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MpeancnoBne

1 NOArOTOBNEH O6LwecTBOM ¢ OrpaHUYeHHON 0TBETCTBEHHOCTLIO «PapmcTep» (OO0 «dPapMcTep»)
Ha oCHOBe COBCTBEHHOTO NepeBoAa aHrosA3bIYHOW BePCUM CTaHAapTa, yKa3aHHOro B NyHKTe 4

2 BHECEH TexHuuyeckum komuteToMm Mo craHaaptusaumu TK 383 «Crepunusauusa MeauuUUHCKON
npoayKunmn»

3 YTBEPXIEH W BBEAEH B AENCTBUE Mpukasom ®efepansHOro areHTCTBa Mo TEXHUYECKOMY
perynupoBaHuio u MmeTponorin ot 22 asrycta 2017 r. Ne 946-ct

4 Hacrtosuymin ctaHgapT naeHTudeH esponenckoMy ctaHaapty EN 1422:2014 «Ctepunusatopbl gns
MeaMumuHCKux uenein. Ctepunusatopbl Ha OcHOBe okcuaa aTuneHa. Tpe6oBaHUst U METOAbl UCTILITAHWUI»
(EN 1422:2014 «Sterilizers for medical purposes — Ethylene oxide sterilizers — Requirements and test
methods», IDT)

Mpu npuMeHeHnn HacToALWEero cTaHaapTa pekoOMeHAyeTCA UCNOoNb30BaTb BMECTO CCbINTOYHBIX MeXAyHa-
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5 BBEJEH BINEPBbIE

lpasurna rnpuMmeHeHUs1 HacMosWe20 cmaH0apma ycmaHoe/leHbl 8 cmambe 26 OedepanbHo20 3aKoHa
om 29 urons1 2015 2. Ne 162-®3 « O cmaHdapmu3auuu 8 Poccutickoli ®edepavyuuy. UHghopmatius 06 usmeHe-
HUSIX K HacmosiweMy cmaHOapmy fy6iiuKyemcsi 8 exe200HOM (110 COCMOsIHUI0 Ha 1 iHeapsi mekyuiezo 200a)
UHGOPMaUUOHHOM yKasamere «HauuoHanbHble cmaHOapmsi». B criyyae nepecmompa (3ameHbi) unu omme-
HbI Hacmosiweao cmaHOapma coomsemcmeyoujee yeedomneHue bydem onybnukosaHo 8 bnuxatiwem
8bIf1yCKe eXeMeCsYHO20 UHhopMalUOHHO20 yKa3amers «HayuoHansHele cmaHOapmel». Coomeememeyio-
was uHhopmauus, yeedomeHue U meKkcmei pasMmeLalomes makke 8 UHhopMayUuoHHoOU cucmeme obuje2o
roib308aHUs — Ha oguyuansHom calime ®edepasibHO20 azeHmcmea 110 MEeXHUYECKOMY pe2yniupo8aHUuio u
Mempornoauu e cemu UHmepHem (Www.gost.ru)
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BBepeHune

CTepunusaTtopbl Ha OCHOBe 3TWMEHOKCUAA, UCNOMb3YIoLUME B KAYeCTBEe CTEPUNMIYIOWEro areHTa ras
aTuneHokeua (ganee — 30) (Kak B YACTOM BUAe, Tak U B BUAE CMECW C APYrMMU razamu), MpUMEHSIIOTCA B
nepByto ouepeab 4N CTepUnnM3aLumn TepMonabunbHeIX MaTepuanos U NPOAYKTOB.

O0-cTepunnsaTopsl, oNMcbiBaeMble B HacTosiLeM cTaHgapTe, MOryT UCMONb3oBaThCsl B MeguumHe,
cTomaronoriu, chapmaLleBTuke, BeTEpUHaAPUM 1 B MPOMBILLMIEHHOCTH, a Takke B 06nacTsX, MMEoLMX OTHO-
LLeHWe K BblLLenepeYnceHHbIM.

McnbiTaHus, onucbiBaeMble B HAcTosILLEM CTaHAapTe, SABNAOTCA KOHTPOMbHBIMA UCNbITAaHUSAMU, Npea-
HasHa4YeHHbIMW AN AoKasaTenbCTBa COOTBETCTBUSA pabovmx XapakTeprUcTUK TpeboBaHNAM, OroOBOPEHHbIM B
HacTosileM ctaHgapTe. OHU MOTYT MCNOSb30BATLCS KaK UCTbITAHUA Ha COOTBETCTBUE TUMy, paboune ucnelTa-
HUSA, UCMIbITAHWA NpU Banuaauum 1 pesanuaauim unm B Ka4ecTse Nepuoanyecknx N pyTUHHBLIX UCTbITAHUA,
BbIMOSHAEMbIX MOSb30oBaTenem.

Banvpauusa v Tekyllee ynpasreHue npoleccaMmy CTepUnsaLnm siBNaTCA XKU3HEHHO BaXKHbIMU Anst
rapaHTimM ux apdekTMBHOCTU. HacToAWwmMA cTanaapT He oXBaTbiBaeT BanuMaauuio 1 Tekyllee yrnpasneHue
90-npoueccamn (cM. UCO 11135). 3tunenokena (30) ABNAETCS BEICOKOPEAKTUBHLIM XMMUYECKUM NpoaykK-
TOM, CMOCOBHBLIM NPY HenpaBnibHOM 0bpaLLeHN Co3AaBaTh TOKCMYECKYHO OMacHOCTb, ONAaCHOCTL BOCNNaMe-
HeHUs Nn B3pblBa (CM. NpunoxeHue E).

Pabouune xapakTep1cTukiu, oroBapMBaemMble B JaHHOM AOKYMEHTE, He npeaHa3HaveHbl ANA NOBblILUeHUs!
3 EeKTMBHOCTI NPOLLECCOB B YacTU UHAKTUBaLMK BO3GyauTenen cnoHrnoopMHbIX 3HLedanonaTuid, Taknx
Kak ckpenu, kopoBbs rybuatas aHuedanonatisa u 6onesHs Kpeitudensaa — Axoba.

MpoekTUpoBaHWe N KOHCTPYMPOBaHWE NPOAYKTOB, YAOBMNETBOPAOLWNX TPeBOBaHNAM HACTOSALLErO CTaH-
AapTa, AO/KHbI YUUTBIBATb HE TOMbKO YUCTO TEXHUYECKUE BOMPOCHI, HO Takke 1 BO3AeNCTBUE NPOAyKTa Ha
OKpYXXatoLLyto cpely B TeUYEHWe ero XXU3HEeHHOro Lukna. Bonpockl okpyxatowein cpedbl paccMaTpyBaloTcs B
npunoxeHun E HacTosiLero ctaHgapTa.

3ac4eT 0AHOBPEMEHHOTO BbIMONTHEHWS UCTbITaHWA /U UCNOMHEHNUs NX B NOTMYECKOI nocneaoBaTeNb-
HOCTW foCTUraeTcs yMeHblUueHe obLIero KonmyecTsa BhINONHAEMbIX UCMIbITAHWUI U KONMYECTBAa Nomy4aeMblX
nocre UcnblTaHWii 0TXoA0B. B pesynbTaTe MOXeT YMEHbLUUTLCA U Harpy3ka Ha okpyXarLyto cpeay (CM. Takke
npunoxexue E).
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HAUWOHANBbHBIA CTAHBJDAPT POCCUUCKOW OSGEOEPALUWUMU

CTepunusaTtopbl AnA MeAULUHCKUX Lenen
CTEPUINTU3ATOPbI HA OCHOBE 3TUJIEHOKCUOA

TpeGoBaHus U MeTOoAbI UCNbLITAHUNA

Sterilizers for medical purposes. Ethylene oxide sterilizers. Requirements and test methods

DaTta BBeaeHnsa — 2018—09—01

1 O6nacTb NpMMeHeHus

HacToswwi ctaHgapT ycTaHaBnusaeT TpeboBaHUsa 1 COOTBETCTBYIOLUME UCTIBITAHUS NS aBTOMaTnyec-
KW ynpasrisieMblX CTepPUIN3aTopoB, UCMOMb3YIOWNX B KAYeCTBE CTEPUNNIYIOLLErO areHTa 3TUINEHOKCH] Kak B
YACTOM BUAE, Tak U B CMECU C UHBbIMU rasamu, NPUMeHSEMbIX ANs CTepunusaumnm MeauunMHCKUX n3aenui n
NPUHaaNEXHOCTEN K HUM.

Hactoawmin crangapT ycTaHaBnvBaeT TpeboBaHus K CTepunmMsaTopaM Ha OCHOBE 3TureHokcuaa
(30-cTepununsatopam), paboTatoLwum npu ceepxatmocdepHbIX nnm cybatmocdepHbIX 4aBAeHUsX, AN TOro,
4yTObbI:

- paboune xapaKTepUCTUKN N KOHCTPYKUUS cTepunusaTopoB obecneunsany cnocobHOCTbL npouecca
CTEPUNN30BaTb MEANLMHCKAE U3OENNS;

- umenucs obopyaoBaHue U cpeacTBa yrnpaBieHUs U KOHTPOIS, HeobxoaMMble AN Banuaaunm n Teky-
Lero ynpasneHus npoueccamMmu ctepunmnsanum.

KoHTponbHbIe 3arpysku1, onnceiBaeMble B HACTOSsILLEM cTaHAapTe, BbibpaHbl TaknuMm 06pasom, YToObl OHK
npeacTaBnsny 60bLLIOE KONMYECTBO BO3MOXHbIX 3arpy3ok npu oLeHke paboumnx xapakrepuctuk 30-cTepunu-
3aToOpOB Anst 06paboTKM MeaUUMHCKUX 3genunii. TeM He MeHee cneuududeckne 3arpyskn MoryT notpebosatb
NCMOMb30BaHNSA UHBIX KOHTPOSBHBIX 3arpy3oK.

HacTosiymin ctaHgapT He oroBapuBaeT UCMbITaHWsi, Heobxoaumble ANis onpeaerieHnsl BEPOSITHOCTU
cTepunebHocTM obpabaTtbiBaemMbiX NPOAYKTOB, @ TakKe He OMUCbIBaeT PYTWHHbIE WUCMbITAHWUSA KOHTPOMSA
kavecTBa, Tpebylowmecss nepes BbIMYCKOM CTEPUITLHOrO Mpoaykta. 3TW BOMPOCHI paccmaTpusatoTcs B
nCO11135.

HacTtosimin ctaHgapT He oroBapuBaeT TpeboBaHUA K oxpaHe TpyAa, OTHOCSALMECS K KOHCTPYKLMM 1
paboTe npeanpuaTuia, 3aHMMatoLwmxcsa A0-cTepunusaumen.

MpwnmeyaHune—[Ons nonydeHus Gonbluen nupopmaumm o 6e3o0nacHOCTU CMOTpUTE NpruMepsl B bubnuorpa-
hvm, rae MoryT NPUCYTCTBOBATL CCbINKM HA HALMOHANbBHbBIE UM PErMoHarnbHble HOpMaTKBhI.

Hactoawwun CTaHOapT He OXBaTblBaeT CTEPUITN3ATOPbI, NCNONb3YHLWNe NHXeKUNHO 30 unm cogepxawune
30-cmecn HenocpeaCTBEHHO B ynakoBKax U B 3N1aCTUYHbIX KaMepax.

MMpumevaHnune—Cm NCO 14937.

HacTosawumin ctaHgapT He npegHasHayYeH Cny>KUTb KOHTPOMNbHBIM CIIMCKOM AS151 NPOBEPKA NPUrOAHOCTN
yXe cyllecTByowero 30-cTepunusartopa rnpu oueHke ero cootsetcTeua MCO 11135. flaHHbIN cTaHaapT He
npegHasHadveH anst peTpoCcneKTUBHOro NCMONb30BaHUS.

HacToswmi ctaHgapT He paccMaTtpuBaeT aHanuTnieckue MeToabl Ans ornpeaeneHnst ypoBHsI ocTaToy-
Horo 30 n/unu ero NPoOAYKTOB peakLuu.

MpwumeyaHune— OAnanonyvyenus 6onbwei nucopmauum cmotpnte MCO 10993-7.

U3paHve opmumanbHoe
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2 HopmatuBHbIe CCbINKKU

CnepytoLime JOKYMEHTEI, KaK B LLeNTOM, Tak U 4acTUYHO, UCTIONb3YIOTCA B HACTOSILLIEM CTaHA4apTe Kak Hop-
MaTUBHbIE CCbINTKA N ABMNSIKOTCA HEOBX0AUMBIMU ANSA €ro NpUMeHeHns . 4ns 4aTMpoBaHHbIX CChINOK UCMOMNb3YHT
TOJNbKO YKa3aHHyto B CCbifike peAakumio. [ns HeaaTupoBaHHbIX CChINIOK UCMOMb3YOT NOCNeaHIon peaakumo
AOKYMEHTa, Ha KOTOpbI 4aHa cebinka, BKoYas fiobble A0MONHEHUs], U3SMEHEHMWS 1 NOMpaBku.

EN 764-7, Pressure equipment — Part 7: Safety systems for unfired pressure equipment (O6opynoBa-
Hue, paboTatowwee noa gasnexHnem. Yacte 7. Cuctema 6esonacHocTn kK o6opyaosaHuto, pabotatowemy nos
AaBneHunem, 6e3 orHeBoro nogorpesa)

EN 868-4, Packaging forterminally sterilized medical devices — Part4: Paperbags — Requirements and
test methods (MaTepuanbl n cucTeMbl 418 YNaKOBKA MeQULMHCKNX U3AeNNA, NpeaHasHaYeHHbIX 4118 cTepunn-
3aumun. YacTb 4. BymaxHble nakeTbl. TpeboBaHWs 1 MeToA bl UCMbITaHWIA)

EN 868-5, Packaging for terminally sterilized medical devices — Part 5: Sealable pouches and reels of
porous materials and plastic film construction — Requirements and test methods (Matepuanbl u cuctemsl Ans
yMakoBKWU MeJUUNHCKUX U3denni, npeaHasHaveHHbIX Ans ctepunusanuun. Yacts 5. TepMocToiikue camosane-
yaTbIBaOLMECs NaKke Tkl U pykaBa 13 MopUCTbIX MaTepranos U MHOrOCNOWHON NacTUKOBOM NneHku. TpeboBsa-
HWSi U METOAbI UCTbITaHWIA)

EN 13445-3, Unfired pressure vessels — Part 3: Design (Cocyabl, paboTatolime nog aaeneHuem, es
OorHeBoro noasoga tennoThl. Hacts 3. KoHCTpykums)

EN 13445-5, Unfired pressure vessels — Part 5: Inspection and testing (Cocyabl, paboTatowyme nog AaB-
neHvewm, 6e3 orHeBoro nogesoda TennoTel. IHCnekumnst u KOHTPOorb)

EN 14222, Stainless steel shell boilers (KoTnbl >kxapoTpybHble U3 HepXkaBetoLlen cTanm)

EN 61010-1:2010, Safety requirements for electrical equipment for measurement, control and laboratory
use — Part 1: General requirements (IEC 61010-1:2010) (TpeboBaHus k 6e3onacHocTu anekTpoobopyaoBa-
HWUsi NS NPOBeAEeHNs N3MepeHuin, ynpasneHus n nabopaTopHoro ucnosnb3oaHna. Yacte 1. O6wme Tpebo-
BaHUA)

EN 61010-2-040:2005, Safety requirements for electrical equipment for measurement, control and
laboratory use — Part 2-040: Particular requirements for sterilizers and washer-disinfectors used to treat
medical materials (IEC 61010-2-040:2005) (TpeboBaHusa k 6e3onacHocTu anekTpoobopyaoBaHus 4Ns Npose-
OeHus n3aMepeHuin, ynpaeneHus n nabopatopHoro ucnonb3osaHus. Yactb 2-040. YacTtHble TpeboBaHMA K
napoBbIM aBTOKMaBaM U MOEYHBIM MalLMHaM ¢ Ae3uHdekunein ans 06paboTkn MegULIMHCKUX MaTepuarnos)

EN 61326-1:2006, Electrical equipment for measurement, control and laboratory use — EMC
requirements — Part 1: General requirements (IEC 61326-1:2005) (SnekTtpoobopyaoBaHue Anst UsmepeHus,
ynpaeneHus u nabopatopHoro ucnonb3oBaHus. TpeboBaHUA K aneKTpoMarHUTHON coBMecTUMocTu. YacTb 1.
O6wwe TpeboBaHus)

ENISO 3746, Acoustics — Determination of sound power levels and sound energy levels of noise sources
using sound pressure — Survey method using an enveloping measurement surface over a reflecting plane
(ISO 3746:2010) (Akyctuka. OnpegerneHue ypoBHen 3ByKOBOW MOLLHOCTM UCTOUYHMKOB LUYMa MO 3BYKOBOMY
AasneHnto. KOHTPONbHLIA METOA C UCMONb30BaHWeM ornbatoLueil NTOBEPXHOCTM U3MEpPEHUs Hafl NIOCKOCTbIo
oTpaxeHus)

EN ISO 10993-7:2008, Biological evaluation of medical devices — Part 7: Ethylene oxide sterilization
residuals (ISO 10993-7:2008) (OueHka buonorudeckas MeauuMHCKNX yecTpoicts. YacTtb 7. OctaTku npu cTepu-
nusaunn aTUNEeHOKCUAOM)

ISO 11135:2012, Sterilization of health-care products — Ethylene oxide — Requirements for the
development, validation and routine control of a sterilization process for medical devices (ISO 11135:2012)
(CTepunuaaums MeguUUHCKOR Npoaykuuun. dtuneHokena. TpebosaHus k pa3paboTke, Banugauum U TekylleMy
KOHTPOMIO NpoLiecca cTepunusaLmm MeauunuHCKX U3aenui)

EN 1SO 11138-1, Sterilization of health care products — Biological indicators — Part 1: General
requirements (ISO 11138-1) (Ctepunusayusa MeanuumMHCKon Npoaykumu. Buonorudeckue nHamkatopel. Yactb 1.
O6wwe TpeboBaHus)

EN ISO 11138-2, Sterilization of health care products — Biological indicators — Part 2: Biological
indicators for ethylene oxide sterilization processes (ISO 11138-2) (CtepunusaLus MeauUUHCKON NpoayKLUA.
Buonoruyeckue unaukatopbl. YacTtb 2. Buonoruyeckue ntHAMKaTopkl A5 CTEpUnu3aLumn okCUaoM sTuneHa)

EN ISO 11607-1, Packaging for terminally sterilized medical devices — Part 1: Requirements for
materials, sterile barrier systems and packaging systems (ISO 11607-1) (YnakoBka MeaAULMHCKUX U3AeNniA,
nognexawmx huHUWHOK cTepunusaumn. Yactb 1. TpebosaHus kK MmaTtepuanam, 6apbepHbIM cucTeMam Anst
CTEPUNN3aLLUM 1 YNAKOBOYHBIM cCUCTEMaM)

2
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EN ISO 14971:2012, Medical devices — Application of risk management to medical devices

(1ISO 14971:2007, Corrected version 2007-10-01) [YcTpoiicTBa MeauunHckue. MNpumeHeHne MeHeaXMeHTa
pucka k meguunHcknum nsgenuam (MCO 14971:2007, UcnpaeneHHas Bepcus 2007-10-01)]

3 TepMuHbI U onpeaeneHus

B HacTosilwem cTaHgapTe NpUMeHeHb! cnegyrolmne TepMnHbl C COOTBETCTBYHOLWMMN onpedeneHnaAMU:
3.1

aspauus (aeration): YacTb npouecca cTepuInM3aL i, BO BPEMS BbIMONHEHNSI KOTOPOWN 3TUMeHoKeua
n/vnv NpoayKTkl ero peakunu 4ecopbunpyoTcs N3 MeaMLUHCKUX U3Oennii 4o AOCTUKeHUS 3apaHee onpeae-
NEHHbIX YPOBHEN.

MpumeyaHune— 3710 MOXET BbiTb BLINOMHEHO BHYTPU CTEPUNU3ATOPa UMK B OTAENbHOW KaMepe UM nome-
LWEeHUN.

[MCO 11135, 3.1]

3.2

chaza Bnycka Bosayxa (air admissions tage): ®asa uukna, HauMHatoLWascs ¢ OCTUXKeHWUs npeaBapy-
TenbHO 3aaHHOro AaBrieHUs B nocneaHen oTkadke gasbl Npoayskv nnu dassl yaaneHus CTepunusyowero
areHTa, korga npodurbTPOBaHHbIN BO3AYX NOCTYNAaeT B KaMepy, UToObl ypaBHOBECUTL [JaBfieHUe B Kamepe ¢
AaBrieHneM oKpyXatoLlen cpeabl.

[MCO/TC 11139:20086, 2.48]

3.3 aBTOMaTM4eckuin KOHTponnep (automatic controller): MporpammMupyemMoe ycTpoUCTBO, KOTOPOE B
COOTBETCTBUW C 3aJaHHbIMU NapameTpamu Lumkna nocneaosaTensHo ynpasnsaeT CTepunnsaTopomM Ha npoTs-
XeHun pabouero Lukna (LMKIoB).

3.4

6uonorunyeckuin ungukatop (biological indicator): UcnbltaTtenbHasa cucteMa, cogepkallas XusHe-
cnocobHble MUKPOOPraHn3mbl, 0becneunBatoLme onpeaeneHHy yCTOMYMBOCTb NPOLECCY CTepunMsanmn.
[MCO/TC 11139:20086, 2.3]

3.5

kanuépoBka (calibration): CoBokynHOCTb onepauuii, Npyu onpeaeneHHbIX YCNOBUSIX YCTaHaBNUBalo-
LLNX COOTHOLLEHWNE MexXay KONMMYECTBEHHBIMU 3HAYEHUAMM, MOKa3biBaeMbIMU U3MEPUTENbHBIM MPUBOPOM
NN USMEPUTESTbHOM CUCTEMON, UMK 3HAYEHNAMMN, NPeacTaBeHHBIMA MaTepuanbHbLIMUA U3MEPEHUAMU NN
KOHTPOMbHBIM MaTepnarnom, U COOTBETCTBYIOLLNMN 3HAYEHNSIMU, ONpeaensieMbiMU CTaHAapTamu.
[MCO/TC 11139:2006, 2.4]

3.6 koHauUuoHupoBaHue (conditioning): O6paboTka NnpodykTa B pamMkax LuKra cTepuimMaaumm, Ho Ao
BNycka aTuneHokcuaa, Anst AOCTUKEHUS 3apaHee onpeaeneHHbIX TemnepaTypbl U BNaXKHOCTU.

n punmevaHne— 3TavacTtb UUKna cTepunuaaumm MoxXeT BbINONTHATBCA Kak Nnpu aTMOC(bepHOM AaBneHuun, Tak
1 Noj BakyyMoM.

3.7 perynupoBaHue (controlling): PerynMpoBka nepemeHHbIX AN nNpuseaeHWst B COOTBETCTBME CO
cneumdpukaLnen.

3.8 uukn 3aBepLueH (cycle complite): UHAuMkaums Toro, 4to pabounii LmMkn 6bin 3aBepLUEH B COOTBET-
CTBWM C MPOrpaMMON 1 4YTO CTEPUMM30BaHHAsA 3arpy3ka roToBa K BbIrpy3Ke 13 kamepbl cTepunmnsaTopa.

MpwuMedyaHune—Tllocne nosenenvs nHavkauum «Lukn 3aBepweH» MoXeT noHagobuTben elle nepvog aspa-
Lmun o6paboTaHHOW 3arpy3ku.

3.9 BpemsakcnosmuumnaTuneHokcupa (ethylene oxide exposuretime): Mepuog uukna ctepunusaunm
Mexay okoH4YaHmeM Brycka 30 1 Havanom oTkadku 0.
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3.10

c6om (fault): OgunH K HeckonbKo NapaMeTpPoB NpoLecca BbllWW 3a npeaenbl X crneunduLmposaH-
HbIX JOMYCKOB.
[MCO/TC 11139:20086, 2.19]

3.11 oumcTtka (flushing): ®asa uukna cTtepununsauumn, B Xode KOTOPOW STUNEHOKcuA yaansieTcs us
3arpysku 1 n3 ceobo4HOro NPOCTpaHCTBa CTEPUNU3aLMOHHON KaMepsl.

MpunmedyaHne— BmecTo crnoBa «04MCTKa» TaKkke NPUMEHAESTCAH CNOBO «NpoayBKa».

3.12 wHagukaymsa (indicating): Mokas 3HaueHWs, HencnpasHOCTU (C609) UNK hasbl LMKNA.
3.13

MeguuUHckoe usaenue (medical device): INioboh MHCTpyMeHT, annapart, npubop, MawwmnHa, npucno-
cobrieHne, UMMNNaHT, peareHT invitro UNW kanubpaTtop, NporpaMmHble cpeacTBa, MaTepuan Unu uHoe
nogo6Hoe nsgenuve, npegHasHaveHHoe NPoU3BoAUTENEM ANS UCNONb30BaHWUA, OTAENbHO U B COMETaHWM,
Ha ntogsax 4151 O4HON NN HECKONbKNX onpeaeneHHbIX Lenewn, Kak To:

- AVarHocTuka, NpeaoTBpalleHne, MOHUTOPUHT, NeYeHne, obneryeHune sabonesaHus;

- ONarHOCTUKa, MOHUTOPWHT, NeveHne, obneryeHme Unu koMmneHcauusa TPaBMbl;

- uccnegoBaHus, nepecaaka, Mogndukauus Unu nogaepXkka opraHoB WU MUKONOrMYecKoro nNpo-
Lecca;

- nogaepxaHve unu obecneveHne XXnsHu;

- KOHTPOIb 3a4aThS;

- Ae3UHMbEeKUNS MeAULIMHCKNX U3aenni;

- nonyyeHue nHbopMaunn 4nNa MeAULMHCKUX Lenei NocpeacTBOM paccMOTpeHus in vitro obpasLuos,
nony4YeHHbIX U3 YeNIOBEYECKOro OpraHn3mMa,

N KOTOPOE He BhIMOSIHSAET CBOEro OCHOBHOIO AMCTBUA BHYTPU UMW Ha YeNoBeYeCKoM Tene C MOMOLLbI0
hapMakonormyecknx, UMMYHONMOrMHYECKNX UM MeTaBonuMyecknx cpeacts, HO (PyHKUUM KOTOPOro MOTYT
6bITb NOAAEPXKaHbI TAKOBBIMU CpeaCcTBaMN.

