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[lpeaucnoBue

Llenn n npuHUunel ctaHgapTusaunn B Poccumnckon Peagepaunn yctaHosneHbl PeaepanbHbiM 3aKOHOM
oT 27 aekabdbps 2002 r. Ne 184-P3 «O TeXHUYECKOM perynmpoBaHnuny», a npasmna npuMeHeHunst HauMoHanbHbIX
ctaHgapTtoB Poccunckon ®egepaunmm — OCT P 1.0—2004 «CtaHaapTusaunsa B Poccumnckon ®epgepaumin.
OCHOBHbIE NONMOXEHUAY

CBeoeHUA o cTaHgapTe

1 NMOAIrOTOBJIEH O6wectBOM ¢ oOrpaHUYEHHOM OTBETCTBEHHOCTbIO «PapMcTep» Ha OCHOBEe
CODCTBEHHOrO ayTeHTUYHOro NepeBoaa ctaHaapTa, ykasaHHOTo B NMyHKTe 4

2 BHECEH TexHun4yecknum komutetom no ctaHgaptusaumm TK 383 «Ctepmnnusaumsa MmeauLUMHCKON Npo-
OYKLANY

3 YTBEPXXOEH N BBEAEH B OENCTBUWE MMpukazom deaepanbHOro areHTcTsa no TEXHUYECKOMY
perynupoBaHunto u metponorum ot 18 gekabps 2008 r. Ne 494-ct

4 Hactoqawun ctaHpgapT uaeHTudeH eBponenckomy ctaHaapTty EH 14180:2003 «CtepunusaTtopsbl
MeOMLIMHCKOro HasdHavyeHus. CTepunnusatopbl HA3KOTEMNEpaTypHble NapoBble U popManbaerngHeie. Tpebo-
BaHNA 1 ucneitaHna» (EN 14180:2003 «Sterilizers of the medical purpose — Low temperature steam and
formaldehyde sterilizers — Requirements and tests»).

HaunmeHoBaHMe HacTodAlwero ctaHgapta MSMeHeHO OTHOCUTENTbHO HAaUMMEHOBaHUA YKa3aHHOro MeXxAay-
HapoaHoro ctaHgapTa ana npueeaeHusa B cooteeTcTBUMe ¢ TOCT P 1.5—2004 (nyHKT 3.5).

[Tpy NpUMeHeHN HacTosALWero cTaHaapTa pekoMmeHayeTcs UCMONb30BaTbh BMECTO CChITOYHBIX MeXAay-
HapodHLIX CTaHO4apPTOB COOTBETCTBYOLWME UM HauMoHanbHble cTaHaapTel Poccuinckon eagepaunn, ceege-
HUA O KOTOPLIX NMpuBeaeHbl B AONONMHUTENbHOM NpUnoXxeHun H

5 BBEAEH BI'NEPBbIE

VIHgbopmauusa 0b UsMeHeHUsIX K HacmosuweMy cmaHoapmy nyonukyemcsi 8 eXXe2o00H0 U30asaeMoM
UHpOpMalUOHHOM yKa3amerne «HayuoHalnbHbIe cmaHoapmbi», @ mekcm U3aMeHeHUU U rornpasok — 8 exXxe-
MeCSIYHO u30asaeMbix UHMOPMaUUOHHbIX yKalzamensx «HauuoHanbHbie cmaHOapmei». B cniydyae nepe-
cMompa (3amMeHbl) Unu OmmMeHbl Hacmosuweao cmaHoapma coomeemcmsyrujee yeeodoMiieHue byoem
orybriuKo8aHO 8 eXeMeCAYHO U30asaeMoM UHPOPpMaUUOHHOM yKazamerne «HauuoHanbHbie cmaHoapmbly.
Coomeemcmeyrouiast UHGhbopMalus, yeeOoMIIeHUE U MeKCcmbl pa3Meliaromcs makxe 8 UHGhbopMalyUoOHHOU
cucmeme obLie20 roIb3o8aHusa — Ha oghuyuansHoOM caume QPeodeparnibHo20 azeHmemea rno MexHU4YeCKoMy
peayrnuposaHuro U MmempoJsioauu 8 cemu VIHmepHem

© CtaHpapTtuHdopm, 2009

HacTtoawumn ctaHaapT He MoXeT ObITb NOMHOCTLIO UMM YacTUYHO BOCTNIPOU3BEAEH, TUPaXXNPOBaH U pac-
MpocTpaHeH B KayecTBe oduumanbHoro nsgaHmsa 6es paspeweHns PegepanbHOro areHTcTBa Mo TeEXHNYECKO-
MY PeryrimpoBaHuo 1 MeTpPoioru
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BBenoeHue

HacTosawmnn ctaHgapT ycTaHaBNMBaeT MUHUMarlbHbIe TpeboBaHUA K cTepunmsaTopam, padbotarowmnm
Npuy gaBNeHUAX HAXKe OKpyXKaroLwero atMmocepHoro AaBneHus 1 BuiMoNHAKLW MM NPoLecc HU3KoTeMnepaTyp-
HoW napodopmansgerngHon (LTSF/HTTI®) ctepunusaumnmn, n Metoabl UX UCTMbITAHUNA.

HuskotTemnepaTtypHble napogopmManbaerngHole crtepunusatopbl (Aanee — HTT1®-cTepunmsaTophbl)
pegHasHaveHbl raBHbIM 06pasoM And cTepunmsaunn MeamUnHCKNX U3genii B y4peXXaeHnsax sgpaBooxpa-
HeHUS, HO MOTYT Takke ObITb NPUMEHUMbBI B KOMMEPYECKOM NMPpOnU3BOACTBE MeAULIMHCKMX N3aenuni.

[Mpoueccel HTT1P-cTepunusaunm onnceiBatoT PU3NYECKUMU NapaMeTpaMn U BepUPULIMPYIOT C UCTIOTb-
30BaHNEM PUINYECKUX, XUMUYECKNX U MUKpobuonornyecknx metogoB. HTTIP-ctepunmsatopbl paboTtatoT
aBTOMaTUYEeCKM C UCMONb30BaHUEM 3apaHee 3anporpaMmMnpoBaHHbIX LMKITOB.

OnuceiBaeMble MeTOAbl UCMIbITAHMA N UCNIbITATENbHOE 0BOPYAOBaAHNE MOTYT ObITh TakKe NPUMEHEHD
Ong Banuaaunun U TeKyLero KOHTpons.

Banuaauunst 1 TeKYLLMIA KOHTPOMb NMPOLIECCOB CTEPUNU3aLMM HeobXxoanmbl Anga cdbecneveHns nx apdek-
TUBHOCTU. HacTosaWM cTaHaapT He oXBaTbiBaeT Banngauuio 1 TeKyLWUK KoHTponb npouecca HTTIP-cTepu-
nusauun. OdLWme KpUTepUn AN BannMgaunm U TEKYLLETro KOHTPOMNA NPOLEeCCOB cTepunmsauin, NpUMeHUMbIE U
K npoueccy HTT®-ctepunusaunn, npuseaeHsl 8 EH NCO 14937:2000.

B COOTBETCTBUN C COBPEMEHHLIM YPpOBHEM 3HaHUN HTT1®-cTepunusaTopel He criegyeT cHnuTaTh 3 gpek-
TUBHBIMWA MPWU BbINONHEHUN MPOLIECCOB UHAKTUBALMWN BO3DyAUTENEN CMOHMMO3HLIX SHUedanonatun, Takux
Kak ckpenu (scrapie), Oblubsl rybdyaTtas sHuedpanonaTtus (Bovine spongiform encephalopathy) n 6onesHb
Kpentudensata-Akoba. B oTaenbHbIX cTpaHax ObiNn paspadboTaHbl ocobble pekoMeHgauun no obpaboTke
MaTepuanoB, NoTeHUMaNbHO KOHTAMUHUPOBAHHLIX 3TUMK BO3byauTenamm (cm. Takke EH MCO 14937:2000,
MYHKT 1.6, npumMmedaHue 2).

[TnaHnpoBaHUE U KOHCTPYUPOBaHUE NPOAYKTOB, K KOTOPLIM NPUMEHUM HACTOSALW WA cTaHAapT, He O0MK-
Hbl ObITb OrpaHUYeHbl TOMBbKO TEXHUYECKUMU TPEeDOBaAHUAMMN, HO AOITPKHBI YUUTBIBATbL U BUAHWE NpoayKTa Ha
OKPY>XatoLWyo cpeay Ha NPOoTSAXKeHUN BCero ero XXU3HeHHoro uukna. Pakropbl BNUSAHUSA Ha OKPYXXKaloLL Yo cpe-
Oy paccMoTpeHbl B NpUnoXeHun F.

[TpnmedaHune—NMerogbl aHannisa pucka, Hanpumep onuncaHHble B EH VNNICO 14971, yaensaiot goctato4vHoe
BHUMaHWE (PakTopam BO3OAENCTBUSA HA OKPYXKaIOLWYIO cpeay.

TpeboBaHud, onpegensolme esonacHocTb onepaTopos, npuseaeHsl B EH 61010-1, EH 61010-2-042
M HE NOBTOPEHLI B HACTOSALWLEM CTaHaapTe.
EH 60204-1 Takke MOXeT gaTb LEeHHbIe yYKa3aHUsl OTHOCUTENBLHO 3TUX TpeboBaHUN.

IV
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HAUUWOHANBbHBIN CTAHOAPT POCCUUCKOMWN PEOEPALNMN

Ctepunuiartopbl MeOULUHCKOIO Ha3zHa4YeHuUA

CTEPUININSATOPbI HUSKOTEMINEPATYPHbIE NAPO®OPMAJIBAEIUOHbIE

TexHNn4eckue TpeboBaHMA U MeTOoAbl UCNBLITAHUN

Sterilizers of the medical purpose. Low temperature steam and formaldehyde sterilizers. Requirements and tests

[lata BBegeHnsa — 2009—09—01

1 O6nactb NpMeHeHUA

HacTtosalwmni ctTaHgapT ycTaHaBnMBaeT TpeboBaHUA K HU3KOTeMNepaTypHbIM napodopManbiernaHbim
ctepunuaaTtopam (aanee — HTTIP-cTepunmusaTopbl;, CTEPUNU3ATOPLI), paboTaroLWUM TOMBKO NpY AaBNEeHUSX
HUXe gaBNeHUs oKpyXaroLlen cpeabl U UCMOMNb3YIOLWMM CMeCb HU3KOTEMNEpaTYyPHOro napa U dpopmMmanbaeru-
0a B Ka4yecTBe CTePUNM3YIOLLEro areHTa, a Takke metoabl UcnelitTaHun HTTP-cTepunmsaTopos.

HTT®-cTepunusaTopbl NpeaHasHadveHbl ANd cTepunusauum meguunuHCKUX nsgenin, HeyCTOMYMUBEIX K
HarpeBy, NX UCMOMNb3YHT rMaBHbIM 0OPA30OM B yUYpPEXAEHUSAX 34paBOOXPaAHEHNS.

Hactoswmni cTaHgapT ycTaHaBnMBaeT MUHUManNbHbIE TpeboBaHUS:

- K pabo4nm xapakrtepuctukam n koHcTpykumnn HTTP-cTepnunmnsatopos Ans obecneveHmnsi CnocobHOCTH
NPOLUECCOB CTEPUNN3OBATL MeJULUUHCKNE U3aeNnuns;

- K 0bopyaoBaHUO U opraHam ynpasneHus U kKoHTpona HTTP-ctepunnsatopoB, HeocbxoaMmMbIM ANs
Banugaunm 1N TeKyLero KOHTPOoNsa nNpoueccoB cTepunmsauuu.

2 HopmaTuBHbIe CCbINKN

B HacTosLemM cTaHgapTe UCMofib30BaHbl HOPMAaTMBHbIE CChISTKA Ha criegyolme MexayHapoaHble cTaH-
napThl:

EH 867-5 Cucrtembl Hebmnonorudeckue Ans NCNob3oBaHUA B cTepunmnsaTtopax. Hactb 5. TexHuueckme
YCIOBUA Ha MHOMKATOPHbIE CUCTEMbI U YCTPOWCTBA AN BBeAeHUS NPOBOKALIMOHHOW CUTyaLum npun onpeae-
NTEHUN 3KCMITYTALUOHHbIX XapakTepucTuK ManorabapuTtHbeix ctepunnsatopoB TUNoB B n C

EH 868-5 MaTepuanbl n cuctembl Ana ynakoBbiBaHUA MeAULMHCKUX NpUubopoB, npeaHasHavYeHHbIX

ans crepunusaunn. Hactbe 5. TepMOoCTONKME NMPpo3padHbIe NNEHKN U TPYOKU U3 BymMmarn U n1acTUKOBOMN NNEHKN.
TpeboBaHna N mMeToabl UCMNbITAHUA

EH 60584-2 Tepmonapsbl. HacTb 2. Jonycku
EH 60751 TepmomeTpbl CONPOTUBNEHUSA NPOMBILLNEHHbIE NaTUHOBLIE

EH 61010-1 Bbe3onacHOCTb anekTpuyeckoro obopyaoBaHUsa Ana UsmepeHus, ynpasneHus n nabopa-
TOPHOro NpumeHeHnsa. Yacts 1. Obwmne TpeboBaHUS

EH 61010-2-042:1997 3SnektpoobopyaoBaHMe aAns npoBeAeHUs USMepeHust, ynpasneHus n nabopa-
TOPHOIo UCNONb3oBaHUA. TpeboBaHna besonacHocTU. HYacTb 2-042. HacTHble TpeboBaHUA K aBTOKNaBam U
cTepunuszaTopam, UCNONb3YHLWNUM TOKCUYHBIN ra3 anst obpaboTKM MeanuMHCKUX n3genum n ans nadbopartop-
HbIX NPOLIeCCOB

EH NCO 11138-1 Ctepunusaumna meguUMHCKON npoaykunn. buonormiueckme nHankaTtopsl. Hactb 1.
Obuwme TpeboBaHUA

EH UCO 11138-5 Crtepunusaumna meauumMHCKOW Npoaykumn. bnonorndyeckne nmHamkatopbl. Hactb 5.
buonormnyeckne nHamMkaTopbl 4NA MeTOA40B HU3KOTEMMEPaTYPHOU cTepunmnsaumm napom n popmanbaernaom

U3paHune odbmumnanbHoe
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EH 61326:1997 3nektpuyeckoe obopyaoBaHue aAng N3MepeHunn, KOHTPONs 1 NabopaTtopHOro npume-
HeHMs1. TpeboBaHNA 3NEKTPOMarHMTHOU COBMECTUMOCTU

EH UCO 3746 AkycTtuka. OnpegeneHue ypoBHEU 3BYKOBOU MOLLHOCTM UCTOYHUKOB LWYyMa C NMpUMeHe-
HAEM 3BYKOBOro AaBneHus. KOHTPObHbIA METOA C UCNONMb30BaHUEM OrmdbaroLlen NOBEPXHOCTU N3MEPEHUS
Had NIOCKOCTbIO OTPaXKeHUs

NMCO 228-1 Pe3bbbl TpyOHbIE, HE 0DecnevmBatoLne repMeTUYHOCTb coegmnHeHus. YacTb 1. Pasmepel,
aonyckn 1 obosHaveHUd

3 TepMUHbI U onpeaeneHus

B HacTodlwemM cTaHgapTe NpuMeHeHbl criegytoline TepMUHbI C COOTBETCTBYIOLLMMU onpeaeneHNAMNA!
3.1 ycTpoUcTBO [cpencTBO] AocTyna (access device): YCTPOUCTBO, UCNONb3yemMoe A4 nonydYyeHnd
O0CTyna K 3allUeHHbIM 0T HeCaHKLMOHUPOBAHHOIO A0CTyNa YacTam 0bopyaoBaHus.

[TpumeyaHume— IT0O MOXET BbITb CNeumnanbHbIW KN4, Ko (Napones) unu cneyuansHoe npuenocobnexve.

3.2 aspauma (aeration): HacTtb (MM 4YacTn) npoLecca crtepunnsalin, B KOTOPOU B COOTBETCTBUMN C
3apaHee onpeaeneHHbIMU YCNoBUAMKU popManbaerna U NpoaykTel €ro peakuunm gecopbupyotcs 3 meaun-
LIMHCKOTO N3aenusa U KoTopast MOXeT ObiTb BINONMHEHA BHYTPU cTepunusaTopa, BHYyTPU OTAENBHOMo NoMelle-
HAA UNN KaMepbl UM B COYEeTaHUM TOro U Apyroro.

3.3 ypaneHue Bo3gyxa (air removal): YaaneHue Bosgyxa U3 KaMepbl cTepunusatopa v 3arpysku cTte-
punmsaTtopa B obbeme, 4OCTAaTOYMHOM AN obecneveHUsa NMPOHUKAHUS CTEPUNUIYIOLLEro areHTa B 3arpysky
cTepunmsaTtopa.

3.4 aBTOMaTUvYecKUM KoHTponnep (automatic controller). YCTpoOUCTBO, KOTOPOE B COOTBETCTBUU C
3apaHee onpegeneHHoOM NporpamMMon nocrnegoBaTenbHO yNpaBnaeT CTEpPUNM3aTopoM Ha NMPoTAXKEHUN BCeX
a3 paboyero yukna.

3.5 6uonorndveckun nHaukartop (biological indicator): ['0TOBEIM K ynoTpebneHno MHOKYNMPOBaAHHLIN
HOCUTENb B NEePBUYHOU yNaKoBKe.

[EH 866-1:1997, ctaTtba 3.1]

3.0 npegBapuTenbHbIN HarpeB KaMepbl cTepunuiartopa (chamber preheating): Harpes BHYTpeHHUX
NOBEPXHOCTEU KaMephbl CTepunmusaTopa ana goCTKeHUdA 3apaHee onpegeneHHon TemnepaTypbl nepej Hava-
NTIOM LUUKNa cTepunmsaunn.

3.7 KoHguuuoHupoBaHue (conditioning): ObpaboTka npoaykTa B Xode UMKna cTtepunusauuun, o
Havana oTcyeTa BpeMeEHU yaepXaHus, Ang AoCTMXKEHUS 3agaHHbIX TeMnepaTypbl U BNa)XHOCTU BO BCEM OOb-
eMe 3arpysku ctepunmsaropa.

3.8 uukn 3aBeplleH (cycle complete): MHankauma ob ycnewHoM OKOHYaHUM LKMKNa cTtepunusaumm u
FOTOBHOCTU NPOCTEPUNN3OBAHHOW 3arpys3kn ctepunusatopa K BbleMKe U3 KaMepbl cTepunusartopa.

[ER 285:1996, ctatba 3.10]

3.9 napameTp uyukna (cycle parameter): YctaHOBNeHHOE 3Ha4YeHNe nepeMeHHoW LuKna.

3.10 nepemMeHHbIle yukna (cycle variables): NapameTpsl, BNuawoLwme Ha 3QPEKTUBHOCTL LIMKNA CTepU-
nmsaLsun.

[MTpumevanune—Ona HITIP-ctepnnnsaTtopoB NEPEMEHHbIE LUMKNA BKIOYAKOT B ¢ebSA (HO MOTyT HE OrpaHn4m-
BaTbCH TONBKO UMW) TEMNEPATYPY, AaBNEHNE, BPEMS, KOHLUEHTPALWUIO CTEPUNNIYIOLLETO areHTa.

3.11 pecopbuua (desorption): YaaneHne CTepuUnunsyroLlero areHta U3 Kamepsl ctepunusartopa n ns
3arpyskm ctepunusatopa rno oOKoH4YaHUM BpeMeH 3KCNo3nLnn.

3.12 cTepunusartop ABycTOpoOHHero [npoxogHoro] Tuna (double-ended sterilizer): Ctepunusartop,
MMeEoLL A ABEPU C ABYX NMPOTUBCMNONOXHBIX CTOPOH KaMephl cTepunmsaTopa.

[EH 285:1996, ctaTtba 3.13]

3.13 BpeMAa ypaBHUBaHUA (equilibration time): IHTepBan BpeMeH ¢ MOMEHTa AOCTMXKEHNSA B Kamepe
cTepunusaTopa TemMnepartypbl cTepunmusaymm U1 40 MOMeHTa AOCTUMXKEHUA TemMnepaTypbl cTepunusalnm BoO
BCEeX ToYKax 3arpysku ctepunusaTtopa.

3.14 Bpemda akcno3uuum (exposure time): lNepnog BpemeHn Mexgy MOMEHTOM BBedeHUA B KaMepy
CTEPUNUIYIOLLIErO areHTa U Havanom dgasbl gecopobLunu.

3.15 BpemMAa ygepxaHua (holding time): lNepuoa BpemMeHn, B Te4YeHNE KOTOPOro saHadyeHna Temnepary-
Pbl, AaBNeHUdA napa 1 KoOHUeHTpauun gopmManeaernga yaepXMearotcd B npegenax sagaHHbIX 3Ha4YeHUN U UX
OOMNYCKOB AN AOCTUXKEHUA TpebyemMon 3pPekTUBHOCTU MHAKTUBAL A BHYTPU KaMepbl CTepunnsaTopa.

[TpnmeyaHun e— Bpemsa yaepxaHusa cnegyet HENOCPEACTBEHHO 3a BPEMEHEM YPaBHUBAHUSI.
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3.10 MHOKynupoBaHHbIU HOcUTenb (Inoculated carrier). Hocutenb, Ha KOTOpPbIM HaHeCeHo onpeae-
NeHHOoe YMCNOo TeCT-MUKPOOPraHN3IMOB.

[EH 866-1:1997, cTatb4a 3.8]

3.17 atrecTauma MoHTaxa; IQ (installation qualification; IQ): [NMony4yeHue 1 QOKYyMEHTUPOBaAHNE A0Ka-
3aTENbCTB TOro, 4YTO 0OOpyaAoBaHUE OLINOC NOCTABMEHO M CMOHTUPOBAHO B COOTBETCTBUM C TEXHUYECKAMMN
TpeboBaHNAMU HA HEro.

[EH NCO 14937:2000, ctatbsa 3.9]

3.18 3arpy3oJvHan gBepb (loading door): [IBepb cTepunusaTopa ABYyCTOPOHHero [npoxoaHoro] tuna,
yepes KOTOPYIO 3arpy3ky ctepunmsatopa rnoMellaroT B KaMmepy cTepunusaTtopa nepen crepunusaymen.

[EH 285:1996, cTaTtea 3.21] (Cm. Takke 3.43 «PasrpysoyHasa asepb».)

3.19 MeauuunHckoe usgenue (medical device): J1tobon MHCTPYMEHT, annapar, YyCTPOUCTBO, MaTepuarn
NN MHOE nsgenue, KoTopoe, dyayyun NCNOMIb3YEMbIM CAMOCTOATENBHC UMM B KOMOUHaLWK, BKIoYas Npo-
rpaMmMHoe obecneveHune, HeodbxoanMmoe Anst ero nNPaBUNbHOMO NPUMEHEHNUS, NpeaHasHa4YeHo N3roTOBUTENEM
Ona NCNonb3oBaHUA B LLeNdaX:

- OWarHoCTUKK, NPodUNaKTUKU, MOHUTOPWHIa, neyveHnsa nnm obnerdyeHmnst 3aboneBaHus;

- ANarHOoCTUKN, MOHUTOPWHra, nevyeHunsd, obnerdyeHnUsa v KomneHcauum Tpasmbl UM MHOTO PUINYECKO-
ro HegocTaTKa,;

- U3yYeHUd, 3aMeHbl U mogndukaLumMm aHaToMMM MNU PU3NONOTMYECKOro npoLecca;

- KOHTpONS 3a4vatus, AeUCTBUE KOTOPOrO BHYTPU MNU CHAPYXXN Tena YenoBeka gocturaetcs bes npume-
HEHUS1 papMaKoNorMYecknx, AMMYHOOTUYECKUX UNN MeTaboNMNMYEeCKUX CpeacTB, KOTOPLIE MOTYT ObITb MPU-
MeHeHbl BMecTe C HUM.

[EH NCO 13485:2000, ctatbs 3.1]

3.20 MukpoboumgHbin pactBop (Mmicrobicidal solution): BoaHein pacteop, coaepxawmnn gpopmansae-
rma 1 npeaHasHadeHHbBIN ANs NUTaHUa Ucnaputens B Uensix reHepaunm cTepunnsyolllero areHTa B kamepe
cTepunusaTtopa.

3.21 pabouun uukn (operating cycle): ABTomaTnyeckasa nocrneaoBaTtefibHOCTbL pabounx gpas, BbINOS-
HAeMadqa B cTepunmsaTtope.

[EH 1422:1997, cTaTtba 3.24]

3.22 atTectauua cdyHkumoHupoBaHua; OQ (operational qualification; OQ): lNpouecc nonydyeHus wu
OOKYMEHTUPOBAHUA A0Ka3aTENbCTB TOr0, YTO CMOHTUPOBaHHOE 0bopyaoBaHUe paboTaeT B 3a4aHHbIX npeae-
nax napameTpoB NpU NCNONb30BaHMM B COOTBETCTBUM C ero 3KcnnyaTtauMoHHbIMK npoLleaypamMu.

[EH NCO 14937:2000, ctatbsa 3.12]

3.23 onepaTtop (operator): Jlnuo, skcnnyaTtupyrollee cbopyaoBaHue B COOTBETCTBUM C €ro HasHaueHUeM.

3.24 nepexBaTt ynpaBneHusa (override):. Cpeacrtea, npeaHasHaydeHHble TOMbKO Ansd obcnyXUBaHUA
nnn obecneyeHnsa 6e30nacHOCTU, C MOMOLLLIO KOTOPLIX Pabouni LMK MOXKET ObITb NpepBaH U U3MEHEH.

3.25 noctuuknoBada npoayBka (post-cycle flushing): ®asa nocne nogaesneHma mHaukauum «Lmkn
3aBeplUeH», B Xo4e KOTOPOU 3arpyska crtepunmsatopa oCTaeTCcd B 3aKpbiTOM KamMepe, a BHYTPEHHAA aTMO-
cchepa KaMmepbl 3aMellaeTcs.

3.26 cocypa, paboTarowinn nog gaBneHunem (pressure vessel): Cocya, COCTOSLLNN U3 KaMepbl CTEPU-
nusartopa, ABepu (aABepen) N NHbIX KOMMOHEHTOB, 0DpasyLWNMX C KaMepon cTtepunuzaTtopa obmnn ysen v
HaxoasLWMXCca nog CAHUM U TEM Ke AaBlIEHNEM.

3.27 yCcTPOUCTBO ANA UcnbITaHUA npouecca (process challenge device): YCTpoUCTBO, NpeHa3Ha-
YeHHoe AN UMUTaLKUK NPoAYKTa U UCNONb3yemoe Ansl OUeHKU NPOHMKHOBEHUSI CTEPUNN3YIOLLEro areHTa B
Xxoae uukna crtepunumsaLnu.

[TpumeyaHune—YCTPOUCTBO ANSA UCMbITAHMA NPOUECcCa AOMKHO MMETb KOHCTPYKLMIO, MO3BOMNSIOLLYIO NOME-
LaTb OMONOrMYECKUM NN XUMUYECKUIA MHOWKATOP B MECTO, HAMMEHee A0CTYNHOE ANsl CTEPUIMNIYIOLLEND areHTa, Npu 3Tom
NHONKATOP HE AOMKEH NPensTCTBOBaTh (PYHKUMOHUPOBAHUIO YKA3aHHOIO YCTPOWCTBA.

3.28 3aBogckue ucnbiTaHua (production test). Cepua ucnblTaHUKA, BBINONHAEMbIX Ha npeanpus-
TUN-N3FOTOBUTENE ONS AoKa3aTeNlbCTBa COOTBETCTBUSA KaXXOOro ctepunmsaTopa TpeboBaHUaM HOPMAaTUBHBIX
OOKYMEHTOB, B TOM UMCe HAcTodALWeMy cTaHgapTy, Ha COOTBETCTBUE TUMY.

3.29 KOHTpoONnbHad ToYKa UsMepeHUs (TeMmnepaTtypbl) (reference measuring point): Touka, B KOTOpPOU
OOIKeH ObITb PAcnNONOXeH AaTyMK TeMNepaTypbl CUCTEMBI yNpaBNeHUsa LUKIOM CTepUnmsaLnn.

3.30 peatTecTauua (requalification): [loBTOpeHWe YacTu Banugauun B Lendax noATBepXXaeHUda npo-
aorKarollencda npnemMneMocT cneundpnuumMpoBaHHOro npoLecca.

[EH NCO 14937:2000, ctatbsa 3.20]

3.31 cTepunuayrowmn areHT (sterilant): AHTUMUKPODOHBIN areHT, COCTOSILLIMA M3 Napa, coaepKallero
dopmanbaerna.
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3.32 UHXeKuua ctepunusylolwlero areHra (sterilant injection): EguHnyHasa nnn HeogHOKpaTHO NOBTO-
paemMagq pasa, HadnHarLwaaca ¢ BBeaeHUNA CTEPUNUIYIOLLEro areHTa B BaKyyMUPOBaHHYIO KaMepy cTepunu-
3aTopa M 3akaH4YMBaloLaacs JOCTUXKEHMEM B 3TON KaMepe 3agaHHOoro paboyverc gasneHus.

3.33 cTtepunbHoOcTb (sterile): OTCcyTCTBUE XKNU3HECTIOCODHBIX MUKPOOPraHN3MOB.

[EH NCO 14937:2000, ctatba 3.23]

3.34 ctepunusauuna (sterilization): BannanpoBaHHbIX npoLecc OCBODOXAEHUA NpPoayKTa OT BceX
dhopM KN3HECTTOCOBHBIX MUKPOOPraHN3MOB.

[MTpumevanune—Ilpn ctepunnaaymm NpoUecc OTMUPaAHNUA MUKPOOPraHM3MOB OMNUCLIBAETCH 3KCMOHEHUMArb-
HbIM 3akoHOM. CrnegoBaTenbHO, HANMMYMUE XU3HECNOCOOHbIX MUKPOOPraHU3MOB Ha KaXXAOM OTAENbHOM U3AENMUN MOXET
ObITb BbIpaXXEHO B TEPMMUHAX BEPOATHOCTU. ITa BEPOATHOCTb MOXET ObITh CHMXXEHA A0 OMEHb MarblX YNCEN, HO HUKOrga He
MOXET DbITb A0BeAEHA A0 HyIMS.

3.35 cTtepunu3sartop (sterilizer): Annapat (yCTpOUCTBO), NpeagHasHavyeHHbIN ANa cTepunusaymn.

[EH 285:1996, cTatba 3.30]

3.36 Kamepa (ctepunusartopa) (sterilizer chamber): Yactb cTepunuzartopa, npeaHasHadveHHas And
pasmMmelleHnsa 3arpyskm ctepunmsaTopa.

[EH 285:1996, ctaTtba 3.37]

3.37 uukn ctepunusauuu (sterilizer cycle): NpeaonpeaeneHHaa nocneaoBaTeibHOCTb pabouunx gas,
BLIMOSTHSAEMANA B CTEpUnn3aTope B LUenax crepunmsaunm n gecopoumn.

3.38 3arpy3ka (ctepunusartopa) (sterilization load): agenua, kKoTopble CTEPUNNIYIOT OOAHOBPEMEHHO
B KaAMepe cTepunmusaTopa.

3.39 npouecc ctepunusauuun (sterilization process): NocnegosatenbHOCTb A4EUCTBUN UMK onepaLnn
ONs1 OOCTUXKEHNA YCTAHOBMEHHBIX TpeboBaHUA K CTEPUMBbHOCTU U K CHMXKEHUIO OCTATKOB CTEPUNUIYIOLLIEro
areHTa 4o gonycTtuMoro ypoBHS.

[TpumeyaHwune—IllocnegoBaTtenbHOCTb AEUCTBUNA UMK ONeEpaLU BKIIOYAET B cebsl npeaBapuTenbHyO 0bpa-
DOTKy (ecnun TpebyeTcs), 3KCNO3NLUNI0 — BO3AENCTBUE CTEPUINMNIYIOLLEINO areHtTa npu onpeaeneHHbIX yernoBusax u nobyo
HEODBXOAUMYIO 3aKIMIOUNTENBHYIO 0DOPabOoTKy, OHO HE BKITIOYAET B CEDS HMKAKMX onepauun, npeglecTByoWmMX npouecey
CTEPUNN3ALMN, TAKUX KaK OYUCTKA, AE3NHMDEKUNS UMK YNaKoBKA.

3.40 Temnepartypa ctepunusauum (sterilization temperature): MuHuMansHaga TemnepaTtypa gmanaso-
Ha TemMnepaTyp cTepunmsauunn.

