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CBepeHUus o cTtaHgapTe
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A3bIK CTaHaapTa, yKasaHHoro B NyHkTe 4

2 BHECEH TexHu4eckum komuteToM no ctaHgaptusaumm TK 458 «MNpom3BoacTBO 1 KOHTPOMb KadecT-
Ba NleKapCTBEHHBIX CPeacTB»

3 YTBEPXIEH W BBEANEH B JEWCTBUE Mpukazom PegepanbHOro areHTCTBa no TeXHU4ecKomy
perynmpoBaHuto 1 meTtposorin ot 7 aekabpst 2011 r. Ne 731-ct

4 Hacrosiyuin cTaHaapT naeHTudeH mexayHapogHomMy ctaHgapTy MCO 13408-5:2006 «AcenTudeckoe
nponsBoAcTBO MeAUUMHCKON npoaykumn. YacTte 5. Ctepunusauus Ha mecte» (ISO 13408-5:2006 «Aseptic
processing of health care products — Part 5: Sterilization in place»).

Mpy NpUMeHeHUN HacTosILLero cTangapTa pekoMeHayeTcs UCNOMb30BaTh BMECTO CCbINIOYHBIX MeXay-
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HWS1 O KOTOPBIX MPUBEAEHBI B AOMOMHATENBHOM NpunoxeHun A
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Mecs14HO u30asaeMblX UHGOPMAaUUOHHBIX yKasamensx «HauyuoHanbHeie cmaHOapmbl». B cnyyae nepe-
cMompa (3aMmeHbl) Unu omMeHbl Hacmosiwea0 cmaHdapma coomeemcmeyiouwee ysedomiieHue 6ydem
OrybITUKOBAHO 8 eXEeMeCsIYHO u3dasaeMoM UHopMayUoHHOM yKkazamerne «HayuoHarnbHele cmaHdapmeiy.
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BBegeHue

B komMnnekce ctaHaapToOB Mo acenTUYeckoMy Npon3BOACTBY MeanunHekoi npoaykummn MCO 13408 pac-
CMaTpUBaIOTCA pasfindHble CTOPOHBI 3TOW NpobnemMel: 0bLmMe NONoXeHNs, UNbTPALMS XNAKOCTeN, nodu-
nusauus, cTepunnsauns Ha Mecte 1 ap.

HacToswmi ctaHgapT ycTaHasnusaeT TpeboBaHWsA K CTEpUnn3aunm Ha Mecte o60opyaoBaHNst, UCNOMb-
3yemMoro npu npovsBoACTBE MeAULMHCKON MpoayKUunM, B TOM YUCNe K TeXHUYECKUM cpeacTBam, Metoaam
aTtTecTaLumn NpoLEeccoB CTEPUIU3aLUN U TEKYLLEMY KOHTPOIO.

B 6onbwuHCTBE cnyvyaeB CTepunusauMsl Ha MecTe TMPOUCXOAMT TOCMe O4YUCTKM Ha MecTe
(MCO 13408-4). HecMOTpsI Ha CyLLECTBEHHbIE PasnnNyns MeXay 3TUMN MeTodamu, X 06beanHAET OaMH NPUH-
umn — obpaboTka o6opyaoBaHna Ha MecTe 6e3 ero pasbopku.

BaxHeiwyto ponb B cTepUnMsaulmm Ha MecTe UrpaeT KOHCTPYKUMS oBopyaoBaHudA, KoTopasi AoIbKHa
obecnevnTb goCTUXEHNE TPebyeMOoro ypoBHS CTepUnbHOCTM 06opyaoBaHus nocne ero o6paGoTku.

Komnnekc wmexayHapoaHbix ctaHgaptoB MCO 13408 nogrotoBrneH TexXHUYECKUM KOMUTETOM
NCO/TK 198 «CTepunusaumnst MeauLMHCKON NPOAYKLMN» U COCTOUT U3 CrieaytoLmnxX YacTen:

-Yactb 1. Obwme TpeboBaHus;

-Yactb 2. dunsTpauus;

- Yactb 3. Jlnodpmnumsauus;

-Yactb 4. OuncTtka Ha MecTe;

-Yactb 5. Ctepunusaumst Ha mecTte;

-YacTb 6. MsonupyloLwme cuctemsl.
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HAUUWOHANBLHBLIA CTAHOAPT POCCUUCKOW OSOEREPALUUMN

ACENTUYECKOE NPOU3BOACTBO MEAULIMHCKOW NMPOOYKLIUU
YacTb 5
Crepunusauma Ha MecTe

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

DOara BBeaeHnsa — 2012—12—01

1 O6nactb NnpMMeHeHus!

1.1 Hactosiwumii ctangapT yctaHaBnueaeT obwime TpeboBaHus k ctepunusaumm Ha mecte (SIP) nosepx-
HocTel 060pyA0BaHUs, conpuKacatoLMxcsl ¢ NPOAYKTOM B acenTUIecKUx npoueccax npon3soacTsa CTepunb-
HOW MEeAULMHCKOW NPOAyKLUUW, WU ycTaHaBnuMBaeT TpeboBaHWUst K aTTecTtauuu, UCNBLITAaHWAM, Tekyllemy
KOHTPOSIO N 3KCNyaTaumm npoLeccos U 0bopyaoBaHus.

MpumeyanHune— Crepunuaaumsi Ha MECTe MOXET BbINOSHATLCS C MOMOLLBIO Napa Unn CTEPUNU3YIoLWEro Be-
WwecTBa B razoobpasHomn unm xuakon hopme. PykoBoACTBO No cTepunuaaumm napom Ha MecTe, KoTopas siensetcs Hanbo-
nee pacnpocTpaHeHHbIM METOAOM, NPUBEAEHO B NPUIOXEHUN A.

1.2 CTtaHgapT pacnpocTpaHsaeTcs Ha NpoLecchl, B KOTOPbLIX CTEPUNU3YIOLLIME CPeACcTBa NoAAloTCA Ha
BHYTPEHHIOK MOBEPXHOCTb 060PYAOBaHNMS, KOTOpast MOXKET COMpUKacaTbCsi C MPOAYKTOM.

1.3 Hactosiwmin ctaHgapT He pacnpocTpaHsaeTcs Ha Te cnyvan, B KOTOpbIX 0bopyaoBaHWe NOANeXUT
pasbopke 1 nepefaye B CTepuIMsaTop.

1.4 CranpgapT He 3aMeHsIeT Apyrne HopMaTUBHbIE JOKYMEHTHI, B TOM Yncne 1 MNpasuna nponsesoacTsa
N KOHTPONA KadecTBa NekapcTBeHHbIX cpedcTs (GMP).

1.5 HacTtoswwii ctaHaapT He ycTaHaBnvBaeT TpeboBaHWiA k paspaboTke, MeToaam aTTecTaunm U Teky-
Lero KOHTPOMA 41 NPOoLLEeCcCoB NHaKTUBaLMM Bo3byauTenel aHuedanonatum, HanpuMmep Koposbew rybua-
ToW 3Huedpanonatum u Gonesnn Kpeliudensaa — Akoba, Ana KOTOPLIX clleQyeT MCNoNb3oBaTb Apyrue
HOPMaTUBHbIE JOKYMEHTbI.

Mpunmeyanne—Cwm. tarke NCO 22442-1, NCO 22442-2 n NCO 22442-3.

2 HopMaTuBHbIe CChINKN

B HacTosWweM cTaHaapTe Ucnonb30BaHbl HOPMaTUBHBIE CCLIIKX Ha cneaytolume cTanaapTbl:

MCO 11138 (Bce uwacTu) CTepunusauusa mMeauLUHCKOW Mpodykuuu. Buonornyeckune wnHouKaTopbl
[ISO 11138 (all parts) Sterilization of health care products — Biological indicators]

MCO 11140 (Bce uyactn) CTepunusauns MeaWMUMHCKOW Npoaykumi. Xumudeckue WHOUKATOPLI
(ISO 11140 (all parts) Sterilization of health care products — Chemical indicators)

MUCO 13408-1—2000 AcenTtudyeckoe NpoU3BOACTBO MeanLUMHCKOW Npoaykunm. YacTts 1. Obwue Tpebo-
BaHuA (ISO 3408-1 Aseptic processing of health care products — Part 1: General requirements)

NCO 13408-4 AcenTunyeckoe Npou3BOACTBO MeAULMHCKON npoaykumi. YacTtb 4. OuncTka Ha mecTe
(ISO 13408-4 Aseptic processing of health care products — Part 4: Clean-in-place technologies)

NCO 14161 Crepunusauma MegnLMHCKON npodykumn. Brionoruyeckne nHaunkaTtopel. PykoBoAcTBo no
BbIGOPY, UCNOMbL3OBaHW WM UHTepnpeTauun pesynoTtatoB (ISO 14161 Sterilization of health care
products — Biological indicators — Guidance for the selection, use and interpretation of results)

NCO 14937 Crepunusauust MeguumHcKkon npoaykumn. Obwme TpeboBaHnsa ans onpeaeneHus xapak-
TEPUCTUK CTEPUNM3YIOLLLEro BelecTBa 1 ANs paspaboTku, Banmgauimn 1 TeKyLLero KOHTPOrs NpoLeccos cTe-
punusauum MmeguunHekux nsgenui (ISO 14937 Sterilization of health care products — General requirements

U3paHne odpmumanbHoe
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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 CTepunusauus megmumHckon npogykuun. Ctepunnsaums napom. Yacts 1. TpeboBaHus
K paspaboTke, BanMaauuM M TeKkylleMy KOHTPOMK npouecca cCTepunmsaumn MeauUUMHCKUX U3denuii
(ISO 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/M3K 90003 TexHuka nporpammHoro obecrneyeHus. PekomeHAauMnm Mo NpUMEHeHUo
MCO 9001:2000 «k kommbloTEpHOMY nporpamMMHoMy obecneveHuto (ISO/IEC 90003  Software
engineering — Guidelines for the application of ISO 9001:2000 to computer software)

3 TepMuHbI M onpeaeneHns

B HacTosiwem ctaHgapTe npumeHeHbl TepMuHbl no MCO 13408-1, a Takke chneaytolime TEPMUHDLI €
COOTBETCTBYHOLUMMU ONpeaereHNsIMU:

3.1 «MepTBan» 3oHa (dead leg): MecTo, 4OCTYN CTEpPUM3YOLLErc cpeacTBa K KOTOPOMY 3aTPyAHEH B
CUITY KOHCTPYKTUBHBIX 0CcOBeHHOCTeln 06opyaoBaHMs.