[EH MCO 13485:2012, 3.7]

3.14 mMoHuTOopMHr (monitoring): MpoBepka Ha COOTBETCTBUE creLudrkaunsam
3.15

npepBapuTenbHoOe KOHAUUMOHUpoBaHue (preconditioning): O6paboTka NpoaykTa nepes LKIoMm
CTEPUNU3aLMmN B MOMELLIEHWUM UMW B Kamepe AN 40CTUXKeHUs cneluduLMpoBaHHbIX Npeaenos TeMnepary-
Pbl M OTHOCUTENLHOW BMaXXHOCTH.

[MCO 11135:2012, 3.25]

3.16

ycTponcTBo koHTpons npouecca (YKI) (process challenge device): YcTpoicTBO, NpegHasHaveHHoe
ans obecneveHns onpeaeneHHon YCTOMYMBOCTM NPoLEeccy CTEPUNM3aLn U UCnonb3yemMoe AN OLEeHKN
NpoayKTUBHOCTU NpoLiecca.

[MCO/TC 11139:2006, 2.33]

MpumeyaHue— YCTPOWCTBO AOSHKHO BbITh CAENAHO Tak, YToObl huanueckuii, GUoNornueckUin unu xmMmmnyec-

KUM MHOMKATOP MOXHO BbINo NOMECTUTb B MECTO, Haubonee TPyaHOAOCTVKUMOE O71si CTEPUII3YIOLLErO areHTa (areH-
TOB). BosgelicTene nHamkaTopa Ha yHKUMK YCTPOICTBA KOHTPOSIA NPOLECcca HeAoMyCTUMO.

3.17

napameTp npouecca (process parameter): OroBopeHHoe 3Ha4yeHue NepeMeHHo npouecca.
[MCO/TC 11139:2006, 2.34]

M p v meyanne— Cneundmkaumm npouecca ctepunmaaumm BKNOYaloT B cebsi napameTpbl Npouecca u ux go-
nycKu.
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3.18 Temnepartypa npouecca (sterilization temperature): CneuuduuuposaHHas TemnepaTypa Kame-
pbl ANS LUKNa cTepunnaauuu.
3.19

nepeMeHHasl npouecca (process variable): Ycnosue npouecca cTepunusaumm, UaMeHeHne KoToporo
n3MeHseT MUKpoboLMAaHYo 3hdeKTUBHOCTD.
[MCO/TC 11139:2006, 2.35]

lMpumep — Bpems, memnepamypa, 0aesieHue, KOHUEHMpPayus U 8/1aKHOCMb.

3.20 peructpauua (3anucb) (recording): C60op 1 coxpaHeHue AaHHbIX

MpwumeyaHun e— CoxpaHeHne AaHHbIX MOXET BblTb OPraHU30BaHO KaK B 3M1EKTPOHHOW dopMe, Tak U B Buae
TBEPAOMN KONUN.

3.21 Bpemsa oTknuka (peakuuu) (response time): Bpems, Heobxogumoe ANA M3MeHEHUs! BbIXOGQHOTO
curHana aatumka Ha 90 % npw ero 3KCNOHMPOBaAHUM U3MEHEHUIO LUara U3MepsieMol NepemMeHHON.
3.22

oLeHka pucka (risk assessment): MonHbIA NpoLecc, COCTOSALLMIA U3 aHaNM3a pucka u ero oLeHKU.
[EHNCO 14971:2012, 2.18]

3.23

ynpaBneHue puckom (risk control): MNpouecc, nocpeacTBoM KOTOPOro NPUHUMAIOTCS peLLEHUs U Npu-
MEHSI0TCA 3aLUMTHbIE Mepbl AMA CHUXEHUA PUCKOB MW yAepKaHUA PUCKOB B Npeenax creuudulmposaH-
HbIX YPOBHEWN.

[EH MCO 14971:2012,2.19]

3.24

nutaowme cpedbl (services): MutaHue U3 BHELIHNX UCTOUHUKOB, Heobxoaumoe Ansa dyHKUMOHUPO-
BaHus obopyaoBaHus.

lMpumep — 3nekmpoaHepaus, 800a, cxkambili 8030yX, KaHanuU3ayus.
[MCO/TC 11139:2006, 2.41]

3.25

cTepunbHbIi (sterile): He cogepxallymii )kn3HecnocobHbIX MUKPOOPraHU3MOB
[MCO/TC 11139:20086, 2.43]

3.26

cTepunusarop (sterilizer): ObopyaoBaHue, NpegHasHavyeHHoOe ANA NPOBeAEHNA CTepUnNn3aunu.
[EH 285:2006 + A2:2009, 3.35]

3.27

uukn d0-ctrepunusauuu (EO sterilization cycle): ObpaboTka B repMeTUUYHON KaMepe, COCToALasn U3
yAaneHus Bosgyxa, KOHAULMOHUPOBaHWSA (€CNU TAKOBOE UCMOMbL3YeTCs), NHXKEKLIMM 3TUNeHoKCUAA, 3KCMo-
31N OKCUaa aTUNeHa, yaaneHns sTuneHokeuaa, NpoAyBKy (€Cnn TakoBas UCMONb3YeTCA) U BNycka Bo3ay-
Xa/HepTHOro rasa.

[MCO/TC 11139:20086, 3.48]

3.28

cTepunusaunoHHas sarpyska (sterilization load): MpoaykT(bl), KOTOPbIE AOMKHBI ObITE MNK BbINK CTe-
pyUnM3oBaHbl BMECTE C UCMONb30BaHWEM O4HOIO NpoLiecca CTepUnusauun.
[MCO/TC 11139:2006, 2.48]
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3.29 Banupaauuma nporpamMHoro o6ecneveHus (software validation): MoaTsepxaeHue n nonyyeHune
06 BEKTUBHBIX fOKa3aTeNbCTB TOro, YTo TpeboBaHus k cneLmdunyeckomy NCnonb30BaHWIO Mo Ha3HAYEHWUIO UK
K cneumdmKkaLmMmn nporpammHoro obecnevyeHns Gbinu BbINOMHEHbI.

Mpwumeyanune—BcoorBetcTBUM co cTaHgapTom EH MCO 9000.
3.30

npouecc crepunusauum (sterilization process): MNMocrnenosaTencHOCTb ASUCTBUA UAWM onepaunn,
HeobxoaMmas ans 4OCTUXKEHWS YCTaHOBMNEHHbIX TpeBoBaHWA K CTEPUITBHOCTU.
[MCO/TC 11139:20086, 2.49]

MpumeyaHne— 3Ta nocnegoBaTenbHOCTb ASNCTBUM UMW onepauui Bknodaet B ceba npegsapuTenbHyio
06paboTky (ecrnm HeobxoanMo), akcnoHMpoBaHne 30 npuw onpeaeneHHbIX YCroBusix u Nobyto Heobxoanumyo nocT-o6pa-
6oTky, Tpebytolytocsi ans yaanenus 30 v ero conyTcTBYHOLWYMX NPOAYKTOB A0 YPOBHS, NO3BONsIOLWEro oneparopy 6eso-
NnacHo M3BeYb 3arpy3ky U3 cTepunmaaumoHHon kamepsbl. Cloga He BXOAST HUKaKue onepauum o4YnCTku, Ae3uHdekumm
WM YNakoBKK, NPeALLECTBYOLLME NPOLIeCCy CTepUnmaaummn.

3.31 ucnbiTaHUA Ha cooTBeTcTBUE TUNY (type test): Cepua Nposepok n UCMLITAHUIA onpeaeneHHON
KOHCTPYKLIMM CTepunMsaTopa s AeMOHCTpaLmMM COOTBETCTBUA TpeboBaHNAM HaCTOsILLEero cTaHaapTa.

MpuMeyaHu e— JononHWTENbHbIE UCTILITAHUSI HA COOTBETCTBME TUNY MOTYT 6bITh 3aTpeGoBaHbI NOKyNaTenem
ANs AEMOHCTPAaLMKU COOTBETCTBUS CreUndNUYEeCcKUM XapakTepucTukam.

3.32

nones3HbIn 06beM kamepsbl (usable chambervolume): OnpeaeneHHoe NPOCTPAHCTBO BHYTPU Kamepbl
cTepunusatopa, He orpaHudeHHoe (hPUKCMPOBaHHBIMW UNU NOABWKHBIMUA YaCTSIMU U CNOCOBHOE NPUHATL
CTEPUNU3aLNOHHYIO 3arpysKy.

Mpumep — QocmynHoe mecmo Ha nanneme onpedeneHHbIX pasMepos.

MpwnmedaHun e — MakcumanbHbI 06bem 3arpy3kn AomKeH GbiTb NPeANnoYTUTENBHO MEHbLLE, YeM NONEe3HbIN
06beM kamepbl, NOCkoNbKy TpebyeTcs cBo60gHOE NPOCTPAHCTBO ANs o6ecneyeHna uMpKynaumMmn rasa-cTepunu3yioLLero
areHTa.

[EH NCO 11135:2012, 3.56]

3.33

Bepudumkauums (verification): MoarsepxaeHne nyTeM npeaocTaBneHNa 06 bEKTUBHBIX AOKa3aTeNbCTB,
YTO yCTaHOBMEHHbIE TpeBOoBaHNA BbINN BLINOMHEHbI.
[EH 62304:2006, 3.33]

3.34 3aBoackue (pa6oumne) ucnbiTaHua (works test): Cepua ucnbiTaHWA, BbIMOMHAEMbIX nepes
nocTaBKoMW AN AeMOHCTpauun cooTeeTcTeusA 06opyaoBaHus ero cneundukaumsam.

Mpumeuvanune—BcooteerctBun ¢ EHUCO 15883-1:2009.
4 TexHu4yeckue Tpeb6oBaHUA

4.1 O6wue TpeboBaHUA

Ecnu anga crepunusauumn ucnonbayetca cocya, paboTawowumii noa aasneHnem cornacHo Esponeiickoid
avpektuee 97/23/EC no o6opyaosaHuio, paboTatowemy nog aasneHnem (PED), cocyn AomnkeH cooTBETCTBO-
BaTb TpeboBaHusam EH 13445-3, EH 13445-5 M EH 764-7.

Ecnu ansa reHepauuu napa UCnonb3ayeTcsl XXapoTPyOHLIN KOTen, OH AOMKEH COOTBETCTBOBATL TpeboBa-
Huam EH 14222,

MpumeuaHne 1— Cmortpute AupektuBy EBponerickoro Coeeta oTHocuTeNbHO 060pyaoBaHusl, paboTalowero
noa paenexvem (97/23/EEC) [3].

MpumeyaHune 2 — Kamepbl CTepUnn3aTopos, B KOTOPbIX BLINOMHAIOTCS LUKITbI CTEPUNU3aLUN, pacCUUTaHHbIE
Ha pa6oTy TonbKo Npu aaenenun Huxe 1,5 bap, He nognaaatoT nog aevictene Esponeickon aupeKkTnebl No 060pyaoBaHuIo,

6
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pa6oTatowemy noa aasnennem (PED). ins Toro, 4to6bl HE BO3HMKAIO NPEBbIWEHNS ABMIEHNs!, MOTYT UCNONb30BaTLCA
COOTBETCTBYIOWME NpeaoXpaHnTernbHbIEe KnanaHsbl.

MpumevaHnue 3 —Moryt 6biTb NpUMeHnMbl apyrne EBponerickue gupektuesl. Mpumepsl AupekTus, KOTopble
MOTYT NPUMEHSATBLCSA, BKIIOYAIOT (HO HE OTPaHNYMBAIOTCS NEPEYNCTIEHHBIMU HUXE) [IMPEKTUBY NO HU3KOBONBTHOMY 060pY-
Aosanwmio (LVD) [5], AvpekTnBy no anekrpomarHutHon coemectumoctu (EMC) [4], OnpekTusy no o6opygosanuio u paborte B
noTeHumnanbHo B3pbiBoonacHon cpepe (ATEX) [2], PernameHT o0 npaBunax pernctpaumm, OUeHKW, CaHKUMOHNPOBAHUA W
orpaHu4eHUsi UCNonb3oBaHua xumudeckux sewecte (REACH) [10].

4.1.1 YnpaBneHue puckamu u yao6cTBo NONb30BaHUA

4.1.1.1 OueHka pUCKOB U yrpaBrieHue puckamu 4ns KOHCTPYKUUK CTepunusaTopa 1 ero nporpammHoro
obecneyvyeHUa A0MKHLI BINONHATLCA B COOTBETCTBUM € npoLeadypamn n TpeboBaHUAMU, NpUBEAEHHBEIMA B
craHgapte EHUCO 14971:2012,rnaBb1 5,6 7.

4.1.1.2 AHanus puUCKoB AOSIKEH paccMaTpuBaTh KOHKPETHYHO KOHCTpyKumio S0-cTepunusaTtopa n ero
ocobeHHocTU. Mepbl, NpeanpuHUMaeMble ANA CHUXKEHUs pUcka, AOMKHbI YYUTLIBATL Takue acnekTbl, Kak
YpOBeHb 3HaHWI MONb30oBaTenNs, ero onblT, YypoBeHb MOATOTOBKW, 3ProHOMUKY U yaob6CcTBO MOSb3oBaHUA
obopynosaHuem.

Mpumevaunune—EHWCO 12100 unu EH 61508-1 MoryT AaTb AONONHUTENBHYIO NMONE3HY0 MHpopMauMio.

4.1.2 Martepuansl

4.1.2.1 Bce MmaTepuansl, UICNONb3yeMble B KOHCTpyKUunn 30-cTepunusartopa, a Takke UCnorb3yeMble
Npnbopbl (HanpuMep, YNnoTHEHUs ABepent, NpUBapeHHbIe canbHUKK, AONOSTHUTENbHbIe YCTPOMCTBa, TpyOHanA
00BsA3Ka, KnanaHbl 1 AaT4MKK), KOTOPbIE MOTYT BXOAUTb B KOHTAKT ¢ 3O 1 UHLIMU NPOLLECCHBIMU XUMUKaTaMK
(Hanpumep, ¢ BOAOK, CXXaTblM BO3AYXOM U NapoMm), A0SKHbI U3roTaBNMBaTLCS U3 MaTepuanoBs, KOTopble Npu
pacyeTHbIX paboynx yCrnoBusix:

- He KoppoaupytoT nog Bosgelictevem 30, ero razoB-pacTBOpUTENied UM NoTeHUUarbHbIX KOHTaMK-
HaHTOB UMK Napa, a Takke He A0MKHbI OblTb NOABEPXKEHbI KOPPO3UKU MeTanna;

- He AOMKHbI BCTynaTh B peakumio ¢ 30, ¢ ero rasamu-pactBOpUTENSIMA UITN NOTEHUMANbHBIMA KOHTa-
MWUHaHTaMW U1 NapoM;

- He JOJKHBI crnocoBCcTBOBATL NONMMe pU3aLmMmn v pasmnoxenuto 30;

- He AorkHbl AonyckaTb Anddpysuto S0 go cTeneHu, BrusioLLei Ha 6e3onacHOCTb UX paboThbl.

Ocoboe BHUMaHWe cneayeT yaensiTb BO3AENCTBUI0 MexaHndeckux addekTos n guddepeHumansHoro
paclwmpeHunsa, korga NCnosb3yoTCA KOHTaKTbl pasfiiMvHbIX MeTannoBs.

MpumeyvaHune 1—Tlpu BoIGOpe MaTepuanoB KOHCTPYKLMM MOXHO AaBaThk CCbiNkn Ha ux Macnopta 6e3onac-
HOCTU B OTHOLLEHMW B3aumogencTeus ¢ 30.

MpumeyaHue 2—CoBMECTUMOCTE MaTepuanoB C OKCMAOM 3TUMEHa paccmaTpuBaeTcs B nuTepartype
(Hanpuwmep, [6]).

4.1.2.2 JonycTumble AManasoHbl AaBNeHUst n TemnepaTypbl (CMOTpuUTe 9.2) A0MKHbI 6bITb OrOBOPEHBI
npv BeIGOpe MaTepmnarnoB KOHCTPYKLUN.

4.2 Kamepa cTepunusaropa

4.2.1 Pasmep kKamepbl

BHyTpeHHMe pazmepbl kamepbl A0MKHbI 0603HaYaTbLCS MyTeM CChINKU HA OCHOBHBIE pa3Mephbl, N3MepeH-
Hble B MUMIMMETpax:

a) ANa UANUMHAPUYECKUX FOPU3OHTaMNbHbIX UMW LUMMHAPUYECKUX BEPTUKANbHBIX KaMmep:

- QuamerTp,

- rny6uHa;

b) ana npamoyronbHeIX (Napannenenvnesn) kamep:

- WMpUHa,

- BbICOTA,

- rnybuHa;

C) ANS VHbIX KOHpUrypauuin cneundmKaumm kamepbl 4OMKHbI YKasbiBaTLCA N0 aHanorum ¢ a) unu b).

4.2.2 Bepun, 3aMKu U 61TOKMPOBKU KaMepbl cTepunusaTopa

4.2.2.1 Mocne 3akpblTUA ABepn cTepunusaropa AoHkKHa UMeTbCA BO3MOXHOCTb OTKPbITh ee npexae,
YeM byaet 3anylLleH LuKI.

MpwumeyaHue—[na aBToMaTM4ECKNX CUCTEM 3arpy3KU/BLIFPY3KM 3arpy304Han u pasrpy3ovHas Asepu MoryT
6bITb OTKPBITHI OAHOBPEMEHHO AA11s1 3arpy3ku U BbINPY3KM BO BPEMSI PYTUHHOTO UMKNa CTepunu3aumn.
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4.2.2.2 Kak TofbKO LMK cTepunnsaumnm 6yget MHALMNPOBaH, OTKPbIBaHWE pasrpy3ovHOn ABepu Ao
nosBneHns nHaukaumm «Lnkn saBeplueH» OOMKHO CTaTb HEBO3MOXHBLIM 6e3 NpuMeHeHus creumnansbHoro
Kntoya, koda unu cneumnansHOro MHCTPYMeHTa, OroBOPEHHbBIX N3rOTOBUTENEM.

4.2.2.3 B xofe BbIMNONHEHNS LKA AOMKHA OTCYTCTBOBaTbL BO3MOXHOCTb OTKPbIBaHWUs Moboi ABepu
cTepunusaTopa. [ns uenei obcny>xnsaHusa MoxeT OblTb TOSIbKO BO3MOXHOCTb OTKPbITh NtoBYto ABepb, koraa
CcTepunn3aTop HaxoanTCs B COCTOSAHUN, He NpeaAcTaBnsAoLLEeM HUKaKon onacHOCTU AN onepaTopa unu ans
gononHutensHoro obopyaoBaHWs, ¢ WCNOMb30BaHWEM CMeLuanbHOro Kida, Koga wiv cneuuvanbHOro
WHCTPYMEHTa, OrOBOPEHHbIX N3rOTOBUTENEM.

4.2.2.4 B cnydvae npepbiBaHWa UMKNa (Hanpumep, B pesyfbTaTe BO3HMKWEro c6os) cTepunusatop
AomxkeH ObITb NepeBedeH B COCTOsIHNE, He MPeACcTaBsioLee HUKaKoli onacHoCTM Ans onepaTopa unv Ans
AononHuTensHoro o6opyaoBaHus, ¢ y4eTOM TOro, YT0 B X0oAe npouecca ucnosb3osanucs 30 U MHEPTHbBIE rasbl.
OTkpbiBaHMe OBepu [OSKHO TpeboBaTb MPUMEHEHMsI creumanbHoro Krkova, Koga WM crneuuanbHoro
WHCTPYMEHTa, OrOBOPEHHbBIX N3rOTOBUTEMEM.

4.2.2.5 [omkHbl BbITb MPUHATEI MEpbl, NO3BOMAOLLME UMETb AOCTYM K KOHTaKTUPYIOLLMM CO CTEPUNNSY-
FOLLIMM areHTOM NMOBEPXHOCTAM A1 UX OYUCTKN U 3aMeHbl ABEPHBIX YMIOTHEHNA.

4.2.2.6 Tlpu BbINOHEHUN NUCMBITATENBHBIX LUKIOB UM LIMKIOB OBCNYXNBAHUA 3anMCU OOMKHBI YETKO
nokasbiBaTh, UTO 3TO He BbI PYTUHHBIA LMKN cTepunmsauun. MHavkauus «Lvkn 3aBeplueH» [B 37X cnyyasix]
MOXET OTNMYaTbCs OT 0BbIMHON HAMKALMN 3aBEepLUEHUS HOPManbHOro LMKNa CTepunMsaLmnn, a oTkpbisaHue
pasrpy3oyHolr Asepu MoxeT notpeboBaTb NPMMEHeHWe crneuvarnbHOoro Knoya, koda unm crneumanbHoro
WHCTPYMEHTa, OrOBOPEHHbIX N3rOTOBUTEMEM.

4.2.2.7 YcTpoicTBo (opraH ynpaerneHusl), UCnosfb3yemoe Ans 3arnycka aBTomaTudeckoro pabodvero
LMKna, AOMKHO pacnonaraTbCsl Ha 3arpy3o4Hon CTOPOHE CTEpUnn3aTopa U HaxoanTbCs B AUCNETYEPCKOM
nomeLleHuu.

4.2.2.8 Ons uenel obcnyXMBaHUs Ha «MPOXOAHBIX» CTepUnM3aTopax 4oMkHa UMETbLCS BO3MOXHOCTb
OAHOBPEMEHHOro OTKPbIBaHWUA 06eunx ABeper ¢ UCNOb3OBaHNEM CcrieumanbHOro KnYa, koga unu cneuyans-
HOrO MHCTPYMEHTA, OrOBOPEHHbIX N3roTOBUTEMNEM.

4.2.2.9 Ha «npoxodHbIx» CTepunnsaTopax Kaxaas CTopoHa cTepunusaTopa AoikHa bbiTb obopyaosa-
Ha yCTPONCTBOM, MOKasblBaOLMM, MOXET NN BbiTb OTKPLITA ABEPb HA 3TOWN cTopoHe. B aononHeHne K aTomy,
ecrn nMeeTcA AucrneTyepckoe nomeLleHne, B Hem Takke AomkHa OblTb o6ecneveHa Takast UHAUKauus.

Ecnu aBepu ynpanaioTcs U3 AMCNeT4epcKon, TO yCTaHOBKA TakUX MHAUKATOPOB Ha ABepaAX cTepunusa-
Topa He TpebyeTcs.

4.2.2.10 WNHankaumus «Linkn 3aBepLueH» JOSMKHA BBIKIKOYATLCS, KOr4a ABepb OTKPLITA.

MpwumeuyaHue—Ilocne nosenexHus uHankauumn «Liukn 3aeBepuieH» mMoxet notpeboBaTbCs AONONHUTENBHAS
Aerasaums/aspaums ans gocTmxeHus 6e3onacHbiX yCnoBui Ans oneparopa.

4.2.2.11 MexaHu3M 3aKpblBaHUS U 3annpaHns ABepei AoMKeH 6bITb CKOHCTPYUPOBaH TakuM 06pasom,
4yTOGbI ONepaTop He noaBeprancst oNacHOCTU 3aXaTusi ABepbio, HaNpUMep, UMeTb KKPOMKY Be3onacHoCTU»
unu cyHKUMIO aBTOpEBEpCa.

4.2.2.12 Ecnu ycraHoBreHa ABepb C CUMOBbLIM NPUBOAOM, AOMKHbI UMETLCA CUCTEMBI, NO3BONAIOLWNE
BbICBOOOAMTL NpeaMeThl Uy Moaen, saxkMMaeMblix ABWKYLLeNCA ABepblo, 40 TOro, Kak 6yayT NpeBbileHb
AasneHue, ycunue u Temneparypa, orosopeHHble B EH 61010-1:2010 n EH 61010-2-040:2005, 7.1.101, 7.101
n7.102.

MpuMmeyaHmn e — IT0 MOXHO 06ECNeunTb, HaNPUMEP, PEBEPCUPOBAHNEM HaNPaBNeHUn ABWKEHNS ABEPW.

4.2.3 KoHTponbHble coeauHUTENNU

4.2.3.1 Konu4ecTBo U TUMbI coeauHUTENen, npeaHasHa4YeHHbIX Ans NpoBeAeHUA UCNbITaHUA, OMKHbI
6bITb cneuuduLMpoBaHbl. [LoMKHO BbITb YKa3aHO, Kak MOXXHO BBECTU UCTIbITaTeNbHOE 060pyaoBaHUE B Kamepy
ctepunusaTopa. UcnbiTatenbHble coeauHUTENN (€CNIU OHU UMEIDTCA) AOSHKHBI BbIT CKOHCTPYMPOBaHbLI TaKUM
06pazom, UTobbl MOXXHO BbINO A0CTUYbL NGO 30HLI KaMepbl Haubonee NoAXoAAWMM cnOCcoBoM NPU UCNonb-
30BaHUMN COOTBETCTBYIOLLUX TEXHUK U3MEPEHNI.

MpumeuaHune 1— Ecnutpebyercsa namepermne koHueHTpauum 30 nnm 0THOCUTENbHOMN BNAXXHOCTH, 3TO HEO6-
X0AUMO MPUHSITL BO BHUMaHUE MPY pacyeTe pa3mepoB UCMLITATENbHLIX coeguHuTenen, 4tobbl ob6ecnevnTs Nnerkun gocTyn
ANsi U3MEPUTENBHBIX CUCTEM.

MpumMmeuyaHune 2 —YBeNMUeHne 4YUCNA KOHTPONbHLIX COEAMHUTENEN YBENUUYUBAET PUCK BO3HMKHOBEHMUS
HerepmMeTu4yHoOCTW.

MpumeuyaHune 3— EcnuHe obecneunTb HanU4Me KOHTPONbHBIX COeANHUTENEN, STO CUNBHO 3aTPYAHUT NPOBe-
AeHune Banugauun.

8



rOCT P 57623—2017

4.2.3.2 VcnbiTaTenbHble coeAnHUTENN JOMXKHBI pacronaraTeCs B NerkogocTynHbIX MecTax, Ho He Ha
Tpybax, ucnonb3yembix Ans nogadv pabouunx cped (Hanpumep, napa, sosgyxa unum 30), n Bce coeguHUTENN
OOJDKHbI ObITb MapKMPOBaHDI.

4.2.3.3 VcnbiTaTenbHble coeguHUTENM AOMKHbI 6biTh CHabXeHbl 3arfylkaMmyu 1 yninoTHUTENAMN, a
YNIOTHATENN AOSKHBI UMETb BbICOKYH YCTONYMBOCTL K OO U XOPOLLYHO MEXaHUYeCKYH MPOYHOCTb.

