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MOCT P EH 14180—2008
Mpeancnoene

Uenwn v npyHUMnel cTasgapTtusaunm 8 Poccuickon Pegepaunn yeTaHoeneHel PegepansHblM 3aKOHOM
oT 27 aekabpa 2002 r. Ne 184-03 «O TexHU4ecKoM peryniupoBaHniy», a Npasnna NpuMeHeHWA HaLMOHaNEHBIX
crangaptee Poccuinckon ®egepaunin — MOCT P 1.0—2004 «Crangaptuzauua B Poccrickein egepaumn.
OCHOBHbIE MONOKEHNA»

CeeneHUa o cTaHpaapTe

1 NOArOTOBNEH QfwecTeOM ¢ orpaHUdeHHON OTBETCTBEHHOCThb «PapmcTepr Ha OCHOBREe
COBCTREHHOrC ayTEHTUYHOrC NepeBoia CTaHaapTa, ykalzaHHore B nyHkTe 4

2 BHECEH TexHuueckum KoMATETCM no cTadaapTuzauui TK 383 «CTtepunisaums MeanUMHCKOR Npo-
AYKLUMA»

3 YTBEPXJEH W BBEAEH B QENCTBME Mpukasom dPeaepanbHOre argHTeTBa No TEXHUYECKOMY
perynuposaHinio 1 meTponorin ot 18 gexabpa 2008 r. Ne 484-c1

4 HacTosiwuiA cTaHOapT WASHTMYEH espenedckoMy ctaHgapty EH 14180:2003 «Crepunuaatopsl
MeAWLMHCKOro HagHaveHus. CTepunM3aTopel HU3KeTEMNepaTypHele NapoBble U hopmansaerigHble. Tpebo-
BaHWA 1 ncneitanisay (EN 14180:2003 «Sterilizers of the medical purpose — Low temperature steam and
formaldehyde sterilizers — Requirements and tests»).

HanmeHoBaHWe HACTOALWEro cTaHgapTa M3MeHEeHO OTHOCUTENEHO HAMMEHOBAHWA YKa3aHHOMC MeXxdy-
HapOoQHOro cTangapTta AnAa npueegenus B cooTeetsTeuMe ¢ FOCT P 1.5—2004 (nyHkT 3.5).

Mpn NpUMEeHEHN HACTOALWero CTaHAapTa pekoMeHAYeTCH NCMONb30BATE BMECTO CCbITOYHBIX MEXdy-
HapodHeIX CTAHAAPTOB COOTBETCTBYICLLIME MM HaUMoHaneHele cTaHgapTtel Poccuiickoin ®efgepaunn, ceege-
HWA O KOTOPBIX NPUBEAEeHbl B AONONHATENBHOM NpunoxeHn H

5 BBEJEH BINEPBGBIE

Unchopmayus ob uaMeHeRuAx Kk Hacmostienmy cman@apmy nybrnukyemcs 6 exeaodrno usdasacMom
UHChOpMaULIOHHOM Ykaldamene «HatloHanbHbie cmaHdapmely, a mekem uMererull U Nonpasck — & exe-
MecsYHC U3dasaeMbix UHDopMAaUUOHHEIX ykazamensax «HauuoHanbhsie cmaHdapmeiy. B cnyyae nepe-
cMompa (3aMeHbl) WUy ommMeHs! Hacmosuie2o cmandapma coomsememeyouiee ysedomnerue bydem
ONYBAUKOBaHO 8 XeMEeCaUHC U3BagacMoM UHDOIMAUUCHHOM ykaszamene «HayuoHansHbe cmaHfapmbt».
Coomeemcmeayiotyas uHhopMayus, ysedoMieHUe U MEKCME! Pa3MeLaiimecs maKkke 8 urbopMayucHHod
cucmeme oblezo NonL3csanus — Ha othuluansHom calime ®edepanbHoac azeHmemaa 16 MexXHUHeCKoMY
peaynuposaniiic U Memponoauu e cemiu Vinmeprem

@ CrangaptuHdiopm, 2009

HacToAawni ¢TaHaapT HE MOXKET BbiTh NONHOCTLIG UMM YACTUYHG BOCNPOUIBEAEH, TUpaKMpoBaH U pac-
npocTpaHeH B kayecTae ohulMansHOre usaarua Bes paspelleHus deaepansHoro areHTCTEa No TEXHUUECKS-
MY PErynupoBaHuiG U METROMNOMAN
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BeegeHue

HactoAwnid cTaHaapT ycTaHaBNMBAaeT MAHUVIANeHbIE TpeboBaHWA K cTepunusatopam, paboTaowmnm
MpW JaBreHnAX HYKe OKpyKarowerc atMocepHore 4aBNeHWS U BBINOMHAKLW MM NPOLECC HUSKCTEMMEPaTyp-
Hoi NnapodopmanegerngHon (LTSF/HTNS) cTepunuzagnn, 1 MeTogsl MX UCNBITAaHUA.

HuskoTemnepaTypHble napodopmanesaerngiele crepyunnsartopbl (ganee — HTT®-cTepunisatopkl)
npegHasHaveHe! rNaBHBIM 00pascm 4na cTepunsanum MeguUMHCKMX U3AENVA B YUPEeXAeHNAX 34paBooxpa-
HEHMWA, HC MCTYT TakKe BbITb NPUMEHUMBI B KOMMEPHECKOM NPOU3BOACTEE MEAULMHCKAX N34enA.

Mpoueccel HTM®-cTeprnnzagan onMceliBateT PU3MHECKMMHY NapaMeTpamMu U BepidUUNPYOT C MCNONE-
A0BAHUEM (DUIAUECKUX, XUMUYECKUX W MUKpoBUongruieckux metofos. HTTMd-cTepunuaaTopsl paboTaloT
aBTOMaTUYECKN ¢ UCMONb3OBAHNEM 3apaHee 3anporpaMMUpoBaHHLIX LWKNOB.

OnuckiBaeMble MeToAbl UCMBITAHWA U UCNBITaTeNsHoe 0BopyaAcRaHWe MoryT BhITh Takke NpUMeHeH:bl
ANsi BanMAaLMY M TEKYLLETO KOHTROMS.

Banuaauusi u TeKyLWWA KCHTROMb NPOLECCOR eTeRUNM3aLn Heobxoanmel Ansa obecneveHua nx achdex-
TUBHOCTU. HacTosAWKMIA cTaHAapT He oXBaTblBaeT BanMaaLnio U TeKYLWMA KOHTpoNk npouecca HTTd-cTepu-
nuaaunn. O6LMe KpUTepri ANs BANUAAUWA 1M TEKYILETO KOHTPRGMNA NPOLECCOR CTEpMUNM3aL X, MPUMEHUMbBIE W
k npoueccy HTM®-cTepuninzaynin, npreeaersl 8 E4 UCO 14937:2000.

B cooTRETCTRUU ¢ COBPEMEHHBIM YPOBHEM 3HAHUA HTT1d-cTeprnusaTopsl He cneayeT cuMTaTh atichex-
TWBHBIMK NpPX BEINGAHEHWA NPOLECCOR MHaKTUBAUUK BG3byaUTenel CnoHrMoaHelx sHuedanonaTvi, Takux
kak ckpenwn {scrapie), Boluba rybuatas sHuedpanenatus (Bovine spongiform encephalopathy) 1 6onesHb
Kpehtudensara-Akoba. B oTAensbHbIX cTpaHax Bunn pazpaboTanbl ¢cobble pekoMeHaaluy no ¢bpaboTke
MaTepuanoe, NOTEHUMANEHC KOHTAMWHMPOBAHHLIX 3TUMK BO3BYOMTenamK (cm. Takke EH MCO 14937:2000,
NyHKT 1.6, npuMedanne 2).

MNaHUPOBAHWE U KOHCTPYMPOBAHME NPCOYKTCB, K KOTCREIM NPUMEHM HACTOALWWA CTaHAapT, He QOIK-
Hbl BblTE OrpaHU4eHbl TOMBKO TEXHUYECKAMI TpeboBaHNAMW, HO JOMKHBl YY4UTEIBATE W BIMAHWE NPOAYKTA HA
OKPYaIOLWYH CPpeay Ha NPOTAXKEHWU BCETC ero XUSHEHHOTS UMKNA. PakTophl BIIUSAHUA HA OKDYHAOLWYIC Cpe-
Ay PAcCMOTPEHB! B MPWNOXKeHUH F.

Mpumeyanne—Metogs aHanwaa pucka, Hanpumep onucanHele B EH MCO 14971, yaensoT goctatodHoa
BHUMAaHWE DAKTOpamM BO3AEMCTEUA HA OKPYXAKOLYIG CReny.

TpebogaHus, onpeasnawle BeacnacHoCTb CNepaTopoB, Npuseaersl B EH 61010-1, EH 61010-2-042

W He NOBTOpeHbLl B HACTOALLIEM cTaHaapTe.
EH 60204-1 Taioke MOXeT AaTb LEHHLIE yKa3aHWs1 OTHOCUTENBHO 3TWX TpeboBaHuiA.
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HAUWOHANBbHBIH CTAHJBAPT POCCWUWMUCKOMW CPEOEPALWNMN

CTepunu3atopbl MEQWULWUHCKOIO Ha3HAYEHHUA
CTEPUITN3ATOPBI HU3KOTEMIMEPATYPHBLIE NAPO®OPMANBAOEIMAHLIE
TexHU4YecKkue TpeDOBAHUA M MeToALl UCNLITAHUA

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

HaTta sBeaeHnA — 2009—09—01

1 O6nacTk NnpMMeHeHUs

HacroawniA ctaHgapT ycTaHaenveaeT TpeboBaHe K HABKOTEMMNepaTypHbIM napodopMansaeriaHbim
cTepunusaropam (ganee — HTM®-cTepunusaTopbl; CTepUNU2aTOPbl), paboTaro WM TONBKO NpY 4aB1eHUAX
HWMe AaBIEeHWUA OKPYKAKCLLEN Cpedbl M MCMONE3YHLWWM CMECE HU3KOTEMMEPATYPHOrC napa v dopmansgery-
f4a B Ka4ecTse CTep nU3YOLWEero areHTa, a Takke meTtogel ucneitaHnia HTT®-crepunnsaropos.

HTMN®-cTepunmzaTopsl NpeaHazHaveHsl ANA cTepunnialid MeAULMHCKAX U3AenWiA, HeYSTORUNBEIX K
HarpeBy, UX UCNONbLaYIOT MMAaBHLIM 0BPaloM B yUpeXASHUAX 3ApaBooXpaHeHus.

HacToAwwWiA cTaHgapT ycTaHaeIMeaeT MUHMMAaNbHbIE TpeboBaHnA:

- Kpaboynm XapakTepUCTUKAM M KOHCTpYKUM HTT1d®-cTepunusaTopes Ans obecneyeHna cnocoBHOCTK
NPGUECCOB CTERUNU3CBATE MeAWUNHCKAS M3ASNUS;

- Kk oBopygcBaHUio M opraHam ynpaenenua u KoHTpona HTM®-cTepunmaatopos, HeoOXoAUMEIM NS
BanNMaaunn U TeKYLLETC KOHTPONA NPOLEeCCoB CTEPUNU3ALWN.

2 HopmaTuBHbIE CCbINKKN

B HacTosleM cTaHaapTe UGNCNb30BaHEI HORPMATVIBHEIE CCEINKW Ha cneayiclive MexayHapoaHble cTaH-
AapThl:

EH 867-5 CucTembl HeBonormMeckie 4ns UCNoNE30BaHMA B CTepunmMaaropax. vacTe 5. TexHudeckune
YCIOBUA HA NMHOWKRTOPHBIE CUCTEMEI M YCTPOWCTEA ANA BBEAEHUSA NPOBOKALWCHHOW CUTYaUMA NPy onpege-
NEHWUN 3KCNNYTALNOHHBIX XapaKTepucTUK ManorabapUTHLIX CTepuM3aTopes TMNOE B n C

EH 868-5 MaTepuanktl U cUCTEMBl AN YNAaKOBLIBAHWUA MeAWUWUHCKUX NpuBopoB, npeaHasHavyeHHbIX
Anst cTepunmnzalii. HacTte 5. TepMocToRKUE Npo3payHble NAeHKA i TpYBKU na ByMark u NNacTUKOBOA MAEHKN.
TpeboBaHA U MeToAkbl UCNEITAHARA

EH 60584-2 Tepmonapbl. YacTe 2. Jonycku

EH 60751 TepmoMeTpbl CONPOTURNEHUA NPOMBLILLNEHHEIE MNATUHORLIE

EH 61010-1 BesonacHocTb anekTpuyeckore obopyaoBaHUA AN MaMepeHus, ynpaeneHua 1 nabopa-
TOPHOTO NpumeHerna. HacTe 1. O0wme TpeboBaHns

EH 61010-2-042:1997 3nekTpoobopyacsaHue ANA NPOBEASHWA U3MEpeHns, ynpagneHna 1 nabopa-
TOPHOTG MCNGNbioBaHus. TpebasaHusa BesgnacHacTU. HacTe 2-042. YacTHble TpeboBaHWs kK aRTOKNABAM U
cTEpPUNM3ATORAM, UCNOMNL3YIOLWWMM TOKCUYHEIA ras Ana ¢bpaboTku MeaAULMHCKMX uaaenuia u ansa nabopaTop-
HEIX NPOLECCOB

EH MCO 11138-1 Crepunusauna meduUMHCKOR npeaykunia. buonormdeckne mHaukaTopel. Yacte 1.
OBwre TpeboraHus

EH NCO 11138-&5 Crepunuzauis MEAWUWHCKCHA NpoaykunK. BUuonornyeckne nHaMKaTonsl. YacTb S,
Buonornyeckne MHOMKATOR LI ANA MeTOAGE HUIKOTEMMERETYRHOR cTEepUnU3aumnmn napoM U hopManeaernaom

WMzpaHne ocpnunanbHoe
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EH 61326:1997 3SnekTpudeckoe obopyaoBaHWe ANA U3MEPEeHWUI, KOHTponA i nabopaTopHoro npume-
HeHus. TpeboBaHWA SNeKTPOMAarHUTHOW COBMECTUMOCTHI

EH NCO 3746 Akyctuka. OnpegeneHie ypoBHEN 3BYKOBOW MOLWHOCT MCTOMHUKOB WYMa C NpUMEHe-
H1EM 3BYKOBOTO daBneHWd. KoHTpOMsHBIA METC ¢ MCNOMs30BaHeM ornbawel NOBEpXHOCTU M3MEPEHNA
Hag NJICCKOCTbIC OTPaMeHWs

MCO 228-1 Peabbbl TpyBHEIE, He obecnevnsalcLlUne repMeTUYHOCTL coeaHeHWA. YacTs 1. Paamepsl,
aonycki 1 oboaHaveHna

3 TepMuHbI 1 onpeaeneHUn

B HacTodAwem cTaHgapTe NpUMeHeHbl CNegyiowe TEPMUHB C COOTBETCTBYHLW MM CNpedeneHuami;
3.1 ycTporcTBO [cpencTBO] gocTyna {(access device): YCTPOWCTBO, UCNONB3YEMOe ANA MNONy4YeHUs
A0CTYNA K 3aWMWeHHBIM OT HECAHKLWMOHWPOBAHHO O 40CTyNa YacTam obopyaoBaHWA.

