCTb MX pacnonoXeHna angd
BbINONHeHNs1 TpeboBaHUN K SIP cnegyeT o60CHOBaTH B AIOKYMEHTaNLHON hopMe.

8.5 ATTecTtauua B aKcnnyatayun

8.5.1 O6wue TpeboBaHUA

8.5.1.1 [daHHble, nony4YeHHble NpK NpoBedeHUN aTTecTalm YyCTaHOBMEHHOIO obopyaoBaHUA N aTTec-
TaLWn B OCHALLEHHOM COCTOSIHUA, AOIKHBI ObITh YTBEPXKAEHbBI A0 HAavana aTtTectayum B aKcnnyaTtauun.

8.5.1.2 llopsaaok npeacrtaBneHna obopyaoBaHUa ANs cTepunmsaymn K attectaunm aomkeH ObiTb Oro-
BOpPeH 1 oTpaxeH B aokymeHTax (MCO 14937).

8.5.1.3 Cneayet nony4nTb AaHHbIE, NOoATBEPXAaloWMe AOCTUXKEHNE TpebyemMblX PUsnveckmnx n/mnm
XUMUYECKMUX YCNOBUA (MapaMeTPoB) M UX AONYCTUMBIX NpeaenoB Bo BceM npouecce. Cnegyet obocHoBaTh U
0POPMUTb AOKYMEHTaNbHO PACNONOXEeHNE KOHTPOMNBHLIX TOYEK UM NPUDOPOB, YKasaTh TpebyeMble yCNoBUS
(napameTpbl) 1 noaTBepanThb KX BbinonHeHue (MCO 14937).

8.5.1.4 ATTecTauuda B akcnnyaTtauum goimkHa BKNoYaTb cpaBHEeHME U OLEeHKY napamMeTpoB npouecca,
N3MepPEHHLIX NPU CTEPUNU3ALIN HA MEeCTEe N YKa3aHHbIX B AOKYMeHTaLUun Ha cuctemy. onycTMmMocCTb ntodoro
OTKITOHEHUS OT 3aJaHHbIX BO BpeMs pa3paboTkM napamMeTpoB AO0/MKHA ObiTb NOATBEP)KAEeHAa CCbIIKOW Ha
CyLWeCTBYIOLWME AaHHbIe UK pe3ynbTaTbl UCNbITAHUN.

8.5.1.5 Cneayet nokasaTb U AOKYMEHTaNbHO 0OPMUTL, YTO YMACIIO AaTYUKOB ANA KPUTUYECKUX Napa-
METPOB NpU aTTecTaunn B akcnnyatayum goctatodHo ANd NoATBepXAeHUS COOTBETCTBUS npolecca A0KY-
MeHTaL N Ha cUcTemy.

8.5.1.6 bunonornyeckne MHAMKaTOPbl UMM UHOKYNUPOBAHHbIE HOCUTENN AO/MKHbI UCNOMB30BaTbLCA BO
BpeMs arttectauum B akcnnyatauun. OHM gomkHbl yaoBneTtBopate MCO 11138-1 M gpyrum 4vactam
NCO 11138 un, npun Heocbxoaumoctun, MCO 14937. Cneayet onpeaenntb YNCNO N MECTA PaCMONIOXKeHNA BUNO-
NOorM4yecknx MHAMKaTopoB. B AokyMeHTauun AOIKHO BbITh NOKA3aHOo, YTO YNCTIO M MEeCcTa PacronoXeHnst bUo-
NOrMYEeCKNX WHOUKATOPOB AOCTATOYMHbI ANSsl NOATBEPXAEHUSI COOTBETCTBMA obopyaoBaHus  And
cTepunn3aumm Ha Mecte 3agaHHbIM TPeboBaHUSIM U YTO 3TU MecTa NpeacTaBnstoT HANBbONbLUMIA PUCK AN
cTepunmsauunu.