3.41 nonoca TeMnepatyp crepunusauumm (sterilization temperature band): lonyctumbin gnanasoH
TeMnepaTyp B 3arpyske crepunmsatopa U KOHTPONIbHOU TOYKe U3MepeHUs TeMrnepaTypbl, HUKHAA rpaHuLa
KOTOPOro paBHa TeMnepatype ctepunmsaunn.

3.42 TeopeTudyecKkaa Temnepartypa ctepunusymwuwero areHta (theoretical sterilant temperature):
TemMmnepaTtypa CTEPUNUIYICLLEro areHTta, paccyMTaHHasi U3 COOTHOLWEHUNA «TemMnepaTtypa/gaBneHme napos
CTEPUNNIYIOLLEro areHTay.

[TpwnmeyaHun e— 3HadyeHne TeOPETUYECKON TEMNEPATYPbl CTEPUINTUIYIOLLETO areHTa paccHMTbIBAOT OT Havana
9KCMO3NLMM 4O Ha4vana aspauum.

3.43 pasrpy3odHad gBepb (Unloading door): [IBepb B cTepunusatope ABYCTOPOHHEro [MpoxXeaHoro]
TUNa, Yepes3 KOTOPYH 3arpysky crepunmsartopa BbIHUMAaKT U3 KaMepbl cTepunnusaTtopa rno oKoH4YaHuM Lukna
cTepunmuaaLunn.

[EH 285:19906, ctaTtbda 3.42] (Cm. Takke 3.18 «3arpysodHasi ABEPbY.)

3.44 none3Hoe NpocTpaHCTBO (Usable space): [1poCTpaHCTBO BHYTPU KaMepbl CTepUnnsaTopa, KOTo-
pOe He OrpaHUYeHO XecTKO 3aKpenrneHHbIMXA YacTsaMU U KOTOpoe, cornacHo cneundgukaliMm N3roToBUTENs,
npegHasHaveHo ANa pasMelleHnda sarpyskm ctepunumsaTopa.

3.45 Banupauua (validation): JokymMeHTMpoOBaHHaA npoueaypa nonydvyeHus, NpOoTOKONUPOBaAHUA W
MHTepnpeTaunn pes3ynbTaToB, Heobxoanmasi AN AeMOHCTpaLU M TOro, YTo NpoLecc HeUM3MeHHO BblaaeT npo-
OYKT, COOTBETCTBYOL A nNpeaBapuTensbHO onpeaeneHHbIM TpeboBaHUSM.

[EH NCO 14937:2000, ctatbsa 3.32]

4 TexHN4eckKkue TpedboBaHUA

4.1 KaMepa cTepunusartopa

4.1.1 MaTtepuanbl

4.1.1.1 TloBEPXHOCTU MaTEPMANOB, N3 KOTOPLIX U3rOTOBNAIOT cocyad, paboTarwwmin noa aaBneHnem
(BKITHOYas, Hanpumep, cBapHble WBbI) U MOTYLUMA KOHTaKTUPOBAaTL C NMPOoLECCHBIMU XUMMUKaTaMn, Npu pacyeT-

4
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HbIX PabOouYMNX YCIMOBUAX AOMKHBI ObITb YCTOMYMBBLIMU K BO3AENCTBUIO 3TUX XUMUKATOB. OHU HEe AOMKHbI Bblae-
NATb HUKaKNX CybCTaHLUMA, N3BECTHBLIX KakK TOKCUYHbIE, B KONMUYECTBE, CNOCOOHOM CO34aTh Yrpo3y 340PO0OBbLIO
nogen unu okpyXxarollen cpeae.

[TpunmeyaHune—IllpuBbibope marepuanos Ans cocyaa, padoratowero noa AaBneHnem, n ero HeOTbeMNeMbIX

yactenm 0coboe BHMMaHME cneayeT yaensitb X yCTONHYMBOCTU K KOHTAKTHOW KOPPOo3un n anddepeHumanbHOMy paclumpe-
HUIO MPU KOHTAKTE pa3HOPOAHbLIX METarnoB.

4.1.1.2 MaTtepuansbl, U3 KOTOPLIX U3TOTOBMNAKT PYPHUTYPY CTepunumsartopa, BKoYad cUctemMbl Noa-
OePXKU 3arpyskn, cneayet BelbnpaTth € TAKMM pacyeToM, YTOObI N30eXXaTb KOPPO3UKN U HEXeNaTeNbHbIX ranb-
BaHU4Yecknx adppeKkToB.

4.1.2 Pa3mep Kamepbl cTepunuiartopa

LomKHbl ObITb YCTAHOBMNEHbI CNeayLlne pasmepbl B MUNMMMETPax, rae ato NpUMeH1UMo, nonesHoro
NPOCTPaHCTBA KaMepbl cTepunusaTopas;

a) UANMHAPUYECKOro ropnMsoHTanbHOro Mnu UUNUMHAPUYECKOro BepTUKanbHOro none3Horo nNpoctpaH-
CTBa:

000 x 000,

- rae nepBble TPU LU PBLI 03HaAYaloT AnamMeTp,

- BTOpble TP Undpbl 03HaAYaoT rNyounHy:;

D) NPAMOYronbHOro Nones3HOro NPocTpaHcTBa (B popMe napannenenunena):

000 x 000 x 000,

- rge nepsbie TPU UMPPLI 03HAYaoT WUPUHY,

- BTOPbIe TP U pbl 03HaYaloT BLICOTY,

- TpeTbuh TpU LUdpbl 03HAYaOT rMyouHy:;

C) MONEe3HOoro NPOoCTpaHCTBa APYrux KOHUrypaumMm — B COOTBETCTBUM C NepeYvncneHmnem a) unum b);

d) ecnu ntoboe namepeHue npesbitwaet 1000 Mm, ANs Hero ACMKHbI ObITb UCMOMNb30BaHbI YEThIPE LINg-
Pbl 6e3 AeCATUYHON TOUKN.

4.1.3 [OBepu u 6N1O0KMPOBKU ABepen Kamepbl cTepunusartopa

4.1.3.1 Kamepa ctepunusartopa gormwkHa UMeTb OgHY UK ABe ABepUl.

4.1.3.2 llocne 3akpbITUS ABEPU KaMepbl CTepunuaaTtopa aAomkHa oObiTb NpeaycMoTpeHa BOSMOXKHOCTb
ee OTKPbITUA OO0 TOro, Kak byaeT 3anyLleH LWUKN cTepunusauun.

4.1.3.3 [omnxHa ObITb UCKNOUEHAa BO3IMOXHOCTb OTKPLITUSA ABEepU (ABepen) KaMepbl cTepunumsarTopa B
xo4e uukna ctepunusaumn.

4.1.3.4 B cny4dae npepbiBaHUA UMKNa (HanpumMmep, n3-3a BO3HUKLLEN HeUCNPaBHOCTU) OTKPbITUE ABEpU
KaMepbl cTepunmaaTtopa ans nonyyYeHnsa AocTyna K 3arpyske Ao/mkHO TpeboBaTh NPUMEHEHUS YCTPOUCTBA
[cpeacTBal gocTyna.

4.1.3.5 [onxHbl UMeTbCA cpeacTBa, obecnevumBaroLlLnMe AOCTYN K YNTIOTHSAOLWXM NOBEPXHOCTSM ANA UX
OUYNCTKN N ANg 3aMeHbl ABEePHbLIX NMPoKnaaoK.

4.1.3.6 Ona ctepunmM3atopoB ABYCTOPOHHEro [MpoxoaHoro] Tmna He OOMKHO MMEeTbCHA BO3MOXKHOCTU
OTKPBITUA Pa3rpy30o4YHOM ABepU, NokKa He BKIOYUTCA MHAUKaLMA «LlMkn 3aBepLUeH».

4.1.3.7 OAna pabouunx UMKMNOB, NpeaHa3HavYeHHbIX ANng obcnyXmBaHUa UMW UCNbITAaHUN, UHOWUKALUUS
3aBeplIeHns LMKNa OomkKHa oTNnYaTbes OT MHAMKALUMW 3aBepLUeHUA HOPManbHOro LKMKNa ctepunusauun.
[na ctepunnMsaTopoB ABYCTOPOHHEro [MpoxocaHoro] Tuna takaa MHAWKauus 3aBeplleHna UuKna He gomkHa
NO3BONMATbL OTKPLITUE Pasrpy3cyHON ABEPWN.

4.1.3.8 OpraH ynpaBneHus, cnyxawum anga nycka aBToMmaTtndeckoro padboyvero LUukna, AomKeH ObiTh
pacnonoXeH Ha 3arpysovyHoN CTOPOHe cTepunusaTtopa.

4.1.3.9 3a ucknwyeHnem Lenemn obCcnyxmBaHus, He AOMKHO UMETbCH BOSMOXXHOCTN OOAHOBPEMEHHOIO
OTKPLITUS 0Denx ABepen Kamepbl CTepunmsaTopa ABYCTOPOHHEro [npoxoaHoro] Tuna.

4.1.3.10 ObBe CcTOpOHbI cTEpUNM3aTOopa ABYCTOPOHHEro [NpoxoaHoro] Tuna AoKHbl ObiTh CHabXKeH®!
YCTPOWUCTBOM, NMOKa3bIBAOLLMM BO3MOXHOCTL/HEBO3MOXHOCTb OTKPLITUSI ABEPU C 3TON CTOPOHLI CTEPUINN3A-
TOpA.

4.1.3.11 NHaukaumna «Umnkn 3aBeplleH» O0MKHA BIKMHOYATLCS NMPU OTKPLITUK ABepU. [Ana cTepunmaa-
TOPOB ABYCTOPOHHEro [MpoxoaHoro] Tuna 3arpysoydHagd ABepb A0/HKHA oCcTaBaTbCd 3anepTon, Noka OTKpbITas
pasrpysodHas ABepb He byaeT BHOBb 3aKkpbliTa U 3anepTa.

4.1.4 lpepBapuTenbHbIN HarpeB KaMepbl cTepunusartopa

BHyTpeHHMe NOBEPXHOCTU KaMephl cTepunmaaTopa AOMMKHbI HarpeBaTbCd ANsl AOCTUXKEeHNA 3adaHHbIX
TeMmnepartyp. Nyck uukna crepmnmuaaLum aomkeH ObITb HEBO3MOXKEH, NMoKa 3TO YCNoBMe He BDyAeT BbINMOMHEHO.

5
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4.1.5 MNMoaknw4yeHUe UcnbiTaTenbHbIX NpUbopoOB

4.1.5.1 Kamepa cTepunmsatopa AomkHa ObITb cHabXeHa KOHTPOMNbHLIM COeAUHUTENEM, UCMNOSb3Yye-
MbIM A8 MOAKMIOYEHNUSA KOHTPONBHOIO U3MepUTensa gaBneHust. 3TOT coeaNHUTESNb JOIMKEH HaxoaAuTbCH B
TOYKE NErkoro AocTyna, Ho He B TpybOonpoBoae nogavun NUTaroLen cpeabl U He B TpyOonpoBoae AN OTKaYKK
KaMmepsbl, 1 O0IMKeH okaH4YuBaTbesl TpyobHon pe3bbonn G 1/2A no NCO 228-1. MNpumep Takoro coeguUHUTENS
noKasaH Ha pUcyHke 1.

Pa3Mepbl B MUNTNIMMETPax

2,5+0,5 ' 20 + 0,5

anyGHaﬂ pe3bba G 1/2A no NCO 228-1.

PucyHok 1 — [pumMmep KOHTPONBHOIo CoeaAnHNTENSA
0N NOAKITIOYEHUA KOHTPONMbHbIX NPUBOPOB

KOHTPOMbHbIA coeanHNTENb AOPKEH BbITb CHADXeH Konnayvkom, nomeveHHsIM bykBamu PT (Pressure
Test — KoHTponb gaBneHus ), N ynrnoTHEH NOCKUM UK ToOponaanbHbIM KOMbLUEBLIM YNTOTHEHUEM, YCTONYN-
BbIM K BO3EeUCTBUIO CTEPUNNIYIOLLEro areHTa U gaBneHus.

[TpumedaHwue—Ecnm HauMoHanNbHbIE HOPMATUBHbIE AOKYMEHTbI TPEOYIOT KannbpoBKM BCEX U3MEpPUTENEN
OAaBNeHnsl, COEJMHEHHbIX C cocyaom, paboTatowmm noa AaBneHmnem, MoryT notpeboBaTtbCsl TPOMHUKM U 3aNOPHbIE KPaHbI C

repmMmeTnvyHbIMn 3alllylwKamMu, Nno3BorAluLmne NoAdKI4aTb 06pa3u,05ble I'IpMGOpI:I.

4.1.5.2 Kamepa ctepunusaTtopa AomkHa ObiTb cHabXeHa NPSAMbIM KOHTPOJSIbHBIM coeAuHUTENeM,
MCMoNb3yeMbIM ANA NOAKMOYEHNA KOHTPOMNBHOro nsmeputensa remnepaTtypsl. [NpnmMmep Takoro coeguHUTENS
nokasaH Ha pUCyHKe 2. OTOT coeanHUTENb AOIDKEeH HaxoaUTbCs B TOYKE Nerkoro goctyna.

Pa3Mepbl B MUNTIMMETPax

LS

‘ )
O I N\
22005

7

anySHaﬂ pesbba G 1A no NCO 228-1.

PUCYHOK 2 — [lpumep KOHTPONbHOIro coeguHnTens
ONSA BBOAA U3MEPUTENSA TEMMNEpPATYPbI

KOHTpONbHbLIN coeguHUTEeNb AO0/MKEeH OblTb CHabXeH Konnadkom, nomMedeHHbiMm OykBamu TT
(Temperature Test — KoHTponb TemnepaTypbl), U YMJIOTHEH MMNOCKUM WKW TopouaanbHbIM KOJbLIEBbIM
YMJIOTHEHWUEM, YCTONYMBBLIM K BO3AEACTBUIO CTEPUITU3YIOLLIEro areHTa 1 AaBneHus.

6
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4.2 PacyeTbl U KOHCTPYKLUA

4.2.1 OOwmne cBeaeHUNA

Ounpektmnea EBponenckoro copera no cONMKEHUIO 3aKOHOB roCy4apCcTB-4NeHOB B OTHOLLEHUN 0DOpYyao-
BaHUA, paboTatlollero noa agasneHnem, obina BeinyueHa 29 masa 1997 r. (97/23/EC), Kpome Toro, MoryT ObITb
NnpUMeHNMBbI eBponenckne ctaHgapTel EH 13445 n EH 14222.

4.2.2 TpybHaa obBA3Ka U pUTUHII

4.2.2.1 TpybHasa obBsizka U PUTUHIN (BKNtOYAA, HANpUMep, YNNOTHUTENbHbIE MPOKNaaKku), KOTophblie
MOTYT KOHTaKTUPOBaTb C NPOLECCHBIMU XUMMUKATaMN, OOITPKHbI ObITb N3rOTOBMEHLI U3 MaTeEpPManos, Npn pac-
YETHbIX pabounX YCNOBUSIX YCTOUYUBBIX K BO3AEUCTBUIO 3TUX XUMUKATOB. OHU He A0IKHbI BbIAENATb HUKAKUX
CyOCTaHUMN, U3BECTHBLIX KaK TOKCUYHbIE, B KONMYeCcTBax, CNOCODHBIX co3aaTth yrpo3y 340pO0OBbO NMoaen Unm
OKpyXatolen cpeae.

[TpunmeyaHun e— Bo nsbexanme notepb Tenna Unn KoOHAeHcauum Bce TpybonpoBoabl, NEPEHOCSLLME NUTAIO-
LMe cpeabl B CTEPUNN3ATOP, AOMKHbI ObITb TENNTON30NMPOBAHLI, 3a UCKITIOYEHUEM CNYYaeB, KOraa Tennou3onsaunst MOXeT
noMeLaTb PYHKUMOHUPOBAHUIO CTEpUnmM3aTopa.

4.2.2.2 Toukn nogknwo4veHnda nogavn Boabl, napa 1M cnvBa AOMMKHbI ObITh obecnevyeHbl cpeacTBamu,
npenoTBpaLlallMMmM nonagaHme Yyactul, CnoCcobHbIX yXyALIKUTb paboTy cTepunusaTopa.

[ PUMEYAHWE — K Toukam NMNOAKITKOYEeHNHA NMMTHEBOW BOAbl U CIIUBa MOT'YT BbIThb NMPUMEeHMMbI MNOJTOXKEHUH HaLNO-
HallbHbIX HOPMaTUBHbBIX AQOKYMEHTOB.

4.2.2.3 TpybHas obBsizka AoMmKHa ObITb paccymTaHa Tak, YTobbl NpegoTBpallaTtbh HakanmmMBaHUe KOH-
aeHcarta.

4.2.2.4 Bce ynpaBndawowme knanaHbel Ha TpyoHoOU 0bOBA3Ke OOMKHbI UMETb HeCMbliBaeMyr/HecTupae-
MY MapKUPOBKY, OTHOCALLYHOCA K UX (PYHKLUUAM (CM. 8.4).

4.2.3 CuctemMa oTKauku

4.2.3.1 Ctepunuzatopbl A0KHBI ObITb 0O0PYAOBaHLI BAKYYMHOW CUCTEMOW ANS yAaneHUs BO3ayXa,
BOAOblI N CTEPUNNIYIOLLEro areHTa. HuxHee 3Ha4vyeHUe abCconoTHOro AaBneHns, HeobxoaMMoro ans BeINonHe-
HUAA TpeboBaHUM pasaena 6, NP NCNbITAHUAX B COOTBETCTBMU € A.3 (NpunoxeHune A), AOMKHO ObITb YCTAHOB-
NeHo.

[TpunmeyaHune— BakyyMmHble CUCTEMbI B OCHOBHOM paboTtatoT Ha Boge. Cneayet yaensiTe BHUMaHNE ONTUMMN-
3auunm NCNonb30BaHUA BOAbl B TAKMX CUCTEMAX, MOCKONbKY A0OMKEH ObITb cobnogeH bananc mexay Ucnonb3OBaHNEM pe-
CYpPCOB M pasBeaeHnemM pacTteopa dopmanbagermaga Ao KoHUeHTpaunn, 6e3onacHbIX Ans OKpyXatowen cpegbl (CM. Takke
npunoxexue F).

4.2.3.2 Ctepunusatop A0MKeH ObITb CHabXeH cpeacTBaMU MPOBEPKU HA YTEUKy, BKNHYawoWMMM B
cebs1 HENMOCPeACTBEHHO KaMepy CTepUnM3aTopa 1 BCHO CBA3AHHYHO C HEW TPYDOHYI0 0OBA3KY U DUTUHTI.

[Tpn NpoBepKe Ha yTeuKy Kamepa cTepunumsaTopa U cBa3aHHasa ¢ Hell TpybHas 0bBsizka A0ITKHbI ObITh
OoTKayaHbl (BaKyyMUPOBaHLI) 40 TOYKA MUHUMANbLHOTO NpoLUeCcCHOro aasneHusa Unm Huxke. CKOpOCTb BO3pac-
TaHUA gaBneHua He aormmkHa npesbliwath 0,1 kla/MuH 3a nepuog He MeHee 5 MUH 1 He Bonee 15 MUH nocne
OOCTUXEHUA MUHUMaNbHOTro gaBneHus.

4.2.4 IneKkTpunyeckasa u mMexaHun4yeckan 6e3onacHoOcCTb

4.2.4.1 B oOTHOWEHUN OBOWErc KOHCTPYUPOBaAHUA AO0IKHbI ObITb npumeHumbl EH 61010-1
EH 61010-2-042.

[TpnmevyaHune—/[na pykoBoagCTBA B OTHOWEHUN CneundPn4ecknx 0COBEHHOCTEN KOHCTPYUPOBAHUS MOXET
bbITb NpumeHeH EH 60204-1. Pykosogsiwmne ykaszannsa EH 60204-1 no3BoNAT CHU3NTb 0OBEM UCMNbITAHUN.

4.2.4.2 Ctepunusatop O0DKEH yAOBNeTBOPATb TpeboBaHusM EH 61326 B OTHOLIEHUN SneKTpoMar-
HUTHOWU coBMecTUMOocCTU (OMC).

CTepunusaTtopsl, paboTatowme nMbo B 3oHaxX, npegnonaratmx NCrnorb3oBaHUe MeanLUHCKOro anek-
Tpudeckoro obopyaoBaHusi, NMMBo NodnM3ocTn OT APYroro YyBCTBUTENLHOrO 0bopyaoBaHUA, criegyeT pac-
cMaTpuBaTh Kak obopyaoBaHue knacca B B cootBeTcTBUMM ¢ EH 61326.

[ToMexoyCcTONMYMBOCTb AOITKHA ObIThb NpoBepeHa B cooTBeTCcTBUMU ¢ EH 61326, Tabnuua A.1.

Bribop KpUteprueB NoMexXoycToMUYMBOCTM cneayeTt NpoBoanTb B cooTBeTCcTBUM ¢ EH 61326.

BribpaHHbIE KPUTEPUN MOMEXOYCTONHYNBOCTU ACITKHbI rapaHTUPOBaTh, UTO paboune XapakTepUCTUKU
cTepunuaaTopa, yCTaHOBMEHHbIE B COOTBETCTBUN € 5.2, byayT cobntogeHsbl B HOpManbHbIX YCNOBUSAX 3KCMY-
aTauum npm BO3OencTBUM nomex B cootBetcTBUM ¢ EH 61326, Tabnuua A.1.
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4.2.5 Cucrtema aspauyun

4.2.5.1 llpn BEHTUNNPOBAHUN KaMepbl CTEpUNM3aTopa B Xo4e aspauunn B Lensax gaecopdunn n ypaBHU-
BaHWA OaBNeHUA B KOHLe npoLliecca AoMKHa ObIThb NpeaoTBpalleHa MUKpOOHas KOHTaMUHaLWS 3arpysku cTe-
punmnsaTtopa.

4.2.5.2 dunbTp, BCTpaMBaeMbld B CTEpUNMU3aTOP AN npeaoTBpaleHns MUKPOOHOM KOHTaMUHaLUK
3arpysku B xoae aspauun Uunn ypaBHUBaHUS AaBneHnn, AomkeH ObiTb nerkogocTtyneH anst 3amMeHsl. PunbTp
OOKeH bbIThb cnocobeH yaepxuBaTb No MeHblen Mepe 99,5 % Jvactuy, gnametpom 0,3 MKM npu nepenage
nasneHnn 1 6ap 1 Npyu MakcumarbHOM BO3QYLLUHOM NOTOKE.

Mexgy punbTpoM U KaMepoun cTepunnsaTopa AoMKHO ObITb NpeaycMOTPEeHO Hanuvme cpeacTs, npea-
OTBpaLllarLWnUX NPOTOK XMAKOCTU U3 KaMepbl cTepunusaTopa K punbTpy.

4.2.6 PamMbl 1 naHenu obLLUBKK

4.2.6.1 Ecnun aocTtyn K DOKOBLIM CTOPOHAaM CTepuUnusaTopa He TpebyeTcsa And ero HopMarbHOW 3KCMNy-
aTauunn, OOKOBbIe CTOPOHBLI ACIMKHbI BbITb 3aKPbLIThl NAHENAMN OOLLMNBKA.

[MTpnmevanune 1— Crepunmnaatopbl, NpeaHa3Ha4veHHble ANS BCTPauBaHUSA B CYLLECTBYHOLWME CTEHbI, NpW
YCNOBUN 0DecneveHnsi CIMTHOMO CThlKa MeXay CTEHOM U NepeaHnMn (MMUEBLIMKW) NAHENSIMU HE HYXKAAK0TCH B obecneve-
HUW DOKOBbLIMUW MaHensMmu OOLWNMBKW.

[MaHenn oOLWMBKK ACMKHBI 0bnagaTh AONTOBPEMEHHON YCTOMYNBOCTLIO K Koppo3nn. K ctepunusaTopy
OOIMKHbI ObITh NPUNOXEHbI UHCTPYKLIMKA MO OYUCTKE NaHenen.

[ PUMEYaAaHMWE 2 — B naHensx obwmnBKK MOITYT MMETbCA BEHTUWITAUNOHHbIE OTBEPCTUA.

4.2.6.2 llaHenn obLWIMBKK CcTepuUnmMsaTopa AoMMKHbI obecnevunBaTb AOCTYN A1 BbINONHEHUA paboT no
0B Ccny>XMBaHWNIO.

[TpumeyaHnwune—JJoctyn ans 06CcnyXMBaHms JOMKEH ObiTb OPraHM30BaH Tak, YToObl HE HapyLWwaTh TPEbOBaHUS
6e30nacHOCTM B OTHOLWIEHUM KaK NPOoAyKTa, Tak U nepcoHana. TpeboBaHusa K opraHu3aumm goctyna obycrnoBneHb! Mo

EH 61010-2-042.

4.3 lMpudopbl (ycTpoucTea) onNa UHANKaLUUN, USMEPEHUA U peructTpauyuu

4.3.1 O6bwue cBepgeHUN

4.3.1.1 YcTpoucrtea 1 npndopbl ANg MHOAMKALKUKA N peructpaumm (aanee — npudopbl) ACMMKHbI ObITh
naeHTNUUMpPoBaHsl Mo cBOUM PyHKUUAM. OHU ACITKHBLI ObITb NErkogoCcTynHbl, UMETb YEeTKYH0 HECMbIBAE-
MYIO/HECTUPAEMYIO MAaPKUPOBKY, ObITb NErkounTaeMbIMnN 1 yNpaBnseMbIMA.

4.3.1.2 MNMpnbopbl ACMKHBI BbITb pacnonoXeHbl U/MNn 3aWnLeHbl Takum obpasoM, YTobbl UX paboune
XapaKkTepUCTUKM ocTaBanunchb B npeaenax yctaHOBNEHHbIX ACMYCKOB BO BpeMsl paboThl cTepunmsaTtopa.

4.3.1.3 Ecnunpubop ana nHamkaumm noaknodatoT noovepegHo bonee yem K 0AHOMY AaTUMKy, JOMMKHA
ObITb NPpeaycMOoTpeHa HenpepbiBHasA MHAUKALNS aKTUBHOIC JaTvMKa, C KOTOPOro B TEKYLLMA MOMEHT CHUMALOT
noKasaHus.

4.3.1.4 TMokasaHusa npudbopoB AN HAUKaLMM N perucTpaunm AomKHbl ObITb YATAEMbBIMU C PACCTOSIHUS
(1 £0,15) M npn HoOpManbHOM UIU CKOPPEKTUPOBAHHOM 3PEeHUN U OCBeLleHHOCTM (215 £ 15) NK.

4.3.1.5 lNpnbopbl ANa MHAUKALUN, N3MEPEHUS N perncTpaLmm AoMKHbl ObiTb cHabXeHbl cpeacTBaMu
PDErynMpOBKN HA MECTEe aKcnnyaTtauum 6e3 AeMoHTa)Xa nyTeM UCMoNb30BaHUA yCTPOUCTBa aoctyna. [Ans aHa-
NOroBbIX NPUOOPOB, AEMOHTAaX KOTOPbLIX 3aTPyAHEH, ACITKHbI ObITb NPeayCMOTPEHbI CpeacTBa PerynmpoBKA
Ha MecTe.

[MTpumeyvyadune—Ilpn ncnonb3oBaHnmm UNPPOBLIX MHONKATOPOB AABMNEHUS MOXET noTpedboBaTbCs AOMOMHU-
TENbHLIN MHANKATOP C MEXAHUYECKUM NPUCOEANHEHNEM ANS1 YAOBNETBOPEHUSA TPEOOBAHUI HALUMOHANBbHbLIX NONOXEHUN O
cocygax, paboratowmx nog gasneHnem. Ecnm ananoroBbi NpndoOp yCTaHOBIEH TONBLKO ANS 3TUX ueneun, tpeboBaHme o
BO3MOXHOCTU PENYNMPOBKN HA MECTE AOITKHO ObiTh UCKITIOYEHO.

4.3.1.6 [JononHuTenbHble PYHKLUK, MetoLnecst y npubopoB Angd pernctpaunum Unm nHankaumu, He
OOIMKHBI yXygllaTh TOYHOCTb pernctpaunn gaHHbIX N nHgnkauun.

4.3.2 MNMpudopbl (ycTpoUCcTBa) ANA UIMepeHNa TeMmnepaTtypbl

4.3.2.1 Tlpn ncnonb3oBaHuun ANa ynpasneHUa npoLeccoM, MOHUTOPUHIa UNKU peructpaunum gaHHbIX
NpMbopbl ANS N3MepeHns TeMnepaTypbl A0MKHbI UMeTb MakcuManbHYto norpetuHocts 1 K nnm meHee B gmna-
naszoHe namepeHun ot 20 °C go 100 °C 1 MMeTb BOSMOXHOCTb perynmposkn ao = 0,5 K nnm meHee oTHOCHK-
TeNnbHO TeMnepaTypbl cTepunmsaLnn.

4.3.2.2 CucTeMbl ynpaBneHUa TeMnepaTypon AoMKHbl ObIiTh 3alymleHbl OT HeCaAHKLIMOHUPOBAHHOIO
OOCTyna nyTem UCnonb3oBaHUA YCTPOUCTBA AoCTyna.

4.3.2.3 [na namepeHuda temnepaTtypbl KaMmepbl A0MKHbI ObITb UCMNOMBb30BaHbI MO MeHbLIEN Mepe ABa
He3aBUCUMBbIX AaTyMKa, npeaHasHaYvYeHHbIX 4Nna UHAQUKauMn, ynpasneHua npoueccom 1 pernctpaummn aaHHbIX.
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daTynkn OomKHbI ObITh pacnonoXeHbl B Hanbornee npeacTtaBUTENLHON TOYKE KaMephl, cneungnumnpoBaHHOM
KaK KOHTPOJIbHasA ToYKa U3MepeHnda TemMnepaTypbl.

4.3.2.4 [pnbopsbl pernctpaumm gaHHbIX U NpUdOPLI MOHUTOPUHIa/ynpaBneHust A0MKHbI ObITb B3aUMHO
He3aBUCUMBbI, KaK NpeanoXeHo Ha Nobon U3 cxem, nokasaHHbIX Ha pUCYHKe 3.

wi <A NE]
AR

A
3

3
N

1 — kamepa

@ — nNpubOop, NoKasbIBAKLWUN TEMNEPAaTYpYy; @ — nNpnbop, perncTpmpyrowinm gaBsneHue;
E — nNpmnbop, NoKasbiBaKLLMNA AaBneHne; E — KOHTpOJ1NEp, ynpaBnAaLLUMA TEMNEPaTypPOu;

@ — Npubop, PerucTpupyrLLMni TeMneparypy; — KOHTpONnep, ynpaBnswLlWUi JaBneHUem

PUCYHOK 3 — CXxembl OpraHmsaumv noaknioyYeHnst 4aTHMKOB TEMNEpPaTypbl M AaBNEHUS

4.3.2.5 daTuyuk Temnepartypsbl, BKNoYad M3MepUTEeNbHYIO CUCTEMY, K KOTOPOWU OH NpucoeanHeH, Oon-
)XEH UMEeTb BpeMA peaKLnn ty g < S C Mpn UCNbITaHNK B NOTOKe BoAbl B cooTBeTCTBNM ¢ EH 60751,

4.3.2.6 Cucrtemsl ynpaéneHmn TeMnepaTtypou A0IMKHbl UMeTb PYHKLUIO, BbI3biBAIOLLYIC MHOUKALUIO O
HeUCnpaBHOCTU, eCnii AaT4YMK TeMmnepaTypbl BbIXOAUT U3 CTPOA.

4.3.3 lNpubopbl (ycTpoucTea) MHAUKaALUN TeMnepaTypbl

B gononHeHne K TpedoBaHnam 4.3.2.1 npndopbl nHAUKaLMKM TeMmnepaTypbl AOTTKHbI:

- BbITb rpagyMpoBaHbl B rpagycax Lenbcus;

- UMeTb gnanasoH namepeHnn 0 °C — 100 °C;

- aHanoroBble NpNdopbl — UMETb rPaayUPOBKY C LIeHON AeneHus wkanel He Xyxe 2 °C;

- undpoBbie Npudopbl — MMeTb paspelieHne He bonee 0,1 °C.