MpuMedaHwne—3ITO MOXKET GbITh CNEUManktHbIA KN4, Kog (Napornk) uny cneuyansHoe npucnocotneHue.

3.2 aspauma (aeration): YacTs (UnK YacTW) Npolecca cTEPUNU3aLUK, B KOTOPOW B COCTBETCTRBUU
JdpdHee olipede) IeHHBIMWY YCIIOBNAMA q.)(.)pMdJ ledel g W1 NPoUYR I Bl 210 pedkd i uecopﬁmpyrmm N3 melmn-
LMHCKOTO M3HAENAA W KOTOPasd MOMET BbITh BEINOSMIHEHA BHYTPW CTEPUNIN3ATOPA, BHYTPW OTAENEHOro noMeLle-
HWSA WM KAMEePB! A B COMETaHMW TOMO W APYIore.

3.3 yoaneHune Bo3gyxa (air removal). YganeHue Bo3gyxa 12 Kamepbl CTEPUNMIATopa U 3arpyskn cre-
punasaTopa B obbeme, gocTaToMHOM ANA cBecneqeH s NMPOHUKAHUA CTePUITM3YIOWEro areHTa B 3arpysKy
cTepunsaropa.

3.4 aBTomaTUudecKMHd KoHTponnep (autcmatic controller): YcTpolcTBe, KCTOpoE B COOTBETCTBWW C
3apaHee onpede/leHHON NporpaMMon NocNefoBaTeNsHE YIPABNAET CTEPUNN3ATOPOM HA NPOTHAXEHUN BCEX
chaz pabouerc umkna.

3.5 buonornueckmin nHgukatop (biological indicator): FOTOBBIA K yNOTREBNEeHN MHOKYTMPOBAHHBIA
HOGCHTESIb B NEPBUHHON YNaKoBKe.

[EH 866-1:1997, ctaThs 3.1]

3.6 npeaBapUTenNkHEIA HarpeB KaMephbl cTepunUsaTopa (chamber preheating): Harpes BHyTpeHH X
NMOBEPXHOCTE N KaMepbl CTepunuaaTopa ANA JoCTUAEHWN 3apaHee onpedeneHHol TeMnepaTypbl Nepe Hava-
MOM UMKMZ CTERUNA3ELIAK.

3.7 koHauuuMoHUpoeaHue (conditioning): O6paboTka npoaykTa B Xode UMKNAZ cTepunusauuu, Ao
Hayana oTcyeTa BPeMEeHW yaAeRKaHUA, ANA AOCTAKEHUA 3aA4aHHbIX TEMNePaTypbl U BMNAXHOCTW BG BCeM 0bL-
eMe 3arpys3ku cTepunuaaTopa.

3.8 uukn 3aBepleH (cycle complete): MHaukaums 06 yonewHoM OKoHYaHWW UUKNa cTepUniaaLian U
FOTOBHOGT U NPOCTEPUNWIOBAHHON 3arpy3kia CTERUNM3ATORa K BbIEMKE U3 KaMepbl cTepunuaaTopa.

[EH 285:1998, cTatea 3.10]

3.9 napameTp uMkna (cycle parametler): YcraHoBNeHHOE 3HAYEHME NEpPEMEHHON LWKNA.

3.10 nepemeHHbIe unKna (cycle variables): MNapameTpbl, BNUNAOWME HA 3 DEKTUBHOCT L LWKNA CTERK-
nAzaymu.

MpumMedanwne—Ona HTMd-cTepunu3aTopoe NepeMeHHBIE LMKIA BKNIOYAKT B cebs {HO MOMYT He OrpaHnyu-
BaTLCS TOMEKQ MMK) TEMNepaTypy, AaBNeHre, BPEMS, KOHUEHTPAUWIC CTEPUNM3YIOLLErD areHTa.

3.11 gecopbumn (desorplion): YoaneHne c epunMsylOWEro areHTa U3 kamepsl cTepyunisaTopa u u3
3arpy3ku cTepunuaatepa Ne oOKOHYaHUW BPEMeHUW IKCNO3NLAN.

3.12 crepunuzaTtop ABYycTOpCoHHerc [npoxegHore] Tuna (double-ended sterilizer): Crepunuzartop,
UMEICLLMIA ABepU C ABYX NPOTUBCTICIIONHBIX CTOPCH KaMepkl CTepUnnsaTopa.

[EH 285:1996, cTaTba 3.13]

3.13 Bpem#A ypaeHUBaHUA (equilibration time): IHTepBan BpeMeH ¢ MOMEHTa ACCTUKEHUS B KaMmepe
cTepunuzaTopa TeMnepaTypbl CTEPUNU3aLMN 1 A0 MOMEHTa JOCTUKEHW TeMNepaTypbl CTepUnUsaLini Bo
BCEX TOUKAX 3arpyskn cTepunusaTopa.

3.14 BpemA akcno3vuuu (exposure time): MNepuca BpeMeHN MeXay MOMEHTOM BREAESHUS B Kamepy
CTEPUNU3YIOLLEro areHTa 1 Havanom casel gecopbuug.

3.15 BpemA yaepxkaHuA (holding time): Meproa BpeMeHUu, B TeYeHWe KOTGROro 3HAYEHWA TeMnepaTy-
pbl, AABNEHWA Napa U KOHLUEHTpaL MK chopMansiernga yaepKMBaleTea B npeaenax sagaHHbiX 3HaveHud 1 ux
A0MYCKOB ANsl AoCTUKEeHUA TpebyeMol athheKTUBHGCTH MHAKTUBALWN BHYTRW KAMERbl cTepunuaaTopa.

Mpwmedanwne— Bpems yaepxaHns cneayer HENOCPEACTESHHO 33 BPEMEHEM YPABHUBAHWS.
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3.16 MHOKyNUpoOBaHHLIA HocUTenb (incculated carrier); Hocutene, Ha KOTOPLIM HAHECEeHC cnpege-
NEeHHCE YMC0 TeCT-MUKPCOPraHU3MoR.

[EH 866-1:1997, cTaTbs 3.8]

3.17 arrectayuna moHTaxa; 1Q (installation qualification; 1Q): Mony4yeHne U QOKYMeHTUPOBaHWE OOKA-
3atenbCeTB TOro, YT obopyacBaHne BbIIO NOCTABNEHO U CMOHTUPOBAHO B COOTBETCTEBUM C TEXHWMECKAMAK
TpeboraHMaAMM HA Hero.

[EH NCO 14937:2000, ctaThs 3.9]

3.18 szarpyzo4Han gBephb (loading door): [Izepb ¢TepunuaaTopa ABYCTOPCOHHEro [NpoxeaHore] Tuna,
yepes KOTOPYIO 3arpysky CTEPUNMIATOPa NOMELLAICT B KaMepy CTepUnu3aTopa nepej crepunizanmen.

[EH 285:1996, cTatba 3.21] (Cwm. Takke 3.43 «PaarpyaodHas Asepby».)

3.19 MeaMuMHCcKoe uzaenue (medical device): MoGol MHCTPYMEHT, annaparT, YCTPORCTRG, MaTepuan
UNKU KMHOE u3genue, koTopoe, ByAyYN UCNONL3YEMbIM CEMGCTOATENLHO UNKM B KOMBUHALAW, BKMNOYAs MPo-
rpamMmMHoe obecneyeHne, HeabXGANMGE ANA erg NPaBUnbLAGro NRUMEHEHUs, NPeAHAa3HAYEHO U3MQTARUTENEM
ANs UCNGMNLI0BaHWUA B LieNsax:

- AWATHOCTWKA, NpOthMNAKTUKKA, MGHUTORKUHIA, NeYveHns Mny abneryeHna 3aboneraHus;

- AMArHOCTUMKKM, MCHUTOPUHTA, NeveHns, oBereHA UMK KOMIEHCAL WA TPAaBMbl UM MHOMC M3NYecKo-
ro HeAoOCTaTKA,

- M3ydeHuWs1, 3aMeHbl WM MoAM UKALMKU aHATOMUK UMK (PUIUCTICTMYECKora npoLeccea;

- KOHTPOMs 3a4aTtisl, AEACTBME KOTOROTO BHYTRW MM CHAPYXA Tena Yenoseka AocTuraeTes 6es npume-
HeHWs1 (HaPMAKONOrMYeCKNX, MMMYHOIOrMHECKMX UM MeTaBonuueckux cpeacTs, KOTOPLIE MOTyT BhITh NpW-
MEHEeHbl BMecTe ¢ HAM.

[EH MCO 13485:2000, ctates 3.1]

3.20 MukpoGoungHbIR pacTBOp {microbicidal solution): BogHeld pacteop, cogepxawnia chopmanege-
rmg v NpegHasHa4eHHbIA A48 MUTAHWA UCMApUTeNs B LENsX reHepauny CTepuM3yHoLLEerc areHTa B Kamepe
cTepunMzaropa.

3.21 pabouunit uukn (operating cycle): ABToMaTu42cKan nocnefosaTenbHocTL pabounx chas, BeiNon-
HseMasn B cTepunMaaTope.

[EH 1422:1997, cTaTted 3.24]

3.22 atrectauusa dyHkumoHupoBaHua; OQ {operational qualification; OQ): MNpouecc nony4eHUa n
ACKYMEHTUPOBaHWA 4oKasaTernsCcTR TOro, HTe CMOHTUPOBaHHoe oBopyAoRaHue paboTaeT B 3a4aHHbIX Npege-
nax napaMeTpoBR NpW UCMOML3CBAHWW B COOTBETCTRUM ¢ €ro SKCNNyaTalWeHHBIMIK NpoLeaypamMu.

[EH MCO 14937:2000, ctates 3.12]

3.23 onepatop (operator): lluuo, akcnnyaTupylowee 06opya0BaHUE B COOTBETCTBUM C 8ro HazHaqeHeM.

3.24 nepexBaT ynpaeneHus (override): CpeacTea, npegHazHaveHHble TONBKC And obcnyxueaHums
unu oGecneyeHns Be3oNacHECTH, ¢ MOMGLLLI KOTOPLIX Pabouni UUKN MoXkeT 6bITh NpepBaH MMM N3MEHEH,

3.25 noctuMknoean npoayeka (post-cycle flushing): ®asza nocne nosieneHWst nHaMkauMn «Linkn
3aBeplleH», B X04e KOTOROW 3arpy3ka cTepunuaaTopa ocTaeTesa B 3akpbiTOW kKaMepe, a BHYTPEHHAs aTMo-
cchepa kaMepkl aaMellaeTes.

3.26 cocyn, paGotaloWw A nop AaeneHuenm (pressure vessel): Cocya, COCTOALLWA U3 KaMephl CTepn-
nuaaTtopa, Asepn (ABepei) U UHLIX KOMMAOHEHTSR, abpasvicluux ¢ Kamepol cTepunuaatopa obLWKA y3en u
HaXoAsILLMXCA NOA GAHUM U TEM XKe AaBNeHWeM.

3.27 ycTpoicTBO gNsA UCNLITEHWA nNpouecca (process challenge device): YCTpeHCTBE, NpedHasHa-
YEHHCE ANA UMUTaUMK NPOAYKTa W MCMNONE3YEMOE AN CLUEHKW MPCHUKHCOBEHUA CTEPUIM3YHLLETC areHTa B
X0de UMKIa cTepunsaumm.

MpumMmeyaHWwe—YCTPORCTBO ANA WCMBITAHWMA MPOLECCA AOMKHO UMETE KOHCTPYKUMIO, NO3BONAKILYIO NOMe-
WaTh B1ONOrM4eCKUi MNK XMMMUECKUA MHAVKATOR B MECTO, HAMMEHEE OOCTYNHOE ANA CTEPUITUIYIOLLETO areHTa, NMpu 3TOM
MHOMKATOP He AOMKeH NPENATCTBORATL (OYHKUMOHWPOBAHWI YKa3aHHOTO YCTPOWGTBA.

3.28 zaBogckwe ncnbiTaHuAa (production test): CeprA MCNBITAHWA, BRINCIHAEMbIX Ha Npeanpus-
TUW-UArOTOBKUTENE AN AGKA3ATENLCTRA COOTRETCTRUA KAKAGTO CTEPUNU3ATORA TReDOBAHWAM HGDMATURHEIX
ACKYMEHTOR, B TOM YMCIE HACTOALLEMY CTaHAapTy, Ha COOTBETCTRUE TUNY.

3.29 KoHTponkHad Touka U3MepeHUA (TeMnepaTypel) (reference measuring point): Touka, B KoTopon
ACIKeH BbITh PACNoNMKeH AaTYMK TEMNEPATYREl CUCTEMBI YIIPABMEHWA LMKNOM CTERpUNIU3aLunim.

3.30 pearrectauma (requalification): MNMoBTopeHWe YacTk BaNUAALMK B LUENAX NOATRERKASHWA Npo-
AcITKaeeAca NpUeMNeMacT cneundMunpoBaHHGro NpoLecca.

[EH NCO 14937:2000, ctaThn 3.20]

3.31 cTepunuaylowMin areHT (sterilant): AHTUMUKPOBHEIA areHT, COCTOALLUMA U3 Napa, coaepxallero
thopMansaeria.
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3.32 vHXeKuWAa cTepunusylowero areHTa (sterilant injection): EQUHMYHaA MM HECQHOKPATHO NOBTO-
paemas dasa, HadMHaKLWAACH C BBEOAEHWHA CTePUIUSYICLLErc areHTa B BaKyyMUPOBAHHYIO KaMepy CTepUnn-
3aTopa W 3aKkaH4dMBamLWasca OCTVHEHVEM B 3TOM Kamepe 3agaHHoro paboverc gasnequs.

3.33 ctepunsHocTsk (sterile): OTCyTCTRUS KUZHECNOCODHBLIX MUKPOORTaHW3MOR.

[EH MCO 14937:2000, ctatena 3.23]

3.34 cTepunuzayuna (sterilization): BanvgvpoBaHHEBIA Npouecc OCBODOXIEHMA NpogyKTa OT BCex
thopM KM3HECNOCODHBIX MUKPOOPraHU3MOB.