8.5.1.7 XMnyeckme NMHANUKaTopbl, UICNOMb3YEMBIE NPU aTTecTalMn B 3KCnyaTtauun, A0MKHbI YOOBNET-
BopsATb TpeboBaHmsam NCO 11140-1 n apyrux ctaHgaptoB cepun NCO 11140 n, npn HeodbXxoamMmMocTu,
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NCO 14937. CnegyeT onpeaennTb YACIC U MecTa pacnonoXeHUa XMMnidecknx MHANKaTopoB. B AoKyMeHTa-
LM AOMKHO ObITb NOKA3aHO, YTO YNCNO N MecTa pacnonoXeHUs XMMNUYecknx MHONKaTOPOB AOCTaTOUYHbI AN
NoATBEPKOEHNUA COOTBETCTBUA 0DOPYyAOBaAHUSA ANS CTEpUNMU3aLmM Ha Mecte 3agaHHbIM TPEeDOBAHMSAM U YTO
3T MecTa npeacTaBnaAloT HAMDONLLUMWA PUCK ONA CTepUnM3aunun.

8.5.1.8 [lpu atTectauumn B sakcnnyaTtauum crnegyeT NpoBECTU CTepUnmsaL o He MeHee Tpex pas, Nnpu-
YeM BCe pe3ynbTaTbl ACIMKHbI ObITb NONOXKUTENbHBEIMU. DTO CNYXXUT NOATBEPXXAEHNEM BOCMNPOUIBOANMOCTU U
o PEeKTUBHOCTU NpoLecca cTepunusaymn. To, UTo npoLuecc ctepunusaunm npoLen ycnewHo, 4oMKHO ObITb
NoATBEPXKAEHO naMepeHnem U3nYecKknx napamMeTpoB U MHaKTUBaLUMENn BUONMOrM4eckMx MHONKaTopoB UNu
MHOKYNMNPOBAaHHbLIX HOCUTENEN, KOTOPLIE ACMKHLI NokasaTh Tpebyemyto bakTepnunaHyo apPeKTUBHOCTD.

8.5.1.9 Ecnu npouecc ctepunusaunm npolwen HeygadHo (cm. 8.5.1.8) no npuimHam, He CBA3aHHbLIM C
pPaboTON UCMNBLITYEMOW CUCTEMBI CTEPUNN3ALIMA HA MECTE, TO B NPOTOKONE ACIKHO DObITh yKa3aHo, UTO STOT
cnydyan He nMmeeT OTHOLLEHUS K AaHHOMY MnpoLeccy cTepunmsannmn, U NnpoBeaeHne Tpex ycnellHbIX NCMbITa-
HU He TpebyeTcA.

[TpnmeyaHune—Illpumepamm TaknMX OLLMOOK MOTYT CIY>XUTb COOU B SMEKTPUHECKON CETU, HEBLINONHEHHOE 06-
CITYy>XMBaHWE WUITN OTKAa3 BHELLWHEro KoHTponbHoro obopyaosaHus (MCO 14937).

8.5.2 baktepuuunaHaa achheKTUBHOCTb
AHanns daktepuunaHon adpPEKTUBHOCTU CrieayeT BhINMOMHATL B criegyowem nopsake:

a) lMNokasaTtb, YTo 3hHeKTUBHOCTb CTEPUITUIYIOLLIErO cpeaAcTBa MO OTHOLLEHUIO K YCTONYMUBOCTN MUKPO-
OpraHUsMOB K CTepuUnusaLmMm goctaTodHa Ans AOCTUXKEHUA rapaHTUPOBaHHOro YPOBHSA cTepunbHocT 1075,

[TpyumMmeyvyaHNe—3TO MOXET DbITb NOKA3aHO NYTEM MONTHOMO YHUYTOXEHUS MUKPOOPraHM3MOB B YCTOMYUBOM
BuonornyeckoMm nHankKaTope Ans AaHHOro MeToga CTepunm3auum.