4.3.4 lNMpudopsbl (ycTpoucTsa) NaMepeHna U UHAUKaLUu gaBrneHuns

4.3.4.1 Tlpnbopbl N3MEpPEHNa U UHOUKALMK OaBleHUs, UCNoNb3yemMble AN pernctpaunum gaHHbIX,
MOHUTOPUHIa UNn ynpaBneHns NpoLueccoM, A0MKHbI ObITh 3alULLEHbI OT HECAaHKLUNOHNUPOBAHHOIO A0CTYNA C
MOMOLLbIO YCTPOWUCTBA AoCTyna.

4.3.4.2 [Ana pernctpauun gaHHbIX U MOHUTOPUHIA UMK ynpaBneHnusa npoueccomM A0MKHbI ObITb NPUME-
HUMbl CUCTEMBI, N3MepALLne abconTHoe AaBneHune.

4.3.4.3 [Ina namepeHusa gasrneHnsa B Kamepe crtepunusatopa A0MKHbI OblTb MCNOML30OBAHbI MO MEHb-
Len Mepe ABa He3aBUCUMBIX AaTyKKa, npegHasHadeHHbIX ANg nHaukauumn, permctpaunn gaHHbIX UK ynpae-
NNEHUNS NMPOLLEeCCOM.
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4.3.4.4 YcTpoucTBa perucrtpaunm gaHHbIX 1 YCTPOUCTBA MOHUTOPWUHIa/ynpaBneHnUs A0 KHbI ObITb B3a-
MMHO HE3aBUCUMBbI, KaK NMpeanonoXeHo Ha Niobon N3 cxem, NoKasaHHbIX Ha PUCYHKe 3.

4.3.4.5 KaHanbl nusmepeHuns AaBneHusl, UCNonb3yemMble AN ynpaBneHusa npoLueccom, MOHUTOPUHIa Y
perncTpaunm gaHHbIX, A0JHKHBI UMEeTb MakcuManbHO AONYCTUMYIO norpellHocTb 1 % no BcemMy AuManasoHy
LLIKanblI U gonyckaTb KoppekTupoBky Ao + 0,8 klMa nnu meHee B gnanasoHe ot 0 kl'a (0 6bap) Ao gaBneHUs cTe-
pUNM3aLnn.

4.3.4.6 KaHanbl namepeHuns gaBneHus, ncnonb3yemMble ANs ynpaBreHUs NpoLeccoM, MOHUTOPUHIa U
perncTpauum aaHHbIX, AOJDKHblI UMeTb PYHKLUIO, BbI3biBaOLWYC MHOUKALIMKO O HEUCNPAaBHOCTU, eCn AaTyuK
OaBMNeHNA BbIXOOUT U3 CTPOA.

4.3.4.7/ YCTpoOUCTBaA MHAMKALMMA AaBNeHUA AOMKHBI UMETb!

- rpagyupoBKy B kunonackansax (kla) unn B bapax;

- WKany, oxeaTtbiBaowyto ananasoH ot 0 kl'a (0 6ap) Ao sHayeHua, kak MUHUMYM Ha 10 % BblLWe 3HaYe-
HAS MaKCMManbHOIO NPOLECCHOro paboyvero AaBneHUs, Npu X UCNoNb30BaHUX ANd ynpaBneHns NpoLeccom
NN anst MOHUTOPWUHIA;

- MakCcMManbHO AONYCTUMYIO NOrPEeLUHOCTb, YKaszaHHYo B4.3.4.5, NpU UX UCNONb30OBaHWUM ANS ynpaBsre-
HUSA NPOLLeCCoOM UNK Anga MOHUTOPUHIa, UM MMeTb MakcuMarbHO AONYyCTUMYO norpelHocTb 1,6 % Unu nyy-
LLie MO BCeMy AManas3oHy LLKanbl Npyu UCMonNbL30BaHUN OANA APYrnxX Lenewu;

- aHanorosble Npubopbl — UMETH LeHYy ageneHus wkansl He bonee 5 kMa (0,05 6ap) npun NCNONb3oBa-
HAW AN ynpaBneHnst NpoLeccomM Unn Ansg MOHUTOPUHra, UM MMETb LieHY aAeneHus wkansl He bonee 20 kla
(0,2 6ap) npu NCNonb3oBaHUN AN APYrux Lenewu;

- aHanoroBble NpPUdopbl, NoKasbiBaLWKMeE N3OLITOYHOE AaBMNeHUe, — UMETb YEeTKYIO UAEHTURUKaLUNIo
MaKCUMalbHO ACNYCTUMOro pabovero AaBneHus;

- UndppoBble NpUdbopbl — UMeTh paspelleHue He bonee 0,5 kl'a (0,005 bap) n aonyckaTtb KOPPEKTUPOB-
Ky oo + 0,8 kl'a (0,008 bap) nnu nydvwe B gnanasoHe ot 0 kla Ao sHavyeHUs1 AaBNeHUNA CTepunusaLnn.

4.3.5 Tanmepbl U YyCTpOUCTBA UHOUKALUU BPEeMEHN

4.3.5.1 Tanmep gomkeH ynpaBndaTb BpeMeHeM yaepXaHus.

4.3.5.2 llepnoabl BpeMeHn, oTCUUTBIBAeMble B NpoLecce cTepunmsaunn, A0/PKHBI UMEeTb Heonpeae-
NEeHHOCTb U3MepeHusa He xyxe + 1,0 c.

4.3.5.3 lpn nignkaunn gatsl 1 BpEMEHU MPUMEHUMBIMU A0SKHbI ObITb ddopMaThl rogbl: MecsiLbl: OHW
(rr:Mm:44) U Yacbl: MUHYTBI: CeKYHAbl (Y4:MM:CC).

4.3.5.4 [lepunoabl BpeMeHM ANa KaXaou 4acTu npouecca, ynpasnsgemMoun no BpemMeHun, A0MKHbl A0MnycC-
KaTb PerynmpoBKy TONbKO C NpUMeHeHneM YCTPOWUCTBaA [cpeadcTBal gocTyna.

4.3.5.5 [lomkHbl ObITb NPeaycMoTpeHbl CPeacTBa, HE3aBUCUMbIE OT CPeACTB ynpaBneHUst NPoLUEeCcCoM,
Ons BepudnkaLnMm nepnogoB BpeMeHM UCNONMHEHNA KaxXaon dpasbl npoLecca.

4.3.6 CyeTYUK LUKNOB CTEpPUNUN3aALUN

[ormkeH bbITb NpeayCMOTPEH CHETYUK AN UHANKALUN KYMYNATUBHOMO YUCNAa BCEX 3aNyLUEHHbIX Ha CTe-
pUnnM3aTope LUUKNOB, B TOM YUCNE U TEX, B XO0A€ WUCMONIHEHUA KOTOPbLIX BO3HMKANN COOU/HEUCNPpaBHOCTN.
CYeTYMK LMKIOB AOCIKEH UMETb HEe MeHee YeThkIpeX paspagoB U He AOMMKeH AonyckaTb BOSMOXHOCTU Criydan-
HOro UM HaMmepeHHoro cbpoca nokasaHun.

4.3.7 CpeacrBa 3annucu U perucTpaumm gaHHbIX

4.3.7.1 Obwmne TpeboBaHNA

4.3.7.1.1 3anuceiBarowim npudop AomKeH ObiTb HE3aBUCUMBIM, T. €. ero U3sMepuTenbHble Lenu, a Tak-
Xe obpabaTbiBaeMble UM gaHHble KU pacnedaTbiBaeMble 3Ha4YeHUS AOMKHbI ObITb HE3aBUCUMbI OT aBTOMAaTU-
YeCcKOro KoOHTponnepa.

[TpumevyaHune 1— 310 TpeboBaHne He UCKMOHAET nepegadyn MHOOPMALUMOHHbBIX aHHbIX OT aBTOMaTU4YECKO-
ro KOHTPONNepa K sanuceiBatowemy npubopy n obpartHo Yepe3 KOMOMHNPOBAHHYO CUCTEMY Nepeaaqn JaHHbIX.

[TpnmedvaHwune 2—VaeHTudukarop crepunnisaropa, HOMEP LUMKIa u UAEHTUMUKATOP 3arpy3kn MOryT 3anmchbl-
BATbCH aBTOMATUYECKM.

4.3.7.1.2 Ona onepaTUBHBLIX MHCNEKLUMIN, a Takke ANA AOKYMEHTUPOBaHNA NapTUX aHanorosblie U LA-
POBbIE 3anuchIBatoWmMe Npubopbl AOMKHBbI 3anUCkiBaTbh 3HAYEHUSA AaBNeHUS U TeMnepaTypbl OTHOCUTENbHO
BpeMeHW UCNONTHEeHUA LUUKNa. 3annuc OOIMKHbI NMO3BONMSATh BbINONMHEHUE OUEHKMA AaHHbIX HAa COOTBETCTBUE
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cneundpuruMpoBaHHBIM NPORUNAM TeMnepaTyphl U AaBNeHUA Ha NPOTSXKeHUU Bcero Lukna [cm. 9.2, nepevunc-
neHne a)l.

[ PMMeEeYyYaHWE— PacnevarbiBaemble AaHHblE MOI'YT COCTOHATb U3 LI,MCprBbIX AdHHbIX, aHallOTOBbIX KPUBbLIX UTTU
N3 UX COHETAHNSA.

4.3.7.1.3 3anuncu, BbINOMNHAEMbIE 3anucbiBatoLLMM NMpnbopom, AOIMKHbI BbITb YNTAaeMbIMU B COOTBET-
CTBUW C onpeageneHuem, gaHHeiM B 4.3.7.1.6, n nognexaTb XpaHeHUIo B YCTaHOBNEHHLIX YCITOBUAX B Te4YeHue
He MeHee 10 nerT.

4.3.7.1.4 Ecnn B cTepununusatope BO3HUKAET HEUCNPaBHOCTb, 3anuchiBatoLLUMKA NPpUOOP AOCMKEH Npo-
aomkaTtb pabotaTbh, 3a UCKMIOUEHMEM cnyvyaeB nepeboeB B nogade Ha Hero NUTaHusa UNnn Bbixoda U3 CTPOoS
HenocpeaCcTBEHHO 3anucbiBatoLero rnpndopa.

4.3.7.1.5 3anuceiBaroLime nprubopbl ACITKHBI UMEeTb MHTepBarn cbopa AaHHbIX He XyXe 2 C Ha KaXablii
KaHarn.

4.3.7.1.6 3anucu OomKHbl ObITb YNTAEMbIMK C paccTodAHUA (250 £ 25) MM Npn HOpMalbHOM UM CKOpP-
PEKTUPOBAHHOM 3PEHUN N OCBeLUeHHOCTU (215 £ 15) nK.

4.3.7.1.7 Ecnun wKana BpeMeHn MapKknpoBaHa, eaquHuLamMin WKanbl A0IMKHbI ObITb MO0 cekyHAbl, NMDOo
MWUHYTbI, NMOO0 Yackl, MO0 AOMKHBbI ObITb UCNONB30BaHbLI COOTBETCTBYOLWNE MHOXUTENN. [epnoabl BpeMeH !
00 5 MUH OOMKHBI UMETb HeonpeaeneHHOCTb UaMmepeHns 2,5 % unnm meHee, a nepuodbl BpemeHn bonee
5 MUH — 1 % 1nnn meHee.

4.3.7.1.8 [onxHbl ObITb NpeAyCcMOTPEHbI CPeACTBa KOPPEKTUPOBKM 3anncbkiBaroLLerc npnbdbopa Ha Mec-
Te aKcnnyatauum nyTemM UCnosnb3oBaHUA YCTPOWUCTBa AocTyna.

4.3.7.2 3anucbeiBatowne npmndopsbl, NPoU3BOASILLME aHANOroBblie 3annucu

4.3.7.2.1 3anuceiBaroLwwne npmndopsbl, Npon3BoadaLLMe aHarnoroBble 3anucu, A0JTKHbl UMETb CKOPOCTb
MPOTSKKMA OymMarn He meHee 2 MM/MUH.

4.3.7.2.2 Tlpn 3anncu Ha ogHON N TOW XXe anarpamMmme AByX Unn 6onee nepeMeHHbIX pacneyaTbiBaeMble
Ha gnarpamMmme MeTKU WKanbl 40MKHbI ObITb 0OLWKMMK ANS1 BCEX PErNCTPUPYEMBIX NEepeMEHHBbIX, a Hanbonb-
LA MAPKUPYEMbIN MHTePBan A0IKEH ObITh NocneaoBaTeflbHbIM AN KaXXA0WU N3 permcTpupyemMbix nepemMeH-
HbIX.

4.3.7.2.3 3anuceiBaolime npudopbl, NpoU3BoAsLLINE aHaNOroBble 3anucu, ACIMKHbI UMETb LLMPUHY
LKanbl gunarpaMmmHon dymari He meHee 100 mm.

4.3.7.2.4 3anucbiBalollnMe 3HaYeHUa TemnepaTtypbl Npudopbl, NPOM3BOAsLNE aHANOroBbIe 3arucu,
OOMKHbI:

- MUMeTb WKany, rpagyupoBaHHyo B rpagycax Llenbcus;

- MMeTb WKany, oxeaTbiBaowyto ananasoH ot 0 °C ao 100 °C;

- MMeTb MakCUManbHO AonycTUMYK norpelwHocTe 1 % mnu meHee B AnManascHe wkanel o1 0 °C go
100 °C;

- OOonycKaTb BO3SMOXHOCTb KOppeKkTUpoBkn Ha £ 1 °C nnm meHee OTHOCUTENbHO TeMnepaTypbl CTepPUNn-
3aLun.

4.3.7.2.5 3anuceiBawoLwine gasneHne npnbopsbl, Npon3BoasLlimMe aHanoroBble 3annmcun, OMKHbI:

- UMETb Ha anarpamme LKany, rpagympoBaHHyo B bapax Unm Kunonackansix;

- MMeTb WKany, oxeartbiBatoLwyto ananasoH o1 0 klla (0 bap) Ao makcMmanbHoOro pabovero gaBneHUs
npouecca;

- MMeTb MaKcManbHO AOMNYCTUMYIO NMorpelwHocTb 3anncK 1,6 % nnu meHee no BcemMmy gmanasoHy LWKarnbl;

- AonycKkaTb BO3MOXHOCTb KoppekTupoBkM Ha 1,0 kl'la unu nydile no Bcemy gmanasoHy LUKanbi.

4.3.7.3 3anucbeiBatowne npmdopsl, Nponssogsme LngpoBbie 3annucu

4.3.7.3.1 3anuceiBarowine npudopbl, npoussogsiline undpoBbie 3anucu, OOMKHblI WUCMNOMb30BaTb
andpaBUTHO-UMPPOBLIE CUMBOIbLI U onpeaensTb AaHHbIE B BUAe TeKCTa.

4.3.7.3.2 3anuceiBatowine nprubopkl, Nponssoasime LMdppoBble 3anncin, A0MKHbI UCMONb3oBaTh bDyMma-
ry, MO3BONAIOLLYIC NevyaTtaTb He MeHee 15 3HaKoB B OAHOU CTPOKeE.

4.3.7.3.3 3anuceiBaroLlne TeMmnepartypy npdopsl, npomnssoasine LndpoBble 3anucu, A0SHKHbI UMEeTb:

- WkKany, oxeaTbiBatowWwyro gmanasoH ot 0 °C go 100 °C;

- MakCcMManbHO AONYCTUMYIO norpelHocTb 3anucn 1 K unu meHee B gnanasorde o1 20 °C go 100 °C.

4.3.7.3.4 3anucbiBatowine gasneHne npundopel, nponasoasiLimne U poBble 3anmcu, Ao HKHbl UMETb:

- WKany, oxeaTtbiBatowyto ananasoH ot 0 kl'a (0 bap) 4o sHayeHuUs, kKak MUHUMYM Ha 10 % Bbllle 3HaYe-
HUSA MaKCUMalbHOro NPoLEeCcCcHOro pabovero AaBneHus;
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- MMETb MakcUManbHO ACNYCTUMYIO NorpellHocTb 3anuc 1,0 % nn meHee nNo BCeMy ananasoHy LWKarbl.

4.3.8 UHaukKauua n perncrtpauua gaHHbIX

4.3.8.1 YcTaHOBNEHHbIE Ha cTepunuaaTope npnbopbl AOIMKHBI obecnevmnBaTh onepaTtopa No MeHbLUIEen
Mepe cneayrowen BusyanbHOU MHpopMaLnen:

a) nHgukaumen sHavyeHU gaBrneHnsa B KaMmepe cTepunmsaTopa;

b) nHaukauueun sHa4vYeHU TeMnepaTypbl B KamMepe cTepunmsaTtopa;

C) peructpauuen sHad4eHU TemnepaTypbl B Kamepe cTepunmsaTopa HesaBMCMMO OT aBTOMAaTUYECKOro
KOHTponnepa;

d) perucTtpaumen 3HavyeHUN OaBNeHUA B KaMepe cTepunmusaTopa He3aBACUMO OT aBTOMaTUYECKOro
KOHTpONnnepa;

e) nHgukaumen sHadeHUn TemnepaTypbl CTEHKU KaMephbl CTepunmsaTopa,;

f) MHguKkaumnen sHavyeHU gaBneHUa AN TemMnepaTypbl ucnaputensa dpopmansaernga (419 AeMOHCTpa-
LI ero crnocobHOCTU K BbiNapuUBaHUIO);

g) MHOUKaUWen 3Ha4YeHUN TeMnepaTypbl pyballkn, ecnu cTepunmsaTtop UMeeT Harpesaemyto pyodaLlKy;

h) MHOWKauMen gaBneHna nogaBaemMoro napa npu UCnonb3oBaHUM naporeHepartopa, npeaHasHa4YeH-
HOTro ANs NUTaHUA cTepunnsaTopa;

1) nHAMKaumnen TekyLero CoCTosAHUA roTOBHOCTU (OXXMOaHUSA);

|) nHaukauueun cocTossHUA «[1Bepn 3anepThi»;

K) nHankauunen BblbpaHHOro LKMKNa cTepunmsaunm;

1) nHankaunen «BbinonHAETCA LUKI»;

m) MHOMKaumeun tekylen gpasbl Lukna ctepunmsasinun;

n) nHaukauneun «LlmMkn saBeplueH»;
0) MHOWKaLMen HencnpaBHOCTU, eClnU TakoBad BO3HMKaAET (CM. 5.4);

)
)

P) MHOUKaALMEWN BO3IMOXHOCTU OTKPbLITUA ABEPU CTEpPUNN3aTOpPA;
dq) MHAWKaUMeW nokasaHUM cHeTYMKa LIMKIOB.

[MTpumevanume 1—Tllosmummc), d)m q) npegycmarpmBaoT BO3MOXHOCTb BCTPaAUBaHUSA B OHY 3annCbIBatoLLYO
CUCTEMY.

= A

[TpumevyaHwmue 2— 3a ncknoyeHmnem crnydaes, onmncadHblX B EH 61010-2-042, nosanuunn a), b), ), f), g) n h)
npeaycMaTpuBatoT BO3MOXHOCTb BCTPAMBaHUSA B CUCTEMY, B KOTOPOW NOMNb30OBaTENb MOXET BblOMpaTh BbIBOA HA ANCNIEN
nobdoro n3amepeHus.

[MTpumevaHune 3—Illo3amumsa m) — nHAMKaUUS TEKYLWEN dhasbl LMKNa — MOXET BKIoYaTh B ¢ebs no3mumm i),
i), 1), n)np).

4.3.8.2 B gononHeHue K BbilleyKkaszaHHOMY NpUbopbl Ha ABYXABEPHOM [MPpOXOoAHOM] cTepunusartope
OOIMKHBI 0becneynBaTh BbIBOA cneayiouen Bu3yanbHOU MHPOPMaL UMM Ha CTOPOHE pasrpys3Kku;

a) nHauKauuM aaBneHus B Kamepe;
) nHaAnkauum «BeinonHaeTca LUKy ;
) nHaukauun «Llnkn 3aBepLieH»;
)
)

MHAUKALMKA BO3MOXHOCTU OTKPLITUSA ABEPU cTeEpUnusaTopa;
MHAUKALMKA HENCNPaBHOCTU, €CN TakoBasd BO3HMKAaET.

5 YnpaBneHue npoueccom

5.1 Obwume ceBegeHUn

5.1.1 CTepunuzatop AOomKeH ynpaBnATbCA aBTOMaTUYECKUMM KOHTPOMNNEepoM, MMerLWMmM oguH Unu
HeCKOIbKO 3apaHee 3anporpaMmMmnUpoBaHHbIX CTePUNM3aLUNOHHBIX LIUKIOB.

5.1.2 Ctepunusatop gomKeH pabotatb CO cneymanbHO co3aaHHbIMW nporpamMmmamm, NOCTOAHHO Xpa-
HALLMMUCA B NaMATM aBTOMaTUYECKOro KoHTponnepa. Jltoboe nameHeHmne aTux cneymansbHbIX NporpaMmm 1Mnu
NX NapamMeTpoB AOMMKHO TpeboBaTb NpUMEHeHUS YCTPOUCTBA [cpeacTBal aocTtyna.

[TpumeyaHune— ABTOMATUYECKUE 3arPy3Ka N pasrpyska MoryT 3anyckatbcs 6€e3 ncnonb3oBaHUs YCTPOUCTBA
[cpeacTeal gocrtyna.

5.1.3 lNepemMeHHbIe LMKNA U NapaMeTpbl UMKNa, 3anporpaMmMmpoBaHHble B aBTOMaTUYECKOM KOHTPOI-
nepe, U AonycTuMeble npeaensl, No3BonsoLmMe o0CTaBaTbCH B paMKax TpeboBaHUN K XapaKTepucTukam, nepe-
YMCNEHHBIX B pasaene 6, AOMMKHbI ObiTb YCTaAHOBMNEHLI [CM. Takke 9.2, nepevncneHue a)l.
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5.1.4 ABTOMATUYECKNN KOHTPOMNEP AOCMKEH ObITb 3aLULLEH OT KOPOTKUX 3aMblKaHUN B KOMMOHEHTAaX
M1 B 06opyaoBaHn, NPSAMO UMM KOCBEHHO CBA3AHHBLIX C KOHTPOIEPOM.

[TpumedvaHwune 1—PykoBogsawme ykazaHnsa — B cooteetcteumn ¢ EH 60204-1.

[TpumevaHune 2— Bepudbumkaumsas MOXET OblTb AOCTUTHYTA NYTEM OLEHKM COOTBETCTBUSA TpeboBaHUAM
EH 60204-1.

5.1.5 ABTOMaTUYECKNN KOHTPONNEP ACIMKEH ObITb pacronoXeH Takum obpasom, YToDblI HE ACMYCTUTL
NPEeBbILLEHNA YCTAHOBMEHHbIX ANS1 HEr0 MakCUMarnbHbIX 3HAYEHUI TeMNepaTypbl U BNa)KHOCTMW.

[TpumedaHune— ObbMHO TEMNEPATYPA U BMNAXHOCTb BONM3W OT CUCTEMbI YNPAaBNEHNs HE AOMXKHbI NPEBLIWATD
50 °C n 85 % (OTHOCUTENBHOW BNAXHOCTN) COOTBETCTBEHHO.

5.1.6 ABTOMaTUYECKNA KOHTPONNEp AOMKEH UMEeTb MHANKATOPbI COCTOAHUA KaxXaoro uudpoBoro xoaa
1 BbIXoAa.

[TpumMmevyaHwmne— 3TN MHAMKATOPbI MOIyT ObITb PACNONOXEHbI BHYTPY KOXYyXa KOHTponnepa.

5.1.7 KoHTponbHasga To4Yka U3amepeHunda TemnepaTypbl 4oTKHa OblThb BbiOpaHa TakuMm obpasoMm, 4Tobbl Ha
NPoTSXKEHNN BPEMEHU yaepXXaHUa TeMmrnepaTypa B 3TOW TOYKe KoppenupoBana ¢ TeMnepaTypon B NoNe3HOM
MPOCTpaHCTBE KaMepbl cTepunmsartopa.

5.2 Uukn ctepunusayum u aBToMmaTuyvecKkoe ynpaBrieHue

5.2.1 MNpoBepKy Kamepbl CTEpUNN3aTopa Ha yTeuKy crneayeT BbINONHATL MO0 B X04e NepBON BaKyyM-
HoW dbasbl, NTMOO B TeYeHMe BCero BpeMeHn yaepXaHusd. YnpasrneHne npoLeccoM AOIMKHO YYUTbIBaTb, YTO
PV BbIMOJTHEHUN NMPOBEPKN Ha YTeuKy B Xo4e NepBon BakyymMHoW dasbl Bpems ctabunmsaunm gaBneHns He
bonee 15 MUH MOXET NpeALecTBOBaTL BbIMOHEHUIO NMPOBEPKN.

N3mepeHHoe n3MeHeHe aaBNeHUs B KaMepe cTepunusaropa AomkHo obiTb He bonee 50 Na (0,5 mbap)
3a 1 MUH nNpn naMmepeHnn B TedeHne 10 MuH.

Bo3pacTaHue gaBneHUs B kKamMepe 3a cueT MHXeKUUKU dpopmanbaernga He cnegyeT paccMaTpuBaTh Kak
yTeuKy Npn OLEHKEe CKOPOCTU YTEYUKNA.

[onkHa ObITb NpeagycMoTpeHa BU3yanbHaga W/mnu 3aByKoBagd MHAMKALIMA B TEX cnyYasX, Korga npoBepka
Ha yTeuyky gaeT oTpuuaTtenbHbli pesynbTaT. [lpouecc ACJPKEH aBTOMaTUYECKU NpepbiBaThbCcA hason aspa-
LMK, a B TEX CNyYasX, Koraa yxe dbina BbINOMTHEHA NHXEKLIUA CTEPUNNIYIOLLIEro areHTa, 4omkHa HeMeaneHHo
3anyckaTbca pasa gecopbunn.

5.2.2 [lapameTpshl, onpeaenexHHble B Xoae paspaboTki npouecca Kak KpUTUYeCKUe no OTHOLIEHUIO K
LUKNY cTepunusaunn, AomKHbl ObITb BOCNPOU3BOAMMEI B npeaenax, ykasaHHbiX B 5.1.3. 3T0O A0MKHO ObITb
00OKa3aHO UCNbITAHUSAMWU, YCTaHOBNEHHbIMUK B Tabnuue B.1 (npunoxeHue B).

5.2.3 [onxHbl ObITb NpeaycMOTpeHbl CpeacTBa, NO3BONSAKLME rapaHTUPOBATL, UTO B UCNapUTEb ObIN
noAaH yCTaAHOBMNEHHbIA 00 beM MUKPODOLMAOHOIO pacTBopa U UTO 3TOT 0ObEeM ObIN BbiNMapeH.

5.2.4 ABTOMaTUYECKUN KOHTPONNEP AOIMKEH rapaHTUPOBaTh, UTO BCe XUMUYeckne/pusndeckme ycno-
BUSA, Heobxoammble ans obecneveHns apPeKTUBHOCTU U BOCNPOU3BOAUMMOCTIU LMKNa CTepMnnU3aLnn, OocTu-
raloTcd B TedeHUe yCTaHOBNEeHHbIX NepuocaoB BpeMEeHMN.

[TpnmeyaHune— Abcopbumns/agecopbumns dpopmanbgermaga s3arpyskon n obpasosaHue napadopmanbgernga
MOIYT CHMXaTb KOHUEHTPAaUUIO BbINAaPEHHOro hopmanbaerna B Kamepe B Xoae BbINONHEHUS npouecca.

5.2.5 Unkn ctepunuzaumm gormkeH BkNwoYaTb B cedba dpasy gecopbumm (cm. EH 61010-2-042,
MYHKT 6.2).

5.2.6 CucTemMa npoaBMKeHUs No dpaszamM aBTOMaTUYECKOroc KOHTponnepa AoimKHa rapaHTuMpoBaTh B
TeyeHue LUKMKna cTepunmsaunm BOSMOXHOCTb Nepexoda oT 0AHOU pasbl K ApYron ToONbKO NMpu YCNOBUK, YTO
ObIN AOCTUTHYTHI BCE 3HAYEeHUs, Tpebyemble AN TaKoro nepexoaa.

5.2.7 ABTOMaTunyecKkad npoayBka nocne Uukna AomkHa BbINMOMHATLCA HenpepbIBHO UMX NMOBTOPATLCA
00 Tex Nop, NokKa He byaeT OTKpbITa pasrpysovHasa ABepb ANs U3BMeYEeHUA 3arpys3kn U3 ctepunmsaTtopa.

[MTpumeyaHune 1—[ecopbumnst OCTATKOB KOHAEHCATA U3 3arpy3ku CTepuUnnM3aTopa MOXeT NPoaoKaTbCsl, MOKa
3arpyska octaeTcsl B KaMmepe crepunuaaropa.

[TpnumedvaHnwune 2— [dnanoggepxaHnda 3ToN BO3IMOXHOCTY yaarneHUsa HakonneHHbIX OCTaTKOB chopmManbaernaa
N3 KaMmepbl U TPYOHOW 0BBA3KM PEKOMEHAYETCH OTAENbHbLIN NMpouecc obenyxuBaHus [cMm. 9.2, nepevncnenne a)l.
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1 4 6
7 — MycK unKna; a — NpoLuecc cTepunui3auum;
2 — Ha4ano NHXeKunn CTEPUNN3YIOLLErO areHTa; b — pabo4unin UUKn;
3 — npoayBKa B Xo4e UMKNa; C — UMK CTEPUNN3ALINU;
4 — HOWKaUUA 3aBepPLUEHNSA LUKNA; d — BpeMs 3KCNo3nuuu;
5 — noctumkn (noctobpaboTka); e — BPEMSA YPaABHUBAHUS;
6 — MHOMKaUMA 3aBepLUEHNA LUMKNa Npu 3agepKKe f— npeaBapuTErbHbIN Pa3orpeB KaMmepbl
OTKPbITUSA OABEPEWN/ pasrpysKku, CTEPUNN3ATOPA;
/ — BbIrPy3Ka NpoCTEPUNN30BAHHbIX N3OENVN, g — yaaneHue Bo3gyxa n KOHAQUUNOHUPOBAHWE;
8 — [OaBrieHne OKpyXatloLwen cpeibl B KaMepe; h — Bpemsa yaepxaHus,

i — pecopbuuns;
| — aspauus

PncyHok 4 — [Npunmep npouecca HTT1P-ctepununsaumm, 4eMOHCTPUPYIOLWMIN B3AUMOCBA3N YacTeWn npouecca

5.3 lNepexBaT ynpaBrieHUA y aBTOMaTUKU

5.3.1 Onsa obcnyxmneaHnsa 1 UCNbITaHWUA, a TakkKe ANs aBapUNHbIX CUTYaL A JOMKHbI ObITb NMPeayCcMOoT-
pDEeHbl cpeacTBa, NO3BONMALNE NEPENTN Ha pyYHOE yrnpaBieHne NpoLeccoM ¢ NOMOLLbIO aBTOMaTUYECKOro
KOHTponnepa.

[Tpunmeyadnune— [HononHutenbHblie TpebOBaHUA, Kacatowmecss 6e30nacHOCTU BMeLllarenbCcTBa B NPOUECe, U
drakTopbl 6e30NacHOCTU ANs OKpyXatoLwen cpeqbl yctaHoBneHsl B EH 61010-2-042.

5.3.2 Wcnonb3oBaHWe cneumnanbHOro onepaTopcKkoro opraHa ynpasfeHnsa Ui NHbIX CpeacTB npepbl-
BAHWUA NpoLecca cTepunmsaummm AomKHO NPUBOAUTL K BKIIHOYEHUIC MHANKALWMA HEUCNPABHOCTMW.

5.4 HeucnpaBHoOCTb (cO0N)

5.4.1 Ecnu HeucnpaBHOCTb (COOM) BbiNa Bbi3BaHa NpekpalleHnem nogadun nutaHug, To Nocne BoccTa-
HOBIMEHUS nogadvn nTaHnUsa AoKHbI ObITb BbINOHEHbI TpeboBaHus 5.4.2—5.4.8.

5.4.2 EcnunnepemMeHHbIe LKA UITX 3HAYEeHUSA napaMeTpOoB HaX0OATCHA BHe NpedenoB, YyCTaHOBNEHHbIX
Onga HUX U3rotoButenem (cM. 5.2.2), UNK npepbiBaeTcd nogadva nutaroLlux cped Ha nepuoad, A0CTaTOUYHbIN
019 TOro, YToObl 3T NepeMeHHble He AOCTUMNN 3adaHHbIX 3HAYEeHUN, aBTOMAaTUYECKUN KOHTPONNep AOIKEH:

a) BKMHOUYUTb 3BYKOBYHO U/MNK BU3yanbHYHO UHANKALUIO O BOSHUKHOBEHW HENCTIPABHOCTMH.

