®ENEPANBHOE ArEHTCTBO
NO TEXHUYECKOMY PEIMNYIUPOBAHUIO U METPONIOTMM

HALUWOHANBbHBIA IMOCTPEH
CTAHOAPT 14180—
POCCUUCKOMN
QENEPALMMU 2008

CTepunusaropbl MeAULUHCKOro Ha3HaYeHus

CTEPUITIU3ATOPbI HU3SKOTEMIMNEPATYPHbIE
NAPO®OPMAJNBbAOEMrVAHBbIE

TexHn4yeckne TpeGoBaHUA U MeTOAbLI UCNbLITAHUNA

EN 14180:2003
Sterilizers of the medical purpose — Low temperature steam and formaldehyde
sterilizers — Requirements and tests
(IDT)

W3naHue odmumnanHoe

B3 3—2008/36

Mocxsa
CranpaptuHdopm
2009


http://www.mosexp.ru

FOCT P EH 14180—2008
MpeancnoBue

Llenu n npuHumnel ctaHgapTusaummn B Poceuinickon ®eaepaumm yctaHosneHbl dPefeparnbHbiM 3aKkOHOM
0T 27 nekabps 2002 r. Ne 184-93 «O TeXHUYECKOM perynnpoBaHuny, a npasunia npMMeHeHns HauMoHanbHbIX
ctangaptoB Poccuiickonn ®egepaumm — FOCT P 1.0—2004 «CraHgapTtusauusa B Poccuiickon ®egepaumn.
OCHOBHbIE MOMOXEHNA»

CBepeHUus o cTtaHgapTe

1 NOArOTOBNIEH O6wectBOM C OrpaHU4eHHOW OTBETCTBEHHOCTb «dapmcTep» Ha OCHOBe
coBCTBEHHOrO ayTEHTUYHOrO NepeBoaa cTaHAapTa, ykasaHHOro B NyHkTe 4

2 BHECEH TexHnyeckum komuteToM no ctaHgapTtusaummn TK 383 «CTepununsauma MeauumnmHCKon npo-
OyKunm»

3 YTBEPXIEH M BBEOEH B JEWCTBUE Mpukasom deaepanbHOro areHTCTsa no TexHU4eckomy
perynupoBaHuto n Mmetpornoriv ot 18 gekabps 2008 r. Ne 494-ct

4 Hactoswuin ctaHgapT ugeHTudeH esponeickomy ctaHgapty EH 14180:2003 «Crepunusatopbl
MeAMUMHCKOro HasHaueHusl. CTepunmnsaTopbl HU3KoTEMMNepaTypHble NapoBble U dopmanbaernaHele. Tpe6o-
BaHusa 1 ncnoitaHus» (EN 14180:2003 «Sterilizers of the medical purpose — Low temperature steam and
formaldehyde sterilizers — Requirements and tests»).

HaumeHoBaHue HacTosILero ctaHgapTa UsMeHeHO OTHOCUTENBHO HaUMEHOBAHWUS YKa3aHHOTo Mexay-
HapogHoro ctaHfgapTta Ans npusegeHus B cootsetcTaue ¢ FTOCT P 1.5—2004 (nyHkT 3.5).

Mpy NpUMeHeHUN HacTosILLero cTangapTa pekoMeHayeTCst UCNOMNb30BaTh BMECTO CChINIOYHBIX MexXay-
HapoAHbIX CTaHOAapTOB COOTBETCTBYOLME UM HaumMoHanbHble cTaHgapTel Poccuiickon ®egepauun, ceeae-
HWUSI O KOTOPLIX NPUBEAEHbI B OOMOMHATELHOM npunoxeHun H

5 BBEJEH BMNEPBbIE

UHbopMmayusi 06 usMeHeHUsIX K HacmosieMy cmaHOapmy nybriukyemcsi 8 exe200H0 u30agaeMoM
UHGbopMayUuoHHOM yKaszamerne «HayuoHanbHble cmaHdapmbiy», a MeKcm U3MeHeHUU U rorpasok — 8 exe-
MecsAYHO u3lasaeMbixX UH(OPMaUUOHHBIX yKazamensx «HauuoHarbHbie cmaHOapmbi». B cnyyae nepe-
cMompa (3aMeHbl) unu OmMeHbI Hacmosiweeo cmaHOapma coomseemcemsyoujee ysedomiieHue bydem
0nybruKo8aHo 8 eXXeMecsIYHO uzdasaeMoM UHGOPMaUUOHHOM ykasamerne «HauuoHanbHblie cmaHdapmbiy.
Coomseemcmsyrowas UHhopMayus, ysedoMIIeHUEe U MeKCMb! pasMeLaromcest makxe 8 UHGhopMayuoHHOU
cucmeme obujeao rnosb3o8aHusi — Ha oguyuansHoM calime DedepallbHO20 a2eHMemea o MexXHU4Ye cKomy
peaynuposaHuro u Memporsoauu 8 cemu IHmepHem

© CtangapTtuHcpopm, 2009

HacToswuid cTaHgapT He MOXET BbITb MOHOCTbIO UMW YaCcTUYHO BOCNPOU3BEEH, TUPaXKMPOBaH 1 pac-
MPoCTpaHeH B KavecTBe oduLmMansHOro nsaaHus 6es paspelueHnsa degeparnsHOro areHTCTBa No TeEXHUYECKo-
My perynpoBaHuio 1 MeTpororim
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BBepeHue

HacTosiuumi ctaHgapTt ycTaHaBnMBaeT MUHUMAarsbHble TpeboBaHuA K cTepunusaTtopam, paboTatowmm
Npu AaBIEHUSIX HUXE OKpYKatoLLero atMocgepHoOro AasneHns 1 BLINOJTHAOLMM NMPOLECC HU3KoTeMnepaTyp-
How napodopmansaernaHon (LTSF/HTM®) ctepunusauyun, U MeToabl X UCTIbITAHWA.

HuskoTemnepatypHbule napodopMansaeraHble ctepunusatopbl (ganee — HTT®-ctepunuaatopbl)
npeaHasHaveHbl rnaBHbIM 06pa3om A cTepunusaumMm MequLMHCKUX U3Oenuil B yupexaeHuax 3gpaBooxpa-
HeHWs, HO MOTyT TaKke 6biTb MPUMEHUMBI B KOMMEPYECKOM NPOU3BOACTBE MEANLMHCKUX U3Aenuii.

Mpoueccel HTTI®-cTepunusauum onuceisaoT husndeckummn napametTpamMmum u BepuduumpytoT ¢ UCNonb-
30BaHUEM (PU3NYECKMX, XUMUYECKUX U MUKpobuonornveckux metogos. HTT1®-ctepunusatopsl paboTtaroT
aBTOMaTUYECKM C UCMOSb30BaHUEM 3apaHee 3anporpaMmMUpOBaHHBIX LIMKITOB.

OnuvcbiBaeMble MeToAbl UCTILITAHUIA U UCNbITaTeNbHoe 0bopyaoBaHNe MOryT BbITb Takke NPUMEHEHbI
ANs Banuaaumn U TeKyLero KOHTpPornsl.

Banuaauus n TekyLnia KOHTPOIIb NPOLECCOB CTEPUNU3aLMM HeobxoamMmbl Ans obecneveHns ux acpdek-
TUBHOCTU. HacTosLwmMiA cTaHaapT He oxBaTbiBaeT BanuAaumMio U TEKYLLMIA KOHTponb npouecca HTM®-ctepu-
nusauun. ObLwme KpuTepun 4ns Banugaumm U TeKywwero KOHTPoNsA NPoLEeCccoB cTepunusaumm, npuMeHnmele n
k npoueccy HTT1®-ctepunusauuun, npuseaeHsl 8 EH MCO 14937:2000.

B cooTBETCTBUN € COBPEMEHHBIM YPOBHEM 3HaHUA HTTd-cTepunuaaTtopbl He crnegyeT cuntath adpdek-
TUBHBIMU NMPU BLINOSIHEHUW MPOLIECCOB UHaKTUBALUUKN BO3ByauTenein CNoHMMOo3HbIX aHUedanonaTui, Takux
Kak ckpenu (scrapie), 6biuba rybyatas sHuedanonatna (Bovine spongiform encephalopathy) n 6onesHb
Kpentudensara-Akoba. B otaenbHbIX cTpaHax 6binu paspaboTtaHbl ocobble pekoMeHaauumm no o6paboTtke
MaTepuanos, NoTeHUUanbHO KOHTaMUHUPOBaHHLIX 3TUMK Bo3ByauTenamun (cM. Tarke EH MCO 14937:2000,
NyHKT 1.6, npumeyaHue 2).

MnaHnpoBaHWe 1 KOHCTPYUpPOBaHUE NPOAYKTOB, K KOTOPLIM NMPUMEHUM HACTOALLUIA CTaHAapPT, He AOSXK-
Hbl BbITb OrpaHUYeHbl TONBbKO TEXHUYECKUMN TPeBOBaHUAMU, HO AOSHKHBI YYUTEIBaTL U BAIUSIHAE NPOAYKTa Ha
OKpYXXaloLLyto cpeay Ha NPOTsKEHUN BCEro ero XXU3HEeHHOro uukna. dakropbl BINSIHWASA Ha OKPYXaroLuyto cpe-
4y paccMoTpeHbl B NnpunoxeHuu F.

MpwumedyaHne—Meroabl aHanu3a pucka, Hanpumep onucaHHble B EH MCO 14971, yaensioT goctatoyHoe
BHMMaHne hakTopam BO3AEWCTBUS HA OKPY>KAIOLLyIO cpeay.

TpeboBanus, onpegenstowme besonacHocTb onepaTopos, NpuBeaeHsl B EH 61010-1, EH 61010-2-042
1 He NOBTOPEHbI B HACTosILLeM cTaHdapTe.

EH 60204-1 Takke MOXeT AaTb LEHHbIe yKa3aHUsl OTHOCUTENBHO 3TUX TpeboBaHWA.
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HAUUOHANBbLHBLIN CTAHOAPT POCCUUCKOWNW OSGERDEPALUUMNU

CTepunusatopbl MeAUUMHCKOro Ha3HaYeHUA
CTEPUITU3ATOPbI HUSKOTEMMNEPATYPHbIE NAPO®OPMAINbOEMAHBIE
TexHU4eckue TpeGoBaHUA U MeTOALI UCNLITAHUIA

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

Nara BBegeHna — 2009—09—01

1 O6nacTb NpUMeHeHus

Hacrosilmii cTaHgapT ycTaHaBnusaeT TpeboBaHWUA K HU3KOTEMMepaTypHbIM NapoopManbaeruaHbim
cTepunusaTopam (ganee — HTMP-cTepunusaTopsl; cTepunusaTopsl), pabotaoWwnm ToMbLKO NPU AaBNEHUsIX
HWXe OaBneHUs okpyXaroLwen cpedbl 1 NCMOob3YIOWNM CMechb HU3KoTeMepaTypHoro napa n cpopmansgeru-
Aa B Ka4ecTBe CTEpUNUIYIOLLEero areHTa, a Takke Metoabl ucnoitaHuin HTT®-ctepunusaTopos.

HTM®-cTepmunusaTopbl NnpeaHasHadveHbl AnNa cTepunusauum MeauUUHCKUX U3aenuin, HeYCTOMYMBBLIX K
Harpesy, UX UCMOMb3YIOT rMaBHLIM 06Pa3oM B yYpeXAeHUAX 3apaBoOOXpPaHEHUS.

HacToswwii cTangapT ycTaHasnMeaeT MUHUManbHele TpeboBaHUs:

- Kpabo4um xapakTtepucTukam 1 KoHCTpykuum HTT®-ctepunusatopos Ana obecneveHna cnocobHoCcTH
MpoLLEeCccoB CTEPUNN30BaTL MEAULMHCKNE U3Aenus;

- k obopydoBaHUO U opraHaM ynpaeneHus u koHTpons HTIMd-ctepunusaTopos, HeobxoaMMbIM Anist
Bann4aLum 1 TekyLlero KOHTPOos NpoLeccoB cTepunusaumu.

2 HopmaTuBHbIe CCbINKH

B HacTosieM cTaHgapTe NCMonb30BaHbl HOPMAaTUBHBIE CChISIKUA Ha crieaylolme MeXayHapoaHble CTaH-
AapThl:

EH 867-5 Cucrtembl HebGuonorudeckme ans ucnonb3oBaHus B ctepunusartopax. Yactb 5. TexHudeckue
YCNOBUSA Ha MHOUKATOPHbLIE CUCTEMBI U YCTPOWCTBA OISl BBEAEHMUS! MPOBOKALIMOHHOW CUTYyaLMn Npu onpeae-
NEeHNM 3KCNNYTaLNOHHBIX XapaKkTepuUcTnK ManorabaputHelX cTepunusaTtopos Tunos B C

EH 868-5 MaTtepuanbl U cucTeMbl ANl yNakoBbIBaHUsI MeQULIMHCKMX NpubopoBs, NpeaHasHaYeHHbIX
Ansa crepunusauumun. HYacte 5. TepmocTolkMe Npo3payHble NNeHKU 1 Tpybku n3 bymaru u nNacTUKoBOMN NAEHKN.
TpeboBaHusi 1 MeToAbl UCTbITAHWUIA

EH 60584-2 Tepmonapsbl. Yactb 2. [Jonycku

EH 60751 TepmomeTpbl CONPOTMBEHNSI MPOMBILLIIEHHbIE MIATUHOBLIE

EH 61010-1 BezonacHoCTb anekTpuyeckoro ob6opyaoBaHUs Anst U3MepeHus, ynpasneHusa U nabopa-
TOPHOro NpuMeHeHust. Yactb 1. Obwme TpeboBaHuA

EH 61010-2-042:1997 3nekTtpoobopynoBaHue Anist NpoBeAeHUs U3MepeHus, ynpasneHus u naéopa-
TOPHOTo UCNONb30BaHUA. TpeboeaHua GesonacHocTU. YacTb 2-042. YacTHble TpeboBaHUS K aBTOKNaBam n
cTepunusaTopam, UCMONb3YHOLMM TOKCUYHBIN ras ans o6paboTkn MeanUUHCKUX n3genui n gna nabopartop-
HbIX NPOLIECCOB

EH NCO 11138-1 Crepunusaums MmeaMuMHCKon npoaykuun. Buonorudeckne unankatopel. Hacts 1.
O6uwwe TpeboBaHuA

EH NCO 11138-5 Crepunusaums MeanuMHCKOW npoaykuun. buonorudeckne unankatopel. Hacts 5.
Brionornyeckne nHgUKaTopel 4N METOAOB HU3KOTEMMEPaTyPHON cTepunusaumm napom n dopMmanbaernaom

W3panne opmumancHoe
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EH 61326:1997 O3nektpuyeckoe obopyaoBaHne Ans U3MePeHUin, KOHTPoNSA U NabopaTopHOro npumMe-
HeHus. TpeboBaHWA 3NeKTPOMarHUTHOM COBMECTUMOCTH

EH NCO 3746 Akyctuka. OnpegeneHue ypoBHe 3ByKOBO MOLLHOCTN NCTOUYHMKOB LLUyMa C TPUMEHe-
HWeM 3BYKOBOro AasneHus. KOHTPOnbHbIA MeToa ¢ UCNonb3oBaHueM ornbaroLuein NoBepXHOCTU N3MepeHnst
Hag NIOCKOCTLIO OTPaXEHNS

MUCO 228-1 Pe3bbbl TpybHbIE, HE 06ecneyvnBatoL e repMeTUYHOCTb coeguHeHns. Yactb 1. Pasmepsl,
Jornyckn 1 0603HaYeHus

3 TepmuHbI 1 onpeaeneHns

B HacTosilwem cTaHgapTe NpMMeHeHbl crieayrowme TepMUHbl C COOTBETCTBYIOLUMUI ONpeaeneHUaAMN:
3.1 yctponcTBo [cpeacTBO] AocTyna (access device): YCTPOUCTBO, NUCMOMb3yeMoe ANSA NonyYeHust
AOCTyNa K 3alMLLEeHHbIM OT HECaHKLMOHUPOBAHHOIO AOCTYNa YacTsim obopyaoBaHus.

[MpnmeyaHune— 310 MOXET ObITb crneumanbHbIN KoY, Kog (naponb) unnu cneunanbHoe npmcnocoﬁneHme.

3.2 aspauus (aeration): YacTb (MK YacTu) npouecca cTepunusaunn, B KOTOPOM B COOTBETCTBUU C
3apaHee onpeaerneHHbIMU ycrnoBuamu dopmanbaerna U npodykTbl ero peakLlunn gecopbupyrotca u3 meam-
LIMHCKOro U3genus 1 Kotopas MoXeT ObiTb BbINOMHEHa BHYTPY CTepuaMaaTopa, BHyTpU OTAEeMbHOro nomelwe-
HUSA UK Kamepbl U B coMeTaHUM TOro 1 4pyroro.

3.3 ypaneHue Bosayxa (air removal): YaanerHue Bo3ayxa U3 KaMepbl CTepuimsatopa 1 3arpysku cte-
punusaTtopa B o6beme, AocTaTouHOM Ansi obecrnedeHnss MPOHUKaHUS CTePUNU3YIOLLEro areHTa B 3arpysky
cTepunusatopa.

3.4 aBTOMaTU4Yecku KoHTponnep (automatic controller): YcTponcTBo, KOTOpoe B COOTBETCTBUU C
3apaHee onpeaeneHHoW NporpaMMoi nocneaoBaTenbHO YyNpaBnseT CTepUIN3aTopoM Ha NPOTSXKEHUU BCeX
¢has paboyero uukna.

3.5 B6uonoruyeckunn uHgukartop (biological indicator): MoTOBEIN K YNOTpebNeHNI0 MHOKYNMPOBaHHLINA
HocuTerb B NepBUYHON YNaKoBKe.

[EH 866-1:1997, cTaTtbsa 3.1]

3.6 npeaBapuTenbHbIN Harpes Kamepbl cTepunusaropa (chamber preheating): Harpes BHyTpeHHUX
MOBEPXHOCTEN KaMepbl CTepUnmnaaTopa Ans 4OCTMXKEHUs 3apaHee onpeaeneHHon TemnepaTypbl nepe Hava-
foM UMKNa cTepunusanum.

3.7 koHgMuuoHupoBaHue (conditioning): O6paboTka NpodykTa B XoA4e UMKNa cTepunusauun, Ao
Havana oTcyeTa BpeMeHUW yaepkaHus, AN OCTKeHUs 3aaHHbIX TeMnepaTypbl U BNaXKHOCTU BO BCEM 06b-
eme 3arpysku crepunusaropa.

3.8 uukn 3aBepLueH (cycle complete): MHamkaumsa o6 ycnewHOM OKOHYaHUW LMKNa cTepunusauum n
FOTOBHOCTUW MPOCTEPUITM3OBAHHON 3arpysku CTepunmnaaTopa K BeleMKe U3 kamepbl cTepunnsaropa.

[EH 285:1996, ctaTba 3.10]

3.9 napameTp uukna (cycle parameter): YcraHoBreHHoe 3HaueHue nepeMeHHOM Lukna.

3.10 nepemMeHHble Lukna (cycle variables): MapameTpsl, Bnusiiowme Ha acpekTMBHOCTb LMKNa cTepu-
nusaumn.

MpwumedaHne— 4na HTTI®-cTrepunusatopoB NepemMeHHbIe LMKIa BKIIoHaloT B cebs (HO MOryT He orpaHuyn-
BaTbCH TOJIBKO UMW) TEMMNEpPaTypy, AaBlNeHUe, BpeMsi, KOHLEHTpaLUUIo CTEPUNU3YIOLLETO areHTa.

3.11 pecop6uua (desorption): YaaneHue cTepunusylollero areHTa u3 Kamepbl crepunusatopa n u3a
3arpysky cTepunmsatopa no OKOHYaHWN BpeMeHU 3KCNO3ULIMN.

3.12 cTepunusaTtop ABycTOpoHHero [npoxoaHoro] Tuna (double-ended sterilizer): Ctepunusarop,
NMeoLLMIA ABepn ¢ ABYX NPOTUBOMONOXHBLIX CTOPOH KaMepbl cTepunuaaTopa.

[EH 285:1996, ctaTtba 3.13]

3.13 Bpemsa ypaBHUBaHuaA (equilibration time): UHTepBan BpeMeH c MOMeEHTa JOCTUKEHUA B Kamepe
cTepununsaTopa TemnepaTypbl CTEPUM3ALUMN U A0 MOMEHTa AOCTMXKEHUS TeMnepaTypbl CTepUnu3aunn Bo
BCeX TOUKax 3arpysku ctepunusaTopa.

3.14 Bpems akcno3uuuu (exposure time): Mepuoa BpemeHn mMexay MOMEHTOM BBEAEHUA B KaMepy
CTEpUNU3YIOLLEro areHTa U Havanom dasbl gecopbunn.

3.15 Bpemsa yaepxaHua (holding time): Mepuoa BpeMeHu, B Te4eHWe KOTOPOro 3Ha4YEeHNA Temnepary-
pbl, aBNeHWs napa u KoHueHTpauun chopmanbaernaa yaepXkusatoTcsl B npedenax 3agaHHblX 3Ha4eHU 1 ux
JomnyckoB ANns AocTukeHns Tpebyemoii achpeKTUBHOCTU MHAKTUBALIMM BHYTPU Kamepbl cTepunusaTopa.

MpwumeyaHun e — Bpems yaepxaHusi crnegyeT HENOCPeACTBEHHO 3a BPEMEHEM yPaBHUBaHUA.
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3.16 uHOKynupoBaHHbIA Hocutensb (inoculated carrier): Hocutenb, Ha KOTOpbLI HaHeCeHO onpeae-
NeHHOe YNCMO TECT-MUKPOOPraHU3MOB.

[EH 866-1:1997, cTaTba 3.8]

3.17 arrecTtauusa MoHTaxa; IQ (installation qualification; 1Q): MNony4yeHue n goKyMeHTUpOBaHWe goka-
3aTenbCTB TOro, YTo 0bopyaoBaHue 6biN10 NOCTaBIEHO U CMOHTUPOBAHO B COOTBETCTBUMN C TEXHUYECKAMMU
TpeboBaHUsIMK Ha Hero.

[EH MCO 14937:2000, ctatbna 3.9]

3.18 3arpyso4Has aBepb (loading door): [1eepb cTepunuaatopa ABYCTOPOHHEro [npoxoaHoro] Tuna,
Yyepes KOTOPYHO 3arpysky cTepunMsatopa noMeLwarT B KaMepy cTepunusaTopa nepej ctepunusauuei.

[EH 285:1996, ctaTtba 3.21] (CMm. Takke 3.43 «PasrpysovHas Asepb».)

3.19 MepuumuHckoe usgenue (medical device): Iliobol MHCTPYMeHT, annapart, yCTPOWCTBO, MaTepuan
N nHoe usgenue, Kotopoe, 6yay4n NUCMONb3yeMblM CaMOCTOATENbLHO UMM B KOMBUHaLUMW, BKIoYas Npo-
rpammHoe obecneveHune, Heobxoaumoe 4Ns ero NPaBUIbHOrO NPUMEHEHNs, NpegHasHavYeHo U3roTOBUTENEM
AN NCMONb30BaHUS B LieNsix:

- ANarHocTMKM, NponnakTK, MOHUTOPUHIA, NleveHns nnn obnerdyeHust 3aboneBaHus;

- ANarHoCTMKM, MOHUTOPUHIa, NeYeHus, 0bnerdeHns Un KOMNeHcaL UM TpaBMbl UK MHOTO huanyecko-
ro HegocTaTka;

- U3y4eHus, 3ameHbl N MogudUKkaLmMm aHaToMUA U U3NONIOrMYECKOro rnpotecca;

- KOHTPONS 3a4aTtusi, 4eNCTBME KOTOPOro BHYTPU UMM CHapYXu Tena Yenoseka gocturaetcsa 6e3 npume-
HeHWs1 hapMaKkonorMyeckmx, UIMMYHOMOrMYECKNX U MeTaboIMYeCcKNX cpeacTB, KOTopble MOryT BbiTb Npu-
MeHeHbl BMECTE C HUM.

[EH NCO 13485:2000, ctaTtbs 3.1]

3.20 mukpobouugHbIn pacTBop (Microbicidal solution): BogHbI pacTsop, coaepxalyuin opmansie-
TMA W NpegHasHavyeHHbIA AN NUTaHns UCnapuTens B LensX reHepauny CTepunmnsytoLllero areHta B kamepe
cTepunusartopa.

3.21 pa6Gouuit uukn (operating cycle): ABTomMaTnyeckas nocreaoBaTeibHoCTb pabounx das, BbINon-
Hsiemas B cTepunusaTtope.

[EH 1422:1997, cTaTbs 3.24]

3.22 arrectauua dpyHkuuoHupoBaHusa; OQ (operational qualification; OQ): lMNMpouecc nonyyeHns n
OOKYMEHTUPOBaHWA AokasaTenbCTB TOro, YTO CMOHTUPOBaHHOe 06opyaoBaHne paboTaeT B 3aAaHHbIX Npeae-
nax napaMeTpoB NpW NCMONb3OBaHNN B COOTBETCTBUM C €ro 3KCnyaTauroHHbIMU npoueaypami.

[EH NCO 14937:2000, ctaTtbs 3.12]

3.23 onepartop (operator): lluuo, skcrnnyaTupytoLee o6opyaoBaHne B COOTBETCTBUM C €ro HasHaYeHneMm.

3.24 nepexsaT ynpaBneHus (override): Cpeactsa, npeAHasHayeHHble TOMLKO AnNA o6cnyxuBaHus
nnn obecneveHns 6e30M1acHOCTM, C MOMOLLbIO KOTOPbIX pabounii UMK MoXeT 6bITb NpepBaH UNN U3MEHEH.

3.25 noctuuknoBaa npogyBka (post-cycle flushing): ®asa nocne nosiBneHus uwHankaumm «Lukn
3aBeplUeHy, B X04e KOTOPOW 3arpyska cTepunnsartopa octaeTcsl B 3aKpblTOW kamepe, a BHYTPEHHAA aTMo-
cepa kamepbl 3aMeLLaeTCs.

3.26 cocyp, paboTalowun noa aasneHunem (pressure vessel): Cocya, COCTOALLMIA U3 KaMepbl CTepU-
nunsaTopa, ABepu (asepeit) N UHBIX KOMNOHEHTOB, 06Gpa3yIoWMX ¢ KaMepon cTepunusaTopa obWnin y3en u
HaxoAALWMXCs No4 OAHUM U TEM Xe AaBneHueMm.

3.27 ycTpoicTtBO ANA UcCNbITaHUA Npouecca (process challenge device): YcTpoicTso, npeaHasHa-
YeHHOe ANA UMUTaUMK NPOoAYKTa MU UCNOMb3yeMoe AN OLEHKN NMPOHUKHOBEHUS CTEPUNUSYIOWEro areHTa B
Xoae uukna ctepunusaumu.

MpumMmeyaHune—YCTPONCTBO ANSA UCMBITAHUA NPOLECCa AOIPKHO UMETb KOHCTPYKLMIO, MO3BONSAIOWYI0 NOMe-
waTb GMoNorMYeckuin N XMMUIECKUN MHAVKATOP B MECTO, HAMMEHEE AOCTYMHOE NS CTEPUINU3YIOLLErO areHTa, Npu 3Tom
MHAWKATOP HE JOMKEH NPENATCTROBaTb HYHKLUMOHUPOBAHWIO YKA3aHHOFO YCTPOWCTBA.

3.28 3aBopckue ucnbitaHuAa (production test): Cepua uUcnbITaHWA, BBINOMHSIEMbIX Ha Npeanpus-
TUN-N3roToBUTENE ANIA A0Ka3aTeNbCTBa COOTBETCTBUA KAXAOro cTepunmaartopa TpeboBaHMAM HOPMaTUBHBIX
[OKYMEHTOB, B TOM YMCIle HacToALWeMy cTaHAapTy, Ha COOTBETCTBUE TUNy.

3.29 koHTponbHas TouYka U3MepeHUun (TemnepaTtypsbl) (reference measuring point): Touka, B koTOpoW
[oSkeH GbITh pacnonoXeH gaTtyvk TemnepaTypbl CUCTEMBI YNPaBEHUs LIMKITOM cTepunuaaumn.

3.30 peatTecTtauus (requalification): MNoBTopeHue YacTu BanuaaumMm B LENSX NOATBEPXASHUA Npo-
Aorkarowencs npuemMnemMocT cneunduumMpoBaHHoro npouecca.

[EH UCO 14937:2000, cTtaTtba 3.20]

3.31 cTtepunusyrowmn areHT (sterilant): AHTUMUKPOBHBIA areHT, COCTOSAILLMIA U3 Napa, coaepxallero
dopmansgerug.
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3.32 uHxekuuMs cTepunuayloLlero areHTa (sterilant injection): EAUHWYHaa nnu HeoaHoKpaTHO NoBTO-
psieMasi (hasza, HauMHaloLWasnCcs ¢ BBeASHWS CTePUNN3YIOLLLEro areHTa B BaKyyMUPOBaHHYO Kamepy cTepunu-
3aTopa ¥ 3akaHuMBatoLLascs JOCTUXKEHUEM B 3TON Kamepe 3ajaHHoro paboyero AasneHus.

3.33 cTepunbHocTb (sterile): OTCyTCTBME XN3HECNOCOBHBIX MUKPOOPTaHN3MOB.

[EH NCO 14937:2000, ctaTbn 3.23]

3.34 ctepunusauma (sterilization): BanuauMpoBaHHbIA npoLecc OcBOBGOXAEHUS NpoaykTa OT BCeX
dopMm XKM3HECNOCOBHBIX MUKPOOPraHN3MOB.

Mpnmeyanne—Ilpu cTtepunuaaltum NnpoLecc OTMUPaHUS MUKPOOPraHM3MOB OMMCLIBAETCH SKCMOHEHUMarb-
HbIM 3akoHOM. CriefoBaTternbHO, Hann4ne XuU3HecnocobHbIX MUKPOOPraHM3MOB Ha KaXaoM OTAENbHOM U3Oenuu MOXET
GbITh BbIPAXEHO B TEPMUHAX BEPOATHOCTU. STa BEPOSATHOCTE MOXET ObITb CHUXEHAa A0 O4eHb MarblX YNCer, HO HUKOTAA He
MoXeT 6bITb foBeAeHa A0 HyNS.

3.35 crtepunusarop (sterilizer): Annapar (ycTpoicTBo), NpegHa3HadeHHbIN Ana cTepunusaunm.

[EH 285:1996, cTtaTbs 3.36]

3.36 kamepa (crepunusaropa) (sterilizer chamber): YacTte ctepunuaaTopa, npegHasHadyeHHaa ans
pasMeLLeHNs 3arpy3ku cTepunmsaTopa.

[EH 285:1996, ctaTtbs 3.37]

3.37 uukn crepunusauuu (sterilizer cycle): MpenonpenenerHHas nocrnegosaTenbHOCTL pabouunx das,
BbINOMHsIEMasi B CTepurinsaTope B LensiX ctepunusaumn u gecopbuun.

3.38 sarpyska (cTepunusartopa) (sterilization load): Magenus, Kotopble CTEPUNN3YIOT OAHOBPEMEHHO
B Kamepe cTepunusaTopa.

3.39 npouecc ctepunusauuu (sterilization process): NocnegosatensHOCTbL ASNCTBAA UK onepaLui
AN OOCTUMXKEHUS YCTaHOBMEHHbIX TPeBOBaHW K CTEPUNBHOCTM U K CHIDKEHUIO OCTaTKOB CTEPUIM3YIoLLero
areHTa 4o AOMYCTUMOro YPOBHS.