Mpumedaruea—lpn CTEPUNINIALKY NPOLEOC OTMUPAHWA MUKDOOPIaHW3MOR OMUCHIRABTCH 3KCNOHEHUWANL-
HbIM 33KOHOM. CnegoBaTensHO, HANMWYKME KUAHECNOCOGHBIX MUKPOOPTAHVAMOB HA KAMAOM OTAENBHOM WM3ASNUN MOMET
BbITh BEIPAKEHO B TEPMWHAX BEPOATHOCTH. 3TA BEPOATHCCTD MOXET ObITh CHUMEHA A0 OHEHB MANBIX YMCETT, HO HUKOTAA He
MOXKET BbITb GOBEASHA 40 HyNS.

3.35 cTepunusatop (sterilizer): Annapat (yCTpOUCTBO), NpedHasHavYeHHbBlA 4N CTEPUNN3aLni.

[EH 285:1996, cTaTb4a 3.36]

3.36 kamepa (cTrepunuzaropa) (sterilizer chamber): YacTe crepunuzatopa, npegHasHavYeHHasa ans
pasMeLLeHs 3arpysku cTepunMsaTopa.

[EH 285:1996, cTaTba 3.37]

3.3/ uMKn cTepunuaauunu (sterilizer cycle): IpefonpeaengeHHan NocnNeaoBaTeNLHOCTL PaboUux dhas,
BbINOAHAEMAdA B CTEPUMNIN3ATOPE B LENAX CTepunusaummn 1 gecopbunn.

3.38 szarpyzka (crepunusaropa) (sterilization load): Msgenus, KoTopele CTEPUNTMIYIOT OAHOBPEMEHHO
B KaMmepe cTepuavsaTopa.

3.39 npouecc cTepunuaayun (sterilization process): MNocnenosaTensLHOSTE ASACTBWA N onepauri
ANs1 AOCTWKEHWA YyCTAHOBNEHHbIX TpeBoBaHWA K CTEPUNBHOCTU M K CHUXKEHUIC OCTATKOB CTERMMMIYIOLLEra
areHTa Ao OonycTAMOro YpoBHA.

Mpwwmedarwne— NocnegoBaTenbHOCTL ABKCTRUA UMK onepauvin BknodaeT B ¢eba npegeapwtensHyo obpa-
BoTry {ecnn Tpebyatcn), SKCNOAMUMIO — BOZABKCTBNE G epHUITMAYIOLLEro areHTa NPH ONPEAsneHHbIX YCNOBMAX W Nobyio
HEOBXOAMMYIC 3aKniounTansHYK 06paboTky, OHO He BRKYasT B cefa HMKaknx onepauuii, NPedecTByIWUX NPOLBCey
CTEPMNM3ALMM, TAKMX KEK OUNCTKA, Ae3MHAIEKUMA MK YNaKoBKA.

3.40 temnepartypa crepunulaunn (sterilization temperature): MuHUManeHasa TemnepaTtypa Quanaso-
Ha TeMnepaTyp cTepurnmMaasim.

3.41 nonoca TemMnepatyp ctepunusayun (sterilization temperature band): JonycTmeld guanasoH
TeMrnepaTyp B 3arpyske CTEpWNM3ATCPa W KOHTPONBHOW TOYKE M3MEPEHWUA TEMMEPATYPbl, HWKHAA rparuua
KOTOPOro paBHa TeMneparype cTepunisannm.

3.42 TeopeTHUYecKaA TeMnepaTypa cTepunuaylollero areHTa (theoretical sterilant temperature):
TemMnepaTypa CTEpUNUaylOLero areHTa, PpaccyMTaHHan U3 COOTHOLWEHWA «TemMnepaTypa/aasneHne napos
CTEPUNNIYIOLLEro areHTay .

MpumedaHwne— 3Haq“eHVe TEOPETUYECKOR TEMNEePaTyp s CTEPUIMAYICLLETNO AreHTa PACCHYTHIBAKOT OT HAYANa
KCMNO3UUMKM 00 HaYana aspauum.

3.43 pasrpy3ouHan gBepb (unloading door): [repb B cTepunuzatcpe ABYCTOPCHHErS [MPOXOAHOMO]
TWNa, Yepes KOTOPYIO 3arpy3Ky CTEPUNMZATopa BeIHMMAKT U3 KAMEPE CTEPUIMIATOoPAa MO OKOHYaHWUKM LiKna
cTepun3aymm.

[EH 285:1996, cTaTtba 3.42] {Cwm. Takke 3.18 «3arpysouHan Agepb».)

3.44 noneszHoe npocTpaHcTBO (Usable space): MNPOCTPAHCTRO BHYTPU KAMEPEl CTEPUNU3ATORA, KOTO-
poe He OrpaHWYeHo XKeCTKO 3aKPeneHHBIMM YacTAMKM W KOTOPOE, CornacHe cneyndkaunmn NsreToBUTeNs,
npegHasHaveHo 4N pasMeLleHns 3arpyskn cTepunnzaTtopa.

3.45 panupauun (validation). JokymeHTMpOBaHHAA nNpouedypa MonyvYeHus, NpoTOKONUPCRAHUA W
MHTepnpeTaL M pesynbTaTtes, HeobxoQMmMan AnA AeMOHCTRAaLNKA TOT0, YTO MPOLECC HEBM3MEHHO BbldaeT Npo-
OYKT, COOTRETCTRYIOLWMA NpeaBapUTenLHO onpeaeneHHbIM TpeboraHuaM.

[EH MCO 14937:2000, ctaTtes 3.32]

4 TexHuyeckne TpeGoBaHus

4.1 Kamepa cTrepunusaTtopa

4.1.1 Marepuansbl
4.1.1.1 TMoBepXHOCTU MaTEPWANGCE, U3 KOTOOLIX U3rOTORNAT cocyd, paboTalolMiA noa AaBneHUeM
(BKMNIOYASA, HANPUMED, CBAPHLIE LUBKI} 1 MOTYLLMA KOHTAKTUPOBATL ¢ NPOLECCHBIMU XUMUKATaMK, NpKU pacyeT-

4
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HEIX DQSOHMX YCNGOBAMAX ACITKHEI BbITh YCTOI}"ILIME!I:IMM K BO&,EleﬁCTBMIO STUX XMMUKATOB. OHW He AGNHHEl BEIOS-
NATb HAKAKWX CYyBCTaHLUMIA, M3BECTHBIX KaK TOKGUYHBIE, B KOMUYECTBE, CNOCOBHOM co3aaTh yrpoly 3J000BbI0
nogen N okpyskatowei cpeqe.

Mpumedanwne— lpyBbIGope MaATEPUANOR ANS COCYAR, PABOTACWETD NOA AABNEHUEM, N M0 HEOTBEMIEMbIX

qacTen ocobos BHUMAHWE CNeayeT YAenATh X YCTORYMBOCTH K KOHTAKTHOW KOppoavn n auddepeHunansHoMy pacliunpe-
HWIO NPK KOHTaKTE pasHOpogHEIX METaN10B.

4.1.1.2 Matepunanbl, A3 KOTOPBIX WIrOTOBNAKT (QYPHATYPY CTEPUIN3ATOPA, BKIKOYAA CACTEMBl NOg-
[AEepMKA 3arpy3KM, credyeT BbiOUPaTh C TaKMM PAcHeToM, YTODEI M3bexaTe KOPPO3UK U HexxenaTernbHbIX rans-
BaH4ecKnx adiheKToB.

4.1.2 Pasmep KaMmepbl cTeEpUnuiaTopa

AomkHbl BbITh YCTAHOBNEHLI CNeAylolWKMe paaMepkl B MANNUMETRaX, rae 370 NpUMEHUME, MoneaHoro
NPOCTPaHCTRa KaMepsl cTepunusaTopa:

a) UMIMHAPWUHYECKOTO FOPHU3OHTANBHOIC UMM LWNMFOPWUHNECKOTC BERTUKANEHCIO NCNe3Horo NpocTpaH-
cTBa:

000 = 000,

- rge nepeble TpM UAhbpeI 03HAYA0T gnameTp,

- BTOpblE TpW L pbl G3HaYaoT rybuHy;

b) npamoyroneHoro nonesHoro NpocTpaHcTea (B hopme napannenenanega):

000 x 000 x 000,

- rge nepeble TpW LMMPBI O3HAYA0T WWPKUHY,

- BTOpbIE TPU LDPLI 03HAYAIOT BLICGTY,

- TpeTeW TpU LNdpel o3HAYa0T rNyOuHy;

¢} MONesHore NpPOCTPAHCTRA APYTMX KOHDUrYpaL il — B COOTRBETCTBMW C NepedncneHrem a) unu bi;

d) ecnu noBoe nameperue npeebiwaet 1000 mm, AN HEro 4oMKHE OblTe UCNONL30BaHLI YeTbipe Ld-
pbl 683 4eCATUHMHON TOMKN.

4.1.3 OBepu n GNOKMPOBKK ABepell Kamepbl cTepUnUIaTopa

4.1.3.1 Kamepa cTepunusaTopa OOMKHA AMETb OOHY UMK ARE ABEPU.

4.1.3.2 TNocne 3akpelTUA ABEPHU KAMEDE! CTEpUIn3aTepa 40NM#KHA OliTh NPeayCcMOTpeEHa BOSMOXHOCTE
ee CTKPBITUA 40 TOro, Kak OygeT 3anyLweH UMK cTepunniagmm.

4.1.3.3 OomkHa BblTb MCKHOHYEHa BO3SMOXHOCTE OTKPEITMA ABepuy (ABepel) Kamepel cTepunusaTtopa B
X0de UMKIa cTepunsaumm.

4.1.3.4 B cny4yae npepelzaHus LWKNa (HanpuMep, U3-3a BO3HUKILEN HEUCMPABHOCTU) OTKDLITUE ABEPU
KaMepkl CTEpUNU3aTORa ANA NONYYeHWUA A0CTYNA K 3arpyake A0MKHO TpebogaTte NpYMEHEeHWA YCTPoUCTRA
[cpeacTRal AocTyna.

4.1.3.5 JonxHbl meTeCA cpedcTBa, obecneqvBarcluiie 4oCTyn K yNAOTHAGLLMM NOBEPXHOCTAM ONA WX
CYUCTKA M ONA 3aMeHbl 4BepHbIX MpoKNagek.

4.1.3.6 Ans cTepunnzaTtopoB ABYCTOPOHHErD [MpOXOAHOMO] TMNAa He AOMAHO WMETLCA BO3MOKHOCTH
GTKPBITUS Pa3rpy3sovHon ABepU, Noka He BKNIOYUTCA MHAUMKALKWA «Llukn 3aeepLlueH».

4.1.3.7 Ona pabouynx UMKNOB, NpedHaszHaYvYeHHbIX A8 OBCNYKUBAHWMA MK MCNBITAHWA, MHAWKaLWUA
3aBeplUeHns UMKNa JO/KHE OTNMYATECA OT MHAMKALWK 3aBEPLUEHWSA HOPMAIEHCOTC LMKNA CTEPUIN3aUMK.
Ans cTepnM3aTopoB ABYCTOPOHHErS [MPOXO4HCTo] TUNE Takaa MHAWMKAUWA 3aBeplleHna UMKNa He JCITKHA
NO2BCNATE OTKPBITUE PARIPY30HHON OBEpH.

4.1.3.8 OpraH ynpasneHns, cnyxawuid Ans nycka agTomaTuyeckero pabouers UMkna, AonkeH BbiTh
pacnonoxkeH Ha 3arpy3ouHor cTopoHe cTepunMiaTopa.

4.1.3.9 3a ncknoveHnem Lenei oBCNyXMBAHUA, He JOJIKHO MMETLCHA BOSMOMKHOCTH OAHOBPEMEHHOO
OTKPBITUA 0Benx ABepel KaMepbl CTEpUM3aTopa ABYCTOPOHHErC [NpoxoaHero] Tuna.

4.1.3.10 Obe cTOpOHLI cTepUNU3aTopa ABYCTOPOHHEro [NpoexaaHore] Tuna AomkHbl BbiTh cHabkeHE
YCTPONCTBOM, NOKA3bIBAKLLUM BOIMMKHOCTE/HEBO3MOXKHOCTE OTKPLITUA ABEPU C 3TOW CTOROHLI CTepUnMaa-
Topa.

4 1.3.11 WMHgnkauma «Uunkn 3aBeplueH» 4oimkHa BEIKITOMATECH MPKW OTKPRITAM geepu. [na crepynunza-
TOPCB ABYCTOPOHHETO [MPOX04HOro] TUNa 2arpyscyHan gsepe AOMKHA OCTABATHCA 3aNepTon, NoKa OTKpLITadA
pasrpy3o4Has geepk He OydeTr BHOBL 3aKpeITa W 3anepra.

4.1.4 lNpepBapuTenNbHLIA HArPeB KaMepbl CTEpUNMIaTOpa

BHYTpeHHWE NOBEPXHOCTU KaMepkl CTeRUNU3aToRa ACMKHEl HArpeBaThesl ANS AOCTUXEHUA 3adaHHbIX
TeMnepaTyp. MNyck LmMkna cTeprnmaalnin JoMmKeH BbiTh HEBOIMOKEH, MOKa 3T0 YCNOBKWeE He ByaeT BhiNoNHeHo.

5
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4.1.5 MNMogKno4veHWe UCNbBITATENBHBIX NpUGOPOB

4.1.5.1 Kamepa cTepunusaropa gorkHa BblTb cHabKeHa KOHTPOIbHBIM COBQUMHUTENEM, UCNCNE3Ye-
MbIM ANS NOAKIHYEHUA KOHTPOSIBEHOMC W3MEpPUTENA AaBNeHua. 3TOT COeQWHWUTENE JOJPKEH HaxOAWTLCH B
TOYKe Nerkoro 4ocTyna, Ho He B TpyBonpoBode Nogaqn NiTarowei cpedel U He B TpySonpoBoae ANA OTKaYvku
Kamepbl, M 4OIKeH OKaHYMBaTecA TpyOHOW pesbboi G 1/2A no MCO 228-1. Mpumep Takoro coeguHUTENA
MoKa3aH Ha pucyHke 1.

Pasmepbl B MunnumeTpax

|

|

|
G 172A%

26105

2505 20+ 0,5

4 Tpy6Han peasba G 1/2A no MCO 228-1.

PucyHok 1 — lNMpyumep kOHTPONBHOIO COBANMHUTENA
ANA NOAKMIOHEHUS KOHTPONBHBIX NpUBopoB

KoHTpeNbHEIA coeAuHUTENb AomkeH BbiTh cHabkeH KonnadkoM, noMedeHHbIM Byksamin PT (Pressure
Test — KoHTponb AaBneHWA}, U YNNGTHEH NNOCKAM UMW TOROWMAANBHBIM KOTNbLERLIM YNIOTHEHUEM, YCTONYK-
BbIM K BO3ASHCTBUIO CTEPUMUIYIOLLErS areHTa U AsBNeHus!.