3.2 aTTecTtauua KOHCTPyKTOpCcKoW AoKymeHTauuu (npoekra) (design qualification): [okymeHTanb-
Hoe MoATBePXKAeHUEe TOro, YTO MPOEKTHbIE PeLUeHNs, KOHCTPYKUMA 0BopyAOBaHUA UMM CUCTEMBI COOTBET-
CTBYIOT CBOEMY HasHa4eHuo.

[MCO/TC 11139:2006, nyHkT 2.12]

3.3 cneuudmkauma Tpe6oBaHUI Kk 6e3onacHoCcTU MaTepuana (material safety data sheet): Ooky-
MEHT, yCTaHaBMBaroLWMin TpeboBaHWs K MaTepuany ¢ y4eToM OnacHOCTU BAMAHUA Ha YerioBeKa U oKpyXaro-
Lyt cpeay v Mepbl 6e3onacHocTy Npu obpalleHn ¢ MaTepuasniom U ero yTunusauuu.

[MCO/TC 11139:2006, nyHKT 2.32]

3.4 napameTp npouecca (process parameter): 3HauyeHWe nepeMeHHON BENMYUHBI NpoLiecca.

MpurMeyaHune— [JokyMEHTALMSA HA MPOLECC CTEPUIM3ALMM OOMKHA COAEPXaTb NapameTpsl Mpouecca n ux
JONYCTUMbIE OTKITOHEHWSA.

[MCO/TC 11139:20086, nyHkT 2.34]
3.5 nepemMeHHasi BenM4uMHa npouecca (process variable): Ycnosue npouecca ctepunusauuu, usme-
HeHWe KoToporo n3MeHsieT 3hPEKTUBHOCTb CTEPUNN3aLNN.

NMpumepsr — Temnepamypa, epemsi, daeneHue, KOHUEHMPayUsi, BNaAXHOCML, ANIUHA GONHbI.

[MCO/TC 11139:20086, nyHkT 2.35]

3.6 cTepunusauua Ha mecTe (sterilization in place «SIP»): MeTog cTepunusaLmm BHyTPeHHUX NOBEpPX-
HocTel 060pyAOBaHNS UN BCel cUcTeMbl «Ha MecTe» 6e3 ee pazBbopKu ¢ UCMIONb3OBAHUEM CTEPUN3YHIOLMX
cpeacTs.

MpunmedyaHune—TepMuH «obGpaboTka Napom Ha mecTex» ucnonbayetcs B UCO 13408-1 (pasgen 19) n nHoraa
cokpalleHHo o6o3HaqaeTes kak SIP. B HacTosiwem cTaHgapTe cokpawenme SIP umeert Gonee WMpoKui CMbICA U BKNOYaeT
B cebsi He TONMbKO CTEPUIIM3AUMIO NAapPOM Ha MEeCTe, HO BCE BUAbLI CTEPUNM3AUMN «HA mMecTe». B HacToswem crtaHpapte
«CTepunn3auusi napom Ha mecte» 0603HavaeTcs Kak «SIP napomy.

3.7 rapaHTMpoBaHHbIA YpoBeHb cTepunbHocTU (sterility assurance level-SAL): BeposTHOCTb
BbDKMBAHNA MUKpoopraHuaMa Ha obopyaoBaHun nocne ctepunmsasmu.

MpumevyaHune 1 — Tepmu SAL sSIBNSETCS KONMYECTBEHHON BENNYMHOM, 06bIMHO B peaenax ot 107 no 1073,
Mpouecc cTepunnaaumu ¢ yposHem 107 Gonee acbcbekTnBEH, YeM ¢ yposHem 103,

[MCO/TC 11139:20086, nyHKT 2.46]

MpumeyaHnne 2— [nA uenei HACTOSALLEro CTaHAAPTa NPEANONaraeTcs, YTo NPOAYKT MMEET KOHTAKT C NOBEPX-
HocTblo o6opygoBaHusi, o6pabaTbiBaemon Ha mecTe (SIP).

3.8 npouecc crepunusauumu (sterilization process): MocnegosaTenbHOCTb AEACTBWIA N onepaLuii,
HeobxoAuUMbIX Ans obecneveHns TpeboBaHUA K CTEPUNBHOCTH.

[MCO/TC 11139:2006, nyHKT 2.49]

3.9 crepunuaylowee cpefcTBo (sterilizing agent): ®duandeckoe nMnu xmMmmdeckoe CpeacTso UMK UX
KOMBUHaLWs, UMetoLLiee AOCTaTOUHYH GakTePULMAHYIO aKTUBHOCTb A8 AOCTWXKEHUSI CTEPUMBHOCTU B onpe-
AeneHHbIX YCroBusIX.

[MCO/TC 11139, nyHkT 2.50]
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4 dnemeHTbl cUCTeMbl ob6ecrnevyeHnUs1 KauecTBa

4.1 O6wme nonoxeHus

4.1.1 CnegyeT BbinonHsaTe TpebosaHns UCO 13408-1.

4.1.2 Cnepyet paspaboTaTb 1 BbINOMAHATL UHCTPYKLMN (METOAMKN) MO NPOBEeAEHUIO NpoLiecca O4YMCTKM
Ha MecTe, ero aTTecTauun U TEKYLLero KOHTPOTS.

4.1.3 [JokymeHTbl, Tpebyemble HAaCTOSLWMM cTaHOAPTOM, NOAMEexXaT nepnogn4eckomy nepecMoTpy U
YTBEPXKAEHUIO YTONTHOMOYEHHBIMU NINLIaMMU.

4.1.4 CnepyeT BecTU AOKYMeHTaLuWio no paspaboTke, aTTecTaunm 1 Tekylwemy KOHTPOno, NoaTeep-
XOaloLWwyo BbiMorHeHne TpeboBaHU HacTosALWero cTaHaapTa.

4.2 OTBeTCTBEHHOCThb 32 BbINONIHEHUe TpeGoBaHU cTaHfapTa

4.2.1 Cnepyet paspaboTaTb AOKYMeHTaLMIO, ONpeaensiiowyto Nopsaok KannbpoBku (MOBEpPKN) KOH-
TPOMbHO-M3MEepPUTENbHBIX NPUBOPOB /UMK cUcTeM.

4.2.2 Ecnu peanusaums TpeboBaHUA HacTosALWEro cTaHaapTa BO3OXKEHa Ha opraHnsauumn, uMmeroLime
pasHble cucTeMbl obecneyeHnst KauecTsa, TO OO/DKHbI GbIThb onpedeneHbl NpaBa U OTBETCTBEHHOCTb 3TUX
opraHusauun.

4.3 OpraHusauus pa3paboTku npouecca

Beibop (paspaboTka) cpeAcTB cTepunmnsaLmm, npoLecca crepunusaummn, 06opyaoBaHna cuctembl cte-
punusau i Ha mecte n obopyaoBaHus, NoANeXallero CTepunniaunm Ha Mecte, JomkeH ohopMNATLECA OOKY-
MeHTanbHO. [JoKyMeHTaums [ofkHa nepecMaTpuBaTbCs B MNAHOBOM Mopsigke € COOTBETCTBYHOLWMUM
ohopmneHunem.

4.4 KoHTponbHO-U3MepuTenbHble NPUGOpLI U CUCTEMBI

4.4.1 KannbpoBka (MoBepka) KOHTPOSbHO-U3MEPUTESIbHBIX NPUGOPOB UK CUCTEM A0IMKHA ObITb 0chop-
MreHa QOKYMeHTarbHo.

4.4.2 TOYHOCTb M MOrPELUHOCTb KOHTPOSIbHO-U3MepUTENbHBIX NPUBOPOB AOIMKHBI COOTBETCTBOBATb
rnpoLieccy, B KOTOPOM OHW UCTOSb3YIOTCS.

5 Tpe6oBaHua K npoueccy n o60pyaoBaHuIO

5.1 O6wue nonoxeHun

5.1.1 XapakTepuctuka MeToaa cTepunusauumn Ha MecTe AoSHkHa BKNoYaTh B ceba, No kpanHen mepe,
cnegytowme cakTopbl:

a) COBMeCTUMOCTb 060pPyAOBaHUS CO CTEPUNU3YIOLLIMM CPEeACTBOM U YCNOBUAMU Npouecca CTepunu-
3auuu;

b) nopsipok ouncTku, npn HeobxogumocTu;

C) nopsiAok BBeAeHUsi, OAHOPOAHOCTbL, pacnpeaeneHue 1 Bpems KOHTakTa co CTepUnNUsyoWwmnM cpea-
CTBOM;

d) dusmdeckue nimnm xmMmydeckne xapakTepucTuki CTepunusyioLlero cpeacTea;

e) noatsepxaeHue achdeKTUBHOCTM NpoLiecca cTepunusaumu;

f) obpasoBaHue ocTaTkoB CTEpUNU3YIOLLEro cpeacTea UK NPoAYyKTOB pacnaaa;

g) BbICylLMBaHWE NOBEpPXHOCTU 06opyaAoBaHUA, BCTYNAOLWEN B KOHTAKT ¢ NPoAyKTOM (Npu Heobxoau-
MOCTH);

h) noaaepxaHne cTepunbHOCTU NOCNe 3aBeplueHUsa npouecca;

i) oonNyCTUMbIE 3HAYEHUA BO3MOXHBIX OCTATKOB B NPOAYKLMMW, BbI3BAHHBIX NMPOLIECCOM CTepunMsaumm
06opyaoBaHusl, yHacTBYIOLLErO B TEXHOMOMMHYECKOM npouecce;

j) KOHTpONb NapaMeTpoB U yCTaHOBNEHWE NPeaenoB UX U3MEHEHUS.