MpumeyvaHune—TIlo coobpaxeHusam Ge30NacHOCTM PEKOMEHAYETCA CBOAUTb KONMUYECTBO WCMbITATENbHbBIX
coeanHUTEnel K MUHUMAaNbHO BO3MOXKHOMY.

4.3 lNpoekTUpoBaHUE U KOHCTPYKLUA

4.3.1 O6wue Tpe6boBaHUA

KoMnoHeHThI, BKMloYas BCromMoraTtenbHble COCYAbl, KOTOPble CoeaHEHbI C KAMEPOI cTepunMsaTopa 1
AOMXKHbI BblAEpKUBaTL AOMYCTUMOE pacyeTHoe AaBrneHne kamepbl Unm bonee Boicokoe, MOryT TpeboBaTb
cooTBeTCTBUA TpeboBaHuaM EBponelickoi AvpeKkTuBLI Mo obopyaoBaHuio, paboTatowemy noa AasrneHuem
(PED) nnu TpeboBaHUsAM UHBIX COOTBETCTBYHOLNX HOPMATUBHbBIX AOKYMEHTOB.

Bce koMMOHeHTHI TpyOHO 06BSA3KM A0SKHBI BbITb NPOMaPKUPOBaHbl /MM MAEHTUPULMPOBAHDLI B COOT-
BETCTBWM C UX byHKLMAMU (cMoTpuTe EH 60073).

YacTtoTa BbINONHEHUs1 0BCAYXMBaHUSA UK 3aMeHbl BCeX KOMMNOHEHTOB 060opyaoBaHUA OOMKHA ObiTb
yCTaHOBeHa U AOKYMEHTUpOBaHa.

4.3.2 Ucnaputenn 30

WUcnaputenu 30 gonkHbl 6blTb CKOHCTPYMPOBaHbI TaK, YTOOBI UMeNnach BO3MOXHOCTb OYUCTKA MO METO-
AVIKe U3roTOBUTENSA HarpesaTeslbHbIX NOBEPXHOCTER, KoHTakTupytowmx ¢ 30.

4.3.3 Tpy6Han o6BA3Ka U bUTUHTU

4.3.3.1 KoHcTpyKums TpybHON 06BsA3KM AOIKHA NPENATCTBOBAaTL HAKOMIEHUIO KOHAeHcaTa.

MpumedaHun e — Tennousonsuus TpyGHON 0GBA3KN MOXET CHU3NTL 06bem 06pasytoLerocsi KoHgeHcara.

4.3.3.2 BcevacTtu Tpy6HOM 06BA3KM U DUTUHTU, CRyXKaLLMe AnA TpaHcnopTUpoBkn D0, AOMKHLI coean-
HATLCS CBAPKOW WM Naikon TBepAbIM MpUNoeM, 3a UCKNIoYEeHWeM COeVHEHUA, KoTopble AOKHbI ObiTb
pa3bopHBIMK ANA Lienein o6cnyxmBaHus.

MpwuMeyaHun e — [Mbkue WNaHrm, paccHUTaHHbIe (NN KOTOpbIe MOTYT BbITh CNy4anHo 3a4eiCTBOBaHbI) Ha Ne-
pepady 30, NpeanoYTUTENBHO AOMKHBI GbITh N3 HepXXaBeloLLeli CTanu, UNy U3 HEPXKaBEIoLEN CTanM, BLINOXEHHON BHYTPU
nonuTeTpagpTOPITUIIEHOM (TEDINOHOM), HUTPUIBHLIM KAY4yKOM MM WHBIM MaTEpPUanoM C AOKa3aHHLIMU PaBHOLEHHbIMU
XapaKkTepucTuKamu.

4.3.4 Cucrtema oTKauku
4.3.4.1 CTepunusatopbl AOMKHbI ObiTb CHABXEeHbI cpeacTBaMKN ANA OTKAaYKW ra3oB U3 kamepsbl, YTO6bI
yOOBNeTBOPATL cneyudukauusm npouecca.

Mpumevanue 1—TIpy NPOEKTUPOBAHUM CMCTEM OTKAYKU Fa30B JOMKHA YHUTLIBATLCA MUHUMU3aUUA obbe-
MOB MCIOIb3yeMoln BoAbl (CMOTpUTe Takke npunoxexwe E).

TpuMeyaHue 2— ITUNEHOKCUA MOXET PaCcTBOPATLCS B BOAE M B Macnax.

4.3.4.2 Crepunusartop gomkeH bbiTb obopyaoBaH cpeAcTBaMu ANSA NPOBEPKN Ha YTeuKW, BKoYas
Kamepy cTepunusartopa 1 Bce NpUcoeMHEHHbIe K Held BaXHbIe YacTu TpyBHOM 06BA3KN 1 PUTUHTU.

4.3.5 YnpaBnsiouwue KnanaHbl

Ecnu ansa o6cnyxuBaHusi npucoeAMHeHHbIX K Kamepe KnanaHoB Heo6XoauMo CHUMaTL coeAUHUTENbHbIE
Tpy6bl, 4OMKHA UMETLCSI BO3MOXHOCTb MPOBEPKM Ha YTEUKY CoeIMHEHNA TPY6 ¢ KrnanaHamu.

4.3.6 Tennousonauusa

NMio6as noBepxHOCTb, KOTOpasi MOXET HarpeBaTbCcA A0 TeMnepaTtypbl, npesbllwatowen 55 °C B xoge
HopmanbHon paboThbl, AOMMKHA ObITb TEMOU30NNMPOBaHa, 3a UCKNIDYEHNEM TexX Crlyyaes, Korga 3To MoXeT
HapywuTb yHKUMU U paboTy cTepunusartopa.

4.3.7 AnekTpobe3onacHOCTL U MeXaHUYecKkasn 6e30nacHOCTb

4.3.7.1 Be3onacHOCTb KOHCTPYKUUK A0DKHa 6asnpoBaThes Ha oLeHKe pUckoB. TexHu4eckune pelleHus
OOMKHbBI yYUTBIBaTb TpebOBaHMA COOTBETCTBYIOLLMX CTAH4APTOB.

MpumevaHune 1—Tloobwmm npuHumMnam koHcTpynpoBaHusi cmoTpute EH 61010-1 n EH 61010-2-040.
MpumeyaHune 2—[lononHutenbHble ykasanus aatotes B EH MCO 12100.

MpumeyvaHune 3—[Ana nonyyeHns ykazaHui, Kacalowmxcsi cneunduHecknx acnekToB KOHCTPYKUUK, Npume-
Hum EH 60204-1. PykoBoacTBysick uHdopmaumeii s EH 60204-1, MOXHO YMEHbLINTb KOMMYECTBO UCNbITAHUNA.
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4.3.7.2 CtepunuaaTtopbl 4OSDKHBI COOTBETCTBOBaTL TpeboBaHuam EH 61326 B yacTu snekTpoMarHuT-
Hol coBmecTuMocTu (OMC).

Crepunusatopel, paboTawowme B 30Hax, NpeAHasHauYeHHbIX Ans MeauuMHCKoro obopyaoBaHusi, unu
paboTatowme paaoM ¢ Apyrum YyBCTBUTENbHBIM 060pyAOBaHNEM, OOMKHBI paccMaTpuBaThCA kak 0b6opyao-
BaHue knacca B cornacHo cneundukaumsam EH 61326-1.

BbibpaHHble KpUTEPUN NOMEXOYCTONYNBOCTU AOIPKHBI rApaHTUPOBaTb, YTO pabodyne xapakrepucTuku
cTepunusaTopa, Kak U3noxeHo B nogpasaene 5.2, 6yayt coxpaHATbCS NpU BO3AENCTBUN NOMEX, ONMUCAHHBIX
B8 EH 61326-1, Tabnuua 2.

4.3.8 ®unbLTp BO3AyXa UNU UHEPTHOTO rasa

4.3.8.1 MNoeTopHaa Mukpobuonoruyeckas KOHTaMUHaLMS CTEPUNU3ALMOHHON 3arpy3ku AorkHa ObiTb
npegoTepaLleHa.

4.3.8.2 Ecnu ana npeaoTBpaLleHnsl NOBTOPHON KOHTaMUHaLMKN YyCTaHOBMAEHbI (hUNbTPbl, OHA AOMKHbI
6bITb Nerko AoCTYNHbI AN 3ameHbl. PUNbTP ACIKEH yaepXusatb He MeHee Yem 99,5 % yacTuu, pasmepom
6onee 0,3 MKM.

BosaywHble punbTpbl A0MMKHBI ObITh U3rOTOBMEHbI U3 MaTepuanoB, PE3UCTEHTHLIX K Koppo3uu 1 6uo-
Jerpapgauuun.

Mpumeuvaunne 1 —[na npoaneHuna cpoka cnyxbbl peKkomeHAyeTCs WUCNonNb3oBaHWe 6GbICTPOCHEMHbIX
hunbTPoB NpeaBapUTENBHON OYUCTKU, PaCCHUTaHHbIX HA OUNBTPaLMIO YacTuL, pasmepom 6onee 25 MKM.

MpumeuaHune 2— PekomeHayeTcs, YTOObI OUNBTPYIOWMIA MaTepuarn MexaHU4eckyn NoaaepXuBarcsl Takum
06pa3om, 4ToObI NPy UCMONb30BaHUM NPEAOTBPALLANOCH €10 NEPEMELLEHUE UM UCKAXEHUE (HOPMbI C LeNbI0 MUHUMN3a-
LK NoBpexaeHUi punesrpyioLlero marepmana.

4.3.8.3 Kaxabii ¢unbtp AomkeH ObiTb CHabXeH KknanaHoM (BeHTUNEM), ycTaHaBnMBaeMbiM
HenocpeaCcTBEHHO Mexay (hunbTPOM U Kamepolt, obecneumBaroLLMM OTKIloYeHUe hunbTpa.

4.3.9 Cucrema CHUKEHUS TOKCUYHOCTU OTpaboTaBLUUX Fra3oB

Bce BbIBOALI ra3oB U3 cTepunusaTopa AOoMKHbI KOHTPONUPOBaTLCA U — NpU HeOBX0AUMOCTU — OTBO-
OUTbCS Yepes COOTBETCTBYIOWYIO CUCTEMY CHUKEHUS X TOKCUYHOCTU B COOTBETCTBUU C UHCTPYKLMSIMUA N3rO-
TOBUTENS.

1l pnmevHyaHune— ﬂOﬂ)KHbI y4UTbIBaTbCA HaUUOHalbHbIE U pPernoHalibHbIe TpeGOBaHWil K OXpaHe 330poBbA,

6e30NacHOCTU TpyAa M K OXpaHe OKpyXatoleln cpeppl, MOCKOMNbKY OHU MOTYT ObiTb NPUMEHUMBI K NMOTEHLUMANBHOMY BO3-
nencteuio 90.

4.3.10 Kopnyc v naHenu o6WMBKY

4.3.10.1 Ecnu ans HopmanbHol paboTbl He TpebyeTcs 4ocTyn K BOKOBLIM YacTsaM cTepunnsaTopa, OHU
OOKHBI BbIThb 32KPbIThI NAHENAMU.

MpumeyaHune—HekoTopble TUMNBI GONMBWMX MPOMBIWMEHHBIX CTEPUNM3ATOPOB, a TakkKe CTepUIN3aTopsl,

BCTpavBaeMble B NPOEMbl B CTEHaX ¢ o6ecne4eHnemM rocTOsIHHOIO YMMOTHEHWS MEXAY NIMLEBON NaHENbio U CTEHON, He
HYXXOatl0TCs B GOKOBbIX NaHensx 0GLWUBKY.

4.3.10.2 [eMoHTax unu oTKpbiBaHWe naHenu, UCnonb3yeMon B kauecTse usnyeckoro 6apbepa gns
obecrneyeHuns 3almnThl, AOMKHO TpeboBaTb NPUMEHEHNs cneLnansHOro ycTporucTBa 4ocTyna.

MaHenn oOWMBKM OOMKHLI oBecrnevnMBaTh NPOACIIKUTENBHYIO YCTOMYMBOCTL K KOPPO3WW. [OMKHBbI
UMETbLCSI UHCTPYKLMK NO O4UCTKE NaHenen obLumBKA.

MpuMeuyaHune—BnaHensx 4oMKHbI UMETLCS OTBEPCTUA ANA BEHTUALMM.

4.3.10.3 MaHenu o6lmMBKN cTepunuaaTopa AomMkHblI o6ecnevnsaTb AoCTyN Ans paboT no obcnyxusa-
HWUo 060opyaoBaHns. Takue naHen M AOSKHbI 6bITb CbEMHBIMU, UNU pasMepbl MBOro 0TAENBHOro Ntoka (OKHa)
Aoctyna AofkHbl B6biTb He MeHee 500 MM WIMPUHON 1 HEe MeHee 1500 MM BBLICOTORN, NPU 3TOM He AO0MMKHO
UMeTbCA NPEeNATCTBUI [OCTYNY.

KpenneHunsa aTux naHenen nocne Ux CHATUS AOMKHbI OCTaBaTbcs NGO Ha APYrUX NaHensax, nubo Ha
Kopnyce ctepunusartopa.

MecTa gocTtyna ans obcnyxveaHWa AOMKHbI pacnonaratbCa Tak, 4tobbl Npu AOCTYNe Ha Hapywanach
6e30MacHOCTb HA B OTHOLUEHUM MPOAYKTa, HA B OTHOLLEHNM NepcoHana.

MpumeyaHun e— TpeboBaHus k opraHm3aumm gocryna onvcarsl B EH 61010-2-040:2005,7.3.21 7.3.5.

4.3.11 3arpy3o4Hoe o6opyaoBaHue
Ecnu Takoe 060pyaoBaHne Heo6X0AMMO Mo COOBPAKEHNAM 3PrOHOMUKN, TO OHO AOSKHO BbITb AOCTYNHO
Kak 0TAenbHasa NPUHaaNeXHOCTb K CTepumMsaTopy.
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4.3.12 TpaHcnopTUpoOBKa

Ecnun Bec, pasmepbl Unu doopma ctepunusaTopa Unm ero pasnmyHblX KOMMOHEHTOB He NO3BOMAIT Nnepe-
MeLLaTb MX BPYYHYIO, TO CTEPUIN3ATOP UMM KaXKABIA TAKO KOMMOHEHT A0MKHbI 6bITb CHabXeHbl CTPOMOBOYHbI-
MU npucnocobneHnamMmn ans nogbeMHoro obopyaoBaHWA, UMW UMETb KOHCTPYKLMIO, MO3BOMSALLYIO
ycTaHaBnMBaTb Takve npucnocobneHusi, unu uMeTb Takylo KoHdurypauuio, Ytobbl obecneymsartb nerkoe
1cnonb3oBaHe cTaH4apTHOro NogbeMHoro 06opyaoBaHuns.

CTepunnsaTtop 1 ero KOMNOHeHTbI (eCNU NPUMEHNMO) AOHKHBI YNaKoBbIBATLCA ANA TPAHCMNOPTUPOBKU U
XpaHeHNsi Takum 0B pasom, 4Tob bl MpU TPaHCMOPTUPOBKE 1 NepeMeLLeHUsIX BCe YacTu cTepunmsaTopa octasa-
NCb Ha CBOMX MeCTax B M3Ha4anbHOW OpueHTaunm, CTepunnaaTop 4oSKeH ocTaBaTbesa B cTabunsHOM nono-
XKEHUN, N HUKaKUe ero OBUXKYLLMECS YacTU He AO0KHbI co3fiaBaTb OMacHOCTU.

4.4 UHpukauus, M3aMepeHusi M 3anucbiBaroLine npuéopsbl

4.4.1 O6wue Tpe6oBaHUA

4.4.1.1 MpuBopbl ANA NHANKALAW, N3MEPEHMIA U 3anncK OOMKHbI BbITb MOEHTUMDULMPOBaHLI B COOT-
BETCTBUM C MX DYHKUMAMU. K HUM gonxeH ObiTb obecneveH nerkuii 4oCTyn, OHWU AOSKHbI UMETb YeTKYH U
OONTrOBEYHYIO MaPKMPOBKY, YKa3bIBaOLLYO UX (PYHKLMIO, U pacnonaratbCsi Tak, YUTo6bl UMW MOXHO Bbifo nerko
onepupoBaTh U CUATLIBATL NOKas3aHUS.

4.4.1.2 TpunbGopbl 4OMKHBI pacnonaraTbCst U/UNn 3almLaThest Tak, YTobbl X 3KCMyaTaLMOHHbIE Xapak-
TePUCTUKN OCTaBanchb B Npeaenax AonyckoB B XoAe 3KcnyaTauum ctepunmsatopa.

4.4.1.3 Ecnu nokasbiBarownin npubop MoXeT nogknovatbes bonee Yem K 0QHOM TOUKE N3MepeHns, To
OOIMKHa UMeTbCA HenpepbiBHAaA MHAUKaLMSA TOro akTUBHOTO AaTyuMKa, K KOTOPOMY OH NOAKMIYeH B AaHHbIA
MOMEHT MOHUTOPUHra.

4.4.1.4 MokasbiBatolwme 1 yrnpasnsiiowme npubopbl A0MKHbLI BbITb YATAEMBIMIA MPU B3MMSiAE HA HUX C
paccTosHus 250 £ 25 MM NpyY HOPMabHOM UITU CKOPPEKTUPOBAHHOM 3PEHUN U OCBELLLeHHOCTN 215 + 15 k.

4.4.1.5 YCTpoOMCTBa MHANKALNN, U3MEPUTENbHBIE U 3anvcbiBaoLmMe Npubopbl 4OMMKHBI UMETb OpraHbl
(cpeacTBsa) HacTpPONKU/ perynMpoBKn Ha MeCTe UCMOoNb30BaHUs C NPUMEHEeHUeM KITlo4a, kofa Unu cnevuarnsHo-
ro MHCTpyMeHTa 6e3 HeoBXoAMMOCTY UX AeMOHTaxa.

MpumeyaHune— Tam, rae NCNonb3yoTcs LMPOBLIE MHANKATOPLI AABMNEHUs1, No coobpaxeHusim 6esonacHoc-
TU MOTYT YCTaHaBNVMBaTbCHA AOMONHUTENbHBIE MEXaHNYeckne MaHoMeTpbl. Ecnv aHanorosbiii npubop ycTaHOBINEH TONBKO
NS 3ToW Lenu, TpeGoBaHue K BO3MOXHOCTU €10 PEeryriupoBKU Ha MecTe OTnaaaer.

4.4.1.6 [OononHutenbHble OYHKLUMUU, BCTPOEHHbIE B 3anUCbIBaoLWmMe UNK Nokasbisatowme npnubopsl, He
OOTKHBI yXyALIAaTb UX TOYHOCTb.

4.4.1.7 Tlpu ucnonb3oBaHWM NpUOOPOB ANs yNpaBneHUs NPOoLEeCcCoM, UHANKAUUN UK 3annucu AOMKHbI
UMeTbCsl CpeCTBa, yKasbiBaloLue Ha NoBpeXaeHue AaTYNKOB.

4.4.2 NaTyuKk TeMneparypbl

4.4.2.1 lNMpu ncnonb3oBaHUKU AN ynNpaBneHust NpoLeccoM, UHAUKALMA U 3aN1UCU JaHHbIX AAaTYUKK
TeMnepaTypbl A0/MKHbI UMETb MaKCUMarbHYI0 0NYCTUMYLO NOrpellHocTs He Bonee 1 °C B AvanasoHe LKarbl
Ha 10—20 °C Bblwe HaMbonbluen TemnepaTypbl Npouecca. YactoTa AguckpeTnsaumnm AaHHbIX 4oSkHa ObITbh
[OCTaTOYHO BbLICOKOW, 4TODObLI 0becneuntb AeNCTBUTENbHOE NpeacTaBneHue npouecca cTepunusauum,
a Bpems peakuuun gaTyMKka OIDKHO COCTaBMNATh 1 ¢ N MeHee.

MpumeyaHue— Tpebylowasaca yacTota AUCKPETU3aLMM AaHHbIX OyAeT 3aBUCETb OT CKOPOCTWU WM3MEHEHUs!
TEMNeparypbl B xoge npouecca. Y 60MblmMX NPOMBILNEHHBIX CTEPUNU3ATOPOB OHA MOXET 6bITb 1 pa3 B MUHYTY. Y Manbix
Kamep 3Ta 4acToTa MOXET HYXAATbCsl B YBENUUEHUN.

4.4.2.2 OnAa namepeHus TeMnepaTtypbl Kamepbl AOSPKHO UCMONb30BaTbC HE MeHee [ABYX AAaTYMKOB.
Kamepbl 6onbworo o6bema moryT obopyaoBaTbes 6onee Yem ABYMS AaTYUKaMU A4Sl YBEPEHHOCTMU B TOM, UTO
cucTeMa cobupaet AaHHble, oTpaXkatoLume TeMnepaTypy Bo BceM 06beme Kamepbl BO BpeMs ee UCTIONb30Ba-
Hus. [laTankn TeMnepaTypbl AOMKHbI pacnonaraTbCsl B 30He, yKasaHHOW Kak KOHTPObHasA TouKa U3MepeHus,
W [OIDKHBI NIErKO CHUMAaTLCA AJ11 BbINOMHEHUs KanMBpoBKU NPy HEOBXOAUMOCTH.

MpumeyaHune—Lenbio ucnonb3oBaHWst ABYX OTAENbHbLIX A4AaTUUKOB Ansl UBMEPEHUsT TEMMNEpPaTypbl KaMepbl
SIBNSIETCH NpefoTBpaLeHne OWnB0oYHOTo NPUHATUS NMONOXUTENBHOMO pe3ynbTaTa BbllWEALEro 3a paMKku creumndmkaumm
npoLecca B crny4ae BbIxoAa U3 CTposi ogHoro Aarimka. CpaBHeHUe NOKa3aHUi BYX OTAENbHbLIX 4aTYUKOB ONPeaenuT OTKas
OfHOro U3 HUX. [iNA BLINOMHEHUs1 3TON 3a4auy BO3MOXHO MPUMEHEHWE OATYMKOB CO CABOEHHBLIMU YYyBCTBUTESIbHbLIMM
anemMeHTaMu B OQHOM Kopnyce.

4.4.2.3 Ecnu npousonaeT HesaMmeUeHHbIA 0TKa3 (hyHKUMM yNpaBneHus U MOHUTOpUHra, cTepunusa-
LMOHHasA 3arpyska MoxeT OblTb BbinywweHa 6e3 BbinonHeHUA TpebyeMblx npoLeccHbIX napameTpos. HYToObl
nNpeaoTBpPaTUTL Takylo BO3MOXHOCTb, 00LLas NpakTuka pekomeHayeT UCMOoMb3oBaHUe pe3epBHbLIX AaTYNKOB
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ONA MHOTUX KPUTUYECKUX MpoLeccHbIX napameTpoB. OOblYHbIE OMNLUMA UCMOMb3OBAHUA TakUX pPe3epBHLIX
[aT4YNKOB BKMOYaLoT B ceba:

a) MUCNonNb3oBaHWEe OAHOrO AaTyuka Ansi KOHTponsi/ynpaerneHusi, a BTOPOro — AMNsl MOHUTOPUHra u
yBeaomneHna o6 otkase;

b) ucnonbsoBaHne 060MX 4ATYNKOB UMK CPEOHETO 3HAYEHMUS UX MOKa3aHU Kak AN MOHUTOPUHra, Tak U
ONS ynpaBneHus; Takas cucTeMa [ofDkHa reHepupoBaTb aBToMaThuyeckoe yBedomneHue ob oTkase, ecnu
pa3HOCTb NOKasaHW ABYX AaTYMKOB NpeBbILLAET 3aaHHOe 3HauYeHue;

€) Ucnonb3oBaHWe AATYNKOB CO CABOEHHBLIMU U3MEPUTENBbHLIMA 3NIEMeHTaMn B OAHOM Kopnyce Kak Ana
MOHUTOPWUHIa, TaK U ANg yNpaBneHus; Takas cucTemMa JOSbKHa reHepupoBaTh aBTOMaTU4eckoe yBeoMIieHne
06 oTKase, ecnu pasHOCTb NoKa3aHWiA IBYX 3NEMEHTOB NpeBkilIaeT 3alaHHOoe 3HaYeHue.

4.4.3 MNoka3sbiBaloLwWwme Nnprubopbl ANA U3MepeHUa TeMnepaTypbl

B nononHeHue k TpeboBaHUSAM, U3MOXEHHBIM B noAnyHkTe 4.4.2.1, npubopsl, NokasbisatoLme Temnepa-
TYPY, AOSKHbI:

a) 6bITb rpagyMpoBaHbl B rpagycax Lienbcus;

b) umeTs LIKany, BKIMIOYAOLLYI0 TOUKY MO MeHbLue Mepe Ha 10 °C Hke HauMeHbLUen TemnepaTypbl Npo-
Lecca, n Touky Ha 10 °C Bblle MakcuMarnbHON TemMnepaTypbl npouecca;

C) NpU UCMONb30BaHWM aHaNoOroBbIX NPUGOPOB UMETH LiEeHY AeneHus Wkanbl He 6onee 2 °C;

d) npuwucnonb3oBaHUM UM POBLIX NPUOBOPOB UMETL paspeLuatoLLyto cnocobHocTb He Bhiwe 1 °C.

4.4.4 NlaTyukun aaBneHus

4.4.41 [nsynpaeneHus npoLeccom, MHANKALLUW UK 3anncuy AOSDKHBI MPUMEHATLCA AaT4MKK abconoT-
HOro AaBNEeHUs.

4.4.4.2 nsaun3amepeHus 4aBfieHUs B kKamepe A0SPKHbI UCNOSb30BaThCA ABa He3aBUCUMBIX AaTynKa AaB-
neHust, NpeAHasHa4YeHHbIX AN UHAVKaLUn, 3anncu Uy ynpasrieHus!.

4.4.4.3 Tlpn ncnonb3oBaHUU 4SS yNpaBreHus MpoLeccoM UNnU 3arnucu AaHHbIX AaTiukn AasneHus
OOIMKHBI UMETb MakcUMarbHYHo AOMYCTUMYHO NorpellHocTs He 6onee 1,5 KMMa, nnu 2,5 KMNa ans nHaukaunu.
YacTtoTa AncKpeTUsaLu MM AaHHbIX A0IPKHA ObiTb AOCTAaTOMHO BLICOKOW, YTOOLI 0becneunTb AeNCTBUTENBHOE
npeacTasneHue npouecca cTepunnsalmum, a Bpems peakuum gatiymka JOSDKHO COCTaBnATb 1 ¢ Unn meHee.