Mprv™MedyaHwe— EciM HAUMOHaNEHBIE HOPMATMBHEIE AOKYMEHTEI TPebyIoT KanmbpoBKKM BCEX M3MepWTEenen
OABNEHWS, COSAMHEHHBIX C COCYA0M, PABOTAWMM NOA AABNEHUEM, MOTYT NOTPeBoRaTHCA TROWHWKY 1 3aMOPHBIE KPaHs! ¢
rEpMETUHHBIMK 3ArNYWKaMK, NO3BONSIOIWLME NOAKNIOHATE 06pa3LoBbIe NPUEOPHLI.

4.1.5.2 Kamepa cTepunuiatopa AomkHa 6ObiTh cHab:keHa NPsIMbIM KOHTROMLHBIM cOgfIUHWTENEeM,
HCnonbayeMblM A1 NOAKIKYEHUST KOHTRGMLHGTO UsMepuTenst TeMnepaTypel. MNMpuMep Takore coeaMHUTENS
MoKa3aH Ha PUCYHKe 2. ITOT coeQUHUTENb ACITKEF HAXGAUTLCA B TOUKE Nerkore AccTyna.

Pa3mepbl B MUNNTMMETPaX

220+ 0,5
G 1A%

3205 | | 25+05

2 Tpy6Han pesuGa G 1A no MUCO 228-1.

PucyHok 2 — lNpumep KOHTPONBHOTO COBAVHUTENS
ANABBOAA M3MEPWTENS TEMNEPATYD b

KOHTPGMBHEIA coeduHUTENb AomkeH BbiTh cHaGkeH KoNmaukom, noMedeHHelM Bykgamma TT
{Temperature Test — KoHTpone Temnepartypbl), U YNNOTHEH MNNCCKUM WM TOPOUMOANBHEIM KOJTEUEBBIM
YNNOTHEHMEM, YCTOMUMBLIM K BO3AEHCTBUIO CTEPUNMIYHOLLErOo areHTa U AaBNeHWs.

8
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4.2 Pac4eTbl U KOHCTPYKLMWA

4.2.1 Obwue cBeasHUA

AwvpexTyea EBponeickoro coeeTa No CONMKEHNID 3aKOHOB rOCYAapCTB-Y/1EHOR B OTHOLWEHWA obopydo-
BaHWA, paboTawwero nog gaeneHnem, Goina Bolinywena 29 mas 1997 r. (97/23/EC), kpome Tore, MoryT ObiTh
NPUMeHUMEI eBponerckie cTaHgapTel EH 13445 n EH 14222,

4.2.2 TpybHana o6BA3Ka U (PUTUHTN

4.2.21 TpybHan obsaska 1 chUTUHM (BKIOYAA, HANPUMED, YNNOTHUTENBHLIE NPOKMaAKM), KoTopble
MOTYT KOHTaAKTWPROBRATL G NPOLECCHEIMU XUMUKATAMK, AGMKHbl BbITh W3rGTOBNEHEI U2 MaTEpPUATIOB, MPKY pac-
YeTHbIX pabounx YCNOBUAX YCTOMHUBLIX K BO3ASACTBUIO 3TUX XUMUKATGR. OHUW He A0MKHbI BEIAEMATL HAKAKIX
cyBeTaHUMA, M3BECTHEIX Kak TOKCUYHELIE, B KONMUYECTRBAX, ¢nocobHEBIX c034aTh Yrposy 3A0POBLI NIKASA MNK
cKpyxatoLen cpege.

1 prmMadaHwe— Bo natexanne noTeépe Ténna UNK KOHASHCAU K BCE prﬁoﬂpOBOﬂ,bl, N2paHOCALINE MUTIK-

e cpedbl B CTepnnu3artop, JomkHbl BbITh TENNMOUIONWPOBaHLI. 38 WCKIMKYEeHWEeM CnyYaes, Korga Tennon3onaynAa MoxeT
nomewaTts hyHKUMOHUPOBaHHID CTEpUNM3aTopa.

4 2.2.2 Toukn NOAKIHYEHMA NOAaYM BOAbI, Napa A crvea AO/KHbI BbITe 0BecneveHsbl cpedcreamMm,
npegcrepawakcwimmMin noenagadie 4actuu, CNOCOBHEBIX YXYOLWWUTE paﬁoTy crepyannzaTopa.

I pyvMeadaHne — K Toukam NoAKNHIYMEHIH NUTLEROK ECABI W CNWBA MOTYT BbITh NPUMEHVMBI NONOXKEHWA HALWO-
HANBHBIX HOPMATWBHEIX A0KYMEHTOR.

4.2.2.3 TpybHas obesaka AomkHa BblTh pacounMTana TakK, utobbl NpejoTBpallaTh HakannusaHne KoH-
AeHcaTa.

4.2.2.4 Bee ynpasnawllve knanaHel Ha TpyBHON obBsiake AGMKHEI UMETL HecMblBaeMylo/HecTpae-
MYH0 MaPKUPOBKY, OTHOCALLYIOCA K UX thyHKUMAM {cMm. 8.4).

4.2.3 CucTema OTKauKu

4.2.3.1 Crepunuartopbl 4OIPKHbI ObITe 060pYA0BEHEI BAKYYMHOM CUCTEMOR ANS yaaneHns Bo3ayxa,
BOAbl M CTepunnaytowerc areHTa. HuxHee 3HaqdeHne abconoTHOrC AasneHns, HeobXo4aMore ans BulNosHe-
H1A TpeboeaHwid pasgena 6, Npu NCNBbITAHWAX B COOTRETCTBUKM ¢ A3 (NpunoxeHue A), AOMKHO DbITb YCTAHOB-
neHo.

MprmedaHwneae— BakyymMHble CUCTEMBI B OCHOBRHOM paboTaloT Ha rope. CneayeTt yoensaTe BHUMAHWE ONTUMK-
33UMW UCNONB3ORAHWS BOALI B TAKMX CUCTEMAX, NOCKOMNBKY AonxeH GuiTe cobnwaeH BanaHe Mexay nenone3aoBaHnem pe-
CYPCOB 1 pa3gefeHnen pacTeopa opmaneaeniaa oo KoHUEHTPaLWA, Be3onacHeIx ANA OKPYXaoLWen cpaakl (M. Takke
npynoxerHue F).

4.2.3.2 Crepunuaatop AomkeH BLITh cHabXeH cpeACTBaMK NPOBEPKU Ha YTeuky, BKMAKHAZIOWAMA B
cebsn HenocpeNCTREHHO KaMepy CTePUIM3aToRa U BCIo CBA3aHHYIC ¢ Hel TPYBHY0 00BA3KY 1 hUTUHIK.

Mpu NpoBepKke Ha yTeuKy KaMepa cTepunuaaTopa v cBA3aHHasA ¢ Held TpyOHaa oOBaska A0TKHBI ObiTh
CTKa4aHbl (BaKyyMUpoBaHbl) 40 TOYKM MUHUMAIEHCTO MPOLECCHONC AaBNeHus v Hike. CKopocTe Bo3pac-
TaHus gaeneHns He go/kHa npeeeblwate 0,1 kMNa/muH 3a nepyog He MeHee 5 MUH 1 He Bonee 15 MWH Nocne
A0CTUHBeHMA MUHAMANEHOIC daereHnA.

4.2.4 3neKkTpudeckaa U MeXaHW4eckad Be3onacHocTb

4241 B oTHoweHnd oblWero KoHCTpYWpoBaHWA ACMkHL BLiTk npumeHuMsl EH 61010-1 w1
EH 61010-2-042.

MpumeyaHu e—[ONA PYKOBOACTEA B OTHOWEHHMW CIEUMMUECKUX OCOBEHHOCTEN KOHCTRYMPOBAHUA MOMXET
BeTe NpyMeHed EH 80204-1. Pykoeogawve ykasanus EH 80204-1 Nno3sonsaT cHW3WTE 0BBEM WCMNEITAHWA.

4.2.4.2 Crepunusatop A0/DKEH YOOBNETBOPpATE TpeGosaHmAM EH 61326 B OTHOWEHWW 3nekTpoMar-
HATHOW COBMeCTUMOCTK (3MC).

CrepuvnuzaTopel, paboTamwwme NMBe B 30HaX, NpednonaraLUmMx UCMoSie3cBaHue MeguLUMHCKOro aMek-
Tpudeckoro ofopyaoBaHna, NMBo nobnu3ocTy OT APYroro YyBCTBUTeNbHOrCe obopydoBaHWA, cnedyeT pac-
cMaTpMBaTk Kak obopyaosaHue knacca B B cootBeTcTBMA ¢ EH 61326,

MomexoycTONYMBOCTE A0MKHA BbITh NpoBepeHa B cooTBeTeTBMM ¢ EH 61326, Tabnuua A.1.

Boibop kpuTEpMER NOMEXCYCTORYUMBOCTU GNeayeT rpoBoANTL B COOTBETCTBUK ¢ EH 61326.

BulibpaHHbIe KPUTEPUA MOMEXOYCTOAYMBGCTH AOMKHEI rapaHTMpoBRaTh, YTe palioune xapakTepucTUKK
CTepUNM3aTORa, YCTAHOBMNEHHBLIE B COOTBETCTRUM ¢ 5.2, ByayT cobnicaeHEl B HOPMabHBIX YCNOBWAX SKCMNY-
aTaunn NpK BO3ASUCTRAM NGMeX B cooTeTeTBUM ¢ EH 61326, Tabnuua A1,
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4.2.5 Cucrtema aspaumu

4.2.5.1 TMpy BEHTUNUROBAHMU KAMEREI CTERMNN3ATOPA B X0Ae a3pauunu B Lenax Aecopbuni 1 ypasHU-
BaHWs AaBNEeHWA B KOHLE Npouecca AomkHa BLITh npeJoTEpalleHa MUKpoBHan KOHTAMUHALWA 3arpy3ky cTe-
punmMsaTopa.

4.2.5.2 QUNbTp, BCTPaUBaeMbIA B cTepunM3aTop AN NpefoTBRpaleHua MAKPGOHONW KeHTaMUHAaUMUN
3Arpyskn B XoA4e aspauui UN1 yPasHUBaHWUA JAaBNeHUNA, A0MKeH BEITb NErkoAocTyneH Ana 3aMeHbl. DunsTp
aomkeH BeITL cnocobeH yaepmkMBaTh NG MeHblWel Mepe 99,5 % YacTuy, anametpoem 0,3 MKM npy nepenage
AaeneHyui 1 6ap 1 NP MaKCUMAaNsLEHOM BO3AYLLHOM MNOTOKE.

Mexgy hbunbTPOM U KaMepOoR CTepunM3aTopa 4oMMKHC BbITe NpedycMoTPeHO HanMvme cpencTs, npeg-
OTBpaWaoLWnX NPOTCK MUOKOCTA M3 KaMepbl cTepunusaTopa K (puneTpy.

4.2.6 PaMmbl 1 naHenu oGWMEBKK

4.2.6.1 Ecnupgoctyn K BOKOBBIM CTOPOHAM CTepuinsaTopa He TpebyeTca Ana ero HopMansHoMR 3KCny-
ataumu, GoKoBblE CTOPCHEI AOITKHBI BbITE 3aKPbITh NaHeNnAMU 0GLKUBKM.

MpumedvaHwe 1—CTepunuaaTopkl, NPEAHA3HAYEHHbIE ANA BCTPAMBAHMA B CYLWECTBYIOWWE CTeHbl, Npw
YGINOBUKW 0BECNEYEHUA CITMTHOTO CThIKa MEXAY CTEHOW W NepegHYMK (NMLUEBEIMKM) NaHENAMM HE HYKAaloTeA B 0becneve-
HWK BOKOBEIMK NAHeNaMK OB WKWBKM.

[MaHenwn oBLWMBKK AOMKHEI 0BnajaTs AGAroepeMeHHON YyCTOMYUMBOCTLIO K KOPRO3UK. K cTeprunuaaTopy
AOMAHLI BBIT MPUNOKEHBI UHCTRYKLAW MO OUNCTKE NaHenen.

MpumevaHune 2— B naHenax 0OWHBKK MOTYT MMETECH BEHTHUITALHWOHHEIC OTESPCTHA.

4.2.6.2 lMaHenu oblIMBKA cTepunuaaTapa AomkHel abecnevrBaTb AGCTYN ANs1 BLINGNHEHW paboT no
obony:KUBaHNIo.

Mpumedadwne— Joctyn Ana obcnyxMBaHWA AOMKeH GblTh OPraHM30BAaH TaK, YToBbl HE HApYWAaTh TpeboBaH s
6e30nacHOCTM B OTHOLWEHWW KaKk NpoAykTa, Tak v nepciHana. TpeboeaHns K OPraHusaumn AocTyna ofycnosneHsl no
EH 61010-2-042.

4.3 Mpubopbl (ycTpolcTBa) ANA UHAUKALHU, N3MEePeHUA U PerucTpaunum

4.3.1 OBwue cBeaeHNA

4.3.1.1 YcTpoctea W npubopbl ANA UHAWMKAUWW W perucTpauuun (danee — npubopkl) AOMKHLI BbITh
WMAEHTURUUMPOBAHBI NG CBOUM (yHKUMAM. OHW AOMKHBI BT NErkoAGCTYMHEI, UMETL YeTKYK: HECMbIBAES-
MY/HECTURAEMYI0 MAPKUPORKY, ObITh NerkouMTaevikiMiU 1M ynpasnsieMbiMA.

4.3.1.2 MpubBopbl AoKHBl BbITh PACTCNOMKEHE W/WNW 3aWMLLEHBI TaKMM 08pasom, 1Tobbl nx pabovne
XapaxkTepucTKA oCTaBanuck B Npedenax ycTaHOBIeHHbIX 40MYCKOR BO BpemMaA paboTel CTepunuaaTopa.

4.3.1.3 Ecnwnpubop gna tHAuMKaunn nogknyalcT noovepedHo 6onee YemM K 0gHOMY AaTquKy, 40MKHa
BbITb NPegyCMOTPEHA HeNpepbIBHAA MHONKALASA aAKTUBHOTO AaTYMKA, C KOTOPOTO B TEKYLUMA MOMEHT CHAMAIOT
MoKasaHuA.

4.3.1.4 TMokazaHus Nprubopos ANA UHAWKALMWA A pericTpaL i ACMKHEI 6blTh YATAEMBIMK ¢ PACCTOSIHAA
(1 =0,15) M NpW HOPMANEHOM UMA CKOPPEKTURCBAHHGM 3PEHUA U OCBELLEHHOCTK (215 + 15) nk.

4.3.1.5 TMpubopbl ANA UHAWKALWW, U3MEPEHHUST U PErkMcTpaLuM AOMKHLI BbiTh cHaBXKeHbl cpeacTRamMm
perynupoBKA Ha MecTe SkennyaTauuM 6es AeMOHTEKa NyTeM UCNONbI0ORaHWA YCTPONCTRA AocTyna. [lna aHa-
noroebiX NPUBOPOR, ABMOHTANX KOTORLIX 3ATHYAHEH, ACTTBKHEI BLIT NpeaycMOTPeHEl cCpeAcTRA PEeryfMpoRKA
Ha MecTe.

