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Beenenue

B cootBerctBum ¢ TpeOOBAaHMAMH MEXKIyHAPOAHBIX CTaHAAPTOB TIpH
[IOCTaBKE CTEPWIBHOM NPOAYKUHMH JOHONHHUTEIBHOE MHKPOOHOIOTHYECKOE
3arps3HEHHe MEAMIMHCKUX W3AENUi OT JIOOBIX HMCTOYHHKOB JOIDKHO OBITH
CBEIEHO K MHHMMYMY BCEMH JOCTYITHBIMH CpeJicTBaMH. [laxke TpH IPOH3BOJCTBE
M3IEeNTUi B CTAHIAPTHBIX YCIOBUAX B COOTBETCTBHHU C cMcTeMOH kauecrBa ISO Ha
HAX [0 CTepWIM3AlMH MOTYT B  MajJbIX  KOJNMYCCTBAX  HAXOMUTHCS
MHKpPOOPraHu3Mbl. Takue u3aenus HeCTEPIIBHEL. Llens cTepuam3aniuu COCTOUT B
TOM, 4TOOBI YHHUTOXKHTH MEKPOOHOJIOTHUECCKHE KOHTAMHHAHTH M TAKHM 00pa3oM
npeoOdpa3oBaTh HECTEPIIIBHBIE U3/EIHSA B CTCPHIIBHEIE.

VHUYTOKEHHE  MHKPOOPraHM3MOB  (DM3MYECKMMM M XUMHYECKUMH
METOJaMH, KOTOPbI€ MCHOJIBb3YIOTCA NPH CTEPWIH3ALNU MEIWLUHCKUX H3IEIHiA,
TOMIMHSIETCS OKCIOHEHIMAJIbHOMY 3aKOHY. OTO O3HAYaeT, 4T0 HeHu30eKHO
HMEETCAd KOHEUHAs BEPOSTHOCTh TOTO, UTO MHKPOOPTAHM3M MOXKET BBIKHBATDH
HE3aBHCHMO OT CTCICHH MpPOBEACHHON 00paborkm. [ KOHKpeTHOH 00paboTKH
BEPOATHOCTH BBDKHUBAHUA ONpeEAeSieHa KOJMYECTBOM U THIIAMH MUKPOOPraHW3MOB
W YCIIOBMSIMH MX CYINECTBOBAaHHA IO M BO BpeMsa oOpabotku. CienoBaTtensHO,
CTCPHITLHOCTE JIFOOOTO W3NICIAS B PNy W3IETHiA, TOABEPTHYTHIX CTEPHIM3ALNH,
MOXET BBIPAXKAThCA TOJBKO B TEPMHHAX BEPOATHOCTH CYLISCTBOBAHHA
HECTCPHITHHOTO W3/CTIHS.

TpeboBanus K cucreme obecnieueHus KauecTBa npu
IPOCKTHPOBAaHHWA/Pa3pabOTKe,  HW3TOTOBICHWM,  TOCTaBKE,  MOHTaXe U
obcy>xuBaHu| JAfoTCs B crapaaptax cepun [SO 9000, ISO 13485, ISO 13488.

Crangaptet  cepun  ISO 9000 ompenensioT HEKOTOpPbIE MPOLECCHI,
HCTIOTE3YEMEIC TIPH TIPOU3BO/ICTBE KAK «CICTIHANBGHBICY, TIC PE3YIBTaTHl HE MOTYT
OBITH NOJHOCTBIO MPOBEPEHBI MOCIEAYIOMHM OCMOTPOM WJIM HCIBITAHHEM
u3genus. CTepuim3ands SBISCTCS MPUMEPOM TaKOTO TIPOIecca, TMOTOMY HYTO
s¢ddexTuBHOCT NpOLIECCA HE MOXKET OBITH HPOBEPEHA OCMOTPOM M UCIBITAHHEM
npoaykuuu. Ilo 5Toil npuuMHe NMporecchl CTEPHIN3ALMK AOJHKHBI OJBEPrarbCs

Bamuaaliun nepe| UCIOJIb30BAHUEM, A BBIMIOJIHCHHUE MPOoLECCa OOJIKHO MOCTOAHHO

v
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KOHTPOJIUPOBAThCA. V3rOTOBIIEHHE CTEPIIBHOTO MEAUIIMHCKOTO U3ICTHA TpedyeT
BHUMaHHA K TPOAYKIHMH WM XapaKTePHCTHKAM YMAaKOBKH, a TakKe K MeTomam
CTEePUIN3AIH, 000PY JOBAHUIO U CUCTEMAM YIIPABICHHA.

BaxHO MMeTh B BHAY, YTO 3KCIO3ULHA B NPABWIHGHO BAMIMPOBAHHOM H
TINATENBHO IPOBOAMMOM IIPOLECCE CTEPHIIM3AlNKM — HE eIUHCTBEHHBIH (hakTop,
oOecreunBarOIMil  HAafEKHYIO TapaHTHIO CTEPWIBHOCTH  TNPOAYKUMH U
COOTBETCTBHA €€ CBOeMy HasHaueHmio. ClielyeT YUHTHIBATh M APYrue (paKkTOpEL,
BKIIOYas MHKpoOHonornueckuit craryc (OMOJOTHYECKYI0 HArpy3sky —
OHOHArpy3Ky) MOCTYTAIOMIETO CHIPhS M €r0 ITOC/IEAYIOIee XpaHeHHe, KOHTPOIb 32
COCTOSHHEM OKPY’KAIOWIeH Cpelapl, B KOTOPOH NPOAYKIMA H3TOTOBILIETCH,
cobupaeTcs U yIIaKOBBIBAETCS.

Hacrosmmii crasgapT cozepxuT TpeOOBaHMA M JaeT PYKOBOACTBO
(mpunoxenuss A, B, DA) k Bamumamum W TeKyIlIeMy KOHTPOMIO Ta30BOM
CTepUNU3alUM  OKWCHIO OTHICHA. Bamupanusa mnpoueayp CTEpUIM3ALUU

TPEToaraeT, 9To 000pyAOBaHHE COOTBETCTBYET TEXHHUCCKHM TPEOOBAHHSIM.

IIpumeuanne — TpebGoBaHMA 0043aTENBHOM YaCTH 3TOTO CTAHAAPTA TOJDKHBI
CTPOTO BBIMOIHATHCA. PYKOBOACTBO, JAaHHOE B MPUIOKEHUSX, ABJISETCH HEOOA3aTETbHBIM

H HE pacCMaTPHUBAETCA KaK HHCTPYKIHA MO KOHTPOIIO JUTS Ay AUTOPOB.

PykoBoACTBO, coAepiKalleecs B MPHIOKEHHAX, fAeT OOBACHEHUS METOAAM,
KOTOPBIE CITy’KaT JOCTHIKEHUIO COOTBETCTBUA TpeGoBanmaM. Llens ero — momous
obecrieynTs €AMHOOOpA3Ue MOHUMAHHUSA M BBHINIOJIHCHAS HACTOAIICTO CTAaHIApTA.
Moryt wucnonb3oBaTthcss W APYrHe MeTodbl, A(PdEKTHBHOCTH KOTOPHIX B

BBINIOJTHCHAHA TpeGOBaHI/Ii;I HaACTOALICTO CTaHAAPTA CJIICAYCT IMOKA3aTh.



TOCT ISO 11135-2012
MEXKTOCYJIAPCTBEHHB M1 CTAHJAPT

MEIMIITHCKWE W3EJUS

Ba.]'llrlllal.ll/lﬂ H T(‘,Kyl].[lflﬁ KOHTPOJIb CTCPHIM3AINMHA OKCH/IOM 3THJICHA

Medical devices. Validation and routine control of ethylene oxide sterilization

Jara BBegennsa — 2015-01-01

1 Oo6aacTs npuMeHeHus!

1.1 Hacrosmumii craHgapT ycTaHaBiuMBaeT TpeOOBaHUA M JaeT
PYKOBOJICTBO TIO BaMIANAA W TEKYIMEMY KOHTPOJIO TPOICCCOB CTEPHITH3ALNU
MEAULMHCKUX U3AENUNA OKCUIOM THIICHA.

Ocoboe BHAMaHHE yJenseTcss HeOOXOMMOCTH TIPOBEICHAS CITCIAANIBHBIX
HCIBITaHWi HAa 0E30MaCHOCTh, KA4eCTBO H A(M(EKTHBHOCTH, KOTOPHIC MOIYT
mnpesbliaTh TpeGoBaHus 4.2 W MOryT OBITH HEOOXOIMMBI JUI CHELMANbHBIX

N3,

ITpumeuyanue — HacTosmmii cTaHAAPT PACTIPOCTPAHAETCA Ha CTEPHITH3ALMIO

METUIUHCKUX wu3Aenuid. OH MOKET HPUMEHATBCS HW IS JPYTOH MEIHIUHCKON

POy KIHH.

1.2  Hacrosummii  craHmapT He  pacmpoCTPaHICTCS HA  CHUCTEMY
obecrieueHnsT KauecTBa, KOTOpas MMEET BaXHOE 3HAUCHHE B YIPABICHUH BCEMH
CTaIMAMM TIPOLIECCA CTEPHITH3ALINH,

1.3 Hacrosmmmii cTaHmapT HE ONpPene/ICT METOABl  OOSCIICUCHUS
GezomacHoctu oneparopa (cM. IEC 61010-2-041). Oxkcna 3THeHA SO0BHUT, TOPIOY
M B3PHIBOOMACEH. B  HEKOTOPBIX  CTpaHax  CYIUECTBYIOT  IOJIOKEHWS,

yCTaHaBIMBAOIIHE TPeOoBaHMA K Oe30macHOd paboTe C OKCHAOM 3THJICHA U K

H3nanue opunuanbHoe
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TIOMEIICHUAM, B KOTOPBIX OH HCHOJIb3YyeTCs. B HEKOTOPBIX CTpaHaX CyHIECTBYIOT
PETIaMEHTHI, YCTAHOBJICHHBIC 3aKOHOMATSIHHBIM TOPSAAKOM, Ha TPEIENbHO
JIOTYCTAMBbIE YPOBHM OCTaTOYHOI'O OKCHJA STHJIEHA B MEAMIMHCKHUX W3JENTUAX H
MPOTYKITHH.

1.4  Hacrosmmii cTaHAAPT HE OXBATHIBACT TEXHOJOTHIO BBEJICHHAS OKCHIA
ATWJICHA WM CMeCe HEMOCPEACTBEHHO B HWHIWBUAYAIbHYIO  YNAKOBKY
MPOIYKIINH, & TAK)KE HEMPEPHIBHBIE TIPOIIECCH CTEPHIIM3AIINH.

1.5 Hacrosiuii craHgapT HE yCTAHABJIMBAET AHAJIMTHYECKHE METOIBI
OTIpeIeNIEHUs YPOBHEH OCTATOYHOTO OKCHJIA 3THIICHA WITH TIPOJAYKTOB €r0 peakilii
(cm. ISO 10993-7).

1.6 Hacrosmwit cTanaapT He pacipOCTPAHACTCS HA H3CIHS, Ha KOTOPBIE
HeOIarompusATHO BO3ACHCTBYET OKCHJI JSTWICHA WIA JAPYTHe OCTaTOYHBIE

TTPOAYKTHI OKCH/A 3TUJICHA, BO3HUKAIOIIUE B OMMACAHHBIX MPpOoLECCax.

2 HopmaTtuBHBIE cCHLIKH

B HacrosilmeM CTaHOapTe KCIOIB30BAHBI CCHUIKM HA  CIEAYIOLIUE
CTaHAAPTHI:

ISO 9001 — 96 Quality systems - Model for quality assurance in design,
development, production, installation and servicing (Cucremsr kauectBa. Moaenb
st obecreueHns KauecTBa MPH MPOSKTHPOBAHHWH, pa3paboTKe, MPOM3BOICTBE,
MOHTaXKe ¥ 00CITy KHBAHHH )

ISO 9002 - 96 Quality systems - Model for quality assurance in production,
installation and servicing (Cucremsr kauectBa. Mogenb oOecHeYeHHsT KauecTBa
TIPY TIPOU3BOJICTBE, MOHTAXKE U OOCITY )KHBAHWH )

ISO 10993-7:1995 Biological evaluation of medical devices — Part 7:
Ethylene oxide sterilization residuals (Ouenka GuOMOrHYecKas MEIHIMHCKHX

m3nenuii. Yactp 7. OcTaTku OpU CTEPHIIN3ALNN STUIIEHOKCHIOM )
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ISO 11138-1:1994 Sterilization of health care products. Biological indicators
— Part 1. General (Crepwmmzarms MEIWIMHCKOW HpPOAYKUHH. buonmorumueckue
uugukaropsl. Yacte 1. O6mme momoxeHus)

ISO 11138-2:1994  Sterilization of health care products. Biological
indicators — Part 2. Biological indicators for ethylene oxide sterilization
(Crepummzaris METHITMHCKON MPOAYKIMH. BroNoOrnueckue uHAMKaTopsl. YacTs 2.
Bronornyeckie MHAXKATOPBI AT CTEPHIN3ALUHE OKCH/IOM STHIICHA)

ISO 9004-1:1994 Quality management and quality system elements — Part 1:
Guidelines (AIMUHHUCTPAaTUBHOE YTPABICHAE KAYECTBOM W BJIEMEHTHI CHCTEMEI
kauectBa. Yacts 1. PykoBomsinive ykazaHus)

IEC 61010-2-041:1995 Safety requirements for telectrical equipment for
measurement, control, and laboratory use — Part 2-041 — Particular requirements
for the medical materials, and laboratory processes (DnexkTpooOopymOBaHHE UIA
MPOBEACHUS M3MEPEHHIA, yIpaBJieHus H 1abopaTopHOro ucnonb3oBaHusa. Yacts 2-
041. Yactuble TpeboBaHUA K NAPOBBIM aBTOKIaBaM Jyid 0OpaObOTKH MEAULUHCKHX
MaTrepraioB u A1 1a00PaTOPHEIX MPOIECCOB).

ISO 13485:1996 Quality systems — Medical devices — Particular
requirements for the application of ISO 9001 (Cuctembr kauecTBa. MeAUIIMHCKIE
um3gemms. YactHele TpeOoBaHuA K mpuMmeHeHnto crangapra 1ICO 9001)

ISO 13488:1996 Quality systems — Medical devices — Particular
requirements for the application of ISO 9002 (Cucremsbr kauecTBa. MeIuIMHCKHE

uzgaenua. Yactaele TpeboBanus k npumeHeHmo cragapta UCO 9002).

3 Onpenenenust

B Hacrosmem cTaHmapTe TPUMEHSIOTCA CHCAYIOIIHE TEPMHHBL C
COOTBETCTBYIOIIMMH OMPEACTICHUAMHE:

3.1 a’pamms (acration): YacTs mpormecca CTESPUIIM3ALKE, B XOI€ KOTOPOM
OKCHJT STHIIEHA W/WIIH HPOAYKTHl €T0 PEAKIUH AECOPOUPYIOTCS U3 MEIUIUHCKOTO

U3ACIAA 10 JOCTHIKCHHUA 3aITaHHBIX NMPEACTIBHBIX ypOBHeﬁ.
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Ilpumeuanue — Ota mpouenypa MOKeT ObITh BBINOIHEHA B CTEPHIN3ATOPE H/HIN

B ormeanoi/‘I KaMmepe 6o B CHeIaJIbHOM ITOMEILICHUM.

3.2 3omHa a’panmm (aeration area): Kamepa wim momerenmne, B KOTOPOM
MPOMCXOAUT A3PALH.

3.3 owmonormueckmii mamukatrop — BU (biological indicator — BI):
['oTOBBI K NMPUMEHEHUIO MHOKYJIMPOBAHHBIA HOCWUTENIh B MEPBHYHON YIIAKOBKE,
o0ecreunBatoIi  ONpENeNeHHYI0  PE3UCTEHTHOCTb  (YyCTOMYMBOCTB) K
KOHKPETHOMY PEKHMY CTEPIIA3AIIAH,

3.4 kammbposka (calibration): CpaBHEeHHE U3MEPHTENBHON CUCTEMbI MK
mpubopa HEM3BECTHOW TOYHOCTH C HM3MEPUTEIBHOW CHCTEMOH wWin mpubopoM
M3BECTHOM TOYHOCTU (TIPOCIIE)KHUBAEMOM 1O HAIMOHAIBHOIO 3TAlOHA) C LENBIO
06Hapy)KeHy1$1, YCTaHOBJICHUA COOTHOIlICHI/Iﬁ, JAOKYMCHTHPOBAHWUA UJIH YCTPAHCHUA
perynupoBaHueM JFOOBIX OTKIOHSHHHM OT 33JaHHBIX JOMYCKOB HPOBEPAEMOi
HM3MEPHUTEIBHON CHCTEMBI WK TIPHOOpa.

3.5 xamepa (chamber): IIpocTpaHCTBO CTepmiIM3aTropa, B KOTOPOM
Pa3MeIAIOTCs U3/IENHS, TOLISIKALINE CTEPUITH3ALHH.

3.6 KOMHCCHOHHASI  TPOBEpPKA; aTrecTaimusi  yCTAHOBJICHHOIO
ob0opymoBanus (commissioning; installation qualification): Ilomyuenue wu
JOKYMEHTAIPHOEC TOATBEPKACHHE TOTO, YTO 0OOpYyMOBaHWE MOCTABICHO |
YCTaHOBJIEHO B COOTBETCTBHM C TEXHUUECKUMHU TPEOOBAHMAMHU U (QYHKIHOHUDPYET
C 3aJaHHBIMH ITapaMeTPaMH TIPH UCTIOTB30BAHUH B COOTBETCTBHH C MHCTPYKIUAMH
IO 3KCIUTyaTalMu (CM. TaK)Ke «BaJIMJAIIN ).

3.7 xonauumoHupoBanue (conditioning): OOpaboTka NPOAYKIHH B
paMKax IMKJIa CTEPWJI3AIMK, HO [0 TOJa4YM CTEPHIIM3YIOIIErO areHTa C LEBIO
JOCTKEHUSA €0 HEOOXOAMMOM TeMIeparypsl M BJIIKHOCTH. OTa YacTh IIMKIA
CTEPUIM3ALMH MOXKET OBITh BBITIONHEHA MPH aTMOCHEPHOM MABJICHHH WIM IO

BaKyyMOM (CM. TAKKe «IPEIBAPUTEIIEHOE KOHIUIIMOHUPOBAHKIE ).
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3.8 3aBepmenue mukaa (cycle completion): MoMeHT HOca€ OKOHYAaHMA
IMKIa CTEPUJIM3ALAM, KOTAA CTePUITM3yeMas 3arpy3ka roToBa K yIJAJICHHIO W3
KaMepBHI.

3.9 Bpems 3xcno3uun (exposure time): BpeMs, B TeueHHE KOTOPOTroO B
KaMepe CTEePUIIM3aTOpa MOAAEP/KMBACTCS B yKa3aHHOM AMANa30HE TEMIICpaTypa,
KOHIIEHTPAIWs CTEPIIIU3YIOIIErO areHTa, JaBJICHHE 1 BIA)KHOCTb.

3.10 npomsiBka (flushing): Omnepaumsi, npu KOTOPOH CTEPHITH3YIOIIHH
areHT yHanseTcs U3 3arpy3KH, a TakKe U3 KaMephl:

a) MHOTOKPATHOM JOMOJHUTEILHON Mo/iauel (PHIbTPOBAHHOTO BO3AyXa
WY WHEPTHOTO T'a3a U 3BaKyaruel H3 KaMepsl it

b)  HCMPEPHIBHOM MPOAYBKOH (hHIHTPOBAHHBIM BO3AYXOM HIIH HHEPTHHIM
ra3oM 4epes 3arpy3Ky U KaMepy.

3.11 wuHOKy/mMpoBaHHBbIH HocHuTeab (inoculated carrier). Hocurens, Ha
KOTOPBIH ObLIIO TIOMEIIEHO ONPEEIEHHOE KOIMYECTBO TECT-MAKPOOPTaHU3MOB.

3.12 memuumackoe m3xeue (medical device): WucrpymeHT, ammapar,
mpubop, Marepuai Uik 000l IPYroi mpeaMer, HCITOIb3yeMbIe OTACIBHO HIIH B
COYCTAaHWH, BKIIOYAsi MporpaMMHOe olecreucHHe, HeoOXoaumoe Il HX
MPaBUJIBHOTO TMPHUMEHEHHS, KOTOPbIE TPEAHA3HAYCHBl HM3TOTOBUTENEM K
UCIIONb30BAHHUIO JUIsl YENOBEKa B LIEJIX!

- JMUATHOCTUKH,  Npo(uiIakThku,  HAOMIONEHUA, JICUSHHA WM
obOsnerueHus OOJIC3HH,

- JTUAarHOCTUKH, HAOIIOICHNUS, ICUCHHS, OONETYCHHUS WIH KOMIIEHCAUK
MPH TPaBMax WITH WHBATHAHOCTH;

- HCCIICNOBAHMSA, MEPecankd Wi MOAu(UKALWK OpPraHoB  WITH
(hM3MOOTHUECKAX TTPOIIECCOB;

- KOHTPOJIA 3a4aTHs,

W HE OKa3BBAIOIONE CBOCTO OCHOBHOTO JCHCTBHA BHYTPH WM CHApYXH
YEJI0BEUECKOr0 OpPraHu3Ma ¢ MOMOLIbI0 (PapMaKOIOrMUECKUX, HMMYHOJIOIMYECKHX
I METa0OMUECKHX CPEACTB, HO (DYHKIIMOHUPOBAHHIO KOTOPHIX TAaKHE CPESACTBA

MOTYT CHOCOOCTBOBATS.
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3.13 BbINyCK MO 3HAYeHHsSIM mNapaMeTpoB (parametric release):
[pusHaHKe TIPOAYKIMH CTEPHUJIbHONH, B OCHOBHOM, [0 3HAUCHHWAM (PU3HUECKHX
H/WITH XHUMHYECKAX MapaMeTpoB MpoOLEcca, a He MO pe3ynbTaraM HCIbITaHWH
06pa3ioB WK OHOJOTHYECKIM MHINKATOPaM.