MpwnmeyaHwne— Tpebyowascsa yactota AMCKpeTU3auum faHHbIX GyaeT 3aBuceTb OT CKOPOCTU U3MEHeHUs
OaBneHusi B xoge npouecca. Y 60onblmx NPOMbILNEHHBIX CTEPUNN3ATOPOB OHA MOXET BbITb 1 pa3 3a kaxavie 10 c. Y ma-
NbIX KaMep aTa YactoTa MOXeT HyXX4aTbCA B YBENUYEHUN.

4.4.4.4 Tlo coobpaxeHnsm B6e30nacHOCTN CTePUIM3aToOpP MOXeET BbITb CHabXeH MexaHU4eCKUM MaHo-
MeTPOM, MMEIOLLMM MaKcUMarbHyHo AoNyCTUMYO NorpeLllHocTb He 6onee 20 KMa (0,2 Bap).

4.4.5 Tanmepbl U NpubopbI, NOKasbiBaloLine BpeMs

4.4.5.1 Mepuoasbl BpemMeH B NpoLiecce JOMKHbI UMeTb HeonpeaeneHHOCTb UsMepeHus +2 % unu meHee
OT MPOACIIKUTENBHOCTU thaskl MpoLiecca.

MpuMeYaHwUue— B HEKOTOPLIX PErMOHaxX YacToTa SNeKTPOoCceTU HecTaburnbHa, U NOTOMY He MOXeT UCMOIb3o-
BaTbCsl AJ151 yCTaHOBNEHUs BpeMeHHOoW 6a3bl AN KOHTPOMS UUKIa U perucTpaumm AaHHbIX.

4,452 Ecnn vHOMUMPYIOTCS daTa M BPems, OOSMKHbl UCMONb3oBaTheA opMmaThl A4:MMITTIT WA
FIFr:MM: A4 ANst 4aT U YY:MM:CC ANsl BpEeMEHU MPUMEHUTENBbHO.

4.4.6 CyeTUYMK LUKNOB cTepunusalmm

JormkeH UMeTbCs cHeTYMK AN UHANKALUN CYMMapHOro KonuM4ecTBa 3anyLUeHHbIX LIUKIOB, BKNOYas U Te
LMKMbI, B KOTOPLIX BO3HMKaNM cboun. CHETUMK LNKITOB AOMKEH NokasbiBaTe MUHUMYM YeTbipe Ludpbl 1 He Aon-
XKeH JonyckaTb HerpegHamepeHHoro copoca. Ans naeHTudnkaumMmn LmMKna MoryT UCnonb3oBaTbCs OMONHU-
TernbHble MONs BBOAA AaHHbIX.

4.4.7 Oatuynku oTHOCUTeNbHOMN BRaxHocTu (RH)

4.4.7.1 Tpubopkl ANA U3MepeHUsi 0OTHOCUTESbHO BNAXKHOCTN, €CMU OHU YCTaHOBIEHbI, JOIMKHbBI MOKPbI-
BaTb AvanasoH o1 0 % ao 100 %. B gnanasoHe 30 %—80 % TovHocTb gormkHa BbiTb £10 % unu nyywe. YacTtoTa
ONCKPeTU3aunn faHHbIX A0MKHA 6bITb AOCTATOYHO BLICOKOR, YTOBLI 06ecneynTs JeACTBUTENbHOE NpeacTaB-
nieHue npoLiecca cTepunnsanum, a Bpems peakumm 4oMKHO cocTaBnaTb 1 MUH UNn MeHee. Ecniv oTHocuTeNb-
Hasi BNaXXHOCTb U3MepsieTCs, TO 3TU AaHHbIe JOMMKHbI 3anucbiBaThCs.

MpumedaHune— MoryT UCNONb30BaTLCs 1 ApyrMe crocobbl U3MepeHUs BNaxHOCTH (HanpumMep, rasosast Xpo-
matorpadus 1 CNeKTPOCKONMs), 1 B TaKVX CIyvasix BbileyKkasaHHble TpeBoBaHNs K BpeMeHy peakumm He NPUMEHSIIOTCS.

4.4.8 U3mepeHue KOHUEHTpaLuum aTuneHokcuga (30)
Onana3soH nsmeperust npubopa Ans usmepeHus KoHueHTpauun 30, ecnun TakoBOW yCTaHOBNEH Ha CTEpU-
nnsaTope, OoMKeH oxBaTbiBaTb wWKany ot 0 Mr/n Ao sHaveHus, Ha 10 % npesbiwaowero MakcumanbHyo
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KOHUEHTpaLuuio, YyCTaHOBNEHHYO Anisl npouecca. TouHOCTb AormkHa 6biTb +5 %. Ecnu koHueHTpauus 30
U3MepaeTcs, TO 3TU AaHHble AOMKHbI 3arnUchIBaThCS.

M p umeuyaHn e — Uamepenne koHueHTpauum J0 siBnsieTcs TpeboBaHMeEM Ans NapameTpUHecKoro Bbinycka 3a-
rpy3km (cm. EH UCO 11135:2012, nyHkT 10.5).

4.4.9 3anucbiBalolwue (peructpupyiowme) npubopsbl (ycTpocTsa)
4.4.9.1 O6uume TpebosaHua
4.4.9.1.1 3anucbiBatowmne Nnpubopbl AOIDKHBI ObITb HE3aBUCUMbI OT aBTOMAaTUYECKOro KOHTponnepa.

Mpumeuanue 1— 3710 TpeboBaHMe He UCKIIOHAET Nepeaady MHPOPMATUBHLIX AAHHbLIX OT aBTOMAaTU4eCcKoro
KOHTPOIfiepa Ha 3anucbIBaloLee yCTPoNCcTBO U HAao60poT Yepe3 KOMOMHMPOBAHHYI0 CUCTEMY NepeAaYy AaHHbIX.

MpumeuvaHue 2—VaeHTudukarop crepunuaaropa, HOMEP UMKNa u naeHTudukaumsa 3arpy3km MoryT 3anu-
CbIBarbCsi aBTOMaTt4ecky.

4.4.9.1.2 [na onepaTUBHOW MHCNEKUUN (ONepaTUBHOrO KOHTPOMs), a Takke Ansl AOKYMEHTUPOBaHUA
napTum, aHanorosbie U UMpPoBbIE 3anuckiBatoLLme NpUbopbl AOMKHBI PErucTPUPOBaThL AaBeHue U TeMne-
paTtypy, U — ecnu N3MepalTca — AaHHble OTHocUTenbHON BriaxkHocTu (RH) n koHueHTpauumn 30 oTHoCK-
TenbHO BpeMeHW. 3anncu 0MKHbI NO3BOSIATL BbINOMHEHUE OLLeHKU AaHHbIX Ha COOTBETCTBUE crieLudpnkaLmam
npouecca (cm. 9.2).

MpumeyaHun e — 3anucb 4aHHLIX MOXET COCTOSITb U3 LM(PPOBbLIX AaHHbLIX, AHANOFOBbIX KPUBbIX UITM UX KOMGU-
Haumu.

4.4.9.1.3 3anucbiBaroLlas cuctemMa JOSPKHa AenaTh 3anuch, KOTopasa oCTaHeTCsl YATaeMoM B TeueHune
nepuoaa, 3agaHHoro nonb3oBaTenem.

MpumeyvyaHune 1 —3anucb MOXET ObITb Kak B BUAE pacneyarky, Tak U B 3reKTPOHHOM dhopmare.

MpumeyvaHune 2—lepuog CoXpaHeHUs! 3arNMCHU MOXKET 3aBUCETb OT ITOKarnbHbIX TPe6OBaHWI 1 HOPMATUBHbIX
NonoXeHWN.

4.4.9.1.4 3anucbiBaroLmi npubop (3anucbiBatoLLiee YCTPOMCTBO) MOXET OblThb:

a) UKCMPOBaHHON N BCTPOEHHOW YaCTbIo CTepunusaTopa unu

b) BHelLHeWn cucTeMoi, NOAKMIOUYEHHOM K CTepUnn3aTopy nNo NMHUKN Nnepeaayun AaHHbLIX Yepes cneundun-
LMpoBaHHbIN MHTepdENC ¢ UCMonb3oBaHueM cneumpuunpoBaHHoro popmaTa gaHHbIX.

4.4.9.1.5 Ecnn ncrnonb3yeTtcs NuHUS nepefaqn AaHHbIX, OHa AOMKHA NO3BONATL BHELIHEN cucTteme
reHepupoBaTh 3anncu, COOTBETCTBYOLME BCEM NPUMEHUMBIM cneumudukaunam, ykazaHHeiM B 4.4.9.

4.4.9.1.6 Mpnbop pomkeH nNpogomkatb paboTaTte Nocne BOSHUKHOBEHUA c60s npoLecca, eCrnn TOSbKO
He OTKIIYNIOCh NUTaHWE U OH CaM He BblLLes U3 CTPOoS.

4.4.9.1.7 3anucbiBatowime Nnpubopbl 4OMKHBI UMeTb UHTePBan AUCKPEeTU3aUUM AaHHbIX 4OCTaTOYHBIA,
yT0bbI 06ECcnevnTb TOUHOE NpeacTaBeHNe NpoLecca ¢ y4eToM AnHamuky npouecca (cMm. [9]).

4.4.9.1.8 3anucu AomKHbI ObITb YMTAaEMbIMWU NPU B3rNAAE Ha HUX C paccToAHUA: 250 + 25 MM npu Hop-
MarnbHOM UM CKOPPEKTUPOBAHHOM 3PEHNN U OCcBeLeHHOCTU 215 + 15 nk.

4.4.91.9 Ecnv ans 3anucu AaHHbIX UCMONb3yeTca NOMHOCTbIO UndpoBas cucTeMa, AOIKHbI BbiTb
obecneyeHbl Mepbl, rapaHTUpYoLLKe, YTO AaHHbIe HaxoaAaTcA B 6€30NacHOCTU U He MOTyT BblTb U3MEHEHbI Mo
CpaBHEHWIO C UX NepBOHaYasnbHbBIM COCTOsIHMEM (CM. 5.2).

4.4.9.2 3anucbiBaoLume (peructpupytome) npubopel (yCTporucTaa) (aHanorosbli popmar)

4.4.9.2.1 Ecnn aee nnu 6onee nepeMeHHble 3anNncbIBalOTCA B aHanorosoM gopmare, nokasbiBaeMble
METKM LLIKa bl 4OMKHbI 6bITb 0BLLIMMUY ANs1 BCEX 3anUCbiBaeMbIX NepeMeEHHBIX, a HaUBoNbLINIA MapKUPOBAHHBIN
WHTepBan A0MKeH ObiTb OTAENbLHO nocrieoBaTenbHO MapkKMpoBaH ANA KaXAow U3 3anucbiBaeMbixX nepe-
MEHHbIX.

MpumMmeyaHue—AHanoroBbin hopmar MoXeT GbiTb rpachmkoM Wunu guarpammon, KOTopble MOTyT BbIMNOI-
HSITLCSi AMEKTPOMEXaHNYECKUM MU AMEKTPOHHBIM CNOCOGOM.

4.4.9.2.2 Ecnu 3anucaHHble AaHHble pacne4vyaTthbiBaloTCs, UCNOMNb3yeMble LKanbl OMMKHbI OoTpaXKaTb
TOYHOCTb U paspelleHne, TpebyemMble Ans NokasbiBaloLwmx Npuéopos.

4.4.9.3 3anucbiBatolme (perucTpupytolume ) npubopbl (YCTporUcTBa), reHepupytolume 6ykseHHo-Unpo-
Bble pacneyvaTku (undposoi hopmar)

4.4.9.3.1 3anucbiBaowme npubopsl, nNpoussogawme andaBUTHO-UNGDPOBLIE pacneyaTku, AOMKHbI
ncnonb3oBaTb BykBeHHO-LMGPOBLIE CUMBOILI U BbifaBaTh AaHHbIE B TEKCTOBOW hopme.

4.4.9.3.2 3anucbiBaowme Npubopbl, nponssoasLne 6ykBeHHo-LMdpoBbIe pacneyaTku, A0SKHbI UMETb
WnpuHy 6ymaru, o6ecneymBaloLLyto neyaTb He MeHee 15 3HakoB B CTpoke.
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4.4.9.3.3 Mpuboptl, 3anucbiBatoLLme TeMnepaTypy U nponssoasaLme 6ykseHHo-L M poBbIie pacneyaTku,
DOMKHbI UMETb:

- AnanasoH wkanbl o1 0 °C go 100 °C;

- MakcMMarsnbHO AONYCTUMYO norpewHocTb 1 °C unu MmeHee B aAnanasoHe o1 20 °C go 3HaveHusi Ha 10 °C
BblLLe MakcuManbHOMU TemnepaTypbl npolecca.

4.4.9.3.4 Mpubopel, 3anucbiBaoLLue AaBreHne U nponssoasawme 6ykseHHO-UUKPOBLIE pacnedaTtku,
OOMKHBI UMETb:

- Anana3soH wkanel oT 0 KMa (0 bap) Ao 3HayeHus, No MeHbLuen Mepe Ha 10 % npeBbilIatoLLEro Makcu-
ManbHoe AaBneHue npouecca;

- MaKkcUManbHO AONYCTUMYIO MOrpeLuHoCTb 3anuck 1,6 % nnu mexHee B AnanasoHe LWKanbl.

4.4.9.3.5 Mpubopbl, 3anucbiBaloMe OTHOCUTENbHY BnaxHocTb (RH) u npoussogswmne 6ykseH-
HO-UMcbpoBbIE pacnedvaTku, 4OMKHbI UMETb:

- AnanasoH wkanel ot 0 % ao 100 %;

- MakcuMmanesHo gonyctumyto norpetuHoctb 10 % B gnanasoHe 30 %— 80 %.

4.4.9.3.6 Mpubopbl, 3anuckiBatoLme KoHUeHTpauuo 30 n nponssoasiume 6ykseHHO-UUdpoBbIe pacne-
YaTKW, AOSMKHbI UMETb:

- AManasoH wkansl ot 0 Mr/n Ao 3HaveHuns, no meHblwen mepe Ha 10 % npesbiwaoLWero MakcuManbHy
KOHLeHTpauuio, ycTaHOBMEHHYI0 ANg npolecca;

- MakcUManbHO AONYCTUMYHO NOrPeLLHOCTb S %.

4.4.10 MokasbiBalowue Nnpuéopbl

4.4.10.1 Mpubopbl, ycTaHOBMEHHBIE HA CTEPUNU3ATOPE, AOMKHbI AenaTh AOCTYNHON NO MeHbLUe Mepe
cneaytoLyo nHpopmaLmio:

a) nokasaHuA AaBNeHUs B Kamepe;

b) nokasaHua TemnepaTypbl B Kamepe;

C) nokasaHusa (ecnun nsmepaeTcs) OTHOCUTENbHOW BNaXXHOCTU B Kamepe;

d) nokasaHus TemnepaTypbl CTEHOK pybaLlku/kamepbl 1 AaBNeHUA (eCnn cTepunusaTop umeeT pybalu-
Ky, paboTatoLyto noa AasneHuem);

€) NokasaHWs COCTOSTHUA NUTalOLLMX cpeal (Hanpumep, napa, a3oTa, CXaToro Bo3ayxa);

f) uHAMKaumio Toro, YTo cTepunMUsaTop HaxoAUTCA B hase TpeBorn (oXuaaHus);

g) VMHAMKaLMI0 COCTOSIHNS «ABepb 3anepTay («ABepu 3anepThbi»);

h) nHaoukaumo BbIBpaHHOrO LMKNa;

i) MHOWKaLMIO COCTOSIHUS «BBINONHASTCS LIUKITY;

j) nHAankaumio TekyLwen dasbl LnKna;

K) nHAMKaLMIO COCTOSHUA LMK 3aBepLUEH»);

[) nHAUKaLMIO COCTOsIHMA «CcBOoy, ecnn npousoLwen cboi unkna (cm. 5.5);

m) WHAMKALMIO COCTOSIHUS, KOorAa ABEpPb CTepuUnmsaTopa MoXeT ObiTb OTKPLITE;

n) nokasaHus cyeT4YUKa LNKIoB (CM. 4.4.6);

0) noaTBepXAeHue Toro, UYTo B kamepy Obin BBeAeH razoobpasHein 30 1 (ecnu namepseTcs) ero KoH-
LeHTpauunto.

MpwumeyaHun e — Heobxogumas nHdopmaums, NepeuncneHHas Bollle, MOXeT 6biTb MHTETPUPOBaHa B euHyto
CUCTeMyY UK BblgaBaTbCsl KOMOMHaLWeR MHAMBUAYANBHbIX CUCTEM.

4.4.10.2 B pononHeHue K ckasaHHOMY BhILLE, NPpUBOpPbLI «NPOXOAHOTro» CTEpUn3aTopa AoSkHEl obecne-
YnBaTb Ha pPasrpy30oYvHON CTOPOHE BEIBOA criedytoLLen BUsyarnsHon MHopmaL i B TOM criyyae, ecnm nHdpop-
Mauus no nn. ot a) Ao e) (Bblle) He BbIBOAUTCS B AUCNETYEPCKOE NMOMeLLeHne:

a) nokasaHusi JaBrieHns B kamepe;

b) uHAnkauns cOCTOAHUA «BLINONHAETCH LIUKI»;

C) MHAMKALMS COCTOSIHUA KLIMKI 3aBEpLUEHY;

d) MHAMKALMS COCTOSIHWSA, KorAa ABepb cTepunmsaTopa MoXeT BbiTb OTKPLITA;
)

€) MHAOMKaUWA COCTOAHUA «cBoiy», ecnuv npousoLen c6oit Lukna.

5 YnpaBneHue LUKNom

5.1 O6wwue Tpe6oBaHusA

5.1.1 CTrepunusaTop 1 U1K cTepunmnsaLm 4OoMKHbl yNpaBAsATbLCS aBTOMaTUYeCKUM KOHTPONIePOoM.

5.1.2 Uwukn cTepunusaunmn JommkeH ynpaBnsaTbes npeasapuTensHo 3agaHHbiMy nporpaMmmami. Jlioboe
NU3MeHeHne npedBapuTeNbHO 3adaHHOW NporpaMMbl UK ee napamMeTpoB AoSKHO TpeboBaTb NPUMeHeH s
KroYa, koda Unn creumansHoro MHCTPYMeHTa, Y A0IMKHO BbITb 3840KYMEHTUPOBaHO.
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5.1.3 MapameTpbl NpPOrpaMMUpyeMbIX B aBTOMaTUYECKOM KOHTpOMepe nepeMeHHbIX 1 UX AOMYCKH,
KOTOpble NO3BONSAT cobntogaTe TpeboBaHus K pabounm xapakTepucTkam, ornucaHHble B M. 6, 4OIMKHbI ObITb
cneundpunumpoBaHbl (CMoTpuTe Takke 9.2).

5.1.4 ABTOMAaTUYECKUA KOHTPOMNEP AOIMKEH ObITh 3aLlUMLLEH OT KOPOTKUX 3aMblKaHWUIA B KOMMOHEHTax
1nn B 060pyaoBaHn1, KOTOpbIE NOAKMYEHbI K HEMY HEMOCPEACTBEHHO UM KOCBEHHO.

5.1.5 ABTOMAaTUYECKUA KOHTPONNEpP AOIMKEH pacnonaratbecs Takum obpasom, YTobbl He NpeBbIannch
MaKCcUManbHO A0NYCTUMbIE A51sl HEro YCTaHOBIMEHHbIE 3HaYEeHWsl TEMMEPaTypbl U BITAXKHOCTU.

MpumeyaHwne— lWnpoko ucronsayemble MakCMmarbHble 3Ha4YEHUsI TEMMNepaTypbl U BNaxXHOCTU B 30He pabo-
Tbl cUCTEM ynpasnenusi 06biuHo coctaensiioT 50 °C n 80 % OTHOCKUTENbHOWM BNaXXHOCTW COOTBETCTBEHHO.

5.1.6 PacnonoxeHue gatynka TeMnepaTypbl, UCMNOSb3YyeMOro ANa ynpaBneHust NpoLeccoM, AOSTKHO
BblGMpaTbca TakuM 06pa3oM, YTOOEI Ha NPOTSXKEHNN BPEMEHM KCNO3ULMM TEMNepaTypa B BbIGpaHHON Touke
KoppenupoBana c TemrnepaTypoi B Nofe3HoM 06beme kamepbl.

5.1.7 OomxHbl 6bITb NPeayCMOTpPeHEI cpeacTBa Ans obecneyeHns Toro, YTobbl 0Tkas yHKLMN yripaBre-
HUS He MPUBOAWI K OTKa3y 3anuci NpoLecCHbIX NapameTpoB, B pesynbTaTte uero HeaddeKTMBHbIN npoLlecc Mor
6bl 6bITb NPUHAT Kak 3PPEeKTUBHBIA.

MpumeyaHune— ITOro MOXHO AOOUTLCA KaK 3a CHET UCTONb30BAHUS HE3ABUCKMbIX CUCTEM KOHTPOIS U MOHU-
TOPWHIa, TaK U 38 CHET NEPEKPECTHBIX MPOBEPOK MEXAY CUCTEMaMM YNPaBeHUsl U MOHUTOPWHIA, KOTOPLIE MAEHTUDPULMPY-
0T NMtoBble pacXoXXaeHNs/HeCOOTBETCTBIS UNW BKIIOYAIOT HAMKauuto c6osi (HeMcnpaBHOCTH).

5.2 Bepudukauusa u Banugauua nporpaMmmMmHoro obecnevyeHus

5.2.1 MporpammHoe oBecrnevyeHne aBTOMaTUYECKUX KOHTPOIMEPOoB AOMKHO MNPoAeMOHCTPUpPOoBaTh
UCTIOMNHEHNE CBOMX (DYHKLMIA Tak, Kak oHU npeanonaranuck. Knaccudukauuma nporpammuoroe obecneveHus
B OTHOLEHUM 6e30MacHOCTM A0IHKHA YCTaHABMMBATLCA Yepes OLeHKY PUCKOB.

5.2.2 YacTu nporpammHoro obecneveHuns, oTHocsamMecs kK 6e30nacHOCTM NaUUeHTOoB, Nnonb3osaTtenei
NI MIOBBIX UHBIX ML, A0IKHBI BbITh BEPUPULMPOBaHBI U BanNaMpoBaHbl C UCMOMNb30BaHNEM COBPEMEHHBIX
meTodoB. MeToabl, Mcronb3yemble B npoLiecce BanuaaumMn 1 sepudukalm, AcikHbl 6biTb 060CHOBaHbI 1
320KYMEHTUPOBaHBI.

Mpumevanmne—EH 61508-1, EH 62304 n EH 62061 moryT okasaTb noaaepKy Mpu BbIMNOMHEHUM 3TUX
OENCTBUN.

5.3 Uukn cTepunuiaumMm n aBToMatTudecKkoe ynpasrneHue

5.3.1 ABTOoMaTun4yeckoe ynpasneHue

5.3.1.1 ABTOMaTUYECKUIN KOHTPONMEP AOIMPKEH NMETb BO3MOXHOCTb NPOrpaMMnpoBaHns ¢ 3agaHnem
napameTpoB WU OONYCKOB ANs KaxAoW dasbl LMKa cTepunusaumu. NporpammMupoBaHne aBToMaTU4ECKOro
KOHTpOnnepa A0omMKHO TpeboBaTb MPUMEHEHNUS cneLmarnbHOro Koya, Koga unv cneumansHOro MHCTpYMeHTa.

Ecnv nporpammupyeTcs LMK B Lensix atTectaunm obopyaoBaHus, Nonb3oBaTerib AOMKEH UMETb CooT-
BETCTBYIOLUMNE YrIpaBAeHNe U KOHTPOSb B XOAE ero BelNoHeHNs. ATTeCTalNoHHbIE LIKITbl 4OMKHBI ObITh YETKO
NaeHTUPULNPOBAHSI.

5.3.1.2 He g0mkHO UMETbCS BO3MOXHOCTN PeryrnMpoBKi NapamMeTpoB B Xo4e BbINONHEeHWs Lukna cTepu-
nnsaunn.

5.3.1.3 [JocTyn K ynpaBnsitoLLUMM YCTPONCTBaM OOIMKeH TpeboBaTh NPUMEHEHWS CNeLMansHOro Krnwya,
Koda unu cneumnanbHOro UHCTpYMeHTa.

5.3.1.4 [Ona uenein ob6cnyXuBaHWUs, UCMbITAHUA UMW ANS aBapUAHBIX CUTYaLMIA OOMDKHbI UMETbCS
cpefcTBa, NO3BONSALNE NEPEATU Ha PyYHOEe yrpaBrneHne aBToMaTuieckum koHTponnepom. Beibop Takoro
peXrMa py4yHoro ynpasneHnsi 4oHKeH OCYLLEeCTBATLCA NOCPEACTBOM CleLManbHOro Knoya, koga unu cnewu-
arbHOro MHCTPYMEHTa, OTNNYAIoLLEerocs 0T TeX, KoTopble onncaHbl B nognyHkTe 5.3.1.3.

5.3.1.5 CucTtema pyyHOro ynpasneHust KOHTPONEPOM/LMKITOM He AOMKHa co3daBaTh yrpo3y besonac-
HOCTW.

5.3.1.6 Tlocne ycnewHoro 3aBepLUeHNs Kaxkaoro cneLmduLMpoBaHHOro LMKNa cTepunMsannum asToma-
TUYECKNA KOHTPOAep AOMKeH BKtoYaTh MHAMKauuo «Linkn 3asepLueHy.

5.3.1.7 ABTOMaTUYECKUI KOHTPOMNNEP AoKeH obecneunBaTb BOCIPOM3BOANMEIE LIMKITBI CTEPUNN3aLnn
co cneunduuMpoBaHHbIMK AoMyCckaMu AN Kaxkaon dasbl LUKna.

5.3.1.8 [ns KOHTPONs U yNpaereHnst 4aBNeHNeM AOIPKHbI UCMOMNb30BaTbCHA CUCTEMBI M3MepeHust abco-
NIOTHOTO AaBneHns.