[na atTectaunm adpdpeKkTUBHOCTU LKA MOXeT ObiTb MCNonb3oBaHa ogHa unn 6onee 6UoONOrMYecKnx
moaenein. Bolbop MUkpoopraHM3aMoB Ao0/MKeH OblTb OCHOBAH Ha XapakTepucTUKax LuKna M Ha Hauxyawwmnx
ycnoBusax. Belbop Tecta Ha MUKpoopraHnUambl JOIMKeH ObiTb 0O0CHOBAH JOKYMEHTalbHO;

b) YCTaHOBUTb, YTO CYLLIECTBYET aMNUpUYecKkasa maTtemaTnyeckas 3aBMCUMOCTb, onpeaensatowlast KUHe-
TUKY UHAKTUBaLWN B UOEHTUDULMPOBAHHBIX YCTONYMBLIX MUKpOopraHnamax. [NoarsepanTb, UTO NeTanbHOCTh
MOXET DbITb 3KCTpanonupoBaHa Ang rnpeackasaHus BEPOATHOCTU BPKUBAHUS MUKPOOPraHU3MOB, NOABEPrHY-
ThIX onpegeneHHon obpaboTke.

XapaKkTrepuUCTUKN MUKPOOPraHM3MOB, UCMNOMb3yeMbIX AN AeMOHCTpaLun bakrepuunaHon sdpeKTmB-
HOCTW npoLecca npu BO3AEeUCTBUM CTEPUNUIYIOLLEro cpedctsa npu cneundpniecknx yecroBuax (Takme Kak
«BenuinHa Dy», nonynsauust), A0MKHbl ObITb YCTAHOBMEHBI (MYyTEM TECTUPOBAHUSA NN CEPTUPUKATOM NMOCTaB-
LLIMKa) U opopMNeHbl AoKYMeHTansHo. MeToabl TeCTUPOBaHUA, KDUTEPUU NMPUEMNEMOCTU U pe3ynbTaThbl TEC-
Ta AOJKHBbI ObIThb onucarbl B AokymMmeHTax (MCO 14161);

C) YCTaHOBWUTb NepemMeHHble npoLecca, KoTopble MOTyT oTpuLaTeNnbHO NOBMUATL HA 3PP EKTUBHOCTL
CTEPUNUIYIOLLEro cpeacTBa;

d) OueHUTb pakTopbl, KOTOPLIE MOTYT OKasaTb OTpULUaTENbLHOE BNUAHME Ha nodadvy W/nnu pacnpege-
neHne cTepunmayroLLero cpeactaa.

[TpnmedaHune—KTtakum dhakTopam MOryT OTHOCUTBLCH, HANpuUMep, B3anMmogencTeme ¢ marepuanamm n octar-
Kamu, NpoaykKTaMmum pacnaga nim nHaktmeauum, odpasoBasLLMMUCH MPU BO3AENCTBUN CTEPUITNIYIOLLEND CPeacTBa, Hanpu-
Mep KOHAeHcaT BOAb! U3 napa Ui ocTaTku OT NpoLeccoB NPOU3BOACTBA, OUYUCTKU U/MNKN Ae3nHMEKUNI.

8.6 PaccmoTpeHue n yTBepXxaeHue pe3ynbTaToB aTTecTalum

8.6.1 MaTepuanbl aTTecTaLnmM KOHCTPYKTOPCKON OOKYMeHTauun (npoekTa), aTTectaLlnun yCTaHOBEH-
Horo obopyaoBaHuA, atTecTaum B OCHaLLLEHHOM COCTOSAHUM N aTTecTaluun B IKCnyaTaumn OOSKHbI ObiTh
ocdbopMeHbl B BUAe NPOTOKONIOB (OTYETOB) M pacCMOTPEHbl Ha NpeaMeT COOTBETCTBUA paccMaTpuBaeMon
cUCTeMbl 3agaHHbIM TpeboBaHMAM. Pe3ynbTaThl paccMoTpeHUS A0TKHbI ObiTb 0hopMMNeHbl AOKYMEHTalIbHO.

8.6.2 lMpu atTecTtaunmn AomKHO ObITb NOATBEPXAEHO COOTBETCTBME CUCTEMbI AOKYMEHTaLWN, BKIHoYas
TapamMeTpbl NpoLecca 1 AonycTuMble npeadensl NX U3MeHeHU. [IoKkyMeHTaLusa Ha CUCTeMY AOIMKHa BKIoYaTh
KPUTEPU OLLEHKN KaXKA0ro npoLecca ctepunnsaunm Ha Mecte Uin Kputepun npuemMnemMocTu.