[TpumeyaHwue—B HekoTopbIX cnydvasx EH 61010-2-042 tpebyeT 0QHOBPEMEHHOIO BKIOYEHUS N 3BYKOBOW, U
BU3yarbHOW MHOMKaUWW,

b) npekpaTuUTbe aBTOMaTUYECKUN nepexon oT 04HOW ¢pasbl NpoLiecca K cregyrollei;

C) BbIBECTU BU3yanbHYO MHOUKALUMIO basbl, B X04e KOTOPOM BO3HUKIIA HEUCNPABHOCTD.

5.4.3 [locne Toro Kak Bkrovmnnach MHAMKaLNA HEUCNPAaBHOCTU, aBTOMaTUYECKA KOHTPONNEP OOITKEH:

a) NMbo NO3BONMNTL aBTOMAaTUYECKM 3aBEPLWUMTbL BCE OCTaBLUMECH asbl UuKkna cTepunuaacnn, npu
3TOM He O0JTPKHa BKNoYaTbC MHOUKALMA 3aBepLUeHns LnMKNa;

b) NdO NO3BONUTL aBTOMaTUYECKUI Nepexoa K pase yaaneHunsi CTEPUNU3YIOLLEro areHTa ¢ nocneayo-
LM aBTOMaTUYECKAM NMPOXo40M Yepes Bce ocTaBLUMECs dpasbl LlMKNa cTepunusauin, npu SToM He AoJKHa
BKIMHOYATbCA MHOWMKALUMEA 3aBepLUeHNS LUMKNA;
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c) nMbo No3BOMNTbL BPYYHYH NPOWTW 4Yepes dasbl LMKNa K 6e3onacHOMY COCTOAHWUIO, MPU 3TOM He
OOJPKHA BKNoYaTbCH MHAMKALMSA 3aBepLUeHns LnKna.

[TpumeyaHun e— [NononuutenbHble TpeboBaHua K 6€30NacHOCTU, CBA3AHHbIE C HEUCNPABHOCTAMU, NPUBEAE-
Hbl B EH 61010-2-042.

5.4.4 BusyanbHas nHAMKauUWA, coodbllarollad O BO3HUKILEW HEWCNPaBHOCTWU, AOMMKHA NpoacitkaTb
OEeNCTBOBAaTbL MO MeHbLUEN Mepe A0 MOMEHTa cpabaTbiBaHUA 3aMKa pasrpy3oc4yHou aABepu.

5.4.5 Ecnn HeucnpaBHOCTb BO3HUKAET MOCMe TOro, Kak y)XXe Hadanacb UHXekuua dpopmanbaernga,
aBTOMaTUYECKUNA KOHTPONNEp ACIMKEH rapaHTUpOBaTh, UTO KaMepy cTepunusatopa Henb3st OyaeT OTKPbITh
00 Tex nop, noka dopmanbgerng He OyaeT B AOOCTATOMHOWM Mepe yaaneH U3 KamMepbl (CM. Takxke
EH 61010-2-042).

5.4.6 Ecnn HeucnpaBHOCTE BO3HMKaeT A0 Hadana Unn B Xode BbINONMHEeHUA pasbl cTepununsayun,
3arpysKy cYMTalT HEeCTepUnbHOWU, a cucTema ynpaslieHUa OO0/MKHAa rapaHTUpoBaTh, UTO Ha ABYXABEPHbIX
[MpoxoaHbIX] cTepuUnusaTopax OTKpbITUE pasrpy3ocyHHon asepn dyaeT HEBO3MOXKHO.

5.4.7 Ecnu ctepunmsatop cHabXeH NpuUHTEpOM, MHANKALMNSA HEUCNPABHOCTU HAa pacrnevartke AoJTKHa
TakKe OTNMYaTBCH OT NMPOoYMX pacrnevyaTbiBaeMblX AaHHLIX, HANPUMeEP LLBETOM.

5.4.8 lNocne 3aBeplUeHNst LKKNa, B KOTOPOM BO3HUKITA HEUCNPAaBHOCTb, AOCTYIM K 3arpy3ke A0IKEH Tpe-
boBaTb MCMNOMb30BaHUS YCTPOWUCTBa AOCTYnNA.

6 TpeboBaHMA K XapaKTepuUCTUKaM

6.1 Pabouyune xapakrepucTukmu ctepunmiaropa

6.1.1 ®usnveckune napameTpbl

6.1.1.1 lNpeaBapuTenbHbIN HarpeB

[Tlpn ucneiTaHnax cornacHo A.3.2.1 (npunoxeHue A) TemMnepaTypa HarpetbiX BHYTPEHHUX MOBEPX-
HOCTEWN KaMepbl CTepUnusaTopa Ao/mKHa COOTBETCTBOBAThL TPebOoBaHUAM, YCTAHOBNEHHbLIM M3rOTOBUTENEM.

6.1.1.2 lonoca Temnepartyp cTepunmsain

[Tonoca TemMmnepaTtyp cTepun1saunm He gorpkHa npesbliaTh 4 K.

6.1.1.3 TemnepaTypHbIK NPOPUNb

Bo BpemMsi UCNbITaHU cornacHo NpUnoXXeHuro A oL eHKy TeMnepaTypHoro npodnnga NpoBo4AT Mo cneay-
IOLLIMM TeMnepaTypam:

- TeMnepartype, UsSMepeHHOW B KOHTPOJIbHOW TOYKe N3MepeHnda TemnepaTtypsbi;

- TeopeTU4ecKou TemMnepaTtype CTepUnM3yolero areHTa, paccuMtTaHHOU No COOTBETCTRYIOLLEMY Npe-
BanMpyowemMy daBneHuo B KaMmepe;

- TeMnepaType B ToOYKaxX, yCTaHOBMEHHbIX B A.3.2.2 1 A.3.2.3 (NpuUnoxeHune A).

6.1.1.4 TpeboBaHus K TemnepaTypHOMY Npodunto

Ha npoTaxXeHuUn uukna ctepunmsaumm temMmneparTypa B KOHTPOMbHOW TOYKE U3MepeHUda TeMmnepaTypbl He
OOIKHAa NpeBbIllaTh BEPXHUN Npeden AgnanascHa TemnepaTtyp cTepunmsasun,

B TeueHune Uukna ctepmnuaacmm Ao Hadana BbinonHeHUs nodon dasbl aspaunm tTeopeTmyeckasi Temne-
paTypa cTepunusauum He AoKHA NpeBbIlLIAaTL BEPXHUM Npeden aManasoHa TemMnepartyp ctepunusanmn.

Bpema ypaBHUBaHUA He AOITKHO npeBbiwaTh 60 ¢ 40 nepexoda K oTcHeTy BpeMeHU yaepXaHug.

Bo Bpema yaepXaHuUa sHadeHUsa TemnepaTyp, YCTaHOBMNEeHHbIX B 6.1.1.3, AOIMKHBI:

- ObITb B Npeaenax aManasoHa TeMnepaTyp cTepunmsauun;

- He pasnuyartbced bonee 4yem Ha 2 K.

COOTBETCTBMNE 3TUM TpeboBaHMAM NpoBepstoT cornacHo A.3.2.2 n A.3.2.3 (npunoxeHue A).

0.1.1.5 HaBneHue

3HauyeHUa OaBneHUda oUeHUBaOT U3MepPeHNEM AdaBMeHNs B XO04€e BbINONMHEHUA LUMKNa cTepunnsauynn.
NamepeHna OoMKHbl NpeaycMaTpmBaTth onpegeneHue npegerbHbliX 3HaYeHUN AN YCTaHOBNEeHUA 3Ha4YeHUN
OaBleHna BO BceX pasax, a Takke 3Ha4YeHUN, oCTaTOYHbIX AN OLEeHKM A0ONYCKOB M CKOPOCTEeUN NM3MeHeHUs
OaBnNeHnsl B COOTBETCTBYHOLWUX YacTsaX UMKNa cTepunmsaumn. Pesynbtar UsMepeHnn Heobxoammo cpaBHU-
BaTb C COOTBETCTBYOLMMU TpeboBaHUAMU U3roToBUTENS [cM. 9.2, nepeuncneHune a), 1)].

NamepeHnst gaBneHuns, BbINONHEHHbLIE ANA OLUEHKW napamMeTpa AaBNeHUsl, A0MKHblI BbITb DapomMeTpu-
Yyeck CKOMMEHCUPOBaHHLI.

6.1.1.6 TpeboBaHunsA K gaBNEHUO

Ha npoTsXKeHun uukna ctepunusaumm gomkHel dbiTb coOONoAeHbl YCTAHOBMEHHbBIE 3HAYEHUHA, B TOM
ymncne npegenbHble 3HAYEHUS.
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MakcumanbHas CKOpPOCTb M3MEHeHUs aaBneHnsa He aomkHa npesbiwaTtbh 1000 klla/muH (10 6ap/MuH)
npu N3MepeHnn B TeueHne 3 c.

[MTpumeyvaHwme 11— KameHeHnsa gaBneHnst co CKOPOCTbio, npeBblwatowen 1000 klMa/mun (10 Gap/MuH), moryT
NOBpPeanTb CTEPUNNIALNOHHYIO YNAKOBKY.
Ha npoTsiXkeHnn BpeMeEHU yaepXaHns 3Ha4YeHne gaBneHns JOIMKHO yaepXXUBaTbCH B YCTAHOBIEHHbIX Npegenax.

[TpnumedvaHune 2—Vimeerca TecHas CBA3b MeXAy AaBlIEHUEM U TEMMEPaTypon B KaMepe cTepunmaaropa Ha
NPOTHXEHUN BPEMEHWN yaepXaHUA.

COOTBETCTBMNE 3TUM TpeboBaHMAM NpoBepsAtoT cornacHo A.3.4.1 n A.3.4.2 (npunoxeHue A).

6.1.1.7 CTepunmnaylomn areHT

[domkHa ObITb obecneveHa xopolwasi NOBTOPAEMOCTb B Npeaenax 3agaHHbIX 3HAa4YEeHUA LU OOMYCKOB
PU3NYECKNX U XUMNYECKUX KOHTPOMBbHBLIX MapamMeTpoB nodavdun CTepUnnsyioLero areHTa B TedeHMe npouecca
(T. €. TeMnepaTypsbl, NapunanbHOro gaBneHns, KoOHUEeHTpauun), BepndunlmpoBaHHbIX NpK paspaboTke npo-
Llecca 1 yka3aHHbIX B PyKOBOACTBaX [CM. Takke 9.2, nepedncrieHne a)j.

6.1.2 JletanbHOCTb (MUKpoOoUuUnaHaa 3cppeKTUBHOCTDL)

[Tpyn UcnbiTaHUAX B COOTBETCTBUN € TpeboBaHUsIMN A.3.3 (NpunoxeHne A) LMKN cTepunusaLmm AormkeH
rapaHTUpoBaTh, YTO DUOIOTUYECKME UHOMKATOPLI, NOABEPrHYThIe 0bpaboTKe, He coaepKaT XKU3HEeCNOCODHbIX
MUKPOOPraHU3MOB NPU YCNOBUAX KYNbTUBUPOBAHWUA, YKa3aHHLIX N3rotoButenem. He obpaboTaHHbIE B CTEPU-
nusaTope oOuUonorndyeckne MHAWMKaATopbl AOMKHBbI OCTaBaTbCS XU3HECNOCOOHBLIMUA MPU TEX Xe YCMOBUSIX
KYNbTUBUPOBAHUS.

6.2 3pdhekTUBHOCTL AecopobLuUumn

YaaneHne dopmanbaernga M3 Kamepbl U 3arpysku crepunu3atopa BO BpeMsl BbINOMHEHUSA doasbl
necopodbumnn paboyero Umkna AomMKHO ObITb TAKUM, YTODLI rapaHTUPOBaHHO He DbiNa NpeBblileHa MakcuMarb-
HO AONyCTUMasa KOHUeHTpauus dopManbieriaa B okpyXatoLeun cpeae n/nnu B cbpaboTaHHbIX NU3aenNUsixX npu
N3BIIEYEHNN 3arpy3Kkn N3 ctepunusaropa.

[Ipumevdyanume 1— Bo MHOMMX CTpaHax MMEKTCH HAaUNOHAalnbHblE HOPMAaTUBLI, OrPaHNYNBAaIOLLME KOHLEHTPA-
unto bopmanbaernga B Bo3ayxe. 3TN HOPMAaTUBbI OrpaHn4mBatoT Bbibpoc hopmansaermga na HTT1d-crepunmsartopos B

OKpY)KaloLLyto cpeay.

[TpumeyvyaHwue 2— [nsa NnoNHOro yganeHns octatkoB popmanbgernga n3 Kamepbl ctepunusaropa n TpybHou
0DOBSA3KM CTEpUNMN3ATOPAa B AOMNOMHEHNE K ODbIMHOMY LMK CTEPUNMUIALMN MOXET NOTpeboBaTbCH NEPUOANYECKN NCMNOIb-
3yeMbIW OTAENbHbLIN NPOUECC 0DCNYXMBAHUA UNK Npoueaypa [cm. 9.2, nepeuncrieHne a)l.

[Tpyn UcnbiTaHUAX B COOTBETCTBUN € TpeboBaHUAMM A.3.5 (NnpunoxeHune A) dasza gecopdbumn Umkna cre-
pUunmM3aunm gomkHa obecnevnBaTb NMOHWXKEHUE KOHUEHTpauunm octaTovHoro popmanbaernga s/Ha obpabdo-
TaHHbIX N34eNnax 4o cneayrwmx sHavYeHUN:

- cpegHee 3Ha4veHune, paccunTaHHoe AN KOHTPONbHLIX 0bpa3sLOB U3 OQHOW 3arpyskn ctepunmsaTtopa,
He AomkHO npeBblwaTh 200 MKr;

- NMUKOBOE 3Ha4YeHue ans ntedoro KOHTPONbLHOro obpasua He AOMKHO NpeBbiwaTh 250 MKT.

DTN 3HaA4YeHUA AeUCTBUTENbHLI AN MHAMKaTopoB gnameTpoMm 70 mMm. [Ana nHankatopoB AnamMeTpomMm,
oTnuyarowumecs ot 70 MM, 3T 3Ha4YeHUS OOKHbI ObITb CKOMMNEHCUPOBaHbI NPONOPLUUOHANIbHO N3MEHEHUID
nnowagn Mx NOBEepPXHOCTK.

6.3 Cyuwka

Linkn cTepunusauum OomMKeH rapaHTupoBaTb, YTO HM OfHa YnakoBKa U3 cocTaBa CTEPUNU3YyeMOW
3arpyskn He bygeT BNaXKHOW BO BpeMs BbIFPY3KM K YTO JoOble ocTaTo4YHble BOAAHbIE Kannv Ha BHYTPEeHHEN
CTOPOHE ynakoBoK 6yayT BbiNnapeHbl B Te4YeHne 5 MuH.

/ YpoBeHb LWUyMa

CpeaHnn n MmakcumarsbHbI YPOBHU LLIYMa, NPOU3BOAUMOrO CTEPUNNA3ATOPOM, AOMKHbI ObITh YCTaHOB-
neHbl, byayun BelpaXXeHHbIMU Kak ypoBeHb A-B3BELLUEHHON 3BYKOBOW MOLLIHOCTU, paCcCYUTaHHBIA B COOTBET-
ctBun ¢ EH NCO 3746.

[TpumevaHune 1— YpoBeHb Wyma, NPOU3BOANMbBIN NPUHAANEXHOCTAMMN, HEODXOAUMbBbIMU ANS PadoThl CTEPU-
nusaropa, — no 9.1, nepeuuncnenune h).

Hun ogHO 13 MakcumarnbHbIX 3Ha4YeHUN A-B3BelUeHHOW 3BYKOBOWM MOLLHOCTU He AOJTKHO MNpeBbillaTh
cpeaHee 3HaveHne A-B3BELIEHHOMN 3BYKOBOW MOLLHOCTK Bonee yem Ha 15 abA.
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[TpnmevaHune 2— TpeboBaHUA K MAKCUMaInbHOMY 3BYKOBOMY AaBNeHUIO npuBeaeHs! Takxke B EH 61010-1.

Ecnn nameHeHns unm mogndunkaumm ncneltyemoro obopyaoBaHust npexae oOblny onpegeneHbl Kak
cocTaBnswoLme He bonee 3 aBA obuien 38yKOBON MOLLHOCTU, AanbHeNLIWUe NCTbITaHUSI 1 UBMEHEHNS yCTaHO-
BOK MOTYT ObITb ONyLUEHbI.

8 MapKnpoBKa U 3TUKETKWN

8.1 Oupektuea EBponenckoro coseta 0 CONMMXKEHUN 3akoHOA4AaTENMbCTB rOCy4apCTB-UeHOB B OTHOLLEe-
HAW 0DOpYyAOBaHUA, paboTatowero noa AgasneHnem, oeina seinyweHa 29 mas 1997 r. (97/23/EC); B HacTosA-
lLiee BpeMsA OEUCTBYHOT COOTBETCTBYHOLWME eBponenuckme ctaHgaptbl (cM. EH 13445 u EH 14222). OTn
cTaHOapThl YCTaHABMMBAKOT TPeDOBaAHUS K MAPKUPOBKE COCYAOB, paboTalolux noa AaBneHmnem.

8.2 Hagnncu MapKnpoBKU N 3TUKETOK ACIKHbI ObITb YETKUMU N HECMbIBAEMbIMU/HECTUPAEMbBIMMU.

8.3 MapknpoBku, oTHoCcALLKeCA K 6e30nacHOCTU U OXpaHe OKpyXatowen cpebl, 40/PKHbI COOTBETCTBO-
BaTb TpeboBaHusim EH 61010-2-042, nyHkTbl 5.1—5.3.

8.4 OcTanbHble 4YeTkne U HecMblBaeMble/HeCTUPaeMble HaAMMUCU MapPKUPOBKKA OOMKHbLI BKMOYaTh B
cebs No MeHbllen Mepe cneayoLlyo MHpopMaLnLo:

a) naeHTUUKaLMNIC N3roTOBUTENS/MOCTaBLUMNKA;

b) YHMKaNbHbLIA NOEHTUPUNKALUMOHHBIN HOMEP (CEPUNHBIN HOMEP U3OENNUN);

C) naeHTUpUKkauuno Moaenu;

d) roa nponsBoACTBA;

e) Anga ABepen CTepunm3aTopoB, YNpaBisaeMbIX BPYYHYHO, — UHCTPYKLUWKX, ONUCLIBaoLLMe OEUCTBUA,
Heobxoaumble ANst OTKPLITUA ABEPU BPYUHYIO.

[MTpumevaHune 1— 3TN MHCTPYKUUM MOTYT ObITh pacnonoXeHbl HA ABEPU, PSAOM C ABEPLIO NN HA OnepaTop-
CKOW NaHenu ynpaBneHns;

f) cMMBONbI UNU 3TUKETKK, oBo3HaYaoLWme yCTPOWUCTBA UHOMNKALMA 1 yNIpaBleHUs.

[ PUMEYaHWE 2 — Pa3bsacHeHne 3Ha4YeHns 3TUX CUMBOITOB MOXET ObiTb HA CAMUX STUKETKAX UIN B PYKOBOA-
CTBax MNolib30BaTellA,

g) naeHTUpUKaLMo ynpasnaoLmx KnanaHos.

9 UHdpopmauusa, npegocTaBnsaemMas U3arotToButTenem

9.1 lNepen HavanomM MOHTaXa cTepunnsaTopa nokynaTento Ao/mkHa ObiTb NpeaocTaBneHa, Kak MUHU-
MyM, criegyrowaa nHgopmaums:

a) WHCTPYKUWUN NO MOHTaXYy, B TOM YACIe AaHHble NO rabapuTHbIM pasMmepam 1 obLlen macce CTepuUnm-
3aTopa, a Takke No NPOoCTpaHCTBY, HeobxoaMMomMy aAna paboThl onepaTtopa U BbIMOMHEHUS TEXHUYECKOTO
0bCNyXXUBaAHUSI CTEPUNN3ATOPA;

b) geTanbHaa MHOPMaUMA O NUTaKLWKUX cpegax, cnee U BEHTUNALNN;

C) AeTanbHas MHgopmMaunua o MUKpObOoLMOHOM pacTBOPE U CTEPUMUIYIOLLEM areHTe, TpebyeMbIX A
cTepunmsaunn, BKIoYast MX XMMUYECKUA cocTaB, AaHHble Mo 6e30nNacHOCTU N TPebOoBaHUA K XPaHEHUIo;

d) geTanbHble cBeAEHUSA O NOTPebNeHNN MUKPODBOLUMAHOro pacTesopa Ha O4WH LMK CTepununsaunm;

e) OaHHble O NMoMHOW TennoTe, paccenBaeMon B OKpyXarLyto cpeay (B BaTTax), ecnu ctepunusaTtop
paboTaeT npu Temnepartype okpyxatouwen cpeabl (23 + 2) °C B CNOKOMHOM BO3AYyXe.

[TpumeyaHue—Illpnpacyere BEHTUNALMOHHOW CUCTEMbI NONb30BaTENb AOITKEH YUNTbIBaATb U TEMIO, PACCEeN-
BaeMoe 3arpy3kon cTepunua3aropa;

f) pasmepbl nonesHoro o6vema 1 3arpysovHas cCnocobHOCTb CTepPUM3aTopa;

g) cpedHUn 1 NUKOBBLIN YPOBHU 3BYKOBOU MOLLUHOCTU, TEHEPUPYEMOUN CTEPUNNIATOPOM, BblPa)KeHHbIe
KaK ypOBHU A-B3BeLIEeHHOW 3BYKOBOWN MOLLUHOCTMU;

h) YpOBHW 3BYKOBOW MOLLHOCTW ANd Nod0ro AONONMHUTENBHOMO YCTPOUCTBA, NOCTaBNAEMOro BMECTe CO
CTEepPUNM3aTopoM, HO OTAENbLHOro NO OTHOLWLEHWUIO K HEMY 1 HeobxoaMMoro anga paboTel cTepunmsaTopa;

1) AeTanbHasa MHdopMaLma o 3anporpaMmmMmMpoBaHHbIX pabounx LmKnax U nx npuMeHeHUn;

) Aeknapauuda o CoOTBETCTBUU TpeboBaHUAM MO 3NEKTPOMarHUTHOMU COBMECTUMOCTU (CM. 4.2.4.2);

K) npegynpeXaeHne 0 BOSMOXHOCTU Hann4ymMa B HaUMOHAaNbHOM 3aKoHO4AaTeNnbCTBE OrpaHMYeHnun no
KOHLUEeHTpaLuun popmanbaeriga B Bo3ayxe Ha pabovem mecTe [cM. Takke F.3 (npunoxeHune F)];
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1) nHdbopmaLma o nodbIX orpaHNYeHUNAX, KacalLWMXC MOHTa)a 1 3KennyaTauum (Hanpumep, B OTHO-
LLUEHNN 3NeKTPOMarHUTHOU COBMECTUMOCTHU);

m) OONONMHUTENbHbIE NOAPODHOCTU O MOHTaXe obopyaoBaHUs, Kacarwmecst 0e30nacHOCTU, Kak 3To
TpebyeTca B cooTBeTcTBUM ¢ EH 61010-2-042, nyHKT 5.4.3;

N) WMHCTPYKUMK NO nepepaboTKe/yTunmsaunmn yrnakoBkm ctepunusaTopa.

9.2 lNepen BLINOMHEHNEM aTTECTaALMN MOHTa)a cTepunnsaTopa nonb3oBaTesnto AoMKHA ObITb Npeao-
cTaBneHa cneayrowas nHpopmMauuna:

a) WHCTPYKUMK ONdA NOoNb30BaTENS, BKIoYaloLWmMe B cebsa No MeHbLIen Mepe cnegytoLllee:

1) obllee onucaHne HasHavYeHUs YyCTPOUCTBA C onmcaHnemM JOCTYMHbIX CTEPUNU3ALNOHHBIX LIMKNOB, B
TOM YMCe 3Ha4YeHU NPOoLLECCHbIX NapamMeTpoB 1 AONYCKOB Ha HUX, AJ19 KOTOPLIX ObIN ycTaHOBNEHbI 3 dek-
TUBHOCTb 1 6e30MacHOCTb (CM. Takke 5.1.3 n npunoxerHumne B);

2) JeTanbHyo MHOPMaLUIO O BpeMeHU NpeaBapuUTenbHOro nporpesa KaMmepbl ctepunmaaTopa, Heob-
XOOAUMOM A1 AOCTUXKEHUS1 paboyero CoOCToOAHUA cTepunmsaTtopa;

3) XapaKTepUcTUKN pacxogHbIX MaTepmarnoB U NPUHaaNeXXHoCTen, npeaHasHavYeHHbIX 411 CTepUnm3a-
TOpA.

[TpumedvaHune 1— Coga Mmoryt BXoguTb MHCTPYKUUN MO NX yTUNn3auyuu,

4) pasmMepbl KaMepbl CTepUnM3aTopa;

5) onuncaHue CUCTeMbl M OpraHoB yrpaBneHud, a Takke YCTPOUCTB MHAMKaLnnM 1 pernctpau AaHHbIX;

6) MHCTPYKUMM NO AeUCTBUAM, NpeanpuHMMaeMbiM B cliydyae BO3HUMKHOBEHUA HEUCNPaBHOCTEW;

/) WHCTPYKUWUN NO exeaHeBHOW/perynsipHoOWU o4YUCTKE N ApYrnx Buaax oobcnyXnsaHus, ecnm oHU Heob-
XOOQUMBI;

8) OetanbHyo UHpopMaUunio 06 UCNbITAHUAX, NPOBOAUMBLIX NMPU HOPMAaNbHOW 3KCnNnyaTauun CTepunmn-
3aTopa, 1 NepnoaAnYHOCTU UX BbINONTHEHWUS.

[TpnmevaHue 2— OnpegeneHvne NepuoanYHOCTU U WINPOThI Banugaunn, TEKYLWEro KOHTPONSA U peartTecTa-
LI CNOCODHOCTU K CTEPUNN3ALUN HE ABMAETCH YacTblo CONMPOBOANTENBHOW AOKYMEHTALUM K cTepunuaaTopy. [10 AaHHbIM
BOMpocam MOryT BbITb NPEAYCMOTPEHbI HALUNMOHAlNbHbIE PYKOBOASLWME AOKYMEHTbI;

9) KpaTkoe onucaHne yCTpoUCTB 6e30NacHOCTHU;

10) pononHUTEenbHY MHpopMauno od skcnnyataun obopyaoBaHMA B YacTu 6e30MacHOCTU B COOT-
BeTCcTBUM EH 61010-2-042, nyHKT 5.4 .4;

11) WMHCTPYKLUMK NO 3arpyske;

L) KpaTkue UHCTPYKLUMK Mo 3KcnyaTauuun (ana oneparopa);

C) PYKOBOACTBO MO OOCNYXUBaHWIO, BKIOYaroLWee B ceba No MeHbLen Mepe creayroLwyio MHpopMa-
LINHO:

1) ykasaHusa no obcnykmBaHuw, B TOM YUcne gaHHble 0 NepUoauIHOCTH;

2) yKasaHusi o NpoBepKe npeaoxpaHUTenbHbIX YCTPOUCTB C NepevyncrneHnemM yCeTaBok;

3) cxemMbl TPYOHOMN OBBSA3ZKMN U ANEKTPUUECKNE CXEMBI;

4) pPYyKOBOACTBO MO TEXHUYECKOMY ODCNYXXUBAHUIO 1 NepeYeHb 3anacHbIX YacTeu.

[TpnmevaHune 3— PerynsapHoe obcnyXuBaHne HEOBXOAUMO KaK Ansl COXpaHeHus1 paboumx xapakTepucTuk um
be3onacHOCTM CTepunuaaropa, Tak n gns obecnevyeHnss NOCTOSIHHO HU3KOIo YPOBHSA BbliDpoca hopmanbaeraa;

d) aeknapauuio U3roTOBUTENHA O COOTBETCTBUM HACTOSLLEMY CTaHOApPTY,;

e) noapobHble AaHHbIE O Ka4YecTBe NUTatoLLUX cpeq U CTEPUNUSYIOLLIErO areHTa;

f) AaHHbIe O pa3MelleHUN KOHTPOMbHOU TOYKNA U3MEepPeHUsA TeMnepaTyphbl;

g) Ccbinkn Ha npunoxeHnda E n D K HacTodAweMy cTaHAapTy B YacTU CripaBOYHbIX AaHHbLIX MO orpaHuye-
HUIO KOMMYecTBa OCTAaTOMHOro popManbaernga B MeamUUMHCKUX M3aennsax n Mmetogax onpeageneHns aToro
Konn4ecTBa COOTBETCTBEHHO;

N) MHCTPYKUMKX NO OYUCTKE KamMepbl M BHELUHUX NOBEPXHOCTEN C yKasaHUemM areHToB, UCMOMb3yeMblX
ang 3Tux ueneu:;

1) AONONMHUTENbHY MHGOPMaLKo 00 obcnyXuBaHnM oOOpPyaAOBaHUA B YacTM De30MacHOCTU B COOT-
BeTCTBUMN ¢ EH 61010-2-042, nyHKT 5.4.5;

]) MHCTPYKUMN NO YyTUNMM3aLuMnM cTtepunmsartopa.

9.3 HomkHbl ObITb NPUNOXKEHBI AOKYMEHTHI, NpeaHa3HavYeHHbIe AN TEKYLLEro nofib3oBaHUs.

9.4 KpaTkue MHCTPYKUMK onepaTopa A0MKHbI ObiTb CHAbXeHbl 3aLUTHON OBNOXKKON, NPUrogHOW AN
nepecouINIkA Mo noJTe, ecnun ata MHPOopMaLUnsa He NpUKpenneHa XXecTKo K cTepunusaTopy [cM. 9.2, nepeydncne-
He b)].

9.5 Bo nsbexaHune yxyaweHnUsa OTHOCSLMXCS K 6e3onacHOCTU 1 noanagarowmx noa ASUCTBUE MapKu-
poBkn CE (EBponenckoe COOTBETCTBUE) XapaKTepUCTUK, CONPOBOAUTENbHLIE AOKYMEHThlI AO/MKHbI npea-
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ynpexaartb O TOM, 4YTO obcnyxuBaHue u/mnn mogudpunkaunsa/moaepHusauma ctepunmsatopa MoryT ObiTh
BbIMOJSIHEHbI TOMBKO NMULLAMUN, aBTOPU3OBaHHLIMKU CTOPOHON, pa3MecTUBLLEN ero Ha pbiHKe. Ecnn ogobperune
3aMnacHbIX YacTen, pacxogHblX MaTepuanoB U NpuHaaneXXHocTen HeodbxogMmMo Anga noagepXaHna desonac-
HOCTU WM CcoXpaHeHUs QYHKUMA cTepunusatopa, 3T0 OOCTOATENbCTBO AOMMKHO OblTb  yKasaHo
OONONTHUTENBbHO.

10 O6GcnyxmnBaHue M OKpyXxarLuiasa cpepa

10.1 O6wue cBepgeHUNA

[Tonb3oBaTenb AOMKEH OblITb UMHPOPMUPOBAH O TPeDOBaHUAX, NPEOABLABMSIEMbIX K HE SIBMAILIMAMCS
YacTbio CTEPUNU3ATOPa NUTAKOLWKUM cpedaM Ha MecTe akcnnyaTtauun [cMm. 9.1, nepedncneHue b)].

[TpnmeyaHun e— Paboune xapakTepuUCcTuku cTtepunuaaTopa 3aBUCAT OT €ro KOHCTPYKLUUKM B COYETaHUU C UC-
NoNb3yeMbIMU NMUTAOWMUMU CpeJamMm.

[MuTatowmne cpedbl, Heobxoanmble Ana paboTbl CTEPUNIM3ATOPOB, COOTBETCTBYIOLLUMX TpeboBaHUAM
HacTosdLlWero ctaHaapTa, A0/KHbI YAOBNETBOPATL NPUBEAEHHBIM HKEe TpeboBaHNAM.

10.2 3nekrTponutaHue

Cucrtema nogadn anekTponmTaHusl, KoHpUrypauus, HanpsXXeHne n MOLWHOCTb AOMKHblI COOTBETCTBO-
BaTb cneundpunkaumsam crepunumaatopa. [logknoveHne A0MKHO ObiTb BbIMNOSIHEHO MO MOCTOAHHOW CXEeMe
[cm. 9.1, nepevncneHne b)) n 10.1].