5.1.2 MapameTpbl NpoLecca U ux NorpewwHocTn cnegyeT 3agatb, 0hOPMUTL AOKYMEHTaNbHO U Nepuo-
An4eckn nepecMaTpuBaTh.

5.1.3 Bo BpeMs npoLecca NPoU3BOACTBa YCNOBUA CTepUnuM3aumnm cnegyet KOHTponupoBsaTb, nogaep-
XuBaTb B 3aflaHHbIX NpeAenax U perucTpupoBaTh B TeHeHUe BCero npouecca ctepunusaumv.

5.1.4 HecMoTps Ha TO, YTO TEXHOMOIMYECcKas cucTemMa MoXeT BbiTb CTepUNM3OBaHa Kak 0HO Lienoe Ha
mecTe (SIP), MoXeT okasaTbCs NOMe3HbIM pas3AennTb CUCTEMY Ha HECKOSIbKO YacTen Ans ynpoLweHust npo-
uecca cTepunusaumu. Koraa 6onbluas cuctema ctepunusyeTca nyTeM AeneHnsa ee Ha HeCKONbKo YacTen, To
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OHW AOSKHBI YacTUYHO MepekpbiBaTbCs AN1S1 rapaHTUM TOro, YTO BCe YacTu CUCTEMbl CTEPUITA30BaHbI
adhdeKkTUBHO.

5.1.5 MoxeT noTpeboBaTbCa NPUMEHEHNE CIIOXKHOM NOCcNeA0BaTeNbHOCTM OTKPbLIBAHUS U 3aKpbiBaHUA
KnanaHoB Ha Tpybonposogax. Mpu py4yHOM ynpasBneHun criegyeT paspaboTaTb MHCTPYKUUIO C yKasaHUEM
BCeX onepauuit. MNpu aBToMaTnyeckom yrnpasneHun cnegyeT TwartenbHo paspaboTaTb KOHCTPYKLMIO CUCTe-
Mbl U UCNBITATL €e.

5.2 3¢ deKTUBHOCTb CTEPUNN3ALUM Ha MeCcTe

apaHTUMPOBaHHLIN YPOBEHb CTEPUITBLHOCTM Mpoliecca 1 06ocHOBaHWeE NapaMeTpoB NpoLecca A0MKHbI
6bITh YCTAHOBMNEHBI B JOKYMEHTALMN.

5.3 O6opypoBaHue

5.3.1 OGopynoBaHue, nognexalliee cTepUnM3aluu Ha mecTte

5.3.1.1 KoHCTpyKLMA U TEXHOMNOTNA N3roToBMeHUs 060pyaoBaHWA AOMKHBI 06ecnednTb ero ctepunusa-
LIMI0 Ha MecTe 1 rapaHTUpoBaTh NPOHUKaHNE CTEPUTU3YIOWNX CPEeACTB KO BCEM BHYTPEHHUM YacTam o6opy-
AOBaHNS, KOHTaKTUPYIOWNM € NMPOAYKTOM U MOAMeXalumMm cTepunusauun (Takme kak kopnyca unbTpos,
oTBeTBNEHUs Tpy6, knanaHel 1 np.).

KoHcTpykumsa obopyaoBaHus AomkHa NpegycMaTpuBaTth, No KparkHen Mepe, cneayollee:

a) rnagkocTb BHYTPEHHUX NOBEPXHOCTEN 060pyA0BaHNS;

b) pocTyn cTepunuMayroLWMX cpeacTB KO BCEM HEOBX0ANUMBIM NOBEPXHOCTAM;

C) npaBunbHOe pasMelleHne BBOAOB AN CTEPUNU3yoWmMX CpeacTs, YTobbl, rae Tpebyetca, obecne-
YNTb pacnpegeneHne CTepunnaytoLlero cpeacTea;

d) oTcyTCTBUE «MepTBbLIX» 30H B TpybonpoBoaax;

e) opraHu3sauusl CTOKOB B cucTeMe, Hanpumep YKnoHoB Tpybonposoaos AnsA obecnevyeHna NonHoro
yAaneHus 0CTaTKOB XUAKOCTN U3 CUCTEMBI;

f) npaBunbHoe pacnonoxeHne BBOAOB AN KOHTPONA Npolecca;

g) YCTpOWCTBO BBIBOAOB A4S 6e30MacHoro yganeHus razoobpasHbiX CTepUnusylowmux cpeacTts, npu
HeoBXoAUMOoCTH;

h) ycTolumBocTb 060pyAOBaHUS K AaBMEHNIO, BaKYYMUPOBAHUIO U HarpesaHuio, Npn HeobxoanmocTy;

i) coBMecCTUMOCTb MaTepuanos obopyaoBaHust (Hanpumep, Tpy6, pesepByapoB, knanaHoB, OPCYHOK,
hUNLTPOB, NPOKMaA0K, AATYNKOB U NpP.) CO CTEPUMMIYIOWUM CPEACTBOM B TedeHUe Bcex npeanonaraemMbixX
LUKNOB CTepunmnaaunm;

j) noanepxxaHue CTePUbLHOCTU BO BpeMsi MPoBeAEHUN U NOCNe 3aBepLUeHUa CTepunnsanun Ha mecTe
(HanpuMep, NOBLILEHHBIM AaBNeHUeM).

CnepyeT yaensTb ocoboe BHUMaHWe matepuanamM 13 cMosbl, Hanpumep, NPUMEHAEMBIM AN YNnoT-
HEHUSI.

KoHCTpyKUMst BHYTPEHHUX YTNIOB UMK N3rnboBs (nney) pesepsyapoB W/uUnu cocyaosB CUCTEMbI AOMMKHA
ncknoyatb obpaszoBaHe BO3OYLIHbIX MELUKOB B HUX, KOTOPbIE MOTYT CTaTb NPUYUHOW HEMOMHOW CTepunnu-
3auumu.

KoHCTpyKLMsi 1 pacnonoxeHue knanaHos, coeaAMHeHW 1 apyroro o6opyaosaHus (Hanpumep, Tennoob-
MEHHWKOB) AOSMKHbI ObITh TaKUMM, YTOBbI YNCNO HEAOCTYMNHBIX MOBEPXHOCTEN M BOSMOXHOCTb 06pa3oBaHus
BO34YLUHbIX MELUKOB BbIN MUHUMAaNbHLIMU.

5.3.1.2 JokymeHTauns Ha obopyaoBaHue gorkHa BKOYaTb, MO KpaliHel Mepe, cneaytoLlee:

a) onucaHve obopyaoBaHus, BKIOYas BCnoMoraTesbHble YCTPOWCTBa, MaTepuarnbl, U3 KOTOPbIX U3ro-
ToBMeHo obopyaoBaHue, U UCMONHUTEbHBIE YEPTEXM (CXeMbl hakTUUeCKn yCTaHOBAEHHOro obopyaoBaHns);

b) OQokymeHTaumMio Ha CTepuUnUayoLLMe cpeacTBa U MeToAbl 06paboTkuy, BKNoYas 4obaskn U MaTepua-
nbl, cryxatlme oCHOBOW ANs NOMYyYEHUsi CTEPUNM3YHLWNX CpeacTs;

C) AaHHbIe O KOHTPOMbHO-U3MEpPUTENBbHBIX Nprbopax Ans npoLecca cCTepunusalnn, BKIoYas Xxapakre-
PUCTUKN AaTYNKOB, MecTa UX PacnonoXeHusl, cpeacTBa MHONKALMN 1 3anncK pe3ynbTaToB KOHTPOMS.

Mpwnmedyanune— Kaknpaeuno, crneayet naMepsite TeMNepaTypy B Hanbonee xonoaHbIX TOYKax;

d) ykasaHusa rno TexHuke 6€30MacHOCTM N OXpaHe OKpyXatoLwen cpeabl;

e) TpeboBaHUs K MOHTaXy, NP1 HeoBxoaUMOCTHK;

f) pokymeHTanbHoe NoaTBEPXAEHNE COOTBETCTBUSA MPOrpamMMHbIX CPEACTB ynpaBieHns N/Umn KOHTpo-
NS npoLecca CBoeMy HasHa4yeH o U CBNAETeNbCTBO O TOM, YTO OHU paspaboTaHbl B COOTBETCTBUM C CUCTE-
Mo oBecnevyeHns KayecTBa;

g) NNaHUpOBOYHbIE PeLUeHUs N YepTexu 0bopyaoBaHWs, nognexallero cTepunmsaunn, ¢ ykasaHmem
KrlianaHoB W NOTOKOB y4acTBYHOLUMX B NpoLecce cpeq.
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5.3.2 O6opynoBaHue, BbINONHAOLEe CTePUNU3aLmIio Ha MecTe

5.3.2.1 KoHCTpyKUMS 1 TEXHOMOTUA U3roToBNeHUs 0b6opyaoBaHUA AOMKHLI NpeaycMaTpuBaTh addek-
TUBHOE NpoBeieHne CTepUII3aLnm Ha MecTe u ee KOHTporb. [pu aTTecTaummn npouecca CTepUnU3aLn HyX-
HO NPOBepUTb, NO KpaliHel Mepe, crieaytoulee:

a) reHepypoBaHUe CTEPUNU3yloWwero cpeacTea, Npu HeobxoaAnMocTu;

b) noaauy ctepunusyiownx cpeacts B o6pabaTbiBaemoe 060pyaoBaHue ¢ yH4eTom TpeGoBaHuUiA TeXHO-
noruu 1 6esonacHocTy;

C) pacnpefeneHue cTepunusyowero cpeactesa BHyTpu obpabaTteiBaemoro o6opyaosaHus;

d) obecneyeHue ycnosuin Ana acdeKTUBHON CTepunuaaLum Bcero 060pyaoBaHus;

€) KOHTPOIb YCIIOBUI CTEPUNU3aLMK B oNpeaeneHHbIX MecTax;

f) 6esonacHoe yaaneHWe CTepUNNU3YIOWErO CPEACTBA;

g) noaaepxaHue cTepusibHOCTU 06opyaoBaHUsS.