Mpumedvanwe—lpy MCNONBIOBAHUKY LWMDPOBEIX MHAVKATOPOR A3BNEHMA MOXET noTpeboBaTets AononHu-
TeNbHBIR MHAVKATOP ¢ MEXAHWYECKUM MPUCOSaVHEHVEM 0N YAOBNETBOPEHUA TpeboBaHuil HAUVOHANBHEIX NONOMEHWUA O
cocynax, paboralowmx noa gaenednen. Ecnn ananoresli NnpuBop yoTAHOBNEH TOMNBLKO ANA 3TWX uanel, TpaboeaHne o
BO3MOMHOCTH PEMYIIMPOBKW HA MECTE QOMKHO BbiTb UCKIIOYEHO.

4.3.1.6 OononHuTeneHble BYHKUMK, UMEIoLINESs ¥ Npubopos ANA perucTpaluldn UM WHAMKAUWKA, He
OOMKHBI YXyALWATL TOMHOCTL PErMcTRauni AaHHbIX UM MHAUKALAW.

4.3.2 Mpubopsl (YycTpoUcTEa)} ANA U3MePeHUA TeMNepaTyphbl

4.3.2.1 lMpn 1NCNone20BaHUKA 419 YNpaBleHAd NPoUecCoM, MOHUTOPWUHIA WM perncTpayii gaHHbIX
npubopebl ANA N3MepeHna TeMNepaTypbl A0MKHEI MIMETb MAKCUManbHYK NorpewHocTe 1 K nnn meHee B gna-
nasoHe namepeHid ot 20 °C go 100 °C 1 MMeTk BOBMOXHOCTE perynupoBki go + 0,5 K unn meHee oTHOCH-
TeNsHC TeMNepaTypbl CTEpUIN3ALNA.

4.3.2.2 CucTembl ynpaBneHna TemMnepaTypci AOMKHbl ObITe 3aWMLLEHEl OT HECAHKUMOHUPOBAHHOID
QOCTyna NyTemMm UCNOMb20OBAHUA YCTPOWCTRA QOCTYNA.

4.3.2.3 Ons naMepeHnsa TeMnepaTypbl KaMepbl ACMKHBl BbITh MCMONL3OBAHE! M MeHbLUSA Mepe ARA
He3aBUCHMMbIX AaTYWKA, NpeAHa3HaYeHHbIX AN MHAWKAUWK, YNPpasReHWa NPoLEeccoM W perucTpaunn aHHbIX.
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AaTunki gonkHbl BbITL pAcNoNoKeHbl B HaMbonee NpeacTarUTENLHON TOYKE KaMephl, cneyndruUMpoBaHHCH
KAk KGHTPOMbLHAA TOUKa U3MEepeHUa TeMnepaTypbl.

4 .3.2.4 Tpubopbl perucTpauni AaHHBIX KU NPUECPEEI MOHUTOPUHMa/YNpaRNEH A ACMKHEI ObITh B3aUMHO
He3aBUCHMbI, KaK MpeanceKeHs Ha NIoBoW U3 CXeM, NeKa3aHHLIX Ha pUCyHKe 3.

P + P rt+
<D |J ]'\ 1
gP H-l 1 r I P 1 2
Elj X b's El%: X X
=) T P+ F
P 1 i ?:PI% 1 }l gl
7y m B Y |
71 — kamepa
T - npubop, nokassieaowWwmii TeMnepaTypy, ?P — npwGop, peMCTPUPYIOLLMIA JaBNeHWe;
- — KOHTposnep, yNpaensiowuii TeMNepaTypoi;

— nNpuBop, NOKA3LIBAKLLMA JaBNeHue;

— npuBop, perucTpUpyHOLLMIA TeMNepaTypy; _Fy' — KOHTposnep, yNpaensiowuWii JasneHuem

Ay

PucyrHok 3 — Cxembl OpraHM2auyi NoAkNoYerns AaTHVKOB TEMNEPATYPbl M AaBNEHHS

4 .3.2.5 [aTunk TemMnepaTypbl, BKNOYAA U3MEPUTEILHYIC CUCTEMY, K KOTGPOW OH NpucceuHeH, Aon-
XeH UMeTh BPEeMS PRAKLIMN Ty o< 5 C NPKW UCNILITAHAW B NOTOKE BOAkLI B COOTBRTCTBAM ¢ EH 60751,

4326 Cucremel ynpaéneHMﬂ TemMnepaTypo AC/KHEl MMETb (DYHKUMIC, BbISBIBAICLUYIC MHAMKALMD O
HEWCNPaBHOCTW, eCcni AaTYWMK TEMNepaTYPbl BLIXOAWT U3 CTHOS.

4.3.3 Mpuoopbl (ycTpONUCTBa} MHOWKAUWK TEMIMEPATYPLI

B acnonHenue k ThebosarHuam 4.3.2.1 npubopbl MHOUKALMW TeMNepaTypbl AOMKHbI:

- BbITh rpagyupoBaHsbl B rpagycax Lenecus;

- UMeTb AManasoH MamepeHuia 0 °C — 100 °C;
aHancrogkle NPUBopLI — UMETh rPAAYNPOBKY ¢ LEHOR AeNeHna WKanbl He Xyxe 2 °C;
uucppoBele NPUBSHEI — UMETL paspelleHwre He Bonee 0,1 °C.

4.3.4 Mpuoopbl (yCTPONUCTBa} UZMEPEHUSA N MHOWKEUWK OaBNeHUA

4.3.4.1 Mpubopbl NaMePeHns U MHAWKALMW AABNEHWA, WCNOMNb3yeMele ANA PerncTpauki AaHHbIX,
MOHWUTOPWHIA MNW YNpaeneHua Npoueccom, 4oMKHE! OblTh 3aLMLEHD] OT HECAHKLMOHUPOBAHHOTO 40CTYNA €
NOMOLLILH YCTPOWUCTRA AoCTyNA.

4 .3.4.2 [ns pernctpaunii AaHHLIX 1 MOHUTOPRWHIE AW YNPAaBAEHWS NPOLECCoM AOMKHEI BbITh NpuMe-
HAMBI CUCTeMBbI, 3MepAoW e abconTHOe gaBneHVe.

4.3.4.3 Ons namepeHna AaBNeHUs B KaMepe cTepunu3aTopa AGMKHLl BbITb MCNONLAGRAHLI MO MEHbL-
Wel Mepe [0Ba He3aBUCHMBIX 4aTHWKA, NpeaHazHaYeHHBIX ANA WHOAUKALWKA, PErMcTRauUM AaHHBIX AN yripas-
NeHWs1 MpoLeCCOM.
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4.3.4.4 YcTpoUcTea perucTpaunn AaHHbIX U YCTRONCTRA MOHUTOPWHIA/YNpaBNeHUa ACMKHbI ObITL B3a-
WMHO He3aBUGCUMbI, KaK NPeanonoXeHo Ha NGl U3 cXem, NoKasaHHbIX Ha pUCYHKe 3.

4.3.4.5 KaHanel U3MepeHUs gaBneHWs, UCNONbayeMele AN yNpasneHWsl MpoLeccomM, MOHUTORMHIA 1
perucTpalMi AaHHbIX, AOMKHLI UMETh MakcUManbHe AGNYCTUMYIS norpellHoctb 1 % no BoceMy AvanalcHy
LIKanbl M 4onyckaTb koppekTpoBky 4o + 0,8 klMa unn meHee B gnanasoHe ot 0 kMa (0 6ap) go Aasnenus cre-
prnAsagmm.

4.3.4.6 KaHanbl UsMepeHUa JaBneHnA, UCNCb3yemMble A5 YNPaBIIeHUA MPpoLEeccoM, MOHUTOPWHIA M
perncTpaumn gaHHbelX, 4OIBKHBI MMETE (PYHKUMWIC, BRISBIBAICLLYID MHAWKALUMIC O HEUCTIPABHOCTW, 8GN 4aTHMK
OaBreHNsA BbIXOANT N3 CTPOH.

4.3.4.7 YcTponcTBa MHOWKaUMK A4aBNeHWA OCIMKHEl MMeTh:

- rpaayvpoBky B kunonackansax {(klMa) unu s bapax;

- WKany, oxeaTkizaowye ananascoH ot 0 kMa (0 6ap) oo aHaveHnA, kak MUHUMYM Ha 10 % BblWwe aHave-
HUS1 MAKCUMANLHOTO NPOLECCHOro paboyero AagneHUs, NpU UX UCMOMLIOBAHWA ANA YNpasneHua NpoLeccom
WK ANA MOHUTODWHIE;

- MakcUManbHo AONYCTUMYKS NOTPELIHOCTh, YKasaHHye B 4.3.4.5, npy X UCNGNb3OBaHWUW ANs yNpasne-
HUS NPOLECCOM UMK ANSt MOHUTOPRUHIE, UMM MMETh MaKeUMansHo AONYCTUMYIS NOTPeLWHocTb 1,6 % Uy nyy-
We Mo BCeMy AMana3soHy LWKanbl NpK UCNONL30OBaHUW AN ApYrUX Lenei;

- aHancrogele Npubopel — MMeTs LeHy deneHuns wkansl He Bonee 5 kMa (0,05 6ap) npu ucnonssocea-
HWKW gNA ynpaeneHysa NpoLeccom N 4N MOHUTOPUHIA, MM MMEeTh LieHyY AeneHuna wkanel He Bonee 20 «MNa
(0,2 Bap) npy UCNONLICBAHUA ANA APYIUX Lenen;

- aHanorogele Npubopbl, NOKasbiBawWKne N3DEITONHOE AaBNeHNE, — UMETb YeTKYH WAeHTURUKALMID
MaKCHMarbHO 4onycTMMoro pabodero AasneHns;

- umncppoBele Nprbopel — UMeTb paspelleHie He Bonee 0,5 kMa (0,005 6ap) n 4oNycKaTe KOpPeKTUPOB-
ky 0o + 0,8 klMa (0,008 6ap) unw nydwe 8 guanascHe oT 0 kMa go aHavyeHuA JaBneHWs cTepunusaunin.

4.3.5 TaAmepbl U YCTPONCTBA MHANKALWW BPEMEHHN

4.3.5.1 Tainmep QOMKEH YNPABNATE BpeMeHeM yOepHaHna.

4.3.5.2 Mepuvogbl BpeMEHW, OTCHATLIBAEMbIE B NPOLECCE CTERANMIALAN, OOIDKHBI MMEeTh Hecnpede-
NeHHCCTE WamMepeHna He xyxxe = 1,0 .

4.3.5.3 lMpy nHAWKAUKWA JaTel U BpEMEHW MPUMEHAMBIMKY ACMKHE] BEITE hopMaThl roAakl: MecaLbl: AHKU
(rr:Mm:aa) U Yackl: MUHYTEL: GeKyHALI (Y4IMM:CC).

4.3.5.4 TMepuyoabl BpeMeHW AN KaxA0R YacTy npougcea, yNpasnaemMon no BpemMeHn, AOMKHbI A0MYC-
KaTb perynupoBky TOMLKO ¢ NPUMEHeHNeM YCTRORCTRA [cpeacTeal AocTyna.

4.3.5.5 [OonxHbl BLITh NpedycMoTRpeHsl CpeacTRa, He3aBMoUMBIE OT CPEAGCTR YNPABMEHWUs NPGLIECCOM,
Ans sepudukaliia NepruoqoR BReMeHn UCnonHeHus kaxach caakl npouecca.

4.3.6 CYHeT4YMK LUKNOB CTepPUNU3aLUH

AonxeH BbiTh NPeayCMOTREH CHETUK AN MHAWKALMA KYMYNATUBHOMG YACNa BCEX 3anyLUeHHbIX Ha cTe-
PUNMIATORe HHAKNOR, R TOM YACHE A TeX, R X308 UCNONHaHAA KOTORREIX ROIHWKANIA CGOMfHeMCI'IDF!F!HOCTM.
CUeTYMK LMKIMOB ACMKEH MMEeTh HE MeHee YeThIPEX PasPaaos U He A0MKEH A0NYCKATb BOIMOXHOCTH CryYan-
HOrQ MNKM HaMepeHHoro copoca NoKasaHuiA.

4.3.7 CpegcTBa 3anMcy U perucTpaumm gaHHbIX

4.3.7.1 O6wue TpebogaHua

4.3.7.1.1 3anuceiBarclUnia nprubsp AonkeH Bs1Ts HE3ABUCHUMEIM, T. €. MG MAMepUTenbHEIE Lenn, a Tak-
*e obpabaTeiBAEMbIE UM AaHHbIE 1 pacneyaThiBaeMele 3HAaUYeHUA AGMAKHEI BbITh HE3ABUCUMEI 0T ARTOMATK-
YecKorg KoHTponnepa.

Mpumevanne 1 — 310 TpeboraHMe HE MCKNIOHABT Nepeaaqn MHPOPMALMOHHBIX OAHHBIX OT ARTOMATUHECKO-
ro KOHTPONNERA K 3aNUCeIBAIWEMY NPUBopy M 0BpaTHO Hepes KOMBUHWPOBAHHYIO CUCTEMY Nepedaqy OaHHbIX.

MpuMmedaHune 2—MaeHTudUkaTop CTEPHUNKIATOPA, HOMEP LMKNA W MAEHTUAIMKATOP 3arPy3kM MOTyT 3arm1chl-
BATLCH ABTOMATHUYECKK.

4.3.7.1.2 Ans onepaTUBRHLIX MHCNEKUWA, 2 Takke AN AOKYMEHTUPORAHWA NapTUKW aHanoroskle U Lud-
pOBLIe 3anMchiBaKcLME NpUBORLI AOMKHEl 32NUCHIBATL 3HAYSHWST AABMNEHWST U TEMNEPATYPLl OTHOCUTENLHO
BREeMEeH UCNOMHEHWs LMKNA. 3an1ci AoMKHEl NO3BGMNATE BhINOMNHEHWE OLEHKW AAHHLIX HAa COGTRETCTBUE
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cnelubrunpoBaHHBIM NpothunsaM TeMNepaTypbl U AaBRe-UA Ha NpOTAXEHUM BCero uukna [cMm. 9.2, nepevunc-
neHve ajl.

M pyvMmedaHwe— PacnevarebieagmMmee OdHHBIE MOTYT COCTOATE M3 LI,Ir"'ICppOBbIX OdHHBIX, AaHANONOBbLIX KPUBBIX UMW
W3 UX COMETaHWA.