Mpwnmeyanne—locnegoearenbHOCTbL AEVCTBUI UNU OMnepaLlmi BKIoHaeT B cebsl npeasapuTensHyio obpa-
60TKy (ecnn TpebyeTcsl), SKCMO3NLUI0 — BO3AENCTBME CTEPUIU3YIOLLEro areHTa nNpu onpeaeneHHbIX ycnosusx u nobyio
HeobxoaMMyto 3akntounTernbHylo 06paboTKy, OHO He BKIoYaeT B cebsi HMKaknx onepauun, npealwecTByowWmx npoueccy
CTEPUNM3aLUM, TAKMX KaK O4YUCTKE, Ae3NHMEKUNs Nn ynakoBka.

3.40 Ttemnepartypa cTrepunusauuu (sterilization temperature): MuHumansHaa Temnepatypa avanaso-
Ha Temnepartyp cTepunmMsaluu.

3.41 nonoca TeMneparyp ctepunusauum (sterilization temperature band): [lonyctumbln ananasoH
TeMnepaTyp B 3arpyske cTepunusaropa U KOHTPOSILHON TOUKe U3MepeHUs TeMnepaTtyphbl, HKHAS rpaHuLa
KOTOPOro paBHa TemnepaType cTepunuMsaLum.

3.42 TeopeTuyeckana TeMnepatypa cTepunusywouwero areHta (theoretical sterilant temperature):
TemnepaTypa CTepUnU3YIOLLEro areHTa, paccyuTaHHasi U3 COOTHOLWEHUA «TeMmnepaTtypa/aasneHue napos
CTEepPUNU3YIoLWero areHTan.

M p v meyaHun e— 3HaueHne TEOPETUYECKON TEMIEPATYPbI CTEPUNUSYIOWErO areHTa paccHMTLIBAIOT OT Havana
3KCNO3MUMM A0 Havana aspaumm.

3.43 pasrpysouHas aBepb (unloading door): [Bepb B cTepunusatope ABYCTOPOHHEro [MpoxoaHoro]
TMNa, Yepes KOTOPYIO 3arpy3ky CTepunusaTopa BbIHUMAIOT U3 Kamepbl CTepunusaTopa No OKOHYaHWK Lukna
cTepunuaaumn.

[EH 285:1996, cTaTbsa 3.42] (Cm. Taicke 3.18 «3arpysoyHasn aAsepb».)

3.44 nonesHoe npocTpaHcTBO (Usable space): [NpocTpaHCTBO BHYTPU Kamepbl cTepunusaTopa, KoTo-
poe He OrpaHUYEHO XKECTKO 3akpensieHHbIMWU YacTsIMU U KOTOPOe, COrNacHo cneuudukalum nsrotosuTens,
npegHasHa4YeHo Ans pasMeLleHns 3arpyski ctepunusaropa.

3.45 sanugaumna (validation): [JokymeHTuUpoBaHHas npouedypa NONyyeHusl, NPOTOKONMUPOBaHUA U
WHTepnpeTauun pesynbTaToB, HeobxoauMas Anst AeMOHCTPaLIMK TOro, YTO NPOLIECC HEM3MEHHO BbiAaeT Npo-
OYKT, COOTBETCTBYIOLLMIA NpeABapUTenLHO onpeaeneHHbIM TpeboBaHUSM.

[EH UCO 14937:2000, ctaTtbs 3.32]

4 TexHuyeckme TpeboBaHuA

4.1 Kamepa crepunusatopa

4.1.1 Marepuansbl
4.1.1.1 MNoBepxHOCTN MaTepuarnoB, U3 KOTOPbIX U3rOTOBMSIIOT cocyd, paboTalowmi noa AasrieHUEM
(BKNHOYaA, HANPUMEP, CBaPHbIE LIBbI) Y MOTYLLMIA KOHTAKTUPOBAaTL C NPOLLECCHBIMUA XUMUKaTaMK, Npy pacyeT-
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HbIX paBoYnX yCNOBUSAX AOKHEI BbiTb YCTONYUBEIMA K BO3AEACTBUIO 3TUX XMMUKATOB. OHW He AOMKHEI Bblae-
NATb HUKAKUX CyBCTaHUMIA, U3BECTHBIX KaK TOKCUYHbIE, B KONMYECTBE, COCOBHOM co3aaTh Yrpo3y 300PO0BbI0
noaen Unn okpyxatowlen cpeae.

MpwumMedaHune—lpuBLIGOpe MaTepranos Ans cocyaa, padboralLLero nog AaeneHneM, U ero HeoTbeMIEMbIX

YacTel 0co60e BHUMaHWe criedyeT yaensiTb UX yCTOMYMBOCTU K KOHTaKTHOM KOppo3un n audidbepeHumansHomy paclumpe-
HUIO NPU KOHTaKTe pa3HOPOAHbLIX METaros.

4.1.1.2 Matepuansl, 13 KOTOPbIX U3FOTOBNAOT DYPHUTYPY CTepunusatopa, BKMYas CUCTEMbI Noa-
OEePXKU 3arpyskn, cnegyet BbIOMpaTh C TakMm pacyeToMm, YTobObI U3bexaTb Koppo3nu U HexenaTenbHbIX ranb-
BaHW4Yecknx apdekToB.

4.1.2 Pa3mep Kamepbl cTepunusatopa

[ommkHbl BbITb YCTAaHOBNEHBI Cheayowne pasMepbl B MUNNUMETPaX, raAe 3T0 NPUMEHUMO, NoMesHoro
MpocTpaHcTBa Kamepbl CTepunmMsaTopa:

a) UWIMHOPUYECKOro ropU3OHTaNbHOMO UK LUIMHOPUYECKOrO BEPTUKANBHOrO NOME3Horo NpocTpax-
cTBa:

000 x 000,

- rae nepsble Tpy LUdpbl 03HAYAOT AnameTp,

- BTOpble TpU Undpbl 03HaYaoT rybuHy;

b) npsamoyronbHoOro nonesHoro npocTpaHcTaa (B hopme napannenenvneaa):

000 x 000 x 000,

- rae nepeble TPy LUGPLI 03HAYAOT LNPUHY,

- BTOpble Tpu Uudpbl 03HaYaloT BLICOTY,

- TpeTbu TpU Lndpbl 03HA4aT rMy6uHy;

C) MONesHoro NpocTpaHCcTBa APYrnx KOHMUrypaLuuin — B COOTBETCTBUM C MepevncrieHMemM a) unm b);

d) ecnu noboe namepenune npeseiwaeT 1000 MM, ANs HEro AOMKHBLI ObITb UCTIONb30BaHbI YeTbipe Lud-
pbl 683 AeCATUYHON TOYKM.

4.1.3 [OBepu n 6110KUPOBKU ABEPEl KaMepbl cTepunusaTopa

4.1.3.1 Kamepa ctepununsartopa goMmKHa UMeTb OAHY Unu AiBe ABEepU.

4.1.3.2 TMocne 3akpbITUs ABEPU KaMepbl cTepunuMaaTopa AoMkHa ObITb NpeaycMoTpeHa BO3MOXHOCTb
ee OTKPbITUA A0 TOro, kak ByaeT 3anyLweH LMK cTepunusaumn.

4.1.3.3 JomkHa BbITb UCKIOYEHa BO3MOXHOCTb OTKPLITUA ABEPU (ABEpeit) Kamepbl cTepunusaTopa B
Xo4e uukna ctepunusagnu.

4.1.3.4 B cnyvae npepbiBaHUs LuKNa (Hanpumep, n3-3a BO3HUKLWEN HeUCNPaBHOCTU) OTKPLITUE ABEPU
Kamepbl cTepunusaTopa Ans nonyyeHUst 4OCTyNa K 3arpyske AOMKHO TpeboBaTb NPUMEHEHUSI YCTPOIUCTBA
[cpeacTBa) gocTyna.

4.1.3.5 JomkHbl uMeTbCs cpeacTBa, obecneuunsatoime A0CTYN K YNNOTHAOLLMM NOBEPXHOCTSIM OIS UX
OYUCTKN N ANA 3aMeHbl ABEPHbIX NPOKaAokK.

4.1.3.6 Ona ctepunusaTopoB ABYCTOPOHHEro [MpoxoAHoro] Tuna He AOMKHO UMETLCSI BO3MOXHOCTU
OTKPBITUA Pa3rpy3ouHOl ABepu, NMoka He BKIIoUUTCA MHAnKauua «Linkn sasepLueHy.

4.1.3.7 OAna pabouux UMKNOB, NpedHasHAYeHHbIX ANA 06CAY>XMBaAHWUA WM UCMBbITAHWUIA, UHAUKALMS
3aBeplIeHNs LMKNa AofkHa oTNnYaTbesl OT MHAMKAUMU 3aBepLUeHNs HOPMaNbHOro LUKNa cTepunusauuu.
Ona ctepunuaaTopoB ABYCTOPOHHErO [NpoxoAHOro] TMna Takas uHAUKaumMs 3aBeplleHns LMKa He AOSDKHa
NO3BONATL OTKPLITUE Pa3rpy304HON ABEPU.

4.1.3.8 OpraH ynpaBneHusl, Cry>allunia Ans nycka aBToMatudeckoro paboyero uukna, 4osmkeH GblTb
pacnonoXeH Ha 3arpy304yHON CTOPOHE cTepunusartopa.

4.1.3.9 3a ucknioveHuemM Lenei obcnyxnusaHus, He AOMKHO UMETLCA BO3MOXHOCTU OQHOBPEMEHHOTO
OTKpbITUA 06enx ABepeil kamepbl cTepunusaTopa ABYCTOPOHHero [NpoxogHoro] Tuna.

4.1.3.10 O6e cTOpPOHbI CTepunusaTopa ABYCTOPOHHEro [NpoxoAHoro] Tuna AosmkHbl 6biTb CHaGXeHbI
YCTPOWCTBOM, NOKa3bIBAIOLIMM BO3MOXHOCTL/HEBO3MOXHOCTb OTKPBITUA ABEPU C 3TON CTOPOHLI CTEPUIN3a-
Topa.

4.1.3.11 WNHaukaums «Linkn 3aBepLueH» JOMKHA BbIKNOYATLCA NPU OTKPLITUM ABepu. [ina cTepunusa-
TOPOB ABYCTOPOHHEro [NpoxoAHOoro] Tuna 3arpy3oyHas Asepb A0MKHa OCTaBaTbCA 3anepToun, NoKa oTKpbITas
pasrpy3o4yHas Asepb He ByaeT BHOBb 3aKkpbiTa U 3anepTa.

4.1.4 MNpeaBapuTenbHbLIA HarpeB KaMmepbl cTepunusaropa

BHyTpeHHWe NoBepXHOCTU KaMepbl cTepunuaatopa A0MKHbI HarpeBaTbCa AN AOCTUKEHUA 3aAaHHbIX
Temnepartyp. Myck Lukna cTepunsanmum AormKeH ObiTb HEBO3MOXEH, NOKa 3TO YCnoBue He 6yaeT BEINOSIHEHO.

5
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4.1.5 MoakniovyeHUe UcnbiTaTeNbHLIX NPUGOPOB

4.1.5.1 Kamepa cTepunusatopa AorxHa 6biTb CHabXeHa KOHTPOSbHEIM COeQUHUTENeM, UCNOoMb3ye-
MbIM AS1S1 NOAKIIOUMEHUST KOHTPOIbHOTO M3MepUTens AaBreHus. OToT coeAMHUTeNb OOMMKEeH HaxoguTbes B
TOYKe Nerkoro goctyna, Ho He B TpybonposoAe nogayu nuTatollein cpeael U He B Tpybonposoae ANsi 0TKauku
Kamepbl, U OOIKEH okaH4MBaTbcs TpyOHol peabboit G 1/2A no NCO 228-1. Mpumep Takoro coeguHUTens
nokasaH Ha pucyHke 1.

Pasmepbl B MunnvmeTpax

G 112A?

26+ 0,5

25+0,5 20+ 0,5

anyﬁﬂaﬂ pe3bba G 1/2A no NCO 228-1.

PucyHok 1 — lMpuMep KOHTPOMNBHOro coegnHUTens
AN NOAKII0YEHNA KOHTPOIBHbLIX NPUGOPOB

KoHTponbHbIM coeguHNTENb OoMKeH OblTb CHabXeH Komnnaykom, noMevyeHHbIM OykBamu PT (Pressure
Test — KoHTponb AaBneHns ), U yNnoTHEH NIOCKUM Ui ToponaarbHbIM KONbLEBBLIM YMIIOTHEHUEM, YCTONYM-
BbIM K BO3JEMCTBUIO CTEPUIUSYIOLLIEro areHTa 1 AaBneHus.

MpumedaHune—ECnU HauMoHanbHbIe HOPMATUBHLIE AOKYMEHTbI TPebyloT KannbpoBKM BCeX MamepuTenen
OaBrneHusi, COeaUHEHHbIX C COCYAOM, paboTaIOWMM NOA AABNEHUEM, MOTYT NOTPeBOBaTLCS TPOWHWKM U 3anopHbIe KpaHbl C
repMeTUYHbIMM 3armywKaMm, No3BOMsoWmMe NoAKIioYaTs 06pa3uoBbie nNpUGopbI.

4.1.5.2 Kamepa crepunusatopa AoipkHa OblTb CHabXeHa NpsiMbIM KOHTPOSIbHLIM cCoeAuHUTENEM,
NCMoNb3yeMblM AN NOAKMIOYEHUSI KOHTPOMLHOIO U3MepuUTens TemnepaTypbl. [pumep Takoro coeMHUTENA
nokasaH Ha pucyHke 2. OTOT coeANHUTENb AOJDKEH HaXOAMTLCA B TOUKE Nlerkoro gocTyna.

Paamepbl B MunnumeTpax

@2010,5
G 1A®

30,5 | 25+0,5

any6Haﬂ pesbba G 1A no MCO 228-1.

PucyHok 2 — Npumep KOHTPONbHOIo coeguHnTENs
Ans BBOAA U3aMeputensi Temneparypbl

KOHTpOmbHLIN  coeauHUTeNb AOMKeH OblTb CHabxeH KonmnaykoMm, nomeyeHHbIM 6Gyksamu TT
(Temperature Test — KoHTponb TemnepaTypbl), U YMNAOTHEH MAOCKUM WUNW TopouAaarnbHbIM KOMbLEBLIM
YNNOTHEHWEM, YCTONUMBLIM K BO3AEACTBUIO CTEPUIMUSYIOLLIErO areHTa u AaBnexHuns.
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4.2 PacyeTbl U KOHCTPYKLMA

4.2.1 O6Lue cBegeHUnA

OupekTnsa EBponelickoro coeeta no c6AMKEHNIO 3aKOHOB rocyAapcTB-4YnNeHoB B OTHOLLIEHUU 0bopyao-
BaHus, paboTatowwero nod gasnexHvem, 6eina seinyweHa 29 mas 1997 r. (97/23/EC), kpoMe Toro, MoryT 6biTb
npuMeHnMbl eBponeiickne ctaHaapTel EH 13445 n EH 14222,

4.2.2 Tpy6Hana o6BA3Ka U (bUTUHIN

4.2.2.1 Tpy6Has obBsizka 1 PUTUHIN (BKMOYasA, Hanpumep, YNIOTHUTENbHbIE NPOKNaaKK), KoTopble
MOTYT KOHTaKTMPOBaTb C NMPOLECCHBIMU XMMUKaTaMU, OOIKHbBI ObITb U3rOTORMNEHbI U3 MaTepuarnos, Npy pac-
YeTHbIX Paboyumx YCroBUAX YCTONYMBBIX K BO3AENCTBUIO 3TUX XMMUKATOB. OHU He AOSMKHBI BbIAENSATb HUKaKNX
cybcTaHuMin, N3BECTHBIX Kak TOKCUYHbIE, B KONIMYECTBAaX, CNOCOBHBIX co3faTh yrpo3y 300pOoBblo ntogein unu
OoKpyXatoLen cpege.

MpuwumeyaHun e—Bo nabexanue noTepb Tenna UMM KOHAEHCaAUMM Bce TPYGONPOBOAbI, NePEHOCSLLME NUTA0-

LWmne cpeabl B CTEPUNN3ATOP, AOIKHbI BbITh TENNOU30NMPOBaHbI, 38 UCKITIOYEHUEM CyYaeB, KOra TeNTOU3onsLms MOXeT
nomMeLuaTb OYHKUMOHWUPOBaHWIO CTepunM3aTopa.

4.2.2.2 TouKku NOAKMHOYEHNs nodadn BoAbl, Mapa U cnnBa OOJPKHbI 6bITb 0BecneveHbl cpeacTBamu,
npegoTepaLlaoLWwMm nonagadue Yactuu, cnocobHbIX yXyAWnTb paboTy cTepunusatopa.

MpumMmeyaHu e — KTo4kam NogKNtoYeHnsi MMTEEBON BOAbI U CIMBA MOTYT 6bITb NPUMEHNMbI NONOXEHUST HALUNO-
HaIbHbIX HOPMaTVBHbIX 4OKYMEHTOB.

4.2.2.3 Tpy6Hasn obBsizka foskHa BbiTb paccuuTaHa Tak, YTobbl NpeAoTepawaTb HakansMBaHe KoH-
AeHcarTa.

4.2.2.4 Bce ynpasnsiowue knanaHel Ha TpybHoON obBs3ke AOMKHBI UMeTb HecMblBaemyo/HecTupae-
MYI0 MapKUPOBKY, OTHOCALLYHOCA K NX OyHKUUAM (CM. 8.4).

4.2.3 CucremMma oTKa4ku

4.2.3.1 CrepunusaTopbl O/TKHbI ObITb 060pPYAOBaHbEI BaKyyMHOW cUCTeMOW ANns yaaneHus Bo3ayxa,
BOAbI U CTepunnsytoLlero areHTa. HuwkHee sHadeHne abcontoTHOro AasneHns, Heo6xoaMMoro Ans BbIMosHe-
HUA TpeboBaHuUiA pazaena 6, Npu UCNbITaHUSAX B COOTBETCTBUM ¢ A.3 (NpunoxeHue A), AOMKHO ObiTb YCTaHOB-
neHo.

MpwnmeyaHun e — BakyymHble cUCTEMbI B OCHOBHOM paboTatoT Ha Boge. CrieyeT yaensite BHAMaHWe ONTUMK-
3auMM UCNONb30BaHUSI BOAb! B TAKUX CUCTEMAX, MOCKOMNbKY AOMmKeH ObiTb cobniogeH 6anaHc Mexay UCronb30BaHWEM pe-
CYpCOB 1 pasBefeHneM pacteopa hopmanbierniga 4o KOHUEHTpauuii, 6e3onacHbiX Arsi OKpyXXawoLwwen cpeabl (CM. Takke
npunoxenve F).

4.2.3.2 CtepununsaTtop Oo/keH ObITb cHabXeH cpeAcTBaMW MPOBEPKU HA YTEUKy, BKIOYAOWUMAN B
cebsa HenocpeCTBEHHO KaMepy cTepunusaTopa U BCO CBA3AHHYIO C Hell TpYBHYI0 06BA3KY U (PUTUHTI.

Mpu NpoBepKe Ha yTeuky KaMepa cTepunusaTopa U cBsizaHHas ¢ Heil TpybHasa obBsa3ka AOMMKHbI BbiTb
oTKayaHbl (BakyyMUpoBaHbl) 10 TOYKA MUHUMANbHOro NpoLEecCHOro AasneHus unu Huxe. CKopocTb Bospac-
TaHWs gaBneHns He formkHa npebiwath 0,1 kMNa/mMuH 3a nepuoa He MeHee 5 MUH 1 He 6onee 15 MuH nocne
OOCTUXKEHNS] MUHUMATbHOIO AaBIEHUSI.

4.2.4 JnekTpuueckasa U MexaHu4yeckas 6e3onacHoCTb

4241 B oTHoweHUM ob6LIEro KOHCTPYMpPOBAHUSA [AOMKHbI ObiTb npuMeHumbl EH 61010-1 u
EH 61010-2-042.

MpumeyaHune—/ns pykoBoACTBa B OTHOWEHUM crneumnduyeckux ocobeHHOCTEN KOHCTPYMPOBaHUSI MOXeT
6bITb NpumeHeH EH 60204-1. PykoBogsiwme ykasanusi EH 60204-1 no3Bonsit cHU3nTb 06beM UCMbITAHUIA.

4.2.4.2 CtepunusaTtop AOIDKEH yAOBNETBOPATL TpebosaHusaM EH 61326 B oTHOLEHUM anekTpoMar-
HUTHOW coBMecTumocTu (AMC).

Crtepunusatopsl, paboTtawolime nubo B 30Hax, npeAnonaraoLLmnx UCNonb3oBaHne MegULMHCKOro anekK-
Tpudeckoro obopyaosaHusi, nb6o NOGNM3OCTU OT APYroro YyBCTBUTENBLHOrO 0bopyaoBaHus, cneayeTt pac-
cmatpuBaTh kKak obopyaoBaHue knacca B B cootBeTcTBUMU ¢ EH 61326.

MomMexoycTonumBOCTbL A0MKHa BbITh NpoBepeHa B cooTBeTcTBUM ¢ EH 61326, Tabnuua A.1.

Beibop KpuTepueB NOMexoycTOMYMBOCTU criefyeT NpoBoaAUTbL B cooTBeTcTBUMM ¢ EH 61326.

Bbi6paHHbIe KpUTEpPUA NMOMEXOYCTONYMBOCTM AOIMKHBI rapaHTUpoBaThb, YTO pabouve XapakTepucTukn
cTepunusaTopa, ycTaHOBIMEHHbIEe B COOTBETCTBUU ¢ 5.2, ByayT cobniogeHbl B HOpManbHbIX YCITOBUSIX SKCIITY-
aTauuu Npu Bo3gencTsnM nomex B cootseTcTBuM ¢ EH 61326, Tabnuua A.1.
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4.2.5 Cucrema aspauuu

4.2.5.1 Tpu BEHTUNNPOBAHWUN KaMepbl CTepUIM3aTopa B Xoae aspauuu B Lensx gecopbummn u ypasHu-
BaHWSA JaBreHUi B KOHLe npoLecca Ao/kHa 6bITb NpegoTBpaLleHa MUKpobHas KoHTaMUHaLUMs 3arpysku cTe-
punusaTopa.

4.2.5.2 ®unbTp, BCTpauBaeMblil B cTepunusatop 4na npegoTspaweHnsl MUKPOBHOW KOHTaMmuUHauumn
3arpysku B xoZe aspaLuum Unu ypasH1BaHUA AaBneHuid, AorkeH BbiTb nerkogocTyneH Ans sameHbl. PunbTp
JorxeH 6bITb cnocobeH yaepxnsaTb No MeHbLlen mepe 99,5 % vactuy gnametpom 0,3 MKM npu nepenage
AasrneHnia 1 6ap 1 NpyM MakcumanbHOM BO34YLUHOM MOTOKe.

Mexay hunsTpoM 1 Kamepoli cTepunusaTopa AOMKHO ObITb NPeayCMOTPEHO Hanu4uue cpeacTs, npea-
oTBpaLlalLWmX NPOTOK XNOKOCTU N3 KaMepbl cTepunusaTopa K punbTpy.

4.2.6 Pambl U naHenu o6LWINBKKU

4.2.6.1 Ecnu pocTyn kK 6OKOBEIM CTOpOHaM cTepunuaaTopa He TpebyeTca Ans ero HopManbHOW aKCny-
atauun, 6okoBble CTOPOHbI AOMKHBI ObITb 3aKPbITHI NAHENAMU OBLINBKN.

MpumedvaHnue 1— CTepunusaTopbl, NpegHa3Ha4YeHHble ANA BCTPaMBaHUSi B CyWeCTBYIOWMWE CTeHbl, Npu
ycnoeuu obecrneveHmnst CIIMTHOTO CTbiKa MEXAy CTEHOW U NepeaHuMK (NMULEeBbIMKY) NAHENsIMK He HyXaatoTcs B obecneve-
HUM GOKOBLIMU MaHENsIM1 OBLLIVBKU.

MaHenn o6LWNBKN AOMKHBI 06NadaTh AONTOBPEeMEHHOM YCTOMYUBOCTLIO K KOppo3sun. K ctepunusatopy
JOIDKHBI BbITb MPUIMOXKEHbI MHCTPYKLMN MO OYACTKE NaHenei.

MpunmedvaHune 2— B naHensx o6WMBKN MOTYT UMETBCSI BEHTUMNSILMOHHbIE OTBEPCTHUSI.

4.2.6.2 MaHenu obLWMBKN cTepumM3aTopa A0SKHLI obecneumBaTb 4OCTYN ANS BbIMNONHEHUs paboT no
obCcnyKnsaHuto.

MpwumedyaHune— Joctyn ans o6cnyxveaHus fomkeH 6biTb OpraHU30BaH Tak, YToObl He HapyLwaTb TpeboBaHus
6e30MacHOCTM B OTHOLWIEHWM Kak MpodykTa, Tak U nepcoHana. TpeboBaHusi K opraHmM3aumm JocTyrna obycrnoBneHbl Nno
EH 61010-2-042.

4.3 Mpubopsbl (ycTpoicTBa) ANA UHOUKALUKN, U3MEePEeHUs U perucTpauum

4.3.1 O6wue cBegeHuna

4.3.1.1 YcTponcTea v npubopel AN MHAUKaLUM U peructpaumu (aanee — npubopbl) A0SKHBLI BbITb
naeHTUULMPOBaHEI MO CBOUM hyHKLMAM. OHU A0MKHBI BbITb NErKOAOCTYMHbI, UMETb YETKYI0 HeCMbIBae-
MYHO/HECTUPAEMYHO MapKUPOBKY, ObiTb NIErKOUMTAaEMBIMU U YNpaBnAeMbIMU.

4.3.1.2 Mpunbopbl AOMKHEI ObITb PacnonoXeHbl U/UNnU sawunweHbl TakuM obpasoM, YTobbl 1x pabouve
XapaKkTePUCTUKA OCTaBanuchb B Npeaenax ycTaHOBNEHHbIX AONYCKOB BO BpeMs paboTbl cTepunusatopa.

4.3.1.3 Ecnu npubop ans nHankaummn nogkrodaoT noodepeaHo bonee 4em K 04HOMY AaTUUKy, AOMKHA
6bITb NPeayCMOTPEHa HemnpepbiBHAs NHANKALMSI aKTUBHOTO AaT4YnKa, C KOTOPOTO B TEKYLLIMA MOMEHT CHAMAIOT
noKasaHusl.

4.3.1.4 MokaszaHua NpuBopOoB ANA UHAMKALUA U perucTpaLiMn AOMKHbI BbITb YATaeMbIMU C PaCCTOAHUS
(1 +£0,15) M Npu HOpManNbHOM UMN CKOPPEKTUPOBAHHOM 3pEHUN 1 ocBelleHHoCTH (215 + 15) nk.

4.3.1.5 Mpunbopbl 4N NHAUKALNMA, M3MEPEHMS 1N PerMcTpaLnv A0MKHbI BbiTb CHabXeHbl cpeacTBamMm
perynimpoBKW Ha MecTe aKcnnyaTtauum 6e3 AeMoHTaa nyTeM UCnofb30BaHUA yCTPOUCTBa AocTyna. Ans aHa-
NOroBbIX NPMBOPOB, AEMOHTaX KOTOPbIX 3aTpPYyAHEH, AOMMKHbI BbiTh MpeayCMOTPEeHbI CpeacTBa perympoBku
Ha MecTe.

MprumedaHue—Tpu UCNONB30BaHUN LUMPOBLIX UHAVMKATOPOB AABMEHNA MOXET NoTpe6oBaTbCsl AONOMHU-
TenbHbIM MHAVKATOP C MEXaHWYECKUM NPUCOEAVHEHNEM ANS YAOBNETBOPEHNS TPeGOBaAHUI HALMOHAMBHLIX NOMNOXEHUN O
cocyaax, pabortarwyx nog Aasnennem. Ecnv aHanoroebivi NpMGop yCTaHOBMEH TOMBKO ANs 3TUX uenen, TpebosaHne o
BO3MOXHOCTY PEryrIMpOBKU Ha MECTE [OSIKHO BbiTh NCKITIOUEHO.

4.3.1.6 JononHuteneHble MYHKUAW, UMetoLMeCs: Y NpUBOPOoB AN perucTpaum Unm MHaukaummn, He
OOMKHBI yXyALaTb TOYHOCTb perncTpaLn AaHHbIX UM UHOUKaLAN.

4.3.2 Mpubopskl (ycTpoicTBa) ANA U3MepeHus TemnepaTypbl

4.3.2.1 Mpwn ncnonb3oBaHnM ANst ynpaBieHus NpoLecCOM, MOHUTOPUHIA UMK perucTpauumn gaHHbIX
npubopsl ANs U3MepeHUs TemnepaTypbl AOMMKHBI UMETb MakcMMarnbHy norpewHocTs 1 K unm merHee B aua-
nasoHe namepeHuin ot 20 °C go 100 °C 1 umeTb BO3SMOXHOCTb perynuposku go = 0,5 K unm meHee oTHocu-
TenbHO TeMnepaTypbl CTepUIM3aLn.

4.3.2.2 Cuctemsl ynpasreHnss TemnepaTypoi AOMKHbI ObiTh 3alMLLEHbl OT HECAHKLNOHUPOBaHHOIO
JocTyna nytem 1cnosfib30BaHusA YCTPOUCTBa A0CTyna.

4.3.2.3 [ns nsmepeHus TemnepaTypbl kKaMmepbl AOMKHBbI ObITb MCNONB30BaHbl MO MeHbLUEn Mepe ABa
He3aBUCUMBbIX AaT4umKa, NpegHasHauYeHHbIX 415 MHAUKALWMK, yNpaBneHUs NPoLEeccoM U perncTpaLm AaHHbIX.
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ﬂaT‘-IVIKVI AOITKHbI 6bITb pacnonoXeHbl B Haubonee I'Ipe,D,CTaBI/ITeJ'IbHOIZ TOYKE KaMephbl, CI'IeLLI/I(t)VILI,VIpOBaHHOIZ

KaK KOHTPOJIbHAaA TOYKa U3MepeHust TemnepaTypbl.

4.3.2.4 Mpubopb! perucTpaumm AaHHbIX 1 NPUGOPbLI MOHUTOPUHra/ynpaBneHus 4OMKHbI 6biTb B3aMMHO
He3aBUCUMBI, Kak NpearnoXeHo Ha 1oboi U3 CXeM, NokasaHHbIX Ha pUcyHke 3.

= 2

ik

=3
iz

1 — kamepa

-_—

(]
T

— npuGop, NoKasbIBaKLLMWIA TeMNepartypy;

— npubop, NoKasbLIBaKOLWIWA faBNeHue;

?P — npubop, PervcTpupyioLLniA faBNEeHUE;

m — KOHTpONNep, ynpasnsiowmin Temneparypoun;

Iﬂl — npubop, perucTpupyioLLinii Temneparypy; @ — KOHTpoONNep, ynpasnsiowui AaBneHueM

PucyHok 3 — CxeMbl opraHu3aLumm nogknioveHuns 4aTHMKoB TeMnepaTypbl U AaBneHns

4.3.2.5 [laTuuk TemnepaTtypbl, BKIOYash U3MepPUTENIbHYIO CUCTEMY, K KOTOPOWA OH MpUcoeauHeH, Aon-
XeH UMeTb BpeMsl peakLnn 1g g < 5 ¢ nNpu UcnbITaHUX B NOTOKe BOAbI B cooTBeTCTBUMU ¢ EH 60751.