5.3.2.2 [okymeHTauus Ha obopyaoBaHue forpkHa BKMoYaThb, MO KpakHelh Mepe, cneaytowee:

a) onucaHue obopyaoBaHus, BKOYas BCNoMoraTernbHble YCTPONCTBa, MaTepuarbl, U3 KOTOPbIX U3ro-
TOBNEeHO 0bopyaAoBaHWe, N UCMONHUTENbHbIE YepPTeXH;

b) AokymeHTauuio Ha cTepunuaylowme cpeacTea U MeToabl CTEPUnn3aLnn, Bknovas 4obasku 1 mare-
puansl, cnyalumMe oCHOBOW ANsi NONYYEeHUs1 CTEPUNUSYIOLNX CPEACTB;

C) AaHHble O KOHTPOMbLHO-U3MEPUTENbHBIX NPUBopax ANg npouecca CTepUnMsaLMm, BKIloYas Xxapakre-
PUCTUKN AATYUKOB, AONMYCTUMbIE OTKIIOHEHNA U MeCTa UX PaCNONOXEHUsT;

d) ykasaHus no TexHuke 6e30nNacHOCTU N oXpaHe OKpyXaroLwen cpeabl;

e) TpeboBaHWs K MOHTaXy, KOTOPble AOSPKHbI BKMHOYaTb MECTO pacnosioxeHust o6opyaoBaHus, Tpebo-
BaHWUA K MOMELLEHMIO, B KOTOPOM OHO yCTaHaBMUBaETCA, BCNOMOraTenbHble CUCTEMbI ANA CTepunMsaumm Ha
MecTe 1 MecTa MOoHTaxa cuctembl SIP;

f) mokymeHTanbHoe noaTsepXaeHUe COOTBETCTBUA NPOrpamMmMHbIX CPEACTB YNpasneHnsa U/unuM KoOHTpo-
ng npouecca cBOeMy HasHa4YeHUIo U CBUAETENLCTBO O TOM, YTO OHU paspaboTaHbl B COOTBETCTBUU C CUCTE-
Mol obecneyeHns KayecTBa.

5.3.3 ObHapyxeHUe OTKa30B

CnepyeT npedycMOTpeTb Mepbl 3aliUThl, KOTOpble He Aonyckanu Obl HenpaBWIIbLHOW perucTpauun
napameTpoB npoLecca (Hanpumep, nokasaHne NoXHbIX AaHHbIX 06 adhcekTMBHOCTU NpoLecca, B TO Bpemst
Kak OH HeadbdpeKTMBEH) B criydae 0TKasa CMCTeMbl yrpaBneHusi NpoLeccoM.

310 MoXeT 6bITb 0becneyveHo 3a cHET He3aBUCUMBIX CUCTEM KOHTPOMSA 1 YNPaBNeHna UM nepekpecT-
HbIX MPOBEPOK KOHTPOIA 1 yrpaBneHusi, KoTopble 0bHapyx1BatoT Ntobble OTKIIOHEHUS U OTKA3bl.

6 TpeboBaHMUS K CTEPUNU3YIOLMM CpeacTBaMm

6.1 Bbi6op cTepunusyloLwnx cpeacTs

6.1.1 WUcnonbsyemble cTepunmaytolme cpeacTea AoMKHbI BbiTb COBMECTUMbI ¢ 06opydoBaHneMm, He
OCTaBNATb HeXenaTenbHbIX OCTaTKOB U 06nagaTth cnocobHOCTLI0 obecrneynBaTth YCTaHOBNEHHbIA rapaHTu-
POBaHHBIA YPOBEHb CTEPUIBLHOCTU B Npeaenax napaMmeTpoB cTepuivsaluu.

6.1.2 Mpwn BbIGOPE CTEPUNU3YIOLLMX CPEACTB CrieayeT yYecTb B3anModencTBUe C ocTaTkaMu npoaykTa
(MCO 13408-4).

6.2 KayecTBO cTepunusyoLmux cpeacts
6.2.1 [omkHbl ObiTb B HANMWYMK AaHHbIE, NOATBEPXAAOLWME BakTepuLnaHyo apdekTMBHOCTb CTepu-
nusytoLlero cpeacTaa.

6.2.2 CnegyeT cocTaBUTb U AOKYMEHTanbHO oopMUTb creludukaumio Ha cTepunusyiollee cpea-
CTBO, BKIOYaoLLyto TpeboBaHNA K ero YncToTe.

6.3 Tpeb6oBaHus GezonacHOCTU U OXpaHbl OKpyXalolleln cpeabl
6.3.1 [daHHble o 6esonacHOCTH PaboThl CO CTEPUNUYIOLLMM CPEACTBOM AOIKHBI ObITh NPeACTaBMeHbI
B JOKyMeHTanbHoun opme.

6.3.2 [JormkHbl BbITb B HANUYMM AaHHBIE O BO3MOXHOM BIUSIHAW CTEpUM3YIOLLLEro cpeacTBa Ha oKpy-
xarowyio cpefly Ana noboro cTepunnaytoLlero areHTa, UckoYas nap.
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7 Mpouecc ctepunusaummn Ha mecte (SIP npouecc)

7.1 MapameTpbl Nnpouecca

7.1.1 CnegyeT onpegenutb UM AOKyMeHTanbHO OOPMUTL MapamMmeTpbl npouecca crepunusalun
(cm. 5.2), BKMtoYas MUHAMAIbHO U MakcMMarbHO AonycTUMble Npedensl. OTU napameTpbl A0MKHbI obecne-
unTb cTepunusaunio obopygosaHusa Metogom SIP.

7.1.2 Katnm napameTpam OTHOCUTCA, MO KpalHen Mmepe, cneayoLlee:

a) YMCMo LIMKIIOB BaKyyMUPOBaHUA U UX NapameTpbl;
KOHLLeHTpaLns cTepunuayioLero cpeacTsa;
BMaXHOCTb, TeMnepaTtypa, AaBreHue;
ANUTENbHOCTL peXxuma cTepunusauum;

e) noadepxaHue pexuma ctepunusauuy (Hanpumep, HenpepbiBHOe yaaneHue otpaboTaHHOro cpe-
CTBa, KOHTPOMb LeNTIOCTHOCTU BEHTUIISILMOHHBIX (pUnbTPOB, NonoXxuntenbHoe AasnexHune);

f) TMn cTepunsbHONM ouMLLatoLLeit cpeabl, pacxod U TemnepaTtypa cpeabl, Heo6X0AUMON ANs O4YUCTKA U
CYLLIKM CUCTEMBI Nocne cOopKu.

7.1.3 CniegyeT onpeaenuTb U AOKYMeHTarnbHO obopMUTL CpeicTBa KOHTPONA U yNpasneHns napameT-
pamMu npoLiecca.

)
)
)
)

7.2 PazpaboTKa Luukna crepunusanum

7.2.1 CnepgyeT 3apgatb TpeboBaHMs K NpoLeccy cTepunusauun, Takme Kak adpdeKTMBHOCTb ANA MUK-
POGHO HarpysKkn 1 neTanbHOCTb MUKPOOPTraHU3MOB, Ha OCHOBE KOTOPbIX A0IKeH bbiTh paspaboTaH npouecc
cTepunusalun.

7.2.2 CnepgyeT paspaboTaTb MHCTPYKLMM MO NPOBeAEHUIO U onpedenuTb napameTpbl npolecca, Heob-
XoAumble AN AOCTUKEHUS YCNOBUA aTTeCTOBAHHOTO MeToAa CTepununsaumu.

7.2.3 Bce MHCTpyKumnm cnegyeT oopMIisiTe B MUCbMEHHOW hopMe U BbIMOSTHATb UX.

7.2.4 CnegyeT HaWTh Hanbonee TpyaHble ANA CTepunu3aumy 30Hbl 060pyAOBaHMSA U NokasaTb, YTO
3 EeKTUBHOCTL CTEPUNU3ALIMM B ITUX 30HAX COOTBETCTBYET TpebGoBaHUAM.

8 AtTecTauus

8.1 MeToauku atrectayuu

ATTecTauuio cneayeT NpoBOAUTL B COOTBETCTBUN C YTBEPXKAESHHON METOAUKON, KOTOPYIO crieflyeT nepu-
oavyecky nepecMmatpuBaTtb. B MeToauke AomkHbI GbiTh YKasaHbl NOPAAOK NpoBeaeHUs aTTecTalum, Kputu-
Yyeckue aTanbl U KpUTEpUU NPUEMSIEMOCTU. ATTECTaLMI0 KOHCTPYKTOPCKOW AOKyMeHTauuu (npoekta)
o6opyaoBaHua, aTTecTaluio yCTaHOBNEHHOro o6opyaoBaHug, a Takke aTTecTaumio B OCHaLLEHHOM COCTos-
HUW 1 B 3KCMITyaTauuy cnedyeT BbINOMHATL NO YTBepXAeHHbIM MeToaukam. Miobble OTKNOHEHWUs OT MeToaANKA
LOMKHbI BbITh paccrefoBaHbl, yCTpaHeHbl M 0opMIIeHbI AOKYMEHTasbHO.