8.6.3 Mo pesynbTaTam arttectaumnm ogopMAOT OT4YeT (3aKno4veHne) O COOTBETCTBUM MpoLecca
3agaHHbIM TpeboBaHNAM. 3akntoueHmne AoMKHO ObITb noanncaHo nuuamMmmn, OTBETCTBEHHBIMI 3a NMOArOTOBKY,
paccMoTpeHne 1 yTBep)KaeHne pe3ynbTaToB atTecTauMm Ha COOTBETCTBME KPUTEPUAM NMPUEMIIEMOCTN.

8.6.4 OT14ert (3aKkntoveHne) 0b aTTecTaunm AOMMKEH BKIMOYaTh AaHHbIE O KanubpoBKe (MoBepKe) BCeX KOH-
TPOMNBHO-N3MEpPUTENLHBIX NPUOOPOB, AEUCTBUTENBHON Ha Nepuod NpoBedeHnst aTTecTalmm B sKkcnyaTaumi.
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8.7 lNoBTopHaAa aTTecTayuA

8.7.1 MNoBTOpHYO aTTecTaLuo MeTO4OB CTEPUNN3aLMM Ha MecTe NPOBOAAT C YCTAHOBIIEHHOWN MepUo-
OWNYHOCTBLIO U NOCHe 0TKa30B CUCTEMBI CTEPUNU3ALINU HA MEeCTE.

8.7.2 Cneayet nepmnognyeckn paccMmaTpmBaTb COOTBETCTBUE NMpoLecca CTepunumsayMm Ha Mecte Kpu-
TepusaM rnpuemnemMocTun. MNopaaok paccMoTpeHUsa ACIMKEH ObiTb U3MOXEH B MHCTpyKUMKU. CneayeTt odop-
MNSITb U COXPaHATb OTYETHI O PACCMOTPEHUN PEe3yNbTaToB MOBTOPHOW aTTecTauum U NPUHATBLIX Mepax B
cnydyae obHapyXXeHUNs1 OTKITOHEHWMN.

8.7.3 OT4eThl (3aKnNto4eHNs) 0 NOBTOPHOW aTTecTaunn cneayet oopMnaTb AOKYMEHTaNbHO U coxpa-
HATD.

9 TeKywmnn KOHTpO-nb

9.1 KoHTponb npoueccoB cTepunnsaumm Ha MmecTe

CneayeT NpeaycMOTpeTb TEKYLMA KOHTPOSb NapaMeTPOB KaXKAoro npoLecca ctepunmsasinm Ha MecTe.
[laHHble 0 NapamMeTpax AOIMKHbI 3an1CbIBaTbCA U COXPaHATLCHA B Ka4eCcTBE CBMAETEeNbCTBa TOro, YTO Nnapa-
MeTpbl cucTemMbl SIP cooTBeTCcTBOBaNU 3agaHHbIM TpeboBaHUAM.

9.2 UHCTpYKLUUU NO KOHTPOMNO NapamMeTpoB

MHCTPYKLUM NO KOHTPOJIIO NapamMeTpoB AO/MKHbI COOTBETCTBOBATL pe3dynbTaTtam aTtrectaunm U coaep-
XaTb, MO KpanHen mepe, cneagyrollee:

a) noLlaroBbln NOPSAOK BbINOMHEHUS onepaLunii;

b) 00513aHHOCTN N OTBETCTBEHHOCTD]

C) KpUTEpUK NPUEeMIEMOCTU ANA NapamMeTpoB LWKIa 3KcniyaTtaumm U JencTBUA, KOTopble crneayet
npeanpuHATL, eclnin 3TN NapaMeTpbl BbIXOAAT 3a AoNyCTUMbIe npeaensi;

d) cpeactBa n MeToAbl, C MOMOLL b KOTOPbLIX MOXET ObITb YCTaHOBMIEHa olKnbKa B pe3yibTaTax U3ame-
DEHWM NPU KOHTPOIE, MHAUKALWUA U 3an1cK NapamMmeTpoB;

e) noapobHoe onucaHue npolecca cTepunusaynum Ha MecTe;
f) MHCTpYKUUK NO KanNnndbpoBKe (NOBepKe) N TEXHNYECKOMY ODCNY>XUBAHWUIO;
g) OdaHHble ANsl KOHTAKTOB B Clydae HeobXoaUMMOCTN TEXHUYECKON Noaaep kKN,