4.3.2.6 Cuctembl ynpaBrneHusi TemnepaTypor AOSMKHbI UMeTb (PYHKUMUIO, Bbi3blBAIOLLYIO MHANKALMIO O
HeucnpaBHOCTU, eCny AaTyuk TemnepaTypbl BLIXOAUT U3 CTPOS.

4.3.3 Mpubopsl (ycTponcTBa) MHAUKALUKU TEMNEpPaTypbl

B gononHeHue k TpeboBaHusam 4.3.2.1 npubopbl UHAMKALMA TeMnepaTypbl 4OSDKHbI:

- BbITb rpagyMpoBaHbl B rpagycax Lienbcus;
- nMmeTb guMana3soH namepexHuin 0 °C — 100 °C;

- aHanoroeble NpMBopbl — UMETb rPagyUPOBKY C LIEHOW AeneHns LWKanbl He xyxe 2 °C;

- uudposble Npubopbl — UMeTb paspelueHne He bonee 0,1 °C.

4.3.4 MNMpuGopbl (ycTpocTBa) M3IMEPEHUA U UHAUKALUU AaBNEeHUA

4.3.4.1 Npubopbl M3MEpeHUs U UHAMKALUMW OaBReHUsl, UCNOSb3yeMble AN perucTpauud gaHHbIX,
MOHWUTOPUHIA UNW yNpaBieHUs NPoLEeCcCOM, AOMMKHEI ObiTb 3aLyMLeHbl OT HecaHKLMOHNUPOBaHHOrO 4OCTYNa C
NMOMOLLbIO YCTPOUCTBa A0CTyna.

4.3.4.2 [nsa peructpauum gaHHbIX U1 MOHUTOPUHIA U YNpaBrieHUsi NPoLeccoM A0MKHbI BbITb NprMe-
HUMbI CUCTEMBI, U3MepsioLLMe abconoTHOe AaBneHue.

4.3.4.3 [nsA nsmepeHns AaBneHWUs B kamepe cTepunusatopa AOMKHbI OblTb MCNONb30BaHbl MO MeHb-
e Mepe ABa He3aBUCUMbIX AaT4MKa, MpegHasHavYeHHbIX ANs UHAWKALUK, perucTpaummn 4aHHbIX Unu ynpas-
MeHnsa NpoLeccoMm.
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4.3.4.4 YctpovictBa permctpaumm AaHHbIX U YCTPONCTBA MOHUTOPUHIa/ynpaBneHns AoMKHbI ObiTb B3a-
MMHO He3aBUCUMBI, Kak NPeAnonoXeHo Ha NGO U3 CxeM, NoKasaHHbIX Ha PUCYHKe 3.

4.3.4.5 KaHanbl namepeHus aasneHuna, UCnonbsyemele ANA ynpasneHus npoueccoM, MOHUTOPUHIa 1
perucTpauum gaHHbIX, AOIMKHbI UMEeTb MakCUManbHO AONYCTUMYIO norpewHocTb 1 % no BceMy AnanasoHy
LKarnbl 1 gonyckaTb KoppekTuposky Ao + 0,8 kMa unu meHee B guanasoHe ot 0 klMa (0 6ap) Ao AasneHuA cte-
punMsauun.

4.3.4.6 KaHanbl namepeHus gasneHus, UCNonb3yemble ANA ynpasneHusa npoueccoM, MOHUTOPUHIa 1
perncTpaunn AaHHbIX, AOIDKHBI UMeTb hYHKLUIO, BbI3bIBAIOLWLYIO MHANKALMUIO O HEUCNPaBHOCTU, eCnnu AaTynk
OaBrieHns BbIXOOUT U3 CTPOSI.

4.3.4.7 YcTpolcTBa MHOMKAUUN AaBNEHUA OOMMKHbI UMeTb:

- rpapayvpoBky B kunonackansax (kMa) unu B 6apax;

- WKany, oxsaTbiBaoLyto gnanasoH ot 0 kMa (0 6ap) Ao 3HavYeHUs, kKak MUHUMYM Ha 10 % Bbilwe 3HaYe-
HUS MakcMMarnbHOro npoLleccHoro paboyero AaBneHus, Npu UxX UCNonNb3oBaHUU ANs yNpasneHns NpoLeccom
U Anst MOHUTOPUHTa;

- MakcumanbHO AOMyCTUMYIO MOrPeLUHOCTb, YKasaHHyto B 4.3.4.5, npu nx ncnonb3osaHuu Ana ynpasne-
HWSI MPOLLECCOM UK A1t MOHUTOPUHTa, UNU UMEeTb MakcumarnbHO AONYCTUMYIO NorpewHocTb 1,6 % vunu nyd-
LUe Mo BCeMy AuanasoHy LuKarbl Npyu UCNonb3oBaHUM ANA ApYrux Lenew;

- aHarnorosble NPUGopbl — UMETb LieHy AeneHus Wwkansl He 6onee 5 kMa (0,05 6ap) npu ucnonbsosa-
HWUW ANS ynpasrieHUsi TPoLeccoM Unu AN MOHUTOPUHra, UM UMETL LieHy AeneHus wkanbl He 6onee 20 klMa
(0,2 Bap) npv UcnonL30BaHNU ANA ApYrux uenen;

- aHanorosble Npubopbl, NoKasbiBaroWwme N3BLITOMHOE AaBNeHNe, — UMETb YeTKyo naeHTudukauuio
MaKcumarbHO AonycTuMoro paboyero gaBneHus;

- undposble Npubopbl — MMeTb paspelleHne He 6onee 0,5 klMa (0,005 6ap) n aonyckaTb KOPPEKTUPOB-
Ky go = 0,8 klMa (0,008 6ap) unu nyqwe B guanasoHe oT 0 klMa Ao 3HaYeHNA AaBnNeHUs CTepPUNU3aLnn.

4.3.5 TanMepbl U YCTPOUCTBA UHAUKALUU BPEMEHUN

4.3.5.1 Taimep OOMKEH yNpaBnAaTb BpeMeHeM yaepXaHus.

4.3.5.2 Mepuroabl BpeMeHW, OTCUUTLIBaeMble B MpoLiecce CTepunusauun, A0SKHbI UMEeTb Heonpeae-
NeHHOoCTb u3mMepeHns He xyxe + 1,0 c.

4.3.5.3 TNpu nHgnkaumM gatbl U BpEMEHU NPUMEHUMBIMU AOSMKHBI 6bITb hopMaThl roabl: Mecaubl: AHU
(rr:MM:44) v Yackl: MUHYTBE: CeKyHABI (Y4:MM:CC).

4.3.5.4 Meprogbl BpeMeHW ANst KaXAon YacTu npouecca, ynpaBnsaemMon no BpeMeHn, A0MkKHbI AoMyC-
KaTb perynmpoBKky TOMbLKO C MPUMEHEHNEM YCTPOINCTBa [cpeacTBa] gocTyna.

4.3.5.5 [omkHbl 6bITb NpegyCcMOTPEHbI CPEACTBa, HE3aBUCUMMbIE OT CPeACTB YNpaBNeHUA NpoLeccomMm,
ANs BepuduKaLmm nepnogoB BpeMeH UCNOoNHeHNa Kaxaon dasel npouecca.

4.3.6 CYeTYMK LMKNOB CTepUnusauum

JomkeH ObITb NpeAyCMOTPEH CHETUYUK AN UHANKALIUN KYMYTTATUBHOIO YMCNa BCEX 3anyLUEeHHbIX Ha cTe-
punn3aTope LUKMIOB, B TOM YMCNE U TeX, B XOA4e WUCNOMHEHUA KOTOPbIX BO3HUKaNU cbou/HencnpaBHOCTU.
CyeTuurK UMKINOB OOMKEH MMETb HE MeHee YeTbIPex pa3paaoB U He A0SMKEH AoMYyCcKaTb BO3MOXHOCTU Clyyan-
HOro unn HamepeHHoro cbpoca nokasaHui.

4.3.7 CpepnctBa 3anMcu U perucTpauuv AaHHbIX

4.3.7.1 O6bwue TpeboBaHnsa

4.3.7.1.1 3anucbliBatoLmnii Nnpubop AomKeH GbiTb HE3ABUCUMEIM, T. €. €70 U3MepUTENbHbIE LienK, a Tak-
e obpabaTbiBaemMble UM AaHHbIE U pacnevyaTbiBaeMble 3Ha4YeHUA A0MMKHBI BbITb He3aBUCUMBI OT aBTOMaTH-
YecKoro KoHTpornnepa.

MpumeyaHue 1— 10 TpeGoOBaHNE HE UCKNIOYAET NEpeaayn MHPOPMALMOHHBIX 4AHHBIX OT aBTOMATUHECKO-
ro KOHTpOsIepa K 3aanucelBatowemy npubopy n o6paTHo Yepes KOMOMHUPOBAHHYIO CUCTEMY Nepeaaqn AaHHbIX.

MpnmevaHune 2— VaeHTndumkarop CTepunnu3aTopa, HOMep Lmkna n naeHTuuKaTop 3arpy3ky MOryT 3anuchbl-
BaTbCH aBTOMaTUYECKN.

4.3.7.1.2 nsa onepaTUBHbIX MHCMEKLMIA, a Takke ANs AOKYMEHTUPOBaHUA NapTUXU aHanorosble n LMd-
poBble 3anucbiBatowne Npubopbl AOMMKHBI 3aNUCLIBaTb 3HAYEHUS AaBNEHUA U TeMnepaTypbl OTHOCUTENLHO
BpeMeHW NCNOoNHeHna Lukna. 3annucu OOSbKHblI NO3BONATL BbINOMHEHWE OUEHKU AaHHbIX Ha COOTBETCTBUE
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cneunduLmMpoBaHHBIM NPoUIsAM TeMnepaTypbl U aBMeHUst Ha MPOTSXKEHUW BCero Lukna [cm. 9.2, nepevunc-
nexue a)).

M pumeyaHn e — PacneyarbiBaeMble AaHHbIE MOTYT COCTOSITb U3 LMPOBbLIX AAHHBIX, aHANOTOBbLIX KPUBbLIX UMK
U3 NX COYETaHUsI.

4.3.7.1.3 3anucu, BbINOMHsieMbIE 3anvcbiBaloLMM Npubopom, A0MKHbI 6bITb YATAaEMbIMU B COOTBET-
CTBUM C onpeaeneHnem, AaHHbIM B 4.3.7.1.6, 1 noanexaTtb XpaHEHUIO B YCTAHOBINEHHBIX YCMOBUSIX B TeYEHUE
He meHee 10 ner.

4.3.7.1.4 Ecnu B cTepvnusaTope BO3HUKAEeT HEUCNpPaBHOCTb, 3anucbiBaloWuii Npubop A0KEH npo-
ponxkatb paboTaTtb, 3a UCKNOYEHUEM crnydaeB nepeboeB B nofade Ha Hero NUTaHWsl UK Bbixoda U3 CTpos
HenocpeACcTBEHHO 3anucbiBatoLlero npubopa.

4.3.7.1.5 3anucbiBatowme Npnbopbl AOMHKHBI UMETb UHTEepBan cbopa AaHHbIX He XyXe 2 C Ha KaXabli
KaHan.

4.3.7.1.6 3anucu gonmxHbl 6bITb YATAEMbIMU € paccTosiHuA (250 + 25) MM npu HOpManNbHOM WU CKOp-
peKTUPOBAHHOM 3pEeHUN U ocBeLLeHHOCTU (215 + 15) nk.

4.3.7.1.7 Ecnv wkana BpeMeH MapkupoBaHa, eAMHULaMK LLKarbl AOMKHbI ObITb NMMBo cekyHAapl, NnGo
MUHYTBI, NM160 Yackl, NMB0o A0MKHbI BbITb NCNONb30BaHbI COOTBETCTBYIOWNE MHOXUTENW. MNepuoabl BpemeHn
00 5 MUH JOMKHBI UMETb HeonpeaeneHHOCTb namepeHnst 2,5 % unu meHee, a nepuogbl BpemeHu Gonee
5 MUH — 1 % unu meHee.

4.3.7.1.8 JonxkHbl O6bITb NpeayCcMOTPEeHbl CPpeACTBa KOPPEKTUPOBKU 3anuckiBatoLLero npubopa Ha mec-
Te akcnnyaTtauuu nyTem UCNonb30BaHUs yCTPONCTBa AocTyna.

4.3.7.2 3anucbiBawlme Nnpubopsl, Npou3BoasiLLIMe aHaIIoroBbIe 3anucu

4.3.7.2.1 3anucbizaowume npubopbl, NPOM3BOAsILLIME aHASNOroBble 3anvucu, AOIDKHbBI UMETb CKOPOCTb
NPOTSKKM ByMaru He MeHee 2 MM/MUH.

4.3.7.2.2 TMpu 3anncu Ha 0gHOW 1 TOW Xe anarpamMme AByX Ui 6oriee nepemMeHHbIX pacnevaTtbiBaemble
Ha AvarpaMmme MeTKM LUKanbl 4OMKHBI ObiTh 0BWUMA ANst BCEX perncTpupyemMbixX nepeMeHHbIX, a Hanbonb-
LUNIA MapKUpyeMblid MHTepBan AomkeH 6biTb NocneaoBaTesibHbIM A5 KaXKA0M U3 perncTpupyemblX nepemMeH-
HbIX.

4.3.7.2.3 3anucbiBaolume npubopbl, Npon3Boaalime aHanorosble 3anucu, AOSMKHbI UMEeTb LWNPUHY
WiKanel gnarpammMHoin bymarm He meHee 100 Mm.

4.3.7.2.4 3anucbiBarolme 3HaYeHNs TemnepaTypbl Npnbopbl, NPou3BoOAALME aHANOroBLIE 3anucu,
OOJITKHbI:

- UMeTb LWKarny, rpagy1MpoBaHHyto B rpagycax Lienbcus;

- UMeTb WKany, oxeaTbiBatoLyto gnanasoH ot 0 °C go 100 °C;

- UMeTb MakcuMarsbHO AoMycTMMYyto norpewHocTs 1 % unv mMeHee B AvanasoHe wkansl oT 0 °C pgo
100 °C;

- JonyckaTb BO3MOXHOCTb KOPPEKTUPOBKM Ha + 1 °C MM MeHee OTHOCUTENbHO TeMnepaTypbl CTEpUNN-
3aLMu.

4.3.7.2.5 3anwuceiBatowme gasneHve npubopel, Nponssogsile aHanorosblie 3anvucu, JOMKHbI:

- MMeTb Ha AunarpamMme LKany, rpagynpoBaHHyto B 6apax unm kunonackans;

- MMeTb LWKany, oxsaTbiBatolyto avanasoH ot 0 kMa (0 6ap) 4o MakcMmanbHoro paboyero agasneHus
npoLecca;

- UMeTb MaKkcMMarnbHO A0MYCTUMYHO MOrpeLlHocTb 3anncu 1,6 % 1nn MeHee no BCeMy AnanasoHy LUKanbl;

- JonyckaTb BO3MOXHOCTb KoppekTuposku Ha 1,0 klMa unu nyylie no Bcemy gnanasoHy Lukarbl.

4.3.7.3 3anucbiBatowme npmubopsbl, NponssogsaLLme Ludposblie 3anucu

4.3.7.3.1 3anucbiBaowme npubopsl, npoussoasiMe UudgpoBble 3anucu, LOMKHbI UCNOMb3oBaTb
andasnTHO-LNGPOoBLIE CMMBOSLI 1 ONpeaAensTh AaHHble B BUAE TeKCTa.

4.3.7.3.2 3anucblBatolume npubopsl, NponssoadaLLme LMgpoBble 3anncK, A0MKHEI cnonb3osaTth byma-
ry, MO3BOMALLYIO NeyaTaTb He MeHee 15 3HaKoB B OAHOW CTPOKE.

4.3.7.3.3 3anucbiBatolume Temnepatypy npubopsl, NponssogsLl e Lgpposblie 3anncu, 4oMMKHbI UMEeTb:

- WKany, oxeatbiBatoLyto gnanasoH ot 0 °C go 100 °C;

- MakcuManbHO AOoNYCTUMYHO NorpellHocTb 3anucn 1 K nnu meHee B gnanasoHe ot 20 °C go 100 °C.

4.3.7.3.4 3anucoblBatowme aaeneHue npubopsol, Nponssogsiume Undposble 3anMcu, A0MKHbI UMeTb:

- WKany, oxsaTtbiBawoLwyto AguanasoH ot 0 klMa (0 6ap) 4o 3Ha4eHus, kak MUHUMYM Ha 10 % Bblllie 3HaYe-
HWUs1 MaKCUManbHOro NPoLEeccHoro paboyero AaBneHus;
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- MMeTb MakCUManbHO AOMYCTUMYHO MorpellHocTb 3anmen 1,0 % unu MeHee no BceMy Auanasony LKarbl.

4.3.8 Ungukauua v peructpauus gaHHbIX

4.3.8.1 YcTaHoBneHHble Ha cTepunuaaTope Nprubopbl A0HKHBI 0becneunBaTh onepaTopa no MeHbLUen
Mepe cneaytowlen BU3yanbHon MHpopmaLunen:

a) uHAMKaumen sHavYeHUn faBneHns B kKamepe cTepunusaTopa;

b) nHankauuen sHaveHUin TeMnepaTypbl B Kamepe CTepunusaTopa;

C) peructpauuen sHaveHUin TeMnepaTypbl B KaMepe cTepunusaTopa HesaBUCUMO OT aBTOMATUHECKOro
KOHTpONnepa;

d) peructpauuneit sHa4eHUn OaBIIEHUSI B Kamepe CTepunusatopa Hes3aBUCUMO OT aBTOMATUYECKOro
KOHTpONnepa;

€) uMHAWKauuen 3Ha4YeHWU TeMmnepaTypbl CTEHKUM KaMepbl CTepunnsaTopa;

f) wHauKaume 3HaYeHWn AaBNeHUst UK TemnepaTypbl UCNapuTens opMansaeryaa (Ana AeMoHcTpa-
U1K ero cnocoBHOCTH K BbiNapuBaHuio);

g) vHAUKauuen sHauyeHUii TeMnepaTypbl pyballku, ecriv CTepunMsaTop MMeeT Harpeaemyo pyGaLuky;

h) wHaukaunen pasneHUs nogasaemoro napa fnpu UCnNonNb3oBaHUK NaporeHeparopa, npegHasHa4veH-
HOTO ANA NUTaHUA CTEPUNU3aTopa;

i) MHAWKaUMEeWN TeKyLero COCTOSIHUS FTOTOBHOCTU (OXuaaHna);

j) uHaukauwnen coctoaHUna «[iBepu 3anepTbl»;

k) nHaukaumen BbIGpaHHOrO LMKIIa CTEpUNU3aLmu;

1) uHAnkaunen «BuINONMHAETCS LUKI»;

m) uHAWKauuen Tekylien dasbl Lukna crepunusauum;

n) nHankauuen «Llukn sasepLueH»;

0) nHAuKauuen HeucnpaBHOCTU, eCnNn TakoBasi BO3HUKaeT (cM. 5.4);

p) UHAUKaUNEA BO3IMOXKHOCTU OTKPLITUSI AIBEPU CTEpUNU3aTopa;

q) uUHAUKaUMEN NoKasaHW cHeTUYUKA LIMKIIOB.

Mpumeyvanwne 1—Tlo3vwuum c), d)m q) npeaycmaTpuBaioT BO3MOXHOCTb BCTPanBaHWUA B OAHY 3anuchbiBaloLLyio
cucremy.

MprumeyaHue 2—3a UCKIOUEHUEM Criyyaes, onucaHHbix B EH 61010-2-042, nosuuum a), b), e), f), g) n h)
npeaycMaTpuBaloT BO3MOXHOCTb BCTPaUBaHWS B CUCTEMY, B KOTOPOI MOMb3oBarerib MOXET BbIGUpaTh BLIBOA HA gucnnen
No6oro n3aMepeHus.

Mpumeuvanune 3—Tlo3mumsa m) — vHAVKaUMS TeKywen dasbl LMKa — MOXET BKIoYaTh B ceba nosuumm i),
i), 1), n)n p).

4.3.8.2 B pononHeHue K BhileykasaHHOMY Mpnbopbl Ha ABYXABEpPHOM [MpoxoaHOM] cTepunusartope
OoMmKkHbl oBecneumBaTh BbIBOA creayrolen BuayansHON MHpopMaL M Ha CTOPOHE pasrpysku:

a) WUHAWKauMM OaBneHus B KaMmepe;

b) vHAMKauun «BeINOMHASTCA LMKy,

¢) nHaukaumm «Lukn 3aBeplueHy»;

d) MHAOMKALMK BO3SMOXHOCTU OTKPLITUSI ABEPU CTEPUNN3ATOPA;
) WHAMKaLuMM HEeUCNPaBHOCTM, eClv TakoBasi BO3HWUKaeT.

(]

5 YnpaBneHue npoueccom

5.1 O6LwWwue cBepeHus

5.1.1 CtepunusaTtop OofkeH ynpaensiTbCA aBTOMaTUYECKUM KOHTPOMMEPOM, UMELM OauH WU
HEeCKONbKO 3apaHee 3anporpaMMnpoBaHHbIX CTEPUIN3ALMOHHBIX LNKITOB.

5.1.2 CrepunusaTop gormkeH paboTtaTb CO cneumanbHO Co34aHHbIMKU NPOrpaMmamu, NOCTOSIHHO Xpa-
HALWMMUCA B MaMsITM aBTOMaTUYECKOro KoHTponnepa. Jlioboe nameHeHne aTUX cneumanbHbIX Nporpamm Unm
1X napameTpoB AOMMKHO TpeboBaTb NPUMeHeHNs YCTPoCTBa [cpeacTsa] gocTyna.

MpwnmeyaHn e — ABTOMaTMYeCKUe 3arpy3ka 1 pasrpyaka MOryT 3arnyckatbCs 6e3 ncnonb3oBaHusi yCTPOMCTBa
[cpegcTBa] gocTyna.

5.1.3 lMepeMeHHble LMKMa M NapaMeTpbl LUKNa, 3anporpaMmMmUpoBaHHbie B aBTOMaTUYECKOM KOHTPOI-
nepe, n gonyctumMble npeaenbl, No3BONAIOLME OCTaBaTbCA B paMKax Tpe6OBaHI/IIZ K XapakTepuctukam, nepe-
YUCNEeHHbIX B pasgene 6, JOMKHbI ObITb yCTaHoBMNEHEI [CM. Takke 9.2, nepeyncneHue a)).
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5.1.4 ABTOMAaTUYECKUA KOHTPONNEp AOMKEH ObiTh 3aLUMLLEH OT KOPOTKUX 3aMblKaHWUIA B KOMMOHEHTax
1nu B 060pyaoBaHUK, NPSIMO UIN KOCBEHHO CBA3AHHbBIX C KOHTPOINEPOM.

MpumeyvyaHune 1—Pykosogswme ykasaHusi — B cootBeTcTBUM ¢ EH 60204-1.

MpumeyvyaHune 2—Bepudbukauusi MOXeET ObiTb [OCTUIHyTa NyTEM OLEHKM COOTBETCTBMS TpeboBaHusIM
EH 60204-1.

5.1.5 ABTOMaTWUYECKUN KOHTPOIMEP AOIIKEH BbiTb pacnonoxeH TakuMm o6pas3om, YTobbl He 4OMYCTUTb
MpeBbILLIEHNUS YCTAHOBMEHHBIX A11S1 HEro MakCMMarlbHBIX 3HAaYEHWUM TeMnepaTypbl Y BMaXHOCTH.

MpumMeyaHune— ObblYHO TEMNEpPATypa U BNaXHOCTb BONU3M OT CUCTEMbI YNPaBIeHWs He AOSKHbI NMPeBbIWaTh
50 °C v 85 % (oTHOCUTENBHON BNAXHOCTW) COOTBETCTBEHHO.

5.1.6 ABTOMAaTUYECKUIA KOHTPONIEP AOMKEH UMETb MHANKATOPbLI COCTOSHUA KaXaoro L poBoro xoaa
1 BbIXoaa.

MpumeyaHue— ST MHAUKATOPbI MOTYT BbITb PACMONOXEHBI BHYTPW KOXYXa KOHTpOnepa.

5.1.7 KoHTponbHas Touka nsmepeHns TemnepaTypbl A4oimkHa ObITb BeIOpaHa Takum o6pasom, YTobbl Ha
MPOTSKEHUN BPEMEHN yaepXaHUa TemnepaTtypa B 3TOM TOUKe Koppenvposarna ¢ TemrnepaTypoi B MON1e3HOM
NpOCTPaHCTBE Kamepbl cTepununsaTopa.

5.2 Llukn ctepunusauum m aBToMaTu4eckoe ynpasneHue

5.2.1 MNpoBepky kamepbl CTepUM3aTopa Ha yTeuKy creayeT BbiNoMHATL NMBOo B Xo4e NepBoi Bakyym-
HOW baskl, MMBO B TeveHWe BCEro BpeMeHW yaepxaHus. YnpaBneHue npoLeccom AOMKHO YYUTbIBATb, YTO
rpv BLIMOMHEHNM MPOBEPKN Ha YTeuKy B Xo4e NepBoi BakyyMHON a3kl Bpemsl cTabunmsaunm aasneHus He
6onee 15 MUH MOXeT NpeaLlecTBOBaTL BbINOMHEHWUIO NPOBEPKN.

N3mepeHHoe n3MeHeHWe aaBneHnsi B kKaMepe cTepunusatopa 4omkHo 6biTb He 6onee 50 Ma (0,5 mbap)
3a 1 MUH Npn n3amepeHnn B TeveHne 10 MUH.

BospacTtaHue gaBneHus B kKamepe 3a cHeT UHxekunn opmanbaernga He cneayeTt paccMaTpuBaTh Kak
yTEeUKY NP OLeHKE CKOPOCTU YTEUKM.

JornxHa 6bITb NpegycMOTpeHa BUsyarbHas U/unm 3BykoBasi MHAUKaLust B TeX Crydasix, Koraa nposepka
Ha yTeuky AaeT oTpuuaTenbHblil pedynbTart. [Npolecc AomKeH aBToMaTUYecky npepbiBaThest hasoit aspa-
LK, a B Tex cnyvasx, koraa yxxe 6bira BbiNonHeHa UHXeKLUMS CTEPUNU3YIOLLETo areHTa, AomkHa HemMeIeHHO
3anyckaTtbesa dpasa gecopbunm.

5.2.2 MNapameTpsl, onpeaeneHHble B xoae pa3paboTku npouecca Kak KpUTUYeckue Nno OTHOLUEHUIO K
UMKy cTepunusauun, 4omkHbl 6biTb BOCMPOU3BOAUMBI B Npeaenax, ykasaHHbIX B 5.1.3. DTo A0MKHO ObITb
AokasaHo UCMbITaHUAMW, YCTaHOBMEHHbIMU B Tabnuue B.1 (npunoxexue B).

5.2.3 [JomxkHbl 6bITb NPeAyCMOTPEHI CPeACTBa, MO3BOMSAIOLLMNE rapaHTMPOBaTh, UTO B ucnaputess 6bin
nogaH ycTaHOBMeHHbIN 06 beM MUKpOBOLMAHOIO pacTBopa U 4TO 3TOT 06beM Obin BbinapeH.

5.2.4 AsTOMaTWU4eCKUiA KOHTPOMIEpP AOSKEH rapaHTUpOBaThb, YTO Bce Xumuieckue/usnieckue ycno-
BUA, Heobxoaumele Ansa obecneveHunst achPeKTUBHOCTN U BOCMIPOU3BOANMOCTM LIMKITa CTEpUnn3aLmm, 4oCTu-
raloTca B TEYEHUE YCTAHOBMNEHHBIX NEPUOAOB BPEMEHMN.

Mpwnmeyanune— Abcopbuusipecopbuusi hopmanbaernmaa 3arpy3kon m obpasosaHue napadopmanbgernaa
MOTYT CHWXaTb KOHLEHTPaLMIO BbinapeHHoro dhopManbaervaa B kamepe B X04€e BbINOMNHEHWs npolecca.

5.2.5 LUukn crepunusaumMm porkeH Bkmovatb B cebsa dasy agecopbumm (cm. EH 61010-2-042,
NyHKT 6.2).

5.2.6 Cuctema npoasuxeHus No asam aBTOMaTUHECKOro KOHTponnepa AofKHa rapaHTuposaTh B
TeyeHue uMKia CTepunMsaLMm BOSMOXHOCTb nepexofa oT ogHou ¢asbl K APYroi TOMbKO Mpu YCIoBUK, YTO
6bInn JOCTUrHYTHI BCE 3HaYeHus, Tpebyemble Ang Takoro nepexoaa.

5.2.7 AsToMaTuyeckasi npodyBka nocrne uvkia AoiDkHa BbINOMHATLCS HENPEPbIBHO UIN MOBTOPATLCS
Ao Tex nop, noka He 6yaeT OTKpbITa pasrpy3oyHas ABepb AN U3BMeYEHUs! 3arpysku U3 ctepunusatopa.

MpumeyaHune 1—[lecopbumsi OCTAaTKOB KOHAEHCATA U3 3arpPy3kn CTEPUNU3aTopa MOXET NPOAOIKaTLCS, NoKa
3arpy3ka ocraercsl B kKamepe crepunmsaropa.

MpumeyaHwne 2—/[nanopaepxaHusa 3TOW BOSMOXHOCTU YAaNeHNSA HAKONMEeHHbIX OCTaTKoB hopmanbaemaa
13 Kamepbl n TpybHOIN 0OBS3KM pekomeHayeTcs oTAenbHbIN npouece o6enyxueanus [cMm. 9.2, nepeuncrieHune a)).
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1 — nyck umkna; a — npouecc cTepunu3aumm;
2 — Ha4yarno VHXeKUMM CTEPUNUIYIOLLLENO areHTa; b — pabounn yukr;
3 — npoayBka B xofe LMKIa; C — UMK cTepunu3auuu;
4 — vHAVKaUuMs 3aBepLUEHUs LMKNa; d — Bpems 3KCro3uumm;
5 — nocrtumkn (noctobpaboTka); € — BpeMm$s YPaBHUBAHUS,
6 — nHAVKaLuWs 3aBepLUEHNs LMKNa Npy 3agepxke f— npeaBapuTenbHbIN pa3orpeB Kamepbl
OTKPbITUA ABEepen/ pa3rpy3sku; cTepunuaaropa;

7 — BbIIPy3Ka NPOCTEPUITN3OBAHHbLIX U3AENUN; g — yhAaneHue Bo3ayxa n KOHAULMOHUPOBAHUE;
8 — paBneHue okpyxalolluen cpeabl B kKamepe; h — BpemA yaepxaHnus,

i— pecopbuus;
j— aspauusn

PucyHok 4 — Mpumep npouecca HTTd-ctepunusaumm, 4eMOHCTPUPYIOLLMIA B3AaMMOCBS3U HacTel npouecca

5.3 lMepexBat ynpaBneHUa y aBTOMaTUKu

5.3.1 [nsa o6cnyxunBaHna U UCbITaHUNA, a Talke AnA aBapuiHbIX CUTYauui A0MKHBI BbITb NpeaycMoT-
peHbl cpeacTBa, NO3BOMSAOLME NepPerTN Ha pyYHoe yrnpaBieHue NPoLecCcoM ¢ NOMOLLLIO aBTOMaTUYECKOro
KOHTponnepa.

Mpumeyanne—[dononHutensHble TpeboBaHws, kacawowumecs 6e30nNacHOCTU BMeLlaTensCTBa B NPOLECC, U
hakTopbl 6ezonacHoCTV A5 OKpyKatowen cpeabl yctaHoeneHsl B EH 61010-2-042.