8.2 ATTecTauus KOHCTPYKTOPCKOW A OKyMeHTaLuu (npoekTa)

KOHCprKLI,I/Iﬂ (NpoeKT) cUCTEeMbI CTepUNU3aLIMM Ha MecTe AoMKHa obecnevnBaTb COOTBETCTBUE CUCTE-
Mbl CBO€MY HasHa4YeHuIo. Ha nepBom atane attectauuu gomkHa 6bITb npoesegeHa atrectauna KOHCTPYKTOp-
ckoW AOKyMeHTauuun (npoeKTa) C uUenbilo noaTBepXAeHUA CcoOoTBETCTBUA OGOpyﬂOBaHMﬂ, npouecca,
rnomeLleHuiA n maTtepuanos YCTaHOBIIEHHbIM TpeboBaHUAM.

8.3 ATtTecTtauus yctaHOBNeHHOro o6opyaoBaHus

8.3.1 OGwme nonoxeHusi

Llenbio atTectaumm yctaHoBNeHHOro ob6opyaoBaHua ABNsSeTca NOATBEPXAEHUE TOro, YTO BCe OCHOB-
Hoe 1 BcnoMoraTtenbHoe obopyaoBaHue Ans NpoBeeHUs CTepUnusaLumn Ha MecTe U OCTaBKU CTEPUNU3YIO-
lero cpeacTtsa, u obopyaosaHue, AnNs KOTOPOro NpegycMoTpeHa CTepununsauus, nocTaBfieHbl Ha MecTo
NCMONb30BaHUA U YCTAHOBIEHbI B COOTBETCTBUM C 3afaHHbIMU TpeGoBaHUAMMU.

8.3.2 MoHTax obopynoBaHua

8.3.2.1 CnepyeT NpoBepuUTb, YTO AOKYMEHTaLMN COOTBETCTBYIOT:

a) pacnonoxeHvue obopyaoBaHus;

b) mMoHTax obopynoBaHus;

¢) noacoeauHeHue obopyaoBaHUs K BHELLHUM CeTAM.

8.3.2.2 CneayeT npoBepuUTb NpoBefeHUe KanubpoBku (MOBEPKWN) BCEX KOHTPOMbHO-U3MEPUTENbHBIX
npubopoBs, UMEIOLLMX KPUTUYECKOE 3HaYeHre AN npouecca U UCTIoNb3yeMbiX AN KOHTPONA, uHAUKaLmMmn u
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3anucu napameTpos. Kannbposka (noBepka) MOXeT ObITb NpoBepeHa B Havane atrectauuu B OCHaLWEHHOM
COCTOSIHWM.

8.3.2.3 YcTaHOBMNEHHbIE KOMMBIOTEPHBIE CUCTEMBI YNPaBNeHusl U NporpammMHoe obecneyeHne QosmK-
Hbl NPOTK aTTecTauuo Ha cootTBeTcTBUEe MCO/M3K 90003 vnun apyromy pyKkoBOACTBY, OTHOCALLEMYCA K
npoayKunn.

8.4 ATtTecTauufa B OCHaLEeHHOM COCTOSIHUM

8.4.1 ATTecTauua B OCHaLlEHHOM COCTOSIHUM AOMMKHA NoKasaTtb, YTO YCTAHOBNEHHAA cUCTeMa MOXeT
BbINONHUTL CTEPUNN3ALMIO HA MecTe Bcero obopyaoBaHus, yUMTbiBasi BO3SMOXHbIE OTKIIOHEHUA.

8.4.2 CneayeT npoBepuTb UHCTPYKLIMK NO 3KCNyaTauum u ybeautbea, 4to pabota no HAM obecneyuu-
BaeT AOCTUXKeHWe 3agaHHbIX TpeboBaHun. MHCTpyKUMM No aKcnnyaTauum AOMMKHBI cogepxaTb, Mo KpanHen
mepe, cneayouiee:

a) noLaroBbIil NOPSIZIOK BLIMOSTHEHUSA OnepaLyii;

b) meToabl obHapyKeHUs OTKITIOHEHUA NapaMeTPOoB LKIla cTepunusaumMn U npuHMMaemMble Mephbl;

€) WHCTPYKUMW No KanubpoBke (NoBepke) U TEXHUHECKOMY 0BCyXUBaHNIO;

d) meToabl o6HapyXeHUs oLIMBOK B NOKA3aHUSAX KOHTPOIbHO-U3MepUTENbHBIX NPUBOPOB;

€) AaHHble ANA KOHTaKTOB B criydae HeobxoAMMOCTM TEXHUYECKON NoANEPXKKN.

8.4.3 MoTeHumanbHble Haubonee TpyaHble 30HbLI 06OpyAOBaHMA ANSA CTepunu3auuMu A0SKHbI BbiTb
yCTaHOBMEHbI NyTEM PacCMOTPEHMUs MHANBUAYarnbHbIX PU3NYECKUX UNU/M XUMUYECKNX CBOWUCTB CTEPUIN3YIO-
LLlero cpeacTsa U XxapakTepuCTUK rnpoLecca CTepunusaumu.

MpumeyaHune— «MepTBble» 30HbI U U3MMOBI (NnNeun) peaepByapoB MOryT GbiTe onpefeneHbl Kak HauxygLmne
30HbI ANs CTEpUNU3aLnn.

8.4.4 CnepyeT nony4uTb AaHHbIE, MOATBEPXKAAIOLLME, YTO YCIOBUS CTEPUNU3ALIAMN (BpeMSl, iaBneHue,
TemnepaTypa, KOHUEHTpauus CTEPUNU3YIOLLEro CpeacTsa U ero pacnpegeneHne) HaxoasTcs B 4OMYCTUMBIX
npegenax Bo BCen cucteme ctepunusaLumn Ha Mecre.

8.4.5 B TO4YKax cUCTEMBI CTEPUNN3ALIUU HA MECTE, UMEIOLLIX BaXKHOEe 3HaYeHue, creayeT NpoBepuThb, K
KaKnum NocreacTBUAM MOXET NPUBECTU OTKa3 KaXA0ro KOHTPOrbHO-U3MepuUTensHOro npubopa, nHankauus vn
3anucb HenpaBuIbHbIX pe3ynbTaToB.

8.4.6 Cniegyet onpeferTb YUCHO U MECTO pacrofioXeHUs 4aT4MKOB, UCMONb3yeMBbIX MpKU aTTecTaumm
(HanpumMep, TemnepaTypel U AaBneHUA). JoCTaTOYHOCTb 3TUX TOYEK W NPaBULHOCTL UX PACNONOXeHUA Ans
BbINOMHeHus1 Tpe6oBaHuii k SIP crnegyeT o6ocHoBaTb B AOKYMEHTanbHon dopme.

8.5 ATtrecTtauus B akcnnyatawuuu

8.5.1 O6wue TpeGoBaHuA

8.5.1.1 [aHHble, NonyyeHHbIE NpX NPOBEAEHNM aTTecTauumn YCTaHOBNEHHOro 06opyaoBaHua u atrec-
Tauum B OCHaLLEHHOM COCTOSIHUM, AOMKHBI BbITh YTBEPXKAEHbI A0 Havana aTTecTtauumn B akcnnyatauuu.

8.5.1.2 lMopsagok npeacTaBneHns 06opyaoBaHUsa Ans CTepUIM3auUmMmn K atTectauum JOmKeH bbiTe oro-
BOpPEeH 1 oTpaxeH B gokymeHTax (MCO 14937).

8.5.1.3 CnepayeT nonyunTb AaHHble, NOATBEMKAAOLINE AOCTMXEHNE Tpebyembix dusndeckux n/unm
XUMUYECKMX YCIOBUIA (NapameTpoB) U 1X JONYCTUMBIX Npeaenos Bo BceM npouecce. Crnegyet ob6ocHoBaTthb U
0ohopMUTL AOKYMEHTaNbHO PacnofoXeHne KOHTPObHBIX TOUeK U NPUBOPOB, YkasaTk TpebyeMble yCrnoBua
(napameTpebl) M NoATBEPAUTL KX BbiNonHeHue (MCO 14937).

8.5.1.4 AtTecTauus B akcnryaTauun AOMKHA BKMOYaTb CpaBHEHWEe U OLEHKY NapaMeTpoB fpolecca,
N3MEpPEHHBIX MPY CTEPUNIU3ALUN HA MECTE W YKa3aHHbIX B JOKYMeHTaUmMKn Ha cuctemy. flonycTumocTb nto6oro
OTKMOHEHNA OT 3afaHHbIX BO BpeMsl pa3paboTku napamMeTpoB AO/IKHA ObliTb MOATBEPXKAEHA CChIIKOA Ha
CYLLECTBYIOLIME AaHHbIe UMW pe3ybTaThbl UCMBbITAHWUIA.

8.5.1.5 CnepyeT nokasatb U AOKYMEHTanbHO 0POPMUTL, YTO YNCMO AATHUKOB ANA KPUTUYECKUX napa-
MEeTpPOB Npw aTTecTauun B akcrnnayaTaunum JOCTaTOMHO ANA NoATBepXAeHUS COOTBETCTBUSA MpoLecca AoKy-
MeHTaLun Ha cucTemy.

8.5.1.6 Buonoruyeckne nHOMKaTOPbl UMN UHOKYNUPOBAHHbLIE HOCUTENN AOMMKHBLI UCMOMb30BATLCSA BO
BpeMs aTrTecTauuMum B akcnnyatauuMu. OHU gorkHel ygosneTtsopste MCO 11138-1 n gpyrum dacTtam
NCO 11138 n, npu HeobxoamumocTn, NCO 14937. CnenyeT onpeaennTb YACIO U MecTa pacronoxeHust 6uo-
NOTNYECKNX MHANKATOPOB. B AokyMeHTauumM A0mMKHO BbiTb MOKA3aHo, YTO YACTIO U MecTa pacnonoxeHuns 6uo-
MOrMYeckKNX WHOMKATOPOB JoCTaTouvHbl ANA  NoATBEPXAEHUA cooTBeTcTBUs obopygoBaHua  Ansi
cTepunnsaumMm Ha MecTe 3agaHHbIM TpeboBaHUAM U YTO 3TU MecTa NpeacTaBnsoT HanbonbLWKUIA pUcK ANs
cTepunmnsauuu.