4.3.7.1.3 3anuicu, BoiNONHAEMbIE 3AMMCEIBAKOWWAM NpUBOPoM, OOMKHBl ObITE YMTAEMEIMA B COOTBET-
CTBMW C ONpeaeneHnem, gaHHelM B 4.3.7.1.6, M nognexars XpaHeHWH B YCTAHOBIEHHEBIX YCNOBUAX B TeHeHne
He meHee 10 neT.

4.3.7.1.4 Ecnu B cTepUnu3aTope BO3HWUKAST HEUCTPABHGCTb, 3anuUckiBaWMA NPUECH AQMKeH nNpo-
forkaTh paboTaTth, 33 UCKMIKKYEHWEM crnydyaek nepeboes B NoAaYe HA HEro MUTAHWA UMK BbIXOAA U3 CTpoA
HenocpeACTREHHS 3anuckIBalcLLEro Npubopa.

4 .3.7.1.5 3anvceiBatowne Nnpubopel JOMKHE MMETE MHTepBan cbopa AaHHbIX He XyXKe 2 C Ha KamabliA
KaHan.

4.3.7.1.6 3anucu AomkHbl BbITh HUTAEMBIMIA ¢ PACCTOSHWS (250 = 25) MM MPU HOPMANLHOM UM CKOp-
PEKTUPOREHHOM 3PEeHUU U ocBelUeHHaCTH (215 £ 15) nk.

4 .3.7.1.7 Ecnu WKkana speMeHn MapkpaeaHa, eAMHULAMUM WKANEI A0NKHLI BbITh NUBO cekyHAbl, NUHG
MWHYThI, TG0 Yackl, NKMO0 AOMNXKHLI BbITh MCNONL3CRAHLI COOTBETCTRYHLLME MHOXKATENW. [epruoatl BpeMeHu
40 5 MWH OOIKHBI MMEeTb HeonpedeneHHoCTs namepeHua 2,5 % unu meHee, a nepuodel BpeMeHn Bonee
5 muH — 1 % vny meHee.

4.3.7.1.8 OomkHel ObITE NpeaycMOTpeHbl CPeacTBa KOPPeKTUPORKKM 2annceliBaowere npubopa Ha mec-
Te 3KCAnyaTtauun NyTem MCNOMsL30BaHNA YCTROUCTBA gocTyna.

4.3.7.2 3anuceizaiciune npyubepel, NPCU3BOAsILLME aHANGIOBLIE 3anNGK

4.3.7.2.1 3anviceieaowe npubopbl, NPOU3BOAALLME aHANOCIOBLIE 3anWCK, ACIMKHBI MMETb CKOPOCTL
NPoTAXKA Bymarn He MeHee 2 MM/MWH.

4.3.7.2.2 Mpx3anici Ha 04HOA 1 TORA e guarpaMme 4ByX Uk 6onee nepemMeHHelX pacnedaTeiBaeMele
Ha guarpamme MeTKW LKalbl J0KHb ObiTe 0DWKMMK AN BCEX perucTpupyemblx nepeMeHHbIX, a Hambore-
LKA MapKMpyeMbIA MHTepBan 4orbkeH OelTe NocNedoBaTeNbHBIM ANA KaMOCKA U2 pericTpupyeMblx nepemMeH-
HBIX.

4 .3.7.2.3 3anuceigatowme npubopsl, NpPeU3BCAALME aHANGroBLIE 3anWeK, JOMKHbI UMEeTh LUMpUHY
WKansl gnarpaMMmHoi Bymarin He meHee 100 mMm.

4.3.7.2.4 3anucbiBalwlyme 3HAYEHUN TeMnepaTypbl NprbBopbl, NPOWIBCAALLME aHANOrOBLIE 3anUcH,
AOITAHbI:

- MMeTb WKany, rpagynpoBaHHyro B rpagycax Lenbcns;

- MMeTb WKany, oxXsaTbiBalolwyo AnanasoeH o1 0 °C o 100 °C;

- UMeTL MaKCUMaNbHG ACNYCTUMYH norpewHocTs 1 % Unu MeHee B AuanazcHe Wwkanel oT 0 °C Ao
100 *C;

- AONYCKaTb BO3MOMXHOCTb KOPPEKTUPOBKA Ha + 1 °C WN MeHee OTHOCHTEITbHO TEMMNEPATYPbBI CTEpIN-
3aLMun.

4 3.7.2.5 3anvceiBawlie gaBneHye npubopsl. NPeUM3BoaAALLME AaHANOTOBLIE 3aMNUCH, AOMMHbI:

- MMeTb Ha gnarpaMMe LIKany, rpagyupoBaHHyto B Bapax UMK KUnonackansx;

- UMeTh LWKany, oxeaTbiBaeLlyo AvanascH oT 0 kla (0 6ap) Ao MakcumansHore paboyero AasneHWsa
npouecea,

- MMETk MaKCMMansHC QOMYCTUMYHS NOrpeLwHoCTb 3e2nMcK 1,6 % unn merHee No BCemy ANanasoHy LUKanbI;

- JonycKaTk BO3MOXHOCTE KOPPEKTUPOBKA Ha 1,0 Ka unu Nydwe nNo BCcemMy ANanascHy LKAk,

4.3.7.3 3anuceizaiciimne npubepel, NpouzsoasiMe LpoBLIE 3an1cK

4.3.7.3.1 3anviceleaowe npubopkl, Npov3Bcaswmne UWgpoBble 3anvcK, AOMKHbI MCNONb30BaATh
andgaenTHC-UNPOBLIE CMMBOIEI U CIpEAeNATL AaHHBIE B BUAE TEKCTA.

4 .3.7.3.2 3anuceleaowme npndcpel, NpoM3BoaALLMeE LdPOBBIE 3anvCcK, A0JTKHBI MCMONB30BATE DyMa-
ry, NO3BOMAKCLWYHO NevataTe He MeHee 15 3HAKOB B OOHOA CTpOoKe.

4.3.7.3.3 3anuceiBawwme Temnepatypy nprbopel, nponzgoasilue L poBble 3anveK, A0MKHbl UMETh!

- WKany, oXeaTelBaloWyo AvanasceH o1 0 °C ao 100 °C;

- MaKCMMallbHO 4CNYCTUMYH NOMPELHOCT s 3anuen 1 K uni meHee 8 guanascHe ot 20 °C go 100 °C.

4 .3.7.3.4 3anvcbiBawLwie gasneHye npubopsl, Npor3BoaaWmMe UMppoBEIe 3aNMCK, JOMHHBl UMeTh!

- Wkany, oxeaTelRaowyo agnanasceH ot 0 kMa (0 6ap) Ao aHavyeHus, kKak MUHUMYM Ha 10 % BbilWe 3Have-
HUS MaKCUMaNLHGIo NpoleccHoro pabodero AasnNeHNns;
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- UMETbL MaKCUManbLHo JOMYCTUMYLIO NorpellHecTs 3anuek 1,0 % unu meHee no Bcemy A1ManasoHy LKan..

4.3.8 UHguKaumna u perucTpaumns gaHHbIX

4.3.8.1 YcTaHoBRNeHHbIe Ha cTeplnsaTope npubopel 4oMKHE 0Becne4vMBaTte oneparopa Noe MeHsLwen
Mepe Crnegyowen BUsyansHoH MHEepMaLnen:

a) MHAWKaAUWen 3HavYeHUn QaBNeHnd B Kamepe CTEpPUIN3ATORa;

b) uHAKKaUMeR sHaYeHUA TeMNepaTyphl B KaMepe cTepunuiaTopa;

C) perucTpauunei 3HavyeHd TeMnepaTypbl B KaMepe cTepunuiaTopa He3aBUCUMO 0T aBTOMAaTUYECKOro
KOHTpONNepa;

d) pervctpauuvei sHaYeHWA AaBNEeHWs B Kamepe CTepunuiaTopa He3aBWCUMG OT aBTeMAaTUYECKOro
KOHTpGNNepa;

e) MHAWKAUWEN 3HAYEHUA TeMNepaTypbl CTEHKW KaMepbl cTepuaMsaTopa;

f) MHaMKauueh 3HaueHWA AaBNeHWA UK TeMNepaTYpLl UCNapuTens chopMansaernaa (Ans AeMoHcTpa-
LMK ero cnocoBHOCTU K BbIMN2PUBAHUIG);

) MHAWKALWER aHavYeHUA TeMnepaTypel pyBallky, ecni cTepUNM3aTopR MMeeT Harpesaemyo pyballky;

h) wHaWKauWed gagneHWs NoaaBaemMors naga NPy MCNeNbL3CRaHWK NaporeHepaTopa, NpeaHasHayeH-
HOrQ ANA NUTaHUA CTepUNKaaTopa;

i) MHAMKaUMUeN TeKyLero CocTOAHUA roTOBHCCTI (GKuaaHua);

i) MHAWKauMeRn cocToAHuA «fleepn 3anepThls;

k) MHAWKaLWeR BbIBpaHHOIC LAKNA CTEpUNM3aLMK,

1) nHagMKaumen «BeinonHAeTCA LUK,

m} WHAWKALWMEeN Tekywen pasel LMKNA CTEPUITA3ALWN,

n) MHAWKauuen «LlMkn 3asepeH»;

0) MHAWKAUMEN HEMCNPABHOCTH, €CNIA TAKOBAA BO3HUKAET (CM. 5.4);

p) MHAWKAUWEA BORMOMHOCTH OTKPBITAA OBE2M CTepUni3aropa,

q) VMHAWKAUMer NoKazaHin cHeTYnKa LMKIOB,

MpumMmedvarnwne 1—osvumnc), d) n g) NpegycMaTpPMBACT BO3MOXHOCTE BCTPAWBAHMWSA B OHY 3aMWCLH BAIOLUYIC
CUCTEMY.

Mpumevarwne 2— 3a MCKICYBHWEM CNYYass, onucadHelx B EH 61010-2-042, noanuun a), b}, &), ), g) u h)
npegycMaTpPUBAlCT BO3MOXHOCTE BCTPAWBAHUA B CUCTEMY, B KOTOPOW NONB30BATENE MOXKET BLIOUPATE BLIBOA HA AWCTNEN
NKBOro NaMepeHns.

Mpumevarnwne 3—Toavuma M) — MHANMKALMA TEKYWER $Hassl UMKNA — MOKET BKNIOHATL B ceba noanuum i,
i . nynp).

4.3.8.2 B gononHeHWe K BblleyKasaHHOMY 1pBopel HA ABYXABEPHOM [NpoxogHOM] cTepunuaaTope
Aon#HEl 00ecnevMBaTe BEIBOA CNEAYIOLWEN BU3YaNsHON MHPOPMALIMN Ha CTOPOHE pazrpyaku:

a) WHAWKaUWMK A3BNeHWA B KaMepe;

b} nHAMKaumMm «BEINONHASTCA LMKI»;

C) MHAMKaumn «Likn 3ageplueHs;

d) MHAWKAUWA BOSMOXKHOCTK OTKPBITAA ABEPA CTEPUINZaTORS,

e) WHAWKaUW HEVGCNPAaBHOCTH, €GN TAKORAA BOIHUKAET.

5 YnpaBneHuve npouLeccom

5.1 Obwue cBegeHUA

5.1.1 CTepunusatop AomkeH yNpaBnATLCs aBTOMATUMECKAM KOHTROMMEPOM, WUMELWAM CANH MK
HEeCKONbLKO 3apaHee 3anporpaMMUpGBaHHEIX CTERKIUZALUUGHHBIX LUKIOE.

5.1.2 CTepunuzaTop AcmkeH paboTaTh ¢o cneumansHO co3AaHHbIMK NPSrpaMMamMi, NOCTOAHHO Xpa-
HALWAMACA B NaMATA aBTOMAaTUYECKOro KOHTpanneaa. Nlioboe uameHeHue 3TUX cnelMansHbIX NperpaMmM UK
WX napameTpoB ACMKHO TpebosaTh NpPUMEHEHUA YCTROUCTRA [cpeacTra) AccTyna.

Mpwr™edaHwne— ABTOMaTMYECKUE 3aIPY3KA U PA3IPY3Ka MOTYT 3aMycKaTecs He3 MCNONbE30BaHWA YCTPONCTBA
[cpencTBa) ADCTYNA.

5.1.3 MNepemeHHbIe LMKNA 1M NapaMeTpbl LMKNA, 3anporpaMMApOBaHHEIe B ABTOMATUYECKOM KOHTPGN-
nepe, W ACNYCTUMEIE Npeaentl, NOBCNALME OCTAaBATLEA B paMkax TpeboRaHUM K XapakTepucTkam, nepe-
YMCMEHHLIX B pasgene 6, AOMXKHLI GbITh YCTAHOBNEHEI [CM. Talkcke 9.2, nepevncneHue a)l.
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5.1.4 ABTOMaTUYECKWUA KGHTpONNEep ACMKEH BhITh 3allMILUEH OT KGPOTKUX 3aMbIKAHWUA B KOMMNOHEHTaX
unu B o6opyacBaHWW, NPSIMO UMW KOCBEHHO CBA3AHHBIX ¢ KOHTROMMNEROM.

Mprmevanwne 1 —Pykorogswme ykaaaHna — B cooTeeTcTeuvn ¢ EH 60204-1.

MpvmevaHwe 2—Bepwdvkauwss MOKeT ObiTe OOCTAMHYTA MNYTEM OLEHKM COOTBETCTBMA TpebBoBaHWAM
EH 60204-1.

5.1.5 ABTOMATUYECKWA KOHTPOMNER ACMAeH BbITh pacnonoXeH TakuM obpasom, YTebebl He AOMYCTUTL
NPeBbILEHUA YCTAHOBNEHHEIX ANS HEr0 MaKCUMAarbHLIX 3HAaYeHWA TEMNepaTypel M BNaXKHOCTU.

MpwvmedaHune— OBLIYHO TEMNEPATYRA M BNAXXHOCTE BONW3M OT CUCTEMbI YNPABNEHWA HE OMKHbI MPEBLIWATE
50 °C v 85 % (OTHOCHUTENBHOM BIAKHOCTH) COOTRETCTEEHHO.

5.1.6 ABTOMATHUYECKWA KOHTPOMNER AGMKEH UMEeTh MHAWKATSREI COCTOAHMA KAKA0MS UMpoROro xaaa
W BLIXGAA.

MprmedaHwne— 3TV MHOUKATORBL! MOTYT GbiTb PACNONOMEHs BHYTPH KOXYXA KOHTPONNepa.

5.1.7 KoHTponeHas ToUKa U3MepeHus TeMnepaTypsl 4o/Ha BeITe BEIBpaHa Takim obpazom, 4Todkl Ha
NPOTAKEHNW BpeMeHN YAEDKAHUA TeMNEPATYPa B 3TOW TOMKE KOPPENMpoBana ¢ TeMNepaTypor B NonesHom
NPOCTPaHCTBE KaMepbl CTepUIU3aTopa.