5.3.2 Ucnonb3oBaHWe cneunansHOro onepaTopckoro opraHa ynpasieHUs Ui UHbIX CPpeacTB npephbl-
BaHUsA npoLecca cTepunnsaunmn 4OMKHO NPUBOAUTL K BKIHOYEHUIO MHAUKALMU HEUCTIPABHOCTM.

5.4 HeucnpaBHocTb (c60M1)

5.4.1 Ecnu HeucnpaBHocTb (c6oi) Bbina BbidBaHa npekpaweHeM nogayn nutaHus, To nocne BoccTa-
HOBMNEHWUA Noaaqn NUTaHWUs A0MKHbI 6biTh BbINONHEeHbl TpeboBaHus 5.4.2—5.4.8.

5.4.2 Ecnuv nepemeHHble LuKra unm s3HavyeHusi napaMeTpoB HAXoAsTCA BHE NpedenoB, yCTaHOBNEeHHbIX
ONsA HUX nsrotosutenem (cM. 5.2.2), unn npepbiBaeTcs nogada nutaroWwmnx cped Ha nepuos, A0CTaTOYHbIR
AnNA Toro, YTobbl 3TN NepeMeHHbIe He AOCTUMMN 3aaHHbIX 3HaYeHUN, aBTOMaTUYECKUA KOHTPONeP A0MKEH:

a) BKMOYNTb 3BYKOBYHO U/UNU BU3yanbHYO MHOUKALMIO O BO3HUKHOBEHUN HEUCTIPABHOCTM.

MpwumeuyaHun e—B HekoTopbix cryyasix EH 61010-2-042 TpebyeT 04HOBPEMEHHOIO BKITIOHEHUS U 3BYKOBOW, W
BU3yanbHOW MHAMKaLUW;

b) NpekpaTnTb aBTOMATUYECKWIA NEpexod OT OOHON thasbl Npouecca K creayoLlei;

C) BbIBECTU BU3yarbHY0 MHAMKaLMIO dasbl, B X04e KOTOPOW BO3HWKIA HEUCNPABHOCTb.

5.4.3 Mocne Toro kak BKMOYMNAack MHAUKALMS HEUCNPABHOCTU, aBTOMATUHMECKUIA KOHTPOMEP OOMKEH:

a) nubo Mo3BONUTbL aBTOMAaTMYECKU 3aBeplUUTb BCe ocTaBluMecs dasbl LMkia cTepunMsalnm, npu
3TOM He [OJPKHa BKNoYaTbCA MHAMKaLMA 3aBeplueHns LnKna;

b) nubo nossonuTe aBTOMaTUYECKUI Nepexoa K dase yaaneHust CTepunnsyoLero areHTa ¢ nocrneayto-
LM aBTOMaTUYECKMM NPOXOAOM Yepes Bce ocTaBlumecs dasbl LKA CTepunnsaummn, npu 3ToM He 4o/hkHa
BKNtOYATbCA MHOWKALMA 3aBepLleHns LUMKna;
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C) nnMbo no3BoONNTL BPY4YHYIO nNponTn Yepes asbl LUKMKNa K 663OI'IaCHOMy COCTOAHUIO, NMPU B3TOM He
OOJDKHa BKNo4YaTbCA MHOAKMKaUKA 3aBepLlleHna LmKna.

MpuMeyaHune—[ononHnTtensHble TpeboBaHMs K 6e30NacHOCTK, CBSI3aHHbIE C HEWCNPABHOCTSAMM, NPUBEae-
Hbl B EH 61010-2-042.

5.4.4 BusyanbHas uHaukaums, cooblyatolwlas o BOSHWUKWEN HeMcrnpaBHOCTW, AOMKHA NpodomkaTh
AeicTBOBaTb MO MeHbLUeN Mepe 40 MOMeHTa cpabaTbiBaHUs 3aMKa pasrpy304HOl ABepU.

5.4.5 Ecnu HeucnpaBHOCTb BO3HWKAET Mocne TOro, Kak y)e Havanach UHXekums dopmanbgervaa,
aBTOMaTUYECKUA KOHTPOIMEP AOIPKEH rapaHTUPOBaTh, YTO Kamepy cTepununsaTopa Henb3s ByaeT OTKPbITh
Ao Tex nop, noka dopmanbgerng He OygeT B [oCTaTOMHOW Mepe yAaneH U3 kamepbl (CM. Takke
EH 61010-2-042).

5.4.6 Ecnu HeucnpaBHOCTb BO3HMKaeT A0 Hayana WM B XoA4e BbIMofHeHus dasbl cTepunusaumu,
3arpysky CUATAIOT HECTEpWUNbHON, a cucTema ynpaBneHns AoSKHa rapaHTUpoBaTh, YTO Ha ABYXABEPHbIX
[NpoxoaHbIX] cTepunusaTopax OTKPBITUE pasrpy3oyHon aAsepu ByaeT HEBO3MOXHO.

5.4.7 Ecnu cTepunusaTop cHabeH MPUHTEPOM, UHAMKALUA HeMCnpaBHOCTW Ha pacneyaTke AOMKHa
Taloke OTNUYATLCSA OT NPOYMX pacneyaTbiBaeMbIX AaHHbIX, HANPUMeEpP LIBETOM.

5.4.8 TMocne 3aBepLUeHUs LKA, B KOTOPOM BO3HWUKIA HEUCMPaBHOCTb, AOCTYN K 3arpyaKke AOMKEH Tpe-
6oBaTb UCMOMb3OBaHNSA YCTPONCTBA AoCTyna.

6 Tpe6oBaHUA K XxapaKTepuUCTUKaM

6.1 PaGouune xapaKTepucTUKM cTepunmsaTopa

6.1.1 ®dusunyeckue napameTpbl

6.1.1.1 lMNpegBapuTenbHbIA Harpes

Mpu ucnbiTaHnsix cornacHo A.3.2.1 (NpunoxeHue A) TemnepaTtypa HarpeTbiX BHYTPEHHUX NOBepX-
HOCTeW Kamepbl CTepunnaaTopa AomkHa COOTBETCTBOBATL TpeBoBaHWAM, YyCTaHOBNEHHBIM U3roTOBUTENEM.

6.1.1.2 lNonoca TemnepaTyp cTepunnaauun

Monoca TemnepaTyp cTepunuaauum He goskHa npeselwaTts 4 K.

6.1.1.3 TemnepaTypHbI Npocuss

Bo BpeMs ncnbiTaHWi cornacHo NPUoXKeHnto A oLLeHKY TeMnepaTypHOoro Npodrna NpoBoasaT no creay-
WM TemnepaTypam:

- Temneparype, U3BMepeHHON B KOHTPOJIbHOM TOYKE U3MepeHUs TemnepaTypsl;

- TeopeTUYecKon TeMnepaType CTEpUNMSYIOLLEro areHTa, paccinMTaHHoON No CooTBETCTBYOLEMY Npe-
BanupyloLlemy JaBneHuo B kKamepe;

- TemrepaTtype B Tovkax, ycTaHoBNeHHbIX B A.3.2.2 n A.3.2.3 (npurnoxeHue A).

6.1.1.4 TpeboBaHus k TemnepaTypHOMY Npoduo

Ha npoTsbkeHnn LmMKna ctepunusasi TemnepaTypa B KOHTPOSbHOM TOUKE U3MepeHUsl TeMnepaTtyphbl He
[OMKHA NpeBbIaTh BepXHWUI Npeden AgnanasoHa TemnepaTtyp crepunmsanmn.

B TeyeHuWe Unkna cTepunmsaLmn 4o Havarna BbinofiHeHWs Noboi hasbl aspaummn TeopeTuyeckas Temne-
paTypa cTepununsaunm He JOMKHa NPeBbILAaTh BEPXHWUIA Npeden AnanasoHa TeMnepartyp cTepunusauum.

Bpems ypaBHMBaHUWA He 4OMKHO NpeBbiwaTe 60 ¢ 4o nepexoda K 0TCHeTY BpeMeHU yaepXKaHus.

Bo Bpemst yaepxaHus 3HaveHus TemnepaTyp, YCTaHOBMAEHHbIX B 6.1.1.3, AOMKHBI:

- BbITb B Npeaenax gvanasoHa TeMnepaTtyp cTepunusauuu;

- He pasnuyartbca Oonee vyeM Ha 2 K.

CooTBeTcTBUE aTUM TpeboBaHWsaM NpoBepstoT cornacHo A.3.2.2 1 A.3.2.3 (npunoxeHue A).

6.1.1.5 [OasneHve

3HayeHVs1 gaBneHns OLEHNBAOT U3MEpPeHNeM AaBfeHNa B XoA4e BbINOMHEHMS LuKia cTepunusaumn.
NamepeHuns 4omkHbl NpegycMaTpuBaTh onpedeneHune npeenbHblX 3Ha4YeHUA 415 YCTaHOBNEHNA 3HaYeHUIA
AaBreHnsl Bo Bcex hasax, a Takke 3HaYeHW, 4OCTaToOuHbIX A5 OLEHKM JONYCKOB Y CKOPOCTEN N3SMEHEeHNA
AaBleHNs B COOTBETCTBYHOLMX YacTAX Uukna ctepunusaumn. PesynbtaT namepeHnin Heobxogumo cpasHu-
BaTb C COOTBETCTBYOLMMN TpeboBaHUAMU U3rotosutens [cM. 9.2, nepeducneHue a), 1)].

N3amepeHns AaBneHWs, BbINOMHEHHbIe 4N OLEHKW napameTpa AaBneHns, A0MmKHbI BbiTb 6apomeTpu-
YecKU CKOMMEeHCUPOBaHbI.

6.1.1.6 TpeboBaHus k gaBNeHWo

Ha npoTsbkeHun umkna ctepunuaaunn AokHbl 6biTb cobnogeHbl yCTaHOBNEHHbIE 3HAYEHUA, B TOM
yncne npegenbHble 3HaYeHUs.
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MakcumansHas CKOpoCTb U3MEHEHUs AaBneHna He AoskHa npesbiwats 1000 kMa/muH (10 6ap/MuH)
npu namepeHnn B TedeHune 3 c.

MpumeyaHune1—WM3MeHeHNA gaBNeHNs1 CO CKOPOCTbIo, NpeBbliwatoweit 1000 kMa/muH (10 6ap/MuH), moryT
noBpeanTb CTEPUNN3aUNOHHYIO YNaKoBKY.
Ha npoTsixeHun BpemMeHu yaepKaHusi 3HaveHne JaBneHus JOMKHO YAEPKMBAaTLCA B YCTaHOBIIEHHbIX Mpegenax.

MpumMmeyvyaHue 2—meercs TecHan CBA3b MeXOy AaBNEHWEM U TeMNepaTypol B KaMepe cTepunuaaropa Ha
MPOTSKEHUN BPEMEHW yOepPKaHWs,

CooTteeTcTBME 3TUM TpeboBaHusiM nNpoBepsoT cornacHo A.3.4.1 1 A.3.4.2 (npunoxeHue A).

6.1.1.7 CTepunnusyroLimi areHT

JomkHa 6blTb obecnevyeHa xopollas MOoBTOPSIEMOCTb B Npedenax 3afaHHbIX 3HaYeHW U JOMycKoB
hU3NYECKUX U XUMUYECKUX KOHTPOMBHBIX NapaMeTpoB nodayn CTepUnuayoLwero areHTa B Te4eHue npotiecca
(T. e. TeMnepaTypbl, NapuuanbHOro AaBneHns, KoOHLEHTpaumn), BepuduLmMpoBaHHelX Npu paspaboTke npo-
Lecca 1 ykasaHHbIX B pyKoBoACTBax [cM. Takxke 9.2, nepeyncrieHue a)].

6.1.2 JleranbHocTb (MMKpoGounaHasa acdpeKTUBHOCTE)

Mpu UcnbITaHKsAX B COOTBETCTBUM € TpeboBaHnsaMK A.3.3 (NpunoxkeHne A) LMK cTepunuaalnm 4omkeH
rapaHTMpoBaTb, YTO BUONOrMYeckne MHANKaTOPbLI, NOABEPrHyThle 06paboTke, He coAepKaT KN3HeCnocoBbHbIX
MUKPOOPraHn3MOB Npu YCNOBUSAX KYMbTUBUPOBaHNUSA, yKasaHHbIX M3roToButeneM. He obpaboTaHHble B cTepu-
nusaTope GuornorMveckme WHOANKATOpbl AOMKHBI OCTaBaTbCHA XXWU3HECMOCOBHLIMU NPU TexX Xe YCOBUAX
KyNbTUBUPOBAHMS.

6.2 AddheKkTUBHOCTL AecopoLUm

YpnaneHve dopManbaernga M3 Kamepbl UM 3arpysku ctepunusatopa BO BpeMsi BbINOMHEHUs hasbl
Aecopbunn paboyero Luka AOMKHO GblTb TakuM, YTOObI rapaHTUPOBaHHO He Obina NpeBbilleHa Makcumans-
HO AOMyCTMMas KOHLeHTpaLusa hopmanbaeriaa B okpyxatowwen cpefie u/vnm B 06paboTaHHbIX U3genusax npu
N3BNEYEHUM 3arpysk1 U3 cTepunmsartopa.

MpumedyaHue 1— Bo MHOMMX CTpaHax MMEKTCA HaUMOHAlNbHbIE HOPMATUBLI, OFPaHUYUBAIOLLNE KOHLEHTPa-
umto dopmanegernga B Bo3gyxe. 3TM HOPMaTUBbI OrpaHny4mBaloT eelibpoc dopmansgemaa na HTT®d-crepunmaaropos B
OKpYXaloLLLyto cpeay.

MpumeyaHune 2— [ns nonHoro yaaneHusi octatkoB hopmanbaernaa u3 kamepol ctepunusaropa u TpybHon
06Bs3KM CTepunusaTopa B AOMNONHEHUE K 0ObIMHOMY LIMKIY CTEPUNM3aLMmn MOXeT NoTpebGoBaTbCs Nepuognyecku NCNonb-
3yeMblii OTAENbHLIN NpoLecc o6CnyXMBaHUA unu npoueaypa [cm. 9.2, nepeuncnenve a)).

Mpu ncnbiTaHKsAX B cooTBeTCTBUM € TpeGoBaHuammn A.3.5 (npunoxeHune A) hasa gecopbumm umkna cre-
pununsauumn gokHa obecneynBaTb NOHWXKEHUE KOHLEHTpaLUUKM ocTaTtovHoro chopmanbaernaa s/Ha o6pabo-
TaHHbIX U3AenusaX 40 CNeayoLnx 3HaYeHWIA:

- cpegHee 3HadeHne, paccunTaHHoOe AN KOHTPOSbHBLIX 06pa3LOB U3 OQHOW 3arpy3ku cTepunuaaropa,
He OOMMKHO npeBblwaTtb 200 MKr;

- MUKOBOE 3Ha4yeHue ansa Noboro KOHTporbHOro obpasua He AOMKHO NpeBbiWwaTh 250 MKr.

3TN 3Ha4YeHMa AeACTBUTENbHbLI ANA MHAMKATOpOB AnameTpom 70 mMm. Ana MHAMKATOPOB ANaMeTpomM,
oTnmMyarwmmes ot 70 MM, 3TU 3HAYEHUA AOMKHbI ObITb CKOMMNEHCUPOBAHLI NPONOPUNOHANBHO U3MEHEHUIo
nnowaan nx NoBepPXHOCTN.

6.3 Cywka

Lnkn cTepunusaumm OOMMKEH rapaHTMpoBaTb, YTO HWU OA4Ha ynakoBKa W3 cocTaBa CTEpUNU3yeMoi
3arpysku He 6ydeT BMaXxHON BO BPEMS BbIPY3KU U YTO NtoBble OCTaTOuHbIE BOAAHBIE KANSM HA BHYTPEHHeN
CTOPOHE YyMnakoBOoK O6yayT BbiNapeHsbl B Te4eHUe 5 MUH.

7 YpoBeHb Wyma

CpenHuin n MakcManbHbIA YPOBHN LLyMa, NPOU3BOAMMOro CTEpUNU3aToOpPoM, AOSMKHBbI ObITb YCTaHOB-
neHbl, 6yayun BbIpaXKeHHbIMI Kak YpOBeHb A-B3BELLEHHON 3BYKOBOW MOLHOCTU, PAcCHUTaHHLIA B COOTBET-
ctBumn ¢ EH NCO 3746.

MpumeyaHune 1— YpoBeHb LLyMa, NPOU3BOANMBIV NPUHAONEXHOCTAMM, Heob6xogumbimmu anst paboTbl CTepu-
nusaropa, — no 9.1, nepeuncnexue h).

Hn ogHo M3 MakcumanbHbIX 3HaYEeHUA A-B3BELUEHHOW 3BYKOBOW MOLLHOCTW He OOMMKHO MpeBbiwaTh
cpeaHee 3HavyeHne A-B3BELLEHHON 3BYKOBOW MOLLHOCTK Bonee YeM Ha 15 gbA.
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MpumeydaHune 2— TpeboBaHWs K MakcMmarnsHOMY 3BYKOBOMY AaBrieHUIO npueeaeHsl Takke B EH 61010-1.

Ecnn nameHeHus unu mogucumkaLmm mUcnbityeMoro obopyaoBaHusi npexae Gbinu onpeaeneHbl Kak
cocTasnsowme He 6onee 3 oBA obLuei 3ByKOBON MOLHOCTK, AanbHeALIMe UCNBbITAaHWUA U U3MEHEHUS YCTaHo-
BOK MOTYT 6bITb OMyLUEHbI.

8 MapKvpoBKa N 3TUKEeTKMN

8.1 OupexTuBa EBponeiickoro coBeTa o CONMMXeHUN 3akoHoaaTeNbLCTB rocy4apCcTB-YNIEHOB B OTHOLUe-
HUM o6opyaoBaHus, paboTatowero noa AasneHWemMm, 6eina seinylieHa 29 maa 1997 r. (97/23/EC); B HacToa-
lee BpeMsi AEWCTBYIOT COOTBETCTBYKOLUME eBponeickne ctaHaaptbl (cM. EH 13445 n EH 14222). Otn
cTaHaapTbl yCTaHaBNMBaOT TpeboBaHNUS K MapkMpoBKe COCyaoB, paboTatoWwmx Noa AaBMeHNeM.

8.2 Hagnucn MapKnpOBKU N 3TUKETOK AOIMKHBI BbITh YETKUMU U HECMbIBAEMbIMU/HECTUPAEMBIMMU.

8.3 Mapku1poBKY, OTHOCALLMECH K 6e30nNacHOCTU U OXpaHe oKpyKaroLelt cpeapbl, AOMKHbI COOTBETCTBO-
BaTb TpebosaHmsiM EH 61010-2-042, nyHkTbl 5.1—5.3.

8.4 OcTanbHble YeTkMe M HecMblBaeMble/HeCTUPaeMble HaaMMcKM MapKUPOBKM AOMMKHBI BKMOYATL B
cebst Mo MeHbLUE Mepe crnegytoLyo nHbopMaLmnio:

a) UaeHTUGMKaLMIO U3roTOBUTENA/NOCTaBLLMKA;

b) yHUKanbHbIA NAEHTUDUKALMUOHHBIA HOMEP (CepPUnHBIA HoMep n3genust);

c) uaeHTudukauuio mogenu;

d) rog npousBoACTBa;

e) Oons ABepei CTepUnn3aTopoB, YNpaBnsieMbIX BPYYHYO, — MHCTPYKLMK, ONUChIBatoLLMe AEACTBUS,
HeobxoAuMble ANs OTKPLITUA OBEPU BPYUHYIO.

MpumeyaHune 1 — STUUHCTPYKLMM MOTYT BbiTb PACMONOXEHbI Ha ABEPW, PSAAOM C ABEPbLIO UM Ha oneparop-
CKOW MaHenw ynpaeneHus;

f) cumBoOnbl UNK 3TUKETKK, 0Bo3HaYatoLMe YCTPOINCTBa UHANKALMM 1 yNipaBneHus.

MpumevaHune 2— Pa3bAcCHEHNE 3HAYEHUA 3TUX CUMBONOB MOXET ObITb HA CamMMX STUKETKaX UNKn B PYKOBOA-
CTBax Nnonb3oBarerns;

g) vaeHTUdMKaLMIo ynpaBnsioWmX KranaHos.

9 Undopmaums, npegocraBnsieMmasi U3rotoBUTENeM

9.1 MNepea HayanoM MoHTaXxa cTepunusaTopa nokynartesnio oSPkHa ObiTb NpeAocTaBneHa, Kak MUHK-
MyM, cneaytowan uHcpopmaums:

a) MHCTPYKUUN NO MOHTaXyY, B TOM YMcChe AaHHble Mo rabapuTHbIM pasMmepam 1 obLlein macce cTepunu-
3aTopa, a Takke No NPOocTpaHCTBY, HeobxoauMomy aAnst paboTbl onepaTopa WU BbIMOMHEHUS] TEXHUYECKOTO
obcnyxnusaHua cTepunusaTopa;

b) petanbHas uHdpopmauns o NUTaOWKUX cpeaax, CrMBe U BEHTUNALUN,

€) AeTanbHas UHbopMauns o MUKPOBOLIMAHOM pacTBOPE U CTEPUNU3YIOLLIEM areHTe, TpebyeMbix Ana
cTepunuaaunm, BKIYaa UX XUMUYECKUA coCTaB, AaHHble No 6e30nacHoOCTU U TpeboBaHUSA K XpaHeH Io;

d) peTtanbHble cBeaeHUS 0 NOTpebneHun MnkpoboLMAHOro pacTBopa Ha OAUH LMK CTEpUnu3auuu;

e) AaHHble 0 NONHON TennoTe, paccenBaeMoil B OKpy>KatoLLyto cpefly (B BaTTax), €Cnm ctepunuaatop
paboTaeT npu TeMnepaType okpyxaroLei cpeabl (23 + 2) °C B CNOKOAHOM BO3fyXe.

M pwumeyaHun e — lpunpacyere BEHTUNSILMOHHON CUCTEMbI NMONMb30BaTeNb AOMKEH YUNTHIBATL M TENNO, pacceun-
BaeMoe 3arpy3koW CTepunusaropa;

f) pasmepbl nonesHoro o6beMa 1 3arpy3ouHasi cnocoGHOCTb CTepUnM3aTopa;

g) cpedHWiA U NUKOBBIA YPOBHWU 3BYKOBOW MOLLHOCTW, FTEHEPUPYEMOI CTEPUNIN3ATOPOM, BbIpaXKEeHHbIe
KaK YpOBHU A-B3BeLLUEHHOW 3BYKOBOWA MOLLHOCTHU;

h) ypoBHM 3ByKOBOI MOLWHOCTK ANs NI060ro AONOMHUTENBHOrO YCTPONCTBA, NOCTaBNAEMOro BMecTe Co
CTepun1M3aTopoM, HO OTAENbHOrO NO OTHOLLEHUIO K HEMY U Heobxoaumoro Ans paboTel cTepunuaaTopa;

i) AeTanbHas MHcOpMaLNA O 3anPOrpaMMMpPOBaHHBIX Ppabounx LMKMNax u UX NPUMEHeHUn;

j) Aeknapaums o cooTBeTCTBUMN TpeboBaHWUAM MO 3N1EKTPOMArHUTHOW COBMECTUMOCTN (cM. 4.2.4.2);

k) npeaynpexgeHue 0 BOSMOXHOCTU HanMyuns B HaLMOHANIbHOM 3aKOHOAATeNbCTBE OrpaHUYEHUA Nno
KOHUeHTpauun opmansaernaa B Bosgyxe Ha pabouem Mecte [cM. Take F.3 (npunoxexue F));
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1) Hdopmauna o MobbIx orpaHUYEHUsIX, KacaroLWMXCA MOHTaXKa U aKensyaTaluum (Hanpumep, B OTHO-
LUEHUN 3NEKTPOMArHNTHOM COBMECTUMOCTU);

m) AoNOoMHUTEsbHbIe NOAPOBHOCTU O MOHTaXe obopyaoBaHUs, Kacawwmeca 6e30NacHOCTU, Kak 370
Tpebyetca B cootBeTcTBUM ¢ EH 61010-2-042, nyHkT 5.4.3;

n) WHCTPYKUUW No nepepaboTke/yTUnNMsaumm ynakoBku ctepunusaropa.

9.2 MNepeA BbINONHEHWEM aTTeCTaLMM MOHTaXa CTepunusatopa nonb3oBaTento AosrkHa bbITb Npedo-
cTaBrneHa cnegyowas nHhopmauus:

a) UHCTPYKUMW Ans nonb3osartens, Bkovaowme B ceba No MeHbluein Mmepe creayroLlee:

1) obuiee onucaHue Ha3HAYEHUs YCTPOICTBA C oNUCAHNEM AOCTYMHBLIX CTEPUNU3ALMOHHBIX LIMKIOB, B
TOM Yucrie 3Ha4YeHWIN NPoLLeCCHbIX MapaMeTpoB U AONYCKOB Ha HUX, AN KOTOPLIX OblfM ycTaHOBMEHb! adhdek-
TUBHOCTb M 6e3onacHocTb (cM. Takke 5.1.3 u npunoxeHue B);

2) peTtanbHylo UHdOpMaLUIO 0 BpeMeHU NpeaBapUTeNbHOIo Nporpesa kamepbl cTepunusatopa, Heob-
XOAMMOM ANA AOCTUXeHUs1 paboyero cocTosiHWA cTepunuaaTopa;

3) xapakTepucTuKM pacxoHbIX MaTepuarnos U NPUHAANEXHOCTER, NpeAHasHavYeHHbIX AN cTepunusa-
Topa.

Mpunmevaunune 1— Cioga MOTyT BXOAUTD MHCTPYKLMM MO MX YTUNU3ALIWK;

4) pasmepbl Kamepbl CTepUNn3aTopa;

5) onucaHune cuCTeMbl M OPraHoB YNPaBlieHUs, a Talcke YCTPOUCTB HAUKaLMA U PerncT paumm AaHHbIX;

6) MHCTPYKUWUW NO AEUCTBUSAM, NPpeAnpPUHUMaeMbIM B Crlydae BO3HUKHOBEHUA HEUCTIPaBHOCTEN;

7) VHCTPYKUMM MO exeqHEeBHOW/perynsipHoOi O4MCTKe U Apyrmx Bugax obcnyxusaHus, ecrnm oHn Heob-
XOAUMBI;

8) peTtanbHyo MHopmauuio 06 UCNbITaHUSAX, MPOBOAUMBIX NPU HOPMArbHOWM 3KCNyaTauum cTepunu-
3aTopa, ¥ NepnoanYHOCTU UX BbIMOMHEHUS.

MpnmeyaHwne 2— OnpeaeneHve NEPUOANHHOCTU W LIMPOTHI Banuaaumm, TEKYLWEro KOHTPOIsi U pearTecTa-
LMKM CnocoBGHOCTU K CTEPUITM3aLMm He SIBNISIETCS YacTbio CONPOBOAUTENBHON JOKYMEHTaUMM K cTepunuaaropy. o agaHHbIM
BOMNpOCcam MoryT ObITb NpeaycCMOTPEHbl HaUMOHarNbHbIE PYKOBOASILLME AOKYMEHTI;

9) kpaTkoe onucaHue ycTponcTs besonacHocTy;

10) pgononHuTenbHyo nHdopmaumio 06 akcnnyataumm obopyagosaHus B 4acT 6e3onacHoOCTU B COOT-
BeTcTBUM EH 61010-2-042, nyHKT 5.4.4;

11) WMHCTPYKLMU NO 3arpyske;

b) KkpaTkue UHCTPYKUMM NO SKCNnyaTauuu (anNsa onepaTopa);

C) pykoBoACTBO No obcnyxuBaHuto, BkNovawwee B ceba No MeHbluel Mepe cnegyowyio nHdopma-
uuio:
ykasaHus no obCcnyXuBaHuo, B TOM YUCNe AaHHbIe O NEPUOAUYHOCTHU;
yKasaHus rno nposepke NpefoxpaHUTeNbHbIX YCTPOWCTB C NepeyncrieHuem ycTaBok;
CXeMbl TPYBHO 06BA3KM 1 3neKTpUdeckne cxemsl;
PYKOBOACTBO M0 TEXHUYECKOMY 0OCNY)XMBAHWUIO U NepeYveHb 3anacHbIX YacTen.

1
2
3
4

MpumedaHune 3— PerynapHoe obcnyxmBaHne HeobXxoanMMO Kak Ansa coxpaHeHns paboumnx XxapakTepucTuk u
6e30nacHOCTM CTepunmaaTopa, Tak u ans obecneveHns NOCTOSIHHO HU3KOTO YPOBHSA BbIGpoca thopmanbaemmaa;

— — —

d) Ageknapauuio U3roTOBUTENS O COOTBETCTBUM HacTOALEMY CTaHAAPTY;

e) noapobHble AaHHbIE O KaYecTBe NUTAOWMX CPea U CTEPUMUIYIOLLIETO areHTa;

f) QaHHBIE O pasMeleHn KOHTPOSBLHOW TOYKU N3MEPEHNs TemnepaTtypbl;

g) ccbinku Ha npunoxeHus E u D k HacTosALweMy cTaHAapTy B YacTU CNPaBoYHbIX AaHHBIX MO OrpaHuye-
HWUIO KOMMYecTBa ocTaTovHOro hopManbaernga B MeQuUUUHCKUX U3aenusax u metogax onpeaeneHus atoro
KONM4ecTBa COOTBETCTBEHHO;

h) WMHCTPYKUMU NO OYUCTKE Kamepbl U BHELIHWUX NOBEPXHOCTEN C yKasaHUEM areHTOB, UCNONb3yeMbIX
OnNsi 9TUX uenen;

i) pononHUTenbHy UHbopMaumio 06 obcnyxnsaHum o6opyaoBaHUa B 4acT 6e30nacHOCTU B COOT-
BeTcTBUU ¢ EH 61010-2-042, nyHKT 5.4.5;

j) VHCTpyKUMK NO yTUMIM3auMn cTepunusaTopa.

9.3 [onxHbl 6bITb NPUMOXEHBI AOKYMEHTHI, NpeAHa3HaYeHHble ANA TEKyLero nofb3oBaHus.

9.4 KpaTkne UHCTpyKUMK onepaTopa A0kHbl BbiTb CHabXeHbl 3aWmUTHON 06N0XKKOW, NpurogHon AnA
nepecbIIkM No NoYTe, ecnu 3Ta nHdopmaumsa He NpUKpensieHa XecTKo K cTepunusatopy [cm. 9.2, nepevucne-
Hue b)].

9.5 Bo nsbexaHue yxyaleHUst OTHOCALMXCA K 6e30MacHOCTM 1 nognagaowmx nog AenNcTeme mapku-
posku CE (EBponeiickoe COOTBETCTBUE) XapaKTEPUCTUK, CONPOBOAUTENbHbIE AOKYMEHTHI AOMKHbI Npea-
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ynpexgatb 0 TOM, 4TO chnymmaaHme n/vnu mMoauduKkaunsa/moaepHusauns ctepunusatopa MOryT 6bITb
BbIMOMHEHbI TOMLKO NULaMU, aBTOPU3OBAHHBIMU CTOPOHON, pasMeCTUBLUEN ero Ha PblHKE. Ecnv ogobpeHne
3anacHbIX YacTewu, pacxo4HbIX Matepnanos U I'IpVIHa.CU'Ie)KHOCTeVI HeobxoauMmo Ans nogaepXxaHua 6esonac-
HOCTWU WK COXpaHeHnsa (*)yHKLI,I/IIZ cTepunusaTtopa, 3T0 o6CcTOATENLCTBO  AOMKHO  BbIThb yKasaHo
OONOJTHUTE bHO.