8.5.1.7 Xumuyeckne nHgmkatopsl, UICNOMb3yeMble Npu aTTecTaLumn B aKkcnyaTaLum, 4omMKHbl yAoBNeT-
BopsiTb TpeboBaHuaM MCO 11140-1 n gpyrux ctaHgaptoB cepum MCO 11140 n, npu HeoBXxogumocTy,
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NCO 14937. CnepyeT onpedennTb YUCAO U MecTa pacrosioXXeHNs: XMMUYecKUx uHaukaTopos. B aokymeHTa-
LM OOMKHO BbITh MOKa3aHo, YTC YNCHO 1 MECTa PacnoNOKeHU XMMUYECKUX MHAUKATOPOB AOCTaTOYHbI A4S
noaTBEPKAEHUSA COOTBETCTBUA 060pYA0BaHNS NSt CTEPUNN3aLMM Ha MecTe 3afiaHHbIM TpeboBaHUAM U YTO
3T MecTa NpeacTaBnsAT HaMBONbLLNIA PUCK A1S1 CTEPUNU3ALUNA.

8.5.1.8 [Mpu aTTecTauMmn B akcnnyaTaumm cnegyeT NPOBECTU CTEpPUNN3aLMIio He MeHee Tpex pas, Npu-
YeM Bce pesynbTaTbl 4OHKHbI ObITb NOMOXKMUTENbHBIMUA. DTO CRYXKUT NOATBEPXKAEHUEM BOCMPON3BOAUMOCTU U
athpeKTMBHOCTM NpoLiecca cTepunmnaaunn. To, YTo NPOLECC CTEPUNU3aLMN NPOoLLEN YCNEeLWHO, A0MKHO BbiTb
noaoTBEPKAEHO M3MepeHneM huanyecknx napameTpoB U UHaKTMBaumMein 6MoNorMyeckux MHANKaToOpPoOB Unn
WNHOKYIIMPOBaHHBIX HOCUTEMNEeR, KoTopble AOMKHbI NokasaTb Tpebyemyto 6akTepuumaHyo 3 heKTUBHOCTD.

8.5.1.9 Ecnu npouecc cTepunusaunm npollen HeyaadHo (cM. 8.5.1.8) no npudmHam, He CBA3AHHLIM C
paboToN UCMBLITYEMOW CUCTeMbl CTEPUNM3aLIM Ha MecTe, TO B MPOTOKONe AOMKHO BbiTb YKa3aHo, YTO 3TOT
cny4ai He MMeeT OTHOLLUEHMWS! K AaHHOMY NpoLeccy cTepunusauun, U npoBeaeHne Tpex yCnewHblX ucnbita-
HWA He TpebyeTcs.

MpumedaHune— Mpumepamm Takmx oLMBOK MOTYT CNYXUTb CEOM B 3NeKTPUYECKON CETU, HEBLINOSIHEHHOE 06-
CINyXVBaHWe U 0TKa3 BHELUHEero KoHTporneHoro obopyaosanust (MCO 14937).

8.5.2 bakrepuuumpgHas acdbcbeKTMBHOCTL

AHanuns 6akTepuunaHon acddekTUBHOCTY cneayeT BeINOMHATL B creaylolweM nopsaake:

a) MokasaTb, YTO 3PheKTUBHOCTL CTEPUMIUIYIOLLLEro CPeACTBa MO OTHOLIEHUIO K YCTOWYUBOCTU MUKPO-
OpPraHW3MOB K CTEPUNM3aLMM SOCTaToOuHa ANA JOCTKEHUS rapaHTUPOBaHHOrO YPOBHA cTepunbHocTH 10-6,

MpumeyvaHUe—3ITo MOXET GbITb NOKA3aHO NMYTEM MNOMHOTO YHUHTOXEHUS MUKPOOPraHU3MOB B YCTONHNBOM
GUONOrMYecKoM MHAMKaTope ANsi AaHHOro MeToda CTepunuaaunm.

Ons atTectaunm acdekTMBHOCTI LMKNa MOXKeT OblTb UCNoNb3oBaHa ogHa unu 6onee Guonornyecknx
mogenei. Bbibop MUKpoopraHMamoB AorkeH BbiTb OCHOBAH Ha XapakTepuUcTUKax LMKNa U Ha HauxyaLwmx
ycnoBusix. Bblbop TecTa Ha MUKPOOPraHMamMbl AOMKeH BbiTb 060CHOBaH AOKYMEHTaNbHO;

b) YcTaHoBWTb, YTO CyLLECTBYET aMnMpuYeckas MaTteMaTuieckan 3aBUCMMOCTb, onpeaensoLwas KuHe-
TUKY MHAKTUBaLMN B NAEHTUDULMPOBAHHBIX YCTONYMBBLIX MUKPOOPraHuamax. MoareepanTb, UTO NeTanbHOCTb
MoxeT BbiTb 3KCTPaNoNMpoBaHa Ans NpeackasaHusi BePOATHOCTU BbRKMBaHWUS MUKPOOPraHU3MOB, NOABEPTrHY-
ThIX onpeaeneHHon obpaboTke.

XapakTepuUcTuKn MUKPOOPraHU3MOB, UCMONb3yeMbIX AN AeMOHCTpauun 6akrepuumaHoin acdekTus-
HOCTM npoLiecca npu BO3OEeNCTBUN CTEPUNU3YIOLLIEro cpeacTBa npu cneuuduueckux yCnoBusax (Takme kak
«BenuuMHa D», nonynsaums), A0SKHbI ObiTb YCTaHOBMNEHDbI (NyTeM TeCTUPOBaHUS U cepTUUKaTOM NOCTaB-
Lwmka) u ocbopmneHbl AOKYMeHTanbHo. MeToabl TeCTUPOBaHUS, KPUTEPUN MPUEMIEMOCTU U pe3ynbTaThl Tec-
Ta AOIKHbI ObITb onucaHbl B gokyMeHTax (MCO 14161);

c) YcTaHOBUTb NepeMeHHbIe NpoLecca, KOTopble MOMyT oTpuuaTenbHO NOBNUsATL Ha 3¢ eKkTUBHOCTL
CTepUnU3ytoLLero cpeacTBea;

d) OueHuTb hakTopbl, KOTOPbLIE MOTYT OKasaTb OTpuLaTeslbHOe BIIMsHUE Ha rnogady u/unun pacnpege-
rfieHue CTepuruayioLLero cpeacTaa.

M pwnmedyaHune— KTtakum pbaktopam MOryT OTHOCUTLCS, HAaNpUMep, B3aumMogencTBue ¢ matepuanamm m octart-
Kamu, NpoAyKramy pacnaja uim uHaktMBaumm, o6pa3oBaBLUMMUWCS NPU BO3AEWCTBUM CTEPUINUIYIOLLETO CPeacTBa, Hanpu-
Mep KOHAEHCaT BOAbI U3 Napa unm oCTaTkv OT NPOLECCOB NPOU3BOACTBA, O4YMCTKM U/MNKn Ae3nHMDEKUUN.

8.6 PaccmotpeHue u yTBep)XXaeHUe pe3ynbTaTtoB aTrecrauum

8.6.1 Matepuanel aTTecTauumnm KOHCTPYKTOPCKON AOKYMeHTauun (npoekTra), attectaunum ycTaHOBNEeH-
Horo obopyaoBaHus, aTTecTauun B OCHALLEHHOM COCTOSIHUM M aTTecTauun B 3KcnnyaTauum AoMKHbl ObiTbh
ocdopmMneHbl B BUAE NPOTOKOMOB (OTYETOB) U pacCcMOTPEHbI Ha NpeaMeT COOTBETCTBUA paccMaTpuBaemMoi
cucTeMbl 3afaHHbIM TpeboBaHusAM. Pe3ynbTaTbl pacCMOTPEHUs AOMKHbI 6bITb 0hopMNeHbl AOKYMEHTaNbHO.

8.6.2 lMpwu aTtTecTauum AOMKHO BbITb MOATBEPXXAEHO COOTBETCTBME CUCTEMBI AOKYMEHTaUMKW, BKIoYas
napameTpbl NpoLecca 1 4oNyCTUMBbIe Npeaesbl UX U3MeHeHWi. [lokyMeHTaumMs Ha CUCTeMy A0SKHa BKIoYaTh
KpUTEPWUA OLLEHKU KaXKAO0ro npoLiecca CTepunusauiy Ha MecTe unm Kputepum npueMnemMocTu.

8.6.3 lNo pesynbTatam aTTectauuu odOPMISIIOT OTYET (3aknioveHue) O COOTBETCTBUWM npolecca
3afaHHbIM TpeboBaHuaM. 3aknoyeHne AomkHO 6bITb NoanucaHo nuuamMn, OTBETCTBEHHBIMU 3a NOATOTOBKY,
paccMOoTpeHue 1 YTBEepXKAeHUe pe3ynbTaToB aTTecTauun Ha COOTBETCTBUE KPUTEPUAM MPUEMIIEMOCTI.

8.6.4 Ortyert (3aknioyeHue) 06 aTTecTaLmm AOIKEH BKMHOYATh AaHHbIE O KannbpoBke (NoBepKe) BCEX KOH-
TPONbHO-U3MepUTENbHBIX NPMBOPOB, AENCTBUTENBHOW Ha NEPUOA NPOBEAeHUs aTTecTauun B aKcryaTauuu.
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8.7 NoBTopHan aTTecTauuna

8.7.1 TMoBTOpPHYIC aTTeCcTaLuio METOAOB CTEPUNU3aLMN HA MecTe NPOBOAAT C YCTAHOBMNEHHO Nepuo-
AVYHOCTBIO U MOCcHe 0TKasoB CUCTEMbI CTEPUNU3ALIMA Ha MecTe.