9.3 HokymMmeHTauuAa o NnpoBeAeHUU nNpoLlecca cCTepunusaymum Ha MecTe

9.3.1 [lokymeHTauua (NpoTOKOM) NpoBeAeHUs CTepunnu3aLnm Ha MecTe O0KHa coaepXaTb, No Kpau-
Hen mepe, crneayroLlee:

a) OaTy NpoBedeHUs cTepunmsannu;

b) HaumeHoBaHWe N HoOMep UuKna npouecca SIP;
C) haMunum n MHUUManbl onepaTopoB;
d) napameTpbl Npouecca SIP 1 ux noareepxaeHue.

[TpunmeyaHune—IllpoTokonbl MOTyT cogepaTb TaKKe pacneyvarku AaHHbIX O KPUTUYECKUX NapameTpax, Ha-
npumMep BpemeHu obpaboTku, Temneparype n 4aBneHnn, N3MEpPEHHbIX B 3aJaHHbIX TOYKaX.

9.3.2 MoryT ncnonb3oBaTbcs Apyrme AaHHble (BMonorM4eckmx Unn XMMmM4ecknx MHOMKaTopoB) O TOM,
4yTO npoLecc ctepunusaun 6o NpoBeAeH B YCTAaHOBMNEHHbIX npeaenax.

9.3.3 CneayeT paccMmaTpuBaTh 1 yTBEpX4aTbh AOKYMEHTaL MO O NMpoBedeHUn cTepunusagm Ha MecTe
[10 Ha4yarna npoun3BoAcTBa crneayoLlen cepun npoayKLnu.

9.4 KoHTpOnb U3MeHEeHUN

9.4.1 CneayeT ouUeHMBaTb N3MeHeHUsa B 0OopyaoBaHNU, CTEPUIN3YIOLLIMX cpeacTBax, napamertpax
npoLuecca U1 BbiNnycKkaeMon NpoayKLMn B NNaHe UX BO3MOXHOMO BNNAHUSA Ha 3 PekTUBHOCTb CTEpUNM3aLum
Ha MecTe U HeobXoAMMOCTb NpoBeAeHUs NOBTOPHOM aTTecTaLUu.

9.4.2 Cneayet yduThbIBaTb XapakTtep M3MeHeHUN Npu onpeaeneHnn obbema artectalm yCTaHOBNEH-
HOro obOpPyaOBaHUA, aTTecTaumMm B OCHALLEHHOM COCTOSHUN N aTTecTauun B sKkcnnyartawuu.

9.4.3 Cneayet gokyMeHTanbHO opopMnsiTb pe3yrnbTaThl OLEHKM, BKMoYasds 0BOCHOBaHUE MPUHATBLIX
peLweHnn n obbem HeobxoaMMoM aTTecTayunn.

9.5 TexHuu4eckoe obcnyxunsaHme odbopynoBaHua
TexHu4yeckoe obenyXxuBaHue criegyeT NPoBoANTL B NITAHOBOM NOPSAKE B COOTBETCTBUM C UHCTPYKLIMAMMA.

9
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10 Ob6yyeHUe nepcoHana

10.1 lNepcoHan aomkeH NponuT obyvyeHne no yTBEpPKXAeHHbIM nporpammam (MeTogmkam).

10.2 Cneayet paspaboTtatb, AOKYMEHTaNbHO OPOPMUTL U BHEAPUTL B NMPAKTUKY NMporpaMmmy creLm-
anbHOro obyveHma nepcoHana, BKNovas:

a) NPUHLKMNLI NpoLecca N KOHCTPYKUNIO 0BopyaoBaHUs;

b) nopagok akcnnyataunm obopyaoBaHUs, ero TeEXHUUECKOro obCcnyXmMBaHUa N KOHTPONA, Npn HeobXo-
OUMOCTW;

C) NOpsAOK AEUCTBUW NpU oTKa3e obopyaoBaHUS UM OTKNOHEHUAX NapaMeTpoB NpoLecca;

d) Bonpockl bezonacHOCTU Npu paboTe CO CTEPUNUIYIOLLMMN BeLlecTBaMnN U CUCTEMON CTEPUNU3aALINA
Ha MecCTe.