10 O6cnyxuBaHUue M OKpyXalLas cpeaa

10.1 O6wue cBegeHUs

Monb3oBaTens gomkeH ObiTb UHOPMUPOBAH O TpeboBaHUsIX, NpeabsBAsSeMbIX K He SIBMAALMMCSH
YacTblo CTepunusaTopa NUTaKLMM cpefaM Ha MecTe akcnnyaTauuu [eM. 9.1, nepedncnerHue b)].

MpumeyaHu e—Paboune xapakTepUCTMKM CTEPUNU3ATOPa 3aBUCST OT €ro KOHCTPYKLMW B COYETAHWM C UC-
nonb3yeMbIMy MUTAOWMMN Cpedamu.

MuTatowume cpeasl, Heobxoaumble Ans paﬁOTbI cTepunn3aTopoB, COOTBETCTBYHOLWINX TDEGOBEIHVIﬂM
HacToAlwero craHaapTa, OJKHbI YOOBNETBOPATb NpUBEeAEHHBIM HXKE TpeboBaHUsM.

10.2 dnekTponutaHue

CucTema nogaudv aneKkTponuTaHus, KoHbUrypaums, HanpsbkeHne U MOLHOCTb AOSKHBI COOTBETCTBO-
BaTb cneuundukaumam crepunusatopa. MoaknoHeHne OOMKHO ObiTb BHINOMHEHO MO MOCTOSIHHOW CXeme
[cm. 9.1, nepevncneHue b) n 10.1].

10.3 CtepunuayoLinil areHT

10.3.1 CTepunusyrowuii areHT npogyLmnpyeTcst U3 napos MUKpoBoLMaHOro pacteopa, NPUroToBEHHO-
ro B COOTHOLLUEHWN, TOUHO onpeaeneHHOM ANns npolecca.

10.3.2 CocTaB U1 KOHLeHTpauna MUKpoboLmaHoro pactTsopa AOMKHEI COOTBETCTBOBATL cneuudukaum-
AIM npoLiecca.

10.3.3 MukpobounaHbli pacTBop, Moanexawmnin Mcnonb3oBaHWio, AomKeH 6biTb cTabunusnposaH
(HanpumMep, MeTaHONOM) BO U3bexaHue NonMMmepusaumm.

10.3.4 KoHTelHepbl ¢ MUKPOBOLMAHBLIM pacTBOPOM, NpegHasHa4YeHHble AN UCNOMNb30BaHUs Co CTepu-
N1M3aTopoM, AOMKHEI COOTBETCTBOBATbL creLmMdpuKaLmsm cTepunuaaTopa.

10.3.5 Ecnu cTepunusatop TpebyeT nogaym Apyrux cpef, Kpome MukpobounaHoro pacteopa, Heobxo-
AUMO yBeaunTbCa, UTO OHU He B3auMo3aMeHsieMbl (Mo Buay noakniodeHus).

10.3.6 TpeboBaHMS K XPAHEHMUIO U CPOKY FOAHOCTU MUKPODOUMAHOMO pacTBOpa A0MKHbI ObITb yKasaHbl
Ha KOHTelHepax, NpegHasHavYeHHbIX AN UCMONb30BaHUsS CO CTEPUNM3aToOPOM.

10.4 Nap

10.4.1 MoxeT 6bITb MCNONb30BaH Kak nap, NPOU3BOAUMbINA CneunanbHO ANA 3TOro npeaHasHaYeHHbIM
reHepaTopom (BCTPOEHHbIM UMM aBTOHOMHbBIM), TaK U Nap OT BHEWHEero UCTOYHUKa (OT LEeHTpann3oBaHHON
cUCTEMBI NapocHabXXeHUs 30aHus).

10.4.2 KauvecTBO napa, Heobxoaumoe Ans BbIMONHEeHWUs npoLecca, 40MKHO COOTBETCTBOBATh YCTAHOB-
neHHbIM TpeboraHusM [cM. 9.1, nepeuncnexue b) u 10.1].

MpunmedaHune— B kayecTBe pykoBOASsILLETO JOKYMEHTa MOXET 6biTb ucnonbsosaH EH 285.

10.5 Bopa

10.5.1 Bopaa, ucnonbayemas ans paborbl crepunusaropa
Crepunusatop AomkeH BblTb paccyutTaH Ha paboTy ¢ BOAOW, UMeIOLLEen XapakTepuUcTUKU NMUTbEBOW
BOAblI U NOAaBaeMOn Npu Temnepartype, He Npesblwwatowen 15 °C.

Mpumevanune 1— Temneparypa Bogbl AOIPKHA GbITH KaK MOXHO HVDKE, MOCKOIbLKY 3Ta TeMmneparypa Bnusiet
Ha paboune xapakTepuCTUKM BakyyMHOro Hacoca. bonee Bbicokasi Temneparypa Bobl MOXET MOHU3UTb MPOU3BOANTENb-
HOCTb BaKyyMHOW CUCTEMBI.

MpumeyaHune 2— Crepunuaarop AomkeH 6biTb paccuMTaH Ha paboTy ¢ BOON, UMEIOLLLEN XKEeCTKOCTb MeXay
0,7 n 2,0 mmonb/n. YXKecTkoCTb NUTAIOLEN BOADI, NeXallas BHe 3TWX NMPeaenoB, MOXET Bbi3BaTb 06pa3oBaHMe HAKUMKU U
KOpPpO3UIO.

Mpumedanune 3— XapakrepucTukn NMTHLEBOW BoAbl NpuBeaeHsl B EBponeiickon avpektuse 80/778/EEC.

MpumeyaHune 4 — HaynoHanbHble HOPMaTUBHbIE JOKYMEHTHI MOTYT TpeboBaTh opraHM3auum npegoTepalle-
HUS 06paTHbLIX 3a6POCOB B NTMHUIO MOAAYMN MUTHEBON BOABI.
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10.5.2 Mutaowan Boga
TpeboBaHus K BoAe, NpeiHa3Ha4eHHON ANA NPOU3BOACTBA Napa BHYTPU cTepunusaTopa unu npegHas-
Ha4YeHHOW ANA 0TAENbHOro NaporeHepaTopa, 40MKHBI ObITb ycTaHoBNEHbI [cM. 9.1, nepeuucneHune b) n 10.1].

MpumeyaHun e — Takasi Boga He JOMKHA COAEPXaTb KOHTAMUHAHTOB B KOHLIEHTPALMSIX, CMOCOBHbBIX yXyOWmnTh
LMK cTepunu3aunm nubo noBpeauTb CTEPUNM3aTop UNu ero 3arpy3ky. B kauecTBe pykoBogswero JOKYMEHTa B 4acTu Ka-
yecTBa Nnapa Moxet 6bITb ucnonb3oBaH EH 285.

10.6 CxaTtbiil BO3ayx

Ucnonbayemelin (Npy He06xo0aUMOCTIN) CKaTblid BO3AYX AOJDKEH:

- 6bITb OTOUILTPOBAH Yepes hUnNbTP C Nopamu AUameTpom 25 MKM;

- He cofepxaTb BOAbl 1 kKanenb Macna gnameTpom bonee 2 MM;

- ObITb NogaH Moa AaBneHWeMm, YCTaHOBMEHHbIM Ansl ctepunusatopa [cM. 9.1, nepeuncneHune b)
n 10.1].

10.7 CnuB 1 BbiBOA BO3AyXa

JononHutensHele TpeboBaHWUA K CNMBY U KaHanM3aLMOHHOW cucTemMe AOSMKHbLI 6biTb YCTaHOBNEHbI
[em. 9.1, nepeuncnenune b) n 10.1].

MpumMmeyvaHue 1— HaunoHanbHbIe HOPMATUBHbLIE AOKYMEHTHI 06bIUYHO OBYCnoBnMBateT 6a3oesie TpeGoBaHus
K KOHCTPYKLMM CIIMBHBIX YCTPOWCTB, BKINOYas 3almTy OT 06paTHbIX 3a6pOCoB.

Mpumevyanune 2—EH61010-2-042 skniovaeT B cebsl AoNONHUTENbHbIE TPEOOBaHWUS AT1si CIMBHBIX YCTPOWCTB
1 BbIGPOCOB, CNOCOGHLIX NOBNUSITL HA 6E30MACHOCTbL U XapakTepUCTUKM OKpyKatoleln cpedbl (M. 9.11).

10.8 BeHTUNALUA U OKpYXKaloLlaa cpea

Crepunusatop aomnxkeH 6bITh paccuutaH Ha paboTy npu TemnepaTtype okpyxatouwen cpegsl 35 °C u
OTHOCUTENbLHON BRnaxHocTn 85 %.

MpumeyaHune—3To MOXeT NOTPeboBaTb NPYMEHEHVSI BEHTUMNSIULMOHHON CUCTEMbI, PACCHUTAHHOW U CKOH-
CTPYMPOBAHHOW A5 OTBOAA Tenna, paccemBaeMoro CTepun3aTopom 1 ero 3arpy3kon nocne ee U3BNeYeHNsa N3 Kamepbi.

BeHTUNAUNOHHBIE YCTPOMCTBA HA MECTe YCTaHOBKW CTepunnsatopa A0MKHblI O6bITb CMOHTUPOBaHLI B
cooTBeTCcTBUU € TpeboaHuaMu BeszonacHocTM wiu TpeboBaHUAMKU K OXpaHe Ookpyxatollei cpedbl no
EH 61010-2-042 [cMm. 9.1, nepeuucnieHune 1) n 10.1].
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MpunoxeHne A
(o6s3aTenbHoe)

MeToAab! UCNbITaHUNA

A.1 BBepeHve

Paboune xapakTepncTUKM CTEpPUNU3aTopa NPOBEPSIOT C NOMOLLBIO NCMBITAHUA, BbIMOIHAEMbIX B COOTBETCTBUN C
HacCTOAWMM NpunoxeHnem. Kpome storo, tabnuua B.1 (npunoxeHue B) yctaHaenmBaeT TpeboBaHns K NPUMEHUMOCTH U
YUCNY UCMLITAHUIA, KOTOPLIM AOMKEH GbiTh NOABEPrHYT Kaxdbli TUN cTepunuaaropa. cnbitaHns, onmcaHHble B HacTos-
LM MPUMOXEHUW, BBINOMHSIIOT C NMYCTOW KaMepon cTepunusaropa, ¢ HebonbLUON 3arpy3Kon UNn € NOSHOW 3arpy3KoM, Kak
yKasaHo Ons Kaxgoro metoga ucneitaHuii B A.3. Bnarogaps KoMOMHUPOBaHWIO KOHTPOIbHbIX 3arpy30K 415 Pa3nunyHbIX
METOOB UCMbITaHUI BO3MOXHO OAHOBPEMEHHOE BbINONHEHNE HECKONBKUX UCTbITaHWUN,

MpumevyaHune 1— OQHOBPEMEHHbLIM BbIMOMIHEHNEM HECKOMBKMX UCMBITAHWI, KaK OMMCaHO B NPUBEAEHHBIX
HUXKE METOOUKAX, MOXHO YMEHBLINTL 06LLEe YNCIO UCTIBITAHUIA U YUCTO NOTPEBHBIX ANS UCMBITAHWUIM PACcXoAHbIX MaTepua-
NoB. Pe3ynsTaTom aToro sBUTCA CHUXEHNE OBLLEro 3arpsaaHeHns OKpyxatoLein cpedbl (CM. Takke npunoxexve F).

MpumevyaHue 2— KOHTPONbHbBIE NCMbITATENBHBIE 3ArPY3KM QOIKHbLI ObITE TOYHO OnNpeaeneHs! ana obecneye-
HVA BepudMKaLmMM COOTBETCTBUS TpeBoBaHUAM HacToswero ctaHgapta. OHu MoryT GbiTb UCNONB3OBaHbI ANA NCTLITAHWUIA
Ha COOTBETCTBME TUMY W AN aTTecTaumn MyHKLUMOHUPOBAHWS, HO HE aTTecTauumn aKcryarauum.

A.2 UcnbiTaTenbHbIe 3arpy3Kku

A.2.1 Hebonbwasa 3arpy3ka

A.2.1.1 O6was nHdopmauma

HeGonbwyto 3arpy3ky BelOMpatoT Ans MMUTaUMM HOPManbHON 3arpy304HON CUTyauuu NPy BbIMOMHEHUU UMKNa
HTM®-cTepunmaauum. Hebonblyto 3arpyaky hhopMUpYIOT M3 ONpeaeneHHOro YMcra Tak Ha3blBaeMbIX «eAuHUL, Hebonb-
LLOV 3arpy3kn», B COOTBETCTBUM € A.2.1.2, yBenU4YMBasi ero no mepe yBenuueHust o6bema kamep UCNbITyeMbIX CTEPUNN-
3aTOPOB.

Ins ctepunnuaaTopoB € NONe3HbIM NPOCTPaHCTBOM kamep Ao 100 n Ha kaxaele 10 N NONe3HOro NPoOCTPaHCTBA
Kamepbl A0MKHA GbITb UCMONb30BaHa OAHA eanHMLA HeGOMbLLIOW 3arpy3Ku.

Mpun o6bemax kamep 6onee 100 n, nomumo Tex 10 eguHUL, KOTOpblE TpebyOTCA Ha HavanbHbie 100 N noneaHoro
NpoCTPaHCTBAa, Ha kaxable 25 N AoNOMNHMTENBHOIO MNONE3HOro NPOCTpaHcTBa AorxkHa 6biTe pobaBneHa ogHa eguHnua
He6onbLLOW 3arpysku.

A.21.2 EgyHvua He6oNbLIONK 3arpy3Kku

EpuvHnua HebonbLLON 3arpy3ku COCTOMT U3 TPEX YCTPOIMCTB KOHTPOIS npolecca, onpeAeneHHbix B C.6 (npunoxe-
Hue C), B ABYXCrNoONHON ByMmaxHol obepTke cornacHo onucaHuio, AgaHHomy B C.8 (npunoxenue C).

MpuMedaHwne—[ocTaToMHOE BHUMaHUE CrneayeT yaensiTb MHCTPYKUMSM M3rOTOBUTENEN Mo yTunmMsaumm
06epTOUHbIX MaTEPUanoB U, eCrv NPUMEHUMO, YCTPOUCTE KOHTPOSS Mpouecca.

A.2.2 MNonHas 3arpy3ka

A.2.21 O6wana nHcpopmaumna

MonHyto 3arpy3ky BoIGMpaloT AnNa UMUTaunmn TXXeNoW 3arpy3o4HON CUTyauum Npm BeinonHeHnun umkna HTM®-cre-
pynusauun. OHa JonXkHa COOTBETCTBOBATL NO Macce No meHbluen mepe 90 % makcumanbHOW 3arpy3ku, yCTaHOBNEHHON
ANA neneiTyemoro ctepunuaartopa [em. 9.1, nepeuncnenne f)].

MonHyto 3arpy3ky bopMUPYIOT U3 oNpeaeneHHOro Yncna Tak HasblBaeMblX «eANHUL, MONHON 3arpy3kn» B COOTBET-
cTBumn ¢ A.2.2.2. o cymmapHO Macce OHW AOMKHblI COCTaBNsATb He MeHee 15 % Maccbl MAaKCUManbHOW 3arpy3ku.
OcranbHylo Maccy NONHON 3arpy3kn AOMONHAIOT U3AenusiM1, NoAobHLIMKU UCMONB3YEMbIM ANS UFOTOBNEHNA eAaUHUL
NOMHON 3arpy3ku C aHanorM4yHoN NPoNopunen MaTepuaros.

MpwumeyaHwne—Macca cuctembl, ncnonbayemoi AnNs pasmelleHus (NOAAEPKKN) 3arpy3ku, He BKNOUYeHa B
MacCy MakcumaribHOW 3arpysku.

A.2.2.2 EguHMUa NOSIHON 3arpy3kn

B cocTae egvHuubl NONHON 3arpy3kn BXoauT HaGop cneyiowmx U3aenun:

a) OAWH LLNaHr, U3roToBNEHHLIN M3 nonueuuunxnopuga (MBX), anvyon 1500 MM, BHYTPEHHUM AUaMeTPOM 4 MM K
BHELWHWM gnameTpom 6 mm. 970 nsgenve gomkHo 6biTb B ABYXCIONHON 06epTke n umeTb oblyio maccy (40 + 5) r;

b) ogwH wnaHr, nsrotoenerHbIn ns nonuenHunxnopuga (MBX), anmHon 1000 MM, BHYTPEHHUM OUAMETPOM 8 MM U
BHEWHUM gnameTpom 12 MM 1 OaWUH BUHT U3 HepXxaseloLlen ctanu pasmepamm M8 x 60 (cm., Hanpumep, [1]), BcTaBnex-
Hbl B 04MH 13 koHuoB NBX-wnanra. Co6panHoe nagenue AormkHo BbITb B ABYXCNOWHOMN 06€pTke M MMeTb 06LLyI0 Maccy
(120+£10) ;
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€) oauH cTepxeHb u3 nonnamuga (PA11 nnn PA12 B cooteeTcTBUM ¢ EH CO 1874-1) gnuHoi 80 mm n anamer-
pom 15 MM M OAVH BMHT U3 Hepxagetowen ctanu paamepamu M8 x 60 (cm., Hanpumep, EH 24017). O6a nagenus gomkHbl
ObITh B ABYXCMOWMHOW 06epTKe M MMeTb 0bLyto maccy (45 £ 5) r;

d) oaHa Tpybka u3 Hepxasetower cranu (Mapkw, Hanpumep, 1.4301 B cootBeTcTBuM ¢ EH 10027-2) anvHon
230 MM, BHYTPEHHUM ANameTpoM 6 MM 1 BHELLHWUM AnaMeTpoM 8 MM. 3To nagenue AomkHO bl Tb B ABYXCNOMHON 0GepTke
n nmeTb obwyto maccy (40 £ 5) ;

e) 04HO yCTPOWCTBO KOHTpOIs npouecca, onmcaHHoe B C.6 (npunoxexune C), B ABYXCNoiHOM 06epTke.

Ins 06epTbIBaHNS U3AENNIi NCMOMb3YOT KOMOGUMHUPOBAHHbIM 06ePTOYHBIN MaTepuan NnacTuk/Gymara, OnUCaHHbIN
B C.8 (npunoxenune C). Oblas macca eaqmH1LbI MOMHON 3arpy3ku [MCKNioyas Maccy CUCTEMbI, UCNONb3yeMO Ans pa3Me-
weHus (noaaepXkun) sarpyskn] 4omkHa coctaenaTe (250 £ 25) r.

MpumedvaHue 1—[lBe ynakoBkM TUNOB B) U C), UCNONb3yEMble AN ONpeAeneHnst TeMNepaTypHoro npodurns
1 Npodunst AaeneHus Npu NOMHOM 3arpy3ke, He ACMKHbI ObITh 3ane4aTaHbl 3apaHee.

Mpumevanwune 2—[locTatoyHoe BHUMaHWE Cneayet yaenaTb MHCTPYKUMAM W3rOTOBUTENEN MO yTUNM3aumm
06epTOYHbIX MaTepuarnos 1, ecnu NPMMEHNMO, YCTPOMCTB KOHTPONA npouecca.

A.3 MMpoueaypbl NCNbLITAHWNA

A.3.1 UcnbiTaTenbHoe o6opyaoBaHue

MenbiTaTensHoe 060pyaoBaHne JOMKHO COOTBETCTBOBaTL TpebGoBaHUsiM npuroxexus C.

A.3.2 TepmomeTpnUyeckne NCnbIiTaHUA

A.3.2.1 UcnbiTaHne npeaBapuTenLHOrO HarpeBa Kamepbl cTepunularTopa

A.3.2.1.1 UcnbiTaHne npeaesapuTenbHOroO Harpesa NPoBOAAT € LiENbio NPOAEMOHCTPUPOBaTE CNOCOGHOCTL yaep-
XMBaTb TeMNepaTypy BHYTPEHHUX NMOBEPXHOCTEN KaMmepbl B Npeaenax ycTaHOBNIEHHOIO gnanasoHa Temnepartyp u obec-
neymBaTe TakMm 06pa3om B Xxo4e HOpMarbHON CTepunu3auun BanuaupoBaHHble huanyeckue ycnoeums.

A.3.2.1.2 Bkamepy ctepunusatopa o6vemom go 1000 n BBogsT He meHee 10 gaTunkoB TeMnepaTypel, a npu 6onb-
LIKX pasmepax — no OAHOMY AOMOMHUTENBHOMY AATHUKY HA Kaxable gononHutenbHele 100 N ¢ MICNONB30BAHMEM KOH-
TPOMBHOrC coeauHMTENS, onucaHHoro B 4.1.5.2. [latunkn AonxHbl 6bITe pacnpegeneHsl N0 BHYTPEHHUM NOBEPXHOCTSM
KaMmepbl, YCTAHOBINEHHbLIM AMsi UCMbITyeMOro ctepunuaaropa [cm. 9.2, nepeuncnenve a), 1)].

A.3.2.1.3 BbinonHsI0T namepeHus Temnepatypbl B OTKQYaHHON NyCTON Kamepe.

A.3.2.1.4 TMony4eHHbIe NO UCTEHEHUN BPEMEHN HarpeBa pesynbTaThl CBEPSAIOT ¢ TpebGoBaHusIMM K pabounm xapak-
Tepuctukam, npuBegeHHoiMy B 6.1.1.1.

A.3.2.2 TepmomeTpuieckne ncnbiTaHuA (Hebonbwan 3arpy3ka)

A.3.2.2.1 TepmomeTpudeckme UCNbITAHUA ¢ HEGONBLWION 3arpy3kon B OCHOBHOM NPOBOAST ANs AEMOHCTpauuu
TOro, YTO COOTHOLLEHWE TemnepaTypa/aaBneHne BHYTPU 3arpy3kyM NO3BOMseT AOCTUIHYTL CTepunu3aummn 3arpysku. Bo
BTOPYIO O4epeb 3TO UCNbITAHME AEMOHCTPUPYET, YTO TeMNepaTypa He NPEeBLIWAeT BEPXHEro npeaena ananasoHa Tem-
nepaTyp Crepunusaumm Ha NPOTSAXKEHNU BCErO LMKNa CTEpUnU3aumm.

MpumMeyaHwue— ITO UCNbITaHNE MOXKET ObiTb BbINONHEHO NGO Kak OTAENbHOE UCNbITAHUE C HEBONbLWON 3a-
rpy3koii, MMBo Kak MHTEMPUPOBaHHAsA YacTb UCNbITaHWS AaBnNeHUs, NIM60 MMKPOBMONOrMYECKOrO UCNBLITAHWUSA, UCNbITAaHWSA
cywkm nnbo gecopbuum, rae NPUMEHNMO.

A.3.2.2.2 MopkniovaloT K Kamepe CTepunusaTopa peructpaTop AaeNeHUs, UCNONb3yA KOHTPOMbHBIN COeaNHU-
Tenb, onucaHHbin B 4.1.5.1.

A.3.2.2.3 BeogAaT B Kamepy AaTHUKM TeMNepaTypbl B KONUYECTBE, YCTAaHOBNEHHOM B Tabnuue B.1 (npunoxe-
Hue B), ncnonb3ysi KOHTPONbHBIN COEQUHUTENB, ONMUCaHHBLIN B 4.1.5.2, 1 NOAKNIOYAIOT 4aTYMKM K PErmcTpaTopy Temnepa-
Typbl.

A.3.2.2.4 Pa3mewsaoT B nonesHom obveme kamepsl eauHnubl HeGonbWwon 3arpysku cornacHo A.2.1, ncnone3ys
cncTeMy pasmelleHus (NoaaepXkn) 3arpy3kn n cobniogan MHCTPYKUUK Mo 3arpy3ke, AaHHbIE M3rOTOBUTENEM AT UCTbITY-
emMoro ctepunuaaTtopa [cm. 9.2, nepeuncnenuve a), 11)].

A.3.2.2.5 lMomewaoT 0anvH AaTHMK TEMMNEpaTypbl B KOHTPOMBHYIO TOUKY U3MepeHus Temnepatypbl. OctanbHble
AaTyvKU TeMnepaTypbl PABHOMEPHO Pa3MeLLaloT B NONIE3HOM 06beme Kamepbl, 3aHATOM KOHTPOITbHON 3arpy3kon, y4uTbl-
Basi ornpeAeneHHble U JIOKYMEHTUPOBAHHbBIE KPUTUYECKNE TOYKN.

MpwumMeyaHue— Kputnieckne ToHkm MoryT GbiTh onpegeneHsbl B Xxofe paspadoTku.

A.3.2.2.6 HemepneHHO 3anycKaloT UMKI CTepunuaaumm, nognexawmi ucnoitaHnio. Heobxogumo ybeautbes, uto
npubopbi-pemcTpaTopbl, a Takke WTaTHble NpUBopb!, MOCTOSIHHO COeQUHEHHbIE C KaMepol cTepunusaTopa, pabortatoTt u
perucTpupyloT npouecc. Cnegyet Takke y6eanTbCa B HOpMarbHOW peructpauum ansi nocrneayiowen oueHku napamer-
poB, 06ycnoBneHHbIX B 6.1.1.3. Mo OKOHYaHWKM UMKa CTEpUNU3aLum Nepes pasrpy3kon Heobxoanmo NposepuTb U NOA-
TBEpPAMTb, YTO BU3yanbHas UHAMKaUWA 3aeeplueHus uukna cpabortana.
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A.3.2.2.7 OueHuBalOT NONy4eHHbIE 3aNUCK Ha CooTBETCTBUE TpeboBaHuAM K pabounm xapakrepucTukam cornac-
HO 6.1.1.4.

A.3.2.3 TepmomeTpuyeckue ucnoiTaHuA (NONHaA 3arpy3ka)

A.3.2.3.1 TepmomeTpuyeckne UCMbITAHUS C MNONHON 3arpy3koN B OCHOBHOM NPOBOASAT ANS AEMOHCTPaLmMmn TOro,
YTO COOTHOLLEHME TeMNepaTypa/gaBrieHne BHYTPY 3arpy3kv NO3BONsAeT A4OCTUIHYTb cTepunu3auum 3arpy3ku. Bo sTopyio
ouepeb 3TO UCMbITaHNE AEMOHCTPUPYET, YTO TEMNepaTypa He NPeBbIWaeT BEPXHEro npegerna AgnanasoHa remnepartyp
CTEpUNU3aLUN Ha NPOTSDKEHWUM BCETO LMKIIa CTepunusauum.

MpumMedaHun e — ITO UCTbITAHUE MOXET ObITb BbINONHEHO NMBO Kak OTAENbHOE UCTIbITAHWE C NMOMNHOW 3arpy3-
KOW, NB0 Kak MHTErpMpoBaHHasi YacTb UCMbITAHUS AaBNeHns, NMMG0 MUKPOBUONOrMYeckoro NcnbiTaHusl, NGO ucnbITaHust
CYLWKU, rAe NPUMEHUMO.

A.3.2.3.2 MpucoeanHsiioT npnbop, permcTpupyowmnn AaBneHne, K Kamepe CTepunu3aropa, Ucnonb3ys UCnbiTa-
TeNnbHbIN COeANHUTENDb, ONUCaHHbLIA B 4.1.5.1.

A.3.2.3.3 BeogAaT B kamepy cTepunuaatopa onpegeneHHoe Yncno atimkoB TemnepaTtypbl cornacHo Tabnuue B.1
(npunoxeHue B), ncnonb3ys UcnbITaTenbHbI COeaUHUTENb, ONUCaHHLIN B 4.1.5.2, U nogkniovaloT gatyivkm Kk npubopy,
pervcTpupylolemy Temneparypy.

A.3.2.3.4 PasmeluaoT eavHULbI NOMHONM 3arpy3ku B MNONe3HOM o6beme kamepbl CTepunusaTopa, UCnonb3ys cuc-
Temy pasmeLleHmns (MoaaepKku) 3arpy3ku cTepunmusaTopa v yumTbiBasi UHCTPYKLMM MO 3arpy3ke, yCTaHOBMNEHHbIE N3roTo-
BuTenem [cm. 9.2, nepeuncnenve a), 11)].

A.3.2.3.5 lMomewanT oguH AaTUuK TeMNepaTypbl B KOHTPOMNbHYIO TOUKY M3MEPEHUsa Temnepartypbl.

BBoaAT gBa gatyvka TeMnepartypbl B YNakOBKU B COOTBETCTBUM € A.2.2.2, nepeuncneruns b) n ¢), npoTeikan garyu-
Kamu ynakoBku. Mcnonb3yloT Knenkyo neHTy gnst ukcaumm aTiyvkoB B MONOXEHUU XOPOLWEro TENNOBOro KOHTaKTa ¢
BUHTaMW, HAXOASAWNMKWCS BHYTPU YNAKOBOK, NOCIE Yero 3aKNenBaloT NEHTON OTBEPCTUS, Yepes3 KOTOpbIe AaTUMKV BBeae-
Hbl B YNaKkoOBKU. 3aKrnevBalT ABOVHbIE YAKOBKM U YKIaAbIBAOT MX B €UHWLY MOJHONW 3arpy3ku. PasmewaoT eauunuy
MOHON 3arpy3ku B TOM TOUKe None3Horo obbema, kotopas 6bina onpegeneHa Kak «XornogHoe NAaTHO» BO BPeMsA UCnbliTa-
HMA TeMnepaTypel ¢ HebonbLWoN 3arpy3kor. PacnpegensioT ocTaBluMecs AaT4MKM TemnepaTypsl paBHOMEPHO B Mones-
HOM 06bemMe, 3aHATOM KOHTPOIbHOW 3arpy3koi.

A.3.2.3.6 HemegneHHo 3anyckaloT Npouecc cTepunuaaumm, nognexawmi ucnoitaimio. Heobxogumo yéeautscs B
TOM, HYTO MCnbiTaTenbHble NPUGOPLI, a Takke Npubopsbl, BXoAsiLuMe B COCTaB CTepunuaaTopa, permcTpypyioT npoLlecc.
Crepyet Takxe y6eauTbCs B HOPManbHOM pervctpauum ans nocneaylolen oueHkM napameTpoe, 0OYCNOBNEHHbIX
B 6.1.1.3. o OKOHYaHWY LUUKNa Nepea pasrpy3kon NPOBEPSAIOT U NOATBEPXKAAIOT, YTO BU3yanbHAA MHAVKAUMA 3aBepLie-
HUSA umkna cpaboTana.

A.3.2.3.7 OueHMBaIOT NONY4YEHHbIE 3aNUCK Ha COOTBETCTBUE TpebGoBaHNAM K pabovmMM xapakTepucrukam cornac-
HO 6.1.1.4.

A.3.3 Mukpobuonornvyeckoe ncnbitaHme

A.3.3.1 Mukpobronornyeckoe UcnsiTaHWE NPOBOASAT C LENbIO A0Ka3aThb, YTO NPU AEMOHCTPaUnmn yAOBNeTBOPEHWS
TpeboBaHUI HacTosIWEro cTaHaapTa K pabovnm xapakrepucTukam B HacTu TemnepaTypbl U 4aBneHns No 3aBeplueHnn
HOPMarbHOIO LMKINa CTepUnM3aumm He MOXeT GbiTb BOCCTAHOBNEHA XU3HECMOCOOBHOCTE KOHTPOMNBHBLIX MUKPOOPraHU3-
MOB, HaXOAsLUMXCS B OMONOMMUeCcKkMX MHANKaTopax, pa3MeLLeHHbIX B KOHTPOMNbHOW 3arpy3ke.