3.14 arrecrammsi JKCILUTyaTHpyemoro o0opyaoBanumsi (performance
qualification): Orenka ¥ JOKYMEHTABHOE MMOATBEPXKIACHWE TOTO, 4TO
060pyIOBaHWE TTPOBEPEHO U OymET MPOU3BOANTD TMPUEMIIEMYIO PO IYKIIMIO, SCITH
OHO HKCIUTYaTHPYETCs B COOTBETCTBHHU C TEXHUUECKHMU TPEOOBAHHUSIMHE (CM. TAKKe
«BaJMIAIAN ).

3.15 mnpeaBapuTeJbHOE KOHAHMLHOHUPOBAHME (preconditioning):
ObpaboTka m3menuii 10 NMKIA CTEPHIM3ALMH B CIEIUAIBHOM TOMENICHUN WITH
KaMepe CTePHIM3aTopa C IENBI0 NOCTH)KCHHUS 3aJaHHBIX 3HAUCHHUM TEMIIEPaTyphl B

OTHOCHTEIBHOM BJIQXXHOCTH (CM. TaKKE «KOHL[I/II_II/IOHI/IPOBaHI/Ie»).

[Ipumedanue — OTa 4acTh IHMKIIA CTEPHIH3ALMH MOXKET OBITH BBIMOJHCHA
IIPY ATMOC(EPHOM JABICHUH HJIH IO BAKYYMOM.

3.16 30Ha mNpeIBAPHUTEIBLHOr0 KOHAWIHOHWPOBaHHs (preconditioning
area): Kamepa wim mnoOMEIIeHHE, B KOTOPOM MPOBOAWTCA TMPEABAPHTEIBHOES
KOHIHUIIMOHWPOBAHHE.

3.17 ycrpoiicTBo Aasi HcnbITaHus 3(P(eKTHBHOCTH mpouecca (process
challenge device): OOBEKT, MOICTHPYIOMMH CcaMble ILIOXHE YCJIOBHS,
CO3JaBaeMble UTA  CTEPWIM3YIOIIEro areHTa (CTEPHIM3YIONIMX areHTOB),

JEUCTBYIOMIETO (ICHCTBYIOIINX ) HA CTEPUITH3YEMBIC W3IEIH.

IIpuMeuanus

1 VCTpOoMCTBO  HOCTPOEHO  TaK, 4YTO  OHONOTMYECKHH  HMHIUKATOP
pacrionaraeTcs B MecTe, HauOOJee TPYAHOM s MPOHHKHOBEHHS CTEPUIH3YIOLIETO
arenTa. KOHCTpYKIMA yCTPOHCTBA T HCIBITAHKA (P (QEKTHBHOCTH TIpOLiecca 3aBHCHT OT
XapakTepa TPEIMETOB, KOTOpPHIE MJOJDKHBI OBITH CTEPHIM30BAHBI, H METOJUKH
cTepwiu3auuy. buonormveckuii HHAWKATOp HE [O/DKEH OKA3bIBaTh BO3IEHCTBUA Ha

YCTPOMCTBO U HCTIBITAHUA Y PeKTHBHOCTH TIpoLECCa.
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2 B HEKOTOPBIX YCTpOHCTBAX I HcHbITaHUA S(P(EKTHBHOCTH mporecca
MHOKYJIMPOBAHHBIM HOCHTENh MOXKET MHCIONB30BATBCA BMECTO OHOJOTHYECKOTO

HHIUKATOpA.

3.18 pa3padorka npouecca (process development): J[okyMeHTHpOBaHHAS
nporpaMma M3y4eHHUsi Mpolecca CTePHIM3AlK, KOTOpas BBHITIOIHAETCS, YTOObI
OTIPEIETHTH, KaKue OrpaHUYEHUsI Ha HEro OKa3bIBAIOT
IIPOAYKIIKA/YIIAKOBKA/3arpy3Ka U/uiTi 060py10BaHue.

3.19 coBmecrumocty mpoaykmuu (product compatibility): CnocodHocTh
IIPOIIECCa CTEPUITH3AIMH TOIYYaTh HY)XHBIC PE3YJIBTATHl 0€3 BPCAHOTO BIHSHHS
Ha IPOIYKIHIO.

320 xoutposbHas 3arpy3ka (reference load): Onpenpenennas
CTEPUJIM3AI[MOHHAsT 3arpy3Ka, KOTOpas MpPEACTaBIsieT Hauboiee CIOXKHOE
COueTaHMe POy KLUMK AT CTEPHIN3AIIHH.

321 peBammpammsi (revalidation): Kommiekc JIOKyMEHTHPOBAHHBIX
Hpoueayp Ui NOATBEPKACHUS PaHee TPOBEASHHOMN BATHIAIIHH.

3.22 mnomemenue (room): OrpaHWYCHHAS 30HA, T/I¢ OJHOBPEMEHHO MOKET
OBITH IIOMEINEHO OOIblliee KOJIMYECTBO MPOAYKIMH, Ye€M B CTEPHIM3ATOPE
(cTepunu3aTopax) eAMHOBPEMEHHO.

3.23 cragus BBeAeHHsI CTepHiM3yHInero arenra (sterilant injection
stage): Cramus, HAUMHAIOLIASACA C MOMEHTA IIEPBOTO BBEICHHUS CTEPHIIU3YOIIETO
areHTa B KaMepy M BCerJa OKAHYHBAIOIIASCS, KOTIA HEOOXOJUMOE HaBIICHHE
JOCTHTHYTO.

3.24 Bpemsi BBeIeHHsl CTepuiM3yloIiero arenra (sterilant injection
time): [IpoAOIKUTENHHOCTD CTa/IMK BBEACHHUS CTEPUIIM3YIONIETO areHTa.

3.25 Bpems yaajieHHsl crepuiM3ymomero arenra (sterilant removal time):
YacTs 1MKIIa CTEPHITM3ALUH, KOT/IA CTEPHIU3YIOLINM areHT yAaIAeTCsa U3 KaMephl
U U3 CTEPUIIM3YEMOM NPOAYKLHHK, HO HEOO3aTeNbHO MONMHOCTRIO AECOPOUPYET U3

OTZAENBHBIX BHJIOB MPOAYKIHMHA (CM. TAKXKe «adparusin»).
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326 CTepHIBbHOCTH (sterility): OtcyTcTBHE JKH3HECTIOCOOHBIX

MHKDPOOPTaHH3MOB (CM. « CTCPHIIH3AIIHS ).

IIpumeuanune — Ha mnpakTHke HEBO3MOXKHO JOKa3aTh aOCOMIOTHOE

OTCYTCTBUE MHKPOOPTAHU3MOB.

3.27 crepuabHblii  (sterile): He  comepxammii  >KH3HECTOCOOHBIX
MHKpPOOPTraHU3MOB.
3.28 crepumsamms  (sterilization): BammmmpoBaHHBIH npomece Uit

OCBOOOXKIEHUA TMPOAYKITAA OT JKHU3HECTOCOOHBIX MHKPOOPIraHUu3MOB.

IIpumeyanue — [Ilpupoma rubenmud MHMKPOOPraHM3MOB B HpoLEcce
CTEPUITH3AIMH OMHCHIBAETCA SKCIIOHEHIMATBHON (yHKIMeH. [103TOMY MOKHO TOBOPHTH
TOABKO O BEPOATHOCTH MPHCYTCTBHA MHKPOOPTaHM3MOB Ha OO0, OTHAENBHO B3ATOM
€IHHHUIIC TPOAYKLHH. BepoaTHOCTh MOKET OBITh OYEHb MAaJIOH, HO OHA HHKOTAA HE
MOXET DPAaBHATHCA HYJIO. BeposATHOCTP MOXKeT OBITh BBIPAKEHA B BHAE YPOBHA

obecnieuenus crepunbHocTd (YC).

329 yposenb olecneueHusi crepmibHocTH — YC (sterility assurance
level — SAL): BeposTHOCTh HATMUMs >KH3HECIIOCOOHOTO MHKPOOPraHu3Ma Ha

€JIMHUITE TPOAYKIIUH MOCIIe CTEPUITA3AIINM.

MpuMedyaHnue — YPOBEHb CTEPUIBHOCTH OOBIYHO BbIpaxkaeTcs Kak 107,

3.30 pmka crepummsanuu (sterilization cycle): O6padoTka B TepMETHUHOM
Kamepe, BKITOYAIOWIas YHAleHWEe  BO3AyXa, KOHAMIHOHUPOBaHWE (IpH
WCIIONb30BAHNH), BBEICHHE CTEPUIIM3YIOLIErO areHTa, BBIAEPKKY B OKCHIE
STHIICHA, YaTeHNe OKCHIA ITHIICHA U MPOMBIBKY (IIPH HCTIOIB30BAHIH ),

331 crepmmmsyemast 3arpyska (sterilization load): IIpemmersi, koTOpBIE
JOJDKHBl CTCPHIIM30BAaTBCA OJHOBPEMEHHO B OAHOM M TOW e Kamepe

crepunmsaropa.
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IMpumeuvanune — CrepunmzyeMas 3arpy3Ka MOKET BKIIOYATh OOJBIIE YEM

OJIHY TIPOM3BOACTBEHHYIO CEPHIO MM TAPTHIO.

3.32 mpouecc crepunmzanmu (sterilization process): Bee cramuu, KOTOpbie
TpeOyroTest, 9TOOBI BBIMOJIHUTH CTEPHIM3ALMIO, BKJIIOYAS [PEIBAPUTEIIHFHOE
KOHIUIIMOHUPOBAHHUE (€CITH UCIIOB3YETCsST), TIMKII CTEPHIIM3ALMH M a9PailHIO.

3.33 monesHblii 00beM Kamepsl cTepusm3atopa (usable sterilizer
chamber volume): MecTo BHYTPH KaMephl CTEpHIM3aTOpa, KOTOpoe He
OTPAHUUCHO (PMKCHPOBAHHBIMH WM CHEMHBIMH YacTAMH (IOAJOHAMH H T. A.) H
KOTOPOE SABJIACTCS, CIICIOBATENBHO, JOCTYNHBIM IS pa3MemeHus 3arpy3ku. OHO
OTIPENENIAETCS BEICOTOM, IMUPUHOM W IITy OMHOMA.

3.34 Ba/mpanus (validation): JlokyMeHTHpOBaHHAs mpoIeaypa
[OJTyYeHHUS, MPOTOKOIUPOBAHNSA W WHTEPNPETALHH PE3YJIBTaTOB, HEOOXOIUMBIX
UL IEMOHCTPAallMM TOTO, UYTO TPOLECC HEM3MEHHO [HaeT MpOIYKIIMIO,
COOTBETCTBYIOIIYIO OTPEACTICHHEIM TEXHHUESCKHM TPSOOBAHHUAM.

[Ipumeuanue — DBamugauusa paccMaTpuBacTCa KaK €AMHBIA IpoLEcC,
KOTOpL]I‘;I COCTOUT W3 KOMHMCCHOHHOM TOPOBEPKH M aTTCCTAIlAH OKCIUTYaTHPYEMOIO

060pyZ[OBaHI/I$I. CooTHOIICHHUS MCXKAY OTUMHU NOHATHAMH NOKAa3aHbl HWXKC.

Banugauua
KomuecuouHan ATTRCTALMA SHCHNYATHPYEMOrD
npoeepxka obopynosanus
| |
ATTECTEUMR BKCANYRTUPYEMOTD ATTECTaUHR IKCITYATURYEMOD
SEOPYROBAHHA NQ DUIKHECKUM  OBOPYLOBAHNS N0 MUKPEBHONAMUEcKAM
XapaKTBpPUCTUKEM XapaKrepMcTHKam

4 OcHOBHBIE II0JI0KCHHS

Tloanexarue CTepUIM3alM MCIUIUHCKUEC HU3OCIIAA  OOJIXKHBL OBITH

M3TOTOBJICHBI B YCJIOBHSX, TApPaHTHPYIOIINX, YTO WX OWOHAarpyska OyneT Bcerna
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HU3KO#H. J|Jia BBIMOTHEHHS 3TOr0 TpeOOoBaHUA HEOOXOIUMO UCIONIB30BAaTh CUCTEMY
KauecTBa, coorsercTBytonyo 1SO 9001 wma ISO 9002.

JIOKyMEHTHPOBAHHBIC NPOLCAYPHl W HHCTPYKIHH, TpeOyeMBI€ COTJIacHO
HACTOSIIEMY CTaHHApTy, cieayer 3(pQexkTHBHO BHEOPATH B COOTBETCTBHH C
Tpebosarmsamu ISO 9001, ISO 9002.

4.1 Tlepconan

JlomxkeH OBITh Ha3HAYCH KBATM(DHIMPOBAHHBINA MEPCOHAN, OTBETCTBCHHBIN
3a oOcimyxuBaHne obGopyaosanus (4.4.1), npoBeieHHE BaNHMAAINH, TEKYIUI
KOHTPOJIb MPOLIECCAa CTEPHITM3AIMN OKCHIOM 3THJICHA M BBIMYCK NPOAYKIHH B
cootBercTBud ¢ ISO 9001 wmm ISO 9002,

4.2 Paspaborka mpomecca CTepHWJIH3ALHM H  COBMECTHMOCTb
NP OIYKIIHH

42.1 o BBeacHHWsS HOBBIX WJIH MNPETEPIEBIINX H3MEHEHHS BHIOB
TPOJMYKIIMKM, YHAKOBKH, Crmocoda 3arpy3kd WM TIpoLlecca CTEPHIM3ALMH
TOUTSKAIMIA BATAIALNH TPOLIECC CTEPHIIA3ALMAA AOJDKEH OBITh 0XapaKTePHU30BaH
U JOKYMCHTHPOBAH. UTOGH BHIMOJHHUTH 3TO TPEOOBAHWE, CIEAYCT MCHONB30BATh
AHAJIOTHYHYIO paHee BAIWAWPOBAHHYIO MPOLYKIHWIO, YHAKOBKY H 3arpysky,
TIPOAEMOHCTPHUPOBAB HX SKBHBAJICHTHOCTb. Jobas JIEMOHCTpALHS
SKBUBAICHTHOCTH JOJDKHA ObITh JIOKYMEHTHPOBAHA.

4.2.2 Tlponyknus W ymakoBKa OOMKHBI 00eCTEUMBATh JIETKOE YJAllCHHUE
BO3/IyXa M NMPOHHKAHHE OKCHJA ITHIeHA W mapa. Ciiefyer onpenenuTh MECTo B
TPOAYKUHH, B KOTOPOM HaHOOIee TPYJHO JOCTHYD CTEPHIBHOCTH.

4.2.3 JlomxHO OBITH TIOKA3aHO, YTO YCTAHOBJIEHHHIH MPOLIECC CTEPUITH3ALMH
He HapymaeT PyHKIMOHATIBHBIX CBOHCTB MPOIYKIHH H €€ YITaKOBKH.

4.2.4 Ecnu noypkHA JIOMYCKAaThes MOBTOPHAS CTEPWIM3ALMA, TO CIEAYET
OIICHATH MOCIIEACTBHA €€ IPOBEACHNS.

4.3 IIpouecc creprm3anuH

[lpouecc  crepunuzanmu  JODKEH  BKIIOYATh  IPEABAPUTENHHOE
KOHIWOMOHHPOBAHHAC W/WIIA KOHAHLHOHHPOBAHHE, LHKI CTCPWIM3ALUH |

a’panmio.
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4.3.1 IlpeapapurenbHOE KOHAUIIMOHNPOBAHHE H/AIH KOHAAITHOHUPOBAHHC

[MpenpapuTembHOE  KOHAWIAOHHPOBAHME HM/WIIM  KOHIMIIHOHHPOBAHWE
BBINIOJIHAETCA B TEUCHHE OMNPEACICHHOrO IepHoda BPEMCHH, YTOOBI IOBECTH
TEMIEPaTypy ¥ OTHOCHTEIIFHYIO BIAXHOCTh B 3arpy3Ke [0 3aJAHHOTO 3HAUCHHA
(em. 3.1).

BnaxxHocTh BO BpeMsl KOHIMLMOHHPOBAHHWS JIOJDKHA CO3/IaBaThCA MoAaveit
mapa B CTEpHIIH3aTOoP.

4.3.2 1lukn crepuin3anuu

L7k CTepUITA3aITAH TOMKEH BKITIOYATh,

a)  yIaJieHHe BO3/yXa;

b)  KOHIWIMOHHPOBAHHE (€CIH UCTOJB3YCTCA),

C)  BBEICHHE CTEPHIIU3YIOMIETO areHTa;

d) noamepkaHHMeE YKa3aHHBIX YCIOBHiA BO BpeMs LHKJIA CTEPHIH3ALHH,

€)  yHajeHHe CTCPHIIM3YIOIIETO areHTa,

f) MPOMBIBKY KaMEpHI CTEPHIIA3ATOPa;

g2)  BBIDAaBHHBAHHC JMaBJICHHA BO3AyXa B Kamepe ¢ arMochepHbM
JTABIICHACM.

4.3.3 Aspamus

Hdna  ofecnieueHuss aj’palud  HU3ZeNHMe JAODKHO  HAXOAWThCI  IPH
OTIpEICIICHHBIX YCIIOBUAX B TEUEHUE OIPEAEICHHOTO Tieproa (ecM. Takke 5.3.4).

Anspanus MOXET OBITH BBITIOJNIHCHA B CTCPHIM3ATOPE W/WIIA B OTICIBHOM
KaMepe WITH TOMEIIEHHH.

4.4 OdbopynoBanme

4.4.1 Cnenyer HOKYMEHTAIbHO O(OPMHUTH TEXHHYECKHE TPeOOBaHMA K
00OpYIOBaHUIO, KOTOPOE HCHOIb3YETCA IS CTEPWIM3AIMKA OKCHJIOM OJTHIICHA,

BKJIFOUAsi 30HY MPEABAPUTEITFHOTO KOHAWITHOHUPOBAHHUS.

Ipumeuyanue — Takwe TexHHUeCKHE TPEeOOBAHMA K KOHCTPYKLHH
CTEPUITM34TOPA MOTYT OBITh YCTAHOBIICHBI MECTHBIMH MITH MEXKIYHAPOIHBIMH OpraHaMu

HITH COOTBETCTBYIOLIEH OPTaHH3ALHMEH 110 CTAHIAPTH3ALHH.

11
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442 VcnoBus XpaHEHWS CTEPWIM3YIOLIETO areHra A0 W BO BpeMs
WCIIOTB30BAHUA JOJDKHBI TapaHTHPOBATB, YTO €T0 KAaYeCTBO M COCTAB OCTAFOTCS
COOTBETCTBYIOIIUMH TEXHHICCKAM TPEOOBAHUSM.

4.5 Kaaubposka

Jomxaa GBITH CO37aHa, HJOKYMEHTHPOBAHA W TOAACPIKUBATHCA B pabouem
cocrosHUH  d(pdekTHBHAsS  cHCTeMa  KaJHOPOBKH  BCEX  YIPABILIOIIMX,
MOKA3bIBAIOMINX W PETHCTPUPYIOMHUX IPHOOPOB, HCHONB3yEMBIX IS BATHIALUK K
TEKyIIero KOHTPOISA TIporecca CTepWwiIM3alnuu. OTa  CHCTeMa  JOJDKHA
cootBercTBOBaTh TpeboBarmsam [SO 9001 myum ISO 9002.

4.6 TexHu4eckoe o0cCIyKUBaAHHE

4.6.1 JlomxHa OBITh OpraHM30BaHa IUTAHOBAA CHCTEMAa TEXHHUIECKOTO
00CITyKHBAHUA B COOTBETCTBHH C ITHMCHMEHHBIMHU HHCTPYKIMSAMH. J[OMKHBI OBITH
OmpeneIeHbl H JOKYMEHTHPOBAHBI COIEPKAHIE U EPUOAMIHOCT KaXKI0H paboTsl
IT0 TEXHUYECKOMY 00C/Ty KUBAHHIO.

4.6.2 Ob6opynosanue (4.4.1) He MONKHO WMCIONB30BATHCS [UTs 00pabOTKH
MEIULMHCKUX M3IEIHH /0 3aBEPIICHUS M JOKYMEHTAILHOrO O(OPMIIEHHS BCEX
paboT 1Mo TEXHUYECKOMY 00CITY KHBAHHIO.