10.3 CTepunusyrwoLwUN areHT

10.3.1 CTepununayrolin areHT npoayumpyeTcs n3 napoB MUKpPOOboLMAHOro pacteopa, NPUroTOBNEHHO-
o B COOTHOLUEHWN, TOUYHO onpeaeneHHoOM Ans npouecca.

10.3.2 CocTaB 1 KOHLUEeHTpaLunus MUKpoboLMAHOro pacTBopa AOMKHBI COOTBETCTBOBATL cneundukaLm-
SIM npoLiecca.

10.3.3 MukpobounaHbln pacTBop, noanexawun UCnofb3oBaHUO, ACMKeH OblTb CcTabunnanpoBaH
(Hanpumep, MeTaHONoM) BO nsbexaHue nonumepusannm.

10.3.4 KoHTenHepbl ¢ MUKPODOLMAHBLIM pacTBOPOM, NpeagHasHavYeHHbIe A9 UCNONb30BaHUS CO CTEPU-
NM3aTOPOM, AOJIKHBI COOTBETCTBOBATL CrieLndpuKkaumsam ctepunmsaTopa.

10.3.5 Ecnu cTtepunusatop TpedbyeT nogadn apyrmx cpeq, Kpome MmkpoboumaHoro pacteopa, Heobxo-
OUMo ydoeauTbCs, YTO OHU HE B3anMo3aMeHsAeMbl (Mo BUAY NOAKNOHEHUS).

10.3.6 TpeboBaHUS K XpaHEHUIO U CPOKY rOAHOCTU MUKPOBOLMAHOro pacTBopa ACMMKHbI ObITb YKasaHbl
Ha KOHTenHepax, npegHasHavYeHHbIX 419 UCNOoNb30BaHUA CO CTEPUNN3aTOPOM.

10.4 Map

10.4.1 MoxeT bbITb MCNONbL30OBAH Kak nap, NPon3BoANMbIA cneunanbHO A9 3Toro npegHasHavYeHHbIM
reHepaTopoM (BCTPOEHHLIM UMMM aBTOHOMHbLIM), Tak U Nap OT BHeLWHero MCToYHUKa (0T LeHTpann3oBaHHON
CUCTEeMbl NapocHabXeHUda 30aHuns).

10.4.2 KauecTBO Napa, Heobxognmoe Ans BINOMHEHUS npoLecca, A0MMKHO COOTBETCTBOBATL YCTAHOB-
NneHHbIM TpeboBaHUaM [cMm. 9.1, nepevncneHue b) n 10.1].

[TpunmeyaHune—B KavyecTBe PyKOBOASILLEIND AOKYMEHTA MOXET ObIThb ncnone3oeaH EH 285.

10.5 Bopaa

10.5.1 Boaa, ucnonb3syemasn gna pabotel cTepunusaropa
CTepunuzaTtop AofmKeH ObITb paccunuTaH Ha paboTy ¢ BOAOW, UMEIOLLEN XapaKTepUCTUKN MUTbEBOW
BOAbLI M NogaBaeMou Nnpu TemneparTtype, He npesbilwatwen 15 °C.

[MTpumevaHnune 1 — Temneparypa Boabl AOTKHA ObITb KAK MOXHO HUXE, MOCKONbKY 3Ta TeMneparypa BNusieT
Ha paboune XapakTeEPUCTUKN BaKyyMHOIo Hacoca. bonee Bbicokas Temneparypa Boabl MOXET MOHM3NTb NPOU3BOUTENb-
HOCTb BAKYYMHOW CUCTEMBbI.

[TpumevaHune 2— Ctepunmnaartop A0MKeEH bbiTb paccynTaH Ha paboTy ¢ BOAOW, UMEIOLLEN XKECTKOCTb MEXAY
0,7 n 2,0 mmonb/n. 2KeCTKOCTb NUTAIOLWEN BOAbI, NEXaLLasa BHE 3TUX NpeaenoB, MOXET Bbl3BaTb 06pa3oBaHne HAKUNN U
KOppOo3unto.

[TpumevaHune 3— XapakTepUCTUKN NMMTBLEBOW BOAbI NpuBeaeHbl B EBponenckon gnpektnee 80/778/EEC.

[TpnmeyvyaHune 4 — HaunmoHanbHble HOPMATUBHbIE AOKYMEHTbLI MOIyT TpeboBaTh OpraHm3aunm NpegoTBpaLLe-
HMS 0DpaTHbBIX 3aDPOCOB B NMIMHUIO NOAAYN MUTHLEBOW BOAbI.
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10.5.2 lNuTtaowaa Boga
TpeboBaHUA K Boae, NpeaHa3HavYeHHOW ANs NpOU3BOACTBA Napa BHYTPU cTepunusaTtopa nnm npegHas-
Ha4YeHHON ANd OTAENbLHOro naporeHepartopa, A0MMKHbI ObITb YCTaHOBMNEHBI [CM. 9.1, nepevncneHne b) n 10.1].

[1TpunmeyaHune— Takasa Boga He A0MKHA cogepXXaTb KOHTAMUHAHTOB B KOHLUEHTPaUKUAX, CNoCOBHbIX yXyALWNTb
LMK cTepunm3aumm nnbo noBpeanTb CTEPUIN3ATOP UMK €ro 3arpy3ky. B kavecTBe pyKOBOASALWErO AOKYMEHTA B YaCTU Ka-
yecTBa napa moxet bbITb ncnonb3osaH EH 285.

10.6 CxaTbIiu BO34yX

Mcnonb3yemMbin (Mpn HEOOXOAUMOCTM) CXKaTbIU BO3AYX ACITDKEH:

- ObITb OTPUNBLTPOBAH Yepes PUNLTP € NopamMmm ANamMeTPoOM 25 MKM:;

- He cogepXaTb BoAbl U Kanenb Macrna gnameTpom dornee 2 MMm;

- ObITb NOAaH noa AaBNeHUEM, YCTAHOBMEHHbIM AnNa ctepunusaTtopa [cMm. 9.1, nepedncneHue b)
n 10.1].

10.7 CnuB U BbIBOA BO34yXa

[JononHuTenebHble TpebOBaHUA K CNUBY WU KaHanNM3aLUUOHHOW cUCTEMEe AOIKHbl OblTb YCTAHOBMEHSI
[cm. 9.1, nepeuncneHune b)) n 10.1].

[MTpumevaHnume 1— HaynmoHanbHble HOPMATUBHbBbIE AOKYMEHTLI 0ObIYHO 0ByCcnoBnMBalOT Ba3oBblie TPEDOBAHUS
K KOHCTPYKUMN CITUBHBIX YCTPOWCTB, BKIHOYAs 3amTy OT 0bpaTHbIX 3abpocoB.

[MTpumevaHnune 2— EHB61010-2-042 Bkntovaet B cebs A4ONONHUTENBHbIE TPEOOBAHUS ANSA CIIMBHbLIX YCTPOUCTB
N BbIDPOCOB, CNOCODBHLIX NOBMUATL HA BE30MNACHOCTb U XapaKTEPUCTUKKU OKpyXatoLwen cpegbl (cm. 9.11).

10.8 BeHTUNAUMA U OKpYXKaloLWana cpeaa

CTepunusaTtop OoMmKeH bbITb paccynTaH Ha paboTy nNpu TemnepaTtype okpyXawuwen cpeabl 35 °C u
OTHOCUTENbHOW BNaXXHoCcTU 85 %.

[TpumeyvyaHnunme—3I3ToO MOXET noTpedboBaTb NPUMEHEHUSA BEHTUNALUMOHHOW CUCTEMbI, PACCYHUTAHHOW U CKOH-
CTPYMpOBaHHOW 4515 OTBOAA Tenna, paccemBaemMoro CTepUnn3aTopomM U ero 3arpy3koun nocrne ee U3BrneyveHus n3 Kamepsbl.

BeHTUNAUNOHHbIE YCTPOWUCTBA HA MECTe YCTAaHOBKW cTepunusaTopa AO0MKHbI OblTb CMOHTUPOBAHLI B
COOTBETCTBMM C TpeboBaHUAMK 0Oe30nacHOCTU UNK TpeboBaHUAMKU K OXpaHe oKpyKatollen cpeabl Mo
EH 61010-2-042 [cMm. 9.1, nepeuncnenune |) n 10.1].
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[MpunoxeHwne A
(obsizaTenbHOE)

MeToabl UCNbITAHUN

A.1 BBepneHwue

Paboune XxapakTepucTukn CTepunmuaaTtopa rnpoBepstoT ¢ NOMOLLbIO UCTbITAHUWA, BbIMOMHAEMbIX B COOTBETCTBUM C
HacTosWMM npunoxexHunem. Kpome atoro, tabnuua B.1 (npunoxenne B) yctaHasnmnBaeT TpebOBaHUSA K MPUMEHUMOCTU U
YMCIY UCNbITAHUN, KOTOPbIM AOIMKEH BbITb NOABEPIHYT KaXAbl TUN cTepunuaaropa. VcnbitaHns, onmcaHHbie B HACTOSA-
LLLEM NPUNOXEHUN, BLINONHAOT C NYCTON KAMEPOW CTEPUNU3aTopa, ¢ HeDONbLON 3arpy3Kon UMK € NONHON 3arpy3Koun, Kak
yKa3aHo Ansa Kaxagoro metoga ucneltadnv B A.3. bnarogaps KoMOGMHUPOBAHUIO KOHTPOIBbHbLIX 3arpy3oK Ans pasfnyHbIX
METOA0B UCTMbITAHNN BO3MOXHO OHOBPEMEHHOE BbINOJTHEHUE HECKONBbKUX UCTbITAHUMN.

[Tpumevanune 1 — OQHOBPEMEHHBIM BbINONTHEHNEM HECKONBbKUX UCMbITAHUW, KAaK OMUCaAHO B NMPUBEOEHHbIX
HUXE METOANKAX, MOXHO YMEHbLNTL 0bLee YNCNo NCTbITAHUA U YUCNO NMOTPEDHLIX AN UCNbITAHUN PACcXOAHbIX MaTeEpUa-
NnoB. Pe3ynbsraTtomMm 3TOro sSIBUTCH CHUXEHUE ODLLEro 3arpsi3HEHUS OKPYXKalowWwen cpeabl (CM. Takke npunoxenue F).

[TpnmevaHwmne 2— KOHTpONbHbIE UCMbITATENbHbBIE 3AarPy3Kkn AOMKHbI ObITb TOHHO onpeaeneHbl ans obecnevye-
HUS BepuuKaumm cooTBETCTBUS TpeboBaHusM HacToswero craHgapta. OHu MoryT ObITb MCMOMb30BAaHbI ANS UCTbITAHUN
Ha COOTBETCTBUE TUNY U ANs aTTectaumm PyHKUMOHUPOBAHUSA, HO HE aTTecTauum 3Kcnnyarauum.

A.2 AcnbiTaTenbHbIe 3arpy3ku

A.2.1 Hebonblwasn 3arpy3ka

A.21.1 Obwana nHdopmaumnsa

Hebonblyto 3arpy3ky Bbibupatot anst uMmtaymm HOPMarbHOW 3arpy3ouHON CUTyauumn npu BbIMONHEHUW LMKNA
HTT1d-cTepunusaummn. Hebonbluyto 3arpyaky opmMupyoT u3 onpeaeneHHoro Yncrna Tak HasblBaeMblX «eguHUL, HEBOIb-
LLIOW 3arpy3ku», B COOTBETCTBUU € A.2.1.2, yBENNYMBASA €r0 NO Mepe yBenn4eHns obbema Kamep UCrbITYEMbIX CTEPUIU-
3aTOPOB.

Ina crepnnn3atopoB ¢ rnonesHbiM npoctpaHcTBom Kamep Ao 100 n Ha kaxable 10 N none3Horo NpocTpaHcTBa
KamMmepb! AOMKHA ObiTb MCNONb30OBaHa 0gHa eanHMLa HEDONBbLLOW 3arpy3kKu.

[1pn ob6bemax kamep bonee 100 n, nommmo Tex 10 eanHnl, KoTopblie TPebyoTes Ha HavanbHble 100 N NoNe3Horo
NPOCTPAHCTBA, HA Ka)Xable 25 N AONONHUTENbHOro None3Horo NpocTpaHcTBa AOIMKHA ObiTh Ao0DaBneHa oaHa eanHuLa
HEDBONBLLLOW 3arpy3Kku.

A.21.2 EoyHnua HeOONbLLUIOW 3arpy3Km

EavHnua HEDONbLWION 3arpy3km COCTOUT U3 TPEX YCTPOUCTB KOHTPONS npouecca, onpeaeneHHbix B C.6 (npunnoxe-
Hne C), B ABYXCNOWHOWN BymaxXHOW 0bepTKe cornacHo onncanuto, gavHomy B C.8 (npunoxexune C).

[TpnmeyaHune—[ocratoduHoe BHUMAaAHME cneayeT yaensiTb MHCTPYKUMSIM M3rOTOBUTENEW Mo yTUIU3aLuK
00epTOYHbIX MaTEPUanoB U, €CNn NPUMEHNMO, YCTPOWUCTB KOHTPONS npouecca.

A.2.2 TlonHasa 3arpy3ka

A.2.2.1 Obwan nudopmauna

[TonHyto 3arpy3ky BeIOMpatoT ANA UMUTAUUKU TSXKENOW 3arpy3o4vHoOn cutyaumm npu BoiNnonHeHun ymkna HTT1P-cTe-
punn3aumn. OHa gonmKHa COOTBETCTBOBATL NO Macce no meHbwen mepe 90 % makcnmanbHOW 3arpy3ku, yCTaHOBNEHHOW
a5 UCNbITyeMOro crepunuaaropa [cm. 9.1, nepeuncrnenune f)].

[TonHyto 3arpy3ky QopMuUpyoT U3 onpegeneHHoro Yncna Tak HasdblBaemMblX «eAUHUL, NOJTHOW 3arpy3ku» B COOTBET-
cteun ¢ A.2.2.2. [lo cymmapHoOn macce OHM JOMXKHblI COCTaBnsATb HE MeHee 15 % maccbl makcnmarnbHOW 3arpy3Kku.
OcTanbHy0 Maccy NONMHOW 3arpy3ku AONONHAT U3genuamm, nogobHbIMM NCNONb3yeMbIM ANS U3rOTOBNEHNS €ANHNL
NONHOWN 3arpy3ky ¢ aHanorm4HoOu Nponopumnen marepmanos.

[TpunmedyaHwmne—NMacca cuctembl, UCNONBL3YEMOW AN pasMeweHns (NoaaepXKn) 3arpy3ku, He BKIIOYEHA B
MacCy MakcumMarbHOW 3arpy3Kku.

A.2.2.2 EQHnua NOSNTHON 3arpy3kKm

B cocTtaB eanHuubl NONHOW 3arpy3km BXognT Habop cneayowmx n3aernum:

a) OAWH WnaHr, n3aroToBneHHbin na nonuemHunxnopuaa (NBX), annnon 1500 mm, BHYTPEHHUM ANaAMETPOM 4 MM W
BHELWWHUM ANaMETPOM 6 MM. 3TO u3genue AomKHO BbiTb B AABYXCNONHOM 00epTKe n uMeTb 0bwyto macey (40 + 5) r;

b) 0aWH WNaHr, n3rotoBneHHbIn 3 nonuesuHunxnopuaa (MNBX), anuHon 1000 MM, BHYTPEHHUM ANaMETPOM 8 MM U
BHEWHMM AnameTpom 12 MM M OOMH BUHT U3 HEpXaBetlowen ctanu pasmepamm M8 x60 (cm., Hanpumep, [1]), BCTaBnex-
HbIX B OAMH 13 KOHUOB NBX-wnanra. CobpaHHoe nagenne AonxHo 6biTb B ABYXCITOUHOW 00epTKE N UMETb 0BLLYI0 Maccy

(120 + 10) ;
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C) oauH ctepxeHb n3 nonnamunaa (PA11 unn PA12 B cootBetcteum ¢ EH NCO 1874-1) annHon 80 mm n gnamer-
poM 15 MM 1 OaMH BUHT U3 HepXagetowen ctanu pasmepamm M8 x 60 (cm., Hanpumep, EH 24017). Oba nagenus gonxHoi
ObITb B ABYXCITONHON 0BEPTKE U UMETL 06LWYyto macey (45 £ 5) ;

d) oana Tpybka n3 Hepxapewwen cranm (mapku, Hanpumep, 1.4301 B cootBetcTtBUM ¢ EH 10027-2) annHon
230 MM, BHYTPEHHUM gNaMeTPOM 6 MM U BHELLHUM ANaMeTPoOM 8 MM. ITO n3aenne JoImKHO bbiTb B ABYXCINOWHOW 06epTKe
n nmeTb ooy maccey (40 £ 5) ;

€) OQHO YCTPOMCTBO KOHTPOINS npouecca, onncaHHoe B C.6 (npunoxenue C), B ABYXCNOWHOW 0BepTKE.

[nsa obepTbiBaHUA N3AENUN NCNONBb3YIOT KOMOUHUPOBAHHBLIM ODEPTOYHBIN MaTepUan nnacTuk/éymara, onncaHHbIN
B C.8 (npunoxenune C). Obwan macca eanHnLbl MNONTHOM 3arpy3ku [MCKNoYasi Maccy CUCTEMbI, UCMONb3YEMOW AN pasMe-
LWeHUs (nogaepXku) sarpyskn] gonxHa coctaBnaTth (250 £ 25) .

[TpumevaHune 1—]lBe ynakoBK/ TUMNOB B) U C), UCNONb3yeEMbIE ANA OnpeaeneHnst TeMmneparypHoro npogpuns
1 npodouns AaBrneHUs NPu NOHOW 3arpy3ke, He AO0MXKHbI ObITh 3anevaTaHbl 3apaHee.

[TpumedvaHwue 2— [octatoyHoe BHUMaHMe crnegyer yaensatb MHCTPYKUUMAM U3TOTOBUTENEN MO yTUNn3auum
0BEPTOYHBIX MaTepuanoB 1, ecrnv NPUMEHNMO, YCTPONUCTB KOHTPONSA npouecca.

A.3 lpoueaypbl UCNbITAHNN

A.3.1 UcnbiTaTenbHoOe obopyaoBaHne

McnbiTaTenbHoe 060pyaoBaHne AOMKHO COOTBETCTBOBATL TPeDOBaHMAM npunoxexHus C.
A.3.2 TepmomeTpuieCcKne UCNbITAHUA

A.3.2.1 AcnbiTaHne npeaBapnTenbLHOro HarpeBsa Kamepbl cTepunusartopa

A.3.2.1.1 WcnbiTanne npeaBapuTEnNbHOro Harpesa NpoBoAsAT C LUENbo NPOAEMOHCTPUPOBATL CNOCOBHOCTL yaep-
XUBaTb TEMMEPATYPY BHYTPEHHUX NOBEPXHOCTEN KAMEPLI B Nnpeaenax ycTaHOBMEHHOro gnanasoHa temMmnepaTtyp n obec-
neYnBaTb TaKMM 0Bpa3om B Xo4e HOpMarbHOW CTEpUNU3ayumm BannanpoBaHHble PUanveckue ycnoBus.

A.3.2.1.2 B kamepy crepunmzartopa obbvemom go 1000 n BBogaT He meHee 10 gaTumnkoB TeMmnepaTtypsbl, a npu Borb-
LWNX pasMmepax — no 0gHOMy OOMONHUTENBHOMY AaTyMKy Ha Kaxable gononHutenbHble 100 n ¢ ncnonb3oBaHUEM KOH-
TPONBHOro coeanHnTens, onncaHHoro B 4.1.5.2. datumnkn aonmxHel ObiThb pacnpeneneHsl no BHYTPEHHUM MOBEPXHOCTAM
KamMmepbl, YCTAHOBIEHHbIM A5 UCMLITYEMOIO cTepunuaartopa [cm. 9.2, nepeuncnenune a), 1)].

A.3.2.1.3 BbINONHAIOT N3MepPeHnsa TeMnNepaTypbl B OTKa4YaHHOW MyCTON KaMepe.

A.3.2.1.4 Tlony4eHHble MO UCTEYEHNN BPEMEHN HArpeBa pe3ynbTaThl CBEPSIOT C TPEOBOBaAHUAMM K paboumnm Xapak-
TEPUCTUKaM, npuBeaeHHbIivm B 6.1.1.1.

A.3.2.2 TepmomMmeTpnieckne ucnoitTanna (HebonbLan 3arpy3kKa)

A.3.2.2.1 TepmomeTpnyeckne UCnbITaHmsl ¢ HEOBONbLLWOW 3arpy3kon B OCHOBHOM MNPOBOASAT ANs AEMOHCTpauumn
TOro, YTO COOTHOLUEHNE TemMmnepaTtypa/gaBneHne BHYTPU 3arpy3ky NO3BONseT 4OCTUTHYTh CTepunusaunm 3arpysku. Bo

BTOPYIO o4epeab 3TO ucnbiTaHne AEeMOHCTPUPYET, UTO TeMnepaTypa He NPeBbILLAET BEPXHEro nNpeaena gmanasoHa TeM-
nepartyp CTepunun3aumm Ha NPOTSXKEHNUN BCEro LMKNA CTEPUNM3aLnm.

[TpyumMmedyaHune—3ITO UCMbITAHNE MOXET ObITb BbINOITHEHO NMDO KakK OTAENbHOE UCMNbITAHME C HEBONBLLOW 3a-
rPy3Kon, NMBO Kak MHTErNPUPOBAHHAA YacTb UCMbITAHUSA JAaBNEHUSA, NMBO MUKPOBNONMOrM4eCKoro NCnbITaHUS, UCNbITAHUS
cywkn nnbo gecopbumnmn, rge NPUMEHNMO.

A.3.2.2.2 TlogknioyaroT K Kamepe ctepunusaropa peructpatop AaBreHusl, UCNofb3ya KOHTPOMNbHbIN COEaUNHU-
Tenb, onucaHHbin B 4.1.5.1.

A.3.2.2.3 BBoasaT B Kamepy aatuumku TemnepaTtypbl B KONMUYecTBe, yCTaHOBNEHHOM B Tabnuue B.1 (npunoxe-
HMe B), ncnonb3ys KOHTPOSbHLIN COeANHUTENb, ONUCaHHLIN B 4.1.5.2, n nogkntovatoT 4aTHUKN K PETMCTPATOPY TEMNEpPa-

TYpPbl.
A.3.2.2.4 Pa3mewalor B none3HomMm obbeme Kamepbl eanHnubl HeB6oNbLWOW 3arpy3ku cornacHo A.2.1, ncnonbays

CUCTEMY pa3MeLLLEHNS (NOAAEPXKKN) 3arpy3kn n cobniogas MHCTPYKLUUM NO 3arpy3ke, AaHHbIE U3roTOBUTENEM ANS UCTIbITY-
eMoro crepunusaropa [cm. 9.2, nepeuncnenune a), 11)].

A.3.2.2.5 lomewawT oguH gaTtyumkK TeMNepaTypbl B KOHTPOMNBHYIO TOYKY M3MepeHus Ttemnepatypbl. OcTtanbHble
OATYUKN TEMMNEPATYPbl PABHOMEPHO pa3MeLLatoT B MNone3HoM 0bbemMe Kamepsbl, 3aHSATOM KOHTPOSIbBHOW 3arpy3Kou, yYUTbI-
Bas onpeaeneHHble 1 JOKYMEHTUPOBAHHbLIE KPUTUYECKNE TOYKMN.

[TpunmeyaHune—Kpntnieckme ToUkm MoryT ObiTb onpeaeneHbl B Xoae paspaboTkw.

A.3.2.2.6 HemeaneHHO 3anyckatoT UMK cTepuUnuaauum, nognexawmm ncnoitanuto. Heodbxognmo ybeantbes, 4TO
NpUbOpPLI-PErMCTPATOPLI, a TAKKE WTaTHbIe NPUOOPLI, NOCTOAHHO COeAUHEHHbIE C KAMEPOW cTepunuaaTopa, pabotamwT u
PErMCTPUPYIOT Npouecc. Cneayet Takke ydbeanTbCs B HOPManbHOW perncTpaumm gns nocneayiowen oUueHKN napamer-
poB, 06ycnoBneHHblX B 6.1.1.3. o okoHYaHMK UuKna cTepunuaaumnm nepen pasrpy3kon HeobxoamMmo NPoOBEPUTb U NOA-
TBEPAUTL, YTO BM3yanbHas MHANKALWSA 3aBEPLUEHNS LUMKNa cpaboTtana.
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A.3.2.2.7 OueHMBalOT NONMYyYEHHbIE 3aNUCN HA COOTBETCTBUE TPEDOBAHUSAM K pabounm XapakrepucTtnkam cornac-
HO 6.1.1.4.

A.3.2.3 TepmomMeTpuiYeCKne UCNbITaHuA (NONHaN 3arpys3kKa)

A.3.2.3.1 TepMOMETPNYECKME UCTBITAHUA C MNONTHOWN 3arpy3kon B OCHOBHOM MPOBOAAT ANA AEMOHCTPaUUN TOro,
4YTO COOTHOWEHME TEMMeEpaTypa/aaBneHne BHYTPU 3arpy3km No3BoNseT 4OCTUTHYTh CTepunusaynm 3arpy3km. Bo BTopyto
ouvepeb 3TO UCMbITAHNE OAEMOHCTPUPYET, YTO TEMNEPATYPaA HE MNPEBbLILWLAET BEPXHErD Nnpeaena gnanasoHa remneparyp
cTepuUnn3aymnm Ha NPOTSXKEHNN BCETroO LUMKNa CTepUnn3anmn.

[ pPpnMe4yYyaHWe— OTO UCNbITAHUE MOXET ObiThb BbIMONMHEHO NMMbO Kak oT1gaernibHoe UCrblTaHUEe C NONHOWN 3alPy3-
I{Oﬁ, nnbo Kak MHTErpnpoBaHHaA 4actb UCIbITaAHWUA AaABITEHUHA, nmbo MHI{DOGMOJ'IOFH‘-IECI{OFO NCTbITaHNA, NMBO NCNbITAHUA
CYLWKH, rae npumeHnmo.

A.3.2.3.2 lNpucoegauHsiioT npnbop, perncTpupyrowmin gaBneHne, K Kamepe crepunuiaropa, UCnonb3ys UCrbiTa-
TeNbHbIK COeANHNTENDb, onNUcaHHbin B 4.1.5.1.

A.3.2.3.3 BBoaaT B Kamepy cTepunmniaartopa onpeaeneHHoe Yueno gatimkoB TeMnepaTypsl cornacHo tabnuue B.1
(Npunoxenue B), ncnonb3dys ncnbitarernbHbl COeAMHUTENDb, ONUCcaHHbIM B 4.1.5.2, 1 NogKNIoYaT gaTtvyukn K npndopy,
PEMCTPUPYOLWLEMY TEMNEPATYPY.

A.3.2.3.4 PasmewatnT eauHnLbl NOMHOW 3arpy3ku B NOMe3HOM 00beME KaMepbl CTEPUNN3ATOPA, UCMONb3YS CUC-
TEMY pa3MeLlleHns (MOAAEPXKKN) 3arpy3kn CTEpPUNN3aTopa U y4UTbIBAA MHCTPYKLWUN MO 3arpy3ke, yCTaHOBIEHHbIE N3rOTO-
BUTenem [cm. 9.2, nepeuncnenune a), 11)].

A.3.2.3.5 lNomewarnT ogmnH gat4ymk TemnepaTtypbl B KOHTPONbHYIO TOUKY UBMEPEHUSA TEMMEPATYPbI.

BeogsaT ABa gatymka TeMnepartypbl B yNakOBKU B COOTBETCTBUU C A.2.2.2, nepevncnennst b) un ¢), npoTtbikas garym-
KaMn ynakoBKW. VICNonb3yloT KNENKY0 NEeHTY Ans ukcaumn 4aTtymKoB B MNOMOXEHUN XOPOLWEro TENMNOBOro KOHTaKTa ¢
BUHTaMWN, HAXOOAALWMMUNCA BHYTPU YNAKOBOK, NOCIE Yero 3aknemBatoT JIEHTOU OTBEPCTUS, YEPE3 KOTOPbIE AaTHYUKUN BBEAE-
Hbl B YNAKOBKW. 3aKNenBalT ABONHbIE YNAKOBKU N YKNaAbIBAOT X B eAUHULY MONHOWU 3arpy3ku. PasmewarnT eguHnuy
NONTHOW 3arpy3kn B TOW TOYKE None3Horo obbema, kotopas boina onpegeneHa Kak «XonogHoe NATHO» BO BPEMS UCNbITA-
HUA Temnepartypbl ¢ HEBONLLWOW 3arpy3kon. PacnpeaensiioT oCTaBWMECH AAaTUUKN TEMNEPATYPbl PABHOMEPHO B MNOJIE3-
HOM 0bbeme, 3aHSATOM KOHTPOIIBHOW 3arpy3Kon.

A.3.2.3.6 HemeaneHHO 3anyckatoT Npouece crepunusaynmy, nognexawmm ncnoitaduio. Heobxognmo ydbeanteca B
TOM, YTO UCNbITaTENbHbIE NPUDOOPLI, a TakXke Npubopsl, BXOAAWME B COCTAB CTepunuiatopa, permcTpupyoT npouecc.
Cnegyetr Takke ybegntbCAa B HOPMArbHOW perucrtpauum ans nocneayrouwen OueHKU napameTpoB, 0O6yCnOBMNEHHbIX
B 6.1.1.3. ['lo okoHYaHUKM UuKna nepen pasrpy3kon NpoBEPAIOT U NOATBEPX AT, YTO BU3yalnbHasa UHOAWKaALUWA 3aBepLue-
HUSA UuuKna cpaborana.

A.3.2.3.7 OueHMBalOT NONYYEHHbIE 3aNUCN HA COOTBETCTBUE TPEDBOBAHUSAM K paboynm XapakTepucTukam cornac-
HO 6.1.1.4.

A.3.3 Mwukpobnonornvyeckoe ncnbitTaHme

A.3.3.1 Mukpobnonorn4yeckoe ncnoiTaHne NPOBOAAT C LENbIo A0Ka3aTb, YTO NPU AEMOHCTPaUUN YOOBNETBOPEHUSA
TpeboBaHUM HACTOSWErO cTaHaapTa K pabovnm XxapakTepucTukam B 4YacTu TeMnepartypbl U AaBreHus no 3aBepLlleHun
HOPManbHOIO UMKNa CTepunm3aumm He MoXeT ObiTb BOCCTAHOBNEHAa XU3HEeCNOCOOHOCTb KOHTPOIbHbIX MUKPOOPraHn3-
MOB, HaXoasLWMXcst B BMONOMM4YeCKNX MHANKaAToOpax, pasMmeLlleHHbIX B KOHTPOITbHOW 3arpyake.

[TpuMeyaHne—3TOUCNbITAHNE MOXET ObITb BbIMONHEHO MO0 Kak OTAENbHOE UCMbITaHUe, MO0 Kak UHTENPK-
POBaHHAs YacTb UCMbITAHUSA AABNEHUS, TEMNEPATYPbI, CYLWKK, NTMBo ncnbiTaHusa gecopbuumn, rae npumeHnmo. OgHako npu
BbIMOMHEHUN 3TOrO UCMbITAHUS OAHOBPEMEHHO C UCTIbITAHMEM AECOPOLMN YNCITO NCMONb3YEMbIX YNAKOBOK (YCTPOUCTB AN
NCMbITAHUSA MPOUECcca) AOMKHO ObITb HE MEHEE ODLLEro Yncna MHANKaTopoB, NCMOMNb3yeMbIX Asl 000mMxX ncnbiTaHnn. brno-
NOrM4YeCcKMe MHAWKAToOPbl U MHAMKATOPbI Aecopbunmn JOormKkHbl ObiThb pa3MelleHbl B OTAENbHbIX YNAKOBKax BO u3bexaHme
B3aMMHOIO BINUSIHUA HA pe3ynbTaTbl UCMNbITAHUNA.

A.3.3.2 Ywncno ncnonb3yembiX MHAMKATOPOB 3aBUCUT OT EMKOCTU NOne3Horo obvema. Yncno nHankaTopoB JOIK-
HO obecnevymBaTb OLUEHKY NEeTanbHOCTU, AOCTUTHYTOU BHYTPU CTEPUNNIYEMON 3arpy3kn. HomkHbl ObITb MCMONBb30BaHbI
buonornveckne cuctemsl, onpegenernHsie B C.7 (npunoxenne C); MMHUManbHOe NOTPEebHOE YNCIO MHOANKATOPOB YKa3a-
HO B Tabnuue B.1 (npunoxenne B).