5.3.1.9 Cuctema HarpeBa kamepbl cTepunusaTopa AoimkHa 6biTb obecneyeHa yCTpONCTBOM 3aLLUThl OT
neperpesa, KOTOpPOe OTKIoYaeT HarpeB Kamephl € Lerbio NpeJoTBpalleHns ee neperpesa. TemnepaTypa, npu
KOTOPOW aKTUBUPYeTCH 3allMTHOE YCTPOWCTBO, A0MKHa BbiTh cneunduumpoBaHa. YCTPOUCTBO 3alunThl OT
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neperpesa A0KHO 6bITb HE3aBUCUMbIM OT (DYHKLIUW KOHTPONA/yNpaBneHusl TemnepaTypoi aBTOMaTU4eCKoro
KoHTponnepa. flomkHa uMeTbeca MHAMKaLMA CO0EB U HEUCNPABHOCTEA.

5.3.2 Uukn ctepunusauum

5.3.2.1 ABTOMaTU4ECKMIA KOHTPOMNEp

CTtepunuaaTtop AOMKEH BIMNONHATL hasbl Unkna, onucaHHble B 5.3.2.2—5.3.2.11, noa ynpaeneHMem
aBTOMaTUYECKOro KOHTponnepa.

Mpumeuvanne 1—[JomkHbl NpegnpuHMMaTbcs Mepbl NO 06paGoTke u3genuii nepea crtepunuaaumen ansi
rapaHTum, 4yTobbl CTEPUNM3aLIMOHHAs 3arpy3ka 6bina HarpeTta n yenaxHena (cm. EH 11135:2012).

NpumeuyaHmne 2 —TMOPAAOK UCTIONHEHNS U KONMHECTBO 3TUX (Pas MOTYT OTNNYATLCS OT NPUBEAEHHBIX HUXKE.

5.3.2.2 lMNpeasaputenbHbIin Harpes/oxnaxaeHue kKamepbl

Kamepa ctepunusatopa AomKHa KOHTPONUPOBaTLCA U YNPaBNATLCA ANA AOCTUXKEHUA 3aaaHHoN pabo-
yel Temnepatypbl. MHMUMaums Lukia ctepunusaumnm AomkHa 6blTb HEBO3MOXHA, Noka He ByaeT BbIMONIHEHO
3TO yCrioBue.

MpwuMeyaHu e — KOHAMLMOHMPOBaHNE KaMepPbl CTEPUNU3ATOPa MOXET NOTPeGoBaTh HarPeB UMK OXnaxaeHne
B 3aBMCVMMOCTM OT pa3MeLLeHNsl U NapaMeTpoB npouecca.

5.3.2.3 ®dasa1: YganeHune Bo3ayxa
Bosgyx gomkeH ObiTb yAaneH M3 kamepbl U 3arpysky B CTeneHW, gocTaToyHon Ansa obecneveHus
nocneaywoLwero 4OCTWKEHNUs YCIOBUA CTepunmusaunn.

M pwuMeyaHu e — Bbicokasi CKOPOCTb yAanNeHnsi BO3AyXa MOXET NMPUBECTU K MNOBPEXAEHUIO CTEPUITU3ALNOHHON
3arpy3ku. CKOpoCTb BakyyMUpPOBaHUsi MOXeT GbiTb 3aBUCUMON OT Xapakrepa CTepUIriM3aLuoHHON 3arpy3ku U siBNAeTcA
OQHWUM M3 NapameTpoB CTEPUNN3ALNMN.

5.3.2.4 ®dasza2: AsTomMaTudeckas NpoBepKa Ha yTeuKy

5.3.2.4.1 Ecnu nposepka Ha yTeuky BbINONHAETCA A0 Hayana dasbl uHxekunm 30 1 go Havana casbl
KOHOWLMOHNPOBAHWS, OHa A4oMKHa BbINOMAHATLCA NpU 3apaHee 3ajaHHOM [aBMeHWK, yCTaHOBIEHHOM U3roTo-
BUTENEM 1 COrNacoBaHHbIM € NONb30BaTENEM.

MpumevaHnne 1—ABTOMaTMHECKAn NPOBEPKA HA YTEHKY SIBNSIETCS BaXHbLIM MOKa3aTernem noteHumasnbHOro
c60s1 NpoLecca U paccMaTpPMBAETCs Kak Haanexalyan NpoM3BoaCTBEHHAA NPaKTUKA.

[TfpumMmevaHune 2— BnuaHne TemnepaTypHOro rpagueHTa Kamepbl Ha AaBnNeHne B Kamepe u aerasaumio npo-
OYKTOB JOMKHO YUUTBIBATHCS NPU UHTEPNPETALMU PE3yNnbTaToOB NPOBEPKN HA YTEUKY.

5.3.2.4.2 Ecnn pgaBnexue B KaMepe cTepunusaTopa noaaepxusaeTca Ha NoOHWKEHHOM YpoBHe (aaBsne-
HWe HKXKe aTMocdepHoro) B Ntoboii hase Luknia cTepunusauun, To nocne AOCTUXKEHNA AaBneHus], yKkasaHHoro
N3roTOBUTENEM, COOTBETCTBYIOLLME KranaHbl 4OMKHBI ObITb 3aKpbIThl, 8 BaKYYMHbIA HAcOC AOSKEH BbITb OCTa-
HOBMEH UM U30IMPOBaH OT Kamepsbl. POCT AaBreHnA B kaMepe AOIDKEH OTCINEXMUBaTLCS B TeYeHNe 3afaHHoro
nepuoga BpeMeH ANIMTENEHOCTLIO HE MeHee 5 MUHYT nocne UcTeveHust HeobXoAMMOro BpeMeHU ypaBHoBe-
LUMBAHUSA, HYXKHOTO ANns cTabununsauumn aasneHus. B TedyeHne ykasaHHOro nepuoga MOHUTOPUHIa NpuUpocT
OaBreHns He AOMXKeH NpeBbllaTh 3HaYeHue, cneunduunposaHHoe UroTOBUTENEM.

MpumeyaHue 1 —VCTOPUYECKM CNIOXUBLLMICA KpuTepuin npuemnemoctu coctaensiet 0,3 Kna/MuH.

MpumevaHue 2—poueccsl, paboTaloLime NPU NOHWKEHHOM AABNEHUUN, MOTYT BbiTb YsI3BUMbI K BIYCKY BO3-
ayxa B kamepy. ABTOMaTUYeCcKas NpoBepKa Ha yTeuKy MOXET CNy»XMTb PAHHUM MHAVWKATOPOM Takom npobnemei.

MprvumevaHue 3—TlpoBepka Ha yTeHKY NPU NOHWKXEHHOM AABINEHUMN TaKKe MOXKET ObiTh 06ecnevena kak oT-
AernbHasi npoBepka npu obcnyxuBanmm (cm. 5.3.2.12).

MpumMmedvaHwue 4—TpoaonKkntTenbsHOCTb NEPUOAA MOHUTOPUHIA U NMPUEMITEMAs CKOPOCTb YTEUKM MOTyT 3aBu-
ceTb 0T 06bema cTepunuaatopa u ot NpogyKra.

MpumMmeyaHue 5—HavanbHas aerasaums NPoOAYKTa MOXET NPUBOAUTL K HAYANbHOMY POCTY AABNEHUS, KOTO-
pbiVi HE SIBMSIETCA NOCNEACTBUEM YTEUKN KaMepbl.

5.3.2.4.3 Ecnu naBneHne B KaMepe cTepunusatopa nogaepXuBaetca Npu u3BbITOMHOM AaBneHuu
YpOBHS (OaBneHue BhiLe aTMoctepHoro) B ntoboi thase Lukna ctepunnsaumn, To nocne gocTukeHna aasne-
HWSI, YKa3aHHOro M3roToBUTENEM, COOTBETCTBYOLWME KilanaHbl 4OMKHbI ObITb 3aKpbIThbl, @ BaKyyMHbIN Hacoc
OOMKeH ObITb OCTAHOBMEH UM N30NMPOBaH OT kamepbl. CHUXKeHWe AaBNeHNUA B KaMepe A0IDKHO OTCMeXUBaTb-
CAl B TeYeHMe 3a4aHHOro nepuoaa BpeMeHU ANUTENbHOCTLIO He MeHee 5 MUH. Nocne UCTe4eHNs HeobxoanMoro
BPEMEHW YpaBHOBELLUMBAHMSI, HY)XXKHOTO Anst cTabunusauum gasneHus. B TeueHne ykasaHHoro nepuoga MoHu-
TOPWHra nageHue AaBneHust He OSMKHO NpeBbIWAaTh 3HaYeHUs, cneundULMPOBaHHOMO N3roTOBUTENEM.
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MpumeyvyaHune 1 —WcToprnieckn CIOXUBLLUIACS KpuTepuin npuemnemoctyn coctaensiet 0,3 Kna/MuH.

MpumeyvaHune 2—poueccel, paboTatowue npu cynepaTtMochepHoOM AaBrneHUn, MOTyT NPUBOAUTL K BbIGPO-
cam 30 B OKpyKaloLYI0 cpeay, eCnu B KaMepe ecTb yTeuka. ABToMaTnyeckas NpoBepKa Ha yTeUKy MOXET CRYXUTb PaHHUM
VMHAMKATOPOM TaKoK Npobnemel.

MpumMmevanue 3—IpooormKUTENnbLHOCTb NEPUOAA MOHUTOPWHIA M NMPpUEMemMas CKOPOCTb YTEYKN MOTYT 3aBU-
ceTb OT 0Gbema cTepunmaaTopa v oT NPoaykKTa.

5.3.2.5 ®aza 3: KoHanunoHupoBaHue (ecrv NpUMeHseTcs)

5.3.2.5.1 [JomnxHbl MeTbcs cpeACTBa ANs Harpesa 1 (Npy Heo6xoaNMOCTI) yBraXHeHWUa 3arpyaku. Ans
YBN2XXHEHUS MOXKeT UCMONb30BaTLCS Nnap.

5.3.2.5.2 Ecnu Harpes U1 yBriaXXHeHNe BbINONHAIOTCA He OAHOBPEMEHHO, YBNaXHeHUe He A0MKHO Npea-
LUeCTBOBaTL HarpeBy.

KoHeL aTol chasbl JOMMKEH ONpedensTbcsd BPeMeHeM, Npoleawnm nocne AoCcTuxkeHUa Tpebyemon
TemMnepaTypbl 1 BNaXXHOCTU B Kamepe.

MpuMeyaHune— PykoBOACTBO Mo ONpegeneHnto BpemMeHn, HeoGXoanMOoro A4ns YENaXxHEHUs 3arpy3ku, AaHo B
EH 11135:2012.

5.3.2.6 dasza4: Nuxekuna 30
JomkHbl MMeTbca cpeacTBa, NpeaoTBpallalwme BOSMOXHOCTL nonagaHua xuakoro 30 B kamepy.
CKOpPOCTb UHXEKLMM foMkHa BblTb cneuuduumMpoBaHa 1 GbiTb KOHTPONUPYEMON.

MpumedaHue 1—Temneparypa rasa 30, nepeTeKaowero n3 NCNAapuTeN B Kamepy, ABNAETCA NnokasaTenem
ONs AeMOHCTPaUUK TOro, 4YTO NPOU3BOAUTCS UMEHHO ra3o06pasHbivi 30.

MpumeyvyaHune 2—[nsa onpeaeneHnsi pasHULbl MEXAY XUAKUM U razoobpasHeim S0 MOryT Takke UCnonb3o-
BaTbCA AATUMKM TUNA «ra3-XMAKOCTbY.

MpumMmeyvyaHue 3— CKOPOCTb MHKEKLIMU MOXKET KOHTPONUPOBATLCSI aKTUBHO WM NACCUBHO B 3aBUCUMOCTM OT
XapakTepa 1 KOHCTPYKLMW CUCTEMBI.

5.3.2.7 ®azab5: Okcnosuuma 30

Temnepatypa, AaBneHue n/unu koHueHTpauus 30 B kaMepe A0IMKHbI NoAAePKUBaTLCA B paMkax cneuu-
duKaLmii B Te4eHue Bcero nepmoaa akenosnumm 30. MHnumnaums aton hasbl He AoMKHA HaYUMHATLCS, NoKa He
6yayT AOCTUrHYThI 3apaHee 3afaHHbIe YPOBHU NapamMeTpoB.

5.3.2.8 ®azab: YaaneHue 30

B xoae aTol chasbl DO gorkeH 6biTb yaaneH (oTkavaH) n3 kamepbl cTepunMsaTopa, Ho He 0653aTenbHO U3
CTEPUN3aLMOHHON 3arpy3Ku.

5.3.2.9 ®asza7: Ouuctka (Nnpoayska)

B xoae aTol hasbl D0 gomkeH 6biTk yaaneH n3 kaMmepbl CTEPUNM3ATOPAa U U3 3arpy3ku B TAKOW CTENEHMN,
4YTOGbI CHUXKEHWE KOHLeHTpauun 30 cTano 4ocTaTouHbIM 4NN Toro, YTobbl 3arpyska He npeactasnana cobomn
onacHOCTUM A4ia onepaTtopa Mnpu pasrpyske ctepunusatopa.

MpumedvaHwune 1 — I3TOro MOXHO 4OCTUYL NyTEM:

a) MHOXeCTBeHHbIX nocnegoBaTenbHbIX BNYCKOB NPOMUNbTPOBAHHOTO BO3AYyXa UMM MHEPTHOrO ras3a u oTKaqek
Kamepbl cTepunusaropa, unm

b) HenpepbIBHLIM NPONyckaHUeM NoToka NPothnNbTPOBAHHOIO BO3AYXa NN MHEPTHOTO rasa Yepes kamepy cTepu-
nusaropa.

MpumeyaHune 2— CkopocTb, ¢ koTopon 30 yaanaercs u3 3arpy3ku, 3aBUCUT OT XapakTepa 3arpy3ku, Temne-
paTypbl TaK e, Kak U OT CKOPOCTW MOTOKa BO3AyXa/MHEPTHOro rasa. Hekotopble npemmywecTBa MOXeT AaTe NOAOTPEB
BO34yXa/MHepTHOrOo rasza Ao paboyen TemnepaTtypbl LuKna cTepunuaaumm nepeg Bnyckom B Kamepbi.

5.3.2.10 ®asa8: BnyckBosgyxa
Bo3ayx gomkeH BnyckaTbCsl B kaMmepy cTepunuaartopa vepes punsTp (cM. 4.3.8) ao Tex nop, noka aas-
neHue B KaMepe cTepunmMsaTopa He cpaBHAETCH ¢ aTMocdepHbIM AaBNEeHUEM.

MpumeyvaHue—[omkHbl UMETbCS CPEACTBa, HeobxoduWMble ANA AanbHEMWero CHWXEHUs KOHUeHTpauun
octatouroro 30 B 3arpyake rocrne 3aBepLUeHns LMKIa CTepunnsaumm (aspaums).

5.3.2.11 ®asza9: LuknsaseplueH

YUTobbl 0becneunTb KoHLeHTpauuio 30 B kamepe U1 3arpyske, He NpeacTaBnsoLWYyo ONacHOCTb, ABepu
OOMKHbI BbITb OTKPBITHI HEMEeANeHHO Nocne 3aBepLleHns Lukna. Ecrniv 3To NponsocnaeT ¢ 3anepXkon, A0MKHbI
ucnonb3oBaTbCsa cpeacTBa, obecnevmBaroLlne YBEPEHHOCTb, YTO koHLUeHTpauus 30 B kKamepe He npeacTas-
nseT ONacHOCTU NPW OTKPbIBAHUN pa3rpy304HON ABEPU.
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MpnmeyaHue 1 — MoryT UCNoNbL30BaTHLCA NOBTOPHAA OTKAYKa KaMepbl UINn NpoaocmkuTenbHana ee npoayska.

Mpumevanne 2—KoHueHTpaumsa 30 B kamepe BapbUpyeTCa B 3aBUCUMOCTM OT PasnuYHbIX NPOAYKTOB U OT
pa3nu4HbIX LUKINoB. besonacHbie ypoBHW KOHLUEHTpauuM oNpeaensioTca NnyTeM sanuaaumm.

5.3.2.12 WcnbiTaTenbHbIN LUK NPOBEPKN HAa YTEUKY Ana 06cnyxusaHus

5.3.2.12.1 Uuknbl ctepunusaumun, paboTatoLme npu noHWKEeHHOM AaBNeHUn

Crepunusatop AoskeH 6biTb cHaBXeH cpeacTBamMy NPOBEPKN Ha yTeuky NycToW CTepunusaLMoHHON
KaMepbl B YCIOBUSIX MOHWKEHHOTO AaBNEHUS Kak MHCTPYMeEHTa 06CnyXnBaHus, NpyM 3TOM B NPOBEPKY BKNOYa-
eTcsa kamepa cTepunusaTopa v Bce BaxkHble NPUCOeaNHEHHbIE K Hel 3nieMeHTbl TpYBHOM 06BA3KN 1 DUTUHT .

Ons kamep o6bemom 1 M3 1 MeHee Npu onpeaeneHnn CKOPOCTU yTEeYKN AOIMKEH UCMONb30BaTLCA MeTof,
onucaHHbIA B npunoxeHun B. B ycnosusax ctabunbHON TeMnepaTypbl CKOPOCTb NageHust AaBneHus npu
npoBepke Ha yTeuky He AomkHa npesbiwaTth 0,1 Kna/MuH.

Ona kamep o6bemoM Gosnee 1 M3 napaMeTpbl NPOBEPKU HA YTEUKY U KPUTEPUU NPUEMNEMOCTU AOMKHBI
6bITb cneunULMpoBaHbI.

BnusiHne yTeuku Bozayxa Ha 6€30nacHOCTb (BOCNIaMEHSAEMOCTb) AOMKHO YHUTLIBATLCS NPU YCTaHOB-
NEeHUU A0MYCTUMON CKOPOCTMU YTEYKN.

5.3.2.12.2 Uuknbl ctepunusaumu, pabotatowwme npu 3bbiTONHOM AaBneHUU

CTrepunusaTtopbl, UCMONb3YIOLME FA30BYH0 AKCMO3ULMIO NPU U3BLITOYHBLIX AABRNEHUAX, AOKHBI ObITh
obecneyeHbl cpeacTBaMU MPOBEPKN Ha YTEUKY MYCTON CTEPUNN3aLMOHHON Kamepbl B YCNOBUAX U3ObITOUHOMO
[AaBreHus Kak MHCTpyMeHTa 06CnyXuBaHWA, NPy 3TOM B NPOBEPKY BKITIOYaeTCA Kamepa cTepunusatopa u sce
BaXkHble NpUcoeAnHEeHHbIe K HeW anemMeHTbl TpyOHoM 06BA3KN U PUTUHI.

Ans kamep o6bemom 1 M3 1 MeHee Npu onpeaeneHnn CKOPOCTU YyTEYKN AOMMKEH UCMNONbL30BaTLCA MeTof,
OonucaHHbIA B NpunoxeHun B. B ycnosusax ctabunbHol TemnepaTtypbl CKOPOCTb U3MEHEHUs AaBneHUsi Npu
npoBepKe Ha yTeuKy He formkHa npesbliwaTth 0,1 Kna/MuH.

Ons kamep o6beMoM Gonee 1 M3 napameTpbl NPOBEPKU Ha YTEUKY U KpUTEPUM NPUEMITEMOCTU AOTKHbI
6bITb cneunULMpPOBaHsbI.

BnunsHne yTeukn Bozgyxa Ha 6€30nacHOCTb (BOCNIaMeHSIeMOCTb) AOMMKHO YUUTLIBATLCS MPU YCTaHOB-
NEeHUM JOMYCTUMON CKOPOCTU YTEYKN.

5.4 I'IepeXBaT aBTOMaTu4decKoro ynpasneHusa

5.4.1 [Ons obcnyxuneaHus, UCNblTaHW 1 aBapUHbIX CUTYaLUWIA AOMKHBI UMETbCA CPeACcTBa, NO3BONA-
LMe NepenT Ha py4Hoe ynpaeneHue aBTOMaTU4eCKUM KOHTPOMMEPOM C NOMOLLLIO CNEeLManbHOro Ko4a,
Koga uUnn crneunanbHOro WHCTPYMEHTa, U MO3BOMAIWME TOMbKO NpoABMXKEHWEe uukna Ao HesonacHoro
COCTOSAHMSA.

MpunmedaHune—[dononHntensHble TpeboBaHua k 6€30NaCHOCTU Takoro BMELATENbCTBA, a TakkKe acnekTbl
OXpaHbl OKpyxatoLLen cpegpl creunduumposaHbl B ctangapte EH 61010-2-040:2005 (cm. 13.1.101, 13.1.102, 13.010.14,
14.103 1 14.104).

5.4.2 Ecnu umetoTcs cpecTBa ynpasneHus, Buibrpaemble onepaTtopoMm, Unu UHble CpeacTea npekpa-
LLieHWs BbINOMHEHWSA LKA CTepUnMsaLm, UX UCNonb3oBaH1e AOMKHO BKMoYaTh uHAMKaLuIo cBos.

5.5 Cbon

5.5.1 Ecnu c6oi1 BbI3BaH HEUCMPABHOCTLIO B Nogave nuTatowmx cped (nap, Bo3ayx, asoT UAn 3NeKTpo-
3Heprus), TO Nocne BOCCTAHOBMEHUS UX Nodaun npumeHaoTca TpebosaHus 5.5.2—5.5.8.

5.5.2 Ecnu 3HauyeHue (3Ha4veHust) ogHol unu Gonee nepemMeHHbIX Npouecca BLIXOAAT 3a npeaensl
YCTaHOBMNEHHbIX A0NYCKOB (CM. 5.3.2) N BO3HUKaeT HEUCNPAaBHOCTL MNoAa4vv NUTaloLLen cpeabl AoCTaTovHas,
YTOObI NOMeLLaTh AOCTVKEHUIO 3TUX 3HAYEHUI, aBTOMATUYECKUIA KOHTPONMEP AOIMKEH:

a) BKIHOYUTb 3BYKOBYH U/MNW BU3YarbHYH MHANKALWIO, CUrHANM3NPYHOLLYIO O BO3HUKHOBEHUN C60S;

Mpnmevanune—EHB61010-2-040:2005 moxeT TpeGoBaTh B HEKOTOPbIX CNy4asx BKIOYEHUA 060MxX BUGOB WH-
Avkaumu (cm. EH 61010-2-040:2005, 13.1.101.2 1 13.1.103.3).

b) ocTaHoBUTL HOpMarnbHBIA Mepexod oT Tekylen hasbl npoLecca K cneayioLlen;

C) BKJIOMUTb BMU3yarbHyo MHAMKaLuto chasbl npouecca cTepunusanum, B KOTOPon npounsoLwen c6oi.

5.5.3 Ecnu cboir npomsowen Ao uHxekuun 30, aBTOMaATUHECKUA KOHTPOMMep OOMKEH paspelnTb
aBTOMaTUYeCKUA Nepexoa k dhase yaaneH1s CTepuUnuayloLLero areHTa u o4McTkv 6es BKIIoYeHNa nHankaumm
«Uwnkn saBepLueH».

5.5.4 BuayanbHas nHaukaums o BO3HUKHOBEHUU cbosi AOMKHA ocTaBaTbCsl Ha gucniee Kak MUHUMYM
[0 OTNycKaHUsi MexaH13Ma 3anupaHns 3arpy3oqHon Asepu.
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5.5.5 Ecnuc6oit npousoLen nocne Hayana uixekunn 30, aBTomMaTUYECKUin KOHTpoNnep AomkeH obec-
NeYnTb HEBO3MOXHOCTb OTKPLIBAHUS ABEPU (ABEPEit) Kamepbl, NOKa YCNOBUA B kaMepe He ByayT AoBeeHbl 0
COCTOAHUA, He NPEeACTaBNSAIOLLErO OMACHOCTU ANS onepaTopa Uik HaxoAAwerocs psaoM 060pyaoBaHus.

5.5.6 NHaukauua c6os AospkHa GbITh NErko OTAUYUMON OT UHANKALMKU NPUEMIIEMOTO LIUKMA.

MpumeyaHune— ITOro MOXHO AOCTUYL 3@ CHET UCMONB3OBAHNA OTNINYAIOWENOCH LBeTa WpudTa, unu MHOro
TMNa wpundTa, nn 3a c4eT NoACBeTKU (hoHa CTPOKM).

5.5.7 MNocne 3aBeplueHnss cOONHOIO LMKNa AOCTYN K 3arpyske crepunusaTopa AofbkeH TpebosaTtb
NCNONb30BaHWA cneuManbHOro Kikoya, Koga unv cneuyanbHOro MHCTpYMeHTa.

5.5.8 Cuctema ynpaBneHus A0SPkKHa UMETb (DYHKLMIO, BKMOYaoLLYy0 MHAKKaLUMio cbos B cryyae Bbixoaa
13 CTPOA AaTuuka.

5.5.9 Io6oi cboit AomKeH 3anucbiBaTbCA.

5.5.10 Bce ycnosus, B KOTOpbIX NpousoLuesi c6oi, AOMKHbI NPOBEPATLCA.

5.5.11 [ornxkHbl UMETbCSl CpeAcTBa, NO3BONSAIOLWME AUuarHocTUpoBaTb cbom Anst uenen obenyxmBaHus.

MpumeyaHune—ITOO MOXHO [OCTUYL NGO NyTEM MHTErpaumMm AMArHOCTUYECKMX PYHKUMIA B CUCTEMY
yrpaBneHus crepunusatopa, nubo nytem obecrneyeHusi BO3MOXHOCTW NOAKIIOUMEHUSI BHELIHEW [AUarHoCTUYEeCKOM
CUCTEMBI.

6 Tpe6oBaHuA K pabo4unM xapakTepucTUKam

6.1 AkcnnyaTauMoOHHbIe XapaKkTepUcTUKK cTepunusaropa

6.1.1 KoHdurypauus sarpysku

CTepununsalnoHHasn 3arpyska JofmkHa BBOOUTLCS B NOMe3Hoe NPOCTPaHCTBO Kamepbl B TAKOW KOHMUry-
paLum, koTopas obecneunT ageKksaTHYIO LIMPKYNALMIO ra3os, UCNOMb3yeMbIX B XOAE NnpoLecca cTepunmsaLmn.

Cnepyet obpaljaTb BHUMaHWe Ha BUSIHUE KOHTPONMPYEMbIX HarpeBaloLMXCsl, OXITaX4aloLWnXcst U He
HarpeBaroLLMXCs NOBEPXHOCTEN Ha CTEPUNN3aLNOHHYIO 3arpysKky.

CTepununsalnoHHas 3arpyska He JODKHa BXOAUTb B KOHTAKT € KamepoW U/UmnmM MHbIMU HarpeBaembliMu
UK oxnaxgaemMbIM1 NOBEPXHOCTAMMU.