4.6.3 JIoKyMEeHTAaIHs 10 TCXHHIECKOMY 0OCITy )KHBAaHHIO JTOJIKHA XPAHUTHCS
B cootBeTcTBUH ¢ [SO 9001 mmm ISO 9002.

4.6.4 Tlopamok  oOCTyXWBaHHWS,  TPONEAYPHl  OOCIY)KMBaHHSA  H
JOKYMEHTAIMA MO OOCIYXHBAHHIO JIOJDKHEI TEPHOJMUYECKA KOHTPOJIHPOBATHCA

YIOTHOMOYEHHBIM JHIoM (4.1).
5 Baimpanus
5.1 Oo6mmue moJ10:KeHHs
IIpomeaypsl  BaNMOAllMM  JOJDKHBEI  OBITh  JOKYMCHTHPOBAHBI, 2

BaJHIAITMOHHbIE JOKYMEHTHI JOJDKHBI XpaHUTHCA B cooTBeTcTBUM ¢ ISO 9001 mm

ISO 9002.

12
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5.2 KommuccnoHHas mMpoBepKa

52.1 Ilpomemypa KOMHCCHOHHOH MPOBEPKM [OJDKHA II0Ka3aTh, dYTO
TeXHW4Yeckue TpeboBaHMs K  OOOpPYHOBaHMIO IS NPEABAPUTEILHOTO
KOHIWIMOHUPOBAHASA (€CITM WCTIONB3YETCs), 000PYIOBAHHUIO T CTCPHIH3ALNA 1
000PYIOBAHUIO IS a9PAIAN BHINIOITHEHEI.

5.2.2 KoMmuccuoHHas NpoBepka NOJHKHA HAYMHATHCA C KAIMOPOBKHU BCeit
YOPaBIAONMEH, MOKA3HBAOINEH M PETHCTPUPYIOLICH anmapatyphl Ipouecca
CTEPUIIH3ALMH.

5.3 Arrectanusi HKCILUIyaTHPYeMOro o0opyaoBaHusi o (QuU3HYECKHM
XapaKTePUCTHKAM

5.3.1 Artrecramua SKCIUTyaTHPyeMOro oGOpy/OBaHHS 10 (HH3HMIECKHM
XapaKTePUCTUKAM  JIOJDKHA  BBIIOJNHATHECA TPH BBEACHAW HOBBHIX  HIH
MIPETEPIEBIINX U3MEHEHHE U3IENHH, YIAKOBKH, crocoba 3arpy3ku, 000py TOBaHHUs
WY [IapaMeTpoB IPOLECCa, €CIH 3KBUBAJICHTHOCTh C PAaHEE BAIHMIMPOBAHHBIMHU
M3IEeTIMEM, YHAKOBKOH MM crmocoOOM 3arpy3Kdm HE JIEMOHCTPHPOBANACH.
JleMOHCTpaIust SKBUBAJICHTHOCTH JOJDKHA OBITh TOKYMEHTHPOBAHA.

5.3.2 Uznenue, wucnonbzyemoe UiA aTTECTALMH  3KCILTYyaTHPYEMOTo
obopymoBaHus IO (PU3MYECKUM XapaKTEPUCTHKAM, JOJDKHO OBITH YIaKOBAaHO Tak
JKe, KaK OHO OYA€T yIaKOBBIBATHCS IPU CTEPIITH3ALIIH.

5.3.3 MakcuManbHOE  BpeMs, TPOIICANIEe  MEXAy  3aBepIICHHEM
[PEABAPUTEIBHOIO KOHAMIMOHUPOBaHMs (€C/T MPUMEHSETCS) M HAYaJoOM [HKJIA
CTEPHIIM3ANIH AOJLKHO OBITh YCTAHOBJICHO M JOKYMEHTHPOBAHO.

5.3.4 Artrecramms skcmTyatupyeMoro obopydoBanus 10  (DU3HYSCKAM
XapPaKTEPHUCTHKAM [IOJKHA AEMOHCTPUPOBATH:

a) YTO MO OKOHYAHWIO YCTAHOBIEHHOTO BPEMEHH MPCABAPUTEIHHOIO
KOH/IMIMOHUPOBAHASA CTEPHIM3AIMOHHA 3arpy3Ka HAXOIUTCAd B Mpeaenax
3HAQUCHHWH TEMITEPATYPHl M BIAKHOCTH, YKA3aHHBIX B TEXHUYCCKUX TPEOOBAHHUAX
HAa MpPEeABAPHTEIbHOE KOHIUITHOHHPOBAHUE,

b) 3aBHCHMOCTP MEXAY BIAKHOCTBIO M YBEJIMYCHHEM JIABJICHHS

MOCTYIUICHHS T1apa;
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C) YTO TOCTYIUICHHE CTEPHIM3YIOIIEr0 areHra B Kamepy co
CTEPHIM3YEeMOH 3arpy3Koii TIPOM3BOAMTCS B TpEeaXx 3HAYEHHH TEMIIEPATypPhl U
BJIQYKHOCTH, YKa3aHHBIX B TEXHUYECKUX TPEOOBAHMSX HA MPOLECC CTCPHITH3AINM;

d) uro ra3o00pasHBI CTEPWIM3YIOIMI areHT MOCTYMaeT B KaMmepy
CTEPUIIH3ATOPA;

€)  4uTO TeMIepaTypa, BIAKHOCTH W APYTHC Mapamerpsl (TaM, TAe OHU
HCIOJIB3YIOTCA) HAXOAATCA B TpEAeNax 3HAUYEHHi, YKAa3aHHBIX B TEXHHUECKHX
TpeOOBaHMAX Ha IPOLECC CTEPUIIU3ALINIL

f) 9T0 (DU3HMUECKHUE YCIOBHUA, YCTAHOBJICHHBIC [UIA CTEPHIIH3YEMOii
3arpys3Ku, MOIEP)KUBAIOTCS B TEUEHHE BCETO BPEMEHH KCIO3ULINH;

g) uTO B TEUEHHE adpallii CTEpHIIN3yeMas 3arpy3ka HaXOOUTCSH B
mpezernax yCTaHOBICHHOTO IHANa30Ha TEMIIEPATyPHI.

5.3.5 Tlocme adpauii B  COOTBETCTBHHM C  JOKYMEHTHPOBAaHHBIMH
METOAMKAMU HOJDKHBEI OBITH OTIPEAeNeHBl YPOBHH OCTaTOYHOTO OKCHIA 3THIICHA
W/WITA TIPOIYKTOB €T0 PEaKLHK, YTOOBI MOKa3aTh, 9YTO 3TH YPOBHH MOCIE a3paliu
HIKE YCTAHOBIJICHHBIX MTPEIEIIOB.

5.4 Arrecrauus IKCILIyaTHPYEMOT0 oGopyaoBaHus no
MHKPOGHOJIOTHYECKHM XaPAKTEPHCTHKAM

5.4.1 Arrecrauus SKCILUTYyaTUPYEMOTO 0060pyaOoBaHUA mo
MHKPOOHOJIOTHUCCKAM XaPaKTCPUCTHKAM JOJKHA BBHIONHATHCA MPH BBEACHHH
HOBBIX WJIH IIPETEPICBIINX H3MEHCHHUS H3ICIHIA, YIAKOBKH, crocoba 3arpys3KH,
00OpYyHOBaHUS WITM TMapaMeTPOB TMpONECCa, €CIM HSKBUBAJICHTHOCTh C PpaHEe
BAJIMVPOBAHHBIMEA  W3JCJIMEM, YMAKOBKOW WM cmoco0OM  3arpy3km  He
JIEMOHCTPUPOBAach.  JleMOHCTpauus  SKBHBAICHTHOCTH  JOJDKHA  OBITH
JIOKyMCHTHPOBAHA.

5.4.2 CootBercrBHe OHMOIOTHYECKHX  WHAWKATOPOB  JOJDKHO  OBITH
YCTaHOBJICHO U JOKYMCHTHPOBAHO.

5.4.3 U3zpenue, ucnoib3dyemoe U1 MAKPOOHOIOTHUECKOH OLIEHKH PaboThI

000py10BaHuUsA, TOJDKHO OBbITh YIIAKOBAHO TaK K€, KAK M JUIsl CTEPHIIM3ALIMH.
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5.4.4 Arrecrauus JKCILTyaTHPYEMOT O 000pyIOBaHUS no
MHUKPOOHOIOTHIECKAM XapaKTEPUCTAKAM JIOJDKHA JIE€MOHCTPHPOBATH
SKBHBAJICHTHOCTh TMpOIECCa IS CTEPWIH3AlMM W3ACUNA  HHAKTUBALMEH
OMOIOrMYEeCKUX MHARKATOPOB B cooTBeTcTBUM ¢ ISO 11138-1.

OTH MHIUKATOPHI TOJDKHBI OBITh TIOMELICHB B XapaKTepPHBIE MECTa 1O BCEMY
00BeMy CTEPUIM3YEMOH 3arpy3kd NpW YCJIOBHUHM BbIOOpa HapaMeTpoB IHMKIIA,
NPHBOIAIIMX K MCHBINCH JIETAJIbHOCTH, YeM B OOBIUHOHN SKCIUIyaTalyd ¢ TeM,
yTOOBI TIPH MPHUMEHEHUU YKA3aHHOTO LUKJIA CTEPIIN3ALUH JOCTUTANACh FapaHTHA
CTEpUWIBHOCTH.

5.4.5 Ecima  ycrpoiictBo mid  ucneitandd  d(dexruBHOCTH mporecca,
MOJIEJTUPYIOIIee HU3ICIHE, NOJKHO HCMOJNb30BaThbCs NMPH TEKYIEM KOHTpOJiE B
KOMOHHAIMN ¢ WHAWKATOPAMH IJIA CTEPMIM3ANUN OKCHJIOM 3THJICHA, TO JOJDKHO
OBITH MOKA3aHO COOTBETCTBHE 3TOTO YCTPONCTBA CBOEMY HA3HAUEHHIO.

5.4.6 Mumaxaropsl UIS CTEPUIN3AIAN OKCHIAOM OJTHJIEHA MOJIKHBI OBITH
TTOMEIICHBI B CTEPIITH3Y EMYIO 3arpysKy JI0 MpeaBapUTENHLHOTO
KOH/IWITMOHUPOBAHUS (€CITM OHO HMCIONB3YyeTCA) U OCTAaBaThbCd TaM B TCUCHHE
[UKITA CTCPIIN3AIHH.

5.4.7 buonarpyska  w3denws ~— JOODKHA ~— OBITh  YCTAHOBIICHA W
JOKYMEHTHPOBaHa.

5.5 CBuzerelnLCTBO 0 BAIHIAINH

5.5.1 BammpanmoHHBIA MPOTOKOJ (OTUET) MO/DKSH OBITh JOKYMEHTHPOBAH.
JlaHHbIe MOKHBI OBITH TOMIHCAHEI JIAIIAMH, OTBETCTBEHHBIMH 3a ITTOATOTOBKY,
pPaccMOTpEHNE U YTBEPXKIACHUE TPOTOKONA. BaavmaIriMoOHHBIH MPOTOKOM NOJKEH
xpaHuThes coryiacHo 1SO 9001 unu ISO 9002.

5.5.2 BamupammoHHBIIT TIPOTOKON [JOJDKCH BKJIIOYATH M3AENHE, JUIA
KOTOPOTO MPOBOJUTCS BAJIMAAIMS, WM CCHUIKY HAa HEr0 U JOKYMEHTHPOBAHHBIC
TEXHWYECKHE TpeOoBaHMA K TMPOLECCY CTEPUIM3ALMHU OKCHAOM STHJICHA.
BanupauuoHHBIH TPOTOKON AO/DKEH TAaKXKe BKIIIOYATh CICAYIOIINE MapaMeTphl H
JIONYCKH Ha HUX:

5521 IIpensapuTesHOS KOHAUIHOHAPOBAHKE (€CIH HCTIONB3YETCA):
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a)  BpeMs, TeMIeparypa, BIIaXKHOCTb,

b) MuHHManTBHAA TeMmeparypa H3ACNWA, JOMyCTHMAas Mg Havanaa
MPEIBAPUTENBHOTO KOHUIHOHHPOBAHHS;

¢) cmocod W pasmeNieHWe wW3AeAWi B 30HE MPEABAPUTENHHOTO
KOHAHUIIMOHAPOBAHHS,

d) TeMmmeparypa M BIAQKHOCTb CTCPHIIH3YEMO# 3arpy3Ki;

€)  MaKCHMaJbHOE€ BpEMs MCKAY OKOHYAHHEM MPEABAPUTENBHOTO
KOHAWULIMOHUPOBAHHS U HAYaJIOM IIMKJIA CTEPHITH3AIHH.

5522 Konmuumonuposanue, eciiu ucnons3yercs (4.3.1):

a)  HaAvYaIbHBIA YPOBEHb BakyyMa (€CHIH HCIONbL3YETCsS) W BpeMs, 3a
KOTOPOE OH JIOCTUTAETCH,

b)  Bpems BBLAEPKKHU MO BaKYyyMOM;

c) BpeMs, TEMIIEPATYpa, JaBIICHUE U BIAKHOCTD,

d) TeMmmepaTypa H BIQXXHOCTh CTEPHIH3YEMOI 3arpy3KH.

5523 Crepunuzanus:

a)  TIOBBINICHHE JABJICHWS BO BPEMs MOJAYM CTEPHIIM3YIOIIETO arcHTa,
BpEMS IT0JAUH CTEPHITH3YIOMICTO ar¢HTAa H KOHEYHOE IABIICHHE,

b)  KoHIEHTparws OKCHAAa OTHIICHA, OMpEACIeHHAas HE3aBHCUMO OT
YBEJIUYEHUs JABJIEHUA C MCIOJIB30BAHMEM, IO KpailHell Mepe, OAHOTO u3
CISAYIONHX (PaKTOPOB:

1) Macca HCIONb3yeMOr0 CTEPUITU3YIOIIErO areHTa,
2) 00beM HCIONTB3yEMOT0 CTEPHIN3YIOIIETO areHTa,
3) TIpSMO# aHaIU3 Ta3a B KaMepe CTePUITM3aToPa,;

c)  TeMmeparypa B KaMepe CTEPHIIN3aTopPa,;

d)  Bpems BO3IEHCTBUSA CTEPUIM3YIOLIETO areHTa (IKCIIO3UITHS);

€)  TeMmmepaTrypa CTEPIWIN3yeMOU PO Ly KINH.

5524 Absparus:

a)  BpeMs U TEMIIEePaTypa;

b)  u3MeHeHHe HaBJICHHUS B KaMepe W/MIK MOMENIEHHH TS a’pauuu (€ciu

oHo u3Mensiercs) (cM. 4.3.3);
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C)  KpaTHOCTh OOMEHA BO3AyXa WM JAPYroro rasa;

d)  Temmepatypa aspHpyeMOil IPOIYKIIHH;

€)  cnocob 3arpy3ku M pasfeieHHe W3Jeuil B KaMepe WIIH MOMEIICHHH
JUISL adpalny.

5.6 Peaysmgauus

5.6.1 Banmmanmsa u faHHBIC JIO00H MOCIHCAYIOMICH PEBANMMALIMH JTOJKHBI
nepecMaTpuBaThCcs, MO KpaWHeH Mepe, €XErogHo, Mpd HSTOM 00beM
PEBANUAAMOHHBIX HCCIIEAOBAHUN NOIDKEH OBITH OMpENeNicH W JTOKYMEHTHPOBAH.
MeToauku  TpoBEpKM ~ BaNWJAlM M PEBAIMJAUMW  JIOJDKHBL  OBITH
JOKYMEHTHPOBAHBL, a PEBAMIAIMOHHBIE OTYETHI JOJDKHBI COXPAHATHCA.

5.6.2 PepanupauMOHHEIA OTY4ET AOKEH OBITH JOKyMEHTHpoBaH. OTder
JOIDKEH OBITh MOJAMMCAH TEM K€ CaMbIM YMOJIHOMOUYEHHBIM, KOTOPBIi IOTOBHI,

IIPOBEPAT U NPUHUMAN EPBOHAYATBHBIH BAIMIAUMOHHBIH 0TYeT (5.5).

6 YnpasieHue npoueccoM H KOHTPOJIb

6.1 YroObl moOKa3aTh, uTO TEXHUUECKHE TPeOOBAHUSI K MPOLECCY
CTEPHIM3AaMK OblIM BBIONHEHBI, CIEAyeT HOKYMEHTHpPOBAaTh M COXPAHSThH
JAHHBIE [T KaX/I0T0 [UKIA CTEPUIN3ALNN. OTH JaHHEIE JOIDKHBI BKJIOYATh!

a)  TeMmepatypy W  BI@KHOCTH B  30HE  TPEABAPUTENHHOTO
KOHAUIMOHUPOBAHUS (€CIIM HUCIIONB3YETCs), N3MEPEHHYIO U 3apericTPUPOBAHHYIO
B MeCT€, TA¢ Haubosee TPYAHO NOCTUYb 3HAYCHUH 3aJaHHBIX TapaMeTpPOB;

b)  Bpems Hauama ¥ OKOHYAHHS MPEABAPUTEIBHOTO KOHAUIIMOHUPOBAHUS
(ecu MCIOB3YeTCs) IS KAXKIOM CTEPIIIH3YEMOM 3arpy3Ku;

Cc)  BpeMs HayaJia HHKJIa CTCPHITH3AINH CTCPHITH3YEMO#t 3arpy3Ku;

d) Temmeparypy u AaBlicHHE B KaMepe B TCUCHHE IUK/IA CTEPHIH3AIINH,
H3MEPEHHBIE B XaPaKTEPHbBIX TOYKAX KaMepBhI,

€)  MOATBEPXKJICHHE TOro, YTO Ta3000pa3HEBIi CTCPHIM3YIONINIA areHT ObLT

TOJAAaH B KaMepy CTEPUIIN3aTopa;
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f) KOJIMYECTBO HKCTOJIB3YEMOr0 OKCHIAA ATHJICHA WM KOHIEHTPALHIO
OKCHJIa STHJICHA B KaMepe,

g)  BpeMs SKCIO3HILINH,

h)  Bpems, TeMmmepaTypy, U3MEHEHHE NABJICHUS (€CITH MCHAETCA) /M
KPAaTHOCTh BO3/{yX000MeHa (€CJIH MCITONIB3YETCs) BO BPEMS adpaliui;

i) PE3yNbTAThl MCMBITAHUS MHANKATOPOB Ul CTEPUIIM3ANUH OKCHAOM
atuiieHa (6.3).

6.2  Bce oTueTsl AOJDKHBI XPaHUTHCA B cooTBeTcTBHHU ¢ ISO 9001 mmm ISO
9002.

6.3 Mumukaropsl s CTSPHIH3ALNN OKCHJIOM 3THIICHA, pereHepaTuBHASA
cpema ¥ YCIOBHS KYJNbTHBHPOBAHHS, KOTOpPbIE OOBIYHO HCIONB3YIOTCA TIPH
KOHTpOJIE MpPOILECcCa CTEPUIIM3AIMK, AOJDKHBI cooTBercTBoBark ISO 11138-1 u
ISO 11138-2.

6.4 Crenyer npoBOmWTH OLIEHKY OWOHArpy3kd uepe3 ONpeHeNeHHBIC

HUHTEPBAJIBL.

7 Breinyck npoxyxuuu

7.1  OOBbIYHBIH BBIITYCK NPOAYKLHU

7.1.1 Crnemyer MOKYMEHTHPOBATH KPHUTEPHH, HCIONB3YyEMBIE U KaXJOH
CTEPIITN3YEMOI 3arpy3KH, 0 KOTOPBIM OIEHWBACTCS IMPOLIECC CTEPWIN3ALUN. DTH
KPUTEPUH JOJDKHBI BKITIOYAT:

a)  COOTBeTCTBHE TPSOOBAHMUAM K (PU3NUECKHM IMapaMeTpaM LUKIIA;

b)  oTcyrcrBHe pocTa TECT-MHKPOOPraHM3MOB HA WHAMKATOpAxX A
CTEPIIN3AIIMH OKCHIIOM STHJICHA TOCNe HHKyOanuH (6.3).

7.1.2 Tlpomykums MO/DKHA OBITH NMPU3HAHA HETOOHOM M C HEH JOJKHBL
MPOU3BOAMTHCA AciicTBHs B cooTBercTBHU ¢ 1SO 9001 wm  ISO 9002, ecm:

a)  Gmuueckuii mapaMeTp LHKIa HAXOAWTCA BHE YCTAHOBJIEHHBIX

JOKYMCHTaMHU IIPEACIOB U
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b) mobas KynpTypa o00pabOTaHHOTO OHOJOTHYECKOTO WHIMKATOPA
TTOKA3BIBAET POCT TECT-MUKPOOPTAHU3MOB.

7.2  BeInmyck no 3HA4YeHUSIM NIAPAMETPOB

IMpumeuanue — HacrosAimuii myHKT J0OABNAET W/HIM U3MEHIET TPeOOBAHHA

pas3aenos 4—6 u nyHkTa 7.1, KOria UCMOIb3YETCs BBIIYCK II0 3HAYEHUAM IIapaMeTpOB.

7.2.1 Artrecranus JKCILTyaTHPYEMOT 0 00opynoBaHUs o
MHKPOOHOJIOTHISCKIM XapaKTEPUCTHKAM

B nononmnenwe k 54 paerca cieaymomiee TpeOOBaHME: aTTECTALIUA
IKCTUTYaTHPYEMOTO 000pYJIOBaHHSA TIO MHKPOOHOJIOTHUCCKHAM XapaKTEPHCTHKAM
JOJDKHA OBbITH BBHIMOJHEHA ONPEACIICHHEM JIETANBHOCTH LHKIA METOAOM A
(7.2.1.1) wma metomom B (7.2.1.2).