10
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[MpunoxeHwne A
(cnpaBo4HOe€)

Ctepunusauua napom Ha MecTe

A.1 BBeaneHwue

A.1.1 B HacTosiLLEeM NPUNOXEHUN PACCMOTPEHbI OCHOBHbIE OCODEHHOCTU CTEPUNU3ALNN NAPOM Ha MEeCTe.

A.1.2 Hacrtosuee npunoxeHne 0OTHOCUTCH K KOHCTPYNMPOBAHUIO (MPOEKTUPOBAHUIO), MOHTAXY U KOHTPOITIO CUCTEM
cTepunu3aymm napom Ha MeCcTe U NOAroTOBNEHO HA OCHOBE MPaKTUYECKOro onbiTa pabdboTbl € 3TUMKU cucTemamu. [pm pas-
paboTKe CUCTEM CTEPUNU3ALMM NAPOM HA MECTE PEKOMEHAYETCS YUMTbIBATb HOBbIE pa3paboTkm B 3Ton obnacriw.

A.1.3 Hacrosuwee npunoxeHue cnegyert paccmarpmBarb COBMECTHO C HOPMAaTUBHOW YacCTbld HACTOAWEro CTaH-
0apTa, B KOTOPYO BKIMIOYEHbI TPebOBaHUSA, MPUMEHUMBIE K CTEPUITN3ALIMK MAPOM Ha MECTE.

A.2 TpeboBaHMA K npoueccy n obopyaoBaHUIo

A.2.1 Kputnyeckmmm napamerpamm npouecca cTtepunmaaumm napom Ha MecTe SABJIAITCA BPEMSA, TEMNepaTypa v
aaesneHne napa. Ix MmHumarnbHble 1 MakCcuMarbHble npeaensl A0MKHbl BbITb YCTAHOBMNEHbBI U NOANEXAT KOHTPOMNIO BO
BPEMS BCEro UuKna cTtepunmnsauumm.

A.2.2 KOHCTpYKUMA CUCTEMbI CTEpUNMN3ALMN NAPOM HA MECTe AO0IKHa npegycmarpmBaTh.

a) NonHoe BbITECHEHUE N yaaneHne BO3ayXa;

b) oTBOA Napa na BCEX HU3KMUX TOYEK AN npeaoTepaweHmns obpa3oBaHns KOHAEHCATA;

C) nogaepxaHme CTePUIIbHOCTU NMOCNe 3aBepLUeHUs npouecca crepunmnsaumm.

A.2.3 lpun paspaboTke cucTemMbl CTEPUNM3ALNK NAPOM AOIMKHO BbITb YYTEHO CNEAyIOWEE:

- Nap AOIMKEH NocTynaTb TaKUM 0Bpa3om, YTOObI OH NPOHMKAN BO BCE YaCTU CUCTEMBI;

- KOHCTPYKUMSA cocyda OOMKHa UCKNoYaTh YaAepXXUBaHMe BO3ayxa B HEM,;

- OTBOA KOHAEeHcaTa AomKeH BbiTb NPeayCMOTPEH U3 HU3KNX TOYEK CUCTEMBI;

- BO34YyX MOXET OCTaBaTbCA U/MNN KOHAEHCAT HakannmMMBaTbCA B KnanaHax, OCyWUTENSAX, « MEPTBbLIX» 30HaX, HN3-
KMX TOYKaX, ra3oBblX OUNbTPax U NOMOCTAX BHYTPU CUCTEMBI, KOTOPbIE SBNAIOTCH Hanbonee TpyaHbIMM MECTaMn Ans
cTEpUNMU3aLmm NAPoOM (XONo4HbIMU UM HANXYALWMMW TOHKaMM);

- pr6bl AOIXHbl UMETb YKITOH B CTOPOHY CTOKa U obecne4ymBaTb NONHOE vaalieHne KOHAeHcaTta. KOHCprI{LI,MFI HacC-
Tewn, KOTOPblE MOITYT yAdepXnBartb KOHAEHCAT, AO0J1XHa obecneynBaTb NOMHOE €ro vAdlleHne,