MpumeyaHune—Hanpumep, HarpeBaembie NOBEPXHOCTU MOIyT 06E3BOXMBATL 3arpy3ky nepes VHXekunen
CTEPUINU3YIOLLLETrO areHTa.

6.1.2 ®dusndeckune napameTpbl

6.1.2.1 HarpeB BHYTPEHHUX NOBEPXHOCTEN KAMepbI CTepunusaTopa

B xoge wcnbiTaHuii, BIMNONHAEMbIX cornacHo C.1, TemnepaTypa BCeX BHYTPEHHWX MOBEPXHOCTEn
JornkHa BbITh paBHOW 3adaHHOM ycTaBKe TemnepaTtypsbl pasbl akcnosnuynm 30 + 5 °C.

6.1.2.2 TemnepaTypHbIA NPOUbL NYCTON KaMepbl CTepunusaTopa

B xoge vucneiTaHui, BeIMONHsieMbIX cornacHo C.2, B xoae a3kl akenosuumnm 30 AoMmKeH 6bITb AOCTUrHYT
3anMcbiBaeMblil AMana3oH TemnepaTyp BHyTpUM NYCTOW Kamepbl CTepunusaTopa MeHbLUMA UAU paBHbIN
cpeaHen 3anncaHHon TemnepaTtype 3 °C.

6.1.2.3 MNpodunnb aasneHus

N3mepeHHbI Npodnnb aBneHUs A0IMKEH CPAaBHUBATLCA C COOTBETCTBYHOLWMMU cneunukaunuamm K-
na, yCTaHOBMEHHbIMU N3rOTOBUTENEM.

MpwumeyaHune— Paspabotka umkna onucaHa B EH 11135:2012, nyHkT 8.

6.1.2.4 CTepunuayroLimi areHT
KoHTponbHble napameTpbl nogadn 30 B npouece, ykasaHHble B cneuudukaumu uukna, 4omkHbI BOCNPo-
N3BOANMO AOCTUraThCs B Npedenax 3afaHHbIX 3Ha4eHU U A0NYCKOB.

MpumeyvaHune 1—Tlpumepsl KOHTPONbLHbLIX NapameTpos nogaqm 30 BkntovaloT B cebs Temneparypy, napum-
anbHOe JaBrneHne, KOHLEHTpaLumio U BeC.

MpumevyaHue 2— CUCTEMBI, UCTIONBL3YIOLWLME NPEABAPUTENBHO OTMEpPEHHbIe 0aHOpa3oBble JO-KapTPUAXKK,
KOHTPONMpYIOTCs 3apaHee 3agaHHbIM 06beMom 30 B MpoLECCHOM BakyyMe 1 TEMNepaTypomn ucnapurersi.

6.1.3 Mukpo6uonoruveckas acpeKTMBHOCTb

B xoae vcnbITaHWii, BLIMOMHAEMBIX COrmacHo NpunoxkeHuto D, uukn cTepunusaumMm OofmkeH npoae-
MOHCTPUPOBaTb AOCTATOUHYI MUKpoBuonornyeckyto achekTuBHOCTb. Mukpobuonoruyeckasa atrecrauums B
akcnnyaTupyemom coctossHun (PQ) MoXeT 3ameHATb UcnblTaHue, onucaHHoe B npunoxeHun D, ona aokasa-
TenbcTBa MUKpOoBuonormieckon achpeKTUBHOCTU.
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Mpumevyanue 1—punoxeHne D B OCHOBHOM UCIONb3YETCs B cCepUiHOM npouseogctee 30-cTepunmaaro-
pOB, NpeaHasHa4YeHHbIX A4NA NPYMEHEHNs B yYpexaeHusiX 3apaBooxXpaHeHus.

MpumeyaHue 2—lcnbiTaHne, onuMcaHHoe B NpuioxeHun D, He MOXeT 3aMeHsiTb MUKpobuonornyeckyto
aTTecTaumIo B 9kcnnyaTupyemom coctosiHum (PQ), ykasanHyto B EH 11135:2012,

6.2 YpaneHue 30 (ouncTka) [mpodyeka]

dasa oUMCTKM LKA AOMKHa rapaHTUpoBaTh, YTO MakcumanbHas obycrnoBneHHas koHueHTpauus 30,
BbIXOAsLLEro B HenocpeAcTBeHHoe paBoyee OKpYXeHWe CTepunmsaTopa, B KOTOpoM nepcoHan paboTaeT 6e3
COOTBETCTBYIOLLEro 3almTHOro o6opyaoBaHus, He GyaeT nNpesbllieHa Npu BbIeMKe 3arpyakv U3 ctepunuaa-
Topa.

MpuMeyaHue— Bo MHOMMX CTpaHaxX MMEIOTCH JIoKarbHble HOPMaTUBLI, IMMUTUPYIOLWWE KOHLeHTpauwmio 30 B
BO3ayxe. OTU HOPMATMBbI OrpaHnHmMBaloT BbiGpocs! D0 U3 cTepunusaTopa B BO3AYX.

6.3 Aapauus

Ecnn aspauns BHINOMHAETCS BHYTPU KaMepbl CTepunnsatopa, OHa AOMMKHAa CHWKaTb OCTaTOYHbIN
ypoBeHb 30 B CTEPMNN30BaHHOM MPoAyKTe A0 ypoBHeR, ycTaHoBeHHbIX B MCO 10993-7:2008, nyHKT 4.3.

MpumevaHune 1— [Necopbuusi 30 13 NpogykTa 3aBUCUT OT XapaKTEePUCTUK NPOAYKTa, YNAKOBKM N COAEPXKNU-
MOTO 3arpy3ku.

MpumeyaHune 2— Aspauusi MOXET BbINOMHATLCS BHYTPY KAMEPbl CTEpUNM3aTopa unv B oTAeNIbHON aspauu-
OHHOW Kamepe/koMHaTe.

7 YpoBeHb LWyMma

7.1 [omKkHBEl UMETHCA BCTPOEHHLIE CPEACTBA CHUKEHUS Lilyma, NPOU3BOAUMOro KOMMOHEeHTaMun cTepu-
nnsaTopa ¢ y4eTOM MMEHOLLMXCSA PEeLUEHUI CHKEHS LUyMa HENMOCPEACTBEHHO Y €ro UCTOYHUKA.

7.2 Ecnuo6opyaosaHuie NponsBoanT LLIYM (32 MCKITHOYEHUEM CUTHAMOB TPEBOTU) Ha YPOBHE, CMOCOGHOM
co3faBaTh OMacHOCTb A5 300POBbs NepcoHana, AoMKHL UMeThLCSl cpeicTBa CHUKeHUs pucka. CpeaHeB3Be-
LeHHOe 3HaYeHNEe YPOBHSA 3BYKOBOM MOLLHOCTA M 3MUCCUSl YPOBHEN 3BYKOBOTO JaBNEHUA AO/MKHbI GbiTb
onpeaeneHs! 1 crneunduLMpoBaHbl 4N Ka4oro Tuna crepunusaropa. Ans ucnbiTaHi v pacHeToB NpUMEeHUM
EHWCO 3746.

8 YnakoBka, MapKUpPOBKa U 3TUKETKMN (APMbIKK)

8.1 YnakoBka cTepunusaTtopa n/vinn ero KOMNOHEeHTOB AOMKHa ObITb paccyuTaHa Ha 3aluTy ctepunu-
3aTopa W/Unn ero KOMMOHEHTOB U nogaepXaHne X XapakTepuctuk B Xxoae TpaHCNOpTUPOBKU, XPaHeHUA U
MOHTaXa.

Mpwumeuyann e— KOHCTPYKUMSI CTEpUNMU3aTOpa 1 YNakoBKU SBAIOTCA 3NeMEeHTaMM, KOTOPbIE MHANBNAYANbHO
WK COBMECTHO 06eCnevmBaioT 3awmTy oT NPo6rem, BO3HUKAIOLWMX NMPY TPaHCNOPTUPOBKE.

8.2 WNHcTpykumn no oBpalleHnto, pacnakoBke, TPAHCTOPTUPROBKE U XpaHeHWo AOMKHbI BbITb YeTKo
yKasaHbl Ha BHELLHe! CTOpOoHe YNaKkoBKH.

8.3 O6opyaoBaHWe OOMKHO MMETb MapKMPOBKY, COOTBETCTBYIOLLYIO HOPMAaTUBHLIM TpeGoBaHWAM
KaXKOOW UMEIoLLLEN K 3TOMY OTHOLLEHWE ANPEeKTUBbI.

8.4 MapKuUpPOBKA N 3TUKETKMN OOMKHbI BbITb YA060UMTAEMBIMMU M AONTOBEYHBIMM.

MpwnmeyaHun e— OTHOCUTENBHO MAPKUPOBOK, OTHOCSILLIMXCA K acnekTam 6e3onacHoCTy 1 OKpyxXaloLewn cpeael,
cmotpute EH 61010-2-040:2005, nyHkT 5.

8.5 Mpoune nocTosiHHbIE U yAobo4YMTaeMble MapKUPOBKA A0IMKHbI BKIIOYATb Kak MUHUMYM CredyoLLyo
MHpOoPpMaLnIo:
a) HanMeHOBaHWe KOMNaHUN-U3rOTOBUTENSA 1 ee agpec B hopme:
- ynuua;
- HOMep OOoMa/CTPOeHUS, aTax;
- NMOYTOBELIN KOA,
- ropoa;
- WTaT/pervoHx;
- CTpaHa.
b) HanMeHoBaHWe N agpec aBTOPU3OBAHHOIO NpeAcTaBnTens B EBponeickom cotose B crnyyasix, korga
N3roTOBUTENb HE UMEET 3aperncTPUPOBaHHOIo topuandeckoro agpeca komnaHumn 8 CoobLuecTse;
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¢) mapkuposka CE, conposoxaaemas EBponeiickum peructpaluoHHbLIM HOMEPOM (HOMepamu) YrosHo-
MOYEHHOro opraHa Unm opraHos, NPUBEYEHHbIX K NpoLeaype OLEHKM COOTBETCTBUA MEAULMHCKOro U3aenus
nnu obopyaosaHus, paboTaloLlero Noa AaseHneM, ecrv NnpUMeHUMO;

d) YHMKanbHbBIA MAEHTUMUKALNOHHBI HOMED;

e) uaeHTudukaTop Moaenu;

f) rog npounssoacTea;

g) ANna ABepein C py4YHbIM NPUBOAOM — MHCTPYKLMK, OMUChIBaloLLMe AENCTBUA, HeobxoguMble Ans
paboTbl C ABEPbIO;

MpumeyaHne— Takme UHCTPYKUMM MOTYT ObiTb 3aKpenneHbl Ha ABepy, pSAOM € ABEPLIO, UMW Ha onepartop-
CKOW NaHenu ynpasnexHus.

h) cUMBONBI/MapPKUPOBK/APILIKA, MOKa3bIBaOLIME CPeACcTBa UHAUKALMN U YNPaBNeHus,

MpwuMmeyaHU e — Pa3bsiCHEHNE TaKUX CUMBOITOB U SIPIbIKOB MOXET ObITb BKIIOHYEHO B MAPKMPOBKY UNU BKITIOYE-
HO B PYKOBOACTBO Monb3oBaterisi.

i) naeHTUdMKaLMa ynpasnsowmux KnanaHoB/BeHTUNEA.

9 UHdopmauusa, npegocTtaBnsieMas U3rotToButenem

9.1 fomxHa 6biTb Nogo6paHa uHpopMaLms, OTHOCALLAACSA K TEXHUYECKUM 3HaHUAM, 06yYeHIo 1 Bbipa-
BOTKe HaBbLIKOB Pa3fNYHbIX KATErOPUiA ONepaTopos.

MpumMmeyaHwne—PykoBoaCTBO MO cocTaBy MHGOPMauumM, NpefocTaBnsieMon U3roToBUTENEM, CMOTpUTE B
EH 1041.

9.2 lMepen MoHTaXoM (YCTaHOBKOW) CTepunusaTopa nokynartesio fosfbkHa NpeaocTaBNATLCA M0 MEeHb-
LWen Mepe criegytowas nHcpopmavms:

a) WHCTPYKLMUK No MOHTaXy (YCTaHOBKe), BKNoYaowwme B cebs rabaputHele pasmepsbl 1 obLlyro Mmaccy
cTepunusaTopa, a Takke pasMepbl 30H AOCTyna, HeobXxoAUMBIX AnA AKcnnyaTauum n o6cnyxmBaHua cTepu-
nusaTtopa;

MpumedaHune— Moxer TpeboBaTbCs AOMNONHMTENBHOE NMPOCTPAHCTEO ANA ONepaLmii 3arpy3km 1 BbIrpy3ku.

b) nogpoBHocTM 0 cpeaax, HEOBXOAMMBIX AS1S MUTAHUS, CNMBA N BEHTUNAUMK;

¢) nogpobHocTn 06 30 HeobxoAMMOM AN CTEPUNN3ALNM, BKIOYAA XMMUYECKUIA COCTaB;

d) pasmMepbl NONE3HOro NPOCTPaHCTBa kamepbl U/UK 3arpy3oyHas eMKOCTb CTepunmnsaTopa;

e) MakcMmarbHbIE YPOBHM 3BYKOBO MOLLHOCTA, FeHEpUpyemMble CTEPUNN3aTOPOM U NoBbIM NpUcoeamn-
HEeHHbIM 060pyAOBaHNEM, BhIPaXKEHHbIE B CPEAHEB3BELLUEHHOM YPOBHE 3BYKOBON MOLLHOCTH;

f) noapoBHOCTM 0 3anNpPorpamMMUPOBaHHbBIX LMKIaX 1 UX NTPUMEHEHUN;

g) Aeknapalusi 0 COOTBETCTBUN TpebOoBaHUsIM K 3NeKTpoMarHuTHon cosMectumocTu (OMC);

h) npedynpexaeHue 0 TOM, YTO MOTYT UMETbLCA HalMOHa bHbIE HOPMAaTUBHbIE JOKYMEHTbLI OTHOCUTE b-
HO orpaHudeHus koHueHTpaumm 90 B Bo3ayxe pabo4el 30HbI (CM. Takke npunoxeHue E);

i) nMobble orpaHUYEHUs OTHOCUTENBHO MOHTaXa UMK 3KCNyaTaumm (Hanpumep, ns-3a xapakTepuUcTuk
OMC);

j) MHCTpyKUMK No oBpalleHnto BO BPEMS TPAHCMOPTUPOBKM U XpaHEHWs!, TaKWe, Kak CTabunbHOCTb, Opu-
eHTauus, TemnepaTtypa, BNaXKHOCTb 1 AaBMeHue;

k) nogpobHble geTanu oTHocuTenbHO Ge3onacHOoCTM MoHTaxka obopyhoBaHus, kak 3To TpebyeTcs
EH 61010-2-040:2005, nyHKT 5.4;

[) ocBelleHHOCTb NOMELLeHNS U OCBELLEHHOCTb 30H 0BCNYKMBAHWS;

MpwumMeyaHn e — PykoBoacTBO NO OCBelLgHHOCTY npveeaeHo B EH 1837,

M) WHCTPYKLMW NO YTUMN3 ALK YIAKOBKU CTEPUIU3ATOPE;
n) AonyctuMble 4aBreHne 1 Temnepartypa B paboyelt 3oHe;
0) Aeknapauus o cootBeTcTBUM CE B cooTBeTCTBUM € AunpekTusoin 94/9/EC (ATEX) (cm. [2]);

MpumedaHune—Moxer genarbes ccbinka Ha ATEX [2] 4ns npoueccoB, MCNONb3yoWwmX kKoHueHTpauum 30
Bblwe 2,4 % B Bo3agyxe unu 8 % B atmocdepe nHepTHoro rasa (TRGS 513 [11]).

9.3 Mepea attectaumein yctaHoBku (IQ) gomkHa BbITb NpedocTaBfieHa Kak MUHUMYM credylolast
nHdopmaums:
a) MHCTPYKLMX Nonb3oBaTens, BKovatowme B cebs o MeHbLUIen Mepe criegytoLlee:
1) noeHTUdUKaL MO N3roTOBUTENSA CTEPUNU3aTOpPa;
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2) CE-mapkupoBka, BkntovatoLas (ecnm npuMeHumMo) naeHTudukaLnoHHbIA HOMep YNoHOMOYeH-
HOrO opraHa, ykasbliBaroLlas Ha TO, YTO CTepUIM3aTop ABNAETCA MeANLNHCKAM U3OEeNVEM;

3) obuee onucarne o6nacti NpUMeHeHUs ¢ AOCTYNHLIMU LiMKNaMun CTepunmsaumnm (eCnmoHmn cneum-
pMLMPOBaHEI U3rOTOBUTENEM), B TOM YMCIE 3HAYEHNS U QOMYCKU MPOLECCHBIX NapaMeTpoB, ANs KOTOPbIX
61K ycTaHoBNEeHbl ahpeKTUBHOCTL 1 Be3onacHocTb (cM. Takke 5.1.3);

4) noapobHOCTU 0 BpEMEHU pasorpesa kaMmepbl cTepunusaTopa, HeobxoauMoM Ast OCTUXEHUS B
cTepunusaTope paboynx ycroBuii;

5) xapaKTepuUCTUKM pacxoaHbIX MaTepuarnos 1 NPUHaANEeXHOCTeN K CTepunmMsaTopy;

MpwumeyaHue— Cioga MOTyT BXOAUTb MHCTPYKLUM MO YTUIIM3ALNM.

6) BHYTPeHHWe pasmepbl KamMepbl CTepunn3aTopa;

7) onucaHue opraHoB ynpaBrieHus, a Takke CpeacTB MHAMKALUM, paBoUnx U 3anmcbiBaloLWwmMX npu-
60poB;

8) VHCTpYKUMM O AeACTBUAX, NpeanpUHNMAaEMbIX NPU NOSABAEHU HeUCMPaBHOCTEN;

9) MHCTPYKLMU NO eXXeHEBHOW/ PErynspHON O4YUCTKE M UHOMY OGCNYXUBaHWIO, ECN TakoBoE Tpeby-
eTcs;

10) noapo6HOCTH 06 NCTbITaHWUAX/MPOBEpPKaX, UCMOSb3YEMbIX MPY HOPMarnbHOM aKCnyaTalum cTe-
pUnM3aTopa, U 0 YacToTe UX BbINCMHEHWS;

MpwnmedaHune—OnpeaeneHne 4acToTbl BLINOMHEHNS N 06bema Banugaunu, TEKYLLEro yrnpaeneHus u pear-
TecTaumm cnocoBHOCTU K CTepUnm3aumn He SBMAETCs YacTbio CONPOBOAUTENBHON JOKYMEHTaUMKM K cTepunuaartopy. Ans
3TOr0 MOTYT MMETBCS HALMOHASTBHbBIE HOPMATUBHBIE 4OKYMEHTHI,

11) KkpaTkoe onuncaHue ycTpoicTs 6e3onacHocTy;
12) 6onee nogpobHoe onucaHue paboTkl ¢ 06opyaoBaHMEM B YacTu 6e30nacHOCTU, Kak 3Toro Tpe-
6yeT EH 61010-2-040:2005, nyHKT 5.4;
13) MHCTPYKLMM NO 3arpyske cTepunmnsaTopa;
14) pata Bbinycka UnNu gaTa nocnegHero nepecMoTpa MHCTPYKLNIA:
b) MHCTpyKUMU NO aKCnnyaTauum 4N onepaTopa;
C) MHCTPYKLMSA No o6cnyXneaHuio, BkniovawoLwas B ce6a kak MUHUMYM:
1) cneuundmyeckoe obenykmMBaHWe, B TOM YACTE C yKazaHUEeM MHTepBarioB 0bCyXMBaHus;
2) NpoBEpPKN yCTpOonCTB 6e30NacHOCTM U UX YCTaBKU;
3) cxeMbl TpyOHO 06BSA3KM N INEKTPUYECKNE CXEMBI;
4) pyKOBOACTBO Mo 06CNyXMBAHUIO U NepeYeHb PEKOMEHAYEMbIX 3anacHbIX YacTen.

n punmMeyvyaHne — PerynﬂpHoe OGCJ'Iy)KVIBaHVIe ABNAETCA XU3HEHHO BaXXHbIM A5A noaaepXxaHus JKcnnyara-
LMOHHbIX XapakKTepucTuk n BesonacHocTn cTepunun3aTopa, a Takxe ans obecneyeHuns NOCTOSIHHO HU3KOro YPOBHSA SMUCCUHN
30.

d) Aexknapauums UsroToBUTESSI 0 COOTBETCTBUMN HACTOSILLEMY CTaHAapTy;

e) cneuudukauum nutarowmx cpeq n Tpedyemoro 30 (cM. npunoxexue C, nyHKT 9.2);

f) mecTo pasmelleHus gaTunka TemnepaTypbl, UCNOMNb3YEeMOro Ans yrnpasneHusi NpoL,eccom;

g) VWHCTPYKUMM MO OuMCTKE Kamepbl W/WNMU BHELHUX MOBEPXHOCTEW, Kak 9Toro Tpebyer
EH 61010-2-040:2005, nyHkT 5.4.

9.4 KpaTkue MHCTPYKLMK MO 3KChyaTauum A0KHbI ObiTb CHabXXeHbl 3aLUMTHBIM NOKPLITUEM, NPUroa-
HbIM 1191 BbIBELLMBAHUA Ha CTeHe, ecri aTa UHopmauns yxe He HaHeceHa Ha cTepunMsaTop NOCTOSIHHO
B yaobountaemom Buae.

9.5 Bo usbexaHune yxyaueHust oTHocaMXCS K 6e30nacHOCTU XapakTepUCTUK U HapyLUeHUs Aeknapu-
poBaHHOro cooTBETCTBUA Mapkuposke CE conposoanTernbHble AOKYMEHTBI AOMKHBI MpeaynpexaaTth O TOM,
470 0bCnyXMBaHMe Unyu moamduKaLmn cTepunuaaTopa MOryT BbIMOSHATECS TOMNBKO NMLAMN, aBTOPU3OBAHHbI-
MW CTOPOHOW, pasMecTUBLLEA CTepunusaTop Ha pbiHke. Ecnn ansa coxpaHeHus 6esonacHOCTU U byHKUMIA
cTepunusatopa Heobxogumo ofobpeHWe U3roTOBUTENEM 3amnacHbIX YacTei, pacxoAHbiX MaTepuanos U
npuHaanexHocTen, 3To 06CToATENLCTBO TaloKe AOMMKHO ObIThb yKasaHo.

10 lMuraowme cpeabl U OKpyxKalowas cpena

10.1 O6wue TpebGoBaHuUA

Monb3oBaTenb AormkeH GbiTb MHGOPMUPOBaH O TPEGOBaHUAX K NMTAOLLIMM CpEjaM Ha MeCTe YCTaHOBKM,
He ABNAILIMMCS YacTblo cTepunusaTtopa [cM. 9.2, nepeuncrieHue b)).
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MpumeyvaHune 1—Paboune xapakrepucTukm CTepUNU3aTopa 3aBUCAT OT €r0 pacyeTa U KOHCTPYKUMK Hapaay
C Ka4eCTBOM nogasaeMbiX NMTarowmnx cpea.

MpumMmedvyaHue 2— [Ns CHUKEHUS] PUCKA ONACHOCTM ANA NONb30BaTeNs nocnegaHemMy BMeHSIl0TcA B 06A3aH-
HOCTb NOHMMAaHWUE, OCYLLECTBIIEHUE Y BepUVKALMS MCNIONHEHNS BCeX TPeBGOBaHUI K MOHTAXY, OFOBOPEHHbIX U3TOTOBUTE-
nem crepunuaaropa.

CTepunusaTopbl, COOTBETCTBYHOLUME HACTOALWEMY CTaHAapTy, AOMKHbI MUTATLCA cpeaamun, oTBeYato-
LMK creayoLnMM TpeGoBaHmsam:

10.2 dnekTpo3Heprua

CucTema nogaum anekTponuTaHus, ee koHdurypaums, HanpsbkeHne, BKoYas MUHUMansHoOe U Makcu-
MaribHOe 3HauyeHus, a TaKke NoABOANMAasA MOLHOCTb A4OSHKHBI COOTBETCTBOBATL cneuudukaumamM ctepunm-
3aTopa [cM. 9.2, nepeuncneHune b)].

10.3 Crepunusylowwun areHT

10.3.1 30 gomkeH nogaBaTbcA MO0 Kak rasoBaa cMecb, NG00 kak 100 %-Hbi ra3 us 6aka, 6annoHa
UNU KapTpuopka.

MpwnmeyaHun e— bannoHsbl 1 6akm o6ecneqmeaiotr nogady 30 K HECKONBbKMM Npoueccam, TOrAa Kak KapTpuakm
o6ecneqrBaloT eAVHNYHYIO OTMEPEHHYIO 403y TONMBKO AN OQHOTO LMKNa.

10.3.2 Mpouecchl, ucnonbayowme 30, cmelwaHHblin ¢ pa3baBuTenem, 4oMmKHbI obecnevnBaTb romo-
reHHoe passegeHune 30 B o6bemMe kamepsl (cM. Takke 10.4.2).
10.3.3 KoHcTpykums cTepunusaTopa He AofmkHa noasepratb 6akun u 6annoHbl ¢ 30 npasMoMy HarpeBy.

MpumeyaHu e — lNpAMOK HarpeB HENPUMEHUM U K OQHOPA30BLIM KapTPUaXKam ¢ OQHON J4030M rasa.

10.3.4 [JorkHbl MMeTbCA CpeacTBa, NO3BONALWME YOeaUTLCA, YTO UMeeTCsl I0CTaTOMHOE KOMUYECTBO
Q0 ans ycnewHoro 3aBepLUeHWs Lukna.

10.3.5 InHns nogaumn 30 n3 kaxaoro 6annoHa AoMmMKHa UMETL KianaH, No3BoNALWNA aBTOMaTUYECKN
BKIOYATb W BbIKItOYATL Nogavy.

10.3.6 [JormkeH MMeTbCA NHAUKATOP, NOKa3bIBaOLWWIA, Kakol nMeHHo 6annoH ¢ 30 ncnonbayetcs Ana
noaadn rasa B Kamepy.