Ecnmu panga  sroro mporecca CTEPUIM3ALMK  UCHONB3YIOTCA  Apyrue
CTEpUJIN3aLMOHHBIE KaMephl, KOTOPBIE JAlOT T€ K€ caMble IapaMeTphl mpoliecca,
OHM [OJUKHBI OBITH TOABEPrHYTHI MOJHOW AaTTECTANMH B SKCIUTyaTalldd MO
(hI3UYECKUM XapaKTepUCTHKaM JTH00:

a)  TeM K€ METOJOM, KaK W MICPBOHAYAIbHAS KaMepa Wt

b)  wucmomb3ys yMEHBILEHHBIM OOBEM ATTECTALMH HKCILIyaTHPYEMOro
060pyoBaHUSA IO MUKPOOHMOJIOTHIECKUM XapaKTEPUCTHKAM, KOTOPbIH JIOCTAaTOYeH
JUTSL TOATBEPXKACHHS TPeOyeMOro YPOBHS JISTAIbHOCTH LIUKIIA.

7211 Metoa A: mOCTpoeHUE KPUBOH BBIKHBAEMOCTH

JleTanbHOCTh LIMKJIA CTEPWIM3ALMKM ONPEIACIIACTCA TMOCTPOSHHEM KPHBORM
BEDKHBAEMOCTH c HCIIONIb30BAHHEM PSAMOTO cuera BBDKHBIITHX
MHKPOOPTaHU3MOB.

Ha xpuBoii BBDKMBAEMOCTH JOJDKHO OBITh HE MEHee IMATH TOYEK,
COOTBETCTBYIOINIMX CTYMCHYATOMY IOBEHINICHUIO BPEMEHH BO3JCHCTBHUS OKCHIOM
JTUCHA, NIPU 3TOM BCE APYIHE IapaMeTpbl OCTAIOTCS MOCTOSHHBIMU. JlOymKHA

OBITh onpencicHa HHAHAIbHAd KOHTaMHHAIUA OMOJTOTHYECKIX HHAUKATOPOB (B
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HyJI€BOM TOUKE BpPCMCHH HAa KPHUBOM BBDKHBAEMOCTH), KOTOPbIE OBLIH
MOJBEPTHYTHI BCEM CTAIMAM ITHUKIIA, KPOME BO3IEHCTBUSA OKCHIOM THJICHA.

JlaHHEIE TIO3BOJSIOT BHIUHCIWTH BPEMS BO3JCHCTBHS OKCHIOM JTHIICHA,
HEOOX0IMMO€E I TOTO, YTOOBI TOCTHYEL OMPEACTICHHONW BEPOSTHOCTH BBIKUBAHUS
TECT-MUKPOOPTaHU3MA.

7212 Meroa B: Metoa oTpunatensHON 10IH

WHpukaropel misd  CcTepuiM3aluy  OKCHIOM OSTWICHA [JOJDKHBI  OBITh
TIOABCPTHYTHl BO3MACHCTBHIO OKCHIOM STHJICHA TPH CTYNECHYATOM YBCIHUCHUN
BPEMEHHU JKCIIO3UINH, TIPA 3TOM BCE OCTAIBHBIE APAMETPHl JOHKHBI OCTABAThHCS
nmocTossHHEIME. [lociie BO3MEHCTBUSA OKCHMAOM ATHJICHA 00paslbl MOABEPTAIOTCS
HCIIBITAHUIO TIPSIMEIM IIOCEBOM B COOTBETCTBYIOIIYIO THUTATCILHYIO Cpeay.
Benercs moacuer o0pasIioB, MOKa3aBIIMX OTCYTCTBHE POCTA TOCIE WHKYOAIlWH.
OKCIEpUMEHT JIOMDKEH OXBaThiBaTh HE MEHEE CEMH OTPE3KOB BPEMEHHU
BO3/IEHCTBUS OKCUIOM 3THJIEHA, B KOTOPBIX UMEETCH:

a) He MeHee omHoro Habopa, TJAe BCE TMPOBEAECHHBIC 00pa3IbI
MOKa3bIBAIOT POCT;

b) He MeHee 4uYerbipex HabOpPOB, TAe ecTh J0Jii 0OpasioB,
MOKA3bIBAIOLINX POCT (CueTHas 001acTh ),

c) HE MEHee IByX Ha0opoB 00pasmoB, I'ic pocT He HaOmo1aeTcs.

Benmuunna D Moxet ObITh paccuMTaHa, HCXO/S U3 MOMYUEHHBIX Pe3yIbTaToOB
C WCIOJIb30BAaHMEM MeTofa, omucanHoro B B.7. Ha ocHoBanum BemwuwHbl D
MOXET ObITh PACCUMTAHO BPEMs BO3JICHCTBHUSA OKCHJIA STHJIEHA, HEOOX0aUMOe IJis
JIOCTHKEHHS YCTAHOBJICHHOM BEPOSTHOCTH BhIXKHBAHHA TECT-MHKPOOPTaHH3MA.

7.2.2 CBHAETENHCTBO O BANHIAIAH

TpeboBanue, ykazaHHoe B 5.5.2, 3aMEHEHO CJICOYIOIIHAM: BaJTHAAHOHHBIH
MPOTOKOJI JIOJDKEH COAEPKaTh JOKYMEHTHPOBAHHBIC TEXHHUYCCKHE TPeOOBAHUA K
MPOILIECCY CTEPHIN3AMA OKCHJIOM OSTWJICHA MM CCBUIATBCI HA HHX. OTH
TpeOOBaHUA JOJDKHBI BKJIIOYATh OMHMCAHWE KOH(HUTypalM 3arpy3kd KaMephl, a

TAK)X€ 3HAYCHUA CIICAYIOMUX MApaMETPOB U IOMMYCKA HA HUX.
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7221 IIpensapurenbHOE KOHIULUOHHPOBAHWE, €CITH HMCIONB3YETCS
(4.3.1):

a)  Bpems, TEeMIeparypa u BIaKHOCTD;

b) MuHMManbpHasd TeMmmeparypa TPOAYKUHH, paspemeHHas mIa TOro,
9TOOBI HAYaTh NMPEBAPHTEIFHOS KOHTMIIMOHAPOBAHHIE,

¢)  cnocob 3arpy3Ky W pas3JeieHne MPOAYKIMH B 30HE TPEABAPUTEEHOTO
KOH/UIIMOHAPOBAHNS,

d)  TeMmeparypa M BAQKHOCTh KXKAOH CTEPHIIN3YEMOH 3arpy3KH;

€)  MaKCHMaJbHOEC BpEeMs MEXKAY OKOHYaHHEM MPEABAPUTEIBHOTO
KOH/UIIMOHUPOBAHHS U HAYAJIOM IWKJIA CTEPHITH3AIHH.

7222 Konmuunonnposanwue, ecm uenonbsyercs (4.3.1):

a)  HavaubHBIA YpOBEHb BAaKyymMa W BpeMsi, MPUHATOE JUIi €ro
JOCTHKEHHS,

b)  BpeMs BBELAEPKKH MO BAKYYMOM;

C)  BpeMi, TEMIIEpPATypa, JaBJICHHE, BIAKHOCTD;

d)  Temmneparypa M BIaXHOCTh KaXIOH CTEPHIN3YyEMO#l 3arpy3KH.

7223 Crepumu3anms.

a)  TOBBIIICHWE JAaBJIEHUSA BO BPEMs MOJAYM CTEPIIM3YIOILETO areHTa,
BPEM IIOJIaul CTEPHIM3YIOLLIETO areHTa 1 KOHEYHOE JIABJICHNE,

b)  KOHUIEHTpauWs OKCHIOAa OJTHJEHA, ONpEAeNieHHas Ha OCHOBAHUH
TIPSIMOTO aHaJIM3a aTMOCQEPHI KAMEPHI,

c)  TeMmeparypa KaMephl;

d)  Temmeparypa CTEpPHIM3YEMOH 3arpy3Ky,

€)  KONMYECTBO IMOAay CTEPWIM3YIOUNIETO areHTa B TEUYCHHE BPEMECHH
HKCIIO3UINH (KOT/Ia TPUMEHACTCA),

f) BPEMS SKCIIO3HIINH.

7224 Absparms:

a)BpeMs M TEMIIEPaTypa,

b)  u3McHeHWe AaBJICHHA B KaMepe WIN B IOMEINCHUH T a3Pallil (€CIn

OHO U3MEHACTCA),
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C)  KpaTHOCTh OOMEHA BO3AyXa W/ APYTOTO rasa;

d) Temmeparypa CTEPHIH3YyEMOIA 3arpy3KH.

7.2.3 PeBamupanus

IIpuBogures cneayrouiee TpeGoBaHUE B TOMOJHEHAE K TEM, UTO JaHbI B 5.6.

Pepanmmarms mpomecca CTEPWIM3ALUMH JOJDKHA BKJIIOYATh OBTOPHYIO
aTTECTAIMIO  SKCIUTYaTHPYeMOro OOOpYAOBAaHHA 1O MHKPOOHOIOTHYECKHM
XAPAKTEPUCTHKAM.

7.2.4 Tekywwuii KOHTPOJIb H YIIPABJICHHE

Tpebosanme, ykazanHoe B 6.1, 3aMEHEHO CJIeIYIOIHM.

JlaHHBIE O KaXKIOM UK CTEPIIH3ALNHN JOJDKHBI ObITh 3apErUCTPHPOBAHBI
U COXPaHCHBI [UIA TIOATBEPXKACHHA TOTO, UYTO BCE TEXHHUCCKHE TPEOOBAHHS K
NPOLECCY CTEPIIM3ANUHA OBLTH BHIITOJMHEHBI. JTH JAHHBIE JOJDKHBI BKITIOYATh, IO
KpaiiHeil Mepe, Cleay oIy HHGOPMALHIO:

a)  TeMmeparypy M BIQKHOCTB B  30HC  HPCABAPUTEIHHOIO
KOHIUIHOHUPOBAHKA (€CIH OHO HCMOJNB3YETCsA) B MECTax, I/ic HanboJiee TPy IHO
JOCTHYB 3aIaHHBIX MTApaMeTpPOB;

b)  Ttemmeparypy B CTEePHIIH3Y EMOH 3arpyskeé  BO  BpeMd
IIPEABAPUTEIIBHOTO KOHANITMOHUPOBAHKS,

C)  BpeMsd Hauaja M OKOHYAHHS NPEABAPUTEIHHOIO KOHIMIMOHAPOBAHMS
(ecu mCoONB3yeTCA) IS KAKION CTCPHITM3YEMOM 3arpys3KH;

d)  Bpems Hauaya OUKJA IS KOKIOH CTEPHIH3YEMOI 3arpy3KH;

€)  BpeMsd, NpOIIeAlee MEXKAy OKOHYAHHEM  IMPEABAPUTENIBHOTO
KOHIUIIMOHHUPOBAHHUS W HAYAJIOM IIHKJIA CTCPHIIM3AIHH,

f) TEMIEepaTypy B CTEPWIH3YEMOH 3arpy3ke BO BpeMs ITHKIA
CTEPHITH3ALUH;

g2)  BIAXHOCTh BO BpeMS KOHIHIIMOHWUPOBAHHSA (€CIH HCITONB3yeTcs),
onpenencHHas NPAMBIM H3MEPEHHEM;

h)  nmaeneHue B Kamepe BO BpeMs LUKIIA CTEPUITH3ALMH,

i) TEMIIEPaTypy B KaMepe, KAK MUHHMYM, B IByX TOYKaX;
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j) TOATBEPKASHHME TOTO, YTO Ta3000pasHbBIil CTEPHIIM3YIOMMI areHT OBLI
TIo/IaH B KaMepy CTEpPUIN3aTopa;

K) KOHLUGHTDAIMIO OKCHAA OJTHIEHA B Kamepe, OMNpeIeieHHYI0
AHATUTHIECKAM METOIOM;

1) BpeMst CTEPIIM3ALHOHHOM BBIIEPIKKH;

m) BpeMs, TEMIEpaTypy, H3MEHEHHE JaBJICHUS (eCITH KakoH-Tu00 mapaMeTp
H3MeHAeTCA) WK (€CId HCTONIb3YeTCA) NCHCTBHE CHCTEMBI MPHHYAUTEIbHON
BEHTWIALIMM BO BPEMS adpaluy,

Nn) TOATBEPXKJACHWE TOTO, YTO CHCTEMAa LMPKYIAIUM (TIPU HATHINAH)
paboTana Bo BpeMs KA CTEPIITN3AINH.

TpeGoBanue 6.3 He TPUMEHAETCS, KOTNA WCIIONB3YETCA 3aKIOUEHHE IO
3HAUYEHHUAM [TapaMeTPOB.

TpeboBanus, ykaszanHsie B 6.2 1 6.4, IpUMEHSIOTCA.

7.2.5 BrITyCK TIPOXYKITHH

TpeGoBanue 7.1 He mNPUMEHACTCS, €CJIA KCMONb3YETCsA BBIIYCK IO
3HAYECHUSAM ITApaMETPOB.

IIpomyxumsa momkHa OBITH MPH3HAHA HETOMHOM, W MOCIEAYIOIHUE JEHCTBHA
C Hell MO/DKHBI MPOBOAMTHCA B cooTBeTcTBHH ¢ ISO 9001, ecrm ¢dumsmueckue
MapaMeTphl LMKIA HAXOAATCA BHE YCTAHOBJIECHHBIX AOKYMEHTAMH JOMYyCTHMBIX

OTKJIOHEHHIA.
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[punoxenne A
(cipaBouHoe€)

OO0uue acneKTs CTEPUIH3ALUN

Ilpu crepunmsanyu OKCHAOM STHIICHA HE0OX0MMMO oOpamars BHUMaHHE HA

CleAyIONHe OOIIHE aCTIEKTHI.

HpHMC‘IaHHC — Pa3gens1 HacTosmmero CTaHJapTa, K KOTOPBIM OTHOCATCA
PCKOMEHOAHHA  3THX l'lpHJIO)I(CHHﬁ, 0003HAYEHBI HOMEPOM ITyHKTa B KBaJPaTHBIX

CKOOKax.

A.1 Ilepconan

YpoBeHs KkBanuduKanmh, OOyYeHHS H OINbITA IEPCOHANA 3ABUCHT OT
BEITIONHAEMOI pabotel. OOniee pyKOBOACTBO MO OOYYEHHIO KAK YaCTH MOJIHOM
cucTeMsl o0ecnieyeHns kagecTsa gaercsa B 1SO 9004-1.

Ilepconan jgomkeH mpoliTH OOydYeHHE W HMETh  HEOOXOIMMYIO
KBaTH(UKALHIIO, €CITH OH BBIMOJIHAET CIIEAYOMINE (DYHKIHH:

a)  MHUKPOOHMOJIOTHYECKHN KOHTPOJIB,

b)  MoHTax 00OpyAOBaHMS;

C)  TexXHHUecKoe 00Ciyx HuBaHHE 000PYXOBaAHNMS;

d)  arrecranmio SKCIUyaTHPyeMOro o0OpyAOBaHUS MO (PU3HUECKHM
XapPaKTEPUCTHUKAM,

€)  TeKYIIYIO OKCIUTyaTallio CTepHIN3aTopa;

f) KaJuOpOBKY;

g)  pa3paboTKy mporiecca;

h)  paspaborky texHuueckux TpeOoBaHHE K O00OPYIOBAHHIO, HIH
OCYILECTBIIATH OPYTUe HeOOXOaMMBbIC (PYHKIIHH.

A.2 Pa3paGoTka mpouecca CTepHJIM3AIUHA U COBMECTHMOCTH H3Je/IHUs

[4.2]
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A21 Tlpm paspabdoTke mpomecca CTEPUIN3ALMM [UI1 KOHKPETHOTO
MCEOUIIMHCKOT'O HU3ACITHUA H€O6XOI[I/IMO YCTaHOBUTE PCIKUM, KOTOpBIfI ABJIACTCA
3G EKTUBHBIM B COBMECTUMBIM ¢ MEAUIMHCKAM U3AenueM. [losTomy HadanbHBIE
HCCJIEIOBAHMA HA COBMECTHMOCTH IMPOAYKIHH BMECTC C SKCICPHMEHTAIBHBIM
OIIPEAEIICHHEM COOTBETCTBUS TPSOOBAaHUAM W/WIM ONTHMH3AmUCH Mporecca

CTCPHITA3AIUA MOTYT IMPOBOAWTHCA HA CTAAUH pa3pa60TKH U3CInA.

IMpumeyanue —  TpeboBaHHA K CHUCTEME  Ka4decTBa, KOTOpbIE
PacmpocTpaHAIOTC Ha MPOEKTHPOBAHWE MENMIMHCKHX H3JeNHi, ompenenensl B ISO

9001.

A.2.2 Bo BpeMs Tiporiecca CTCPHIHN3alH OKCHAOM STHIEHA M3AENHA MOTYT
OBITh TIOABEPTHYThI BO3JECHCTBHMIO OKPYXKAIOIIEH Cpeapl, HAPUMED BaKyyMa H
TepenaaoB JAABICHWS, BBICOKOW TEMMepaTypbl M M3MEHEHHS BIAXHOCTH.
IIpoaykimsi MOXET TaKKe pearupoBaTh ¢ OKCHAOM STHIEHa H/HIH
UCTIONB3yEeMBIMH ~ Ta3aMHu-pazOasurersiMi.  KoHcTpykumsa wum3menus — JOJDKHA
TapaHTHPOBAaTh COXPAHHOCTh (DYHKIHOHAIBHEIX XapaKTCPHCTHK O€30MacHOCTH
mociie BO3IEHCTBHA HeOIarompusATHBIX (akropoB crepunuszaiuu. Kpome Toro,
BBICOKAs BJIQKHOCTH U IMEPEIabl JABJICHUS MOTYT TOBIMSATH HA TEPMETHIHOCTH
YIIaKOBKY ¥ HAPYIIUTH €€ IETOCTHOCTD.

A23 TIpu Bseibope mpollecca CTEPUIM3ALUH, KOTOPBIA  JIOMKEH
HCIIONb30BAThC ISl MEOWLMHCKAX M3[eMi, HEeoOXOJAMMO YUYHMTHIBATH BCE
(bakTOpEl, KOTOpEIE BIAMSIOT Ha 3¢ deKTUBHOCTD nmpouecca. JomKHO ObITh IPUHSITO
BO BHAMAHHE CIIEAYIOLLEe:

a)  Hagudwe o0OPyNOBaHUA [T CTEPHIN3ALINIM,

b)  peKuMBI, KOTOpEIE MOTYT OBITH OCYIIECTBJICHBI HA WMEIOIEMCS B
HaJIMuMK 000pyAOBAHUH;

C)  [poUecchl CTEPWIH3ALMK, YK€ HCIOIb3yeMble 1 Opyroi
POy KIIHH,

d)  TpeOoBaHMs K YypPOBHSAM OCTAaTOYHOrO OKCHIA JTHICHA W/WIA
MIPOAYKTOB €T0 PEaKIIVH;
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e) Ppe3yAbTaThl SKCIEPUMEHTATEHON 0TpaboTKH mporecca (cM. A.2.4),

A.2.4 PazpaboTka mpoiiecca MOXKET BKIFOUATh HECKOIBKO 3JIEMCHTOB:

a)  ompefeneHHEe HEOOXOAMMOTO BPEMEHH A/ JOCTHIKCHHS 3aTaHHBIX
TEeMIIEpaTypbl ¥ BIAXHOCTH BO BPEMsS MPEABAPUTEIBHOTO KOHIUIIMOHHPOBAHMS
(ecnv MpeABAPUTETBHOE KOHIUIIMOHAPOBAHNE JOJIKHO MCIIOIb30BAThCA);

b) omnpenemenme mpenenoB  W3MEHEHMs ~— MAPaMETPOB  IpoIECca
crepunmzanuu (4.3 u A.3);

c) OIECHKY OMOHArpPy3KH Ha IPOYKLHIO, MO KOTOPOi (OHOHArpyska)
IOJDKHA ONPEReNnAThes 3Gh¢EeKTHBHOCTh IMKIIA CTEPHIIM3AINK, A TAKKe JOJDKHA
OBITH TOATBEPXKACHA LENECOO0OPA3HOCTh  MCIOJIB30BAHKS — OHOJIOTHYECKOTO
MHIWKATOpa JIA arTecTalny 000pyJOBaHHS W TEKYLIEro KOHTPOJIS,

d) ompemeneHWe MHWHHMATLHOTO BPEMEHHM adpalliil IOPH 3aJAHHBIX
YCIIOBHAX Jera3aliyl Tak, YTOOB YPOBEHb OKCHA STUJICHA W/WIIM MPOMYKTOB €€
peaknum OBLI B IIPEAesiax WIN HIDKE YPOBHEH, ycraHoBIeHHBIX B ISO 10993-7.

Ilocme BEIMONHEHWA 3THX JSHCTBHH TpOIECC CTEPWIH3alMH  Oyner
paspaboran. COOTBETCTBUE 3TOr0 TIPOLECCA CTEPWIM3ANME  TPESOOBAHUIM
JEMOHCTPUPYETCA  IIPU  BEIMIOJHEHWH  aTTECTAMOHHBIX  HCCIIEHOBAHHIMA
JKCIITyaTupyeMoro obopynosanus (5.3 uB.3, 5.4 u B.4).