8.7.2 CneayeT nepvoamyecku paccmMaTpueaTh COOTBETCTBUE NpoLecca CTepunusaummn Ha MecTe Kpu-
TepusaM npuemneMocTu. MNopsaoKk paccMoTpeHUa JOIbkeH GbiTb M3MoxeH B MHCTpykuun. CneayeT odop-
MIISITb U COXPaHATb OTYETHI O PACCMOTPEHUU pesyfibTaToB MOBTOPHOIM aTTecTauun U NPUHATLIX Mepax B
crnyyae o6Hapy>XeHUA OTKIICHEHWIA.

8.7.3 OtyeTbl (3aKknoueHns) 0 NOBTOPHON aTTecTauuun cnegyeT oopMNATL AOKYMEHTanbHO U coxpa-
HATb.

9 Texywmin KOHTpOnb

9.1 KoHTponb npoueccoB cTepunusalum Ha mMecTte

Cne,qyeT npeaycmoTpeTb TeKyLLlI/II7I KOHTPONb NapaMeTpoB KaXXA0ro npoLecca ctepunnusalm Ha Mecte.
HaHHble o napamMeTpax AO0JDKHbI 3anncbiBaTbCA U COXPaHATLCA B Ka4eCcTBe CBMAeTeNbCTBa TOro, YTO napa-
MeTpbl CUCTEMBbI SIP cooTBeTCTBOBaNM 3agaHHbIM TpeGOBaHMﬂM.

9.2 UHCTpyKLMU NO KOHTPOIIO NapaMeTpoB

MHCTpyKuun No KOHTPOMIo NapamMeTpoB AOIKHBI COOTBETCTBOBATh pesynbTaTtaM aTTectauumn u cogep-
XaTb, Mo KpalHen Mepe, cneayoLlee:

a) noLLaroBblil NOPSIA0K BbIMOSIHEHUS OnepaLyii;

b) 06513aHHOCTU U OTBETCTBEHHOCTL;

C) KpUTEepuu NpuemMneMocTu Ans napameTpoB LMKMa 3KcnfyaTauuu v OelcTBUSA, KOoTopble cneayet
npeanpuHATL, eCNv 3TU NapaMeTpbl BbIXOAAT 3a A0MYyCTUMbIE Npeaensl;

d) cpeacTBa M MeToAbl, C MOMOLLLIO KOTOPbIX MOXET BbiTb YCTaHOBMNEHa olwWbKa B pe3ynbTatax uame-
PEHWIA MPU KOHTPOe, UHAUKALMA U 3anucu NapameTpos;

e) noapobHoe onvcaHWe npolecca cTepunusaLmn Ha MecTe;

f) MHCTpYKUMM No KannBpoBKe (NOBEPKE) U TEXHUHECKOMY 0BCIY)XMBaHUIO;

g) AaHHble ANs KOHTaKToB B crlyvae Heo6XoaNMMOCTIN TeXHUYECKON NoaaAepXKKU.

9.3 dokyMeHTaLusl O NnpoBefeHUU npoLecca cTepunusaLum Ha mecre

9.3.1 [okyMeHTaums (NpOTOKOMN) NPOBEAEHUSA CTEPUNU3aLnn Ha MecTe A0MKHa coaepXaTb, No Kpain-
Hell Mepe, cneaytollee:

a) gaTy npoBeaeHUs cTepunusasuu;

b) HaumeHoBaHWe 1 HoMep LmMKkna npouecca SIP;

¢) hamunum n MHULManbl onepaTopos;

d)

MpumedyaHune— MNpoToKoNbl MOTYT CoOAepXaTb TAKKe pacnevyarky AaHHbIX O KPUTUYECKUX NapameTpax, Ha-
npumep BpeMeHn o6paboTkn, TemnepaType v AaBleHNU, U3MEPEHHbIX B 3a4aHHbIX TOUKaXx.

napameTpsbl Npouecca SIP n nx noareepxaeHue.

9.3.2 MoryT ncnonb3oBaTbes Apyrue AaHHble (BUONOrMYeckUX UM XUMUYECKUX UHOUKATOPOB) O TOM,
YTO NPOLIECC CTepUnMnsaLMm Gbln NpoBedeH B YCTAHOBMEHHbIX Npeaenax.

9.3.3 CrieayeT paccmaTtpuBaTh U YTBEPXAATb AOKYMEHTALMIO O NPOBEAeHUN CTepUnnsaLmn Ha MecTe
[0 Havyana npousBoACTBa crieaytoLlein cepumn NpoayKLuu.

9.4 KoHTponb U3aMeHeHUun

9.4.1 CnepyeT oLeHnBaTb U3MeHeHnss B obopyooBaHMM, CTEpUNU3YIOLLMX cpeacTBax, napameTtpax
npoLecca 1Unu BblnyckaeMoin NpoayKLMn B NiaHe X BO3MOXHOMO BMINSHUSA Ha 3pEKTUBHOCTb CTepUnnsaLmm
Ha MecTe 1 HeobxoaNMMOCTb NPOBEeAEHUS NOBTOPHONM aTTecTauum.

9.4.2 CnenyeT y4nTbIBaTb Xapaktep N3MeHeHWIA Npy onpeaeneHnun obbema aTTecTaumm yCcTaHOoBNeH-
HOro OGOpy,ElOBaHI/IFl, aTtTecTayn B OCHalleHHOM COCTOAHUU UK aTTecTaunn B aKcnyaTalnn.

9.4.3 CneayeT AOKyMeHTanbHO ohopMIIsATL peaynbTaThl OLEeHKM, BKMoYasa o6oCHOBaHWe MpUHATLIX
pelueHuit 1 06bem HeoBxoanMoN aTTecTalun.

9.5 TexHuueckoe o6cnyxuBaHue o6opyaoBaHus
TexHuyeckoe o6CnyxuUBaHWe criegyeT NPOBOAUTL B NAAHOBOM NOPSAKE B COOTBETCTBUN C UHCTPYKLMAMU.
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10 O6yueHue nepcoHana

10.1 MepcoHan AoMKeH NPoiTn 0byveHne No yTBepXAEeHHBIM NporpaMmMamM (MeToaukam).

10.2 CnepyeT paspabotaTtb, AOKYyMEHTansHo obopMUTL Y BHEAPUTb B MPaKTUKY NporpaMmmy creLu-
anbHoro obyyeHust NnepcoHana, BKknoYas:

a) NPUHUMMLI NpoLecca U KOHCTPYKLUIO 06opyaoBaHus;

b) nopsgok akcnnyaTaumm obopyaoBaHNUsi, ero TEXHNYECKOro 06cnyXmBaHust U KOHTPONs, Npu Heobxo-
AUMOCTY;

C) nopsinoK AeNCTBUIA Npu 0Tkase 0bopyaoBaHUS UMK OTKIIOHEHUAX NapamMeTpoB npoLiecca;

d) Bonpockl 6e3onacHoCTM Npu paboTe Co CTepUNU3YOLLIMMU BeLLeCTBaMK 1 CUCTEMOIN CTepunnaaunm
Ha MecTe.

10
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MpunoxeHune A
(cnpaBo4Hoe)

CtepunuzaLuma napom Ha MecTe

A.1 BBepeHue

A.1.1 B HacTosiLLeM NPUIOXKEHUN PpacCMOTPEHbI OCHOBHbIE OCOBGEHHOCTM CTEpUnM3auUnm Napom Ha MecTe.

A.1.2 HacTosiwee npunoXeHne 0OTHOCUTCS K KOHCTPYMPOBaHWIC (MPOEKTUPOBAHMIO), MOHTAXY U KOHTPOMIO CUCTEM
cTepunu3aLum Napom Ha MecTe U NOAroTOBITEHO HAa OCHOBE MPaKTMYeCKoro onbita paboTbl ¢ aTUMK cuctemamum. Mpw pas-
paboTke cMCTeM CTEPUNU3ALMM MAPOM Ha MECTE PEKOMEHAYETCS YUUTLIBATL HOBLIE paspaboTku B 370N obnactw.

A.1.3 HacTosiwee npunoxeHue cnegyet paccMaTpMBaTb COBMECTHO C HOPMAaTUBHOMN YacTbio HACTOAWEro CTaH-
AapTa, B KOTOPYIO BKMIOYeHbl TpeboBaHusi, NpUMeHUMbIE K CTepunun3aumm napoM Ha mecTe.

A.2 Tpeb6oBaHusa K npoueccy n o6opyaosaHmio

A.2.1 KpuTnyecknmn napameTpamu npouecca crepvunvaaumm napom Ha MecTe sIBNSTCH BpeMs, TemnepaTypa u
AasneHve napa. VIx MMHUManbeHbIe U MakcMarbHble npeaerns! A0MKHbI OblTb YCTAHOBMNEHBLI U NOANEXaT KOHTPONIo BO
BpeMs BCEro Uukna crepunusaumm.

A.2.2 KoHCTpyKUMS CUCTEMbI CTEPMIM3AUMM Napom Ha MecTe AOoMKHa npeagycMaTpvBeaTh:

a) nornHoe BbITECHEHWE W yaaneHne Bo3ayxa;

b) oTBOA Napa M3 BCex HU3KMX TOYEK A5 NpefoTBpaLeHnst o6pa3oBaHnsi KOHAEHCaTa;

C) noaaepaHvwe CTepuUNbHOCTU MOCIEe 3aBeplLUeHUs NpoLecca CTepUnm3aumm.