10.3.7 Ecnu He nMeeTcs MHBIX CPpeACTB, NOATBEPKAAOLWMX KOHUEHTpauuto 30 B kKamepe cTepunmsaTto-
pa B hase 3KCNo3uLmu, Kaxabin 6annoH ¢ 30 JomnmkeH HaxoAUTbLCA Ha aBTOMaTUYECKUX BEcax C COOTBETCTBY-
toLell U3MepPUTESTbHON LLIKASIoN, PaCCUMTaHHOM Ha MakCcUMarnbHbIA pa3Mep UcnosnbyemMblx 6annoHos ¢ 30, 1
cnocobHbIX onpeaensTs Maccy BBeAeHHOro B kamepy 30 ¢ TOUHOCTLIO +5 % unu ny4we oT maccbl 30, Heobxo-
VMOl Ans 3anosfiHeHusl NyCcTOoN KaMepbl A0 nonyyeHus 3agaHHoro pabouvero gasneHus. UHdgopmauusa ot
BECOB 0J/XHa BBOAUTLCS B CUCTEMY ynpaBneHust u cbopa aaHHbIX npouecca. Becbl A0mMKHBI UCNONb30BaTLCA
B KaYeCTBe BXOAHOro YCTPONCTBa AN obecneyeHns PyHKUNMOHNPOBAHUA YCTPOICTBa aBTOMAaTUYECKON 3ame-
Hbl 6ansoHoB. [lpyroi onuuein sBNsieTcsl UCNoNb3oBaHWe 3apaHee 0TMePEHHOro konudectea 30 AN Kaxaoro
LuMKna.

Mpwumeuyanune—KenatensHo NPMMEHEHNE BECOB C (hYHKUMEN 3aMMUCH, MOCKOMNBKY NOMNYyYaemble OT HUX OaH-
Hbl€ UMEeKT LEHHOCTb AN PYTUHHOINO MOHUTOPUHIa UMKna crepnnusauun.

10.4 CucteMbl LUPKYNALUU

10.4.1 Cuctembl NPUHYAUTESNBHOW BEHTUNALUWU, €CNU OHW YCTaHOBMEHbI, AOMKHbI BbITb CHaBXeHbI
WHAMKauuen HopMaribHOW paboTbl CUCTEMBI LUPKYNALMKU rasa B kamepe. HeBO3MOXHOCTb A0CTUYL NPaBUSbHO-
ro pexxvma paboTbl 4OSDKHA BKIOYATL UHAMKALMIO HEUCNPaBHOCTMU.

10.4.2 [omxkHo 6bITb AOKA3aHO, YTO CUCTEMA NPUHYAUTENBHON BEHTUNALMK, €CNN OHa YCTaHOBEHa,
cosfaeT BHYTpU Kamepbl paBHOMepHoe pacnpeaeneHne TemnepaTtypbl U BaXXHOCTU B XoAe npoLecca.

MpumeuvuaHue 1 — 3T0 MOXHO NPOAEMOHCTPUPOBATE C MOMOLLBIO M3MEPEHUSI NTOTOKOB.

MpumevaHnwue 2—lpuHyanTensHas BEHTUNALMA MOXET NOHAA0OUTLCA AN AOCTMXXKEHWUsS] TOMOFeHHOro pac-
npeferneHns Temneparypbl U BNaOXXHOCTU B Kamepe (ecnu oHn 6nn3kmn K Touke pockl). [nsa uuknos ¢ uncteiM 30 Hanunume
NMPVUHYAVTENBHON BEHTUNSIUMM He 06s13aTenbHO ANSA AOCTMXEHUSA TOMOTEHHOro pacnpegerneHmst KoHueHTpaunn. Ecnu
MCMONb3YI0TCA ra30Bble CMECU UMW UHEPTHbIE rasbl, TOrAa NPUHYAUTENBHAA BEHTUMNSILUS MOXET NOHaA0bUTLCA ANsi roMo-
reHHOro pacnpeaeneHnst KOHLEHTpaLuun.

10.5 Map

10.5.1 [ns yBnaxHeHUsa NpoaykTa AoSMKeH UCNonb3oBaTbes Nap. MoxeT ucnonb3oBaTbca nNap, reHe-
pypyeMblil BCTPOEHHBIM MaporeHepaTopomM, Unn Nap oT BHELWHNX UCTOYHUKOB.
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Ecnn Bo BpemMaA reHepauun napa npuMeHAKTCA 60171nepr|e npucagku, cneayet yaenut BHUMaHue
noTeHUnanbHON KOHTaMUHauuu napa, UCnosib3yemMoro Ana yBnaxxKHeHuA.

NMpumeyanune—IuTeeBas Boga paccMarpMBaeTcs Kak MUHUManbHoe TpeGoBaHWe K reHepauum napa ans
3TOrO NPUMEHEHMS,

10.5.2 KauecTtBo napa, Tpebyollerocst Ana npouecca, AO/MKHO COOTBETCTBOBATb cneuuduKaunsam.
KauyecTBO Napa AomkHO 6bITb YAOBNETBOPUTENbHBLIM ANA €r0 UCNOMbL30BaHWUS MO HasHa4veHuo, ¢ obopyao-
BaHUEM U MPOAYKTOM, NoanexaliuMm cTepunusanun.

10.5.3 Crepunusatop gomkeH bbITb paccuuTaH Ha paboTy ¢ BoAoW ANsA reHepauuy napa, Ucnofb3yemo-
ro Ans yBriaxxHeHUs Kamepbl, KoTopas He AoMKHa cogepXaTb KOHTaMUHaHTOB, CNIOCOBHBLIX YXyALWNUTL NpoLecc
cTepunusaLumn Unn Bbi3BaTb NOPYY MaTepuanoB KOHCTPYKTUBHLIX 3NeMEHTOB CTepunusaTopa u/unu matepu-
anoB 3arpysku.

10.5.4 TpsaMan nHxeKUUa pacnbifieHHOW BoAbl He A0MKHA UCNONb30BaTLCS ANS YBMAXKHEHUS.

10.6 Bopa

10.6.1 [domkHbl UMeTbCA cpecTBa, Nossonsawwme obecneunTs, YTobbl Boaa, KoTopasi MOXeT coaep-
*aTb D0, He MOrMa KOHTaMUHUPOBATb OOLIECTBEHHbIE NCTOMHUKA BOAOCHAGKEHMsI.

MpumeuyaHune—Cnegyer obpawatb BHUMaHUE Ha BO3MOXHOE CYLECTBOBAHME NOKaNbHbIX HOPMATUBHBIX
TpeBoBaHwii K MaKCUMAarbHOMY KorimyecTsy 0O, KOTOPOE MOXET GbiTb BbiMYLWEHO B OTBOANMbIE CTOUHbIE BOAbI.

10.6.2 Bopa, ucnonesyemas ansa Apyrux Lenemn, a He Ana reHepauuu napa, 4OoIPkHa UMEeTb COOTBETCTBY-
loLee KayecTBo, NPUrogHoe Ans ee UCNONb30BaHUS MO Ha3HAYEHUID.

M pwumeuaHun e — PekomeHgyeTcsi, 4ToObl NMMHUKM NoAaYn BoAbl GbiNN CHAGXKEHbl 3aWMUTHBIMK OBPaTHBLIMK
knanaHamu. K npucoeamHeHusIM Ans nogayv v oTBoAA NUTHEBOW BOAbl MOTYT 6bITb NPUMEHUMBI HAUMOHAMNbLHLIE UNK
NOKarnbHble HOPMATUBHbIE NONOXEHUS.

10.7 Bo3ayx U UHepTHbIE ra3sbl

Boaayx, KOTopbIi MOXXET BXOAUTb B KOHTAKT C 3arpy3koi, AoikeH BeipabaTeiBaThCA UK o6pabaTeiBaTh-
¢ Takum 06pas3oM, 4ToObl OH BbIsT CyxuM, punbTpoBaHHLIM, U He coaepxan macen (cm. 4.3.8.1).

Bosgyx 1 nHepTHbIE rasbl, BNyckaemble B Kamepy B Xode Uukna ctepunusaunn, AommkHbl 6biTb npo-
dunbTpoBaHbl (cM. 4.3.8.1).

10.8 CnuB XMOKOCTEN U OTBOLA rasoB

JononHutensHble TpeboBaHWA K CIMBHBIM YCTPOWCTBaM AOMKHbI ObITh cneunduumMpoBaHbl (cM. 9.2,
nepeyncneHue b), n 10.1).

MpumedvyaHune 1— HaunoHanbHbie HOPMATUBHbIE AOKYMEHTbI cneumduumupyioT 6asoeslie TpeboBaHus K pac-
YeTY VM KOHCTPYKLMK, BKITHOYasA 3aWnTy OT 06paTHbIX NPOTOKOB.

MpumeyaHune 2—EH61010-2-040:2005, nyHKT 13.1, BKNOYasi ero NOANyHKTbl, MPUBOAUT JOMNONHUTENbHBIE
TpeboBaHMs K yCTPOMCTBaM CIVMBa U OTBOAA ra30B, BIMSIIOWMM Ha acnekTsl 6e30nacHOCTU U OXPaHbl OKpYXatoLLel cpeap.

10.9 BeHTUNALUA U OKpYyXaloLlas cpepa

JomkHel 6bITb cneumpuLpoBaHbl paboune xapakTepucTuKM oKpyKatoLeil cpegbl cTepunusatopa (Tem-
nepaTypa u BNaXxHocCTb).

10.10 OcBeleHUe

CrepunusaTop JomKkeH 6bITb paccunTaH Ha 3KCnyaTauuio ¢ MMHUManbHON BHELWHEN OCBELLEHHOCTbIO
nopsaka 200 nk.
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MpunoxeHve A
(cnpaBo4Hoe)

MpuGopbl 4NA NCNbITAHUNA

BHeluHWe Npubopb! Ans 3aMepeHns TeMnNepaTtypsl, AABNEHUS U BNXXHOCTU AOMKHBI UMETb crepytowme cneundu-
Kauuu:

- norpeLwHocTb no Temneparype T <0,5 °C;

- norpewHocTb No gaenenuio P <0, 5 KMa;

- YacToTa AMCKpeTU3aumm gaHHbIxX 1 ¢ unu meHee;

MpuMedaHNe—B HEKOTOPbIX CMy4asix WCMbITAHUS MOTYyT MPOBOAWTBLCS C UCMONb30BaHWEM ABTOHOMHBIX
percTpaTopoB AaHHbIX. B Takux cny4asx 4acToTa AUCKpeTU3aumm AaHHbIX 6yaeT HyXgaTbCsi B MU3BMEHEHUUN B COOTBETCTBUU
C €MKOCTbIO NaMsATU PErMCTPaTopa, B TO Xe BpeMs He yxyaLlas TpefoBaHus K 3anucy geicTBUTENbLHOMO NpeacTaBneHus
npouecca.

- BPEMS peakuun aTHMKOB TeMMnepaTypbl M daBnenns <1c;

- ONsi uaMmepeHnin oTHocuTenbHol BnaxHocTn (RH) ananason 0 %—100 % ¢ TouHocTblo 10 % 1 BpemeHem peakumm
no BnaxHoctn <10 c.

MpeactaBneHne gaHHbIX, aHanoroBoe Unu LndpoBoe, JOMMKHO ObiTb NO MEHbWeN Mepe CNOCOBHLIM yAOBMNeT-
BOPSITb AaHHLIM TPeGOBaHNSM.
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MpwnnoxeHne B
(cnpaBoyHoOe)

Linkn npoBepkn Ha yTeuky

MpumedyaHune— 3TN UCNbITAHWA NpegHa3Ha4YeHbl Ansi UCNOMNb30BaHUS B KAYECTBE UCMbITATeNbHOro LMKNa
npv o6cnyxnBaHum.

B.1 Ecnu gaeneHve B kamepe Huxe atMoccepHoro B Nobon dase uukna ctepunusanmm, CTepunnaaTop QOJHKeH
6bITb CHabXeH LIMKIMOM NPOBEPKY Ha YTEUKY NoJ yrnpaBlieHreM aBTOMaTN4ecKoro koHTponnepa{(cm. 5.3). Ecnv gasnexHve
Kamepe Bbllle aTMOCHEPHOro B Miobon dase uukna cTepunmaaumm, CTepunmaatop JOKeH ObiTb CHabXeH LMKIOM
NPOBEPKM Ha YTEUKY Mo, yNpaBreHneM aBTOMaTUHecKoro KoHTposnnepa (cM. 5.3.2). BeiGop Takoro ncnbiTaTenbHOro umkna
OOMKeH OblTb BO3MOXEH TOMNBKO C NOMOLLbIO CNELManbsHOro Krova, koga unm cneumnanbHOro MHCTpyMeHTa.

B.2 BbiGop Takoro ncnbITatenbHOro LUKa 4OMKeH MHULMMPOBAaTh CliedyioLLyto NOCNea0BaTenbHOCTb Onepauni:

a) Ans UMKIOB, BbINOMHAEMbIX NPV AaBNEHUM HKe aTMOCHEPHOTO, — CHKEHUE AABNEHUS B Kamepe CTepunuaa-
TOpa unv BeiNONHeHne dasbl yaaneHns Bo3gyxa (4To u3 atoro cnocobHo obecneunts 6onee Huskoe aaenexne) go 15 Krla.
Ana uMknoB, BLINONHAEMbIX NPY AaBNEeHNY Bbile aTMOCHEPHOro, — NoBbILLEHUE AABNEHNUs B KaMepe cTtepunuaaropa o
MaKCUMarnbHOro 3Ha4veHns, HabnaaeMoro B Xo4e LuKia crepunusanmm, ¢ UCrnosfib30BaHUEM a3oTa Uiu CyXoro CKaToro
BO37yXa;

b) 3akpblTue COOTBETCTBYIOLLMX KITANaHOB;

C) OCTaHOBKa MM OTCeYKa OT NMMHUM BaKyyM-Hacoca;

d) Bblgepxka nepmoga ctabunusauum gaenenusi gnutensHocTbio 300 + 10c¢;

€) MOHWUTOPWHI Kamepbl CTepunmM3aTtopa B 3TOM COCTOSIHUM B T€4eHWe 3aaHHOro Nepnmoaa BpeMeHn AnUTenb-
HOCTbIO He meHee 900 c;

Mpn™MeyaHune— 3T0 ucnbiTaHne NpegHasHa4YeHo Ansl yCTaHOBNEeHUs1 akTa LieNoCTHOCTU KaMmepbl U npucoe-
OVHEHHOTO K Hell o6opyaoBanus. [Ans uenei 3awmTbl OKpYXKalowWwen cpegbl M nepcoHana npoBepka Ha yTeuky Kamepbl
MOXET BbIMNOSHATLCS B Te4eHue ropasao boree aAnvTenbHOro nepymoga BpemeHu, YTobbl YAOBNETBOPUTL HALIMOHATIBHLIM
TpeGoBaHUAM.

f) Bnyck BO3ayxa B kamepy vepes hunbTp NO UCTEUEHNUMN STOTO NEPUOAA, Noka JaBNEHUE B KAMEpe He YCTaHOBUTCS
Ha 3HaveHune aTmocdepHoro +10 KMa.

B.3 [domxHa nmeTbcsi BUAMMAS ONepaTopy UHANKaUMS TOro, 4To paboTtaeT TamMep Lukna NPOBEPKU HA YTEUKY.

B.4 B KoHUe UMKna UCNbITaHNA Ha YTe4Ky aBTOMaTUHECKUI KOHTPONNEpP AOMKEH BKNIOYNTb MHAWKAUMWIO O TOM, YTO
6b1n BbIOPAH W BLINOTHEH LIWKIT NPOBEPKN HA YTEYKY.

MpumedaHwmne— I3TO UCNbITAHNE ncnonb3yeTca B Hnucne MCMNbITAHUIA Ha COOTBETCTBUE TMNY N MOXeT BbINnor-
HATLCA TaKKe NOCre MOHTaXa N/Unu BHECEHNSA 3MEHEHWI B o6opy,qOBaHue, CNOCO6HbLIX NOBNUATL Ha ra3oByto repmeTuny-
HOCTb, UMK NCNOJ1Ib30BaTbCA B PYTUHHOM OGCJ’Iy)KMBaHMM.
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MpunoxeHne C
(obsa3zaTenbHoOe)

UcnbiTaHne npocpuna kamepbl cTepunusartopa

C.1 BHyTpeHHMe NOBepXHOCTH Kamepbl cTepunusaTopa

C.1.1 HonxHo GbiTb NPOAEMOHCTPMPOBAHO FOMOFEeHHOE pacrnpedeneHve TeMnepaTtypsl No BCEM HarpeBaeMbiM
BHYTPEHHUM MOBEPXHOCTSIM CTepunmaartopa. TemnepaTypa npeacTaBUTENbHbIX 30H BHYTPEHHUX NOBEPXHOCTEN AOMKHA
6bITb N3MepeHa 1 3anucaHa ¢ NOMOLLBIO PerncTpaTopa TeMnepaTypbl, COOTBETCTBYHOLLErO TPeGOBaHWAM NPUIOXeHWs A,

C.1.2 Ha kaxgoln HarpeBaeMoln NOBEPXHOCTU AOIKHO ObiTb CAENaHo He MeHee OAHOro uaMepeHus (Hanpumep,
UCMONMb3yeTCH MUHUMYM LIECTb TEpMOonap, ecnv UMEeeTCs WecTb HarpeBaeMblx noBepxHocTel). Ha kaxabie 5 m2
NOBEPXHOCTU KaMepbl JOIIKEH NCMONb30BaTHCS N0 MEHbLUEN Mepe OAUH AaT4UK TeMNepaTypsbl.

C.1.3 WcnbiTaHne OOMKHO BLINOMHATHCS MPU NYCTOW Kamepe cTepwnu3artopa, T. € 6e3 3arpy3ku, HO CO BCeM
noaaepXuBarLWLmMM 3arpysky obopyaoBaHmem, KoTopoe 06bIMHO NMPUCYTCTBYET B KaMepe BO BPEMS BbIMOHEHUS LMKNa
cTepUnNMU3aLum, 1 ¢ 3anepTbiMy ABEPSIMU.

C.1.4 TemnepaTtypbl AOMKHbI 3aNMCbIBATECS NOCNE Kaxaow dasbl NpeaBapuTenbHOro pasorpesa, cneumhuumpo-
BaHHOWN N3roOTOBUTENEM.

C.1.5 MecrTa, rae BbINOMHSETCH KaXA0€e U3mMmepeHune, AorxHbl ObiTb 3240KYMEHTUPOBaHbI.

C.1.6 NcnbiTaHne gOMKHO BbINOMHATHCS CO BKITIOYEHHOWM CUCTEMOW yNpaBrieHus U KOHTPONA Harpeea kamepsbl, Npu
aTMOCEepHOM [AaBMNEHMU U B TEYEHUE Neproda BPEMEHU HE KOPOYe, YeM NPOAOIIKUTENBHOCTb CaMOro AnMTENbHOIO
LUKNa, BbINMOMHSAEMOro NpyU JaHHOW 3aaHHON Temneparype.

M pnmMmevyaHwue —D,J'IH BbINONMHEHNA OAHHOIO UCMbITAHUSA CTEPUNN3ATOP MOXET HaXoauTbCA B peXXume rotoB-
HOCTH/OXnaaHus.

C.2 MycTas kamepa cTepununsaTopa

C.2.1 Temnepatypa u oTHocuTenbHas BnaxHocTb (RH) npeacTaButenbHbIX 30H B none3Hom o6beme kamepsl, a
TakKke OaBreHue OONMKHblI OblTb U3MEepEeHbl U 3arnncaHbl ¢ NOMOLBI0 U3MEPUTENBHLIX NPUBOPOBR, COOTBETCTBYIOLMX
TpeboBaHMAM NpuUnoxeHus A.

C.2.2 Konn4ecTBO MCMONb3yemblX Ans 3TOro TeMNepaTypHbIX 4aTHMKOB AOMKHO COOTBETCTBOBATL TpeboBaHMAM
EH 11135:2012, Tabnuua C.1.

CnepyeT no3aboTUTLCH O TOM, UTOOLI U3MEpPEHNAMMN GbiNK OXBaYeHbl TE 30HbI NONE3HOro 06bema kamepbl, KOTOpbIe
CMocoBHbI K 3KCTpeMmarbHbIM KornebaHusim Temnepartypbl, TO €CTb NPUGMANKEHHbIE K HEHArPEBAEMbIM YacTAM ABepun
Kamepbl, K TO4Kam BBOZa napau T. .

C.2.3 WcnbiTaHue AOMKHO BLINOMHATLCA NPU NYCTON KaMepe cTepunuaaropa, T. e. 6e3 3arpy3ku, Ho CO BCEM NOA-
OepXXuBaloLLMM 3arpy3ky o6opygoBaHueM, KOTOpoe 06bI4HO NPUCYTCTBYET B KAMEPE BO BPEMS BbIMONHEHNA UMKNa CTe-
punu3aumum, 1 ¢ 3anepTbiMy ABEPSIMMU.

C.2.4 MecTa, rae BbiNOMNHSETCA KaXA0€ n3mepeHne, 40MmKHbl 6bITb 3a/10KyMEHTUPOBaHbI. TemnepaTtypbl B Kamepe
cTepunuaaTopa AOMKHbI U3MEPATHLCH U 3arNUChIBATLCH HA NMPOTHKEHUN HOPMATBHOTO LIMKITA CTEPUITM3ALIMMN.

NMpumevaHnune 1—[nsa uenei gaHHoro ucneitaHna 30 MoXeT ObiTb 3aMeHeH NoAXoAsLLMM HETOKCUYHBIM,
HeBOCNMaMeHsIeMbIM rasoM Wnv ra3oBOil CMECbIO, BNYCKaeMoOW B kamepy yepes cuctemy nogayqm 90 (Bkniovasa mcna-
putens).

MpumedaHune 2—BbinornHeHne WUCNLITAHUS BNAXHOCTM B COYETAHMM C TEMMNEPATYPHLIM WUCNbITAHWEM
obecneunBaeT koppensiumio Mexay guddepeHunansbHeIM 4ABITEHUEM U OTHOCUTENBHOW BNaXKHOCTBIO.
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Mpunoxenve D
(o6asarenbHoe)

Mukpo6uonoruyeckue ucnoiTaHua J0-CTepunu3aTopos

D.1 O6wasn nHdopmauns

OT10 UcnbiTaHne NpegHa3HavYeHo 4na AeMOHCTPaLMK TOTo, YTO NPU 3aaaHHbIX (ONpeAeneHHbIX) YCIoBUSIX CTEpUnu-
3atop cnocobeH obecneunTb MMKPOBMONOrMHECKYI0 MHAKTUBALMIO. DTO UCTBITAHWE HE MOXET 3aMeHATb MMKpobronoru-
YeCKylo aTTecTaumio B 3KCrnyatupyemom coctosiHum (PQ) (cmotpute EH 11135:2012). Mukpobuonorudeckas atrecraums
B 3KCNIyaTMpyemMoMm cocTosiHum (PQ) MOXeT 3aMeHATb iaHHOE UCTbITaHWe.

Mpumevanmne 1—JlocTkeHne yCnoBMI CTEPUNN3ALIMK B PeanbHbIX 3arpyskax onpeaenaeTca nyrem Banu-
Aauumn n BeprdmumnpyeTcs Ansi KaX4oro UMKna TeKyLmMM yrpaBneHnemM U MOHUTOPUHIOM. TpeboBaHnsa n pykoBoacTBa no
Bannaaumm u Tekywemy ynpaenenmio 30-ctepunmnaauueii gatorcs B EH 11135:2012.

MpumedaHune 2— MNHakTmBaums HAYHETCS ke Npy nxekumn 30 n HavanbHoW dase pe-Bakyyma, |uTo cnegy-
€T y4UTbIBaTb NPY BbINOSIHEHMU MUKPOBWONOIMUECKMX UCTILITaHWA.

D.2 WUcnebiTaTenbHoe obopyaoBaHne

MpunmeyaHune—HopmarmeHble TPEGOBAHUSI N BO3AEVWCTBME HA OKPYXKAIOLLYIO Cpeay yTUn3aumm ucnosnbaye-
MbIX XMMMKATOB M MHANKATOPOB AOIHKHbLI MCCINEA0BATLCS M NITAHNPOBATLCA 40 HAYaNa ux UCNoNb3oBaHus.

D.2.1 Mo meHbweNn mepe YyeTblpe yCTpolcTBa koHTporns npouecca (YKM) BoibpaHbl M3 umcna ycTaHOBNEHHbIX
(cM.n p ¥ M ey aHue)ans gaHHou cneunduyeckor KOHCTPYKLMKM CTEPMNM3ATopa U IaHHOTO npouecca.

MpumMmedyaHune—Psaa ycTpocTB KOHTpONns npouecca 6bin cneunduumpoBaH ans MUKPoOGMonornveckon
oueHkmn npoueccoB J0-cTepunusaumm. NMpumepsl BkovaloT B c€68 (HO HE OrpaHNMYMBAIOTCA NEPEYNCNEHHBIMU) Cneay-
olWme yCcTponcTea:

- The Line Pickerill Helix [cnupane Nanna-MNMukepunnal. 3to YK Bnepebie 6br1o onucaxo C. llannom v k. Mukepun-
nowm [7];

- Harpy3o4Has KOHTPONbHasi ynakoBka ¢ G1onormyeckum nHankaTopomM. 3To YCTPONCTBO Harpy3ku npouecca cne-
uncunumposaHo B ANSI-AAMI ST41;

- MPOMBILWEHHAs Harpy3oYHas KOHTPONbHas ynakoBka ¢ 6uonornyeckum nHgukatopom. 3to YKI coctout ns 6uo-
TIOrMYEeCKoro MHAMKATopa, 3arne4YaTtaHHOro B NMOSMMEPHLIA NakeT U3 cneunduuupoBaHHOro maTtepuana onpeaeneHHom
MapKW U TOMNLLUMHbI;

- 3aKa3Hoe YCTPOWCTBO KOHTPONA mpouecca ¢ Guonorndeckum uHavkatopom. Takoe YKIT 3akasbiBaetcs ansi
0cobbIX 3aga4 1 cneunduumMpyeTcs U3roTOBUTENEM.

D.2.2 CtepunbHas GapbepHas cuctema QoNkHa cooTBeTcTBOBaTh TpeboBaHusam EH MCO 11607-1, EH 868-4 u
EH 868-5.

D.2.3 buonorn4ecknii UHAMKaTOpP AOMXEH COOTBeTCTBOBaThL TpebosaHmsim EH MCO 11138-1m EH NCO 11138-2.

D.2.4 CootBeTcTBYylOWAs NUTaTenbHas cpega ans 6nonormyeckoro MHAuKaTopa.

D.2.5 WNHkyGaTOp, yCTAHOBIEHHbIV HA TEMMEPATYpPY, YCTAHOBINEHHYHO 418 AaHHOTo BUONorMYeckoro MHaukaTopa.