A.3 TIpouecc crepuimsamuu [4.3]

A.3.1 IIpenBaputenbHOe KOHIMLMOHAPOBAHUE H/MIM KOHIMIIMOHHPOBAHHE
[4.3.1]

A3.1.1 Ha ycToM4YHMBOCTP MHKPOOPraHH3MOB K HHAKTHBAIMH OKCHIOM
JTWIEHA BJUACT COAEP)KaHHE B HUX Biark. [lo 3Toif mpwumHe B OOBMHOMN
MPAKTUKE BEJETCS KOHTPOJIb M YIPABJICHHE BIAKHOCTHIO arMOC(hepsl, B KOTOPOi
BBIJIEP)KUBACTCA MPOAYKIHA A1 TOrO, 9TOOB MPHOIH3UTE COACPKAHUE BJIATH B
MHUKPOOPraHH3Max K MECTHBIM YCIOBHsM. Ilepea HAUaoM MUKIA CTEPHIH3AIUH
n3IeUsT OOBIYHO BBINICPIKMBAIOTC B YCJIOBHAX OMNPENETIEHHOM TEMIEPATypsl U
BJAXHOCTU. Takoe NPeNBApHTENBHOE KOHAMIMOHUPOBAHME MOXET YMEHBILIHUTH

NPOAOCJLKHUTCIBHOCTD LIUKJIA CTCPUIIN3alNH.
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30HBI TIPEIBAPUTEIHHOTO KOHIMIMOHUPOBAHUS JOMKHBI ObITh OTACIECHBI OT
30H CTEPIIN3AIIH, COOPKH U YIIAKOBKH.

IIpenBapuTenbHOE KOHIMIMOHWPOBAHME MOXHO IPOBOJUTH B KaMmepe
CTEpUIM3aTopa OO CTEPWIM3ALMM, HO OHO HE SBJISICTCS 4YacThi0 IWKJIA
crepwinzanmi. OHO MOXeT OBITH BBITOJHEHO ¥ B OTAEIBHON  30HE
MIPEABAPUTENBHOTO KOHAUIMMOHUPOBAHUA. OOBIYHO M 3TOH IETH HCIONB3YIOT
OTHENIFHOE NOMEIICHNE. 30HA MPEABAPUTEIILHOINO KOHAWIMOHMPOBAHUS [0JDKHA
OBITh IPHUCIIOCOOICHA K IPOBEICHIIO OYHCTKH U UMETh IIPOUHYIO OTAEIIKY.

[IpoekTupoBanue " CTPOUTEHCTBO 30HBI MPEIBAPUTETHHOTO
KOHIWIIMOHUPOBAHUA JOJDKHBL o0ecrednBare BO3MOXKHOCTb —pasfeieHus |
HWACHTU(QUKALMK PA3IUUHBIX CTEPHIM3YEMbIX 3arpy3oK M yCTpOHcTBa st
YIPaBIICHWS BXOAOM W  BBRIXOJOM HPOAYKUMM M  MEepcOHalla.  30Ha
MIPEJBAPUTENFHOTO KOHIUIIMOHUPOBAHMS AOJDKHA OBITh PACIOIOKEHA PAAOM CO
CTEPUIM3ATOPOM, ITOOBI Kak MOXKHO OBICTpEe MOMEINATh M3/IeINE B CTEPHIIN3ATOP
IIOCJIE TIPEIBAPUTEFHOTO KOHIWUIMOHUPOBAHU. PEKOMEHIyeTCsA, YTOOB B 30HE
TIPEABAPHATEIHHOTO KOHIMTIHOHMPOBAHUS obecrieunBanach cBobomHAA
LUPKYJLALUSA BO3AyXa BOKPYT CTEPIIIN3YEMOIT 3arpy3KHd | 10 BCeit 30HE.

A3.12 Bpewmsa, B TeueHHWe KOTOPOrO JABEPH 30HBI TPEABAPHTCIHHOTO
KOHJMIIMOHUPOBAHUA OCTAIOTCS OTKPBHITHIMH, JO/DKHO ObIThb OrpaHudeHo. Ecium
JUId JOCTyNa TepcoHala MCHONB3YIOTCA OTACHBHBIC JIBEPH, OHW JOIDKHBI
3aKphIBAaThCs aBToMarnueckd. Heo6xoaumo obecneunTs OMOBEIIEHHE ONeparopa,
€CJIH JABEPH OCTABJICHBI OTKPBHITHIMH. JTO MOXHO CJIeTaTh, HCIONB3YS 3BYKOBYIO
WIH CBETOBYIO CHTHAJIM3ALMIO B CIIy4ae, €CIIM JBEPH OCTAIOTCS OTKPHITBIMH
JOJIBIIIE Pa3pPEIICHHOTO BPEMEHH.

A.3.1.3 YBnaxxaeHue MyTeM BBEACHUSA BOJITHOTO TIapa MPEMIIOYTHTEIHHEES
(cM. 4.3.1), Tak KaK YBIOKHHTEIH, KOTOPHIC PACHBUISIOT XOJOAHYIO BOAY B BHJC
a3po307s (HampuMep, YBIAKHHTEIH ¢ BPAILAIOIIAMCS JUCKOM H PACTBITHTEIIMH),
MOT'YT SIBJISTHCS HOTEHLIMAIbHBIMH HCTOYHUKAMHM MUKPOOHOrO 3arps3Henus. Tam,
ra¢ yBIOKXHEHHE BO BPeMs MPEABAPHTEIFHOrO KOHAWLMOHUPOBAHUA HE MOXET

OBITH  BHITIOJIHGHO BBEJACHHEM BOJIHOTO Tapa, CIEAYeT TpPEeayCMOTPETh
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MPOBEACHHE OTHOBPEMEHHOTO MHKPOOHOIOIHYECKOTO KOHTPOIA 000pYIOBaHUS H
TOCTYMAIOMIe BOABI, YTOOBI TPEAOTBPATUTh JOMOJHUTEIFHOC 3arpa3HCHHC
usgemma. KauectBo napa, UCmosip3yeMoro Il MapoBbix crepmwinzatopos (EN 285,
paspaboranneriit  CEN/TC  102), momxoaut [Uid YBIXHCHHS BO BpEMA
[PEIBAPUTENBHOTO KOHANIMOHUPOBAHHS M KOHTUITMOHAPOBAHKS.

OOBIlYHO I YBIAKHEHWS 3arpy3kKd B KaMmMepe MOIACPKHBACTCS
OTHOCHTENIbHAs BiakHOCTE Oomee 30 %. Cmnenmduuupyemas OTHOCHTEIbHAS
BJI@XHOCTh 3aBUCUT OT MNPOAYKLMH, KOTOpas IOAIECKUT CTEPUIH3ALMU.
Heo6xoquMo y9YWTEIBATh BO3MOXKHOCTH TMOBPEKICHHUSA TPOAYKIWH W YTAKOBKH
IIPY TIOBBIIECHHON BIIAXKHOCTH.

HarpeBanwne n yBnaXHEHHE NPOAYKIMHM WCIIOIB3YIOTCA U JOCTHIKCHHS
BOCIIPOM3BOAMMEIX TEMIIEPATyphl HPOAYKIMM H COACPXKAHHSI BJIAaTH B HEH 10
Bo3felcTBUs rasa. OMNBITHBIM MyTEM ONPEIENAETCS MHHHMAIbHOE BpeEMS,
HeoOXxoauMoe Ui JOCTHXKEHHA mpoaykuueil Tpebyemoro cocrosuua. Tam, rae
HeoOXOIMMO, CIIEAyeT ONPEeAeNIATh MAaKCHMAJbHOE BpeMs MEXKAY H3BJICUEHHEM
3arpy3Kd U3 30HBI NPEIBAPHTEIFHOTO KOHJWIMOHHPOBAHHS W HAYAJIOM ITMKIIA
crepunu3anui. B oObIuHOM MpakTHKE 3TO BpeMsi He npeBbimaet 60 MUH.

A3.14 Temmeparypa ¥ BI@KHOCTE B 30HE TPCABAPHUTEIHHOTO
KOHIULIUOHUPOBAHUA JO/DKHBI OBITh TAaKHMH, YTO TEMIIEPATypa M BIAKHOCTh
CTEPUNIN3YEMOH 3arpy3KH, TOMeENaeMoil B CTEPHIIHM3aTOp, He OBIIM HAaCTONBKO
HU3KUMH, 9TOOBI MMEIa MECTO KOHICHCALWA BJIaTH W HEMO3BOJMTEIBHO JOJITHH
Harpes, ¥ He ObUIM HACTONBKO BBICOKHMH, YTOOBI TEMIIEPATyPHBIH PEXHM LUK
CTepMITHN3aIiH OBLT HAPYIICH.

B  koHUe  NpeABapUTENBHOrO  KOHIWLIUMOHWPOBAHWSA  H3MEPEHHbIE
TEMIeEPaTypa M BIAKHOCTh B CTEPHIM3YEMOH 3arpy3ke He JOJDKHBI OTKJIOHATHCA
OT 3a/IaHHBIX 3HAYEHWH: TeMIepaTypsl Oojee yem Ha +5 °C M BIaXHOCTH Ooliee
ueM Ha =15 %. PeanpHble AMana3oHEl M3MEHEHHUS TEMIIEPATYPH U BJIAXKHOCTH
JOJDKHBL ~ I€MOHCTPHUPOBAaThCA BO BPEeMs aTTECTAlMH  HKCIUIyaTHPYEMOTo
o6opynosanus 1o PpuznueckuM xapaktepuctikam (5.3 u B.3).

A.3.2 Iukn creprmzanu [4.3.2]
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A.3.2.1 HyxHO YYHTHIBAaTh CleAylOmue (PH3AYCCKHE XapaKTCPHCTHKH
mpoiecca CTePUITH3AINHA;

a) rJIyOUHY U CKOPOCTh JOCTHIKEHUSA BAKyyMa,

b)  OlEHKY YTEUKH M3 Kamepbl (BBIMOJNHACTCS C HCMONH30BaHUEM
BaKkyyMa mpu paboTe Moj [JaBJIEHHEM HHXKE aTMOC(HEPHOTO HJIM JABICHUS H
BaKyyMa mpH padoTe IO AaBJICHAEM BEIIIEC aTMOC(HEPHOTO);

C)  BO BpeMs CTa/MM KOHAWIMOHMPOBAHMS IOBbILICHHE MABJICHUS IIPH
BBE/ICHHH TApa;

d)  3aBHCHMOCTh MEXKJIy TOBBIINICHACM JABIICHHA W  CKOPOCTEHIO
JOCTHKEHHs 33/IaHHOTO JIABJICHUS BO BPEMs O/aud CTEPHIIM3YIOIIErO areHTa W
MOKAa3aHUAMHA TPHOOPOB, TIPSTHASHAYCHHBIX TSI KOHTPOJISA KOHLICHTPAITMH OKCHIA
STHJICHA,

€) rayOMHYy ® CKOpOCTh JOCTHXKCHHS BakyyMmMa T[IPH YAAICHHA
CTEPHITH3YIOIIEr0 arcHTa;

f) MOBBIIICHUE JABJICHHA W CKOPOCTh MOCTHDKCHHS JABJICHHA BO BpEMs
noja4yn Bo3ayxXa (Wnu JoOOro Apyroro rasa, WCIOIB3YEMOTO Ha STOW CTauu
LIMKJIA CTEPIIIN3ALNH);

g) YMCIIO TIOBTOPSHMI BO BPEMEHM IOCICAHWX [BYX CTamdii W JIFOOBIC
W3MEHEHHUS B MOCICAYIOIMX TOBTOPEHHSIX.

A322 UYrobel obecneunTs PpaBHOMEPHOCTh pACHpEACICHHS OKCHIa
JTUJIEHA TIO BCEH KaMepe CTEPWIN3aTopa M IO BCEH CTEPWIM3YEeMOU 3arpy3ke,
HEe00X0MMO YIPaBJIATh OCTATOYHBIM COJAEPKAHHEM BO3/yXa B Kamepe 10 MoJauu
CTEPUIH3YIOMICTO areHTa, IIOTOMY YTO OKCHI ATHJICHA W BO3AYX HE CMCITHBAIOTCS
XOpOIIO B CTaTM4eCKMX YyCIoBWAX. [y0okoe yhaneHue BO3AyXa HCIONB3YIOT
OOBIYHO TaM, TAe MPAMEHIIOT YUCTHIM OKCHA 3THJICHA MJTH OTHEOITACHBIC Ta30BEHIE
cMmecu. [lms w3menwii, KOTOpBIE HE MOTYT BBIACPIKMBATH TIIyOOKMi BakyyM,
OOBIYHO HCIIONB3YKOTCS B KAa4eCTBE CTEPUIM3YIOIICTO AareHTa CMECH OKCHI
STHIIEHA/HEeBOCIUIAMEHSIOINHMICS pa3baBuresib. OOBIYHO I yOaieHus BO3AyXa
WCTIONB3YeTCA BAKyyMHPOBAHHE, HO /ISl 3TOTO MOXET UCIOIb30BATHCS TAKKE M

BBITECHEHNE I'a3a NPU YCIOBHH COOMIONCHUS CHEIMANbHBIX Mep 0e30MacHOCTH M
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BAJMJAAM YCIIOBHI YHAlCHHS, HEOOXOAUMBIX IS TOTO, 4TOObl YCTAHOBHTH
TpeOyeMyI0 KOHIIEHTPAIIUIO Ta3a.

3aperucTpUpOBaHHOE KOJMeOaHME TEeMIeparypsl B IyCTOH Kamepe,
3aMOJTHEHHOW Ta30M, MOJDKHO OhITh He Oomee +3 °C B TEUEHHE BCETO BPEMCHH
skcmosnnmn. CrepummsyeMas 3arpy3ka JODKHA JOCTHTaTh MHHHMAIBHOTO
3HAUCHMS 33JaHHOW TeMIepaTyphl, a KojaeGaHHe TeMITepaTypsl IO BCEMY 00beMy
3arpy>KEHHOM MPOAYKIHH NOJDKHO ObiTh MeHbIe wim pasuo 10 °C B mo6oii
33/1aHHBI MOMEHT B T€UEHHE BO3AEHCTBUA CTEPUIM3YIOLLErO areHTa.

A.3.3 Asparms [4.3.3]

Ocrarku OKCH/Ia STHJIEHA H €ro MPOAYKTOB PEaKIIMH MOTYT OBITh OIACHBI.
JIs M3rOTOBUTENA BAXKHO 3HATH BO3MOXKHOE COJNICPIKAHHE OCTAaTOYHOTO OKCHJIA
stuneHa B npoaykuuu. Ha sddextuBHocTs aspauuu BAHAIOT TEMIEPaTypa, Bpems
mpeObIBaHMs, NPUHYAMTEIbHAA LHMPKYJALUA BO3AyXa, CMOCOOB  3arpyskd
IPOLYKIIMK W YIMAKOBOYHBEIX MATepHaiOB. Aspamus MOXeT OBITh IpOBEAcHA B
KaMepe CTePHIIM3aTOPa, B OTACIBHON 30HE WITH 000X MECTax.

A.4 OGopynoBanue [4.4]

A4.1 Cwmamel 1A XpaHeHUs OAUIOHOB, pe3ePBYapOB-XPAHUIHOI HITH
KOHTCHHEPOB ¢ OKCHAOM STHJICHA WJIH CO CTCPHIIH3YIOMIUMH CMECAMHM JOJDKHBI

obecneunBarh 6e30MaCHOE XpaHeHHE U OBITh XOPOLIO POBETPHBACMBIMH.

IlpumeuyaHue — B HEKOTOPBIX CTpaHax CYIIECTBYIOT CriCHAaJIbHbIE

MHCTPYKIHUH [0 XPAHCHUIO OKCHIA STHUICHA.

INomemenns (30HBI), TO€ BO3MOXKHBI KONEOAHUS TEMIIEPATypHI OOIBIINE,
YeM PEKOMEH/IyIOTCS TOCTaBIUKOM XPaHIIIHIN (TaHKA) OKCHIA STHIICHA, CIEAyeT
000pyAOBaTh CHCTEMAaMH PETyIHPOBAHUS TEMIEPATYPBL.

Ecm1  crepwimzarop cHabkaeTcd OKCHAOM OTHIEHA U3 pe3epByapa-
XPpaHWININA, KOTOPBIY IEPHOAMYECKH 3aTlOMHSACTCS, MOCIEIHHUN MOMKEH ObITh

obopyzoBaH cHcTeMOU miIs OTOOpa aHANIM30B M CPEACTBAMM JUIA  IIOJIHOIO
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VAICHHA OKCHJAA THJICHA W OYHUCTKH B CJIyYac 3arps3HCHHUS WIH YPE3MEPHOTO
HAKOTUICHHS TIOJIAMEPOB.

A4.2 He3aBUCHMBIi KOHTPOJIb  BJIAXKHOCTH BO BpeMs  CTaguM
KOHJIMIIMOHAPOBAHHUA B LHKJIC CTEPWIM3AIMA SBJIACTCS MPEIAMIOYTHTEIIBHEIM,
Jlpyrre MeTo/ B H3MEPEHHA BIAXHOCTH B CTEPHIIM3ATOPE BKIIIOYAIOT OLEHKY €¢
3HAYCHHA MyTEM KOHTPOJIA 3a MOBHIICHWECM JABJICHHSA BO BpPEMs MOJAauM mapa B
kamepy. K ucrnons30BaHmIO 3TOr0 MoKasaressi Hai0 MOJXOAUTh ¢ OCTOPOKHOCTHIO,
TaK Kak TpedyeTcsi rapaHTHPOBATh, YTO OH NPABHIIEHO CBA3AH C BIAXKHOCTHIO.

A.43 CucremMa mojaud CTEPWIM3YIOIMIETO areHTa B CTEPUIIM3ATOP JOJDKHA
ObITh O0OpPY/ZOBAaHA HCTApPHUTENEM, YTOOBI MPEIOTBPATUTH MONAJAHHE KHIKOTO
OKCHJIa STHJICHA B KaMepy CTEpUIIH3aTOpa.

A44 Temmeparypa OKCHIA STHJIEHA, MOCTYMAIOMEr0 OT WCHApUTENs B
KaMepy CTEpUIM3aTopa, OOJIKHA KOHTPOJIHPOBATLCA, ‘-IT06BI IMOKa3bIBATh, YTO
OKCHJI STHJICHA HAXOJHUTCSA B ra3000pa3sHOM cOCTOsSHHH. C MOMOMIBIO ATOTO MOXKHO
YIPABJIATH ABTOMATHUYSCKHM KJIAITAHOM, KOTOPHBIH OyIeT MpephIBaTh MOCTYIUICHHE
OKCH[Ia 3THIICHA, KOT/]a 3HAYSHHE TEMIEPaTypsl OyAeT HHUKE 3aIaHHBIX MPEaesioB,
TEM CaMbIM TIPETOTBPAINAs MOCTYIUICHHE JKHUAKOTO OKCHAA 3THJCHA B KaMepy
crepuamzatopa. s TeKymero KOHTPOIIs 33 TEM, YTO OKCHJ 3THJIEHA TIOJHOCTHIO
HaxOMUTCs B ra3000pa3HOM COCTOSHHMM, MOXKHO IIOJIb30BAThCSA JAHHBIMH O
TEMIepaType W CKOPOCTH TMOTOKA CTEPHIIM3YIOIIETO arcHTa, MOJIyYeHHBIMH OT
WCTIAPUTEIst, €CIM MTPH BATMAAIMK MOKA3aHO, YTO MEXK/y HHMH H TEMIEpPaTypoi
OKCHJIa STHJICHA, OCTYTAIOIIETO B CTEPIIIH3ATOP, CYMIECTBYET 3aBHCHMOCTb.

PaBHOMEpHOCTE pacmipenmeicHHUsi OKCHAAa OJTHJICHA IO BCel Kamepe
CTepHIM3aTOpa A0JDKHA OBITh JOCTHTHYTA IIPUHYAUTENLHON LUpKysipei (A.3.2).

A45 JlomxHo OBIT, KaK MHHAMYM, JBa JAaTYAKA [UII H3MEPEHHS
TeMmepaTypsl kamepsl. [1o kpaifHell Mepe, OMH W3 HUX JODKEH HAXOMUThCA B
CaMOM XOJIOZAHOM MECTe BHYTPH KaMepbl, ONPE/ICIIEHHOM BO BPEMSI KOMHUCCHOHHOIM
TIPOBEPKK, WM B HHOM COOTBETCTBYIOIIEM MeCTe. PachojiokeHHe BTOPOro
JlaTYWKa TEMIIEPaTypbl B TOH )K€ caMOil 30HE, YTO H MEPBOTO, MO3BOJIAET

MPOBEPHUTE (PYHKIUOHUPOBAHUE H3MEPHUTEITHHOH CHCTEMBIL.
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A.5 KammopoBka u Texanueckoe 00cayknuBaHue [4.5]

A.5.1 TecTsl Ha yTeUKy AOJDKHBI BHITIONHATHCA IS BCEX Kamep M ObITh
YacThIO 3AIUIAHMPOBAHHOH MPOTPaMMBI MPEAYNPEIUTENFHOTO TEXHHICCKOTO
00CITy’KHBaHHs HE3aBHCHMO OT MCIOJIb3yeMOro IMKiIa. Ecim mnpenycMorpeH
AaBTOMATHYECKUI KOHTPOJIb HA YTEUKY KaK 9acTh Pabouero LuKiia, MPaBHIBHOCTh
paboTBl AaBTOMATHYECKOH CHCTEMBI CJICAYCT TPOBEPATh UEPE3 OIMPEACICHHEIC
HHTEPBAJTBL BPEMCHHU.