- BbITECHEHNE BO34yXa NapoM JOIMKHO 0becneymBaTbCs KOHCTPYKLUMEN CUCTEMBI U NPAaBUIbHBIM PACNONOXEHNEM
OTBOAOB. BO3MOXHO NCNoNb30BaHNE BbITECHEHUS BO34yXa NMNapomM CaMOTEKOM UIMN NpeaBapuTENbHOE BaKyyMUPOBAaHWE,

- MOXET NoTpeboBaTbLCH 3aKPbIBAHNE MECT OTBOAA NOCNe yaaneHus BO3ayxa, eCliv 3TN MECTa HE CIyXXaT TaKxXe
ONA yoaneHusl KoHgeHcara,

- NOCIe 3aBePLIEHNS UMKNA CTEPUNN3ALNKN CTEPUIBHBIV ra3s (BO3ayX Unu a3oT) 0ObIYHO BBOAUTCSH B CUCTEMY Yepes
crepunnayrowmm duneTp, B TO BPEMS KaK BCA CUCTEMA ELLE HAXoOANUTCA No4 NONOXUTENbHLbIM gaBneHnem. [ as ncnonbay-
eTCsl ANS OMUCTKM CUCTEMBI OT napa n KoHAeHcaTa n yaepXmBaeTcs nog HEDONbWUM NMONOXUTENbHLIM AABMNEHNEM A0
TEX NOP, NOKa CUCTEMA He ByaeT roToOBa K UCNonb30BaHuto. [MOCKONbKY Npu 0CTeiBaHUK TPybOnpoBoaa nocne crepunmia-
LMK MOXET 06pa3oBaTbCs BaKyyM, BaXXHO NMOAAEPKUBATb NONOXUTENBbHOE AABNEHNE CTEPUINNIYIOLLErO rasa.

A.2.4 [lpn ncnoneb3oBaHuu cTepunuaaunm napom Ha MecTe Ans crepunusaynm OUnbTPOB HYXKHO MPUHUMATL BO
BHUMaHMe crieayouliee:

- OTBOAbl KOHAEHCATa AOKHbI ObITh NPEeAYCMOTPEHbBI B CAMbIX HU3KMX TOYKAX KaK B CTEPUIbHBIX, TAK N B HE CTE-
PUNBbHLIX YaCcTAX pa3MeLlleHns PUNbTpa;

- OTBOAbI Napa cneayer pacnonararb, Npy HEOBX0AMMOCTN, B MECTax yaAepXXBaHNS BO3QyXa;

- nepenag gasneHus Ha punbTpe npu pabodven tTemnepaType He AONMXKEH NPeBbIWaTh YCTAHOBITIEHHbBIE U3TOTOBMU-
Ternem 3Ha4veHus,

- cNneayeT KOHTPONUpoOBaTh AABIIEHWE Mapa 1 ero nepenag,;

- TeMnepaTtypy cnegyert namepstb nocne punbTpa;

- DbunNbTPbl ¢ KAPTPUAXKAMU OOMKHBI ObITb OPUEHTUPOBAHBLI TaK, YTODLI 0becneunTb OTBOA KOHAEHcATa € 0benx
CTOPOH NOBEPXHOCTU PUNbTPA.

A.3 Ka4vecTBO napa

A.3.1 HekoHaeHcupylowmecs rasbsl B nape, soga, macna n3 KoOMnpeccopoB U gpyrve 3arpsaAsHsowme BewecTBa
crnegyeT KOHTPONMpoOBaTh COrMacHo TpeboBaHUAM K napy.
A.3.2 XUMUYECKMIN COCTaB KOHAEeHcaTa napa AoMKeH COOTBETCTBOBATL TPeboBaHMAM ANSA BOAbI OYULLEHHOWN.
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A.3.3 KoHaeHcaT napa gonxeH COOTBETCTBOBATL TpeboBaHUAM ANy BOAbL!I AN UHBEKLUWUN, €CITU CUCTEMY UCMOTb-
3VIOT ANS NPUTOTOBINEHUS NapeHTepanbHbIX NMPenapartoB (UK B APYIMX criydasx, korga tpebyertca npuMmeHeHne Boab!