5.2 Uukn cTepunuzaui 1 aBTOMaTHYeCKOE ynNpaBneHHUe

9.2.1 lMNpoeepKy KaMepkl CTEPUNMIATOPA Ha yTeUKy cneayeT BEINONHATL Nbo B Xoae Nepeoi BakyymM-
HOR thaakl, NGO B TeYeHWe BCEro BpeMeHW yaemkaHus. YnpasneHue npoueccomM A0MKHO yUYUTLIBATL, YTO
NpUW BLINOMHEHWW MPOBERKU HA YTEUKY B Xoae Neprol BakyyMHol chasbl Bpema cTabunuaaun AaBneHusa He
6onee 15 MWH MOXKET NPeleCTRORATL BEINMGMHEHU MNPGBE KA.

MamepeHHoe naMeHeHue AaBNeHWA B KaMepe cTepunmaaTtopa ACMKHO BbITL He Bonee 50 Ma (0,5 mbap)
3a 1 MWH NpKU M3MepeHn B TedeHre 10 MuH.

BospacTtaHve gasreHns B KAMEPE 3a CHET UHKEKUMA hopManbaernga He cnegyert paccMaTpuBaThe Kak
YTEHKY MNPH OLEHKE CKOPOCTW YTEMKM.

AonxkHa BLITh NpeaycMOTPEHa BUaYaNbHaaA WUNK 3BYKOBAA NHAMKALMA B TeX CNy4Yasx, Koraa npogepra
Ha yTeuky AaeT oTpuuaTenbHbIR peaynsTaT. Npouece AcMKEeH arTOMaTUYECKU NpepLiBaThes halci aspa-
UMK, a B TeX cNy4anx, koraa yxe 6uina BbiNoNHeHa UHKEKUWUA CTERUNN3YIOLLEro areHTa, A0MKHa HeMeaNeHHo
aanyckaTbea dasa aecopbuunn.

5.2.2 MapameTpel, onpedeneHHele B xoge pazpaboTkK NPoLecca Kak KpUTUYeckue No OTHOLIeHUIO K
LUMKITY CTepunnzauim, Ac/KHEBl ObITb BOCNPOM3BOAWME! B Npedenax, ykasaHHblx B 5.1.3. 370 AomxHo ObiTe
A0OKA3aHC MCNbITAHWMAMK, YCTaHOBNEHHEIMM B Tabnuue B.1 (npunoxeHune B).

5.2.3 JonkHel 6bITh NpeaycMoTpeHbl CRpeACcTRa, MGBONAIIUWE rapaHTUPReBaTh, YTO B UCnapuTens Bbin
nogaH ycTaHOBNEHHEIA obtemM MUkpoboUMaHOre pacTeopa K UTo 370T 06beM Ghin BhINapeH.

5.2.4 ABTOMATMHECKMIA KCHTPOMNMEP OOMKEH rapaHTUpOoBRaTh, HTO BCE XMMUYECKNe/(pUsnveckne ycno-
BMA, Heobxognmble ans obecneqeHns 2dpdeKTMBHOCTH M BOCNPONZBOAMMOCTI LMKIA CTepUIM3aumnm, 4oCTu-
ratoTcH B TeHEHWe YCTaHOBIEeHHBIX NepHodoE BPEMEHH.

MpumeyaHue— Abcopbuna/gecopbumna hopmaneaernga sarpyskol 1 obpasoeaHue napadopmanbgervaa
MOryT CHUXATE KOHUEHTPALKMKD BEINAPEHHOMO opMansAernaa B Kamepe B Xoae BoiNONHeHWs Npouecca.

52.5 Uukn cTepunusaumi gorpkeH Bkodate B cebs pazy gecopbumm (cm. EH 61010-2-042,
NyHKT 6.2).

5.2.6 CucteMa nNpofiRMXeHUs1 Mo hazam asTeGMATUUECKOro KOHTROMNepa A0MkHA rapaHTUpoRaTh B
TeyeHWue LWMKNAa CTepUNM3auni BOIMOKHOCTEL nepexoaa oT ¢AHGH haszbl K ApYreid TOMLKO NpY YCNOBWMKU, UTO
BbINK ACCTUrHYThI BCE 3HaYeHWA, TpebyeMele ANs Takero nepexceaa.

5.2.7 ABTOomMaTW4ecKkas npodyeka noecne LUKNa 4OMKHA BeINONHATECA HEMNPEPBIBHC I NCBTORATLCH
A0 Tex nop, Noka He BygeT OTKPBITA pasrpyscyHad geepe ANA U3BNEYeHUA 3arpyskm M3 cTepunnzaTopa.

Mpumedanue 1 — Oecopbuma 0CTATKOB KOHACHGATA U3 3arPY3kM CTCPUNMIATOPA MOXKET NPOACIBKATLECA, NOKA
AArpy3Ka OCTABTCH B KAMEPE CTEPUMN3ATOPA.

Mprvmedanune 2—nanogaepxaHns aTOW BO3MOKHOCTH Y4aNneHUS HEKONNEHHBIX OCTATKOB (bopMankedenaa
12 Kamepel U TpyGHOM 06GBR3KM pakomeHayeTes OTAeNBHBIN Npauece abenyxmneanuna [cwm. 9.2, nepe-mcnenne ajl.
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1 — nyck unkna; 8 — NPoUece CTEPUNN3aUuK;
2 — Hayvano MHXeKLUW CTEPUITM3YIOLLEND areHTa; b — pabovuunii LMK,
3 — npoayeka B xofe LUWKNa; ¢ — LMK CTEPUITMIALMY;
4 — VHAVKALWA 3aRepLUSHNA LWKNa; d — BPEMA IKCNOILMMY,
5 — nocTumkn (noctobpatoTka); & — Bpems YPABHWBAHWS,
6 — MHAVKAUWA 3aBepPWEHUS UMKNA NPKY 3adepKKe f— npegBapuMTenbHLIA PA30rPes KaMeps!
OTKPLITUA ABepel/ pasmpysky; CTEPUNU3ATORE;

7 — BEIMPY3Ka NPOCTEPUIIM30BAHHBIX M34ENWi; g — yoaneHwe Bo3Ayxa ¥ KOHAWUWMOHUPOBAHUE;
8 — gaBneHWe CKPYXawLWen cpeaebl B kKamepe; h — BpemMA yAepKaHWA,

i— pecopbumns;
j— aspauwnn

Pucyrok 4 — Mpumep npouecca HTM®-cTepunmsauyn, AeMOHCTPYPYIOWMIA B3aMMOGCBA3KN YacTel npouecca

5.3 MNepexpar ynpaBneHUA ¥y aBTOMaTHUKN

5.3.1 na oBcny#MeaHAsa U ACNBITAHWA, a TakKe ANA aBapyWAHBIX CUTYALMIA 40ITKHbI BbITE NpegycmoT-
peHbl cpedcTBa, NO3BONALWME NepedT Ha PYYHOE YNPaBNeHWe NPoLeccom C NOMOLWE aBToMaTUHMecKoro
KOHTpOnnepa.

MpumMmedyaHdwe— JononHuTenbHble TReboBaHUA, kacalwMecn HE30NAaCHOCTH BMELWIATENECTEA B NPOLECC, W
thakTope! DE3ONACHOCTH ANA OKPYXAIGLLER cpeas! yaTaHoenaHs! B EH 61010-2-042,

5.3.2 Mcnons3oBaHWe CreunasnbHOre orneparopckoro opraHa ynpaeneHus Wi MHblX cpedcTs npepel-
BaHWA Npouecca CTEpUIM3ALNM QOITKHC NPUEOANTE K BKIYEHWIC MHAMKAUMKM HEMCTPaBHOCTH.

5.4 HencnpaeHocTk (c6oi)

5.4.1 Ecnu HeucnpaeHocTb (cHoi) Bina BblsBaHa NpekpalleHleM nodadn NMTaHus, To nocne BoccTa-
HOBMEHUA NCAAYM NUTAHUA ACNKHEI OLITE BeINONHeHLI TheboraHwa 5.4.2—5.4.8.

5.4.2 EcnunnepemeHHble UMKIA UK 3HaYeH WA NapamMeTpoR HAaX0OATCA BHE Npedenos, YCTaHOBMNEHHBIX
AN HUX 1aroToeMTenem {(CMm. 5.2.2), unu npepblBaeTcA Ncgada NMTanwWwmx cped Ha neplcd, JOCTaTOYHbINA
ANA TOre, YTchbl 3TW NEpPeMEHHEIE He ACCTWMA 3a4aHHBIX 3HAYEHWA, aBTOMAaTUYECKUIA KOHTPOSED AOITKEH:

a) BKIMIOHUTE 3BYKOBYHC /UMK BUIYAIBHYIO MHOMKALWIO O BO3HMKHOBEHWMW HEUCTIPABHOCTI.

Mprv™edaHwne—B HekoTopbix cnydanx EH 81010-2-042 TpebyeT 0OHOBPEMEHHOIO BKIICHYEHUS W 3BYKOBOW, U
BM3YaNbHOM WHAWKaUMM;

b) npexkpaTuTh arTOMaTUYECKWA Nepexon oT oAHOW chasbl NpoLecea K cneayowen;

C) BLIBECTH BW3YaNbHY0 UHAWKaUWIO hasbl, 3 X04e KCTOPOA BO3HUKMA HEUCNPABHOCTL.

5.4.3 Tocne TOre Kak BKITHYMNAck MHAWKALMA HEUCTIPABHOCTH, aBTOMaTMMECKNA KOHTPOANED OOTKEH:

a) nubo NeaBoONATL aBTOMATUYECKN 3aBeplWNTL BCe ocTaBlMecs dasbl UMKNa cTepunuaauuu, npu
3TOM He A0MKHA BKNIGYATLCH WHAWKALWA 3aBepLIeH s LMKNE;

b} nubo nozronNUTEL aBTOMaTUYECKUA Nepexon K haze yaaneHua CTePUNUSYIOLLEro areHTa ¢ nocneayto-
LM aBTOMATUYECKUM NPCXOAOM Yepes Bee ocTaBlrecs chasbl LMKNa CTEPUNUIALAKW, NP 3TOM He AGMKHA
BKNHOYATLCA UHAMKALMA 3aBepLUEHA UWKN2,
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¢) nubo NoaBOMUTL BPYUHYIO NMPOWTK Yepes dhasbl Lukna K HeaonacHoMy COCTOAHUID, MPU 3TOM He
ACITKHE BKNKYAaThCA MHOWMKALMA 3aBepLUSHA UK.

MpumedaHue— dononHuTeneHble TpeboBaHWA K GE3ONACHOCTY, CBA38HHBIE C HEWCNPABHOCTSMY, NpUBEas-
Hel B EH 61010-2-042.

5.4.4 BusyancHas nHAWKaUWA, cooblUaoan ¢ BO3HUKWIEA HeWCnpaBHOCTW, AQMKHA NPOAITKATL
AeWCTBORATL MO MEeHLLUER Mepe A0 MOMeHTa cpabaThiRaHus 3aMKa pasrpy0uHoi ARepi.

5.4.5 Ecny HeUCNpaBHOCTb BOZHWKAET MOCIE TOMO, KaK Ve Hadanacb MH¥eKkuna dopmancsgernga,
ABTOMATHHYECKUIA KOHTPOMep JOJKEH rapaHTUpOoBaTh, YTO KaMepy CTepunn3aTopa Henesa OyaeT oTKPbITh
Ao Tex nop, noka dopmMmaneierng He GyaeT B AOCTATOUHOW Mepe yaaneH K2 Kamepbl (cM. Takke
EH 61010-2-042).

5.4.6 Ecny HEMCNpaBHOCTE BO3HMKAET OO Hadana WM B XO4e BLINONHeHWA (hasel CTepUnu3auim,
3arpysKy CHMTAKT HECTEPWUBHOW, a CACTEMA YNpaBNeHAA OO/BKHA rapaHTUPOoBaTE, TO Ha ABYXOBEPHBIX
[NpoxocaHelX] cTepunMaaTopax OTKPBITUE PA3rPy0HHONA aBepi ByaeT HEBOIMOXHO.

54.7 Ecnn cTepuIinaaTtop cHab¥eH MPUHTEPOM, MHOWMKAUWMA HEWCMNEaBHOCTHU Ha pacnedaTke aoiikHa
TaKKe CTANYATECA OT NPOYUX pacneqaTelBaeMblX AaHHBIX, HANPUMED LBETOM.

5.4.8 MNocne aapeplleHn LUKNA, B KOTOROM BOAHUKNA HEACNPARBHOCTL, AOCTYN K 3arpyake ACMKEH Tpe-
GoBaTh MCNONL3CBAHWA YCTPOWCTRA A0CTYNA.

6 TpeboBaHWMA K XapaKTEPUCTUKAM

6.1 PaGoumne xapaKrepucTHKW cTepunusaTopa

6.1.1 ®usMdeckue napaMeTphbl

6.1.1.1 lNpeaBapUTenbHEIA HArpes

Mpwn neneiTanax cornacHo A.3.2.1 (NpyunoxeHne A) TemnepaTypa HarpeTblX BHYTRPEHHUX MOBEpX-
HOCTEl Kamepbl cTepMNM3aTopa A0/KHA COCTBETCTEOBATE TPeDOBAHWMAM, YCTAHOBNEHHBIM U3TOTOBUTENEM.

6.1.1.2 lMonoca TemnepaTtyp cTepUMaauLmm

Monoca TeMnepaTyp cTEpUNUM3aU K He AoMmKkHa npeBbiwaTth 4 K.

6.1.1.3 TemnepaTypHbIA NpocUnb

Bo Bpems ncnbITaHWi COrNacHo NPUIOKEHWH0 A OLEHKY TEMePaTYPHOrS Npodhiia NpoBegaT Mo cnegy-
IOWMM TeMnepaTypam:

- TemnepaType, N3MEPEHHOW B KOHTPCITEHOW TOYKE U3MEPEHUA TeMNepaTyphl;

- TeopeTUYECKON TeMnepaType CTEPUNU3YIOLLErD areHTa, PAcCUMTAHHOR MO COOTBETCTRYIOWEMY Npe-
BANUpYIOLLEMY JaBNMEHUIO B KaMmepe;

- TeMmnepaType B ToUKaX, yeTaHoBNeHHbIX B A.3.2.2 1 A.3.2.3 (npunoxeHue A).

6.1.1.4 TpeboBaHWa K TeMNepaTypHOMY Npounio

Ha npoTaxeHwWn unkna cTepuansaumid TeMnepaTypa B KOHTPONBHOW TOYKE U3MEPEHWUA TeMNepaTypel He
ACITKHA NPEeBLIWAaTE BePXHAA Npeden AuanasoHa TeMnepaTyp CTepuimaaunn.