A52 3avena ¢uibTpoB WIS BO3AyXa, IOCTYMAIOIIET0 B KaMepy
CTepWIM3aTopa, MOJDKHA OBRITh BKIIOUCHA B TpaduK NpeaynpenuTebHOTO
TEXHUIECKOTO 00CTy)KMBaHUs. [IepHOIMYHOCTD 3aMEHBI TAKUX (PUIIBTPOB 3aBUCHT
OT MECTHBIX YCJIOBHI OSKCIUTyaTalldW W [ODKHA OIPENeNAThCS Ha OCHOBE
PEKOMEHIAINI M3TOTOBUTEIL (PUITBTPA, OIBITA MECTHBIX YCJIOBHIMA 3KCILIyaTaliu 1
paboTel crepmwnm3aropa. B rpadMk NpemyNmpemNTENBHOTO TEXHHYECKOIo
oOcImy)XMBaHHA JOJDKHA OBITE BKIIOYCHA OYHCTKA M PEMOHT BHYTPEHHHUX
IIOBEPXHOCTEN UCTIAPUTEIS.

A.5.3 BeIOOp MaTYMKOB BIIAKHOCTH JUTSA TPOIECCOB CTCPHITA3AIAN OKCHIOM
sTHIICHA TPeOyeT cleluanbHOro noaxoaa. IIpy 3TOM JOMKHBI YYHTBIBATHCA
crienyomue hakTophl:

a)  ecimu Ha paboTy AaryuMka HEONArompUATHO BO3AEHCTBYET aacopOIms
OKCHJIa 9THJIEHA, TO CIIEAYET 100 M30JIMPOBATh AATYHK OT aTMOc(hepbl KaMepsl 10
NOCTYIUICHHA OKCHJAA 3THIECHa, JMOO YAANWTh JATYAK IS COOTBETCTBYIOIICH
JieTa3alim,

b)  ecnu marumku ObUIH yJaNeHB! W TIPOBOAMJIACH HX [€Ta3alys, OHH
JIOJDKHBI OBITH TIOBTOPHO KaJHOPOBAaHBI HE MEHEE YEM B JIBYX XaPAKTEPHBIX TOUYKAX

N3MEPACMOro adana3oHa.
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IIpunoxenne B

(cmpaBo4HOE€)

Bammpanus

B.1 O6mme mosroxkenns [S.1]

Bammpamms paccMaTpuBaeTcs Kak MOIMHBIH MPOLECC, KOTOPbI COCTOHMT W3
KOMHCCHOHHOH IMPOBEPKH U aTTECTALHU IKCILTyaTHpyeMoro obopynosanus. CBA3b
MEXIy STUMH TEPMHUHAMH WLUTIOCTPHPOBaHA B IpUMEUYaHuu K 3.34.

KommuccnonHast mpoBepka AEMOHCTPHPYET COOTBETCTBHE OOOpYIOBaHHS
TEXHHYECKAM TpPeOOBAaHWAM, a aTTeCTal|sA 3KCIUTyaTHPyeMoro o0O0pyIOBaHHS
JIEMOHCTPHPYET, YTO HPOAYKIHUS TpeOyeMoro KkadectBa OyaeT IPOW3BOIUTHCS,
ecnu 00OPYIOBAaHHE MPOLLIO KOMHCCHOHHYIO TMPOBEPKY W HCIONB3YyETCS B
COOTBETCTBUU ¢ JOKYMEHTHPOBAHHBIMH NPOLIEYPAMH.

B.2 KomuccuonHas nposepka [5.2]

B.2.1 TIpeaBapurenbHOE KOHIUITHOHUPOBAHUE

KomuccnonHas  mpoBepka  OCYIIECTBISCTCA B IMYCTOM  30HE
TMPEABAPUTEIBHOTO  KOHAWLMOHHPOBAHHA, 9TOOBI  yCTAHOBHTH, YTO OHA
COOTBETCTBYET IIPOEKTY.

Heob6xoauMo ompeaenuTs XapakTep HUPKYJSOAN BO3AyXa B 30HE, KOTOpas
Oymer 3aHATA CTEPHIIM3YEMOI(MBIMH) 3arpy3koi(kamm). OTO MOXET OBITh
BBHIMOJTHEHO C MOMOIIBIO ABIMOBOTO TeCTa B KOMOWHAIlMM C BEYMCICHHAMHA
KPaTHOCTH BO3/{yXOOOMEHA H H3MEPEHHEM CKOPOCTH BO3/yXa.

YToObl MOJIy4YHTh AOCTOBEPHBIE 3HAUEHHS TEMIIEPATYPbl M BIAKHOCTH, HX
CIIEyeT TIPOBEPATh B TEUEHHE JOCTaTOYHOTO BPEMEHH TIO BCeil 30HE
[IPEABAPUTEIHHOIO KOHIMIMOHUPOBAHUA. Temreparypa W BIaXHOCTH JOJDKHBI
W3MEPATHCA B HECKONIBKUX MECTaX, PpaclpelelicHHBIX TO Bcell  30HE
MPEJBAPUTENIFHOTO KOHAMIHOHUPOBAHUA. Mecta Jis  KOHTPONIA  JOJDKHBI
BBIOHPATHCS TaK, YTOOBI OXBATHTH BCE BEPOATHBIC TOYKH 30HBI MPEABAPUTEIHHOTO

KOHOUITUOHUPOBAHUA, TJAC OXKHUIAAIOTCA SKCTPEMAJIBHBIC 3HAUYCHUA TCMIICPATYPhl A
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BIAKHOCTH. JlJI 3THX TOYEK HEOOXOMMMO MCIIONB30BATh HE MEHEE IBYX JATIHKOB
TeMrepaTypsl M OJWMH Martuwk BiakHOocTH. (Ha mpakTHke ompemerneHo, 4To Ha
KaKIple 2,5 M° IYCTOM 30HBl NPEABAPHTEIBHOrO  KOHIMIHOHHPOBAHHS
JIOCTaTOYHO HCIIOB30BATh OJMH JATUHK TEMIICPATYPEI ¥ OANH JATIHK BIAKHOCTH,
4TOOBI MTOJYIHTH COOTBETCTBYIOLIEE PACHIPEISIICHHE 3HAYSHHH B ITyCTOMH 30HE).

B.2.2 KoHauunoHUpOBaHUE

BraxHOCTE TpenBapUTENFHO KOHIWUIHOHUPOBAHHOW MPOAYKIMH MOJXKET
YMEHBILIATHCS BO BPEMs CTAANK BaKyyMHUPOBAHUA IIUKIIA CTEPUIN3ALIUY, BBEACHHE
mapa BO BpeMs KOHIWIIMOHMPOBAHUA MOXET HWCTONB30BATHCSA JUTA TIOMACPIKAHUA
YPOBHS BIIAXKHOCTH.

KomuccuonHas TpoBepka KOHIWIMOHHPOBAHUSA OOBIYHO BEIMTOTHACTCS
OJJHOBPEMEHHO ¢ KOMHCCHOHHOIM POBEPKO#A Beero crepmmsaropa (B.2.3).

B.2.3 Crepumszanst

B.2.3.1 Yto0bl yCTaHOBHUTH SKCILTYaTAIIMOHHBIC MpPEICITHl I (PaKTOPOB,
BO3IEUCTBYIOIINX Ha 3PEKTUBHOCTh CTEPUIM3ALMK, KOMHCCHOHHAs MPOBEPKa
BBINIOJIHACTCA B IYCTOM KaMepe crepwim3aropa. lloimydeHHBle JaHHBIE
UCTIONB3YIOTCS AJIs aTTECTALUU SKCILTYyaTHPYEMOTo 000pY AOBaHUS.

Ecmi BMecTo OKcHIA ASTHJICHA HCIOJIB3YIOTCA HMHEPTHBIC Ta3bl, TO TPH
OILICHKE Pe3yITaTOB HEOOXOIMMO YUUTHIBATH PASTHINE TCILIOEMKOCTEH.

B.2.3.2 Pacnpenencuue TeMneparypsl Ha BHYTPCHHCH MOBEPXHOCTH MyCTOM
KaMepsl JOJDKHO OBITH TIONyYCHO TYTEM Pa3sMEINEHUS TEMIEPATYPHBIX AaTYHKOB
HETIOCPEJICTBEHHO HA CTEHKax Kamepsl. KpoMe TOro, NOMKHO OBITH ONpeneieHo
pacupeneneHne  TEMIIEPATypel  BHYTPH  IyCTOM  kamepsl.  KOMHMYECTBO
UCTIONB3YEMBIX TEMIEPATYpPHBIX MJATYMKOB JO/DKHO JaTh MOJHYK) KAapTHHY
pacipezneneHus TeMIEpaTypsl Ha BHYTPCHHEH TOBEPXHOCTH W BHYTPH IyCTOM
KaMmephl. KomuuecTBo JaTiuKoB OyJeT 3aBHCETh OT KOHCTPYKIMH CTEPHIIA3ATOPA
U TEeXHHUECKWX TpeOOBaHWM K mporeccy crepuimsanuu. OOBYHO B HPAKTHKE
aTTeCTallMy T TPOBEICHUS OSTHX W3MEPEHHWH TeMIEparyphl HCIOJb3YeTcs

CIICAYIOIIECC YHCITIO TaTIYNKOB!

34



TOCT ISO 111352012

a) U1 KaMep C IOJIe3HBIM 0GBEMOM CTEPHITH3ALHONHON KaMephl 10 5 M
BKJIFOUHTENIEHO — He MeHee 10 paBHOMEPHO PacTpeIeICHHBIX JAaTYHUKOB;

b)  ans kamep ¢ MoJe3HBIM 00BEMOM CTEPHIIM3AMOHHOM KaMepbl Oonee 5
M’ — He MEHee OIHOTO JOTOTHATETFHOTO 1aTUNKA Ha KAXKIBIH JOIOTHHTETHHBI
1 M’ 06BeMa KaMepsr;

C)  Oud KaMep C MOJIC3HBEIM 00BEMOM CTEPHIIM3ALMOHHOM KaMepsl Ooree
10 m® — He Menee 20 TeMIepaTypPHBIX JATUHKOB.

TeMmmeparypHble JATUMKH JOKHBL OBITh DACIIONOXKEHBI B MECTax, IZe
BO3MOXKHEI MaKCHMAJIbHEIE TEMIIEPATypHbIE KOJNEOAHHA, HANPUMED, OKOJIO
HEHArpeThIX YacTedl KaMephl WM OKOJIO JBepeil, BONM3U BBOJOB Mapa WM rasa.
OcransHbIC TEMIIEPATYPHBIC TaTIUKH JOJDKHBI OBITH pacTipeleieHsl PAaBHOMEPHO
10 BCEMY CTEPUIIM3aTODY.

B.2.3.3 ®dusuueckue aktopel paboTel 00OPYIOBaHHA B IpoLEcce
CTEPIUTU3AITH NOJDKHBI OBITh OMpPEACTICHBl Il MyCTOH KaMepbl. OTH (aKTOphl
BKJIFOYAIOT:

a)  rayOWHY M CKOPOCTH JIOCTHXKCHHUS BaKyyMa,

b)  omeHKy yTeYkH W3 KaMephl (BBIIOJNHACTCA C HCHOJB30BAHHEM
BaKkyyMmMa mpd paboTe MoJ [OaBJI€HHEM HIKE aTMOC(EPHOTO WM AABICHUS H
BaKyyMa mpu padoTe 10/ JaBJIEHHEM BhIllle aTMOC(HEPHOTO);

C)  TOBHIOICHWE JABJICHHA TpPH  BBEACHWHM TMapa HA  CTaguu
KOH/TUIIMOHMPOBAHMS,

d) ToOBHIICHWE [ABIEHHA M CKOPOCTh IOCTIDKEHHA TpedyeMoro
JABIICHWS] TIPY TIOJa4¥e OKCHAA STHUIIEHAa M 3aBHCHMOCTh MexAy (akTopamu, 1o
KOTOPBIM MPEIIONIaracTcsi KOHTPOJIHPOBATh KOHIEHTPALHIO CTEPHIIH3YIOIIETO
areHTa;

e) TIyOWHY W CKOPOCTh JAOCTHIKEHUA BaKyyMa, OOBIUHO HCIONB3YEMOTo
IIPY YOANCHUH OKCHA STHJICHA,

f) MOBBIIIICHHE JABIICHHA W CKOPOCTh TOCTIDKCHHUS TpeOyeMoro

JIaBJIEHUs TPU MOjiaue BO3AyXa (WK APYTHX Ia30B);
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g)  KONHMYECTBO TIOBTOPCHHE TMPEABIAYIIAX JABYX CTaguii ® JIFOOBIC
HW3MEHEHHS B TIOCNICAOBATSIIFHOCTH MX MOBTOPCHHMIA.

[lpy KOMHCCHOHHOM MpPOBEPKE HEOOXOAMMO TaK)Ke OLCHUTH paboTy
JIOTIOJTHATETBHBIX BCIIOMOTATENIHHBIX CHCTEM, HANpPUMEP, KAYECTBO TONABAEMOTO
mapa, CHOCOOHOCTh WCHAPUTENA CTEPHIM3YIOIIEr0 areHTa ToJIeP)KHBATh
MHHHUMAITBHYIO TEMITEPATypPy BBOJMMOTO Ta3a, HAC)KHOCTh CHCTEM DHIBTPOBAHUA
BO3/yXa M BOJBI, HOCTYNAIOMIMX K CTEPUIM3ATOPY, M CIOCOOHOCTH IApOBOrO
reHeparopa o0ecreynBarh JOCTATOYHOE KOJMYECTBO Mapa TpeOyeMoro Kauecrsa
TP MaKCUMAITBEHOH 3arpy3Ke CTePHIIA3aTopa.

JlokHBl  OBITh  BBHIMOJIHEHBI MOBTOPHBIE ITHKJIBI, YTOOBI IOKa3aTh
BOCTIPOM3BOMMOCTb YTIPABJICHHUSI.

B.2.4 Aspaums

Pacnipepenenue Temmeparypbl B 30HE a’3pallid JOJDKHO OBITH OMpPEACIICHO
TEM K€ METOAOM, KOTOPbIi PEKOMEHAYETCA [UIA 30H MPEABAPUTEIBHOrO
KOHIMLIIMOHUPOBAHUA (CM. PYKOBOJACTBO TI0 KOMHCCHOHHON  TpOBEpKE
TIPeABAPUTEIBHOTO KOHAWMIMOHHPOBaHHA). CKOPOCTH M XapakTep BO3IYIIHOTO
IIOTOKA 110 BCEi 30HE TOJIKHBI GBITh TAK)KE OTPEICIICHBI.

B.2.5 TloBTOpeHHE KOMUCCHOHHOM MPOBEPKH

Crnenyer npoBeCTH MOBTOPHYIO KOMHCCHOHHYIO IPOBEPKY B CITyYasx:

a)  TPOBEACHHMS WHXXCHEPHEIX paboT, KOTOPhIE MOIYT 3aTPOHYTh
CTEPWIN3AIMOHHOE 000PY IOBAHHE, HIIH

b)  HewcHomb30BaHUS CTEPHIM3AIMOHHOTO O0OPYIOBaHHMSA B TEUSHHE
Tepuoaa, KOTOPBIH MOT OKa3aTh [JCHCTBHE HAa KPHUTHYECKHE MapaMeTpsl
obopymoBanusi. [lns NOPHHATHA pPEHIEHHS O HEOOXOOUMOCTH IOBTOPHOM
aTTeCTallly HKCINTyaTHPyeMOTo 000pYyIOBaHMS CIECAYET IMPOBECTH O(PUIIMATBHBIN
OCMOTP H JOKYMEHTHPOBATh €0 PE3YJIbTATHI.

Ecnn BO BpeMs MOBTOPHOH KOMHCCHOHHOM MPOBEPKH OOHApPY’KEHO, UTO
paboTa crepuiu3aropa HE OTBEYAET TEXHHUECKAM TPEGOBAHMAM K MOPOLIECCY
CTEPUIN3ALNH, HEOOXOIUMO YCTAHOBHTH IPHUYUHEI STOTO.

B.2.6 IlpenBapuTensHOE MEKPOOMOIOrHUECKOE HCIIBITAHKNE
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[IpeaBapuTebHOE TECTHPOBAHNE OMOJOTHUCSCKUMH WHIUKATOPAMH MOKET
OBITh BBIIOJIHEHO B ITYCTOU KaMepe OHOBPEMEHHO ¢ (PU3NICSCKAMHA MCITBITAHUAMA.
BrimoueHMe TaKOTO HCIBITAHWA B KOMHCCHOHHYIO IIPOBEPKY MOXET [aTb
mpeABapuTepHYI0 HMH(pOpMalmMio O paboTe CcTepUiaM3aTopa O AaTTEeCTalnH
9KCIUTyaTHPyeMOro 00OpyAOBaHMs, HO IIOMYYCHHBIE JAaHHBIE HE MOTYT OBITh
CBSI3aHBI CO CTEPUITBHOCTHIO KOHEYHOTO TIPOIYKTA.

IIpu ncnonp30BaHuM OMOJOTHYECKUX UHIMKATOPOB B IIyCTOM KaMepe BasKHO
TOJBCPTHYTh OMONOTHYCSCKHE WHAMKATOPHL IPEANOJIaraeMbiM B IPOLECCE
CTepWIM3allid  YCJIOBHSAM  IPEIBApUTENBHOIO  KOHAMIIMOHWUPOBAHMA U
KOHIMIIHOHMPOBAHHUS.

B.3 Arrecraumsi  pabdorel  o0opymoBaHmst 10  (H3HIECKHM
XapakTepucTukam [5.3]

K mnpuMepaMm CyLIECTBEHHBIX M3MEHECHHM B W3ICIHH, YIAKOBKE WK
POLIECCEe, KOTOPHIC TO/KHBI YUUTHIBATHCS, OTHOCAT:

YTaKOBKY;

KOHCTPYKIIUIO TIPOAYKITUH;

KOH(UTYPAIHIO CTSPIITH3YEMOH 3arpy3KH WITH IIOTHOCTH,
CTEPWIN3AIIOHHOE 000y IOBaHAE;

IUKJI TIpoLecca.

BosneiicTBre Takux W3MEHEHWH Ha BCE CTaJMH MPOILECCA CTCPHIIM3AIINH,
BKITIOYAs TPEABAPUTEIBHOS KOHAWITMOHUPOBAHWE W ad3palMIO, JIOJDKHO OBITh
OTIPEIEIEHO.

[Tomyuennple TIpM  KOMHCCHOHHOW TIPOBEPKE PE3YIBTATHI  JIOJKHBI
HCIONB30BaThCs Il ONMPEAETEHUS IapaMeTpoB, KOTOPBIE HYXKHO OTACNIBHO
HCCIIEZIOBATH B XOJIC aTTECTAMK HKCILTyaTHPYyEeMOTo 000py I0BAHHS.

B.3.1 IIpeaBapurenbHOEe KOHIUITMOHUPOBAHUE

B.3.1.1 Arrecraumsa »3KcILTyatupyeMoro oOOpyAOBaHUs MHOJKHA OBITH
BBITIOJIHEHA I 30HbI MPEIBAPUTENIFHOIO KOHIUWIIMOHNPOBAHUSA, 3arpy KeHHOH 10
MAaKCHMyMy ¥ B OOBIYHOM JaCTHYHO 3arpyKE€HHOM cocTosHHU. [Ipw npoBeaeHun

aTTECTAIMH BKCINTyaTHPYEMOTO OGOpYIOBaHHA CIOcO0 3arpy3Kd M PaCcCTOAHHA
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MEXKAy TOANOHAaMM  JO/DKHBI  OBITh  TakAMH K€, KaK yYKa3aHO B
JOKYMEHTUPOBAHHEIX METOTHKAX.

B.3.12 Jlng craguu aTTeCTalMH SKCIUTYaTHPYEMOTO 000pyMOBaHHS
[POAYKINS JOJKHA UCTIONB30BATECS IIPH TEMIIEPATyPe, PABHOM WK, B HEKOTOPBIX
Cllyyasx, HIDKC TEMIEpaTyphl, YCTaHOBIEHHOM JUIi  IPeJBapUTENHHOTO
KOH/IMITMOHUPOBaHui. Ecimu TemmepaTypa HPOAYKLHHM MOKET W3MEHHUTHCS 0
NPEeIBAPUTENBHOTO KOHMIMOHUPOBAHUS, HAMPUMEP, HM3-32 TPAHCIOPTHPOBAHMS
JUTSL  CTEPUIIM3aLMK, MOJKET OKa3aTbCs HEOOXOOWMBIM Clenarh [OMyCK Ha
W3MEHEHHUE TeMIIEPaTyphl TPOXYKIIUH, KOTOPOES MOKET OBITH M3BECTHO U3 OINbITA.