A.3.3.3 PasmewatoTt Kaxabih MHOUKATOP, 32 UCKITIOYEHUEM MHONKATOPOB NO3NTUBHOIO KOHTPONS {00pa3uoBbIX), B
yCTPONUCTBAX ANd ucnolitaHns npouecca [cm. C.6 (npunoxernne C)], 3aKNOYEHHbIX B ABOVMHYIO 06EPTKY U 3aKNEEHHbIX C
NCNONb30BAHMEM CTEPUNN3AaLMOHHBbIX 0b0epToK cornacHo EH 868-5.

A.3.3.4 PaBHOMepHO pacnpeaensitoT yCTPOUCTBA ANA KOHTPONS npouecca B ABONHON 0B6epTKE B NOME3HOM MNPO-
CTPaHCTBE KaMepbl CTepunmnaaTopa n OKYMEHTUPYIOT CXEMY UX pacnpenereHus.

A.3.3.5 HemeaneHHO 3anyckatoT npouecc crepunuaaynmn, nognexawmm ncnoitTaduio. ['lo okoH4yaHum umkna nepea
Pa3rpy3kon NPOBEPSIIOT N NOATBEPAKAAIOT, UTO BU3yanbHas MHAVKaALUMS 3aBepLlleHus umkna cpaborana.

A.3.3.6 VHKYOUMPYIOT KaK SKCNOHUPOBAaHHbIE, TaK N HEObpaboTaHHbIE BUONOMMYECKNE NHANKATOPbI B COOTBETCTBUN
c EH CO 11138-1.
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A.3.3.7 OueHunBalOT NONyYeHHbIe peayrnbTarbl HA COOTBETCTBUE TpeboBaHusm 6.1.2.

[ PUMMEYAaHWE— an VHUHTOXXEHNH HHI{yGHDOBaHHbIX WHAOWKATOPOB Crieayer ydYnTblBaTb MHCTPYKUWKU NX N3TO-
TOBUTETIA.

A.3.4 UcnbiTaHnAa paBneHuUs
A.3.4.1 NcnbiTaHne gaBneHmna (HebonbLWan 3arpy3ka)

A.3.4.1.1 WcnbiTanne gaBnennsi ¢ HeBONbLLOW 3arpy3kon B OCHOBHOM NPOBOAAT AN AEMOHCTPaUNKM TOro, YTO TPpe-
DoBaHUSA K AaBNEHUIO, YCTAHOBNEHHbIE B 6.1.1.5, BbINONHSAIOTCH B yCNOBUAX HEDONBbLLOW 3arpy3ku crepunuaartopa. Bo
BTOPYIO ovepeab 3TO UCNbITaHNE AEMOHCTPUPYET, YTO CKOPOCTb N3MEHEHWUS OABNEHNA B X04€ BbIMNONMHEHUA LNKNA CTEPU-
nu3aunmn NogaepXMBaeTcs B gnanasoHe, He NO3BONSAILWEM NOBPEeAnTb 3arpy3Ky U ee ynakoBKY.

[TpumeyaHmne—33TO UCNbITAHNE MOXKET ObITb BbIMONHEHO NMMOO KaK OTAENbHOE UCMbITAHME C HEDONBLLOW 3a-
rpy3kon, NTMbo Kak MHTErpupoOBaHHAas 4YacTb UCMbITAHUA TEMNEPATYPHOro npodunst, nMbo MMKPOONONOrMYEeCcKoro UcnbiTa-
HUS, NMBO UCNbITAHUSA CYLLKKX, rAe NPUMEHUMO.

A.3.4.1.2 llogkniovaloT K Kamepe cTtepununaaropa permcTpartop gaBneHus, UCNonb3ys UcnbitaTernbHbIN COEaNHN-
Tenb, onncaHHein B 4.1.5.1.

A.3.4.1.3 Pasmewator B nonesHoMm obbeme Kamepbl cTepunuiaartopa eavHuubl HEDONbLWOW 3arpy3kn cornac-
HO A.2.1, ICNONb3ys CUCTEMY pa3MeLLeHns (NoAAEPKKN) 3arpy3ku 1 cobnogas MHCTPYKUUK MO 3arpy3ke, YCTAHOBNEHHbIE
N3roTOBUTENEM ANS UCMbITYEMOro crepunusartopa [cMm. 9.2, nepedvncnenne a), 11)].

A.3.4.1.4 HemeaneHHO 3anycKaloT NPOLECC cTepunuaauuu, noanexawmm ncnoitasnio. Heobxoammo ybeantbes B
TOM, YTO UCNbITATENbHbIE NPUDOPLI, a TakXke Npndopbl, BXOASWME B COCTaAB CTEpUnnsatopa, PeErmcTpupyleT npouecc.
Cneayetr Takke ybegntbCA B HOPMAanbHOM perncrpaumm ans nocneayrowen OUueHKM napameTpoB, 0OYyCNOBMEHHbIX
B 6.1.1.5. ['lo OKOHYaHUW UnKna nepen pasrpy3kon NPoBEPAOT U NOATBEPXAAT, YTO BU3yalibHasd MHOAMKAUWA 3aBepLle-
HUSA LUuKna cpaborana.

A.3.4.1.5 OueHuBalOT NOMy4eHHbIE 3aNnMcu Ha COOTBETCTBUE TPEDOBAHNSAM K pabounm XapakTepucTukam cornac-
HO 6.1.1.6.

A.3.4.2 UcnbiTaHne gaBneHna (NonHan 3arpy3kKa)

A.3.4.2.1 VcnbiTanne gaBneHus ¢ NOMHOW 3arpy3kon B OCHOBHOM MPOBOAAT A5 AEMOHCTPALUN TOro, YTo Tpebo-
BaHNA K JaBNEHUI0, YCTAHOBNEHHbIE B 6.1.1.5, BbINONHAKTCA B YCITOBUAX MOMNMHOW 3arpy3kn crepununsaropa. Bo BTopyto
ovepenb 3TO UCMbITAHNE AEMOHCTPUPYET, YTO CKOPOCTb UBMEHEHUSA AaBlIEHUS B XO4€ BbINOITHEHUS LUMKNa CTepunusaumm
nogaepXuBaeTcs B AuanasoHe, He Mo3BONAILWEM NOBPeanTb 3arpy3ky U ee yrnakoBKY.

[TpumMeyaHmne— ITO UCnblTaHMe MOXET BbITb BbINONMHEHO NMBO KakK OTAENbHOE UCTbITAHUE C NONTHOW 3arpya-
KOW, MO0 KaK MHTErPUPOBaHHAasA 4YacTb UCMbITAHUS TEMMEPATYPLI, MMDO MUKPOBMONOrMYECKOro ncnbiTaHust, NMb6oO ncnbiTa-
HUS CYLLUKW, rae NPUMEHNMO.

A.3.4.2.2 TlogkniovaloT K Kamepe crtepunusartopa perucTpartop SaBlieHUs, UCMONb3ys KOHTPONbHbLIN COEANHN-
Tenb, onncaHHbin B 4.1.5.1.

A.3.4.2.3 PaamewaloT B None3HOM NpoCcTpaHCTBE KaMepbl eQUHULbI MOSTHOW 3arpy3kn cornacHo A.2.2, NCNonb3ays
CUCTEMY pa3mMelleHns (NoAAEPKKN) 3arpy3ku n cobrnogas MHCTPYKUUK MO 3arpy3ke, yCTaHOBMEHHbIE N3rOTOBUTENEM ANA
NCMbITYEMOro crepunusaropa [cMm. 9. 2, nepeuncnenune a), 11)].

A.3.4.2.4 HemepneHHO 3anyckaloT NpoLUece cTepunmniaumnmn, nognexawmmn ncnoitadnto. Heobxoammo ydoeantbes B
TOM, YTO UCNbITATENBbHbIE NPUBOPLI, @ TaKXKe NPndopbI, BXOAAWME B COCTAB CTEPUNN3ATOPA, PEMMCTPUPYICT NpoLUeECC.
CneayeTr Takke ybegntbCAa B HOPMAalnbHOW pPerncrpaumm ans nocrneayrowen OUueHKM napameTtpoB, 0O6yCnOBMEHHbIX
B 6.1.1.5. 1o OkOHYaHMK UKKNa nepea pasrpy3kon Heobxoanmo NPoOBEPUTL U NOATBEPANTL, YTO BU3yarbHas MHAWKALNS
3aBepLleHus uukna cpadborana.

A.3.4.2.5 OueHnBalOT NOMy4Y€HHbIE 3aNNcn Ha COOTBETCTBUE TPEDOBAHUSAM K paboumm XapakTepucTnkam cornac-
HO 6.1.1.6.

A.3.5 NcnbiTaHne pecopbuun

A.3.5.1 Vcnbitanne gecopbunm npoBOogAT ANS AEMOHCTPaUUM CNOCODHOCTU cTepunmaartopa NOHUXaTb KOHLEH-
Tpauunto dopmanbgernga B MeaAMUMHCKOM N34ENUN NOCIE CTeEpUnu3aynm 4o ypoBHA, YCTAHOBNEHHOIO B NPUIoXeHum E.

[TpymMeyaHune—3ITo UCNbITaHUE MOXKET ObITb BbINOMHEHO NMDOO Kak oTAeNbHOE UCMblITaHUe ¢ HeDONbLLON 3a-
rpy3kon, NMbo Kak MHTErpUpPOBaHHAas 4acTb UCMbITAHUA TeMNepaTypb!, AABMNEHUS, CYLLKU, NMDO MUKPOBNONOrMYeCcKoro nc-
NbITAHUS C HEBONBLLIOW 3arpy3kon, rge NpUMeHnmo. OaHaKko NPy BbINONMHEHMN €0 OQHOBPEMEHHO C MUKPODUONOIrMYeCKUM
NCMbITAHUEM YUCIO UCTMONb3YEMbIX YNAKOBOK (YCTPOUCTB AN UCNbITaHWS Npouecca) AOMKHO DbITb HE MEHee 0D LLEro 4Ync-
na HAWMKaToOPOB, UCMONb3yeMblX Ans 006omx ncnelTaHnn. buonornyeckne MHAMKaATOPbI U MHAUKATOPLI 4eCOopPOLUMN AOMKHbI
ObiTh pa3mMelleHbl B OTAENbHbIX YNAKOBKAaX BO n3bexaHne B3anMHOIo BNUSHUS Ha pe3ynbraTbl UCMNbITAHUN.

A.3.5.2 Yncno nenonb3yembiX NHOAUKATOPOB 3aBUCUT OT EMKOCTHU Mone3Horo obvema. vUncno nHankaTtopos Aos-
XHO OblTb MO3BONAKWMM 0becneymBaTb OUEHKY 3PDEKTUBHOCTU Aaecopbunn, OOCTUTHYTOW BHYTPU CTEPUNUIYEMON
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3arpy3kn. MuHnmanesHoe noTpebHoe YNCno MHANMKaATOPOB yKka3aHo B Tabnuue B.1 (npunoxeHne B); TpeboBaHns K UHANKA-
Topam yctaHoBneHbl B C.5 (npunoxenue C).

A.3.5.3 lNlomewanT Kaxgbin MHOUKaATOP BMECTe C YCTPOUCTBOM ANsA UCnbiTaHUA npouecca [cm. C.6 (npunoxe-
Hue C)] B cTepunn3aunoHHbIW NAKeT, COOTBETCTBYIOWMKN TpeboBaHusam C.8 (npunoxenune C). [1akeTbl NOMELWAOT BO BTO-
PUYHYIO 0BepTKy Ans NonyvYeHus OBOMHOW ODEpPTKM W 3aKnemBalwT BTOPUYHYIO 00epTKy. Ewe oauH MHAMKaTop
HEODX0AMMO AepXaTb OTAENBHO OT 0OEPHYTLIX. TaKOW MHOAMKATOP MOXET ObiTb NCNOMBb30BAH KaK KOHTPONbHbLIN (0Dpas-
LOBbIW), U OH HE AOIMXeH BbITb NOABEPrHYT BO3AEUCTBUIO LUMKNA CTEPUNU3ALUN.

A.3.5.4 PaBHOMEPHO pacnpeaensoT MHAMKATOPbLI/YCTPOUCTBA ANS KOHTPONs npouecca B ABOWHOM 0DepTke B
none3HomMm 0b6bemMe Kamepbl CTEPUNN3ATOPA U AOKYMEHTUPYIOT CXEMY UX pacrnpeaeneHus.

A.3.5.5 HemeaneHHoO 3anyckatoTt npouecc crtepunuaaunn, noganexawmm neneitaluio. ['lo okoHvaHum uukna nepea
Pa3rpy3kon HeobXxoaMmo NPOBEPUTL U NOATBEPANTL, YTO BU3yarnbHas MHAUKALWSA 3aBepLUEHUa UmKna cpabortana.

A.3.5.6 PacnakoBbIiBalOT MHAMKATOPLI U 0bpabaTbiBalOT B COOTBETCTBUM C npoueaypon, npuseaeHHon B D.1(npwu-
noxenue D).

A.3.5.7 OnpegensatoT cogepxaHue popmanbaernaa, BbiIpaXXeHHOe B MUKporpammax (MKr), Ans Kaxaoro npowe-
wero obpaboTKy nHankKarTopa, a Takke Ansl KOHTPONbHOro (06pa3uoBOro) MHANKATOPA, MoNb3ysCb METOANKON, OMUCAaH-
HOW B D.2 (npunoxenune D). BelunTtaloT 3Ha4veHne, nony4eHHoe 0T KOHTPONbHOro (06pa3yoBoOro) MHAMKaATopa, N3 Kaxaoro
3HA4YEeHUS, MNONMYYEHHOIO OT 06PabOTaAHHBLIX MHANKATOPOB. [Tony4veHHble pe3ynbTaTbl MCNOMb3YIOT A5 BbIMUCIIEHNA Cpea-
HEro 3HaveHuns ans Bcex obpaboTaHHbIX MHOMKATOPOB U NPOBEPSAIOT 3TO cpeaHee 3HavYeHne Ha COOTBETCTBUE TpeboBa-
HUAM 6.2.

A.3.6 UcnbiTaHne CcyllKn

A.3.6.1 McnbiTaHme cylwkmn NpoBOAAT ANsl AEMOHCTPaUMM CnocobHOCTU UMKNa CTEPUNN3ALUN CHUXKATb OCTATOY-
HYIO BIT@>XHOCTb 40 YPOBHS, NO3BONAOLWErO Nnonyvarb 4OBONIbHO CyXMe YrNakoBKU N HE OKa3bIBAKLEro MHOIo, BPe4HOro
BIIMSAHMA HA 0bpaboTaHHbIe n3genus.

[TpwnmeyaHwmne— VenbiTaHne cywkn OMKHO BbITh BINMOMTHEHO KAK MHTENPUPOBAHHASA YaCcTb UCMbITAHUW TEMMNE-
paTypbl NN gaBneHus a4ns HeboNbLIOW U NONHOW 3arpy3Ku.

A.3.6.2 T1poBepAT CTEPUNTM3OBAHHYIO 3arpy3Ky Ha COOTBETCTBME TpeboBaHusimv 6.3.
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[MpnnoxeHnve B
(obsizaTenbHOE)

Knaccudunkauma ctepmnusaTopoB U MeTOoAbl UCMBITAHUN

B.1 Oowana nHndopmaumna

McnbiTanua, nepedncrneHHole B tabnuue B.1 n yctanoBneHHuble B A.3 (npunoxenmne A), npeaHasHaveHbl Ans
BbINONHEHUS C KOHTPOIIbHBIMU 3arpy3kamMmu B LensiX 4eMOHCTPaUnmn COOTBETCTBUS TPEDOBaAHUAM K pabounm XxapakTepuc-
TUKaM, YCTAHOBITEHHbIM HACTOALLMM CTaHOAPTOM.

B.2 Tun ctepunusartopa

B.2.1 KoHuenuua «tuna crepunmnaartopa» No3BonsdeT gaTtb onpeaerneHne Taknx USMEHEHNN B KOHCTPYKUWK, Xapak-
TEePp KOTOPbIX TpebyeT npoBeaeHns MOBTOPHLIX ucnbiTaHun, Ecnn tnn HTTI®-ctepunmniartopa ocraetcsa TeM Xe, TO
HEBONbLUNE N3MEHEHNS B KOHCTPYKLUMN OTAENMBHOIO CTEPUNU3ATOPA HE CHUTAIOT OKa3bIBAOLWMMK BNUSHUE Ha paboune
XapakTEPUCTUKN, N NOTOMY BbINONHEHNE NMNOBTOPHbLIX UCMbITAHUN HE TpebyeTcs.

B.2.2 Tlpn gaemoHcTpauum Toro, 4to tun HTT®-ctepunuiatopa cOOTBETCTBYET TPEOBOBaAHUSAM K paboumm XapakTe-
PUCTUKaM, YCTAHOBMNEHHbLIM HaACTOAWMM CTaH4APTOM, CTEPUNU3ATOP, KNnacCudPUUMPYEMbIN KaK 3TOT Xe TuM, OONXeH
NMETD:

a) TO e 4YNCo ABEPEN B TOM Xe KoHurypauumn.

[MTpnmevaHune 1— Ecnubbino NpogeMoHCTPUPOBAHO, YTO ANs AAHHOIO pa3Mmepa u TUna aABepu He obHapyKe-
Ha pa3HMLa BO BITUSIHMM HA 3arpy3Ky CTepununisaTopa, pacnonoXeHHyo Mexay ABEepbio N 3adHEN CTEHKOW, TO CTEPUIN3ATO-
Pbl C OOAHOW UM ABYMS TaKMMU ABEPSIMU HE CUHMTAIOT NPUHagnexalwmmMmm K pasHbiM TUNaM;

b) BCe NOAKMNIOYEHUS Cpe K KaMepe B TOW Xe OPUEHTaLnM.

[TpyumMmevyaHune 2— 3epkanbHoe pacrnonoXXeHne nogkrnioyeHnin No CPpaBHEHUIC C OPUTMHATIIbHBIM HE SIBINSAETCH
NPU3HAKOM OPYyroro Tuna;

C) TaKylo XXe CUCTEMY YNPaBMEHUS C TEM Xe PacnonoXXeHnem BCEX JAaTHUKOB (MO3nLUMK U OpUeHTaLus).

[TpnmevaHune 3— B cnyvasx, korga uaMmeHeHUs1 B CUCTEME YNPaBIEHUS HE OKa3bIBAKOT BIUSAHUST HA NOCNeno0-
BaTENbHOCTb UCTMONMHEHUSA NPOLECCa U Ha OrPaHUYMBaIOLLIME 3HAYEHUS MNapaMeTPoOB, HOBbIE UCTIbITAHUA HA COOTBETCTBUE
TUNY He TPEDBYIOTCA.

[TpumedaHune 4 —B cnyyasax, kKorga M3aMeHEHUSA B CUCTEME YMNpPaBreHNs He OKa3biBalOT BIIUAHUS HA OEW-
CTBEHHOCTb UMKNAa CTEPUNN3ALINK, UCNbITAHUA B COOTBETCTBMU € A.3.3 (NpunoxeHune A) JONYCKAETCH HE BbINOMNHATh B X04e
HOBbLIX UCMNbITAHUN HA COOTBETCTBUE TUNY,

d) Takom xe uuKn cTepunmnlauumn, B TOM YMCe Te Xe napameTpbl LMKna.

B.2.3 Ecnu BCe npo4vmne XxapakTepPUCTUKN KOHCTPYKLUUN OCcTaltoTCcH 6e3 M3MEHEHUN, TO NEPEHNCIIEHHBIE HUXE N3ME-
HEHUS HE COCTaBNAKT OCHOBbLI AJ151 HOBOIO TUNa:

a) BbICOTA KaMepbl CTepunuiatopa Haj YPOBHEM NOMa;

b) pasHunua B pasmepax Kamepbl cTepunmnisaTtopa, He npesbiwarwas = 10 % pasmepoB KaMepbl CPABHMBAEMOTO
TUMa CTepUnNMN3aTopa;

C) yBenu4yeHue BPpEMEHU yaepXKaHUS LUMKNa cTepunuaanum.

[TpnmevaHune 1 — NMcnonb3oBaHne CTEPUNNIYIOLLEND areHTa B TEYEHUE YBENNYEHHOIO NEPUoaa BPEMEHU MO-
XXET NOBMUATL Ha CNOCOBHOCTL cTepunnaaropa K gecopbumn. B Taknx cnyvasx cnegyert NnoOBTOPUTL UCTbITaHKE gecopbuunn,
onucaHHoe B A.3.5 (npunoxenune A);

d) yBenunyeHwne npoaoiKMTENBHOCTU a3kl gecopbunn;

e) nwboe N3MEHEHNE KOHCTPYKUUM NN MECTa NpPon3BoacTBa 060pyaoBaHUA Npu yCNOBUN, YTO MMEETCH OOKY-
MEHTUPOBAHHOE A0KA3aTeNnbCTBO, NOATBEPXAAoWee OTCYTCTBUE HEDNAronNnPUATHONO BO3AENCTBUSA HA paboume Xapak-
TEPUCTUKUN CTEPUNU3ATOPA, HAPYLWLAKLWEro COOTBETCTBUE HACTOALLEMY CTaHAAPTY.

[TpnumedvyaHwue 2— HokymeHTnpoBaHne nameHeHnn B KoOHCTpykumm cm. EH NCO 13485:2000, nyHKT 4.3.6.
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B.3 UcnbiTtanunsa

B.3.1 Obwwme cBeageHvns

[Tepen Ha4Yanom McNonb3OBaHUA CTEPUNU3ATopa HEODXOAUMO BbINOMHEHUE UCMbITAHUN C LENbo NOATBEPAUNTD
ero COoTBeTCTBME TpeboBaHUAM K paboumm xapakrepucTtmkam, NpuBegeHHbIM B HACTosAWEeM ctaHaapTe. [onoxurens-
Hble pe3ynbTaTbl BCEX UCMNbITAHUN, NEPEYNCTIEHHBIX B Tabnuue B.1, AOMXHbI NPOAEMOHCTPUPOBATL 3TO COOTBETCTBUE.

McnbiTaHus, yctaHoBneHHblE B Tabnuue B.1, moryt BeiTb 4ONONHEHMEM K Banvgaunm n peksanmdukauum (peart-

TecTaunmn).

Ecnn B xo4e ncnbiTaHnn NPOBEPSIIOT PENYNUPOBKN CTEPUNN3ATOPA TAKOro poaa, vto B pesynbrare dyaeH co3gaH
HOBbIWN TUN CTEPUIIN3AaTopa B COOTBETCTBMM € B.2, nocnegoBaTenbHOCTb UCMNbITAHUW OOMKHA ObiTb NOBTOPEHA.

[Tepen BbINONHEHNEM MIOOBOro U3 UCNbITAHUW JOIMKHbI ObITh NPOBEPEHBI TOYHOCTL U PEryrnupoBKa yCTPONCTB AN
N3MEPEHUSA TEMMEPATYPLI U AABNEHUS, a TAKXKe NPOBEPEHO UX COOTBETCTBUE TPEDOBaAHUAM HACTOSLWENO cTaHaapTa.

[TpunmeyaHwne— BoBpems npoBeaeHUS UCTbITAHUN HEODXOANMO yUNTLIBATb TPEDOBAHUS OXPaHbl OKPYXKato-
ewn cpedbl. [lnaHnpoBaHmne u BbINOJIHEHNE UCNbITAHMW B NTOTMYECKOW NOCNe40BaTENIbHOCTU NOMOraeT YMEeHbLNTb PUCK
HEXernaTenbHbIX NOBTOPEHUN UCTIbITAHUN N3-3a HEODXOANMOCTU BHECEHUS TEXHUYECKUX UBMEHEHNIN B KOHCTPYKLMUIO CTE-
pununsaropa Ha 3akntouYUTENBbHOW CTagumn NcnbiTaHMK. [pakTuka nokasblBaeT, YTO DONbBLWMHCTBO PEryrnupoOBOK U N3MEHE-
HUN NPOBEPSIOT HA CTaAUN PU3NHECKUX UCNbITAHUN. Jlormyeckas nocnegoBaTeNbHOCTb UCMbITAHUW, NEPEYUNCTIEHHbIX B
NPUNOXEHNN A, MOXET BbITb HUXKEYKA3aHHOW:

1) ncenbiTaHne NnpegBapuTENbHOro HarpeBa;

NCMbITaHME AaBNEHUS ¢ HEDBONbLLOW 3arpy3Koun;
TEPMOMETPUYECKNE UCTIbITAHUA C HEDONBbLLOW 3arpy3Koun, BKMNOYast UCNbITAHUE CYLLKW;

W N

o
St et ™ St et e

ncnbiTaHne gaBreHns C NONHOW 3arpy3Kkou;

TEPMOMETPUHYECKUE UCTBITAHUS C NONHOWN 3arpy3koun, BKI1HOYas UCMbITAHWUE CYLLKK;
MUKPOBUONOrmyeckoe UCnblTaHUe;

ncnbiTaHme aecopbunn.

~ O N

B.3.2 AcnbiTaHne Ha COOTBETCTBUE TUNY

McnbiTaHne Ha COOTBETCTBUE TUMY NPOBOAAT ANl AEMOHCTPALUN COOTBETCTBUS PAbOHNX XapaKTEPUCTUK KaXO0ro
TMNa crtepunu3artopa ycTaHOBIEHHbIM Nnepen ero BbiMyCKoOM Ha pbIHOK. VcnbiTaHna B nocnegoBartenibHOCTU Mo A.3 (npu-
noXXeHne A) MOryT CIny>XXuTb UCMbITAHUSIMU HA COOTBETCTBME TUNY € cobnioaeHnem TpeboBaHNN HACTOALWENo CTaHAapTa,
eCNN NX BbINOMHAT AN KAXA0ro Tmna CTepunmaaTtopa, Kak 3To yCTaHoBNeHo B Tabnuue B.1.

B.3.3 3aBoackKkune ncnbiTaHuA

3aBOACKUE WUCMbITAHUSA OOMKHbI AEMOHCTPUPOBATL COOTBETCTBUE KAXAOro crepunuiaropa TpedboBaHUSAM K
pabouynm Xapakrepuctukam ansa gaHHoro tuna. Mcnbitanusa, nepedncnedHble B Tabnunue B.1 n onpegenerHHbie B A.3
(Npunoxenue A), ABNAIOTCH KOHTPONbHBIMU UCNbITAHUSAMM, NPeAHAa3HAYEHHbIMU ANS AEMOHCTPaUNN COOTBETCTBUS TPE-
boBaHUAM K pabounm xapakTepucTukam, yCTAaHOBNEHHBbIM HACTOSLWMM CTaHAAPTOM.

B.3.4 Attectauma moHTaxa (IQ)

TpeboBaHuA N pekoMmeHagauum no arrecraumm moHtTaxa, npmeegeHHble B EH NCO 14937, He sBnstoTcA 0bs3a-
TeNTbHOW YacTblo HACTOSALWEro ctaHgapra. B oTHoOWEHUM CTEpPUNN3aTOPOB, Nnoanexawmnx artrectaumm MOHTaXa 1 noana-
NarvLwmx nog AeNCcTBMe HaACTOSLWEro ctaHgapTa, JOMKHO bbiTb NOATBEPXKAEHO, YTO:

a) X MapKMPOBKU M 3TUKETKM COOTBETCTBYIOT TpeboBaHusM pasgena 8;

b) X AOKymMeHTauusi COOTBETCTBYET TpeboBaHnsaM pasgena 9;

C) NpeaoxpaHuTerbHbIE CUCTEMBI U YCTPOUCTBA COOTBETCTBYIOT TpeboBaHusam 4.2.4.1;

d) napameTpbl NMUTaWKMX Cpea HaXoadaATcs B npegenax AmanasoHOoB, YCTAHOBMEHHLIX AN CTepunuaartopa
[(cm. 9.1, nepeuncneHuns b), ¢), a Takke pasaen 10];

€) OTCYTCTBYIOT YTEUYKN, @ TAKXKE UHbIE HENPEAYCMOTPEHHBbIE U3NTYYEHUA N BbIDPOCHI;

f) npoBepkamn He ODHaApPYXEeHO HanMuusa 3NEKTPOMArHUTHLIX MOMEX OT CTepunmaaTtopa, BO3AEUCTBYIOWMX HA
paboTy OKpyXxarwero 06opyaoBaHns, N CBUAETENLCTB SMEKTPOMArHUTHBLIX MOMEX OT OKpYXakLwWwero 06opyaoBaHns, BO3-
OENCTBYIOWKMX Ha paboTy ctepunuaatopa (cm. 4.2.4.2);

g) YCTAHOBIIEHHbIE HA CTEPUNMU3ATOPE UUKNbl CTEpUNM3aunMnm COOTBETCTBYIOT TpPpeboBaHUSAM MONb30BaTENS
[cm. 9.2, nepeuncneHune a)l.

B.3.5 Atrectauna ¢pyHkunoHmpopaHusa (0OQ)

TpeboBaHua n pekomeHagaumm no atrectaunm PyHKUMoOHNpoBaHus, npuBeaeHHble B EH NCO 14937, He saBnsitoTCS
006s3aTENbHOW YaCcTbO HACTOSWEro cTaHgapTa. B oTHOWEHUM cTepunu3aTopoBs, nognexawmx atrectaumm QyHKLNOHN-
POBaHWA N nognagatowmx nog AencTBue HacCTOALWEro ctaHaapTa, PEKOMEHAYETCHA NPOBECTU CEPUID NCTbITAHWUN, ONNCAaH-
HbIX B A.3 (npunoxeHue A), kKak ykazaHo B Tabnunue B.1.
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Tabnwuya B.1— CBoaka nporpaMmmbl UCNbITAHUA

YUncno ueneiraHnu
MWHUMaNbHOE YNCNO UHAMKATOPOB, BKOYASA
nigiﬁ:;m MHOWKATOPLI MO3UTUBHOIO KOHTPONA MUHUMANBHOE YACTO et Ao
(0bpasuoBbie) TOUEK U3MEpPEHUS a
cTepUnu- COOTBETCTBUE TUMY UCTbITAHUSA
TeMneparypsil
3aTopa, n
Hebonblwasn sarpyska [MonHana 3arpyska mé| t€ | p¢|de|dr |m®| t° | p? |de?|dr?
Menee 60 7(m) + 5(de) OaunH nHgnkaTop 4 313 (3|3 |3 (1|11 1]1
Ha OQHY eaVHWULY
Ot 60 go 11(m) + 7(de) NOJSTHOW 3arpy3Ku 6 313 (3|3 |3 (1|11 1]1
100
bonee 100 OanH AononHU- llee pononHwm-|{ 3 | 3 [ 3 |3 |31 |11 1|1
TENbHbIM  UHOUKA- TENbHbIE TOYKUN WN3-
TOp Ha KaxAable Oo- MEPEHNS Temnepa-
NONMTHUTENbHbLIE TYpbl HA KaXXgble 40-
100 n ob6bema (M w NONHUTENbHbIE
de) 100 n obbema

M — MUKPOOBMONOrn4eCcKNe NCnbITaHUS;
{ — TepMOMETPUYECKME NCNbITAHUS;

P — UCMNbITaHNSA OABNEHUS;

de — vcnbiTaHna gecopbunw;

dr — ncnbiTaHNS CyLLKW.

a4 Jlns cTepunn3aTtopoB CEPUNHOIO NPOU3BOACTBA HE SBNSIETCS CYLWLECTBEHHbIM NPY 3aBOACKUX UCTIbITAHUSX.

b Mnsa cTepunuaaTopoB CEPUTHONO NPOV3BOACTBA SBMSIETCS BAXHbBIM KaK MPY 3aBOACKUX UCMbITAHUSX, TaK U Npu

aTrecTaumm pyHkunoHmposanua (0OQ).

¢ McnbiTanmsa gOmKHbI ObIThb BbIMNOMNMHEHB! KAK ¢ HEDONMBLOW, TaK U C MOJTHOW 3arpy3Kowu.
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MpnnoxeHwne C
(obsizaTenbHOE)

UcnbiTaTenbHOe obopyaoBaHUue

C.1 Mpubopbl Ana namepeHna AaBreHNA

C.1.1 Ons npoBepkn npnbopoB, cnyxawmux ans MHANKauum n pernctpaumm aaBneHuns, 4onXHbol 6b61Tb NPUMEHEHDI
NCnblTaTenbHble (KOHTPOIBbHbLIE) NPNBOPLI ANA N3MEPEHUS AABNEHUS.