A.2.3 Tpw paspaboTke cUCTEMbI CTEPUNN3aLUKU NAPOM JOIMKHO BbITh YUTEHO cneaylowee:

- Nap AOMKeH NocTynaTth Takum o6pasom, 4Tobbl OH NPOHUKaN BO BCE YaCTU CUCTEMBI;

- KOHCTPYKUUSI cocyaa AOMXKHa UCKMoYaTh yaepXMBaHUe BO34yXa B HEM;

- OTBOJ KOHAEHcaTa JAOMKeH OblTb NPeayCMOTPEH U3 HU3KMX TOYEK CUCTEMBI;

- BO3yX MOXET 0CTaBaTbCs U/MINW KOHAEHCAT HaKannMBaTbCs B KrnanaHax, OCYLUUTENSAX, «KMEPTBbIX» 30HaX, HU3-
KMX TOUKaX, rasoBbiX UMbTPax 1 NOMNoOCTAX BHYTPU CUCTEMBI, KOTOpbIe ABNAIOTCA Hanbonee TPyAHLIMM MecTaMm Ans
cTepmnu3aumm napom (XonogHbIMU UMM HaUXYALWUMU TOUKaMK);

- TpyBbl AOMKHBI UIMETb YKITOH B CTOPOHY CTOKa M o6ecnevneaTh NONHOe yaaneHne koHgeHcata. KoHCTpykums yac-
TeW, KOTopble MOryT yAepXMBaTb KOHAEeHcaT, AomKHa obecneyneaTe NONHOE ero yaaneHue;

- BbITECHEHWe BO34yXa Napom JOSMKHO 06ecnevmBaThbCsl KOHCTPYKUMEN CUCTEMBI U NPaBUNbHBIM PaCTONOXeHUEM
OTBOACB. BO3MOXHO MCMOMNBb30BaHUE BLITECHEHWSI BO3A4yXa NAPOM CaAMOTEKOM MW NpeaBapuTENbHOE BAKYYMUPOBAHUE;

- MoxeT noTpeboBaTbCs 3aKpbiBaHWe MECT OTBOAA NOCNe yaaneHus Bo3ayxa, eCnv 3T MecTa He cryxaTt Takke
Ans yaaneHws KoHAeHcaTa;

- NoCne 3aBepLUeHNst LMKa CTepUnNu3auumn CTepunbHbIA ras (B03gyx unm asor) o6b1MHO BBOANTCA B CUCTEMY Yepes
CTEPMNU3YIOWMIA DUMNBTP, B TO BPEMS KaK BCS CUCTEMA eLLe HAXOAUTCS NoA NoNoXUTENbHLIM AaBneHueM. a3 ucnonb3ay-
eTCs ANs OYUCTKM CUCTEMBI OT Mapa U KoHAeHcaTa U yaepXvBaeTcsi Nog HebonbWwWmM NONOXUTENbHBIM AABNEHNEM 0
Tex nop, Noka cucTema He GyAeT roToBa K MCnonb3oBaHmnio. MockonbKy Npy ocTeiBaHKUK Tpy6onpoBoaa nocre cTepunusa-
LMK moxeT obpasoBaThCs BakyyM, BaXXHO NOAAEPXKMBATL MNOMNOXUTENbHOE AaBNEHNe CTEPUNM3YIoLLEero rasa.

A.2.4 Tlpu ncnonb3oBaHUM CTepUnNU3aLuM NapoM Ha MecTe AnsA cTepunusauny PUnbTPOB HYXHO NPUHVMMATL BO
BHUMaHue cnegyolulee:

- OTBOAbI KOHAEHCATa AOMKHb! GbITh NPEeAYCMOTPEHb! B CaMbIX HU3KMX TOYKaX Kak B CTEPUIbHbIX, TAK U B He CTe-
PUMBHBIX YacTsX pa3mMeLeHust punbTpa;

- OTBOAbI Napa criegyeT pacnonaraTb, NPY HEOGXOAMMOCTH, B MECTax yAepXVBaHWs BO3AyXa;

- Nepenaa AaBnexHusl Ha punbTPe Npu paboden TemnepaType He AONXeH NpeBbIWaTh YCTaHOBINEHHbIE N3rOTOBU-
Tenem 3HaveHus;

- cneayeT KOHTPONUpOBaTh AaBreHve napa v ero nepenag;

- TemnepaTypy criegyeTt UamMepsaTb nocrne punsTpa;

- PUNbTPLI C KAPTPUAKAMMN AOMKHbI BbITb OPUEHTUPOBaHbI Tak, YToObl 06ecneunTs OTBOA KOHAeHcaTa ¢ o6eunx
CTOPOH NOBEPXHOCTU bmnbTpa.

A.3 Ka4yecTBO napa

A.3.1 HekoHgeHcupylowmecs rassl B nape, Boga, Macrna u3 KOMNpeccopoB U Apyrve 3arpsisHsiolme BelecTea
cnegyeT KOHTPONMPOBaTh cornacHo TpebGoBaHusiM kK napy.
A.3.2 XvmMmundeckui cocTae KOHAEHcaTa napa 4OMKeH COOTBETCTBOBaTh TpeboBaHmAM AN BOAbI O4MLLEHHON.

11
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A.3.3 KoHgeHcaT napa JoskeH COOTBETCTBOBaTh TpebGoBaHWAM Ans BOAbI ANsl UHBEKUWIA, €CrY CUCTEMY MCNOSb-
3y10T Ansi NPUrOTOBMNEHUSI NapeHTeparbHbIX NpenaparToB (Unv B ApYyrMx cnydasx, koraa TpebyeTcs npyMeHeHne Boabl
ONS MHBbEKUWIA).

A.3.4 Map, ncnonbayembii Npu NpoLecce CTepUnn3aLmm NnapoMm Ha MecTe, JOIKEH ObiTb CYXUM, HACbILLEHHbIM U
HeneperpeTbiM.

A.4 3ddekTMBHOCTL CTepunn3aumnm
Ons nogteepxaeHns achpEKTUBHOCTY CcTepunuaaumm cuctemon SIP ncnonbayloT, Kak npaesuno, Guonormyeckue

uHavkaTopbl ¢ Geobacillus stearothermophilus B 108 npy nHakTMBaLMK BPaKLNOHHOTO LMKNA.
MeTop cTepunusaumm «c 3anacom» (overkill) paccmotpeH B MCO 14161 n MUICO 17665-1.

A.5 TeKkywmn KOHTpOnb
CnegyeT NpeyCcMOTPeTb pacrneyaTtky 3Ha4eHui napaMeTpoB MpoLecca CTepunu3aumm Ha MecTe, BKITHOYas, Kak
MUHVMMYM, BPEMS], TEMMEPaTypy U AaBleHne B 3aaHHbIX TOYKaX.

12
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Mpunoxenne A
(cnpaBo4Hoe)

CBefieHUA 0 COOTBETCTBUU CChINTOYHbIX MeXayHapoaHbIX CTaHAapPTOB HaUMOHaNbHbLIM CTaHOapTamMm

Ta6nwuua JA.1

Poccuiickon ®epepanuu

OB603Ha4YeHne CCbINOYHOro CreneHb
O60o3HavYeHUe U HauMmeHoBaHue COOTBETCTBYIOLLEro HaluMoHanbLHOro cTaHaapTa

MeXOyHapoaHOro cTaHaapta | COOTBETCTBUA

MNCO 11138-1 IDT FOCT P NCO 11138-1—2000 Crepunusauus MeauuMHCKON NpogyKunu.
Buonornueckue nnamkatopsl. Yacte 1. O6wue TpebGoBaHus

MNCO 11138-2 IDT FOCT P NCO 11138-2—2000 Crepunu3sauus MeauuMHCKON NpogyKumm.
Bbuonoruyeckne nHgukatopsl. Yacts 2. buonornueckne nHavkatopbl Ansi
cTepunusaumMm OKCMaoM 3TUNneHa

MCO 11138-3 IDT FOCT P NCO 11138-3—2000 Crepunusauus MeauuMHCKON NpogyKunu.
Bbuonoruueckne nHgukatopsl. Yacte 3. buonornueckne nHavkatopbl Ansi
cTepunusaunm BnaxHblM TEMNMOM

NCO 11138 (yactn 4—5) — *

MCO 11140 (Bce 4acTtn) IDT FOCT P UCO 11140 (Bce vacTtn) Crepunmaaumsi MeAMLMHCKOW NPOAYK-
unn. XvMrnyeckne nHauKaTopsl

MCO 13408-1 IDT FOCT P NMCO 13408-1—2000 AcenTudeckoe NPOU3BOACTBO MEAMLMH-
ckovi npoaykummn. Yactb 1. O6wue TpeboBaHus

MCO 134084 IDT [OCT P MCO 13408-4—2011 AcenTudeckoe NPOU3BOACTBO MEAMLUUH-
ckon npogykumun. Yacte 4. OuncTtka Ha mecTe

MCO 14161 — *

MCO 14937 — *

MCO 17665-1 — *

MCO/M3K 90003 — *

OTBETCTBUA CTaHOAAPTOB:

* COOTBETCTBYOLWNI HALUMOHAMNBHBIN CTaHAapT OoTCyTCTBYET. [lo ero NpuHATMS pekoMeHdyeTcsl UCNonb30BaTh
nepeBo Ha PYCCKUI s13bIK JAaHHOTO MeXayHapoaHoro ctaHaapra. Nepesop aaHHoro ctaHgapta Haxoautes B Pepge-
panbHOM MHPOPMaLMOHHOM (DOHAE TEXHUYECKUX PErnaMeHTOB U CTaHOapTOB.

MpumedyaHune— B HacTosiwen Tabnuue UCMNonNb30BaHoO criegytollee ycrnoBHoe 0603HavYeHe CTeneHn co-

- IDT — ngeHTuuHbIN cTaHaapT.
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YOK 637.132.4:715.478:658.513:006.354 OKC 11.080 P26 OKI1 94 5120

KntoueBble crosa: cTepunusaums, nekapcTBeHHbIe cpeacTea, obopyaosaHue, pasbopka, aTTecTauus
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