015 UHBbEKLUNI).
A.3.4 Tlap, ncnonb3yembln NMpu NpoLecce cTepunm3aumm NnapomMm Ha MecTte, AOIKEH BbiTb CYXUM, HACLIWEHHBIM U

HeneperpeTbiM.

A4 IddeKTMBHOCTL cCTEpUNN3aLumn
Ona noateepxaeHnsa aphekTUBHOCTU cTepunmndaumm cnctemon SIP ncnoneaytoT, Kak npasuno, buonornyeckue

nHankaTopbl ¢ Geobacillus stearothermophilus B 10° npy nHakTMBaumm OpPakUMOHHOIO LKA,
MeTop ctepunuaaumm «c 3anacom» (overkill) paccmoTtpen B UCO 14161 n MCO 17665-1.

A.5 Tekywunn KOHTPOIb
CneayeT npegaycMoTpeTh pacrnedvartky 3HavYeHUn napameTpoB rnpouecca crepunmn3aymm Ha MecTe, BKIoYas, Kak

MUHUMYM, BPEMH, TeMINepartypy n gaBljieHNe B 3aaHHblX TOYKaX.
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Mpnnoxenvne OA
(cnpaBo4HOe€)

CBefeHUs1 0 COOTBETCTBUU CCbINMOYHbIX MeXAYHAPOAHbIX CTAHAAPTOB HALUOHaNbHbLIM CTaHAapTam

Tadbnwua OA.1

Poccunckou ®epepaumm

OBo3HavYeHne CCbINOYHOro CTeneHb
OBbo3Ha4YeHne U HaMMeHoOBaHue cooTBEeTCTBYICLWLEro HauoOHarbHONO CTaHapTa

MEXOYHAPOAHOro cTaHaapTa | COOTBETCTBUSA

NCO 11138-1 IDT [OCT P MCO 11138-1—2000 Crepunusaums mMegnunHCKON NpoayKumm.
buonornvyeckmne nHankatopsl. Hactb 1. Obwme TpeboBaHums

NCO 11138-2 IDT [OCT P MCO 11138-2—2000 Crepununsaumsa meguumHCKON NpoayKumm.
buonornveckne nHauvkatopbl. Hacte 2. buonornyeckme mHaukatopsl A5
cTEpUNMN3aLnMN OKCUOOM 3TUMEHA

NCO 11138-3 IDT [OCT P MCO 11138-3—2000 Crepunusaumnsa megnunHCKON NMpoayKUum.
bunonorndveckmne nHaukatopol. Yacte 3. bunonornyeckne nHankatTopbl Ans
cTeEpUNMU3aunmn BNaXxHbIM TEMNNOM

MCO 11138 (wactn 4—5) — *

NCO 11140 (Bce vactu) IDT [[OCT P CO 11140 (Bce vwactn) Crepunusaumst MeQULUMHCKON NPOAYK-
LN, XMMUYECKNE MHONKATOPb!

NCO 13408-1 IDT [OCT P MCO 13408-1—2000 Acentunyeckoe Npoun3BOACTBO MedULWNH-
ckon npoaykumn. Yacte 1. Obwmne TpeboBaHnA

NCO 13408-4 IDT [OCT P MCO 13408-4—2011 Acentunyeckoe Npoun3BOACTBO MeOULUNH-
ckom npoaykumn. Yacte 4. O4yncrtka Ha mecTe

NCO 14161 — *

NCO 14937 — ¥

NCO 17665-1 — *

NCO/MOBK 90003 — *

* COOTBETCTBYOWMN HAUMOHANbHbINM cTaHAapT oTtcyTcTByeT. o ero npuHATUS pekoMeHayeTcs UCNonb3oBaTh
NnepeBoq Ha PYCCKMN A3bIK 4aHHOINo MeXxgyHapoaHoro ctaHgapra. [lepesog gaHHOro ctaHgapra Haxoautes B Pepe-
panbHOM MHPOPMALNOHHOM DOHAE TEXHUYECKUX pernamMeHToB U CTaHAAaPTOB.

[TpwnmedyaHune—B HacToswen Tabnuue ncnonb3oBaHoO crneayowee yenopHoe obo3HauveHne CTENEHN Co-

OTBETCTBUH CTaHOAPTOB.

- IDT — naeHTn4HbIM CcTAHaapT.
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