[NomKHbl ObITb NPUMEHEHBI BAPOMETPUYECKU CKOMIMEHCUPOBAHHBbIE CUCTEMBI.

C.1.2 Wkana uncnbitatensHoro npubopa ans namepeHnst AasneHns JomKHa OXBaTbiBaTb MO MEHbLUEN MeEpe Ana-
Na30H U3MepeHns NpoBepsiemoro npubopa. MakcmmanbHO 4ONYCTUMAS NMOrPELHOCTb UCMbITAaTENBHOIO NpNdopa AoMKHa
ObiTb B 2 pa3a MeHbLUE MaKCUMalbHO AONYCTUMOW MOrPELWHOCTU NPOBEPSEMOro npubopa.

C.1.3 WcnbiTatenbHbln npubop Ans namepeHus OaBreHus OOMMKEeH UMEeTb AEeNCTBUTENnbHOE CBUAETENbCTBO O
NoBEPKeE.

C.1.4 KannbpoBka ncnbiTatenbHOro npubopa ansa namepeHns gaBneHns ormKkHa dbiTb BbINOJIHEHA C UCMNOMb30-
BaHnem pabo4ero nnm obpasyoBoro aranoHa, NpocneXXmBaemMmoro 40 HaunoHanbHOro Unu NePBUYHONO 3TanoHa.

C.1.5 WcnbiTatenbHbln Nnpnbop Ans naMmeperHnst AaBrneHns OmKeH BDbiTb KannbpoBaH B COOTBETCTBUU C MHCTPYK-
LMAMW €ro N3roTOBUTENS.

C.2 JaTtyvkn TemnepaTtypbl

C.2.1 Hatumkm temnepatypbl 4OIMKHbI ObITb NMOO NNATUHOBLIMU PE3UCTUBHBIMU AaTYUKAMK, COOTBETCTBYHOLWNMMN
TpeboBaHusam K knaccy A cornacHo EH 60751, nnbo tepmonapamun, COOTBETCTBYHOWMMKU TpeboBaHMsM K Knaccy 1
cornacHo EH 60584-2.

C.2.2 Hambonbwunnm gnameTp Aat4MKoB TEMNEPATYPbI, UCNOMb3YEMbIX B KAMEPE CTEPUNMNIATOPA, HE AOITKEH NpPe-
BbiwaTtb 1,0 MM Npn namepeHnmn NoBepx BTOPUYHOU N3ONAUMN COeANHUTENbHbLIX NPOBOAOB.

C.2.3 BHewHune ycnoeus, BO3AENCTBYIOWLME HA AAaTUYMKN TeMmneparTypbl (4aBneHne, CTEPUNN3YIOLWLMN areHT, nap
NN Bakyym), HE AOIMKHbI BIUATb Ha UX paboune xapakTepuCcTUKW.

C.2.4 KannbpoBka gaTt4yukoB TEMMEPATYPbI 4OMKHA BbIThb BbIMOMNMHEHA C UCNONb30BaHUEM Paboyvero nnm obpasuo-
BOr0 3TaroHa, NpocneXxmnBaemoro 4o HauuoHanbHOro Unu NePBUYHONo 3TanoHa.

C.3 MNMpnbop ana pernctpaumm TemnepaTypobl

C.3.1 lNpnbop ans perncTpaymm temnepaTypbl 4OMMKEH ObITb CNOCODEH 3annUcbiBaTh TEMNEPATYPY, KAK MUHUMYM,
OT Yncna gaTt4yukos, NpueeaeHHoro B Tabnuue B.1. KaHanbl MoryTt 6bITb MyNbTUNNTEKCUPOBAHHBIMU UITU HE3ABUCUMbIMU
apyr ot apyra. Yactorta BbIOOPKM ANS KaXA0ro KaHana gormkHa coctaBnsiTe 2 C UM MEHEE.

C.3.2 Wkana aHanoroBoro npnbopa ans perncrpauum TemnepaTtypbl 4OMKHa OXBaTbIBaTh AMana3oH Temnepartyp
o1 0 °C po 100 °C. MMHnmanbHasa ueHa aeneHus wkanbsl He gomkHa npeBbiwaTth 1 K, a CKOpocTb NPOTSKKM Bymarn gon-
XHa bbITb HE MeHee 10 mm/MuH. [InnHa Wwkanbl 4onXHa bbiTb 4OCTATOYHOM ANA obecneveHns paspellatowen cnocobHoC-
™ He Xyxe 0,5 K.

[TpnmeyvaHwmne—[na gOCTMXKEHUS YKA3aHHbIX BbILLIE XapaKTEPUCTUK MOXET NOHaAA0bUTbCs DYHKUUNSA «KYBENU-
YyeHne», T. €. UI3BMeHeHne macwtaba wkansl.

C.3.3 Uwndposble npmnbopsl A4ns permcTpaunm temnepartypbl 4OTKHbI PEMCTPUPOBATL U 3aMUCLIBaTb AaHHbLIE C NPU-
paweHnem (ueHon aenenns) He bonee 0,1 K, nx wkana gonxkHa oxeartbiBatb gnanasoH temnepatyp ot 0 °C go 100 °C.

C.3.4 MakcumanbHo gonyctumble norpewHocty mexagy 10 °C n 100 °C He gonxHbl npeBbiwaTth 0,25 K npu name-
PEHUN B YCITOBUAX KOMHATHOW TemnepaTtypsl [(20 + 3) °Cl.

[Tocne BbINONHEHNA PETYNUPOBOK TEMMEpaTypa, naMmepsiemast BceMmun gatymkamMmm TeMnepaTtypbl, He 4OMKHA pa3nu-
yaTtbcs bonee yem Ha 0,2 K npu norpyXeHnm gat4ynkoB B UCTOYHUK TEMNA C TEMMNEPAaTYpoOUn B Npeagenax agnanasoHa TemMre-
paTtyp ctepunusauun. MlHgukaTop Temneparypbl MCTOYHUKA Tenna goMmKeH MMeTb HeonpeaeneHHOCTb NU3MEPEHNSA MEHEE
yem £ 0,1 K npu namepsemon temneparype.

C.3.5 KanubpoBka ucnbiTatenbHOro npubopa ans perucrpaymm temnepartypbl AormkHa ObiTb BbINOMHEHA C
NCNonb3oBaHMEM padboyero nnm obpasuoBoOro 3TanoHa, NPocneXxXmBaemMmoro 40 HaUyMOHaNbHOro NN NePBUYHONO 3TanoHa.

C.3.6 lNpnbop gnsa perncTpaumm tTemnepaTtypbl 4OIMKEH UMETb AENCTBUTENBHOE CBUAETENBCTBO O NOBEPKE.

C.3.7 lNpnbop ans perncrpauum TemnepaTtypbl A4OIMKEH ObiThb KanMbpoBaH B COOTBETCTBUU C UHCTPYKLMEN €50
N3roTOBUTENS; KAanMbpoBka AomKkHa ObITb MPOBEAEHA N NO TEMNEPATYpPaM, BXOASWMNM B AMana3oH TeMNepaTyp CTEPUIIN-
3auuu.

C.4 MNMpubop ana perncTpauvmn aaBrieHNA

C.4.1 lNpnbop ans perncrpaunm gaBneHnst MoXeT BbiTb MHTENPUPOBaH B NpUbop Anst perncTpaunm temnepartypsl
Kak JONONHUTENbHbIN KaHarmn, KanmbpoBaHHbIM NO AaBneHunto. YacTota BbIOOPKM ANA KaXXA0ro KaHana gonxHa bbeitb 1 ¢
nnn meHee. [ns nHtTepnpeTaunmn pesynbTaToB A0JKHbI ObITb UCMOMb30BaHbLI BCE NONMYyYEHHbIE JaHHbIE.
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C.4.2 Wkana aHanoroBbiXx NpubopoB Ans permnctpaunm gasneHns JonxXHa oxpatbiBatb gnanasoH ot 0 go 100 kla
abcontoTHoro gasnexHus (ot 0 go 1 6ap). MMHnmanbHas ueHa geneHus WwKansl He gormkHa npesbiwaTh 2 Kla (0,02 bap),
a CKOPOCTb NPOTSKKM Bymarm aomxHa obitb HEe meHee 10 mm/mMuH. nuHa wkanbs! 4omKHa ObITb 4OCTATOYMHON Ans 0bec-
nevyeHns paspewatowen cnocobHoctn He xyxe 1 klla (0,01 6ap).

[TpnmeyaHune—[Ana AOCTMXKEHNA YKA3AHHbBIX BbilLE XapaKTEPUCTUK MOXET NOHAA0MTLCH PYHKUNA «yBENW-
YyeHuer, T. €. UaMeHeHne macwTaba wkanbl.

C.4.3 UundpoBble npubopbl Ansa permcrpaumm aaBneHnst JOMKHbl PErMCTPUPOBaTh U 3anncbiBaTh AAHHbIE C NPU-
paweHnem He bonee 0,1 kl'a, nx wkana gonxHa oxBatbiBaTbh gnanasoH gasrnedmm ot 0 go 1 6ap abcontoTHOro AgaBneHus
(o1 O go 100 kla).

C.4.4 Obwun npegen norpewHocTn mexay 3anadenmnsamm 4 n 100 klMa abcontoTHoro gasnexus (ot 0,04 go 1 6ap)
O nHAnKaTopa n U3aMepuTenbHON CUCTEMBI HE gommkeH npeBbiwaTh 0,3 kl'a (3 mbap) npn namepeHnn B yCrnoBUsIX KOM-
HaTHOW TemnepaTtypsbl [(20 £ 3) °C].

C.4.5 CobcTBeHHAA YacToTa Aartymka n NPUCoOegnHEHHON K HEMY TPYOKM He gonxHa bbiTb meHee 10 ['u, a nocTo-
AaHHas BpemMmenun (0T 0 % ao 63 %) ansa Bo3pacralwero gasneHnsa gomkHa beite He Bonee 0,04 c.

C.4.6 llpubop ans perncrpaunm gaBneHus QomKeH nMeTb 4EUCTBUTENbHOE CBUAETENBCTBO O NOBEPKE.

C.4.7 KanunbpoBka gomkHa dbiTb BbINOSIHEHA C UCNONb30BaHMEM paboyero nnm obpasuoBoro artanoHa, nNpocre-
XUBAEMOro 40 HaUuMOHarnbHOIro UNn NEPBUYHOIO 3TarnoHa.

C.4.8 lNpubop anst pernctpaummu gaeneHus, byayum coeamHEeHHbIM C YYBCTBUTENMbHbLIM K JABEHUIO 3TEMEHTOM,
OOMKeH ObITb KAaNMOpPOBAaH B COOTBETCTBUM C MHCTPYKUMSIMU €0 N3roTOBUTENN S, BKIOYas B AWana3oH KanubpoBKu AaBne-

HUS, BXOASWME B ANana3oH gasBneHun crepunmusaunn. HeonpeaeneHHoCTb NU3MEPEHUA NPU JABNEHUN CTEPUNN3ALNN
normxkHa 6eitb meHee + 0,2 klla (0,002 bap).

C.5 Nngukatop ansa npoBepkn 3adhdeKTUBHOCTU gecopounn

HonmxHa bbITb nCNonb3oBaHa cTtaHgapTU3oBaHHaA punbTpoBanbHas bymara, COOTBETCTBYHOLWAS TPEDOBAHUSIM,
npuBeaeHHbIM B Tabnuue C.1, anametpom He meHee 70 mM.

[TpunmeyaHune— YkazaHuss OTHOCUTENBHO OKPYXaloLWen cpeabl — B cooTBeTcTBUM € D.2.1 (npunoxenune D).

abnwuua C.1— Cneundukaums punetpoBanbHOM bymarm, nCnonb3yemMoun ans npoBepkun 3apPheKTMBHOCTU aecopbumm

XapaKkrepuctuka CcbINoYvHbIM CTAaHAaAPT | EAMHuua namepeHus 3Ha4veHune
YaenbHbIN BEC EH NCO 536 /M2 00 + 3
TonwuHa EH 20534 MM 0,2+ 0,04
[1NOTHOCTBL — Kr/Mm° 450 (HOMUHaNbHOE 3HavYeHue)?
CkopocTb dunbTpaumm (HavanbHas) — C 11+ 2
KanunnsaprHoe nogustue (Klemm) NCO 8787 Mm/10 MnH 110
KoadhdomnumeHT cyxoro pactshxkerns MD/CD NCO 3781 H.m/r 25/14
KoadhduunmeHT paspbiBa NCO 2758 kKMa - M/r 1,0
301bHOCTDb NCO 1762 % < 0,01

9 YacTHOe OT geneHns 3HaveHns1 yaernbHOro Beca Ha 3HauYeHue TOSWMHbI.

C.6 YcTponcTBO ANA UcnbITaHUA npouecca

YCTPONCTBO ANA UCNbITAHUSA npouecca O0NMHO:
- DbITb HEMETaNIINYECKUM;

- €ero KOHCTPYKUMS AOSHKHA UCKITOYaTh NPOHMKAHWE CTEPUITUBYIOLLENO areHTa BHYTPb YCTPONCTBA YepPes ero CTEHKY;
- yaoBneTBopsTb TpeboBaHunsm EH 867-5.

C.7 bvnonornyeckme nHOMKATOPbI U CUCTEMBbI

Bbuonornveckne nHgnkKaTopbl 1 CUCTEMbI AOIKHbI cOOTBETCTBOBaTb TpeboBaHmnsam EH MCO 11138-5.

[TpnmevaHnune—Moryt 6bITb NCNONBL30BaHbI APYIMeE NMHONKATOPHbIE CUCTEMBbI (HAaNpumMmep, aBTOHOMHbIE U30-
NMMPOBaHHbIE BUonornveckne nHaukatopsl), coorsercreyowme Tpebosannsm EH MCO 11138-5. Ecnn B Takyto cuctemy
BXOAUT YCTPOMUCTBO ANS UCNbITAHMA NPOLECcCca, K HEW NPUMEHUMbI TakKke n TpeboBanns EH 867-5.

C.8 CrepunusaumnoHHana obepTKa
CrepunusaymoHHas obepTtka gomKHa cooTBEeTCTBOBATL TpeboBaHnam EH 868-5.
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MpunnoxeHnwe D
(obsizaTenbHOE)

OnpeneneHue octatovyHoro bopmanbgernga B UHAUKaTope M3 ounbTpoBanbHOW Gymarn

D.1 lNMpoueaypa noaroToBKM MHOMKaTOpa

[Tocne nossBNeHns nHAMKaUMmn 3aBepLueHust UMKna obpaboTaHHbIV B CTEPUNN3ATOPE MHAMKATOP U3 PhUnbTpoOBanb-
HOW Bymarn gosmKeH ObiTb B TEYEHUE 5 MMH NOMELLEH B 3KCTPArnpylowWwmm peareHT B COoTBETCTBMM ¢ D.2.2 nnmn nnoTHO
3aBEPHYT B alntOMUHUEBYIO PONbIy ANd Nocneayowen sKkCTpakyumm B TeveHne 24 v.

D.2 AHanu3 cogepxaHua popmanbaernga B MHANKaTope n3 omnbTpoBanbHON bymaru

D.2.1 ObopyaoBaHue
Mcnonb3ytoT crnegytouiee ob6opyaoBaHue:
a) peareHT XpOMOTPOMNOBON KNCNOTbI:
PacTBOPAOT 1 I HAaTPMeBon conu xpomoTponoBon KMcnoTbl (CqaHgNas0gS,5 -2 H,O) B 100 mn gnctunnuposan-
Hou BoAbl. [lobasnstoT 450 mn 12,4 mons cepHon kncnotsl (H5,SO,4). PacTBop XpaHAT B TEMHOM MecTe. PacTBOp roeH K
paboTe B TeyeHue 8 \;
b) cnekTpooToOMETP C ANTMHOWN BONHbI 560 HM;
c) rmapokeng HaTpus NaOH 0,2 mons;
d) naboparopHas KoHn4eckasi konba SpneHmenepa (250 mn) Co CTEKNAHHON NPUTEPTON NPOOKOW;
)

e) BoasiHas baHg;
fy pactBOp hopmanbaernga ¢ U3BECTHOW KOHUeHTpaunen mexay 34 % n 38 % (ncnonb3ytoT ans KannbpoBKn).

MTpumevanHune 1— Cnocob ytmunmsaymm NCnonb3oBaHHbIX XMMUKATOB U MHOAUMKATOPOB AOIMKeH ObiTb onpeae-
NEeH U 3annaHnpoBaH 3apaHee ¢ y4eToM TPebOBaHMN HOPMATUBHbBIX AOKYMEHTOB K OXPaHe OKpYXXatoLlen cpepbi.

[TpnmevyaHune 2— Heobxognmo cobnogeHmne mep NpegocToOpoOXXHOCTU NMPu padboTe ¢ XMMMKatamu, onacHbIMU
O YEnOBEKA U OKPYXaloLWEN cpeabl.

D.2.2 3kcTparnpoBaHue n3 obopadboTaHHbIX MHOANKATOPOB U Npoueaypa OueHKW

D.2.2.1 3kcTparnpytot 0bpaboTaHHbie B CTEPUITN3ATOPE MHANKATOPLI U3 PunbTpoBanbHOW Bymaru pasaiernbHo B
50 mn 0,2 monst NaOH npu koMHaTHOW TeMNepaType B TeHEHNE MUHUMYM 8 4. MIcnonb3ytoT KONbbl QpneHmenepa, 3aKpbi-
Tbl€ CTEKMAHHBIMUW MPUTEPTLIMU NPODKaAMM.

D.2.2.2 lomewarT 1,0 mn ynomsaHyToro Boeiwe akctpakra NaOH v 10,0 mn peareHTa XpoMOTpPONOBOWN KNCTOTHI B
HEDONbLIME CTEKNAHHbIE KOMNObI, 3aKpbIBAOT KONObI CTEKNSAHHBIMKU NPUTEPTLIMU Npobkamn. HarpeBatoT Konbbl B 3aLLu-
LLLEHHON OT cBeTa BoasHon 6aHe npu temnepatype 100 °C B TeveHune 45 MuH.

D.2.2.3 OxnaxagarT Konbbl B X0N0AHOW BOAE, UCMONb3ys BOAAHYIO BAHIO, 1 3aTEM U3MEPAIOT abcopbunio pacTBo-
pa nNpu annHe BonHbl 560 HM ¢ NOMOLWbIO criekTpodoTomMeTpa. PaccunTeiBaloT OCTaATOYMHbIV popManbaerng Ans Kaxxaoro
MHANKATOPA B MUKpOrpammax (MKr) ¢ NOMOLLbIO AnarpamMmmebl, MONy4eHHOW Npu Kannbposke, B cooTBeTcTBUN ¢ D.2.4.

D.2.3 3kcTtparnpoBaHue 3 HeobpaboTaHHOro (KOHTPONBLHOIO) MHAMKATOpPA N NpouUueaypa OUEHKW

D.2.3.1 3KkcTparnpoBaHue NpoBOAAT U3 HAUKaTopa n3 punbTpoBanbHOW bymarn, He NoABEPryyToro popmarns-
OerMaHon ctepunuaaumm, ans NONyYeHns CPaBHUTENBHOMO 3HAYEHUA OCTATKOB B HEODOPabOTAHHOM KOHTPOJIBHOM UHAMN-
KaTope. JKCTparmpoBaHue n OUEHKY KOHTPONMBHOIO MHAMKaTopa BbINOJTHAIT B COOTBETCTBUM € D.2.2.

D.2.3.2 [lpn OKOHYaTENBbHON OLEHKE PE3yNbTaToOB UCMbITAHUS AECOPOLUMN 3HAYEHNE OCTATKOB B HEODPabOTAHHOM
KOHTPOBHOM MHANKATOPE BbIMMUTAIOT U3 3HAYEHUW, NONYYEHHbIX ANS Kaxgoro obpabdboTaHHOro nHaukaropa.

D.2.4 KannbpoBKka
D.2.4.1 MpnHumn

[Tpoueaypy kKannbpoBKN NCMONb3YIOT AN NONYYEHUNA AnarpamMmmel, NO3BONSOLWEN Npeobpa3oBaTb NOKA3aHUSA Crek-
TpohoTOMETPA HEMOCPEACTBEHHO B KONMYECTBO hopManbaernaa, BblpaXXeHHOe B MUKporpaMmmax (MKr) Ha MHAMKaTop.

OCHOBY Ans KAaNMbpOBKU COCTABNSAET pacTBOp hopmanbaernga ¢ U3BeCTHOMN KOHLUEHTPaUNEN. ITOT pacTBOp pas-
DaBNAIT B Pa3fMYHbIX COOTHOLWEHUAX ANA nony4YeHuns obpasuoB ¢ MEHbLLIEN KOHUEHTPaUMEN, KOTOPYIO ONpeaensitioT ¢
BONbLION TOYHOCTLIO. [1ocne BbINONHEHUS Npoueaypbl Kannbposku cornacHo D.2.4.2 cocTaBnsaloT gnarpaMmmy, no 0gHon
OCU KOTOPOWM OTKINaAbIBAOT KONMUYECTBO MUKPOrpaMmmoB hopmanbaernga Ha MHAMKATOP Kak PYHKUUIO 3HAYEHUS abcopb-
LMW, NONYYEHHYIO N3 NOKa3aHnK cnekTpodoTtomeTpa. ATy gnarpaMmmy NCNonb3yoT ANnd onpeaeneHns konmdectesa Qopm-
anbaernga, Kotopoe nmbo CHUTbIBAOT HENOCPEACTBEHHO, NMOO pacCcyYUTbIBAOT C NOMOLLbIO HAKNOHHOW MPAMOW Ha
rpaguke.

D.2.4.2 lNpoueaypa
D.2.4.2.1 TloarotoBnNAKT CEPUID U3 LLECTU 0DPAa3LOB C Ppas3nUYHON KOHUEHTPpaunen dopmMmanbaernia crneayowmm
obpa3om:
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a) passogsTt 1,0 mn KoHUEHTpUPOBaHHOro pacrteopa opmanbgermga s 1000 mn Boab!.

[Tpumedyanune—PacrBop dopmanbaernga KoHueHTpaumen n % dopmanbaermga cogepxmnt n/100 kr/in =
=10-nr/n=10.n mr/mn. KoHUeHTpUpPOBaHHbIM pacTBop hopmanbaernga coaepxut ot 34 % no 38 % hopmanbaernaa,
pacTBOp, paseegeHHbIn 4o cooTHoweHus 1:1000, byaet coaepxatb oT 340 go 380 mMKr/mn, a, HaNpUMep, PacTBOP KOHLEH-
Tpaunen 36,41 % bynet cogepxatb 364,1 MKr/mn;

b) ncnonbays pasBeaeHHbIN pacTBOpP, NOArOTOBNAT oCcTarnbHble 06pa3subl C COOTHOWEHUSIMU KOHUEHTPpaunn 1:2,
1:4, 1.8 n 1.16 gnsa nony4YeHns 3Ha4Y€HUN C JOCTATOYHbIM AMana3oHOM N3MEPEHWN;

c) oTbmparT no 1 mn oT Kaxgoro obpasua pasnuyHon koHueHTpauum (1) n gobaensiot no 49,0 mn 0,2 monsa NaOH
(2);

d) nogrotToBNsOT KOHTPONbHBLINM 06pa3zeu, agobasus 1,0 MmN ANCTUNNIMPOBAHHOW BOALI (MPeacTaBUTENb KOHUEHTPA-
umm O mkr/mn) K 49,0 mn 0,2 mons NaOH.

D.2.4.2.2 Ons goctmxeHus BONblUEN HAAEXHOCTU N3MEPEHNUS MOBTOPAIOT 3Tanbl oT a) ao d) no D.2.4.2.1, ansa
NONnyYeHus ABYX napannenbHbiX cepun 0bpa3suLoB paBHOW KOHLUEHTPaLUN,

D.2.4.2.3 HobasnsawT no 1 Mmn OT KaXaoro BelWeynoMsaHyToro obpasua n no 10,0 mn peareHta XpomMoTpOnoBou
KUCNOTbI B HEOONbLUME CTEKNAHHbIE KOMOBbI, 3aKPbITble CTEKMAHHBIMU NPUTEPTLIMKU NMpodbkamun. HarpesatoT konbbl B 3aLLm-
LIEHHON OT cBeTa BoAasiHoW Bane npu temnepatype 100 °C B TeveHne 45 MuH, 3aTem oxnaxgaroT Konbbl, NCNonb3ys
BOASHYIO DaHI0.

Takum obpasom nony4arwT gsa Habopa kanubpoBaHHLIX 00pa3yoB ANs CNeKTPoPOTOMETPUYECKOro aHanmaa,
npeacrasnsatowmx 0; n-10; n-10/2;, n-10/4; n- 10/8 n n - 10/16 mKkr opmaneagernga, pacrsopeHHoro B 50,0 mn pacteopa.

D.2.4.2.4 CocTaBnsaioT guarpammy, Ha KOTOPOW ogHa OCb npeacrtaBnseT nokasaHnsa cnektpodotoMmeTpa, a BTO-
pas — KONMMYEeCTBO MUKporpammoB hopmanbagernga B 50 mn pacreopa.

D.2.4.2.5 U3amepsitoT cnekTpodpoToMeTpoM abcopbumnio Kaxaoro na wectn odbpasuos n3 aeyx HabopoBs npu anvHe
BOJTHbI 560 HM. [1oNb3yAChk NONYYEHHBLIMU MPU N3MEPEHUN 3HAYEHUAMU N X N3BECTHBIM COOTHOLLEHNEM C COAEPHKAHNEM
dopmanbgervnga B 50 mn pacteopa, NPoOBOAAT Ha gnarpamMmme ase npsmMble NMHUKM COrnmacHO MeTogy HanMeHbLLINX KBaa-
paToB (NMHENHAA perpeccus).

[TpumeyaHune—MerTogq HaMMEHbLLMX KBAOPaToOB UMK NMUHEWHON Perpeccumn SBnseTcs obLWenpuHATbBIM MaTe-
MaTUYECKUM METOAOM, UCMNOMb3YEMbIM AT MUHUMM3ALUNN CYMMBbl OTKIOHEHUSA MEXAY BCTABMEHHbIMUY (LLECTbLIO) 3HAYEHMU-
AMU U MPAMON NUHUEN, CBA3bIBAIOLWEN NX OAPYT C APYroMm.

D.2.4.2.6 B 3aknioueHne paccumTbiBaOT NPAMYIO NUHUIO, NPeACTaBNSALWYI0 cobon cpeaHeapnPmeTn4eckoe 3Ha-
YEeHne OT ABYX BCTABIMEHHbIX NPSAMbIX. 3Ta NMMHUSA ByaeT NO3BONATL NPSIMOE CYMThIBAHUE 0DLWEro cogepXanmna hopmarnbs-
aervaa (8 mkr) B 50 mn 0,2 mons NaOH kak pyHKUMIO OT 3Ha4eHnsa abcopbumnm npu anuHe BorHbl 560 HM, NONYYEHHOIO C
NOMOLLbIO cnekTpodhoToOMETpPA.

nsa noctpoenns ncnonb3yT 00beMbl U pa3BeaeHUs, UWAEHTUYHbIE WUCMONBb3OBAHHLIM MPU 3KCTParnpoBaHwuu
MHAWMKaATOPOB (cM. D.2.2 n D.2.3), npn 3TOM NOKa3aHUs CnekTpogoToMeTpa, NOSTYHEHHbIE NMPU BbINONMHEHNN 0Denx npoue-
Oyp, AOIMKHbI BbITb aHANOIMMYHbIMKU. JTO O3HAYAET, YTO OCb Ha Agnarpamme (pucyHok D.1), npeacraBnsowas KOHUEHTpa-
unio dopmanbgernga B Mukporpammax Ha 50 mn obpasua npu kanubpoBKe, MOXET TakKke npeacrtaBnsitb obuee
KONMUYECTBO OCTATOYHOro chopmanbgernga B MUKporpammax Ha 50 mn aKecTpakta u3 uHaukaTopa, T. €. obLlee Konm4yecT-
BO OCTaAToOvHOro dhopmansgernga, adbcopbmnpoBaHHOro MHAMKATOPOM U3 punbTpoBanbHOW bymarm.

Esg0
0,5
1 — HaKNoOHHAasA NnpamMas
0,1203 409,1/0,5 = 818,2 MKI/Ergq; 2 — 3HAYEHMUeE,

nony4vyeHHoe ot obpasuya

08,43 409, 1 PucyHok D.1 — MNMpumep rpacdwmka ans
MKI/S50 Mn  OUEHKM ocTaTovHoro hopmanbgernaa

lpumep — HaknoH npsiMou nuHuu, nos1iy4eHHoOU 8 xode npoyedypoi Kanubpoeku no D.2.4.2, cocmasnsiem
818,2 Mk2/E 55, Kak NOKa3aHo Ha pucyHke D.1. [Ipu usamepeHuu akcmpakma u3 uHoukamopa, kak onucado e D.2.2,
nokasaHusi cnekmpogomomempa cocmaensitom Egqn = 0,7203. Konusecmeo ocmamo4Ho2o popmanbde2uda 8
UHOUKamope moxem 6bimb cHUMaHoO ¢ duaz2pamMmbl unu paccyumaro kak 818,2 - 0,1203 = 98,43 mka chopmaribOe-
auda.
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[MpnnoxeHwe E
(cnpaBo4HOe€)

OcTtaTtku chopmanbaernaa Ha MegULMHCKUX Usaenusx

E.1 donyweHua npun pacyeTe npeaenoB octaTtouHoro cpopmanbgernga Ha MeAMUMHCKNX nagenumax

B HacToswee BpeMs MMEeTCs O4eHb Mano AaHHbIX 00 onacHocTAX AN OONbHbIX B OTHOWWEHUN BO3AENCTBUSA HA
HMX OCTaTKOB popmanbgernga Ha CTepPUITN30OBaHHbIX MEOANUMHCKNX U3Zenuax nyTaMn, OTIINYHBIMW OT BAbIXaHUA UIA
KOHTaKTa € KoXXen. bason ansa pacyeTos, nexawmx B OCHOBe TpeboBaHUN HACTOSALWEro ctaHgapTa B OTHOLWWEHUN OCTATKOB
opmMmanbgernga Ha MeguuuHCKUX U3aenusx, SABNATCH OadHHble, npeactaBneHHble B ronnadHackom otdete RIVM
(Rijksinstituut voor Volksgezondheid EH Milieu) 710401018 [xx]. lNpeaenbHble 3Ha4veHus anst HnaepnaHaos, NpuBegeH-
Hble B Tabnuue E.1, ocHoBaHbl Ha AaHHbIX 3HavYeHnn LD (CpeaHnasn netanbHas 403a TOKCMYECKOro BELWECTBa Unn paau-
auumn, Heobxognmas ans Toro, 4Tobbl nornbna NonoBMHa YNEHOB UCMLITYEMOW MONyNsAUnMK) ans onpeaeneHHoro Yymena
NOAONbLITHLIX XXUBOTHbLIX U PasnuyHbiX NyTen Bosgencteus. 3HaveHust LDz Ans BobIXxaHusi 1 BHYTPUBEHHOIO BBEAEHUS
OblNMK CXOAHBbIMU U Bonee HU3KUMKU, YeM AN OpanbHOroO UMK KOXHOro Bo3aenctBus. Pacuertbl npegena ans orpaHuyeH-
HOW 3KCNO3nuum 4vepes BAbIXaHne nin BHYTPUBEHHOE BBEAEHUE, a TaKXke ONA OpanbHOro Uim KOXHOro BO34ENCTBUS
ObINM OCHOBaHbI HA HMXHUX 3HaueHusIX LD g B pagy pasnnyHbIX NyTen SKCno3nuum 1 Ha rpaHuue besonacHoctn 250 ana
nepeBoaa AaHHbIX, MONyYeHHbIX Ha XUBOTHbLIX, HA OOAHOPA30BYI0 3KCMO3NLUUIO YENoBEKa.