MpwumeyaHwU e — ITO UCMbITAHNE MOXET ObiTb BLINOIHEHO NUGO Kak 0OTAENbHOE NCNbITaHNe, NGO KaK UHTErpu-
pOBaHHasi YacTb UCNbITAHUS AaBINeHUsl, TeMnepaTypsbl, CyLku, IM6o ucneitaHus gecopbumm, rae NnpumeHmmo. OgHaKo Npu
BbINOMHEHUN 3TOTO UCTbITAHWA OQHOBPEMEHHO C UCTIBITAHMEM A4ECOPGLIMM YMCIO UCTIONB3YEMbIX YNaKOBOK (YCTPOWMCTB Anist
MCnbITaHUs NpoLecca) AOMKHO 6bITb He MeHee obLero uicna MHOUKaTopoB, UCNOMb3yemblx AnsA 060ux ucnbiTaHni. byo-
FIOTUYECKUE MHAMKATOPbLI M MHOUKATOPbI Aecopbuun AOMKHbI BbITb pa3MeleHbl B OTAENbHBIX YNAKOBKax BO M3bexaHue
B3aMMHOrO BIUSIHWS HA Pe3ynbTaThl UCMbITAHWIA.

A.3.3.2 Yucno ncnonb3yembix MHAUKATOPOB 3aBUCUT OT €MKOCTM Morie3Horo obvema. Yueno nHgmkaTtopos gormk-
HO obecrneunBaTh OLEHKY NeTanbHOCTW, JOCTUIHYTON BHYTPU CTEpUNU3yemMon 3arpysku. [lonxHbl 6bITb NCNONb30BaHbI
6uonoruueckue cuctemsol, onpegereHHsle B C.7 (npunoxenue C); MMHUManbHoe NoTpebHoe Yncno UHAMKaATOPOB yKasa-
Ho B Tabnmue B.1 (npunoxeHue B).

A.3.3.3 PasmelaloT kKaxabli MHAUKATOP, 32 UCKITIOYEHWEM UHOVKATOPOB NMO3UTUBHOIO KOHTPONs (06pas3uoesix), B
yCcTpONCTBax Ansi ucnoitaHus npouecca [cm. C.6 (npunoxenune C)], 3aknioueHHbIX B ABOMHYI0 06€PTKY M 3aKneeHHbIX ¢
WCMONb30BaHUEM CTEPUNN3aUMOHHbIX 06epTok cornacHo EH 868-5.

A.3.3.4 PaBHOMepHO pacnpefensiioT yCTPOUCTBA Air1sl KOHTPOrsi NpoLecca B ABOWHON 06epTke B MONE3HOM Npo-
CTPaHCTBE Kamepbl CTepunmuaaTtopa U JIoKyMEHTUPYIOT CXeMY UX pacrnpegereHusl.

A.3.3.5 HemepgneHHo 3anyckaioT NpoLecc cTepunuaauum, noanexawmmn neneitanmio. Mo okoHyannn uukna nepeg
pasrpy3koi NpoBepsiioT U NOATBEPPKAAIOT, YTO BU3yaribHasi MHAWKALUMS 3aBepLieHus Lukna cpabortana.

A.3.3.6 VHKyGUpYIOT Kak 3KCMOHMPOBaHHbIE, Tak U HeobpaboTaHHble Buonomyeckne HAMKaTOPbI B COOTBETCTBUN
¢ EH UCO 11138-1.
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A.3.3.7 OueHnBatoT Nony4eHHble pe3yrnbTaTtel HA CooTBeTCTBUE TpeboBaHusm 6.1.2.

MpumedaHue—lpy1 YHUUTOKEHUN MHKYONPOBAHHBIX UHANKATOPOB CrieAyeT YUUTLIBATb MHCTPYKLIMM UX U3ro-
TOBUTENS.

A.3.4 UcnbiTaHnAa gaBneHun

A.3.41 UcnbiraHne paBneHvs (Hebonbluaa 3arpy3ka)

A.3.4.1.1 WcnbiTanne gaBneHusi ¢ HeGONbLIOW 3arpy3Kon B OCHOBHOM NMPOBOASAT A1 AEMOHCTPaLMKY TOro, YTOo Tpe-
6oBaHus K JaBMeHUIo, YCTaHOBMNEHHble B 6.1.1.5, BEINONHAITCA B yCNoOBUSX HeGONbLWONW 3arpy3ku cTepunuaaropa. Bo
BTOPY!O Ovepeb 3TO UCTNbITaHUe [EMOHCTPUPYET, YTO CKOPOCTb U3MEHEHUS AaBIEHUS1 B XOA€E BbINONHEHUS] LUKIa CTepu-
nv3aumu NoAaepXXMBaeTCs B AWanas3oHe, He No3BonsiiowWwemM NoeBpeanTb 3arpy3ky U ee yrnakoBKy.

MpumeyaHwu e — ITO UCMILITAHUE MOXKET ObITb BbINONHEHO NMMOO Kak OTAENbLHOE UCTbiTaHUe C HeOONbLLION 3a-
rpy3koi, IMBo Kak MHTErpMpoBaHHasi YacTb UCMbITAHUS TEMNEPAaTYPHOIo npodmns, NMBo MUMKPOBUONOrMYECKOTo UCTbITa-
HUs1, MO0 MCNbITaHUSI CYLLKW, 1€ NPUMEHUMO.

A.3.4.1.2 TogknioyaloT K KaMepe CTepunu3aTopa permcTpaTop AaBreHusl, UCNONb3ysl UCMLITATENbHbIN COEANHUN-
Tenb, onucaHHbin B 4.1.5.1.

A.3.4.1.3 Pa3mewwiaior B none3HoMm obbeme kamepbl CTepunusatopa eauHuubl HeGOonbLIOW 3arpy3ku corrnac-
Ho A.2.1, ncnonb3ysi CUCTEMY pa3meLleHust (MoAAEPKKK) 3arpy3kn u cobrogas MUHCTPYKLUMM MO 3arpy3ke, yCTaHOBINEHHbIE
M3roToBUTENEM [Nsi UCMbITYEMOro crepunusartopa [cm. 9.2, nepeuncnenue a), 11)].

A.3.4.1.4 HemepneHHo 3anyckaloT NpoLecc cTepunuaaumm, nognexaiwmi ucnoitaimio. Heobxogumo y6eautbcs B
TOM, 4TO ucnbITaTensHble NPUBopLI, a Takke NpMbopbI, BXOAsILUME B COCTaB CTepunusaTopa, permcTpypyoT npouecc.
CneayeT Takke ybeguTbCsl B HOpMarbHOW percrpauum Ans nocriefyloueil oueHkM napameTpoB, 06ycnoBneHHbIX
B 6.1.1.5. [o okoHYaHUKM UMKNa nepeq pasrpy3kon NPOBEPSIOT U NOATBEPXKAAIOT, YTO BU3yanbHas UHAUKALMWA 3aBeplue-
HUs LuKna cpaborana.

A.3.4.1.5 OueHuBalOT NONy4YeHHbIE 3aNMCU HA COOTBETCTBUE TpebGoBaHMsAM K paboumM XxapakrepucTukam cornac-
HO 6.1.1.6.

A.3.4.2 UcnbiTaHve paBneHus (NOMHaA 3arpy3ka)

A.3.4.2.1 WUcnbiTaHne aaBneHnst C NosiHONW 3arpy3koi B OCHOBHOM NPOBOASIT AArsl AEMOHCTPaLIMK TOro, 4TO Tpebo-
BaHWs K AaBNEHUIO, YCTAHOBIIEHHbIE B 6.1.1.5, BLINOMHSAIOTCS B YCIOBUSIX NOMHOW 3arpy3ku ctepunusartopa. Bo sropyto
ouvepedpb 370 UCMbITAHUE AEMOHCTPUPYET, HTO CKOPOCTb USMEHEHUSA AABNEHUS B XO4€ BLINOMHEHNS LMKNa CTEPUNU3aumm
noaaepXMBaETCH B AMaNAa3oHe, He MO3BOMNSAIOLEM NOBPEAUTL 3arpy3Ky U €€ ynakoBKY.

MprumMedaHune—3IT0 UCNbITaAaHNE MOXKET ObiTb BbINONHEHO NGO Kak OTAENbHOE UCTbITAHWE C MOMNHOW 3arpy3-
KOW, NBO Kak MHTErpMpoBaHHas 4acTb UCMbITAHUS TEMNEPATYPbl, MO0 MUKPOBMONOIMYECKOTO UCTbITaHKs, NM6O ucnbiTa-
HUA CYLLKW, rAe NPUMEHUMO.

A.3.4.2.2 MogknioyatoT K kKaMepe cTepunmusaropa permctpaTop AaBneHusl, WCNoNb3yst KOHTPOINbHbIM COeaUHU-
Ternb, ONUcaHHbIM B 4.1.5.1.

A.3.4.2.3 PasmewwaloT B None3HOM NPOCTPAHCTBE KaMEpbl eAMHULIBI NOMHON 3arpy3ku cornacHo A.2.2, ncnonb3aysi
cMCTEMY pas3mMelleHns (NoAaEPXKKM) 3arpy3ku u cobniogas MHCTPYKUMK MO 3arpy3ke, yCTaHOBIEHHbIE U3roTOBUTENEM Ansi
MCMbITYEMOro cTepunusatopa [cm. 9. 2, nepeuncnenue a), 11)].

A.3.4.2.4 HemegneHHo 3anyckarloT MPOLECC cTepunusaumm, noanexawui ncneitaHumio. Heobxogumo ybeautbesi B
TOM, YTO MCMbITaTenbHble NPpUGOPLI, a Takke NpMbopkI, BXOAsAWMWE B COCTaB CTepuUnnsaTopa, permcrpypyioT npoLecc.
CrepyeT Takke y6eanTbCsl B HOpMAarbHOW pernctpauuv ans nocrneayoliei oueHku napameTpoB, 06ycnoBneHHbIX
B 6.1.1.5. Mo okoH4YaHUW LMKna nepeg pasrpy3kort HeobXo0aMMO NPOBEPUTL M NOATBEPAUTL, HTO BM3yarnbHas MHOUKaLMS
3aBepLIeHns uukna cpaboTana.

A.3.4.2.5 OueHnBaloT Nony4veHHble 3anucK Ha cooTBeTCTBME TpeBoBaHUsIM k pabounm xapakTepucTukam cornac-
HO 6.1.1.6.

A.3.5 UcnbiTanne gecopbumm

A.3.5.1 VcnbiTanue gecopbunmn NpPoBOgAT ANA AeMOHCTpauun cnocobHOCTU CTepunm3aTopa NoHMXaTbh KOHLEeH-
Tpauuio dhopmanbaeryaa B MEQULMHCKOM M34enuy nocne crepunmaanum 4o yPOoBHSI, YCTAHOBNEHHOIO B NpUnoXeHuu E.

MprvmeyaHune— 370 UCNbITaHNE MOXET BbiTb BLINOMHEHO NMGO Kak OTAENbHOE UCTbiTaHue ¢ HeGOMbLLION 3a-
rpy3KoK, MMBO KaK MHTErpUPOBaHHas YacTb UCNBITAHUA TeMMNepaTypsl, 4aBNEHWS, CYLUKW, NMMBO MUKPOBKMONOrM4ecKoro nc-
NbITaHWUs C HEOOMbLLOW 3arpy3kon, rae NpuMeHMMo. OgHako Npy BbINOMHEHUM €ro 0QHOBPEMEHHO C MUKPOBUONOrMYECKUM
MCMbITAHUEM YMCITO UCTONBb3YEMbIX YNAKOBOK (YCTPOWCTB A5 UCMBITAHUS NpoLuecca) AOIKHO ObiTb He MeHee O6Lwero Ync-
na VHAMKaTopOB, UCNOIb3yeMbIX Anst 060oMX UCNbITaHWIA. Buornormyeckue MHaUKaTopbl U MHAUKATOPBI AecopBLMM [OMKHbI
6bITb pasMeLLieHbl B OTAEMNbHbIX YNAKOBKaX BO M3bexaHne B3aMHOro BNUSIHUS Ha pesynbrathl UCMbITaHWUM.

A.3.5.2 Yucno nenonb3yembix UHOMKATOPOB 3aBWCUT OT €MKOCTW NonesHoro obbema. YnMeno nHaukaTopos aon-
XHO BbITb No3BonsowmM obecneunBaTb OUEHKY 3MEKTUBHOCTM Aecopbunmn, AOCTUIHYTOW BHYTPU CTepUnn3yemMon
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3arpysku. MMHumanesHoe noTpebHoe YnCno MHAMKaTOPOB ykasaHo B Tabnvue B.1 (npunoxenue B); TpeboBaHus K nHavka-
Topam ycTaHoeneHsl B C.5 (npunoxenne C).

A.3.5.3 lMomewarT Kaxabli MHAVKATOP BMECTe C yCTPOWCTBOM Ans ucnbiTaHusi npouecca [cm. C.6 (npunoxe-
Hve C)] B cTepunu3aLmMoHHbIN NakeT, COOTBETCTBYOLWMIA TpeboBaHnaM C.8 (npunoxeHue C). MNMakeTsl NOMELLAIOT BO BTO-
pvuHylo 06epTKy Ansi MonydeHus OBOWHOW 00epTKM W 3aKeuBalT BTOpUYHYl 06epTky. Elle oguH uHaukartop
HeobXx0aMMOo AepxaTb OTAENBHO OT 06EpHYTHIX. TakoW MHOVMKATOP MOXET ObiTb MCMONb30BaH Kak KOHTPONbHLIN (06pa3s-
LIOBbIV), M OH He JomkeH GbiTe MOABEPrHYT BO3AENCTBUIO LMKNA CTEPUNU3ALINN.

A.3.5.4 PaBHOMepHO pacnpefensioT MHAMKATOPbLI/YCTPOUCTBa AN KOHTPOMs mpouecca B ABOWHOW oGepTke B
nonesHom obbeme kamepbl CTEPUNM3aTopa U OKYMEHTUPYIOT CXEMY UX pacrpegenexus.

A.3.5.5 HemeaneHHo 3anyckaloT NPoLEeCce CTepunuaanmm, nognexawmi ucneitanmio. Mo okoH4aHun uvkna nepen
pasrpyskoi Heo6xo4MMO NPOBEPUTL U NOATBEPANTL, HYTO BU3yanbHasi MHAUKaUWA 3aBeplieHns uukna cpabortana.

A.3.5.6 PacnakoBbIBaloT MHAMKaTOPLI U 0bpabaTeiBaloT B COOTBETCTBMM C Npoueaypon, npueeaerHHon B D.1(npu-
noxexwve D).

A.3.5.7 OnpegenstoT cogepxaHve hopmanpaerniaa, BblpaxxeHHOe B MUKPOrpammax (MKr), Ansi Kaxaoro npoweg-
wero obpaboTky MHAMKaTOpa, a TakkKe Ans KOHTPONbHOroO (06pa3uoBOro) MHAMKaTOPa, NONb3yACh METOAUKOW, ONMCaH-
Hol B D.2 (npunoxexwe D). BelunTaoT 3Ha4eHne, NonyHeHHoe OT KOHTPONbHOro (06pa3uoBOro) MHANKaTOPa, U3 KaXKA0ro
3HaueHwus1, NONy4eHHOro 0T 06paboTaHHbIX MHAMKATOPOB. [MonyveHHbIe pe3ynbTaThl UCNONb3YIOT ANS BblYMCNEHUS cpea-
Hero 3HaveHus gns Bcex 06paboTaHHbIX MHAVKATOPOB U NPOBEPSIIOT 3TO cpeaHee 3HaueHWe Ha cooTBeTcTBue Tpeboea-
HusMm 6.2.

A.3.6 UcnbiTaHune cyllKn

A.3.6.1 VMcnbiTaHne cylwku NpoBOAAT ANSA AEMOHCTPauumn CnOocoBbHOCTM LMKNa CTEPUNN3aLmumn CHUXaTb OCTaToY-
HYI0 BNaXXHOCTb A0 YPOBHSI, MO3BONAIOLLErO NonyyaTte AOBONBHO CyXUE YNAKOBKU U HE OKa3blBalOLWEro MHOro, BPeAHOro
BNUsIHUSI Ha 06paboTaHHble uagenus.

MpwuMedaHn e — MenbiTaHne CyLKn AOMKHO GbITb BEINONHEHO KaK UHTENPUPOBaHHAs YacTb UCMLITAHUIA TEMNEe-
paTypbl Unn gaenenust ans HeGoNbLLOW U MONMHON 3arpy3Ku.

A.3.6.2 TpoBepsiloT CTEPUNN3OBAHHYIO 3arpy3Kky Ha cooTBeTcTBUE TpeboBaHuam 6.3.
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MpunoxeHne B
(obsazaTenbHoOe)

Knaccudukauusa ctepunmsaTopoB U MeToAbl UCNbITaHUIA

B.A O6wasa nHdopmaumnsa

Wcnbitanus, nepeuncnenHbie B Tabnuue B.1 u yctaHoBneHHbie B A.3 (npunoxeHue A), npegHasHayeHbl Ans
BbIMOSTHEHUS C KOHTPOSIbHLIMM 3arpy3kaMu B LeNsiX 4EMOHCTpaLMmU COOTBETCTBUA TpeBoBaHWAM k paboymm xapakrepumc-
TUKaM, YCTaHOBIEHHbIM HACTOSILLMM CTaHO4ApPTOM.

B.2 Twn ctepunusatopa

B.2.1 KoHuenuus «Tuna cTepunuaatopa» No3eornsieT AaTb onpeAeneHne TakMx U3MEeHEHUIN B KOHCTPYKUMK, Xapak-
Tep KoTopbix TpebyeT npoBeAeHUsi NOBTOPHbIX ucnbiTaHuin. Ecnv tun HTT®-cTepunuaaTtopa octaetca Tem xe, TO
HebonbluMe N3MEHEHUSI B KOHCTPYKUMM OTAEMNBHOIO CTepunuaaTopa He CHMTaloT OKasblBaloLWMMK BMSHNE Ha paboune
XapaKTePUCTUKK, U NOTOMY BbINOJTHEHUE NOBTOPHbIX UCNBITaHWIA He TpebyeTcs.

B.2.2 Mpu gemoHcTpauum Toro, 4to Tun HTM®d-cTepunmaatopa cooTBeTCTBYET TpeboBaHuam K paboqumnm xapakre-
pUCTUKaM, YCTaHOBMEHHbIM HacTOSsILLMM CTaHAAPTOM, CTepunu3aTtop, knaccuduumpyembli Kak 3TOT e Tun, AOSKeH
UMeTh:

a) TO e 4ncro ABepel B TOW xe KoHUrypaumm.

MpumedvaHue 1— Ecnubbino npogeMoOHCTPMPOBAHO, YTO st JAHHOIO pa3mepa n Tuna agesepm He o6Hapyxe-
Ha pa3HuLa BO BMUSIHUM Ha 3arpy3ky CTepunn3aTopa, PacrnonoXeHHyio Mexay ABEpbIo U 334Hel CTEHKON, TO CTepunNn3aro-
pbl C OOHOV UMK ABYMSI TaKUMW ABEPAMMW HE CHUTAIOT NPUHAANEXALMMU K PasHbIM TUNaM;

b) Bce nogknioveHnsi cpea K kKaMepe B TOW Xe opueHTauum.

MpumeyaHue 2— 3epKarnbHoe pacnonoXeHne NOAKNIOYEHUA NO CPABHEHWUIO C OPUIMHANBHLIM HE ABNAETCSH
NPU3HAKOM OPYroro Tuna;

C) TaKylo e CUCTEMY YNPaBIieHUsl C TEM e PacnonoXeHUeM BCeX AaTHUMKOBR (NO3NLMKN U OpUeHTaUus ).

MpumedaHue 3— B cnyyasx, Korga U3MEHEHUs B CUCTEME YNPABNEHUS HE OKa3bIBAIOT BMSHWUSA Ha Nocneao-
BaTeNIbHOCTb UCTONHEHNS MPOLECCa U HA OrpaHNYMBaIOWMeE 3HAYEHNS NAapaMeTPOB, HOBLIE UCMBITAHWUSA Ha COOTBETCTBUE
TMNy He TpebytoTcs.

MpunmevaHwue 4 —B cnyyasx, kKorga U3MEHEeHMA B CUCTEME YNPaBNEHWA He OKa3blBalOT BAUAHUA Ha Oewn-
CTBEHHOCTb LIMKIa CTEpUIM3aLmm, UCMbITaHWs B COOTBETCTBUM € A.3.3 (npunoxeHne A) AoNyCcKaeTcs He BbINONHATL B Xoae
HOBbIX UCMbITAHWIA HA COOTBETCTBUE TUMY;

d) Takol xe LMK CTepunusauum, B TOM YUCne Te Xe napameTpbl LuKna.

B.2.3 Ecnu Bce npoune xapakTepuUCTUKU KOHCTPYKUMK OCTaloTcsa 6e3 usMeHEeHWin, TO NepeYnCNeHHbIE HUXe U3me-
HEHUA HE COCTaBNAOT OCHOBbLI ANd HOBOIo Tuna.

a) BblCOTa Kamepbl CTepunm3aropa Haj ypoBHEM Mona;

b) pasHuua B pasamepax kamepbl cTepunusaTtopa, He npesbiwawas = 10 % pasmeposB kamepbl CPaBHUBAEMOrO
TMNa cTepunn3aTopa;

C) yBernuueHWe BpEMEHU yaepxaHus LUKna cTepmnnaaumm.

MpumMmeyvaHne 1—Vcnonb3oBaHre CTEPUNNIYIOWErO areHTa B TeYEHNe YBeNMYEHHOIo nepuoga BpeMeHu Mo-
XKET NOBMUSITb HA CMOCOBGHOCTL CTepunnaaropa k gecopbumm. B Takmx cnyyasx cnegyeTt NoBTOPUTE UCTIbITAHUE AecopOuum,
onncaHHoe B A.3.5 (npunoxeHue A);

d) yBenuueHue NpopomknTenbLHOCTH haskl gecopbumu;

e) noboe M3MEHeHWe KOHCTPYKLUM UM MecTa NPou3BodcTBa 06opyaoBaHusi NPy yCroBUKM, YTO UMEETCH AOKY-
MEHTUPOBAHHOE AOKa3aTenbCTBO, NOATBEPXAaloWee OTCYTCTBME HeBnaronpusiTHOro BO3AencTeMsA Ha paboune xapak-
TEPUCTUKM CTEPUNN3ATOPA, HAPYLWAKOLWEero COOTBETCTBME HACTOSAWEMY CTaHOAPTY.

MpumMmeyvyaHwne 2—[JokyMEHTVPOBaHNE N3MEHEHWUI B KOHCTPYKUmMM cMm. EH NCO 13485:2000, nyHkT 4.3.6.
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B.3 UcnbitaHmsa

B.3.1 O6wwme cBegeHus

Mepea HauanoM UCNONbL3OBaHWS CTepunn3aTopa HeobXxoaMMO BbINOMHEHUE UCMbITAHWIA C LIeNblo NOATBEpaUTb
ero cooTBeTcTBME TpeboBaHUAM K paGounM XapakTepucTukam, NpuBedeHHbIM B HacTosWwem ctaHgapre. [Nonoxurens-
Hble pe3yrnbTaTbl BCeX UCMbITAHWMA, NepeyncreHHbix B Tabnnue B.1, 4omkHbI NPoAEMOHCTPUPOBaTL 3TO COOTBETCTBUE.

Ucnbitanus, ycTaHoBNeHHbIe B Tabnvue B.1, MoryT 6biTb 4ONONHEHWEM K Banuaaumu U peksanudukauumn (pear-

TecTauum).

Ecnun B xoae ncnbiTaHni NpoBepsiioT perynypoBKU CTepUn3aTopa Takoro poga, Yto B pesynbtarte 6ydeH cosgaH
HOBbLI TUMN CTEPUNIM3aTopa B COOTBETCTBUM C B.2, nocneaoBaTenbHOCTb UCMbITAHWIA OMKHA ObITh NOBTOPEHa.

Mepen BbiNONHEHWeM NOHBOro M3 UCNbITAHUIA JOMXKHBI BbITE NPOBEPEHbl TOYHOCTb U PErynMpoBKa yCTPONCTB ANA
M3MepeHUst TEMNEPaTypbl U AABIEHNS, a TakKe NPOBEPEeHO NX COOTBETCTBME TpeboBaHUAM HACTOALLEro cTaHaapTa.

MpwmeyaH ne— BoBpems npoBedeHNs NCTbITAHUA HEOBX0AVMMO yUNTbIBaTE TPeOOBaHMS OXpaHbl OKpYXato-
wei cpeabl. MNnaHnpoBaHne 1 BbINONTHEHE UCMBITaHWI B NTOMMYECKO NocneaoBaTeIbHOCTU NOMOraeT YMEHbLIUTL PUCK
HexenaTtenbHbIX NOBTOPEHWI UCMbITAHWIA U3-32 HEOBXOAMMOCTN BHECEHUS TEXHUYECKNX M3MEHEHNI B KOHCTPYKLMIO CTe-
pVnn3aTopa Ha 3aKkIioYNTENbHON CTaaun NeribiTaHui, MpakTuka NokasbiBaeT, YTo GONbLUMHCTBO PErynUMpoBOK U N3MeHe-
HWUI NPOBEPSIOT Ha cTagun OU3NYECKMX UCTbITaHWI. JTornyeckas nocrneaoBaTenbHOCTb UCTbITAHWIA, NEPEYNCIEHHbIX B
NPUNOXeHUn A, MOXeT OblTb HUKEYKa3aHHOW:

1) uCnbITaHWe NpeaBRapuTENbHOIO HarpeBsa;

) ucnbITaHWe gaeneHns ¢ HebonbLLIOW 3arpy3kon;

) TepMOMeTpUYecKre NCTbITaHUsI ¢ HeBOMbLLOW 3arpy3kon, BKIIOYas UCMbITaHUE CYLLKW;
) UCMblTaHWe JaBleHVs C NOIHOW 3arpy3Kon;

5) TepMOMeTpUYEeCcKUe UCNBITaHWs! C MOMHON 3arpy3Kon, BKIOYast UCMbITAHWNE CYLLIKK;

) MUKpOBMOMorMyeckoe ucnbiTaHme;

) ucnbITaHwe gecopbuun.

B.3.2 UcnbiTaHne Ha cooTBETCTBME TUNY

McnbiTaHue Ha COOTBETCTBME TUIMY NPOBOANAT ANA AEMOHCTPaLuMu COOTBETCTBUA paboUumnx XapakTepuCcTUK Kaxaoro
TUNa CTePMNN3ATOpa yCTaHOBNEHHBIM Nepes ero BbiMyCKOM Ha PLIHOK. MicnbiTaHus B nocnegoeaTenbHoOCcTH no A.3 (npu-
noxexne A) MOryT Cry>XnTb UCNbITAHUAIMW HA COOTBETCTBME TUNY ¢ cobniogeHnem TpeGoBaHuiA HAaCTOALWEro cTanaapTa,
€CINK MX BbIMOMNHAIOT ANA KAXA0ro Tuna cTepunmMaartopa, kak 3To yctaHoBneHo B Tabnuue B.1.

B.3.3 3aBoackue ncnbiTaHuA

3aBofCKMe UCMbITAHUA OOSMKHbI AEMOHCTPUPOBATL COOTBETCTBUE KaXKAOro crepunusatopa TpeboBaHusiM K
pabounm xapakrepuctukam gnsa gaHHoro tuna. Ucnoitanusi, nepeqncnerHole B Tabnuue B.1 n onpegenenHbie B A.3
(npunoxeHue A), SIBNAOTCA KOHTPONbHBIMW UCMLITAHMSMKY, NPeAHA3Ha4YeHHbIMKY NS AEeMOHCTPaUun COOTBETCTBUSA Tpe-
60BaHUAM K pabounM XapakTepucTuKam, YCTAHOBIIEHHBIM HACTOALWMUM CTaHAAPTOM.

B.3.4 Attectauma moHTaxa (I1Q)

TpeboBanua 1 pekoMeHAauun no aTrectaunm moHTaxa, npueegeHHsle B EH UCO 14937, He sensatoTcs obs3a-
TEeNbHOWM YacTbio HACTOSILLEro cTaHgapTa. B oTHoweHuK cTepunnaaTopoB, Nognexalumx atrectauuy MoHTaxa v noana-
Aalowmx nod OecTBUe HACTOSIWLEro cTaHaapTa, AOMKHO BbiTb MOATBEPKAEHO, YTO:

a) UX MapKMpPOBKWU M STUKETKM COOTBETCTBYIOT TpeboBaHusam pasgena §;

b) ux gokymeHTauus cooTBeTCTBYeT TpeboBaHusaM pasgena 9;

C) npegoxpaHuTernbHble CUCTEMbI U YCTPOWCTBA COOTBETCTBYIOT TpeboBanusam 4.2.4.1;

d) napameTpbl NUTaOWMWX Cpel HAXoAaTCsl B Mpejernax Avana3oHOB, YCTAHOBMNEHHbLIX AMNS cTepunusaropa
[(cm. 9.1, nepeuncnenuns b), c), a tarke pasgen 10];

€) OTCYTCTBYIOT YTEYKM, a TAKKE UHbIE HEMPedyCMOTPEHHbIE U3NyYeHNUs N BbiGpochl;

f) npoBepkamy He OGHAPYXEHO HANUUUsI 3NEKTPOMAarHMTHLIX NOMEX OT CTepunu3aTopa, BO3AEUCTBYIOWMX Ha
pa6oTy okpyxaiowero 060pyaoBaHusl, U CBUAETENLCTB 3NEeKTPOMarHUTHbIX NOMEX OT OKpyXKaloL,ero o6opynosaHus, Bos-
AencTBylowmx Ha paboTy ctepunusatopa (cm. 4.2.4.2);

g) YCTaHOBMEHHblE HA CTEPUNU3ATOPe LUKIbl CTEpUNU3auuM COOTBeTCTBYlOT TpeboBaHuAM nonb3oBaTens
[cm. 9.2, nepeuncnenne a)l.

B.3.5 Atrectauus dyHkunonnpoBaHusa (0OQ)

TpebGoBaHus 1 pekoMeHZauum No aTTecTaumm HyHKLMOHMPOBaHWs, NpuBedeHHble B EH MCO 14937, He siBnstoTCA
o6s3aTenbHOlM YacTbIo HACTOSALWEro cTaHgapTa. B oTHOWeEHUN cTepunu3aTopoB, nognexalmx arrecraumm QyHKUNOHU-
pOBaHUS 1 NoANagaloLmMX Noa AeCTBME HACTOSAWEro CTaHAapTa, PEKOMEeHAYETCs NPOBECTH CEPUI0 UCTIbITAHUIA, ONMCaH-
HbIX B A.3 (npunoxenune A), kak ykasaHo B Tabnuue B.1.
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Tab6nwnuya B.1— Ceogka nporpaMmmbl UCTbITAHWN

MuHumansHoe uncno MHOWKATOPOB, BKIHOYasA

Yueno neneitaHun

n%%i-:'l;"’l VHAUKATOPbI MO3UTUBHOTO KOHTPOSIS MUHUMASTBHOS YUCNO Joneranis Sam0mGMe
(obpasuoBbie) TOYEK U3MEPEHUS BoA
cTepunu- COOTBETCTBUE THMY UCnbITaHUsA
TemMnepartypbl
sartopa, N
HebonbLas sarpyska MonHas 3arpyska me| ¢ | p®|de|dr | m2| t°|p?|de?|dr
MeHee 60 7(m) + 5(de) OaviH nHaukaTop 4 3133|183 [3|1(1]1]1]1
Ha OJHy eauHuuy
Ot 60 go 11(m) + 7(de) NONHOW 3arpy3ku 6 3313133111 ]1]1
100
Bonee 100 OavH  pononHu- Oee pgonomnm-{ 3 |3 |3 (3|3 |1 [1[1]1]1
TenbHbLIN  MHAMKA- TenbHbIE TOYKU U3-
TOp Ha Kaxable Ao- MepeHns Temnepa-
NonHUTEnbHbIe Typbl HA KaXAble Jo-
100 n o6bema (M u NOMHUTENbHbIE
de) 100 n obbema

m — MUKPOGKONornuyeckne NCrbITaHus;
t — TepmomeTpUYECcKMe UCMbITaHNS;

p — VCNbITaHUs JaBneHns;

de — vcnbiTaHusa gecopbumm;

dr — ncnbITaHWA CYLLKW.

a Ons cTepunua3aTopoB CepMVIHOFO npou3BoACTBa HE ABNAETCA CYyLWEeCTBeHHbIM NPU 3aBOCKUX UCNbITAHUAX.

b lns cTepnnn3aTopoB CepUtHOro NPOU3BOACTBA SBMSAETCS BAXHLIM KaK NPY 3aBOACKUX UCTILITAHNAX, TaK U NPW
aTTectaumm yHKUMOHMpoBaHus (OQ).