Pacmpesenenie Temneparypsl M BI2XHOCTH B CTEPHIM3YEMOM 3arpyske
JOIDKHO OBITH IONYYEHO 3a TEPHOA BPEMEHH, TPeOyeMEIH Uil TOro, YTOOHI
CTepuiM3yemMas 3arpy3ka [OCTHIJIAa MHHUMAIIbHOW 33/IlaHHOM TeMmepaTypsl H
BIKHOCTH. JlOMKHBI OBITHP TAK)KE YCTAHOBJICHBI 3HAYECHHS TEMOCPATypPhl H
BAQXHOCTH, TONYYEHHbIE B CTEPHIM3YEMOW 3arpy3ke IOCie MaKCHMAITbHO
JOMYCTMMOTO  [EpHOJAa  NPESABAPHTEIFHOIO  KOHIHOHOHHPOBAHHA.  JTO
HEOOXOMMMO IS TOATBEPXKACHUA TOTO, YTO COJACpKAIIHMECs B TEXHHYESCKHX
TpeGOBaHMAX YCIOBHS OyAyT NOCTHUTHYTHI, KOTAAa HMCHOJIb3YETCS MaKCUMAlIbHO
JOMYyCTUMOE BpeMs TpPEIBApPUTENBHOTO KOHAWLMOHMpOBaHHMA. KonmuectBo
HCTIONB3YEMbIX JATYHKOB JOJDKHO 00ECIeYNTh IOIHYI0 KapTHHY paclpeaeicHHA
TEMIEPATYPHl U BIAXHOCTH B CTepPUIIN3yeMoH 3arpyske. OHO OyzAeT 3aBHCETH OT
KOHCTPYKIMM  30HBI  NPEIBAPUTEILHOTO  KOHAMLUMOHMPOBAHMA,  JAHHBIX,
HOJIYYEHHBIX TPH KOMHCCHOHHOW NPOBEPKE, M TEXHHYCCKHX TpeOOBaHMIA
nporecca crepmwinzanui. OObIYHO B IPAKTHKE aTTECTALMH VIS MPOBEACHHS 3THX
U3MEPEHHH TeMIEPaTyPhl HCIOJIb3YETCs CIEYIONIEe YHCIIO JATYHKOB:

a)  [ATh JAaTYMKOB TEMIEPATYphl W OBa AATYMKA BJIAKHOCTH — JUIA
CTEPHIIM3YEMOM 3arpy3KH HOMHHAILHOTO 00heMa MEHbIIIE 2,5 M

b) s o6BeMoB mpoaykimu Oonee 2,5 M’ — IBa JaTYMKA W3MEPEHUS
TEMMEPaTypsl M OJMH JAaTYHK BIOXHOCTH HA KaKAbIH HOMMHAN MPOLYKLMH

06BeMOM 2,5 M;
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¢) ana  OONMBINMX 30H NPEABAPUTEIBHOTO  KOHAWUIIHMOHHPOBAHUA,
3aHEMAIONEX Gonmee 50 M’ HOMHHAIBHOTO 00beMa MPOAYKIMH, JATIAKA HE
JOIDKHBI Pa3MEIaThcs HA KAKIOM HOMHHATE MPOAYKIEH 0GbeMoM 2,5 M, HO
JIOJDKHBL  PacIPENC/AThCA B HYXHBIX MECTax, 4TOOBI II0KAa3aTh TOCTHIKEHHE
TpeOyeMOro COCTOSIHHUA IO BCEeH CTEPMITN3YeMOit 3arpy3Ke.

JlaTauky TeMrepaTypsl ¥ BIAXXHOCTH IOJDKHBI OBITH PACIONOKEHBI BHYTPH
eMHUYHOTO  KOHTeMHepa WM JHOOOM  Apyrod  ymakoBKH, KOTOPYIO
TIPEANosaraeTcs HOMECTHTD B CTEPHIN3ATOP.

B.3.2 KoHaumuoHUpOBaHIe

PykoBOJACTBO MO arTecTaldd SKCILIyaTHPYyeMOro OO0OpYAOBaHHA JUIA
MPEIBAPUTENFHOTO KOHAUIIMOHUPOBAHUS TT0 (GU3MISCKUM XapakTtepucTukam (B.3)
TMPUMEHAETCA TaKKe K AaTTeCTAlMH OSKCIUIyaTHPYeMOro oOOpYHOBAHUS JUIA
KOHIUIIMOHUPOBAHUA. OGBIT-IHO B IPAKTHKE aTrTeCTaluyd A IIPOBCACHHA 3THUX
U3MEPEHUH UCTIONBb3YeTC s CISAYIOMIee THCIIO IPoo:

a)  UI% KaMep C IONESHBIM OGBEMOM KaMephl CTEPHIM3aTopa A0 5 M°
BKJIFOUMTENIEHO — He MeHee 10 paBHOMEPHO pacTpene/ICHHBIX JaTIHKOB;

b)  Ang KaMep C MoNe3HBIM 0GBHEMOM KaMephl CTepHim3aropa Gonee 5 M°
— HE Me€Hee OJHOTO JONOJIHUTEIIFHOTO [aTydKa Ha KaXABIH  OJUH
JOTONHUTEbHBIA 1 M 0GbeMa KamepsL;

c) JUTA KaMep ¢ TOJIC3HBIM 00heMOM KaMephl cTepunuzaropa 6onee 10 M
— He MeHee 20 TaTYMKOB TeMIIepaTyphl.

B.3.3 Crepwmmzatus

YroOpl rapaHTHpPOBaTh, UYTO TPH  aTTECTAllMH  SKCIUTyaTHPYEMOTO
000pyIOBaHHS NEMOHCTPHPYETCS aJeKBATHOCTh TPOIecca KOHIUIMOHMPOBAHMSA,
KCIIOIb3YEMOE I STOM IIEJIH M3/ICITHE OJDKHO UMETh TEMIIEPATYPy, MUHAMAITBEHO
Pa3pELICHHYIO AJIA 3arpy3KH B CTEPUIIM3ATOP MM MEHBIIYIO.

IIpr  HEOOXOMMMOCTH  M3ACIMS  TMOJBEPraloTCA  IPEABAPUTEILHOMY
KOHAUIMOHUPOBAHUIO B TEUEHNE MUHUMATLHOTO HHTEPBANa BPEMEHH, YKAa3aHHOTO

B JOKYMCHTALNH.
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Crioco6 WK ¢crocoObl 3arpy3KHd I KaKA0TO CTEPHIIA3ATOPa AOJDKHBL OBITh
JIOKyMEHTHPOBaHb. KoMOMHAIMA W3JCITHI, NOMyCTHAMAs IS JAHHOTO crmocoba
3arpy3Kd, JOJDKHA OBITH NOKyMEHTHpPOBaHA. Ecnu TpyAHOCTH, BO3HHKAIOMIME IPH
CTEPWIM3ALMK KAXKAOIO BHOA MPOMYKIMH, W BO3ICHCTBHC (DAKTOPOB LMKJIA HA
KXKIbIHA BAA NPOAYKLMH (Hampumep, abcopOIms OKCHAa dTHIEHA) YK€ M3BECTHBI
B JOCTATOYHOM CTEMCHW, TO A LeNeld BalMIAlliH MOXET WCIOIb30BaThCa
STATOHHAs 3arpy3Ka(#), yKa3aHHAA B TOKYMEHTAIUH.

Crenyer cpaBHATH HOBBIE BUABI IPOJYKLUH ¢ 3TAJIOHHOI 3arpy3Koil u, ecnu
TIPEMIOIATAETCS, YTO OHU MPEACTABILIOT OOJBINYIO TPYAHOCTH JUTS CTEPHIIM3AIIIY,
HEOOXOOWMO TPOBECTH MONHBIA IWMKI HWCCIENOBAHWH H  aTTECTAlHIO
SKCILIyaTHPyEeMOT0o 000pyI0BaHHUS.

Pacnpenenenne TeMmepaTypel 0 00beMy CTEPIITU3YEMOM 3arpy3Ku JOJDKHO
OBITH ONPENECNICHO T KaXZOro cmocoba 3arpy3kd H IS PEKOMEHIyeMOoit
3arpy3ku. M3 mpakTUKH U3BECTHO, UTO UCIIONBE30BAHUE TOTO JKE€ YHCIIA M3MEPEHHIA,
YTO ¥ VI OTPEICICHHUS PACIpPEACICHII TEMIIEPATYPHl B MyCTO#H KaMepe BO BpeMs
KOMHCCHOHHOI  TIpOBEpKH, JAaeT AafeKBAaTHYIO KapTHHY paclpeIeNeHus
TEMIIEPATypPEl. MeCTOMONOXKEHIE NaTIAKOB B CTEPHIIH3YEMOl 3arpy3ke AOIDKHO
ObITh BBIOpAHO TakuM 00pa30M, YTOOBI OMPENCITATh MAKCHMAILHOE H3MEHEHHE
TEMIIEPAaTyphl U B XOA€ KOMHCCHOHHOHW NPOBEPKH YYacTh MECTOIOJIOKEHHE
TOPAYHX U XOJIONHBIX TOUECK.

ITpu paspabGoTke TpeGoBaHHil MO AKCILIyaTalMy U YKa3aHHBIX CHOCOOOB
3arpy3KkH  JOJDKHBI  OBITh  ONpPEACNCHBI  JKCIUTyaTalHoOHHBIE  (PU3HUECKUE
XapaKTEePUCTHKH, yka3aHHbIE B B.2.3.

B.3.4 Aspauus
Ilpumevyanune — Hacrosamuii ctanaapt He onpenenaeT AONMYCTHMbIC YPOBHH

COJEpXKAHMA OKCHAA OJTHICHA M MPOAYKTOB €ro peakuud. buomorumueckas

COBMECTUMOCTB TpoaykTos — 10 ISO 10993-7.
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Temmeparypa B CTepHIN3yeMOi 3arpy3Ke B X0J€ MPOLECcca a3paliiy JOIDKHA
U3MEPATECS B  TEUEHHE BCEro IMEpHoAa BPEMEHH, HEOOXOJUMOTO A
CTaOMIHM3ALMK TEMIIEPATYPhl CTCPHUITH3YEMOMH 3aTPy3KH.

B.4 ATTecTanus IKCIIIyaTHPYEMOro odopynoBanus no
MHKPOOHOJI0THYECKHM XapaKTepucTuKam [5.4]

CrenyeT yYuTHBATh CYIICCTBCHHBIE H3MEHEHHS B U3JEC/IHH, YIIAKOBKE WA
TIpoIecce, HapuMep:

YIaKOBKY;

KOHCTPYKIIHIO TIPOTYKITHH,

KOH(MUTYpPaLMIO CTEPUIIM3YEMOii 3arpy3KH HITH ITIOTHOCTS;
cTepmwIn3yolee 000pyI0BaHuE;

IUKJI TIPOIIecca.

JomKHO ObIThb YCTAHOBIIEHO BIMSHUE TaKUX H3MEHEHHUIl Ha BCE CTaIuU
mporiecca CTEPHITM3ANAY, BKIIOYAs TNPEABAPUTENBHOC KOHIWIMOHWPOBAHHE U
a3paLuo.

Pesynbrathl, momygeHHbIe BO BpeMs KOMHCCHOHHOI MPOBEPKH U arTeCTalli
IKCIUTyaTHPYEeMOro 000pyaoBaHus MO (U3HUECKUM XAPAKTEPHCTUKAM, JODKHBI
HCTIONB30BATHCS, YTOOBI ONPEICTMTh KPUTHUECKHE NapaMeTphbl Ui CIELHaTbHOIO
HCCIIENIOBAHUS B XOJE aTTecTaly OJKCIUIyaTHPyeMoro o0Opy[OBaHHA IO
MHKPOOHOIOTHICCKAM XapaKTEPHCTHKAM.

IIpuromHocTs OHOIOTHYECKOTO MHANKATOPA MOXKHO MOKa3aTh HECKOIbKUMHU
Metonamu. Breibop MeTona 3aBHCHT OT OLieHKH OnoHarpy3ku. Hu onun u3 metonos
HE MOXET OHITh PpEKOMCHAOBAH IS BCEX BHAOB MpoAyKIWH. MoryT
HCMOJIb30BATHCS CICIYIOLINE METOIBI:

a)  KOrJa TIPH OICHKE OWOHATPY3KH TMPOU3BOMUTCS HWIACHTH(MHKAIHS
MHKPOOPTaHU3MOB, BEJIIMUUHB [) MOTYT OBITH ONpEAENICHBI WM IONYYEeHBl H3
JIATEPATYPHBIX HMCTOYHUKOB JUI PE3WCTEHTHOM HYacTH momyyiauud. UToOsI
TIOATBEPMTH BO3MOXHOCTh HNPUMEHEHUs OHOJIOTHYECKOTO HHIMKATOPA, BPEMH,

HeoOXoouMoe sl JA€3aKTUBAalMM  OWOHArpy3kd OO0  YCTAaHOBJICHHOTO
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TapaHTHPOBAHHOTO YPOBHA CTEPIJIBHOCTH, MOXKET CPaBHUBATHCSA C BPEMEHEM,
H€06XOI[I/IMBIM AT TOATBEPKACHUA aACKBATHOCTH 6I/IOHal"py3KI/I HUHOUKATOPA,

b) korma wAeHTHGUWKANMSA MHKPOOPraHW3MOB HE TIPOBOJOUTCH, a
OuoHarpy3ka Hu3ka (Hampumep, MeHbmie 100), BO3MOXHOCTH NIPHUMEHECHHUS
OGHOJIOTMIECKOTO MHIMKATOPA MOXKHO OIECHWTH IO MACMOPTHBIM AAaHHEIM. UTOOEI
MOy ISIIKs OMOHATrpy3KH OblIa Gojee ycToiunBa K AESHCTBHIO CTEPIITN3ANNN, YEM
OHMOHArpy3Kka WHIMKATOPa, OHA JO/DKHA MMETh BelHunHy [D B 1,5—2 pasa BIIe,
yeM y OHOIIOTMYECKOro HMHAMKATOpa. Takas BeIMYMHA DPE3UCTEHTHOCTH JUIA
€CTECTBEHHOUM MUKPOMIIOPHI B JIATEPATYPE HE YIIOMHUHACTCS,

c) KOrJa HWACHTA(MKANKS MHUKPOOPTaHM3MOB HE TMPOBOJUTCS, a
OuoHarpy3ka BBICOKA, BOSMOYKHOCTh NMPHMEHCHHS OHONOTHYECKOr0 WHIHUKATOPA
JOJDKHA OBITH ONpe/e/icHa BO3ICHCTBHEM HA HEro CyOJeTajbHBIM (YaCTHUYHBIM)
ITUKIIOM. C IIOMOIIbIO 3THUX MCIBITAHUH MOKHO CpaBHUTb OTHOCHUTEIIbHBIC CTCIICHU
WHAKTHBAIIAH.

Buomorvyeckne HMHOMKATOPHl IOJDKHBL OBITH THOMEIICHBI B  MeCTa
MIPOIYKITAH, KOTOPBIC SBJIAIOTCS HAMOONICe TPyAHBIME i CTepuim3anuu. Eciu
KOHCTPYKIHS HM3ICITUS HE TO3BOJACT Pa3sMECTUTh OHONOTHYCCKWA HWHAWKATOp B
HanOOJIEe TPYAHOM [UTSA CTCPHITH3AINN MECTE, HYKHO HHOKYJIHPOBAThH CyCICH3HH
Cnop Ha  OPOAYKUMIO, uTOOBl  O0ECHEYNTb  M3BECTHOE  KOJIMYECTBO
KU3HECTIOCOOHEIX crop. CyCreH3us Cop, MaTepHAIThI M MCIIONE3YEMbBIC METOIBI
JTOJDKHBI cO0TBeTcTBOBaTH [SO 11138-1.

BaxxHO [OCTHYL PAaBHOMEPHOTO pPACHpENCIICHHS CHOP HA TOBEPXHOCTH
IPOMYKIIMK, HA KOTOPYIO OHH JIOJDKHBI WHOKYJHPOBATHCA. [IOBEPXHOCTHBIC
XapaKTEePUCTHKA MPOAYKUHU OyAyT BJIMATH HA PACMHPENECIIEHHE CIOP U MOTYT
BECTH K MCKAKEHMIO KAPTHHBI PE3UCTCHTHOCTH TI0 CPAaBHCHHIO C APYTHMH
CHCTEMaMH.

Buoornyeckine WHANKATOPH WM WHOKYIUPOBAHHASA TPOAYKIHS OJIKHBI
OBITH PAaBHOMEPHO PaCIPENEICHE B CTEPHIM3YEMOH 3arpy3Ke, HO pacrpeenieHne
JOJIDKHO BKIIKOYATh TC€ MECTa, ra¢ YyC/IOBHUA CTCpHIHM3allHHU HaI/IGOJ'[CC TPYAHO

Jocrmkumbl.  KomnuecTBO OHMOJIOTHUECKUX WHAMKATOPOB, HCIOJIB3YEMbIX JUIA
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aTTecTalliMl  SKCILTyaTHPYeMOro Oo0OpYyNOBaHMSA MO  MHKPOOHMOIOTHYECKHM
XapaKTEPUCTUKAM, JOJDKHO JEMOHCTPHPOBATE JE3aKTUBALIMIO MUKPOOPIaHU3MOB B
CTEpUIM3YyEeMOi 3arpy3ke. MOXKHO HCIONB30BATE T€ K€ CaMble MECTa, YTO U A
KOHTPOJA TeMIleparypsl. TiarensHas oueHka 3(hGhEeKTHBHOCTH MPOLECcCa MOXKET
OBITh TOJIyYeHA TNPH UCIOJIB30BAHUM JBYX OHONOTMYECKHX WHIMKATOPOB OKOJIO
MECTa PacMoOKEHUI KOKIOW TepMOmaphl. B cltokuBIelicss NpakTUKe aTTeCTaluy
JUI1 MUKPOOUOJIOTHYECKUX WCIBITAHHA HMCIOMb3YIOT CIEAYIOIIEe KOJIHUUECTBO
OMOTIOrHYECKUX UHIUKATOPOB!

a) s CTEPWIM3aTOpa TONE3HBIM OOBEMOM KaMepsl A0 5 M
BKIIIOUHMTEIbHO — He MeHee 20,

b) I CTepWIM3aTOpa IMOIE3HEIM OGBEMOM KaMephl oT 5 g0 10 M’
KOJIMUECTBO OUOJIOTMIECKUX WHAWKATOPOB JOJDKHO OBITh YBEJIMUEHO HA ABA IS
Ka)KJIOTO JOTOTHUTETEHOTO 1 M7

C)  [UIs CTEPHIM3ATOPA C TONE3HBIM 0GBEMOM Kamepsl Gosee uem 10 M’
KOJIMUECTBO OMOJIOTHUECKHX HHAHKATOPOB HOJDKHO OBITH YBEJTHUEHO CHOBA HA JIBa
JUTS KAXKBIX JOTIOHATEBHBIX 2 M.

ATTecTanus SKCILIyaTHPyeMOro o0opyIOBaHHA 10 MHUKPOOHOIIOrHYECKUM
XapaKTepUCTHKAM JOJDKHA OBITh BBIMIOJHEHA C HCMONB30BAHHEM OJHOTO W3

CIICOAYIOIUX 06H.[I/IX TOaX0O0B.

IMpumeuyanue — Tlpu ompeneneHHMH  BpPeMEHH  BO3ICHCTBHA ¢
HCIIONB30BAHMEM TIPUBEACHHBIX HIDKE METONOB A HitH B B pacuert cieayer OpaTe ypoBHH
MHKPOOHOTO 3arpsA3HCHHsA IPOJYKUHH JO CTEPHIH3aUMH. TOYHOCTH METOJOB
ONPEJENEHUs] MUKPOOHOTO 3arpsA3HEHHA 0 CTEPHIH3ALMH HEOOXOMUMO YUHTHIBATH MPH

HUCIIOJIb30BAHUH MCTOAOB ONMPEACICHUA BPEMCHH BO3JACHCTBUA.

B.4.1 Meron A: nocrpoeHue KpUBOii BEIKUBAHHS

Merton, onucannpiii B 7.2.1.1, MOXKeT HCTIONMB30BATHCA NI PYKOBOJICTBA.
b.4.2 Meron b: MmeTox oTpHIIaTeIBHOM OOTH

Merton, onucannbiid B 7.2.1.2, MOXeT HCIIOIB30BATHCS I PYKOBOICTBA.
b.4.3 Metoz C: MeTOo IOJTOBHHHOIO LIMKJIA
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DTOT METOJ UCIONb3yeTCd IS ONpPEACNiCHHS MHHUMATBHOTO BPEMEHH
00paboTKM OKCHAOM STHJICHa, MpPH KOTOPOM He OOHAPYKHBACTCS IKMBHIX
MHUKPOOPraHU3MOB, BCE JAPYIHe MapaMeTpsl Mpoliecca, KpoMe BPEMEHH, OCTAK0TCA
MOCTOSHHBIMA. UTOOBl TOATBEPANTh MHUHWMAIBHOE BPEMs, IO/DKHBI OBITH
BBITIOJTHEHE JIBA Pa3/IeNbHBIX JKCIEepUMeHTa. B 060Mx 3KCIeprMeHTax HE JOJDKEH
00HapyKHUBATbCA POCT MEUKPOOPTaHU3MOB, HHOKYJTMPOBAHHEIX Ha OMOJIOTMIECKUX
AHAAKATOpax. 3aJJaHHOE BPEMs BO3JECHCTBHUA JOJDKHO OBITh, MO KpaiiHel Mepe, B
IBa pa3a Oonblie MUHUMANbHOTO. L[MKI KOpPOTKO#H NPOMOIKATEIBHOCTH, IHPH
KOTOPOM MOTYT OBITH BBIACNICHBI )KUBbIE MUKPOOPIaHU3Mbl, TAK)KE TOJDKEH OBITH
0TpaboTaH, 9TOOBI MOKA3aTh TEXHHUECKYIO BO3MOXHOCTh PETCHEPALIHH.