D.3 Mpouenypa

D.3.1 BbiGepute UMK CTEPUNU3ALIM, NOANEXALLMNIA UCTILITAHUIO.

D.3.2 lMepen ucnonb3oBaHnem KOHAUUMOHUPYITE cneuudmrumposanHoe YKIT Ha Bosgyxe npu TemnepaType oT
20°C po 30 °C v oTHOCUTENbHOW BriaxxHocTh 0T 40 % o 60 % B TeveHne muHumym ogHoro Yaca. [ins YK, umeowux nonsie
KaHanbl, 3TV KaHarnbl A0mKHbI 6bITb NpoayThl BO34yX0M ¢ TemnepaTypon oT 20 °C go 30 °C 1 0THOCUTENbHON BNaXXHOCTLI0
0140 % 80 60 %.

Ons YKI MHOrokpaTtHoOro npvmMeHeHns npouegypa KoHaAULMOHMPOBaHWs AoMmkHa 6blTe cnocobHa gecopbuposaTh
ntobble octaTkn 30 U3 MaTepuana KOHCTPYKLMU 40 YPOBHS, KOTOPbIM YXKe He MOXET cunTaTbCsl MMKpOoBoLmMaHbIM, YaanuTe
ntobble ocTaTku Bnaru, octaelwmecs B YKI, u npueectu Temnepatypy YK K yCnoBmsaM, ykazaHHbIM BbiLLE.

D.3.3 Pacnonoxute oguH GrMonornveckuin MHAMKaTop B cneunduunpoBaHHol tovke BHYTpY YKIT 1 3akpenute
B HY>XHOM MNOMOXEHUMN.

MpumeuvaHue—Kak npumep ana YK cnvpaneHON KOHCTPYKUMKM, 3TO OyaeT Kancyna B 3aKpbITOM KOHLE
TPYyOGKN.

D.3.4 Ynakyute kaxgoe YKI1 B BbIGpaHHyi0 CTepunbHyo 6apbepHyio cuctemy.
D.3.5 Ynakyite kaxablin u3 yeTbipex GUONOrMHEeCcKMX MHAWKATOPOB B BbIOpaHHYI0 CTEpUnbHYIO GapbepHylo cuc-
Temy.
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D.3.6 YnakoBaHHble YKI u ynakoBaHHble GUONOrMYecKMe MHAMKATOPbI ACMXHbI NOABEPrHYTHCA BO3LENCTBUIO
cneundruMpoBaHHOIO NPoLiecca CTepunn3auum ¢ BKioYeHneM as npouecca, ycTaHoBneHHbIX B 5.3.2.1.

D.3.7 Bpewms akcrosnumm 0 QOMKHO GbiTh AOCTATOYHLIM NS UHAKTMBAUMK BbiGpaHHLIX BUONOMMYeCcKUX MHAN-
KaTopoB.

D.3.8 BbinonHuTe UMKN, onucaHHbivi B D.3.7.

D.3.9 Mo okoH4yaHwu uukna BeiHbTe YKIT 1 Gronornyeckne nuHaukaTopsl n3 ctepunuaaropa.

MpwumeyaHwue— MoryT ucnonb3oBarbcsi asbl OHUCTKM U aspauumn, COKpalLeHHble No ANUTENbHOCTK, NpK
ycnosum, 4To ByaeT Aoka3aHo, UTO OCTaTtouHbii ypoBeHb 30 Npu 3TOM HWXe Npeaenos, AONYCTUMBLIX Ans 6esonacHoro
obpaweHusi c o6paboTaHHbIMKU M3aenusiMm.

D.3.10 Wcnonb3ys npu Heo6XOAMMOCTU acenTUYeckue yCnoBus, BbiHbTE Buonormyeckne nigukaropbl ns YKI1 n
yNakoBOK U NOABEPrHUTE X Npouedypam BOCCTAHOBMNEHWSA, YCTAHOBNEHHbIM UX U3TOTOBUTENEM, NOCINE Yero NpoBepbTe
Ha cooTBeTCTBUE TpeboBaHWsAM NyHkTa 6.1.2.

D.3.11 lMogseprHuTe He SKCNOHUPOBAHHLIN GUONOrMYECKMM MHAUKATOP M3 TOW Xe NapTum, KOTopas UCMornb3oBa-
nachk B UCNbITAHWU, NPOLEAYPE BOCCTAHOBIIEHWS B YCIIOBUAX, YCTAHOBMNEHHbIX €ro narotoButenem. [IomkHo 6b1Tb oTMeve-
HO HanU4ne XM3HECNOCOOHBLIX MUKPOOPraHU3MOB, B MPOTUBHOM CNy4ae UCMbITAHUE [AOIDKHO CHUTATLCHA HEMPaBUIbHO
BbINONHEHHbIM, U €ro cnegyeT NOBTOPUTD.

D.3.12 TloeTopuTe cnbiTaHWe ewe ABa pasa.

D.4 UnTepnpeTtaums pe3ynbTaToB

D.4.1 Yb6epgutecnb, 4To npouecc oTBevan TpeboBaHnam cneuudmkaLmm uukna.

D.4.2 Y6eguTtechb B MHAaKTUBaLMK BCEX BMONMOrMYeCcKMX UHANKATOPOB, SKCNOHUPOBAHHbIX B NpoLiecce.

D.4.3 Ecnn npouecc otBeyan tpeboBaHuam crneundukaumm umkna m Bce Guornorndeckue nHavkatopbsl 6binm
MHaKTUBUPOBaHbI, MUKpoGUuonormieckue Bo3amMoxxHoctn 30-cTepunuaatopa 6binm NpoaeMOHCTPUPOBaHbI M AOKa3aHbI.

Ecnu npouecc He oTBevan Tpe6GoBaHusaM crieuudUKaumMmn LUKNa Unu He Bce buonornyveckne nHgukatopsl 6einm
MHaKTUBUPOBaHLI, MPUYNHa AoMMKkHa 6biTb paccriegoBaHa v UCNPaBIeHa, a UCnblTaHue JOMNXHO GbITb NOBTOPEHO.

D.4.4 3agokymMeHTMpyWTe pe3ynbTaThbl UCMbITAHKUS.
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MpunoxeHne E
(cnpaBo4HoOe)

AcnekTbl oXpaHbl OKpYXamwLleil cpeabl

E.1 AcnekTbl OXpaHbl OKpyXKalolen cpeabl B OTHOLIEHMW cpoKa cnyxbbl 30-cTepunnsaTopoB
AcneKkTbl OXpaHbl OKPYXXaloLen cpebl, OXBaTblBAEMble HACTOSILLMM CTaHAAPTOM, CYMMUpPOBaHb! B Tabnuue E.1.
E.2 3TtnneHokcng (30) — KpaTkoe onucaHwe

00 siBnsieTcst GeCUBETHBIM, HE MEIOLWMM 3anaxa, TOKCUYHbIM, KaHLLEePOreHHbIM, B3PbIBOOMNACHBIM M O4YEHb XOPOLLIO
pacTBOopVMEIM B Boge rasom. Crielyet o6patnTe BHUMaHWE Ha BO3MOXHOE CYLLLeCTBOBaHUE B HEKOTOPbLIX CTPaHax Hopma-
TUBHBIX AOKYMEHTOB, yCTaHaBnuBaLwmx TpeboBarHus 6esonacHocTu k obpalueHnto ¢ 30 1 K NOMELLEHNSIM, B KOTOPbIX OH
UCMNonb3yeTcs.

MpumevaHne 1—30 vnm ero cMecu ¢ ApyrMmu razamMm MoryT ObiTb B3pbIBOONACHLIMY B OnpegeneHHbIX
YCNOBUSX.

MpumevyaHnune 2— SNMAeMUONOIMYECKNe NCCIeA0BaHUS MOKa3anu, YTo SKCNo3vnuus NpueMremMsiM npege-
nam 90 (8 yacoB cpegHeB3BelleHHOro BpemeHn (TWA)) He NpeacTaenset onacHoCTU 4Ns 340POBbS.

E.3 BoagencTBue Ha OKpyXaroLlyio cpeny

MoTeHuMansHOe BO3AENCTBIE HA OKPYKAIOLWYIO Cpefy BhINONHEHUs MPoLecca CTepUNn3aLnm AONMXHO BbITb OLeHe-
HO, U JOMXKHbI GbITh MAEHTUMDULMPOBaHLI MEPbI, HAanNpPaBneHHbIe Ha 3aWUTY OKpYXatoLWwel cpebl. 3Ta oLeHKa, BKIovas
NoTEHUManbHOe BO3AENCTBME M MEPbI KOHTPOIS, AOSKHA ObITh 3840KYMEHTUPOBaHa.

Monb3osatenu 30 aonxHbl cobniogaTe COOTBETCTBUE TPpeBoBaHUSIM NPUMEHUMbIX NMOKanbHbIX, HALMOHAMBHbBIX U
MeXayHapoaHbIX HOPMaTUBOB B OTHOLLEHWM BbIBPOCOB 1 yTunuaauumn 30 1 ero pacTeoputenei.

Tab6nwuya E.1— AcnekTbl o0xpaHbl OKpyXalowWwer cpeapbl, paccMmaTpuBaeMble B MyHKTax HACTOALWEro craHgapTa

Cpok cnyx6bl npoaykra

ACneKTbI oKpyXatoLwen
cpenb! (BxoAbl U BbIXOAbI)

Mpoaykums n penpoaykuus

®dasza A

PacnpoctpaHeHue
(BK/MIOMAA yNakoBKy)
®asza b

Ucnonb3oBaHue

®daszaB

KoHeu, cpoka cnyx6bl

Gazal

Paccmarpusaetcsi
B NyHKTe

Paccmatpusaetcs
B NMyHKTe

Paccmatpusaetca
B NyHKTe

Paccmarpusaetcs
B NyHKTe

1 WcnonbsoBaHue
pecypca

Beeaenuve
4.36

Beeaenue
434
4.3.6

2 MoTtpebnexne
3Heprun

Beeaenve
4.36

Beeaenue
4.3.6

9.2

10.2

3 BuiGpockl B BO3-
Ayx

Beeaenue

Beeaenue
42210
4.34.2
439

Mpunoxenvne B
E.3

Beepenue
9.2
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Cpok cnyx6bl npogykTa

Mpoaykumsa 1 penpoaykums PacnpocTpaHeHue Ucnonb3oBaHue KoHeu, cpoka cnyx06bl
AcCneKTbl OKpyXatoLLein (BKntovas ynakoBky)
cpefbl (BXOAbI U BbIXOObI) dasza A daza b dasza B Gazal
Paccmartpusaetcs PaccmartpusaeTcs PaccmaTtpusaetcs Paccmartpusaetcs
B MyHKTE B MyHKTE B NyHKTE B MyHKTE
4 BeiGpockl B BOgy | BBepeHve — BeegeHune BeeaeHve
4.3.4 9.2
4.3.9
9.2
10.6
E.3
5 OTtxoabl BeegeHune 9.2 BeegeHune BeeaeHve
D.4 9.3 9.2
E.3
6 Lym — — 7 —
9.2
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Mpunoxexnne ZA
(cnpaBouHoe)

B3aumocBsa3b Mexay HacTOAWMUM CTaHAAPTOM U BaXHEWLWUMU TpeboBaHUAMMU
Esponeitickon aupektuBbl 93/42/ECC no MeaULMHCKUM U3genusam

Hacroawun crangapt 661n nogrotoeneH (nog maHaaTom, BeigaHHbIM CEN EBponelickoit kommuccuen n Esponeit-
ckow accoumaumern cBo604HON TOProBmnu) ¢ Lernbio o6ecneunTs CpecTBa COOTBETCTBUS BaXXHENWNM TpeGoBaHUAM HOBO-
ro nogxoga avpektuebl 93/42/EEC no MeaMuUMHCKUM N30 EnnsiM.

Mocne Toro, kak HacToAWwwmIA cTanaapT 6bin NpoLMTUPOBaH B odmumMansHOM XXypHane Eeponevickoro Colosa B pam-
Kax 9TOl AUPeKTWBbI U OblNl peanv3oBaH B KAYeCTBE HALMOHANbHOIO CTaHZapTa no KpanHew mepe B OQHOM rocyaa-
pcTBe-uneHe, COOTBETCTBME CO CTaTbsIMM HACTOSLLEro cTaHAapTa, NnpMBeAeHHbIMK B Tabnuue ZA.1 gaeTt, B npeaenax
obnacTn AencTBMA HACTOALWLEro CTaHgapTa, NPe3yMLUmMIo COrmacoBaHHOCTU C COOTBETCTBYIOWMMMN OCHOBHbIMWN TPeGoBa-
HUSIMM YKa3aHHOW OMPEKTUBbI M CBSA3aHHbIX C Hel Npaswn EBponelickoi accoumauum cBoGoaHON TOProenu.

Tabnwya ZA.1 — CooTBETCTBME MEXAY HACTOSILLMM eBPONEckUM cTanaapTom u Odupektneon 93/42/EEC no meau-

LMHCKUM M3Oennam

MoanyHKT HacTosALLero cTaHgapTa

BaxHenwwve
TpebosaHus
Oupextusbl 93/42/EEC

KommeHTapuu/npumevanus

41,42,43,44,51,5.3,54,55 7.2

4.1,4.3 7.3

41,42,43,44,51,5.3,54,55 7.5(1)

41,4.2,43,51,53,55 7.6

4.2,4.3,51,5.3,5.4, 5.5, 6.1, npunoxexve D 8.1

4.3.12,8.1,8.2,9.2 8.6

41,4.2,4.3,5.1,9.2,9.3,10.9 9.2

41,4.2,51,5.3,5.5,9.2,10.3 9.3

4.4, npunoxexHve A 10.1

4.4, npunoxexve A 10.2

4.4, npunoxeHve A 10.3

4.3.7,9.2 11.1

4.3.7,9.2 11.3

4.1,4.3,44,51,52,5.5 12.1

4.3.7,9.2 12.5

4.3.7,5.5,9.2 12.6

42,4355 12.71

7,9.2 12.7.3

12.7.4 He npegnonaraercsa ucnonb3oBaHue notpe-

6uteneM TEPMUHANOB W MPUCOEANHEHUI K
JIMHWAM NOAaYN 3NEKTPO3HEPrum, rasa, ma-
PaBNWKM U NHEBMATUKU

4.3 12.7.5

44,51,53,6.1.24 12.8.2

42,44,85,91,93,94 12.9

8.2,8.5,9.1,9.2,9.3 13.1

8.5 13.2 YactuuHo, HeT Tpe6oBaHui K cMMBOnam

8.5 13.3 a) YactuuHo, HeT TpeboBaHWM K sIPNbIKaMm
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BaxHenwwue
MoanyHKT HacTosLLEero cTaHgapTa TpeboBaHua KommeHTapun/npumeyanus
Hupextmee 93/42/EEC
8.5 13.3b)
8.5 13.3d)
8.2 13.31)
13.3j) He Ha apnbike, HO B MHCTPYKUMM NO 3KCNIya-
Tauuu
13.3 k) He Ha sapnbike, HO B MHCTPYKUMM NO 3KCNIya-
Tauuu
8.5 13.31)
135 He paccmartpuBaeTca MapkMpoBka Ha CbeM-
HbIX KOMNOHEHTaX
9.2,9.3 13.6 a) YactuuHo, He paccMOTpeHbl nogpobHOCTM
naeHTnduKaumm ycTponcTea
9.3 13.6b)
13.6 ¢)
9.2,9.3 13.6d)
9.2 13.6f)
9.3 13.6 k)
9.2,9.3 13.61) YactnyHo, cneunduumpoeatsl ycnoeus SMC
1 PYTUHHbIE NPOBEPKU, HO HE AaHbI NPeaocTe-
PEXEHUA NO YCNOBUAM OKpYXalowen cpeapl
9.2 13.6 n)
9.3 13.6 p)
9.3 13.6 q)

MPEAYNPEXAOEHWE: K npogykTam, nognagaiowmm nod AeNCTBre HACTOSALWEro cTaHaapTa, MoryT GbiTe MpUMeHU-

Mbl MHble TpeboBaHusA n gpyrne gupekTmes EC.

[nsa yCcTpONCTB, KOTOPbIE TaKKe ABNATCH MaLIMHAMKW MO CMbicny cTaTby 2(a) Qupektuebl 2006/42/EC «MawmnHbl n
MeXaHn3Mbl», B COOTBETCTBUM CO cTaThen 3 Anpektneel 93/42/EEC, cneayowas Tabnuua ZA.2 KOHKPETU3UPYET pereBaH-
THble BaxkHelLwne TpeboBanusi Qupektvesl 2006/42/EC «MalwmHbl U MexaHnambl» B TOW Mepe, B KOTOPOW OHU HOCAT Gonee
crneundunyecKknn xapakTep, Yem aHanornyHble Tpebosannsa Oupektuesl 93/42/EEC, BMecTe ¢ COOTBETCTBYIOWMMM MYHKTa-
MW HacTosiWero cTanHgapta. Tabnuua ZA.2, oaHako, He nogpasymeBae T Kakoro-nmbo LMTrpoBaHus ouLmManbsHOro XypHa-
na Eeponeiickoro cotosa (OJEU) oTHocuTenbHo OupekTuBbl «MalunHbl U MexaHu3Mbl» W, TakuM o6pa3om, He gaet
KaKkux-nn6o OCHOBaHWIM A4NA AONYLLEHUI 0 cooTBe TCTBUM JupekTnee «MalunHbl U MEXaHWU3MbI».

Tabnwnuya ZA.2 — PeneeaHTHble BaxHelwune TpeboBanma Qupektnebl 2006/42/EC «MalmnHbl U1 MEXaHU3MbI», KOTO-
pble paccMaTpmBaloTCH B HACTOAWEM CTaHAapTe (B COOTBETCTBUM CO cTaTbel 3 ncnpaeneHHon Oupektuebl 93/42/EEC)

CraTeu (NOANYHKTBI) HACTOALLETO €BPOMNEenCcKoro

BaxHenwune TpebosaHus k oxpaHe
300poBbA U HesonacHoCcTH

KommeHTapun/npumevanus

cranpapra LupekTvasl 2006/42/EC
4.3 1.1.3
9.2,10.10 1.1.4
4.3,8.1,82,92 1.1.5
43,5.1,5.2,54,9.1,9.3 1.1.6
6.2,9.2, 9.3, 10.3 1.1.7
4.3,5.2,5.3,5.5,6.2, 10.9 1.2.1
42, 44,593 1.2.2
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Okonyarue mabnuuysi ZA.2

CraTbM (NOANYHKTbI) HACTOSILLIErO €BPONENCcKOro Baxueiiume TpeGoBaHus k OXparie
cranmapra 300poBbs U HesonacHoCTH KommeHTapuu/npumevanuns
OupekTtuebl 2006/42/EC
42,44,5,93 1.2.3
42,44,5,93 1.24
42,44,5,93 1.2.5
4.3,5.5,10.2 1.2.6
4.3,9.2 1.3.1
4.1,4.3,55,9.3 1.3.2
4.3,9.2 1.3.3
4.3 1.34
4.2,4.3,9.2,9.3 1.3.7
4.3 1.3.8
43,55 1.3.9
4.3 1.4.1
4.3 1.4.2
4.3 14.3
4.3 1.5.1
4.3 1.5.2
4.3 1.5.38
4.1,4.2,4.3,9.2,9.3 154
4.1,4.3 155
4.1,4.3,53 1.5.6
4.1,4.3,53,93 1.5.7
4.1,4.3,5.5,6.2,10.8, 10.9 1.5.13
4.3 1.5.14
4.2,4.3,53,54,9.1,9.3 1.6.1
42,43,44,53,54,9.1,9.3 1.6.2
4.3 1.6.3
44,5 164
4.2,4.3,9.3 1.6.5
4.3,4.4,83,84 1.7.1

MPEAYNPEXOEHWE: K npoayktam, nognagatoLwmym nog AeNCcTBUE HAaCTosIWEro ctaHgapTa, MoryT 6biTe NPYMeHW-
Mbl MHble TpeboBaHusA 1 gpyrre gupektvesl EC.
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Mpwunoxenne JA
(cnpaBo4Hoe)

CBefleHUs1 0 COOTBETCTBUM CChINTOYHbIX eBpOHeVICKMX/Me)KAyHapOAHbIX CTaHOQapToB
HauuoHanbHbLIM CTaHAapTaM

Ta6nwuua OA1

0603Ha4YeHne CCbINOYHOrO

eBpOI'IGIZCKOFO/MG)K,ElyHapO,ElHOFO COSI’TBeenTiHT;VIH 0O603Ha4YeHne U HaMMeHoBaHue COOTBETCTBYOLLEro HaUuMOHanNLHOro cTaHpaprta
CcTaHpapTa

EN 868-4 — *

EN 868-5 — *

EN 13445-3 — *

EN 13445-5 — *

EN 14222 — *

EN 61010-1:2010 IDT FOCT IEC 61010-1—2014 «Bbe3onacHOCTb SMEKTPUUECKMX KOHTPOIb-
HO-M3MepuTenbHbIX NpuBopoB u nabopaTopHoro obopyaoBaHus.
YacTtb 1. O6wume TpeboBaHusA»

EN 61010-2-040:2005 — *

EN 61326-1:2006 — *

EN ISO 3746 IDT FOCT P NCO 3746—2013 «Akyctuka. OnpepeneHne ypoBHEN 3BYKO-

BOM MOLLHOCTU U 3BYKOBOW 3HEPIrMM UCTOYHMKOB LUYMa MO 3BYKOBOMY
AaBneHunio. OpneHTUPOBOYHBIN METOZ C UCTNONb30BaHUEM U3MEPUTESb-
HOW MOBEPXHOCTU HaA 3BYKOOTPaXKaIoLLEN MNOCKOCTbIO»

EN ISO 10993-7:2008

*

ISO 11135:2012

*

EN ISO 11138-1

*

EN ISO 11138-2

*

EN ISO 116071

,%

EN ISO 14971:2012

*%

BETCTBUSI CTAHAAPTOB:

* COOTBETCTBYIOWMI HALMOHaNbHbLIN CTaHAapT oTcyTcTByeT. [0 ero yTBepxaeHus peKoMeHOyeTcs Crnonb3osarb
nepeBop Ha PyCCKUN A3bIK JAHHOTO MeXAyHapoAHOro craHaapra.

** [lepeBoA BAHHOIO MEXAyHapoAHOro cTaHaapTa Haxogutcesl B deaepanbHoOM MHPOPMALMOHHOM (hOHE TEXHU-
YECKUX pernameHToB U CTaHAAPTOB.

MpwnmedaHune—B HacTosiwel Tabnuue ncnonb3oBaHo criefylolee ycnosHoe o6o3HaueHne cTeneHn coot-

- IDT — naeHTU4YHbIE CTaHAAPTHI.
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EN 285:2006+A2:2009
EN 867-5:2001

EN 1041
EN 1837
EN 60204-1:2006

EN 61508-1:2010
EN 62061:2005

EN 62304:2006

EN I1SO 9000:2005
EN I1SO 9001:2008
EN ISO 11203:2009
EN ISO 12100:2010
EN ISO 13485:2012
EN ISO 14937:2009
EN 60073:2002

NCO/TC 11139:2006
[1] ANSI/AAMIST41

Bu6nuorpadus

Sterilization — Steam sterilizers — Large sterilizers

Non-biological systems for use in sterilizers — Part 5: Specification for indicator systems and
process challenge devices for use in performance testing for small sterilizers Type B and
Type S

Information supplied by the manufacturer of medical devices

Safety of machinery — Integral lighting of machines

Safety of machinery — Electrical equipment of machines — Part 1: General requirements
(IEC 60204-1:2005, modified)

Functional safety of electrical/electronic/programmable electronic safety-related systems —
Part 1: General requirements

Safety of machinery — Functional safety of safety-related electrical, electronic and
programmable electronic control systems

Medical device software — Software life-cycle processes (IEC 62304:2006)

Quality management systems — Fundamentals and vocabulary

Quality management systems — Requirements (ISO 9001:2008)

Acoustics — Noise emitted by machinery and equipment — Determination of emission sound
pressure levels at a work station and at other specified positions from the sound power level
Safety of machinery — General principles for design — Risk assessment and risk reduction
Medical devices — Quality management systems — Requirements for regulatory purposes

Sterilization of health care products — General requirements for characterization of a
sterilizing agent and the development, validation and routine control of a sterilization process
for medical

Basic and safety principles for man-machine interface, marking and identification — Coding
principles for indicators and actuators

Sterilization of health care products — Vocabulary

Ethylene oxide sterilization in health care facilities: Safety and effectiveness

[2] Directive 94/9/EC of the European Parliament and the Council of 23 March 1994 on the approximation of the laws
of the Member States concerning equipment and protective systems intended for use in potentially explosive
atmospheres (ATEX)

[3] Directive 97/23/EEC of the European Parliament and of the Council of 29 May 1997 on the approximation of the
laws of the Member States concerning pressure equipment

[4] Directive 2004/108/EC of the European Parliament and of the Council of 15 December 2004 on the approximation
of the laws of the Member States relating to electromagnetic compatibility and repealing Directive 89/336/EEC

(EMC)

[5] Directive 2006/95/EC of the European Parliament and of the Council of 12 December 2006 on the harmonisation
of the laws of Member States relating to electrical equipment designed for use within certain voltage limits (LVD)

[6] EO Product Stewardship Manual, 3rd Edition, American Chemistry Council, May 2007

[7] LINE S.J., PICKERILL J.K. J Clin. Pathol. 1973, 26 pp. 716—720

[8] MOLNARNE S.Schendler: Safety Characteristic Data, Volume 2, Explosion Regions of Gas Mixtures, NW-Verlag,
Bremerhaven, 2008

[9] NYQUIST H. Certain Topics in Telegraph Transmission Theory, Transactions of the AIEE, 1928; 47: 617—44

[10]

Regulation (EC) No 1907/2006 of the European Parliament and of the Council of 18 December 2006 concerning

the Registration, Evaluation, Authorisation and Restriction of Chemicals (REACH), establishing a European
Chemicals Agency, amending Directive 1999/45/EC and repealing Council Regulation (EEC) No 793/93 and
Commission Regulation (EC) No 1488/94 as well as Council Directive 76/769/EEC and Commission
Directives 91/155/EEC, 93/67/EEC, 93/105/EC and 2000/21/EC (REACH)

(1]

Technical Regulations for hazardous substances TRGS 513, Activities on sterilizers with ethylene oxide and

formaldehyde, published by German Federal Institute for Materials Research and Testing (BAM), 2011
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