¢ MenbiTaHWA JOMKHbI GbiTh BBINMOMHEHbI KAk C HEGONbLWOW, TaK U ¢ NONHON 3arpy3KON.
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MpunoxeHne C
(obsa3aTenbHoe)

UcnebiTaTtensHoe o6opyaoBaHue

C.1 Mpwnbopbl AnA n3MepeHUsa faBneHus

C.1.1 Ons npoBepky NpuBOpOoB, CRyxXalmx Ans MHANKaLUU U pErMcTpaumm gaBneHuns, 4OMKHb! B6biTb NPUMEHEHbI
ucnbiTaTenbHble (KOHTPOIbHbIE) NPUBOPLI ANs N3MEpPeHnsa gaBrneHus.

HormxHbl 6bITb NPYMeHeHb 6apoMeTPUYECKM CKOMMEHCUPOBAHHbLIE CUCTEMBI.

C.1.2 lWkana ncnelTatensHoro npubopa ans naMmepeHust A4aBneHust AOMKHa OXBaTbIBaTb N0 MEHbLUER Mepe ana-
nasoH u3MepeHusi NpoBepsiemMoro npnbopa. MakcumanbHo AoNyCTUMas NOrPeLHOCTE UCMbITAaTENBHOro Npubopa gonKHa
6biTb B 2 pa3a MeHblUe MakCuManbHO A4ONYCTUMON MOrpewwHOCTY NPOBEPSIEMOro npméopa.

C.1.3 AcnbitaTenbHbilt npubop ANsi M3amepeHust OaBMNeHusl JOMKeH UMeTb AeNCTBUTENbHOE CBUAETENbCTBO O
noBepke.

C.1.4 KannbpoBka ucnbiTatensHoro npubopa Ansa namepeHus AaBneHnst 4omKHa 6biTb BINOMHEHA C UCMOIb30-
BaHveM paboyero nnu obpa3LoBoro atanoHa, NPoCneXMBaeMoro 4o HauMoOHaNbLHOrO UMM NEPBUYHOTO 3TanoHa.

C.1.5 WenbiTaTeneHbivi NpMGop Ansi n3amMepeHns 4aBNeHWs JOIKeH ObiTb KanMGpoBaH B COOTBETCTBUM C UHCTPYK-
LMSIMM €70 U3roTOBMTEN S,

C.2 [aTuyvkn TemnepaTypbl

C.2.1 Oatumku TemnepaTtypbl 4OMKHbLI ObITb TGO NNATUHOBbLIMU PE3UCTUBHBIMY AATUMKAMU, COOTBETCTBYHOLWMMM
TpeboBaHmsAM K knaccy A cornacHo EH 60751, nn6o Tepmonapamu, COOTBETCTBYIOWMMMK TpeboBaHMAM K knaccy 1
cornacHo EH 60584-2.

C.2.2 Haubonblwmnii guaMmeTp gaTuMkoB TeMNepaTypbl, MCMNONb3yeMbIX B KaMepe CTEpUNMN3aTopa, He AOMMKEH Npe-
BblWaTth 1,0 MM NpU M3MEpPEHUM NOBEPX BTOPUHYHON U3ONSILMN COeAMHUTENbHbIX NPOBOAOBE.

C.2.3 BHelHve ycrnoBus, BO3AENCTBYIOWME HA AaTUYMKM TEMMNepaTypel (4aBneHue, CTepUnu3yloLMIA areHT, nap
UNu BakyyMm), He JONXHbI BNUATE Ha UX paboune XapakTeprucTUKK.

C.2.4 KannbpoBka gaTtumkoB TeMnepaTypbl AOMKHa GbiTb BEINOMHEHA C UCMONb30BaHUeM paboyero unu obpasuo-
BOMO 3TanoHa, NpoCnexXwBaemoro 40 HaUWOHaNbLHOro UK NepPBUYHONO 3TanoHa.

C.3 Mpwnb6op ana perncTpaumm TemnepaTypbl

C.3.1 Tpubop ans pernctpauum TemnepaTtypbl 4OKeH BbiTb cNocobeH 3anuckiBaTb TEMNEPATYPY, KAK MUHUMYM,
OT Yncna gaTyukoB, NpusedeHHoro B Tabnuue B.1. Kananbl MoryT 6biTe MynbTUMNEKCUPOBAHHBIMW NN HE3ABUCUM bIMU
apyr oT gpyra. YactoTa BbIGOpKM 4Ns1 KaXoro kKaHana gomkHa COCTaBnATh 2 C UM MeHee.

C.3.2 lWkana aHanorosoro npubopa ans pernctpauum TeMnepaTtypsl 4OMMKHA OXBaTbiBaTh AUaNa3oH Temnepartyp
oT1 0 °C go 100 °C. MmHumaneHas ueHa aeneHus wkansl He AomkHa npesblwaTh 1 K, a ckopocTe npoTshkku 6ymaru gon-
*Ha 6bITb He MeHee 10 Mm/MUH. AinuHa wkanbl gonmkHa GbITe 4OCTATOYHOW Ans o6ecrnevueHns paspeluatowen cnocobHoc-
™ He xyxe 0,5 K.

MpunmeyaHune—[nsa gOCTUXKEHNA YKA3aHHbIX BbIWE XaPaAKTEPUCTUK MOXKET NOHAA0OMTLCA PYHKUMS «yBEnu-
YeHuey, T. €. U3MEHeHne macwTaba Wwkano.

C.3.3 Uudpoeeie npubopsl gna permctpaummn Temnepartypbl 4OSDKHbI PEMMCTPUPOBATL U 3aMUCLIBaTh AaHHBIE C NPU-
pawennem (ueHon genenus) He 6onee 0,1 K, nx wkana gonmkHa oxeaTeiBaTh guana3soH Temnepatyp ot 0 °C go 100 °C.

C.3.4 MakcumaneHo gonyctumele norpewHoct mexay 10 °C v 100 °C He gonxkHbl npeBbiwate 0,25 K npu name-
peHnmn B yCOBUSIX KOMHaTHON Temneparypsl [(20 + 3) °C].

Mocne BuINONHEHUs PperynupoBoK TeMNepaTypa, usmepaeMas BCEMM AaTuMKkaMu TeMrnepaTypbl, He AOMKHA pasnu-
yaTtbes 6onee yem Ha 0,2 K npu norpy>keHnn aaTHMKoB B UCTOYHUK TeNra ¢ TeMNepaTypor B Npeaenax gvanasoHa Temne-
patyp cTrepunu3auun. MHgukaTop TeMnepaTtypbl UCTOMHUKA Tenna AOMKeH UMETb HEONPEAENEHHOCTb M3MEePEHUs MeHee
yem = 0,1 K npu nsmepsaemon remneparype.

C.3.5 Kanubpoeka ucnbitatensHoro npubopa ans perucrpauum Temnepatypbl AoOMKHa ObiTb BbINONHEHA C
ncrnonb3oBaHueM pabouvero unu o6pasuoBoro aTanoHa, NPOCNEeXMBaeMOoro A0 HaLMOHANBHOIO UMK NePBUHHOIO 3TaroHa.

C.3.6 lMpubop gnsa permctpaunmn TemnepaTtypbl GOIDKEH UMETb AENCTBUTEIBHOE CBUAETENBCTBO O NOBEPKE.

C.3.7 Mpubop ana peructpauumn TemnepaTtypsl 4OmkeH 6biTb KanMbpoBaH B COOTBETCTBUM C UHCTPYKLMEN €ro
n3rotoBuTensi; kKanubpoeka gomkHa ObITe NpoBEAEHa U NO TemNepaTypam, BXOASALWMM B AUanasoH TeMnepaTtyp cTepunu-
3aumu.

C.4 Mpubop ana perncTpaunn gaBneHnn

C.4.1 Mpubop ansa permcrpaumm gaeneHnsa moxeT GblTb MHTErPUMPOBaH B Npubop Ans permctpauumn temnepartyphbl
KaK [IoNonHUTeNbHbIN KaHarn, kKanmbpoBaHHbIM NO gaBneHuto. Yactota BbIGOpKM ANs KaxA0ro KaHana gonxHa oeims 1 ¢
unu meHee. [ina nHTepnpeTaumm pe3ynbTaToB 4OMKHbI GbITb UCNONB30OBaHbLI BCE MONMYYEHHbIE AaHHbIE,
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C.4.2 Wkana ananoroebix Npubopos Ans permctTpauum AaBneHus 4onxHa oxpaTeiBaTh Anana3soH ot 0 go 100 kMa
abcontoTHoro aaenenus (ot 0 go 1 6ap). MMHMManbHas LeHa geneHuns Wwkansl He AoMkHa nNpeBbiwaTs 2 klMa (0,02 6ap),
a CKOPOCTb NPOTAXKKM Bymarn gonxHa 6eiTb He MeHee 10 MM/MMH. [inMHa wkanbl AomkHa ObITe gocTaTouHOW Ans o6ec-
neyeHus paspelwatowen cnocobHocTn He xyxe 1 klMa (0,01 6ap).

MpumedaHune—[Ona 4OCTUKEHNNA YKA3aHHbIX BbilLEe XapakTEPUCTUK MOXET MOHAA00UTLES YHKUNS «yBenu-
YeHuey, T. e. UaMeHeHne MaclTaba wkanel.

C.4.3 Unopoebie npubopel Ans pernctpaunmn aaBneHnst JOMKHbI permcTpupoBaTh U 3anucbiBaTh gaHHbIE C NPU-
paweHrnem He Gonee 0,1 klMa, ux Wkana gonxkHa oxeaTtbiBaTh AManasoH gaesnexHun ot 0 no 1 6ap abcontoTHOro AaBnNeHns
(o1 0 go 100 klMa).

C.4.4 O6wwuii Nnpeden norpewHoOCTU Mexay 3HadeHusimm 4 n 100 klMa abcontoTHoro aaenenus (ot 0,04 go 1 6ap)
ANA MHAWKATOPa Y N3MEPUTENbHON CUCTeMbl He AomnmxkeH npeebiware 0,3 kMa (3 m6ap) npu namepennn B ycrnoeusix KOM-
HaTHoln Temnepatypsl [(20 + 3) °C].

C.4.5 CobcTBeHHan YacToTa gatyuka v NnpucoeguHeHHOM K Hemy TpyBku He gonxHa 6biTe meHee 10 My, a nocTo-
sHHas BpemeHu (oT 0 % A0 63 %) ans Bo3pacTawLero AaeneHns omkHa 6uiTe He Gonee 0,04 c.

C.4.6 Tpubop ans pernctpauum AaBneHns 4OMKeH MMeTb AeNCTBUTENbHOE CBMAETENBCTBO O NOBEPKE.

C.4.7 KanunbpoBka gonxHa GbiTb BbINONHEHA C UCMNONb3oBaHneM paboyvero nnu o6pasuoBoro 3tanoHa, npocrne-
XMBAEMOro 40 HauMOHAaNbHOIO UMK NepPBNYHOIO 3TaroHa.

C.4.8 Tpubop ans permcTpaumm gaenexus, 6ygy4m COegUHEHHbIM C YyBCTBUTENbHBIM K 4ABNEHUIO 3N1EMEHTOM,
JornxeH OblTe KanMBpoBaH B COOTBETCTBUM C MHCTPYKLMSIMU €r0 3rOTOBUTENSA, BKNIOYas B AMana3oH KanmbpoBku AaBrie-
HYA, BXOZsiLME B AManasoH AaBneHui cTepunusaumun. HeonpeaeneHHOCTb M3MePeHUs NpU JaBNeHUN CTEpUNU3aumm
JornxHa 6biTe MeHee + 0,2 klMa (0,002 6ap).

C.5 UnpukaTtop ansa npoBepku addekTMBHOCTN Aecopbuum

HomxHa 6bITb MCNONb30OBaHa CTaHAapTU3oBaHHas punbTpoBansHan Gymara, cooTBeTcTRyOWasa TpeboBaHusM,
npvBegeHHbIM B Tabnuue C.1, anameTpom He meHee 70 Mm.

MpwnmedyaHune— YkasaHnss OTHOCUTENBHO OKpYXalowen cpeasl — B cooteBeTcTBuUM ¢ D.2.1 (npunoxexune D).

Tab6nwuya C.1 — Cneundukaums dvnbTpoBansHoM Bymaru, ucnonb3yemon Ans nposepky apdekTuBHOCTH Aecopbuum

XapakrepucTtuka CcebinouHbii ctaHaapt | Equiuua namepenns 3HaveHue
YaenbHbili Bec EH WCO 536 r/m? 90+3
TonwwuHa EH 20534 MM 0,2 + 0,04
MnoTHOCTB — kr/m® 450 (HoMuHanbHOe 3HaveHue)?
CkopocTb unbTpaumm (HavanbHas) — c 11+£2
KanunnspHoe nogHsitue (Klemm) NCO 8787 Mm/10 MUH 110
KoathduumeHT cyxoro pactsbkennss MD/CD MCO 3781 H-m/r 25/14
KoabduumeHT paspbiBa NCO 2758 Ka - m¥r 1,0
3onbHOCTb NCO 1762 % < 0,01

8 UacTHoe OT geneHus 3Ha4YeHns yaernbHOro Beca Ha 3HauYeHUe TOMLMHbI.

C.6 YcTpoMcTBO ANA MCNbITAaHWA Npouecca

YCTPOWCTBO ANst UCMbITAHWS NPoLEecca AOMKHO:

- OblTb HEMETanNMUYeCcKUM;

- ero KOHCTPYKUMS AOIHKHA UCKITIOHaTh NPOHUKaHUE CTEPUITU3YIOLLLETO areHTa BHYTPb YCTPOWCTBA Yepes ero CTEHKMU;
- yaoeneTBopATb TpeboBaHmam EH 867-5.

C.7 Bvonorn4eckne NHANMKaATOPbI U CNCTEMbI
Buonornyeckme MHANKaTOPbI U CUCTEMBI AOMKHBI COOTBETCTBOBaTb TpeboBaHmsim EH UCO 11138-5.

MpumedyaHune—MoryT 6bITb UCNONL30BaHLI APYIME UHAMKATOPHLIE CUCTEMbI (HANPUMEP, ABTOHOMHbIE U30-
NMpoBaHHblEe BUONOTMHECKME MHAMKATOPLI), COOTBETCTBYIOWMe TpeboBaHusiv EH MCO 11138-5. Ecnu B Takyio cucremy
BXOOUT YCTPOMCTBO ANSA UCTbITAHUS NPOLIECCa, K Hel NpUMeHnMbl Takke u Tpebosanusi EH 867-5.

C.8 CrepnnunsaumoHHas obeprtka

CrepunusaumoHHas obepTtka A0rmKHa cooTBETCTBOBaTb TpeboBaHuam EH 868-5.
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MpunoxeHne D
(obszaTenbHOe)

OnpeaeneHune octatouyHoro hopmanbaervaa B UHAMKaTope us punbTpoBanbHon Gymaru

D.1 Mpoueaypa noaroToBkn nHgukKaTopa

Mocne nosABneHNs nHaVKauum 3aBepeHns umkna o6paboTaHHbIl B cTepunuaaTope nHaukaTop u3 unbTposans-
HoW Gymaru gonxeH 6biTb B TEHEHWE 5 MUH NOMELLEH B SKCTParupyiowuin peareHT B cooTBeTcTBUM ¢ D.2.2 unu nnotHo
32aBEPHYT B anNiOMUHUEBYIO hONLry A4na Nocneaylolein SKCTpakuum B TedeHmne 24 u.

D.2 Axanuns cogepxauna opmanbgernaa B vHankKaTope u3 ounbTpoBanLHON Gymaru

D.2.1 O6opynoBaHvne

McnoneayloT cnegyowee o6opyaoBaHue:

a) peareHT XpOMOTPOMOBON KUCNOTbI:

PacteopatoT 1 r HaTpnesoi conn xpomotponoson kucnotbl (CqogHgNas0gS5 - 2 H,0) B 100 mn guctunnuposak-
How Boabl. [lo6asnsioT 450 mn 12,4 mons cepHoi kncnotel (HoSO4). PacTBop XpaHsT B TeMHOM MecTe. PacTBop rofieH K
paboTe B TeueHne 8 u;

b) cnektpodoTomeTp ¢ ANNHON BONHLI 560 HM;

¢) rmapokeng Hatpua NaOH 0,2 mons;

d) naboparopHas koHu4eckasn konba SpnexHmeriepa (250 mn) co CTEKISIHHON NPUTEPTON NPOGKOW;

e) BopasiHas 6aHs;

f) pacTtesop hopmanbaernaa c n3secTHoM koHUeHTpaumen mexay 34 % v 38 % (ucnonb3yioT Ans KanuGpPoBKK).

MpumevaHnune 1 — Cnocob ytunusauum NCnornb30BaHHbLIX XMMMKATOB U MHAMKATOPOB AoMKeH GbiTb onpefe-
TNeH U 3annaHypoBaH 3apaHee ¢ y4eTom TpeboBaHui HOPMATUBHbLIX JIOKYMEHTOB K OXpaHe OKpyXalowen cpeasbl.

MpumMmedaHne 2— Heobxoaumo cobnogeHre mep NPeaoCTOPOXHOCTU NpU paboTe ¢ XMMukaTamm, onacHbIMu
NS YernoBeka U OKpyKaloLwen cpegp.

D.2.2 3kcTparnpoBaHne n3 o6paboTaHHbLIX MHOWKATOPOB M Npoueaypa OUEeHKN

D.2.2.1 OkcTparvpytoT obpaboTaHHble B CTepunnaaTope MHAMKaTopsl M3 hunbTpoBansHon bymary pasgensHo B
50 mn 0,2 monst NaOH npw komHaTHOW TeMnepaType B Te4eHne MuHumym 8 4. cnonb3ayiot konbel SpneHmeriepa, 3akpbli-
Tble CTEeKNSIHHbIMM NPUTEPTLIMK Npobkamm.

D.2.2.2 MomewatoT 1,0 mn ynomsaHyToro Beiwe akcTpakra NaOH n 10,0 mn peareHTa XpomMOTPONOBOM KACNOTHI B
HebonbluMe CTeKNsHHbIE KONObI, 3aKpbIBAOT KONObLI CTEKMNAHHBIMK NPUTEPTEIMU Npobkamun. HarpesatoT konbbl B 3alum-
LWEeHHOW OT cBeTa BogsHoW HaHe npu TemnepaTtype 100 °C B TeveHue 45 MUH.

D.2.2.3 OxnaxgatoT konbbl B XONOAHOW BOAE, UCMONb3ys BoAsAHYI0 6aHio, 1 3aTem namepsiot abcopbumio pactTBo-
pa npu anvHe BonHbl 560 HM ¢ NoMoLWbio cnekTpodoToMeTpa. PaccunTeiBaOT OCTATOYHbIM popManbaerng ans Kaxaoro
MHAMKaTOpa B MMKpOrpammax (MKr) ¢ MOMOLLbIO guarpammel, NONy4eHHON Npy Kanmbpoeke, B cooTBeTCTBUM ¢ D.2.4.

D.2.3 3kcTparnpoBaHue 3 Heo6paboTaHHOro (KOHTPONLHOrO) MHOMKATOpPAa U Npoueaypa OLeHKN

D.2.3.1 OkcTparvpoBaHne NPOBOAAT M3 MHAUKaTOpa M3 dUnbTpoBanbHOM Bymaru, He NoagBeprHyToro hopmarbs-
AervaHov cTepunuaauum, ans Nony4eHns CpaBHUTENBHOMO 3Ha4eHNsl OCTaTKOB B HeoBpaboTaHHOM KOHTPONBHOM UHAU-
Katope. SKCTparMpoBaHne 1 OLEHKY KOHTPOIIbHOIO MHOAMKATOPA BhINOIHAT B cooTBeTCTBMM ¢ D.2.2.

D.2.3.2 TMpwu okoH4aTenbHOW OLEHKe pe3ynbTaToB UCMbITaHnA Aecopbumnm 3Ha4YeHre ocTaTkoB B He0BpaboTaHHOM
KOHTPOSIbHOM MHAWKaTOPE BbIMUTAIOT U3 3HA4EHWIM, MONyYeHHbIX ANst Kaxaoro o6paboTaHHoro nHaukaropa.

D.2.4 Kanu6poBka

D.2.4.1 MpwnHumn

Mpoueaypy KanubpoBKYM UCMOMB3YIOT ANst NOMYYeHUs1 AnarpaMmbl, NTO3BONSIOWEN Npeobpa3oBaTe NOKA3aHUs Crek-
TpodhoTOMETPa HENOCPEACTBEHHO B KONMYECTBO hopmanbaerniia, BolpaxxeHHOe B MUKporpammax (MKr) Ha UHAMKaTop.

OcHoBY ANs KanMOPOBKM COCTaBNAET pacTBOp hopManbaernaa ¢ U3BeCTHOM KOHLEHTpaLumen. OTOT pacTBOp pas-
GaBnsOT B pa3nuYHbIX COOTHOLWEHMAX ANs nony4eHns obpa3LoB ¢ MEeHbLEN KOHUEeHTpaLmel, KOTOpYo onpeaensiioT ¢
6onbLWOM TOYHOCTLIO. MNocne BeiNoNHEHUs npoueaypbl kanubpoeku cornacHo D.2.4.2 cocTaBnsioT guarpamMmmy, rno 0gHoN
OCU KOTOPOW OTKNaAbIBaloT KONMYECTBO MUKPOrpaMMoB doopManbaeniaa Ha UHaUKaTop Kak OyHKUMI0 3HaueHns abcopb-
LUK, NONYYEHHYIO N3 NMOKa3aHUM cnekTpodoTomeTpa. 3Ty AMarpaMmMy NCMonb3yT A1 onpeaeneHus konnyecTea popm-
anbgervga, Kotopoe nubo cUnTbIBaKT HEMOCPEACTBEHHO, NGO pacCUMTLIBAOT C MOMOLLbIO HaKMOHHOW MPAMOM Ha
rpacuke.

D.2.4.2 MNMpoueaypa

D.2.4.2.1 MoAaroTOBMSAIOT CEPUIO U3 LWeCTU 0Bpa3LOB C pasnuyHON KOHLeHTpaumein hopManbaernaa cnegyowmm
obpasom:
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a) pasBogaT 1,0 MmN KOHUEHTPUPOBAHHOIO pacTeopa dopmanbaemaa e 1000 mn Boabl.

MpumeyaHue—Pacteop dhopmanbgermga koHueHTpauuen n % dopmanbgervga cogepxut n/100 kr/n =
=10-nr/n=10-n mr/mn. KoHUEHTpUpOBaHHLIM pacTeop hopMmanbgernaa cogepxut ot 34 % go 38 % cdopmanbaernga,
pacTBop, pa3BegeHHbIN 4o cooTHowenus 1:1000, 6ynet coaepxarb ot 340 ao 380 Mkr/mn, a, HAaNPUMep, PacTBOP KOHUEH-
Tpaumen 36,41 % Gynet copgepxartb 364,1 mMkr/m;

b) ucnonb3ays paseegeHHbIN pacTBOp, NOATOTOBNSIOT OCTasbHblE 06pa3Lbl C COOTHOWEHUAMU KOHLEeHTpauun 1:2,
1:4, 1:8 n 1:16 gnA nony4YeHns 3Ha4YeHNN C OCTAaTOYHBIM AMANA30HOM N3MEPEHUN;

c) oTbupaioT no 1 Mn oT kaxgoro ob6pasua paznuyHon koHueHTpauum (1) n gobaensiot no 49,0 mn 0,2 mona NaOH
(2);

d) noaroToBnsIOT KOHTPONLHLIN 06pa3seu, Ao6asue 1,0 MN AMCTUNNMPOBaHHON BOAb! (NPpeACTaBUTENb KOHLEHTPa-
umm 0 mkr/mn) k 49,0 mn 0,2 mona NaOH.

D.2.4.2.2 [ina poctwxkeHnsa 6onbluer HaAEXHOCTU U3MEPEHNS MOBTOPSAIOT aTansl oT a) Ao d) no D.2.4.2.1, anA
nony4YeHnsi AByxX napannerbHbiX cepui 06pa3LoB paBHOW KOHLEeHTpaumn.

D.2.4.2.3 [Oob6aensioT no 1 Mn OT KaX[oro BeiWeynomaHyToro obpasua v no 10,0 Mn peareHTa XpoMOTPONOBOW
KUCNOTbI B HEHOombLUME CTEKNMsIHHbIE KONBbI, 3aKpbIThie CTEKMAHHBIMU NpUTEpTbIMK NpoGkamu. HarpeeatoT konGbl B 3alm-
WeHHOW oT cBeTa BoasHoW 6aHe npu Temnepartype 100 °C B TeueHue 45 MuH, 3aTeM oxnaxaaloT Konbbl, NCNONb3ysA
BOAsIHYO BaH1o.

Takum obpasom nonyvaioT Asa Habopa kanubpoBaHHbIX 06pa3LoB ANA CNeKTPodhOTOMETPUYECKOro aHanuaa,
npegctaensawowmx 0; n-10; n-10/2; n-10/4; n - 10/8 n n - 10/16 mkr popmanvaervga, pacteopeHHoro B 50,0 mn pacreopa.

D.2.4.2.4 CocraBnsioT gunarpaMmMy, Ha KOTOpOM OHA OCb NpeAcTaBnsieT NoKaszaHua cnekTpodoTomMeTpa, a BTO-
pas — Konu4ecTBO MUKporpammoB dopmansaeraa B 50 mn pactesopa.

D.2.4.2.5 WN3mepsioT cnekTpodoTomeTpom abcopbumio kaxaoro us wectn o6pasuos u3 AByx HabopoeB Npu AnuHe
BOSHbI 560 HM. Monb3yack NONy4YeHHbIMU NPY U3MEPEHUN 3HAUEHUSIMU U X U3BECTHLIM COOTHOLLEHUEM C COAepPXaHNeM
thopmanegernga B 50 mn pacteopa, NPOBOAAT Ha Avarpamme ABe NpsiMbie NMHUW COrNacHO MeToAY HauMeHbLUUX KBaa-
paToB (NMHelHasi perpeccus).

MpunmeyaHwue— MeTog HaMMEHbLLMX KBAAPATOB UMK NIMHENHON perpeccun aensaeTcsa obWwenpuHATLIM MaTe-
MaTn4eCKMM MeTOAOM, UCNOMNb3yeMblM AN MUHUMW3aLMM CyMMbl OTKITOHEHWA MEXAY BCTaBNEHHBIMU (LWECTbI0) 3HAUEeHU-
SfIMW 1 NPSIMON NUHWEN, CBS3bIBAOLLEN NX Apyr ¢ APYroMm.

D.2.4.2.6 B 3aknioveHne paccunTbiBaOT MPAMYIO NIMHWIO, NpeacTaensiowyo cobon cpegHeapudmeTnyeckoe 3Ha-
YeHue OT ABYX BCTABMNEHHbIX NPAMbIX. 3Ta NMMHKA BygeT No3BONsiTe NPSMOe CUMTbIBaHMe 06LLero cogepxaHma opmans-
dervaa (B mkr) B 50 mn 0,2 monst NaOH kak cyHKUMI0 OT 3Ha4eHus abcopbumm npy anvHe BorHbl 560 HM, NONYYEHHOro ¢
NOMOLLILIO CNEKTpohoTOMETpA.

Ons nocTpoeHusi Cnonb3yloT obbembl M pasBedeHusi, UAEHTUYHbIE UCMONb3OBAHHBIM MPU 9KCTPArmpoBaHum
nHavkaTopos (cM. D.2.2 1 D.2.3), npu 9TOM nokasaHus cnekTpogoToOMeTpa, NoMyYeHHbIe NMPU BLINOITHEHUN 0GenX npoue-
Ayp, AOMKHbI BbITh aHaNOrMYHLIMU. OTO O3HA4aeT, YTO OCb Ha Anarpamme (pucyHok D.1), npeacTaBnsiiowas KOHUEHTpa-
umio dopmanbgernga B Mukporpammax Ha 50 mn obpasua npu kanubpoBKe, MOXET TakKe NpeacTaBnATb obuwee
KOMWYECTBO OCTATOYHOro hopMansgernga B MMKporpaMmmax Ha 50 mn akcTpakTa u3 uHavkaropa, T. e. obwee konu4ect-
BO OCTaTO4HOro chopmaneaernaa, abcopbupoBaHHOro MHAUKATOPOM U3 PUNbTpoBanLHOW Gymaru.

Esgod 1

0,5 .
/

\

/. =
/ 1 — HaKNoHHan npaMasn

0,1203 - 409,1/0,5 = 818,2 MKr/Eggq; 2 — 3HaueHue,
Z nosny4eHHoe ot obpasua
98,43 409,1 > Pucyrok D.1 — lMpumep rpachmka ans

MKI/50 Mn oueHKM ocTaTouHoro chopmansaernaa

Mpumep — Haknox npsimoli nuHuu, nony4eHHol 8 xode npouyedypsi kanubpoeku no D.2.4.2, cocmaensiem
818,2 mk2/E 54, Kak NokazaHo Ha pucyHke D.1. [Ipu uamepeHuu sxcmpaxkma u3 uHdukamopa, kak onucaro e D.2.2,
nokasaHusi cnekmpogomomempa cocmasnsiiom Eggo = 0,1203. Konuvecmeo ocmamoyHozo ¢hopmansdezuda e
uHOukamope mMoxem 6bimb cHumaHo ¢ AuazpaMMbl UNU paccyumano kak 818,2 - 0,1203 = 98,43 mkz (hopmansde-
2uda.
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MpunoxeHne E
(cnpaBo4Hoe)

OcTtaTku bopmanbgernaa Ha MeaULMHCKUX U3BeNuax

E.1 JonyweHnsa npu pacyeTe npeaenoB octaTtovHoro dopmanbgernga Ha MeanLMHCKUX M3Oenuax

B HacToswee BpemMs umeeTCs O4€Hb Maro AaHHbIX 06 onacHoCTsX Ans 60MbHBIX B OTHOLWEHUM BO3AEWCTBUS Ha
HMX OCTaTKOB hopmanbaermaa Ha CTepuUn3oBaHHbIX MEAMUMHCKUX U3AenUsiX NyTSMKU, OTIIMYHBIMW OT BAbIXaHWS Unu
KOHTaKTa C Koxel. bason ans pacqeTor, nexalumx B OCHOBe TpeboBaHWi HACTOSILLEro CTaH4apTa B OTHOLEHUN OCTaTKOB
cdopmanbgernga Ha MeauMUMHCKMX M3genusix, sIBMsioTCsl AaHHble, NpPeAcTaBrneHHble B ronnaHackom otyete RIVM
(Rijksinstituut voor Volksgezondheid EH Milieu) 710401018 [xx]. lpeaeneHble 3Ha4veHust anst Huaepnanaoe, nprveeaeH-
Hble B Tabnunue E.1, ocHOBaHbl Ha AaHHbIX 3HAYeHWI LDgq (cpeaHss netansHas 4osa TOKCUYECKOro BELWECTBa Unu paau-
aunm, Heobxogrmasi Ans Toro, Y4Tobbl normbéna NonoBKHa YNEHOB UCMBITYEMON NONYNAUUK) AN onpeaeneHHoro umcna
MOAOMBITHBIX XKMBOTHBIX M Pa3NUYHbIX NyTen Bo3gencTeus. 3navenua LDgy Ans BAbIXaHWA U BHYTPUBEHHOIO BBEAEHUS
6bINY cXogHBIMU 1 Bonee HU3KMMU, YeM ANs OpanbHOro U KOXXHOrO BO3AENCTBUSA. PacyeTsl npegena ans orpaHnyeH-
HOW 3KCMO3NLMKU Yepes BAbIXaHUe UM BHYTPMBEHHOE BBEEHWEe, a Takxke A5 OpanbHOro Miv KOXHOro BO34eNCTBUs
BbINY OCHOBAHbI HA HWKHKUX 3HaueHusX LDgq B pAgy paannyHbIX NyTern 3KkCnosnumMmn n Ha rpaHnue 6eaonacHoctu 250 ans
nepeBofa AaHHbIX, MONYYEHHbBIX HA XUBOTHBIX, HA OHOPA30BYIO IKCMO3ULMIO YeNOBEKa.