Tadbnwuua E.1 — Ccbinku

CTtpaHa [TyTh BO3OEUCTBUA (SKCNO3ULIUK) 3Ha4veHune Ccbinka
Huagepnangbl | BHyTpmBEeHHOE BBeaeHUE (M BAbIXaHWE) 16,8 Mr RIVM-report,
710401018:1992
MHoe 28 Mr
CLA [ emoananunaartop 5 MUNTIMOHHBIX OONEN ANSI/AAMI RD 47:1993
EP BakuuHbl 0,2 r/n (200 MunnuoHHbIX | EBponenckas papmakornes
Oonen)

[laHHble, npeacTaBneHHbie B Tabnuue E.1, moryt ObITb MCNOMb30BaHbI B KAYECTBE PA3yMHOro AONyLWEeHUs Ans
yCTAHOBMEeHUs1 TPeOOBaHUM K METOAY UCMbITAHUW, KOTOPbIWM JOMKeH obecnevnTb AOKa3aTENbCTBO 6€30NacHOCTU CTepPU-
nu3aTtopa u BbINONHAEMOro UM npouecca, He obpasyloWero CNNWLKOM BbICOKOTO YPOBHS OCTaTKOB hopmanbaernga rnpu
YCNOBUSAX MPOBEAEHUST 3TUX UCMbITAHUA B COOTBETCTBUM C HACTOSALWMM CTaHOAPTOM.

[TpumedaHwue—I[llpn oueHke NoTEHUMANbHOIO pUcKa NpUMeHeHuns Ans 6onbHOro n3genumn, CTePUIN30BaHHbIX
dhopmanbaerngom, crnegyeT paccmaTpuBaTbh OAHOBPEMEHHOE UCTONb30BaAHNE Bonee Yem 04HOro N3Jenmnsi B KXKA0OM Cny-
4yae, a TaKkXke WCMNonb30BaHNE TakKnX N3genuu npu nevYeHnn HoBopoXaeHHbIX. CpegHee npegenbHoe 3Ha4YeHue, yCTaHOB-
neHHoe B 6.2 (200 mkr), npumepHo B 80 pas HMXe, YeM npeaen Anst BHyTPUBEHHOIO BO3AENCTBUS, NPUBEAEHHLIN B Tabnu-
ue E.1. Takas rpaHnua b6esonacHocTM Oblna BbibpaHa ANs KOMMEHcauuu crydaeB OQHOBPEMEHHOIO UCMONb30OBAHUS
DONbHbIM DOMNee Yem O0QHOro N3QENns N Cry4aeB UCMONb30BaHUSA N3QENNUS B NEYEHUN HOBOPOXAEHHbIX.

E.2 OnpepeneHne octatovHoro cpopmansgernaa B CTePUNIM30OBaAHHbIX N3genunax

E.2.1 Obwme cBegeHus

Cnocob onpeaeneHnss octatodHoro dopmanbaernga B CTEPUIM30BaHHbIX MHAUMKATOpax u3 punbTpoBalbHOW

bymaru, npuBeaeHHbIN B NpunoxeHumn D, ocHOBaH Ha obwen npoueaype onpeaeneHnsa octaTtkos, onmcadHon V.Handlos
[2]—{4].

[TpnumeyaHwme—Illpn ncNoNbL30BaHUN 3TOIO METOAA AOIMKHbI ObITh y4TEHLI TPEOOBAHNS OXPaHbl OKPYXKaloLWEeN
cpeabl. Obwme ykasanms no sTomy Bonpocy npmeegersl B F.1 (npunoxenne F).

Llenbio 060nx aHann3oB SABNSETCsH onpeaenexHne obuwero cogepxxaHus dopmanbgernga v ero nonmmMmepoB B MEN-
LMHCKNX N3enunsx, nogBeprHyThiX CTEPUNU3ALNN.

BONbWWHCTBO MEeAMUUHCKUX U3OENUNA, CTEPUNTNIYEMBIX C UCNOMNb3OBaAHMEM hopmanbgernaa, U3rotoBlneHbl U3
PA3NNYHbIX TUNOB NNACTMAace, pas3nnyHbiX TUNOB PE3UHbI, CTeKNa n metanna. OctaTtodHbin hopmanbaerng MoXeT ObiThb
npeacTaBneH Kak abcopbnpoBaHHbIV N agcopobupoBaHHbIM hopmanbaerna Um Kak nonmmep Ha NnoBePXHOCTU CTEPU-
NMN30BAHHbIX N3OENNN.

[TopncTble maTepuansl, TakKne Kak TEKCTUNb U Bymara, nokasanu CBol cnocobHoOCTb abcopbupoBaTte bonbliee
KONM4ecTBO hopmanbaernga, Yem, Hanpumep, NNacTtMacebl, CTEKNO UNKN METanm, 4To CBUAETENBCTBYET 00 yBEeNU4eH-
HOW CMOCOBHOCTU 3TUX MNOPUCTLIX MaTEPUanoB K yaepXaHuto oopmansgernga.
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Ecnu npuHaTb KO3PDOUUNEHT, OTpaxatoLWwmm cnocobHOCTbL hunbTpoBanbHOM Bymaru K yaepxaHuio doopmanbgerm-
na, 3a 1,0, To npuBeaeHHas HMXe Tabnunuya KoM dOUUMEHTOB MOXET AaTbh NPeAcTaBNeHNE O XapakTepUCTUKax pasfnyHbIX
MaTepuanos.

abnwuuya E.2—TllpumepHble KoadhdUumeHTbl KonuyecTtBa 0CTaTtouvHOro popmansaernga no CPaBHEHMIO ¢ PUNbTPO-
BanbHOW bymaron [3]

[TpumepHbIN KOSPPULIMEHT [TpUMepPHbIN KOSPPULIMEHT
KOJTUMEeCTBaA OCTAaTOHHOIO KOJTUMEeCTBaA OCTAaTOMHOIO
MaTtepuan MaTtepuan

dopmanbaernaga B CpaBHEHUM dopmanbaernaa B CpaBHEHUM

C PUNBTPOBANbLHOU Bymarou ¢ PUNLTPOBANbLHOU Bymarou
dunbTpoBanbHaa bymara 1,0 MeTakpunart nonmmetuna 0
[TonnacTepoBble BONOKHA 1,3 AueTarT uensnonoassbl 0,15
XnonyarobymaxHoe benbe 0,65 ByTunkay4yk 1,1
[Tonnamung, 6 0,8 AntomMmmnHneBas ornbra 0
[TonnatnneH 0,4 MeagHasa coonbra 0
[TonunponuneH 0,1 Hep:xaBetowas cranb 0,1

lMpumep — Koappuyuenm 0,1 onss nonunponusieHa rnokasbigaem, 4Ymo €20 crnocobHOCMb K yOep)XaHuro
¢popmanbdezuda 8 10 pa3 meHbuUle, YeM y huribmposasibHouU bymaau.

E.2.2 MeTtoabl ncnbiTaHW

Nnsa nmmntaumm abcopbunn hopmanbaernga matepmanamm pasnu4HbiX TMNOB METOA, NPUMEHSEMbIN AN UCNbITa-
HUA adbdpekTBHoCcTU gecopdbumm B HTT1P-cTepunmnaartopax, obycrnoBnmBaeT NCNonb3oBaHne punbTpoBanbHOW bymarm
B Ka4ecTBe nHankatopa abcopbumn. [MoCKoOnNbKy NOPUCTbIE MaTepPUarbl, TAKNE KaK TEKCTUIb U Bymara, CHUTaT «XyALWNMm
cniydaem» B OTHOLWEHUM abcopbumm K XapakTepuCTUK yaepxaHnsa dopmanbaernaa, soibop dunetpoBanbHON bymaru
MOXET ObITb pacCMOTPEH Kak Hanbornee npaktnyHas anbTepHaTuBa. B yensax obecnevyeHns xopoLwen BOCNpon3BoaNMOC-
TN ObINN YCTAHOBNEHLI cneyndunieckmne TpeboBaHus K kadvecTBy hunbTpoBanbHon bymarm [cm. C.5 (npunoxenune C)].
[Tpoueaypa ucneiTaHnsa gecopbunm crepunusaropa € WUCMONb3OBaAHUEM WMHAWKATOPOB U3 dunbTpoBanbHOW Bymaru
OOIMKHA ObITh BbIMNONMHEHA cOrnacHo onucaHuio A.3 (Nnpunoxenne A).

B AOnNonHeHWe K 3TOMY MOXET NPpeAcTaBNATb OnpeaeneHHbIN MIHTEPEC NCNbITaHNE gecopbunmn ¢ NCnonb30BaHNEM
MEeAULMHCKMX nagenum n/nnm ycTpoucTe 415 UCMbITAaHUA npouecca, HanpuMmep BO BpeMs Banvgaumn. BHe 3aBUCMMOCTH
OT NPUMEHEHUS CTAHAAPTUIOBAHHOIO METOAA C UCNONb30BaHMEM PUNbTPOBANBHOW Bymarn nnm ncnelTaHus gecopobunm
C MEANUNHCKNMU U30ENUAMN, MOXET DbiTb UCMONBb3OBAH U METO, oNpeaeneHus KonnmyecTBa 0cTaTtouHoOro hopmanbge-
rmpa B cootBetctBumM ¢ D.1 n D.2 (npunoxenne D). CTepunnayemoe megnUnHCKoe nagenune MoxeTt BbiTb 3aMEHEHO HA
NHAWKaATOP U3 PunbTpoBanbHOM Bymarun, aKkcTparmpyembol nocne crepunusaumn. Hectepmnm3oBaHHOE MeOULNHCKOE
n3genne cregyeT aKkcTparmpoBaTth napannenbHO CO CTEPUNM3OBAHHLIM NPOAYKTOM ANA NCNONMb30BaHUSA B KAQ4YECTBE KOH-
TpoOnbHOro obpasua.

[ToCckONbKY NONMMMEPN3IOBAHHLIV popmMansaerng nNinoxo pacTBoOpsieTCHA B BOAE, B MeToae, onncaHHom B D.2 (npuno-
XeHune D), ncnonb3yeTtcsi B KavecTBe akeTparnpytowero pacrteopa 0,2 monb NaOH, nocpeactsom 4vero napagopmanbie-
rma genonumepunayetcda B dopmanbgervg. [locne atoro konuyecTtso opmanbgervga onpegensitot B pesynbrare
peakumm mexay hopmanbaerngom n XpoMmoTponoBon KMcnoton. Abcopbuunio onpeaenstoT ¢ NOMOLLbIO ABYXITYHEBOIO
cnekTpodoTomeTpa ¢ ANMMHON BONHbI 560 HM B CpaBHEHUM C 9KCTPAKTOM M3 KOHTPONbBHOIo obpasua.
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MpnnoxeHnwe F
(cnpaBo4HOe€)

PaKkTopbl OXpPaHbl OKpYyXawLeun cpegbl

F.1 PakTopbl OXpaHbl OKpyXarLwWwen cpeabl N0 OTHOLWEHUIO K XXN3HEHHOMY LUMKIY
HTMN®-cTtepunnzaTopoB

QakTopbl OXpaHbl OKPYXXaloLWeEN cpeabl, paccCMaTpMBaAEMble HACTOSWMM CTaHAAPTOM, NpeacTaBlerHbl B Tabnu-
ue F.1.

Tabnunua F.1 — dakropbl 0OXpaHbl OKPYKaloLWeEN cpeabl, YNOMUHAEMbIE B HACTOSAILLEM CTaHAapTe

KN3HEHHBIX LKMKN NpoayKTa
y [Tpon3BoaCTBO U PacnpeneneHue KoHeu »XU3HEHHOro
GakTopbl OXpaHbl OKpyXKatoLen cpeabl Mcnonb3oBaHue
(BXOfb! 1 BLIXOAbI) penpoayKUms (BKNHOYaA YNaKoBKY) Cranus C LKMKNa
Ctagusa A Crtagua B Ctaausa D
Pasgen, noapasgen, NyHKT, NOANYHKT HACTOALLEro ctaHgapra
1 lcnonb3oBaHwe pecypcoB BeeaeHune BeeneHune BeeaeHue BeeneHwne
A.1 4.2.3.1 0.2
B.3.1 A.1
B.3.1
2 [NoTpebneHne sHeprun BeBepoeHune BBeageHue BeegeHune —
A. 4.2.2.1
B.3.1 9.1
9.2
A.1
B.3.1
3 OMUCCHSA B BO3OyX BeBepoeHune BBeageHue BeegeHune BeBeageHue
A.1 4.2.4.1 0.2
B.3.1 4.2.4.2
4.2.6.1
h.2.4
0.2
0.1
0.2
10.7
10.8
A.1
B.3.1
4 BbIbpockl B BOAY BeeaeHune BeeneHune BeeaeHue BeeneHwne
A. 4.2.3.1 0.2
B.3.1 5.2.1
h.2.4
0.1
9.2
10.7
A.1
B.3.1
5 OTxoabl BeeaeHune BeeneHune BeeaeHue BeeneHwne
A.1 0.1 0.2 0.2
A.2.1.1 A.1
A.2.2.1 A.2.1.2
A.3.3 A.2.2.2
B.1 A.3.3
D.2.1 B.1
D.2.1
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OkonyaHue mabnuubi F. 1

QakTopbl OXpaHbl OKpyXKatoLLlen cpeabl
(BX0Obl U BbIXOAbI)

KN3HEHHBIV UMK NPOayKTa

[TponsBoacTBO U

PEnpPoOayKLUS
Ctagusa A

PacnpeneneHue
(BKITHOYAA yNakoBKY)
Ctaguna B

Acnone3oBaHue
Ctagua C

KoHeu XU3HEHHOTo
k!
Cragus D

Pasgen, nogpasgen, NyHKT, MOANYHKT HACTOSILLLEro ctaHaapTta

6 Lym

BeeageHue
4.2.6.1
7

/ Murpaums onacHbIX BELWECTB

BeeaeHune
A.1

B.1
D.2.1

BeBegeHue
4.1.1.1
4.2.2.1
4.2.3.1
4.2.3.2
5.2.1
5.2.3
5.2.4
5.2.5
5.2.0
5.2.7
5.3.1
5.4.1
5.4.4
5.4.7
6.2
10.3
A.1

B.1
D.2.1

BeeaeHune
0.2

8 Bo3gencrteue Ha noYBy

BeeaeHune
0.2

9 HecuacTHble crniydam vnun Henpa-
BUJIbHOE TNPUMEHEHNE  BCNEeACTBUE
BHELLHUX BO3OEUCTBYIOWMNX PaAKTOPOB

BeeaeHue

BeeaoeHne
4.2.2.2
4.2.3.2
4.2.4.1
4.2.4.2
4.2.5.2
4.2.6.2
4.3.2.2
4.3.2.4
4.3.2.6
4.3.4.1
4.3.4.6
4.3.5.4
5.1.3
5.2.1
5.2.7
5.3.2
5.4.2
5.4.5
5.4.8
3.3

0.1

0.2
10.3
10.5
A.1
D.2.1

BeeaeHue
0.2

[TpumeyaHune—Heckonbko 0bWwKMX cecbiNoK HA cTagusx A n C npuBeieHbl B OTHOLLEHUN UCMNbITAHUN, TaK KakK
npoueaypb! UCMbITAHUN TPEDYIOTCH B COOTBETCTBMM C HACTOSWLMM CTAHAAPTOM BO BpeMsi 06enx cTaanm XXM3HEHHOTO LIMK-
na (cm. nporpamMmmy UCrbiTaHUW B NPUNOXeHun B).
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F.2 ®Popmanbgerva (KpaTkoe onncaHue)

bopmanbaerng asnsietcs 6ecuBeTHbIM TOKCUYHbIM ra3omM, XOpoLo pacTBOPUMbIM B BoAe. BoaHbIM pacTBoOp hopMm-
anbaernaa HasblBaetcs fpopmanmHomMm. Toproeas mapka npeacrasneHa 35 %-HblM pacTBOPOM. ITOT PacTBOP NpeacTaB-
nsetr cobon npospadHyrd OecuBETHYIO XUAKOCTb C CUNBbHBIM pasgpaXarlwym 3anaxomMm KN «Kryumm» BKYCOM,
BO3AEUCTBYIOLWMM HA CNN3NCTbIE 0DONMOYKM.
PacTBoOpbl hopmanbaernga 0bbvMHO NCMONb3YIOT B MEANUNHE — B XUPYPIUYECKUX U NATONOMMYECKUX OTAENEHN-
AX, a TAKXe B NaTONoro-aHaTOMUYeCKNX OTAENEHUSX; KPOME TOro, OHU MOTyT BbITb NCMONBb30BaHbI B AEPMAaTONOMNYe CKNX
N PEHTIEHOBCKNX OTAENEHUSX.

bnarogaps xopowewn pacTBOPUMOCTU B BoAe popManbaerng Ucnonb3yoT B cTepunnaartopax, rae oH popmumpyer
3P PEKTUBHBLIN CTEPUITNIYIOLLNN AreHT, a TaKkke 415 pacTBOPEHNS OCTATKOB B MPOLECCHOW BOAE Nepes ee yTtunusauynen,
NPU KOHUEHTPaUUsIX, KOTOPbIE HE CHUTAIOT De3BpeaHbIMUN AN OKPYXatoLWen cpeasbl.

F.3 BnunaHwe Ha OKpyXarwLwyro cpeay

bopmanbgerng NpUcyTcTByeT B BONbWIMHCTBE XUBbLIX CYLWECTB U COCTABNSAET XU3HEHHO BaXXHYIO 4YacTb HALLEW
akonormn. B npombIlWINEHHOCTU hopManbaern WMpPOoKO UCMONb3yeTCsA B pasnuyHbIiX marepuanax. [lponssogumbeiv n3
METaHOoNa, OH B OTHOLIEHNN OKPYXXaloWen cpeabl SBNSAETCHA pasnaraemMbiM MUKPOOPraHnaMmamMmm BELWECTBOM B COOTBET-
CTBUM CO Creaytowen LUeno4vkon opmyn.

CH{OH (meTtanon) — HCHO (dopmanbaerna) — HCOOH (mypasbuHas kncnota) — CO» + HyO (anokena yrne-
poaa + Boaa).

PacTBOPbl hopmanbaernga TOKCUYHbI, 0brnagatrT pasgpa)kaowmMmm n annepreHHbiMym cBoncTBamn. Kpome toro,
MMEIOTCHA NPEeanonoXeHnsa 06 nxX KAHLEPOreHHOCTU B OTHOLWEHUM YernoBeKa Npu ANNTENbHOW 3KCMO3ULWKU, €CINN NMHOE HEe
0OyCNnoOBNEHO HALUWMOHANbHbIMM HOPMaTUBaAMM.

[ oCTaToOuHO HU3KUKM YPOBEHDb KOHUEHTPpaUnn opmanbaernga B BO3ayxe, no3sonslowmmn onpegenstb ero Hanmume
npu BAbIXaHUN, OObIYHO OrpaHNYMBaET BO3MOXHOCTL Becco3HaTenbHOW 9KCNO3NLUMKN A0 HAKONNEHUS ONACHbIX KOHLUEH-
TpauUUW.

lpumepsir

- 0,05 munnuoHHoOU donu ¢popmanbdeauda 06bIYHO MOXKHO olymumb o 3anaxy;

- 0,01 MunnuoHHOU O00JTU MOXXem 8bi3eamb pa3opa)XeHue 2/1a3;

- 0,5 MUnnuoHHOU 001U 8 HEKOMOPbLIX cMpaHax cyumarom pabo4yum rnipedes1omM 0151 IKCNOo3uyuu 8 meye-
HUe OOHO20 MOJTHO20 OHSI;

- om 0,05 0o 1,2 MunnuoHHOU O0JTU MOXXem 8bi3eamb pa3odpaeHue Hoca;

- 1,0 MUNINUOHHYO OOJTHO 8 HEKOMOPLIX CMpPaHax cHumarm MakCUMallibHbIM npeodesioM OJ1s1 IKCno3uyuu

15 MuH;
- 4,0 MUnnuUoHHbIe 001U 06bLIYHO 8bI3LIGAIOM C/IE30MEeYeHUe.

HaunoHanbHblE HOPMATUBbLI MOTYT YCTAHABNMBATb NpeAdernbl 3KCNO3nunmn Anst YenoBeka no KoHUeHTpauum hopm-
anbaernga B BO3ayxe.
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Mpunnoxenvne ZA
(cnpaBo4HoOe€)

Pa3penbl HacTosiWero cTaHAapTa, B KOTOPbIX YNOMUHAKTCA BaXHble TpeboBaHUA

UNU UHBbIe nonoXxeHUA EBponenckux AMpeKTUB

Hactosawmn ctangapT, nogarotoBrneHHbin no mavgary, seigaHHomy CEH/CEHELEC (EBponenckun komutet no

cTaHgapTusaumm n EBponencknm KOMMTET NO 3NEKTPOTEXHUHECKUM CTaHgapTam) EBponenckon

kKommcenen n EBponen-

CKon accoumnaumen csobognon toproenu (EFTA), noaaepxumBaet BaxHenwme tpeboBaHnss EBponenckon anMpekTmuBbl

93/42/EEC.

NMPEOYTNPEXKOEHWE: Opyrne TpeboBanns n apyrme EBponenckne gUPEKTUBLI TaKKe MO
NpoAaykKTy (Npoaykram), nognagarwwemy nog 4eNCTBME HACTOSAWEro cTaHaapTa.

Nl BbIThb NMnpuMMeHMMbI K

Pasgenbl HacTosIWEro craHgapra, nepedvncrnedHble B Tabnmuye ZA.1, gomkHbl nogaepxmBaTtb TpedboBaHns EBpo-

nenckon gnpektmebl 93/42/EEC.
CooTBeTCcTBUE TPeboBaHMAM pasaenoB HACTOSLWEro ctaHgapTa obecnevymBaeT COOTBETC

'BUE Ba)XXHEULLNM yCTa-

HOBITEHHbIM TpeboBaHUAM yKkazaHHOW [UPEKTUBbLI N aCCOLUMNPOBAHHBLIM C HEW TpeboBaHnam EF

abnwunua ZA.1 — CooTrBerctBue Hactosawero ctadgapra Aupektusam EC

A.

COOTBETCTBYIOLNE BaXKHeULLue TpeboBaHusA

PES,EI,EJ'II::I HACTOALLEro CtTaHaapTa IDIMDEKTHBH O03/42/EEC

KoMmmeHTapuu

1,2,3,4,5,6,7,8,9, 10, 11, 12

1,2,3,4,6,7,8,9, 10, 12

1,3,4,7,9, 12

1,2,6, 9, 12

2,9,12, 13

2,95,7,9 11,13

O (O [0 | N | | O | B~

1,2,3,95,6,7,9, 12

_ 14 He

NPUMEHNMO
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Mpnnoxenve H
(cnpaBo4HOe€)

CBefleHNA 0 COOTBETCTBMU HaLUOHaNbHLIX cTaHaapToB Poccunckon ®epepanuuu
CCbIMOYHbLIM MeXAYHapoaHbIM CTaHOapTam

Tadbnwuua H.1

OBo3HavYeHne CCbITOYHOro

O603Ha4YeHue 1 HaMMeHOBaHUe COOTBETCTBYIOLLEro HALMOHANBHOIO CTaHaapTa
MEXXOYHapPOAHOro ctaHaapTa

EH 867-5 *
EH 868-5 *
EH 60584-2 *
EH 60751 *
EH 61010-1 [[OCT P 52319—2005 (M3K 61010-1:2001) beaonacHOCTb aNeKkTpn4eckoro 0b6o-

pyaoBaHUS AN U3MEPEHUs, yNpaBneHns un nabopaTtopHOro MNPUMEHEHMUS.
Yactb 1. Obwme TpeboBaHus

EH 61010-2-042:1997 [OCT P MOK 61010-2-041—99 beaonacHoCTb 3NEKTPUYECKUX KOHTPOSIbHO-UN3-
MEPUTENBHBLIX NPNBOPOB 1 nabopatopHoro obopyaoBanus. Yacte 2-041. Yacr-
Hble TpeboBaHUS K NabopaTopHbIM aBTOKaBam, B TOM YUCNE UCMONb3YIOWNM
nap anst o6paboTkn MeaULMHCKUX MaTepmanos

EH NCO 11138-1 [OCT P MCO 11138-1—2000 Crepunusauns megnumHCKon npogykumn. bnono-
myeckmne nHaukatopsl. Hacte 1. Obwme TpeboBaHns

EH MCO 11138-5 *

EH 61326:1997 [[OCT P 51522—99 (M3OK 61326-1—97) COBMECTUMOCTb TEXHUYECKUX CPEACTB

ANMEeKTPOMarHuTHas. JAnekTpnyeckoe obopyaoBaHME ANS U3MEPEHUS, yrnpaBlie-
HUA 1 NabopaTopHOro NpUMeHeHus. TpeboBaHusa n MeTodbl NCMbITAHUN

EH NCO 3746 [[OCT P 51402—99 (MCO 3746—95) LLlym mawmH. OnpeaeneHne ypoBHEN 3BYKO-
BON MOLLHOCTU UCTOYHUKOB LLIyMa Mo 3BYKOBOMY AaBneHnto. OpneHTUPOBOYHbIV
METOA C UCMNOJIb30BAHUEM N3MEPUTENBHOWU NOBEPXHOCTU HAL 3BYKOOTpaXatoLllen
NI1IOCKOCTbIO

NCO 223-1 ¥

* COOTBETCTBYIOLWMN HALMOHAlNbHBIN cTaHQapT oTcyTCcTBYET. [10 ero yreepXgeHus pekoMmeHgyeTcs UCnonb30BaTh
nepeBo Ha PyCCKNN A3bIK JAHHOIO MexayHapogHoro craHgapra. [lepesog gaHHOro mexgayHapogHoro craHgapra Haxo-
antea B PeaepanbHOM MHAPOPMALNOHHOM (POHAOE TEXHUYECKUX pernamMmeHToOB U CTaH4apTOB.
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EH 285
EH 550

EH 554

EH 556-1

EH 867-1

EH 1422

EH 1717:2000

EH 10027-2

EH 13445-Bce yactu
EH 14222

EH 20534

EH 60204-1

EH WCO 536
EH WCO 13874-1

EH WCO 4017

EH UCO 9001
EH MCO 13485

EH NCO 14937:.2000

EH NCO 14971

EH WCO 17664

NCO 554
NCO 1762
NCO 2758
NCO 3781
NCO 8787
[1] EN 24017

budnuorpadua

Crepununasaumst. Ctepunmnsartopbl napossle. bonbline crepununiatopsbl

CTepunuaaunsa meguumnHCKnX nagenun. Banngauma v TEKyWMN KOHTPOIb CTEPUNU3ALNN OKCUOOM
3TUNEeHa

CTepunusaunsa MeanunHCKnX nagenun. Banngaums n Tekywmn KOHTPOIb CTEPUNU3aLnmn Briax-
HbIM NApPOM

Ctepunuaauust MeauUuMHCKUX nagenun. TpeboBaHnA K MeAULUNHCKUM U3OENMUAM KAaTETOPUN «CTe-
punbHble». HacTb 1. TpeboBaHus K cTepunniaymnm yrnakoBaHHbIX MeaULUNHCKUX N3aenunm

Cuctembl HEDMoONormyeckmne Ans NCnonb3oBaHus B ctepunmnaatopax. Hacts 1. Obwme TpeboBa-
HUS

CtepunusaTtopsbl 4ns megnumHckux uenen. Ctepunnaatopbl HA OCHOBE oKcuaa atuneHa. Tpebo-
BaAHUS U METOAbl UCMNbITAHUN

BoganutbeBas. 3awmTta o1 3arpsi3HeHns1 B yCTaHOBKaX ANs NIMTbEBOW BOAbI M 00Wwme TpeboBaHus
K yCTPOMUCTBaM AN NpeaoTBPaLLEHNS 3arPs3HEHNS 0OPATHBLIM MOTOKOM

Ctanb. Cuctema obo3HaveHus. Yactb 2. Cucrema Hymepaymm
Cocyasbl, paboTatowme noa gasneHnem 6e3 orHeBoro nogsoga T1ennoThl
KOoTnbl XapoTpyOHbIE N3 HEPXABEIOLWLEN CTaNnw

bymara u kapToH. OnpegeneHne TONWUHbI U KaXYLWENCH 0ObEMHON MNNOTHOCTU UM KaXYLLENCS
nnotHocTu nucta (MCO 534:.1988)

Be3onacHOCTb MalWKH. SNEKTPOobopyaoBaHNE MALWLMH U MexaHn3MoB. YacTte 1. Obwmne TpeboBa-
Hus (IEC 60204-1:1997)

bymara un kaptoH. Onpegenenne maccol 1 kB. metpa (NCO 536:1995)

[TnacTtmacchl. ['omononnMmepsl NONMaMUaHbie U CONONUMEPBLI ANA POPMOBAHUS N SKCTPY3UMN.
YacTtb 1. Ob6o3HaveHus (NCO 1874-1:1992)

BuHTbI ¢ wecturpanHon ronoskon. Knaccel nagenua Amn B (MCO 4017:1999)

Cuctembl meHegKMeHTa KadvecTtBa. TpeboBaHus (MCO 9001:2000)

Cuctembl KadyectBa. MegunumHckmne n3genusa. YactHole TpeboBaHus K NPUMEHEHUIO cTaHaapTa
NCO 9001 (nepecmoTp EH 46001:1996)

Ctepunusaymns meanumHckon npoaykummn. Odwme tpeboBanns ans onpegeneHns XxapaktepucTuk
CTEPUNNIYIOLLEIO BEWECTBA N ANS pa3paboTku, Banngaunum v TEKYLLEro KOHTPOSA NPOLECCOB CTe-
punnsaumum megnumHeckmnx nagenum (NMCO 14937:2000)

YcTponctea meguunHckme. [NpuMeHeHne ynpasrneHns puckamm K MeauuMHCKUM YyCTPOUCTBaM
(MCO 14971:2000)

Crepunmnsauns megnumHcknx nagenun. Mudopmaunsa, npegocraBnsemass M3arotoButTenem, ans
06paboTKM NOBTOPHO CTEpUnuiyemolx meanumHckux nagenumn (MCO/DIS 17664:2001)

ATMmocdepbl cTaHgapTHbIE AN KOHAUUMOHUPOBAHUA U (Mnn) ncneitaHun. Obwmne TpeboBaHnA
bymara, kapToH un uenntonosa. OnpegeneHne ocrartka (30nbl) Npu npokanmeaHum npu 525 °C
bymara. OnpeaeneHne conpoTUBNEHUSA NPO4aBIINBAHNID

bymara v kaptoH. OnpegeneHne NpoYHOCTU NMPU PACTSXKEHUUN MOCTE MNOrPy>XeHns B BOAY
bymara n kapTtoH. OnpegeneHne kKanunnapHou ennteiBaemoctn. Metog Knemma

Hexagon head screws. Product grades A and B

[2] Handlos, V., Formaldehyde sterilization — 1 Determination of formaldehyde residuals in autoclave sterilized
materials; Arch. Pharm. Chemi, Sci. Ed. 5, 1977, 163—169

[3] Handlos, V., Formadehyde sterilization — 2 Formaldehyde-steam sterilization, the process and its influence on the
formaldehyde residuals; Arch. Pharm. Chemi, Sci. Ed. 7, 1979, 1—11
[4] Handlos, V., Formaldehyde sterilization — 3 The behaviour of the loaded autoclave and the permeability of plastic

materials to formaldehyde; Arch. Pharm. Chemi, Sci. Ed. 7, 1979, 12—18
SchweHk, M., Formaldehyd. Reizende Molekule. Bild der Wissenschaft 8, 1985
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Gamble, J., Effects of formaldehyde on the respiratory system. In: Formaldehyde toxicity. Ed. Gibson JE.
Hemisphere Publishing Corporation, Washington, 1983, 175—97

German MAK- und BAT-Werte-Liste; Limiting values according to Technische Regeln Gefahrstoffe TRGS 900

Gomann, J., Kaiser, U., Menzel, R., Reaction Kinetics of the Low-Temperature-Steam-Formaldehyde (LTSF)
Sterilisation Process. Central Service 2000;8 (5):290—296

Slooff, W., et al. Exploratory Report formaldehyde. RIVM-report 710401018:1992 (available from National Institute
of Public Health and environment, the Netherlands)

ANSI/AAMI RD 47:1993, Reuse of hemodializers

EBponenckas @apmakones

80/778/EEC, OupektnBa CoBeTaoT 15 nionsa 1980r., kacawouwasics kavecTBa BoAbl AN NOTPedNneHns HENOBEKOM

03/42/EEC, OnpektnBa CoBeTa o1 14 nioHa 1993 r., kacatowasicad meanUumnMHCKUX n3genumm

NupektmnBa 97/23/EC EBponenckoro napnameHta n Copeta ot 29 mas 1997 r. no coOnmxeHnio 3akoHOA4aTENbCTB
rocygapcTB-41eHOB, Kacawwasacsa obopygoBaHus, padoTtarnwero nog gaBneHnem

WI 00204036, Sterlization of medical devices — Development, validation and routine control of sterilization
processes — Low temperature steam and formaldehyde (in preparation by CEH/TC 204/WG 11)
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