Ycnosusi, HCHONb3YEMBIE T PereHepalii OHOJIOTHIECKUX WHANKATOPOB,
IOJDKHBI OBITH YCTAHOBJICHBI M JOKYMCHTHDOBaHbI mNpH Banumanud. [lpu
YCTaHOBJICHHHA I/IHKyGaLll/IOHHOFO nepuoaa cCiacayet mNpuUHUMaTb BO BHHUMaHHUC
BO3MOXKHOCTb OTCPOYCHHOTO POCTa CIOP, KOTOphle OBUIM HOABEPTHYTHI
BO3JEHCTBHIO OKCH/IA 3THIICHA.

B.5 3axsrouenue o paauganuu [S.5]

OTueT 0 BATMOAINH JOJKESH COAEPKATh MM IABAaTh CCHUIKY HA!

a)  JeTalbHOE OMHCAHWE CTEPHIM3YeMOW  MPOOYKIMH  (BKIIOYast
YIIAKOBKY M CII0CO0 3arpy3KH B CTEPUIIN3ATOD);

b)  TexHWueckue TpeOOBAHMS K CTCPHITH3ATOPY;

C)  JaHHbIe KOMHCCHOHHOMN ITPOBEPKH;

d)  TPOTOKOIBI aTTeCTalMH SKCIUTyaTHPyeMOro oOOpYZOBaHHS IO BCEM
TEKYIIMM (U3HYECKHM M OHOIIOTHYECKIM XapaKTEPHUCTHKAM [UIT BCEX NapTHif;

€) yKazaHWe O TOM, UYTO BCE KOHTPOIHHO-U3MEPHTEIbHBIC,
perucrpupyomme mpruOopsl U T. A. ObH KaauOpOBaHBI BO BPEMA ATTECTAINH
OKCILIYaTHPyEMOTr0 000Py/I0BAHHS,

f) YCTIOBHS MOCIEAYIOIIEeH TIPOBEPKH U PEBAIUAALNY;

g)  mpoTOoKOJI(bl) BAIMIALMNY,

h)  [DOKyMEHTHPOBAaHHBIEC UCIOIB3YSMbIE METOIUKH,
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1) yuebHBIe TTOCOOHA W HMPOTOKONBI 00 OOYYEeHHHM BCEro MPHYACTHOTO
TIepcoHaa;

j) JOKYMEHTHPOBAHHbIC PEKUMBI PAOOTHI, BKJIOYAs OPEACIIBI TOMYCTHMBIX
OTKJIOHEHHI OT IMPOM3BOACTBCHHOTO MPOLIECCa;

K) METOAWKH 110 KATHOPOBKE M TEXHUYECKOMY OOCITYKHBAHHIO.

[To 3aBepIIECHUIO MPOTPaMMBI BATHIALNH PE3YIBTATH HCIBITAHUH JOJKHBI
OBITH CBEIECHBI B MPOTOKOJ O HPOBEACHHH MPOBEPOK. Bammmarms koMOuHammu
OPOLYKIHMA/YIIAKOBKA/3arpy3Ka Uil KaKAOTO CTepWin3aTopa OyJaeT CUMTaTrhCs
TIPUHATOM TOCIEe YTBEPXKIACHUS €€ JIMIOM (JIHIaMH), YKa3aHHEIM B CHCTEME
obecIieueHns KauecTBa CO CTopoHbl uarorouresieii no ISO 9001.

B.6 Pepasmpamnmns [5.6]

B.6.1 PeBayiuarus aosnkHaA ObITh NPOBECHA /LI MOATBEPXKACHUS TOTO, YTO
HE NPOMU30LLUIO0 CIIy4YalHbIX U3MEHEHUH B MpOLiECCe H NEPBOHAYAIIbHBIN MPOTOKOI
BAMMAIMKA OCTACTCI B CHJIC. PeBamumanus AODKHA BKITIOYATH OJIEMCHTEHI
MOBTOPHOW KOMHCCHOHHOW TPOBEPKA W MOBTOPHOH artectamun. OOBIYHO
TOBTOPHAS aTTECTAIMs BHIMOJNHACTCS HA STATOHHON 3arpys3ke WJIM HAa THITOBOWM
mpoxyknun. OOHAKO €CH TNPH MOBTOPHOH KOMHCCHOHHOH IIPOBEPKE WA
MMOBTOPHOM  arrecrammd  OOHApYXXHMBAIOTCA  W3MEHCHHA  Tpolecca, TO
KOMPCCHOHHAs MPOBEPKa W arrecTandsa paboTel 00OpyNOBaHHA HOJDKHBI OBITh
TIPOBEICHBI TIOBTOPHO.

B.6.2 Ilpu yTBeprkACHHHM MPOTOKOJIA PEBATMIALNHN JOJDKHBI YUUTHIBATHCS
Pe3yNIbTATHL MPEIBIAYIMX BAMAAIMA U peBamuaanui. OtaenbHas KOMACCHOHHAS
TIPOBEPKa M TIOBTOpPHAS ATTECTAIMsl IUKJIOB BBITIONHAIOTCA OOMHAKOBO. JlaHHBIE
peBAMIOAMK [O/UKHBI CPABHUBATHCA C MEPBOHAYAIBHBIMH  POTOKOJIAMH
BaymAanuu (U JE000# TMOCICAYIOMICH peBATHIALNHN) A TOATBEPXICHAS TOrO,
9T0 MEPBOHAYATIBHBIC XAPAKTEPUCTHKH COXPAHEHBI. TO CPaBHEHHE OOJeryaercs
OMHAKOBBIMHU (HOPMaMH TSl IPOTOKOJIOB BATMAALMH U PEBATUAAIIHH.

B.6.3 Pepanmumarus 10/DKHA BKIIFOYATH CIEAYIONIEE:

B.6.3.1 [ToBTOpHAst KOMMCCHOHHAS MPOBEPKA:

a)  TOATBEP)KACHWE HAJIWYWS KATHOPOBKH BCEH ammapaTypsi;
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b)  mpoBepka BEIMUHHBI YTEUKH U3 Kamepsl (A .4);

C)  OTpEeAeNeHHWE XapaKTEePHCTHK IOTIONHHUTENBHBIX BCIIOMOTaTeIbHBIX
CHCTEM, TAKUX KAaK MapOBbIC FCHEPATOPHI M MCIAPUTENM CTEPIUTH3YIOIIETO arcHTa
(B.2),

d)  pacnpenenenne Temneparypsl B mycroii kamepe (B.2);

¢)  ompeneneHHe (UIMUECKUX MAPAMETPOB UIA MyCTOW Kamepbl, TaKHX
KakK:

1) riyOMHA U CKOPOCTh JOCTHIKEHHUSA BaKyyMa,

2) TIOBHIIIICHAE JTARJICHUS TIPYW BBEACHHWU TTapa BO BpEMs CTaAuH

KOHTMIIMOHMPOBAHMS,

3) TOBHIIIICHAE TABJICHUS M CKOPOCTH JOCTHKEHHsA Tpebyemoro

JABJICHHS BO BPEMS MOAAYH CTEPUITU3YIOIIErO areHTa,

4) KOppeJISILKs MOBBIIICHMs AaBJICHHS C APYTHMM METOIOM(aMH),

HCTIONTB3YEMBIM IS KOHTPOJIA KOHIIEHTPAHH OKcHaa stiiieHa (B.3),

5) rITyOMHA H CKOPOCTh JOCTHXKCHHS BaKyyMa, HCIIOJIb3yEMOr0 BO

BpeMS yAAICHHUA OKCHJIA STHJICHA,

6) TIOBHIIIEHAE JABNICHHS M CKOPOCTH HOCTIKEHHsA TpebyeMmoro

JIABJICHHUA BO BpeMs TTOIa9H BO3AyXa (MIH IPYTHX Ta3oB),

7) KOJIMYECTBO MOBTOPCHUI Omepaluii mepeuncieHuii 5) u 6) u

TMOObIe M3MEHCHHS B YCTICTITHBIX MOBTOPeHHUAX (B.2);

f) aymuropckas npoBepka MPOTOKOIOB TEXHHYECKOTO 00CTyKUBAHH U
KaTuOPOBKH.

B.6.3.2 TloBTOpHAs aTrTecTanmus:

a)  OmpeAeieHHE  TEMIEPATypsl  CTEPWIM3YEMOM  3arpy3Kd  H
pacIpeneNneHus BIXHOCTH BO BPEMs NPEIBAPHTEIIHHOIO KOHIUIIAOHHPOBAHHS
(5.3.2);

b) onpenmeneHne — TeMmepaTypsl  CTEPHIM3YEMOM  3arpy3kd  H
paclpeeseHus BJIaYKHOCTU BO BpeMs KOHIULIMOHUpoBanus (5.3.3);,

C)  OIpEAENCHUE PACIIPEACIICHHUS TEMIICPATYPhl CTEPUITU3YEMOM 3arpy3Ku

BO BPEMS BO3JCHCTBHSA CTEPIITH3YIOMIEro arexra (5.3.4);
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d) onpenenenme cremyromux  (GUINYECKHX ~ XAPAKTEPUCTHK  JUIA

3arpy »KeHHOHW KaMepHl:

1) rIyOHHA B CKOPOCTh JOCTHIKEHHS BaKyyMa,

2) TIOBHIIICHHE TABJICHUS TPH BBEACHHM Napa BO BPEeMsA CTaAuH
KOH/IMLIAOHUPOBAHHS,

3) KOppeALHs TIOBBIIIICHHS JABJICHUS BO BpeMs

KOHAWIMOHUPOBAHHA JPYTHM METOJIOM(aMH), HCIIOJIb3YEeMBbIM(MH) I
KOHTPOJIA BJIQKHOCTH B KaMepe,
4) TIOBBIIICHAE JABIICHUA M CKOPOCTh JIOCTIDKEHHS TpeOyeMoro
JaBICHUA BO BPEMs ITOIAUH CTEPIUIM3YIOIIETO areHTa,
5) KOpPEeJSIAS TOBBIIICHHUS MJABJICHUS APYTHM METOIOM(aMH),
HCIONB3YEMBIM 15l KOHTPOJIA KOHLEHTpauu okcuaa s>Tmiena (C.3),
6) myOMHAa M CKOPOCTb  JOCTHKEHHA BaKyyMa, OOBIYHO
HCTIONB3YEMOT0 BO BPEMS VAAICHHS OKCHIA STHJICHA,
7) TIOBHIIICHAE JABJICHUS M CKOPOCTh HOCTH)KEHHA TpeGyemoro
JIaBJICHUS BO BPEMS IOJIa9X BO3/yxa (MM JPYTHX ra3oB),
8) KOJIMYECTBO IIOBTOPEHWH OmNepanuii mepeuncineHuit 5) m 6) u
nro0ble U3MEHEHHS B YCIICHIHEIX MOBTOPEHX (B.3);
€)  OIpeAcNeHHE  pACIpefeNeHHs  TEMOEPaTypbl  CTEPHIA3YEeMOit
3arpy3Kku, 00TeKaeMol BO3AYIIHBIM TIOTOKOM BO BpeMs adpammH (B.3);
f) aTTecTanys 9KCIUTyaTHPYEMOTO 00opy moBaHUs o
MHUKPOOHONIOTHUECKHM XapakTepucTukam (B.4).
B.7 Meroanka BBIYHC/IEHHSI BeJHYMHBI [ NpH  aTTeCTALIHH
IKCILIyATHPYEMOro o0opynoBaHusA o MHKPOOHOJIOTHYECKHM

XapaKTepHCTHKAM Mo MeToxy B

Ipumeuyanue — Jletanu BBIMHCICHHA BEIMYHHKL ) IIPH aTTECTALMH
SKCIUyaTHPYEMOTO O0OpPYAOBAHHA MO MHKPOOHOIOTHYECKHM XapaKTEPHCTHKAM IIO
MeTojly B, mpuBeJeHHBIE B HACTOSINEM IIPUIOKCHHH, OCHOBAHBI HA METOZE, KOTOPEIH

omucan B Pflug IJ. uw Holcomb, R.G., «[IpHHIMIBI TEMIOBOrO pa3pyIIeHHsS
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MHKPOOPTAaHH3MOB TPH JE€3MH(MEKIMH, CTEPUIIM3ALMH W TACTEPH3ALUN», 3-¢ H3JaHHE

(1983) u3n. S.S. Block, Lea u Febiger, ®unanensdus.

Ilpu wcmonmp3oBanuu Metoma B B cooTBercTBUM ¢ 5.4 OyXyT IOTydeHEI

CIICOYIOIUE JaHHBIC!:

Bpems BozaencTeust KommaecTso TecT- Konu4ecTBo TecT-00beKTOB, HE
CTEPUIHU3YIOLLETO areHTa 00BEKTOB, NOBEPIIINXCS J1aBLIUX POCT
BO3ACHCTBHIO
1; n; 0
1) 12 r
13 nz &
1y Ry ry
ts ns s
ts 17 Hs
7 ny ny

Bpewms 1; — caMoe KOPOTKOe BpeMsl BO3ACHCTBUE CTEPUIIM3YIOILETO areHTa,
IIPH KOTOPOM BCE TE€CT-00pa3Libl MOKA3bIBAIOT POCT. Bpems Bo3aeicTBuUA OT £, A0 15
— BpEMA BO3JEICTBHA, YBEINYHUBAIOLLEECS B KPaTHOE YHCIIO Pas3.

Bpems Bo3neiicTBuys {5 U 7 — OBA BPEMEHU BO3CHCTBUA, MPH KOTOPHIX BCE
TecT-00pa3ibl He MOKA3hIBAIOT HUKAKOro POCTa.

Jns BpeMeHU BO3ACHCTBUA CTEPUIM3YIONIETO areHra OT f; 10 I

PaCCUMTHIBAOTCA KOIPPUIIMEHTHI X U y TIO hOpMyJiam:

C hitha (B.1)
)'J':Ta

R (B.2)
b—"m "F‘

IIpw ¢; Bce TecT-00pa3iibl MOKA3hIBAIOT POCT M O3TOMY

al B3
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Cpe}:[Hee BPEMA NOCTUIKCHUA CTCPHUIIBHOCTH U; MOXKET OBITH paccuuTano 1mo
SHAQUCHMAM X; B Y; U1 KAKAO0I0 BpEMCHH BO3/ICUCTBHSA CTEPHIU3YIOIIETO areHTa f;

o dhopmyite

W=X (B4)

Cpe}IHGG BpEM:, IIPU KOTOPOM HE NPOUCXOAUT HUKAKOI'O POCTA, -|u, JUISt
000 M3 KCTBITHIBAEMBIX BBIOOPOK, MOXKET OBITh PACCUMTAHO KaK CyMma Ui IS KaXKAOrO
BPEMEHU BO3JACHCTBUA OT f; 1O lg:

=5 (B.3)

Cpenuss Bemmuuna £ () paccuntreisaerca mo dopmye

P (B.6)
0,2507 +logjg & °

rae Ny — HayaibHOE KOJIMYECTBO MUKPOOPraHW3MOB, HHOKYJIMPOBAHHBIX HA TECT-
00pasIEL.

ITpu BBUMCICHUH BPEMEHH CTEPUITH3AMUN Dpaey TIO STOMY METOAY CIIEIAyeT

HCTIONE30BaTh 95%-Hblil AOBepUTENbHBIH Npeaen aia L

Dppen= D427, (B7)

rae V monaydeHo cuenyommM 006pazoMm:

Ve ol 23026 1 (B.8)
R ST

m; {mp=1)

5 =1 (B.9)
¢=025 2 (o +h_ 1P [V,j(m n)]‘

i=2
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Ipunoxkenue 1A

(cmpaBo4HOe)

CBeIleHI/IS[ 0 COOTBETCTBHH MCKIOCYAAPCTBCHHBIX CTAHAAPTOB
CCBIJIOYHBIM MEKAYHAPOAHBIM CTaAaHAAPTAM

Tabauma JIA1

O6o3Hauenre 1 HanMeHoBaHHe | OGo3HAYEHHE U Crenenp | O603HaueHNE 1
ME>KAyHapOJHOr0 CTaHAapTa HalMEHOBaHHE COOTBET- | HAUMEHOBaHHE
ME>KIyHapOJHOTO CTBHS MEXXIOCYAapCTBEHHOTO
CTaHIApTa APyroro cTaHzmapTa
roaa M3IaHus
ISO 9001 - 96 Cucremsl - - *
KauecTBa. Mopenn pif) 1
obecrieueHust KadecTBa MpU
MPOEKTHPOBAHUH, pa3padboTke,
NPOU3BOACTBE, MOHTaXE W
00CITy KHBaHUH
ISO 9002 - 96 Cucremsl - - *
KauecTsa. Monenn st
obecnieyeHus1 KadecTsa MpHU
MIPOU3BOJACTBE, MOHTaXe U
obcty KIBaHUK
ISO 11138-1:1994 - IDT I'OCT ISO 11138-
Crepwmmzauys MEIHIUHCKON 1—2011  Crepunusauus
npoaykuuy.  buomorudeckue MEIUUUHCKOI NpOnyKLHH.
unpukatopel. Yacte 1. Obmue Buonornueckue
MOJIOKEHMSI uHnukatopbel. Yacte 1.
TexHuueckue TpeboOBaHUs
1SO 11138-2:1994 - IDT T'OCT ISO 11138-
Crepmmmsanuss  MEAMLITHCKOH 2—2011  Crepunmuzanus
nponykuuu.  buonoruueckue MEIULUHCKOI MPOAYKLMH.
WHIUKATOPBI. Yactb 2. Buonoruueckue
Buosiornvueckne  MHAMKATOPHI uHaukaropel. Yacte 2.
IUIl  CTePWIM3ALMH  OKCHIOM Buonoruueckue
3THJIEHA HMHAUKaTOpPbI IS
CTepWIM3ALUN  OKCHAOM
JTHJIEHA

ISO 9004:1987 Ynpasienue
Ka4eCTBOM H DJIEMEHTHI
CHCTEMBI Ka4€eCTBa.
Pyxosomsiiue nogoxkeHus

£
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Oxonuanue maoauywt J[A1

TOCT ISO 11135-2012

O6o3HaueHue 1 O6o3nauenne u | Crenenp | OO03HaUeHHE 1 HAUMEHOBAaHHE
HaUMEHOBaHIE HaMMEHOBaHHE | COOTBET- MEKrOCyJapCTBEHHOTO
MEKIY HApPOJHOTO CTAHAAPTa | MEXAYHApPOMHOTO | CTBHUSA CTaH/apTa
CTaH/apTa APyroro
rofia U3JaHUs
IEC 61010-2-041:1995 - - *
OnexTpoobopyaoBaHuE IS
NpOBEACHN U3MEPEHMUI],
yIpaBIIeHus U
nabopaTopHOTo
ucnonb3osanus. Yacts 2-
041. YactHble TpeOoBaHUs K
[IaPOBBIM ABTOKJIABAM JIJIs
00paboTKH MEAMIIMHCKUX
MaTEPHAJIOB U IS
J1a00paTOPHBIX IPOLECCOB
ISO 13485:1996 Cucremsi | ISO 13485:2003 IDT ([I'OCT ISO 13485-2011
KayecTBa. Menuunackue | U3nenus Hsznenus MEIUIUHCKHE.
M3, YacTHble | MEIHLITHCKUE. Cucremsl MEHEIDKMEHTA
TpeOoBaHus K NpuMeHeHuto | Cucremsl KauectBa.  TpeOoBaHms K
cranpapra ICO 9001 MEHEeI)KMEHTa peryJIMpOBaHHIO ({ISOo
Ka4yecTBa. 13485:2003, IDT)
TpeboBanus K
PEeryJIMpOBaHHUIO
ISO 13488:1996 Cucrems! | ISO  13485:2003 IDT T'OoCT ISO 134852011
Ka4decTBa. Menununckue | U3nemnust H3nemus MeIULHCKUE.
U3IEITHA. YacTHBIE | METUIIMHCKUE. Cucrembl MeHEIKMEHTa
TpeboBaHust k npumeHeHuro | CucreMbl KaJecTBa. TpeboBanus
craggapra CO 9002 MEHeKMEeHTa peryIMpOBaHUIO (Iso
Ka4ecTBa. 13485:2003, IDT)
TpeboBanus K
pery TMPOBaHHIO

*

CoOTBeTCTBYIOIIME MEXIOCYIapCTBEHHBIM CTaHAAPT OTCYTCTBYeT. Jl0 €ro yTBEpXKICHHA

PEKOMEHAYETCS HCIOIB30BaTh IIEPEBOJ HAa PYCCKHUM S3BIK JAHHOTO MEXAYHAPOJHOTO CTAaHAAPTA.
TMepeBox JaHHOTO MEXIYHAPOJHOTO CTaHAapTta Haxoautcs B denepambHOM HHPOPMALMOHHOM (OHAE
TEXHUYECKUX PErTIAMEHTOB U CTAaHIAPTOB.

[Mpumeuanue — B HacTosmeM cTagapTe MCIOIb30BAHO CICAYIOIIEE YCIOBHOE 0OO3HAYMCHHE

CTCIICHU COOTBCTCTBUA CTaHaapTa:

- IDT — uaeHTHYHBIE CTAHAAPTHI
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YIK 637.132.4:715.478:658.513:006.354 MKC 11.080 P26

Knrouesbie cioBa: MEAUIIMHCKHAE U3AENHS, CTEPUITN3ALNS, OKCU 3TUJIEHA,
TEKYLUUHA KOHTPOJIb
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