Ta6nunua E1—Ccbinku

Crpana MyTb BO3OENCTBUS (IKCMO3MLIMK) 3HaveHne Cchinka
Hwpepnangel | BHyTpmBeHHOe BBegeHue (v Babixanue) | 16,8 mr RIVM-report,
Unoe 28 mr 710401018:1992
CWA lemognanusarop 5 MUNNUOHHBIX gonen ANSI/AAMI RD 47:1993
EP BakumHbl 0,2 r/n (200 munnnonHbIX | EBponerickas dapmakones
aonen)

JaHHble, NpegcTaeneHHbie B Tabnuue E.1, MoryT GbiTe WCNONb30BaHbI B KAYECTBE PasyMHOro AOMyLWeHns ans
yCTaHOBMeHUsl TPeGOBaHWIM K METOAY UCMLITAHUIA, KOTOPbIN AOIMKEH 0BecneynTb 4oKasaTenbLCTBO 6830NacHOCTU CTepu-
nv3artopa v BbINOMHSEMOro UM npoLiecca, He 06pasyioLero CrMWKOM BbICOKOrO YPOBHSA OCTaTKoB chopmanbaermaa npu
YCNOBUAX NPOBEAEHUS 9TUX UCTIbITAHUI B COOTBETCTBMM C HACTOALLMM CTaHAAPTOM,

MpwumedyaHwune—puoueHKe NOTEHUMANBHOIO PUCKa NPUMEHEeHWs anst 6oNbHOro U3aenuin, CTepUNN30BaHHbIX
thopmanbgerngom, cnegyer paccMaTpuBaTbe O4HOBPEMEHHOE UCMONb3oBaHve 6onee Yem 0gHOro U3genust B KaXXAoM Cry-
Yyae, a TakKe NCMoNb3oBaHNE TakuX N3genum Npu neveHnn HoBopoxXaeHHbIX. CpegHee npedenbHoe 3Ha4YeHWe, YyCTaHOB-
nexHoe B 6.2 (200 mkr), npumepHo B 80 pas Huxe, YeM Npeden AN BHYTPMBEHHOTO BO3AEWCTBMSA, NPMBEAEHHBIA B Tabnu-
ue E.1. Takas rpaHuua 6esonacHocTu Gbina BbiGpaHa ANA KOMMEHCAUUW CryvaeB OQHOBPEMEHHOrO WCTONb30BaHus
BonbHbIM Bonee YeM OQHOIO U3AENUsi U Criy4yaeB UCMONb30BaHUS U3OENWUSA B NeYeHUN HOBOPOXKAEHHbIX.

E.2 OnpepeneHne octaTouHoro chopmanbaernga B CTepMNM3oBaHHbIX n3genuax

E.2.1 O6wue cBeaeHns

Cnoco6 onpegeneHus ocTaTouHoro copManbiernga B CTepUnM3oBaHHbIX MHAMKATOpax U3 PuUnbTPOBAarbHOM
6ymaru, npuBedeHHbIl B npunoxeHun D, ocHoBaH Ha obLuel Npoueaype onpeaeneHns octaTkos, onucanHon V.Handlos
[2]—4].

Mpumeyanwune—lpu ncnonb30BaHNM 3TOTO METOAA AOMXKHbI ObITh Y4TEHbl TPEBOBaHUST OXpPaHbl OKPYKaIOLLIEN
cpeppl. Oblme ykaszaHus no STOMy BOnpocy npveeaeHsl B F.1 (npunoxexue F).

Llensto oboux aHanv3oB ABNsSETCS onpegenerHue obLero cogepxaHus hopmaneaernaa v ero nonumepos B Meau-
LIMHCKMX U3Aenusix, NoABeprHyTbIX CTepununsaumm.

BOoNBWIWHCTBO MEAVMLUMHCKMX M3Oenvin, CTepunmnayemMbix ¢ UCMONb3oBaHMeM opManbiernaga, U3roToBneHsl U3
pPasnuyHbIX TUMNOB MNAacTMace, Pa3nu4YHbIX TUMOB Pe3nHbl, cTekna u MeTanna. OcTaTtouHbIi dhopmansaerng MoxeT ObiTb
npeacTaeneH kak abcopbrpoBaHHbI unu agcopbuposaHHbIl hopManbaerug U Kak nonmMep Ha noBepxHOCTU CTepU-
NU30BaHHbIX U3aenun.

MopucTele matepuansl, TakMe Kak TeKCTUNb 1 Bymara, nokasanu cBoK cnocobHoCcTe abcopbupoBaTte Gonbluee
KOnu4ecTBo dhopmanbiernaa, 4em, Hanpmmep, NnactMaccsl, CTeKNo UK MeTanm, YTo CBUAeTeNbLCTBYET 06 yBenuyeH-
HOWN CNOCOBHOCTM 3TUX NOPUCTLIX MaTEPUanoB K yaepkaHuio hopmanbeaernaa.
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Ecnun npuHATE KO3ULMEHT, OTpaXatoLwmii cCnocobHOCTb PUNBbTPOBANLHON Bymarv K yaepxaHuio oopmarnsaeri-
Aa, 3a 1,0, To npveegeHHas Hxe Tabnuua koahOULMEHTOB MOXET AaTb NPEACTaABNEHNE O XapaKTepUCTUKaX pa3NnuyHbIX
marepuvarnos.

Tabnwuuya E.2 — MNpumepHble KO3MOULMEHTBI KONTMHECTBA OCTATOUYHOTO DOPMAanbAEIMAA No CPaBHEHNIO C PUNBTPO-

BanbHon Gymarowi [3]

MpumepHbIi koaddULneHT MpumepHbIN KO3 PULMEHT
Konu4ecTtesa OCTaTovHOro Konu4vectasa oCTaTovHOro
Matepuan Marepuan

chopmaneaeruaa B cpaBHeHun dopmanbgernga B CpaBHeHUN

¢ hunsTpoBaneHoi Gymaroi ¢ unbTpoBansHon Gymaron
®uneTpoBanbHas Bymara 1,0 MeTakpunaT nonumeTtnna 0
MonnacTtepoBble BONOKHA 1,3 AueTaTt uennonosbl 0,15
XnonyatobymaxHoe 6enbe 0,65 Bymmnkay4yk 1,1
Monnamug 6 0,8 AniomuHnesas conbra 0
MonuaTtuneH 0,4 Meghan donbra 0
Monvnponunex 0,1 Hepxxasetowasn cranb 0,1

Tpumep — Koagpgpuyuenm 0,1 dnsi nonunponuneHa nokasbigaeni, 4mo e20 cnocob6HOCMb K yOepkaHuro
ghopmannOeauda e 10 pa3 MeHbwe, YeM y hunbmpoesanbHol Gymaau.

E.2.2 MeToabl ncnbiTaHnn

Ons nmutaumm abecopbunm hopmanbaernaa matepuanamm pasnuyHbiX TUIOB METOA, NPUMEHSIEMbIN ANS UCTILITa-
Husi acbdpekTnBHOCTM Aecopbumm B HTT®-cTeprnnmaatopax, obycnoBnmBaeT ucnonb3oBaHne ounbTpoBansHon bymaru
B Ka4eCTBe HOAMKaTopa 8600p6LI,VIVI. |_|OCKOJ'Ibe NnopncTbie MaTepuansbl, TaKne Kak TEKCTUINb n 6ymara, CUMTAINT «XyALwunum
cny4aem» B OTHOWeHUM abcopbuum n XxapakTepucTuk yaepxanusi popmansgemaa, Beloop dbunstpoBansHon Gymarm
mMoxeT BbITb paccMOTpeH Kak Hanbonee npakTuyHasn anbTepHaTuBa. B uenax o6ecneveHuns xopowen BOCNIPOU3BOANMOC-
1 BbINK yCTaHOBMEHbI cneuuduyeckue TpeboBaHus K kavecTey dunbtpoBansHon 6ymarn [cm. C.5 (npunoxenue C)].
Mpoueaypa wucnbiTaHa aecopbuum cTepunmuaaTopa C UCNOMB3OBaHUEM MHAWKATOPOB M3 unbTpoBanbHon Gymaru
JomkHa GbiTb BbINONHEHA cornacHo onucanuio A.3 (npunoxexue A).

B gononHeHWe K 3TOMY MOXET NpeAcTaBnsaTh onpegeneHHbIN MHTepeC ucnbiTaHne gecopbumm ¢ CNonb3oBaHnem
MEAULMHCKUX N3aenuii n/nnm ycTporucTB A UCTbITaHWUA Npouecca, HanpuMep BO BpeMs Banuaauuun. BHe saBucumoctn
OT NPUMEHEHUS CTaHAAPTU30BAHHOIO METoAa C UCMONb30BaHNeM OUNbTPOBaNbLHOM Bymary nnu ncnbiTaHusa gecopbumm
C MEAULMHCKUMMN U3AENUAMN, MOXET GbITb UCNONb30BaH U METOA ONpegeneHns Konu4ecTea 0cTaTtovHoro dopmansae-
rvaa B cootBeTcTBMU ¢ D.1 1 D.2 (npunoxenue D). CTepunusyemoe MeauuUMHCKOe nsgenue mMoxet 6biTb 3amMeHeHO Ha
HAUKaTOp M3 bunbTpoBanbHON Gymary, akcTparpyemsli nocne crepunusauun. Hectepunu3oBaHHoe meaMumHCKoe
usgenve criegyeT 3KCTparMpoBaTh NapansensHO CO CTEPUNM3OBAHHBIM NPOAYKTOM ANSA UCNONb3OBAHUSA B KAYE€CTBE KOH-
TponbHOro obpasua.

MockonbKy NONMMMEpPU30BaHHLIN hopmarnbzery nNnoxo pacTBopseTcs B BOAe, B metoae, onucanHom B D.2 (npuno-
xeHwue D), ucnonb3syetcs B kayecTBe akcTparvpyiowero pacteopa 0,2 mone NaOH, nocpeacteom yero napadopmanbze-
g aenonumepuayetcsi B cdopmanbsgerva. NMocrne aToro konudvecteo copmanbaernpa onpeaensior B pesynbrare
peakuun mexay dopmanbaerMaom u XpomMoTponoBor kncnoton. A6copbumnio onpegensiior ¢ NOMOLLbIO ABYXITyHeBOro
cnekTpogoToMeTpa € ANMHON BONMHbI 560 HM B CpaBHEHUW C SKCTPAKTOM U3 KOHTPONbHOro obpasua.
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MpunoxeHwe F
(cnpaBoy4HOe)

dakTopbl OXpaHbl OKpyXaloliei cpeabl

F.1 dakTopbl 0XpaHbl OKpYXatollen cpeabl NO OTHOLUEHUIO K XXKU3HEHHOMY LMKNy
HTN®-ctepunusaTtopos

dakTopbl OXpaHbl OKPYXXaloLel cpeabl, paccMaTpuBaeMble HacTOSILLMM CTaHAapTOM, NpeacTaBneHbl B Tabnu-
ue F.1.

Tabnwuuya F.1 — dakropbl oxpaHbl OKpyXatowwen cpefbl, yNoMUHAeMble B HACTOSILLEM CTaHAapTe

YKusHeHHbI uukn npoaykTa
. Mpon3BoacTeo 1 Pacnpenenexue KoHeL, XM3HeHHOoro
akTOpbl OXpaHbl OKpY:KatoLLEN cpeabl Mcnonb3oeaHue
(BXOfb! U BLIXOAb]) penpoaykuus (BKITIOYAA YNAKOBKY) Cranusi C Lukna
Cragus A Craaus B Cragus D
Paspnen, nogpasaen, NyHKT, NOAMYHKT HACTOSILLEro cTaHaapTa
1 Vicnonb3oBaHne pecypcos Beeaenne Beeaenne BeegeHne Beeaenune
A1 4.2.3.1 9.2
B.3.1 A
B.3.1
2 MoTtpebneHune sHeprun Beeaenne Beeaenne BeeaeHne —
A1 4221
B.3.1 9.1
9.2
A
B.3.1
3 Omuceus B BO3ayx Beeaenne Beeaenne BeeaeHune Beeaenne
A1 4.2.4.1 9.2
B.3.1 4.24.2
4.2.6.1
524
6.2
9.1
9.2
10.7
10.8
A
B.3.1
4 BbiGpockl B BoAy Beeaenne Beeaenne BeeaeHune Beeaenne
A1 4.2.3.1 9.2
B.3.1 521
524
9.1
9.2
10.7
A
B.3.1
5 OTtxoapl Beeaenne Beeaenne BeeaeHune Beepenne
A1 9.1 9.2 9.2
A.2.1.1 A
A.2.2.1 A21.2
A.3.3 A2.2.2
B.1 A.3.3
D.2.1 B.1
D.21
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OkoHyaHue mabnuuei F.1

DaKTopbl OXpaHbl OKpYXaloLLen cpeabl
(Bx0abI 1 BbIXOAbI)

YKM3HEeHHbIN UMKN npoaykTa

[MpownssoacTso u
penpoaykuusi
Cragus A

Pacnpenenexue
(BKIIOYAA YNAKOBKY)
Cragus B

Hcnonb3oBaHune
Cragus C

KoHel Xn3HeHHoro
uukna
Cragus D

Paspen,

noapasaen, NyHKT, NoANyHKT HACTOSLLEro cTaHaapTa

6 Lym

Beeaenve
4261
7

7 Murpauus onacHblX BELLECTB

BeeneHue

Beeaenve
4111
4221
4.2.31
4.2.3.2
5.2.1
5.2.3
524
5.25
5.2.6
5.2.7
5.3.1
5.4.1
544
54.7

BeepeHve
9.2

8 BosgericTBue Ha No4By

BeepeHve
9.2

9 HecuacTtHble criydam wnu Henpa-
BUIbHOE MpUMEHEHWe  BCrieacTBue
BHELLHVX BO34ENCTBYIOWUX PakTopoB

BeeneHue

Beeaenve
4222
4.2.3.2
4241
4.24.2
4.25.2
4.26.2
4.3.2.2
4.3.2.4
4.3.2.6
4.3.41
4.3.4.6
4.3.5.4
51.3
5.2.1
5.2.7
5.3.2
54.2
54.5
54.8

BeepeHve
9.2

MpwumeyaHune— Heckonbko 06Wwux ccbinok Ha ctagmsx A n C npuBegeHbl B OTHOWEHWM UCMbITAHWIA, TaK Kak
npoueayphbl UCMbITaHWIA TPeBYIOTCS B COOTBETCTBUM C HACTOSALLMM CTaHAAPTOM BO BpeMs 0GeUX CTaZui KN3HEHHOIO LWK-
na (cMm. nporpaMmMy MCnbITaHUIA B NpunoxexHmu B).
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F.2 dopmanbagerng (kpaTkoe onucaHue)

dopmanbaerna siensieTcs 6ecUBETHbIM TOKCUYHBIM ra30M, XOPOLLO PacTBOPUMbIM B BoAe. BogHbIin pacTteop dhopm-
anbaernga HassiBaeTcs hopmanmHoM. ToproBasi mapka npegcrasnena 35 %-HbiM pacTBOpOM. STOT pacTBOp NpeacTas-
naet coboi npospauyHyld GeCUBETHYI XMAOKOCTb C CWUMbHBIM PasgpaxaloliuM 3anaxoM W «KIyduM» BKYCOM,
BO3[ENCTBYIOLLMM Ha CIU3NCTbIE 06ONOYKN.

PacTeopbl dhopmanbaernga obblYHO UCMONb3YIOT B MEANUMHE — B XUPYPIUHECKMX U NAaTONOrMYeCKUX OTAeNeHu-
SX, & TAKXKe B NaToNoro-aHaTOMUYECKUX OTAENEHUSX; KPOME TOro, OHU MOTYT BbITb MCNOMNb30BaHbI B 48PMAaTONOrMyYecKuX
W PEHTTeHOBCKUX OTAENEHUsIX.

Brnarogaps xopower pacTBopuMOCTU B Boge dhopmanbderng Ncrnonb3yoT B CTepunusatopax, rae oH hopmupyeT
3hPeKTUBHBIN CTEPUNM3YIOLLMIA areHT, a Takke A5 pacTBOPEHUs OCTaTKOB B MPOLIECCHON BOAE Nepes ee yTunmaaumnen,
NPV KOHLEHTpauusiX, KOTOpble He cunTaloT 6e3BpegHbIMU AN1A OKPYKatoLen cpeabl.

F.3 BnusHwue Ha okpyXxatroLwyto cpeny

dopmanbgerng npucyTcTeyeT B OONbLUMHCTBE >XUBbLIX CYLLECTB U COCTaBMNSET XU3HEHHO BaXHYO YacTb Haluew
akonorvn. B npomeiuneHHocTn hopmanbaervz LWMPOKO UCMONb3YeTCA B Pa3nuYHbIX marepuanax. [ponssogumein 13
METaHONa, OH B OTHOLLEHWM OKPYXaloWen cpeabl SBNsSeTCs pasnaraeMbiM MUKPOOPraHM3Mamm BeLeCTBOM B COOTBET-
CTBUM CO CreayloLLen Lenovkon hopmyr:

CHgOH (metanon) — HCHO (copmanbaerna) — HCOOH (mypasbunas kucnota) — CO5 + HyO (anokena yrne-
poaa + Boaa).

PacTteopbl hopmanbaernaa TOKCUYHbI, 06nagaioT pasgpaxatoWwymMmu U annepreHHsiMu ceoncTeamu. Kpome Toro,
MMeLoTCsl PEANONoXeHUs1 06 NX KAHLEPOreHHOCTW B OTHOLIEHMIN YenoBeKa Npu AnMTENbHON 3KCNO3ULUK, ECNN UHOE He
06YyCNoOBNEHO HaUMOHaMNbHLIMY HOpMaTMBaMM.

HocTaTtovHO HU3KMI YPOBEHb KOHLEeHTpauum hopMarnbsieryaa B Bo3gyxe, No3sonsiiowmi onpegensatb ero Hanu4me
npv BAbIXaHuu, 0ObIMHO OrpaHUYMBaeT BO3MOXHOCTbL Gecco3HaTeNnbHOW 3KCNO3NLMM 10 HAKONNEHN ONacHbIX KOHLEH-
Tpaumn.

TMpumepnbi

- 0,05 munnuorHol donu hopmanbdezuda 06bIYHO MOXKHO OWymumb M0 3anaxy;

- 0,01 MunnuoHHoU donu MoXXem 8bi3samb pa3zdpaxKeHue 2s1a3;

- 0,5 MunnuoHHoU onu e HeKOoMopPbIX cMpaHax cHumarom paboqum npedenom G151 IKCNO3IUYUU 8 Meye-
HUe 00HO020 MO/IHO20 OHSI;

- om 0,05 do 1,2 munnuoHHOU 00/1U MOXem 8bi38amb pazdpaKeHue Hoca;

- 1,0 MUNIUOHHYI0 OO0 8 HEKOMOPLIX CMPaHax CHUMarm MaKCUMalILHLIM NpedesIoM 05151 3KCNo3uyuu
15 MuH;

- 4,0 MunnuoHHbie 001U 06bIYHO 8bI3bI8aIOM C/I€30MevYeHue.

HaunoHanbHble HOpMaTKBEI MOTYT YCTaHaBNUBATL Npedenbl IKCNo3ULUK AN YenoBeka no KoHUeHTpaummn hopm-
anbgervga B BO3gyxe.
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MpunoxeHne ZA
(cnpaBo4Hoe)

Paspenbl HacTosAero CTaHgapTa, B KOTOPbIX YNIOMUHAKTCA BaXHble TpeGOBaHI/IFI
WUIN UHbIe NONOXeHnA EBpOHGI?ICKI/IX AUpPEKTNB

HacTosiwun crangapT, NoAroTOBNEHHbIM No mMaHgaTty, BoigaHHomy CEH/CEHELEC (EBponenckum komuTeT no
cTaHpgapTm3aumu u EBponeiicknii KOMUTET MO 3MEKTPOTEXHUYECKUM cTaHgapTam) EBponerickol kommcenen u Esponeii-
ckol accoumaumer ceobogHor Toproenu (EFTA), nogaepxveaeT BaxHelwmne TpeboBaHns EBponeiickon AMPeKTHBSI
93/42/EEC.

MPEAYNPEXOEHWE: Opyrue TpeGosanus n apyrvue EBponeickne gUpeKTUBbI Takke MOryT GblTb NPUMEHUMbI K
npoaykTy (Npoaykram), nognagarLleMy noj AecTBUE HACTOSLWLEro cTaHgapTa.

Pasgenbl HacTosiwero ctaHgapTa, nepedncnelHsle B Tabnuue ZA.1, oomnxHel nogaepxmeate TpeboBaHust EBpo-
nenckon aupektuesl 93/42/EEC.

CooTBeTcTBYE TPeGOBaHUAM pa3genoB HACTOSLWEro cTaHgapTa obecneynBaeT COOTBETCTBME BaXHENLWMM yCcTa-
HOBIeHHbIM TpeboBaHUsIM ykazaHHON [UPeKTVBLI U acCoUMMPOBaHHLIM C Hell TpeGoBaHusim EFTA.

Tab6nwnua ZA.1 — CooTBeTCTBME HacTosIWero ctaHgapta Qupektueam EC

CooTeeTcTBYyIOLWME BaXkHeNLLne TpeboBaHus

Pasfensl HacTosLLero cTaHaapTa [MpexTis 93/42/EEC

KommeHTapuu

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 —

2,5,7,9,11,13 —

O |0 [0 | N | ||~

1,2,3,5,6,7,9,12 —

— 14 Henpnmernnmo
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Mpunoxexnne H
(cnpaBouHoe)

CBeaeHUs1 0 COOTBETCTBUM HaLMOHalbHbIX cTaHAapToB Poccuitickon Peaepauum

Tabnwuuya HA

CCbINOYHbIM MeXXAyHapoAHbIM CTaHAapTaM

O60o3Ha4YeHne CCbITOYHOro
MeXayHapoaHoro craHgapTa

O603Ha4eHe N HaMMeHOBaHUe COOTBETCTBYIOLLEro HAaUUOHaNBLHOro craHaapra

EH 867-5

*

EH 868-5

*

EH 60584-2

*

EH 60751

*

EH 61010-1

FOCT P 52319—2005 (M3K 61010-1:2001) besonacHocTb anekTpu4eckoro 060-
pyooBaHusi ansi M3MEpPeHWsi, YrnpaerneHusi v nabopaTopHOro npuMeHeHus.
Yactb 1. O6wme TpeGoBaHusi

EH 61010-2-042:1997

FOCT P M3K 61010-2-041—99 be3onacHOCTb 3MEKTPUYECKUX KOHTPONbHO-N3-
mepuTenbHbIX NpubopoB 1 nabopatopHoro o6opygoBanus. Yacte 2-041. Yact-
Hble TpeboBaHusi kK NabopaTopHbIM aBTOKNaBam, B TOM YKUCME UCMOMb3YIOWUM
nap ans o6paboTkn MeaULMHCKUX MaTepuarnos

EH NCO 11138-1

FOCT P NCO 11138-1—2000 Crepunuaauus meguumHckon npoaykuumn. buono-
myeckue nigukatopsl. Yactb 1. O6wme TpeboBaHmus

EH NCO 11138-5

*

EH 61326:1997

FOCT P 51522—99 (M3K 61326-1—97) CoBMeCTUMOCTb TEXHUUYECKMX CPEeACTB
anekTpomarHuTHas. dnekTpuueckoe obopyaoBaHue Ana U3MEpeHus, ynpaene-
HUs1 1 nabopaTopHOro NpumeHeHus. TpeboBaHNA U METOAbI NCMbITAHWN

EH UCO 3746 FOCT P 51402—99 (MCO 3746—95) lym mawmH. OnpeaeneHne ypoBHel 3ByKO-
BOV MOLLHOCTW UCTOYHUKOB LIYMa MO 3BYKOBOMY AaBneHunto. OpueHTUPOBOYHbIN
MeToZ C UCMONb3OBaHUEM U3MEPUTENIbHOW NOBEPXHOCTU Hag 3BYKOOTpaXKaloLLen
NIMOCKOCTbIO

NCO 228-1 *

* COOTBETCTBYIOLMIA HALMOHANBHBIN CTAHAAPT OTCYTCTBYET. [10 ero yrBepxaeHuA peKoMeHayeTcsa Ucnornb3oBarb
nepeBod Ha PyCCKMIM s3blK 4AHHOMO MeXAyHapoaHoro ctaHgapra. [NepeBoa AaHHOro MexayHapoaHoro craHgapra Haxo-
autes B PegepanbHOM MHPOPMAUMOHHOM (DOHAE TEXHUYECKUX PErMaMeHToB U CTaHOapTOoB.
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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 yacti
EH 14222

EH 20534

EH 60204-1

EH MCO 536
EH MUCO 1874-1

EH MCO 4017
EH MCO 9001
EH MCO 13485

EH MCO 14937:2000

EH MCO 14971

EH NCO 17664

BuGnuorpadus

Crepunusaums. Ctepunusatopsl naposbie. bonblume crepunuaaTtopsbl

Crepvnusaumsi MegULUMHCKUX n3aenuin. Banngaums n TEKyLMPA KOHTPONb CTEPUNN3aLnmn OKCMa0oM
aTuneHa

Crepynu3aums MEAULIMHCKMX u3genun. Banugauus v TEKyLWMA KOHTPOMNb CTEPUNU3aALIMN BNaX-
HbIM NapoM

Crepynusaumsi MeaMuUMHCKUX u3aenui. TpeboBaHns K MEAULIMHCKUM M3OENUsIM KAaTEropumn «cTe-
punbHblex». Yactb 1. TpeboBaHus K cTepunuaauum yrnakoBaHHbIX MEULMHCKUX U34enun

CucreMbl HeGMonorMyeckme Ans NCNonb3oBaHus B ctepunuaartopax. Yactb 1. O6wme TpeboBa-
HUsI

CrepunuaaTopbl A5l MeAULMHCKUX uenen. CTepunnuaatopbl Ha OCHOBe okeuza atuneHa. Tpe6o-
BaHUS M MeToAbl UCTIbITAHWI

BopanutbeBasi. 3amTa o1 3arpsasHeHns B yCTaHOBKAX ANA MUTLEBOW BoAbl M 061me Tpe6oBaHusi
K YCTPOWCTBaM Ansi NPeAoTBpalLeHns 3arpasHeHnsa o6paTHLIM NOTOKOM

Cranb. Cuctema o6o3Hauenumsn. Yactb 2. Cuctema Hymepauum
Cocyapl, paboTaiowue nog gaeneHnem 6e3 orHeBoro NoaeoAa TennoThbl
KoTnbl xapoTpybHble U3 HepxaBelowein cTanm

Bbymara v kapToH. OnpegeneHne TONWWHbI U Kaxywenca 06 beMHOM NNOTHOCTY UMM KaXyLLencs
nnotHocTu nucta (MCO 534:1988)

BesonacHocTb MawwmH. AnekTpoo6opyaoBaHWe MalWnH U MexaHn3amoB. YacTe 1. Obwme Tpebosa-
Hus (IEC 60204-1:1997)

Bbymara v kapToH. Onpegenexnve maccol 1 kB. metpa (MCO 536:1995)

Mnactmaccel. [omononuMepsl noNMamugHele 1 CononNUMepsl Ans PopMoOBaHNA U IKCTPY3UW.
YacTtb 1. O603HaveHus (MCO 1874-1:1992)

BuHTbI ¢ WwecTurpaHHor ronoekor. Knaccel nagenus Aun B (MCO 4017:1999)
Cuctembl MeHegKMeHTa kadecTBa. Tpeboanusi (MCO 9001:2000)

CucTtembl kavecTBa. MeanumHckne nagenus. YactHole TpeboBaHMs K NPUMEHEHMIO cTaHZapTa
MCO 9001 (nepecmoTtp EH 46001:1996)

Crepunusauus meguumHckon npogykumm. O6uwme TpeboBaHns Ans onpeaeneHusl xapakTepucTuk
CTEPUNN3YIOLLEro BELLLeCTBA M ANs pa3paboTku, Banugaumm v TeKyLLLEero KOHTponsi NPoLeccoB cTe-
punuaauum meguumnHckux nagenun (MCO 14937:2000)

YcTponcTea meguumHekme. NprmeHeHne ynpaeneHnsi puckaMmm K MeauLMHCKUM YCTPOWCTBaM
(NCO 14971:2000)

Crepunusaumns meavmumHckmx nagenuii. Mincpopmauusi, npegoctaensiemMasi U3aroToBUTenem, s
06paboTKy NOBTOPHO CTEPUNUIYEMbIX MEAULIMHCKMX uagenuii (MCO/DIS 17664:2001)

MCO 554 ATtmochepbl cTaHAapTHbIE AN KOHAMLMOHMPOBAHUS U (UMW) ucneiTaHui. Obwne TpeboBaHus

NCO 1762 Bymara, kapToH 1 uennionosa. Onpegenexnne octaTtka (30.bl) Npu Npokanueanum npu 525 °C

MCO 2758 Bymara. OnpegeneHvne conpoTUBreHNs NPOAaBNMBaHUIO

NCO 3781 Bymara v kapToH. OnpegenerHne NPOYHOCTU NPY PaCcTsKEHWM NOCNE NOrPyXeHWs B Bogy

NCO 8787 Bymara u kapToH. Onpegenexune kanunnspHon BNuTbiBaemoctn. Metog Knemma

[1]1 EN 24017 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

Eeponenckan ®apmakonest

80/778/EEC, Oupektuea CoeTa ot 15 nions 1980r., kacatowascs kauecTBa BoAbl AN NOTPe6NeHUs YeNoOBEKOM
93/42/EEC, Ovpexktnea Coeeta oT 14 mnonHs 1993 r., Kacarow,ascs MeguumMHCKUX n3genun

Oupektnea 97/23/EC EBponenckoro naprnameHta u Coeeta ot 29 mast 1997 r. no cOnMKeHnio 3akoHoAaTeNbCTB
rocygapcTB-y/eHOB, kacatLlasics 06opyaoBaHus, paboTatoLwero nog AaBneHnem

WI 00204036, Sterilization 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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