B TeueHWe uMKNa cTepunnsalnmn 4o Ha4ana BeInoaHeHUA NBoA dhasbl aspaunm TecpeTUHecKkasn Temne-
PATYPa CTepuinaalni He QO/KHG NpeBBEIWaTE BerHHﬁ npeden AMana3oHa TeMnNepaTtyp cTepiniaadnii.

Bpema ypaBHWBaHWA He OOMKHO NpeBbiaTh 60 ¢ 40 Nepexoaa K oTCUeTY BpeMeHU yaepkaHus.

Bo Bpems yaepxaHua 3Ha4eHUs TeMnepaTyp, YCTaHORNEHHbIX B 6.1.1.3, AOMKHbI:

- BbITe B Npedenax guanazoHa Temnepatyp cTepunusaumu;

- He pasnudaTecH Bonee vem Ha 2 K.

CooTReTCTBME 3TUM TpeboBaHWAM NPoBEPAIOT cornacHe A.3.2.2 1 A.3.2.3 (npunoxeHue A).

6.1.1.5 JaeneHue

3Ha4eHWnA JaBreHnA CUEHMBAOT M3MepeHUeM OABMNeHVA B XCAE BbINC/THEHWA LUMKINA CTepUIIM3aumu.
MamepeHnsa gomkHel NpegycMaTpveaTe cnpegeneHve npegeleHblX 3Ha4YeHWUA 4518 YCTaHOBIEHNA 3HaYeHUA
AaBIeHnsa Bo Bcex dpasax, a Takke 3HaqveHWd, JOCTaTOuHbIX 418 CLEHKA QONYCKOB M CKOPOCTEN M3MEHEHMA
AaBNeHVA B COOTBETCTBYHOLWNX YacTaX UMKIA CTepunuasaumi. Pesynstar naMepeHnid HeoBX0aMMO CPaBHK-
BaTt C COOTBETCTEYHLLAMA TREBOBAHUAMK M3roTOBMTENd [CM. 9.2, nepeduncneHue a), 1)].

MamepeHna gaBneHwna, BoINOMIHEHHBIE ANA CLUEHKA napamMeTpa AaBneHns, 4omkHbl OblTe BapoMeTpu-
YECKW CKOMMEHCHPOBaHbI.

6.1.1.86 TpeboBaHWa K AaBNEHU

Ha npoTsikeHdn UMKN2a cTepunu3auun AcmAHel BuTh cobnioAeHsbl YCTaHOBNEHHELIE 3HAYEHUS, B TOM
Yucne nNpeAensHele 3HAaYEeHUs!.
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MakcumaneHas cKOpocTb U3MEHEHUA AaBne-dust He JomkHa npesblwate 1000 klMa/mun (10 6ap/mMuH)
npyu M3MepeHun B TeveHne 3 c.

Mpumedvanwne 11— M3meHeHns gaeneHns co CKOpoCTeia, Npesbiwailel 1000 kMa/mun {10 Gap/mui), MoryT
MOBPEANTE CTEPUNM3ALWOHHYIO YNAKOBKY.
Ha npoTs:eHWW BPeMEHU yaep:KaHus 3Ha4YeHWe QaBNeHns JOJKHO YAEPHKMBATLECA B YCTAHOBNEHHLIX Npeenax.

MpruMmedaHune 2—MmeeTcs TeCHAA CBA3L MEXAY AABNEHWEM W TEMMNEPaTYPONR B KAMEPE CTEPUIIM3ATOPA HA
NPOTSXKEHUHM BPEMEHI YAEPKAHUA,

CooTeeTcTBUE 3TUM TpeboBaHUAM NpoBepsAlT cornacHo A3.4.1 1 A.3.4.2 (npunoxexue A).

6.1.1.7 CTepunnayiolLMi areqT

AomkHa BbITe obecneyeHa xopolwasi NOBTORASMOCTL B nMpefenax 3adaHHblX 3HAYEHWA M AOMYCKOB
thNINYETKUX N XUMUHECKWUX KOHTROMbHLIX MapaMeTpoB Nofaun STERUNUIYIOLLEre areHTa B TeMeHWe npouecca
(T. e. TeMnNepaTypbl, NapUMansHOro AaBNeHUs, KeHUeHTpauu), BepudMUMpoRaHHEIX Npyu paspaboTike npo-
Lecca 1 yKasaHHbeIX B pYKOBOACTBAX [CM. Takke 9.2, nepedncneHune a)).

6.1.2 NeTanbHoc¢Tb (MUKpoGoLMAHaA athpeKTUBHOCTD)

Mpu MCNbITAHUAX B COOTBETCTBUA ¢ TpeboBarmami A 3.3 (NpunoxeHne A) LK cTepununaaumi 4ormkeH
FrapaHTUPOBATE, 4TS BUONOMMYBCKNE AHAWKATORRL, NOABBDIHYTRIE OGDQGOTKE, He Coaepnx¥aT MUNZHECNOCOAHBIX
MUKPOOPTaHU3MOB MPK YCNOBWAX KYNETMBUMPOBAH WY, YKa3aHHbIX U3roToBuTenem. He obpaboTaHHele B cTepu-
nuzatope GUONOTMYECKME WHOMKATOPBI AOIKHBI OCTABATLCH KMIHECTOCODHBIMM MPK TEeX Me YCNOBUAX
KYNbTUBUPOBAHWA.

6.2 3dbekTUBHOCTL fecopbuuun

Ynanenve dopmanbgernga U3 Kamepbl W 3arpyski cTepundsatopa BO BPems BbINONHeHWA dasbl
AecopOumnn pabovero UMKNa goKHO OblTe TaKUM, “TOBBI rapaHTMPOBaHHE He Bbia NpeBbileHa MakcuMans-
HO AOMYCTMManA KoHUeHTpauua hopmarneieriga B oKpyaowen cpege n/unn 8 obpaboTaHHbIX M3gennax npm
W3BNEUEHNM 3aTPy3KM U3 CTepAnM3aTopa.

Mpumevarnne 1 —Bo MHOMMX CTPAHAX UMEHTCH HAUWOHANBHBIE HOPMATKBLI, OrPAHVHMBAOLLME KOHUEHTPa-
LM hopmanegenmaa B Bo3ayxe. 3TU HOPMATWBLI OTPaHMUWBalT BeIBpoC hopmanegemaa nz HTIM®-crepunn3atopos B
OKpyKatWwyo cpeny.

MpumedaHwe 2— OnanonHoro yganeHus ocTaTkoe hopManederyaa v3 KaMmepsl cTepynvsatopa v TpyOHoR

OBBA3KKM CTEPUNU3ATOPA B AONONMHEHWE K 0BLIMHOMY LWKNY CTePUNM3aLMK MOXET NOTPeBoRaThECA NepPUoOgUYecK MCNOMk-
3yeMbld OTOenbHLIN Npouecc obeny:xmBaHns MNn npouegypa (oM. 9.2, nepeuncnedue a)l.

MpKu UCNBITaHUAX B COOTRETCTBMM ¢ Tpeborarnamu A.3.5 (NpunakeHne A) draza aecopbunm LWKNa cTe-
pyunnaauni AcmkHa cbecneynBaTh NOHWKEHWE KoHUEHTpaUWMn ocTaTouHors dyopMansiervaa s/Ha obpabo-
TaHHbIX U3AENWAX 00 cneayownx 3HaYeHWA:

- ¢pefHee 3HayeHue, paccunTaHHoe ANs KGHTROMNbHEIX 0Bpasuces 13 oAHON 3arpyskyu cTepunuaaTopa,
He AOMKHG NpeBkiWwaTh 200 Mir;

- MYKOBOE 3HaveHWe A48 NrBoro KOHTPoNbHOro 0bpasLa He A0IpKHC NpesblwaTe 250 MKr.

3T 3HaYeHUs1 ASHCTBUTENLHEI ANA MHAMKATEROR AlaMeTpoM 70 MM. [na MHAWKATOROR AUaAMETROM,
STNAYAKRWUMSA GT 70 MM, 3TW 3HAYEHWA AGMAKHEI BbITh CKOMNEHGUPGRAHLI NPGNGRLAOHANLHEG W3MEHEHUIO
nnowann ux NoBERXHOCT .

6.3 Cywka

Uukn cTepunuaalm IOMKEH rapaHTUPoBaTh, UTG HU OHA YMAKOBKA M3 COCTARA CTEPUNU3YeMoit
3arpysku He ByfeT BNaskHOW BO BREMSA BLIMPYIKW 1 UTO Mobkle OCTATOUHLIE BGAAHBIE KAMNW Ha BHYTREHHENH
CTOpOHE YNakoBoK ByAYT BbiNapeHsbl B TeUEHUe 5 MUH.

7 YpoBeHb wyma

CpeaHWiA 1 MaKCUManbHLIA YROBHW LWIYMA, NPOUIBOAMMOrG CTEPUNN3ATOPOM, A0MKHbI ObITh YCTaHOB-
neHel, 6yayyn BblpaXeHHEIMU KaK YpOBeHb A-B3BELIEHHGH 3BYKOBOW MOLIHOCTW, PACCUUTAHHEIA B COOTRBET-
cTBMKM ¢ EH MCO 3746.

MpumedaHwe 1— YpoBeHb WyMa, NPOM3BOAUMEIA NPUHAANEXKHOCTAMK, HEODBXOAMMEIMK ANA paboTbl GTepu-
nuaatopa, — no 9.1, nepe-ncnedune h).

Hu ¢aHO U3 MakcUManbHbIX 3HavYeHWA A-2338lUEeHHOR 3BYKOROW MOLLHOCTMA HE AOMKHG MpeRbILAaThL
cpeaHee aHadeHue A-B3BELUeHHOM 3BYKOBOW MGLUHOCTU Bonee yeM Ha 15 aBA.
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NMprmevaHwne 2— TpebGoraHWA K MAKCUMMANBHOMY 3BYKOBOMY A2BNEHWO NpYBEaaHsl Take B EH 61010-1.

Ecnn nameHeHnsa unn mogudnkalm ueneltyemoro obopyaocBaHia npexge Oblv onpegerneHbl Kak
cocTaensAwwe He 6onee 3 gBA obLLel 3BYKORON MOLWHOCTK, AaNsHeAW e NCNBITaHWA U UZMEHEHWA YCTaHo-
BOK MOTYT BbITb CMYLLEHbI.

8 MapKnpoBKa M 3TUKETKM

8.1 AupekTuea EBponelickoro cogeta ¢ cOHNMKEHWA 3aKOHOAATENLCTR rOCYAAPCTB-4YNEHOR B OTHOLUE-
HW cBopygoBaHuA, paboTarLero nog aaeneHuem, oeina BeinylleHa 29 mada 1997 r. (97/23/EC); B HacToA-
wee BpeMA OBWACTBYIOT COCTBETCTBYHOWMWE eBponelckue ctaHgapTel (cm. EH 13445 u EH 14222). 31n
CTaHAapThl yCTaHaBAMBAKT TpeboBaHMA K MapKUPOBKe COCYA0E, paboTalclumx Nog AasneHnem.

8.2 Haanvcu MapknpGBKY 1M STUKETOK AGIMKHBI BEITh YETKUMKA 1M HECMBIBAEMEIMU/HECTUDAEMBIMIA.

8.3 MapKnpoBKW, OTHOCALLMECA K Be30MacHOCTA U eXpaHe OKpyXaroLwen cpedbl, 4OMKHBI COOTBETCTRO-
BaTh TpebosaHuaM EH 61010-2-042, nyHkTbl 5.1—5.3.

8.4 OcrancHble YeTkie W HecMblBaemble/HECTUPaEMBIE HAAMWCK MAapKUPCBKW OO/MKHEI BKITHOYATE B
ceBa no MeHbleR Mepe cnedyroWwy MHGOPMAaLIMIO:

a) MAeHTUDUKALUWIC M3rOTORWUTENA/NOCTABLUNKA;

b) yHukansHbIR naeHTUD MKAUWOHHEIA HOMED (CepUHEIA HOMep u3aenua);

€) WnaeHTUUKaUND MOOENN,

d) rog nponsBoacTRa;

e) AnA Agepel CTepUnU3aTopoB, YNPaBNsEMbIX BPYYHYO, — UHCTPYKUAK, ONUCEIRAKCLLME ASACTBWA,
HeoBXoaMMbIe AN OTKRLITWA ABEPN BRYHHYIC.

MprmevaHwne 1 — 3ITHMHCTPYEUMKM MOrYT GbiTh PACNONGKEHB HA ABEPW, PAACM C ABEPBK) MNK HA ONepaTop-
CKOW NaHenw ynpaeneHna,

f) CMBOIEI AJTA 3TUKETKHA, 0603Haqa|ou4ne YCTDOI;"ICTBa MHONKAUKMK 1 yNpaBJieHNA.

MpumMedaHwne 2—PasbAcHeHWE 3HAYEHUA 3TUX CUVIBONOB MOXET BblTb Ha CaMUX ITMKETKaX MK B PYKOBOO-
CTBAX NONB3CBATENH,

g) MaeHTNQVKAUMIC YIpaBNAKLWMX KITanaHos.

9 WUudchopmauma, npegoctTaBnAaemMas M3roToBUTENEM

9.1 Mepen HavyanoM MOHTaXKA CTepuUnUzaTopa nokynaTenio AomkHa BeiTh NpeaocTasneHa, Kak MAHK-
MyM, crieayielasn nHdopMaLmns:

a) WHCTPYKLAK N0 MOHTAaXY, B TOM YACHe AaHHbIe Ne rabapuTHeIM paaMepam U obLleld Macce CTepunu-
3aTAPA, a TakKe No npocTpaHcTRY, HeobXoauMoMy Ana paboTel onepaTopa W BLINGMHEHUST TEXHUHEeCKoro
obeny:UBRaHWA CTEpUIM3ATORE;

b) gertanbHas MHOPMALKMA © NMTACWKWX cpegax, CnNMBe 1N BeHTUIALWK,

C) geTanbHas WMHGOPMauWs 0 MAKPCOCLMOHOM PacTBORE W CTEPUNMZVICLLEM areHTe, TpedyeMbIX 4J1A
CTepUIA3aLMN, BKNIOYAA MX XMMWYECKAA COCTaB, AaHHble No Be30nacHoCcT M TpeboBaHNa K XpaHeHuUHo;

d) petancHele cRefeHUA ¢ noTpedneHu MAKPOBOUNAHGTS PACTBORA HA OAWH LIMKN CTeRUNM3aLnn;

€) daHHble O MONHCM TenrnoTe, PACCEVMBAEMON B OKPYKAICLWYIO cpedy (B BaTTax), eciv cTepunisaTop
paboTaeT NpK TeMnepaType okpykawllen cpeabl (23 = 2) °C B CNOKOMHOM BO3AYXE.

MpumedaHue— py pacyere BEHTUNALWOHHOW CUCTEMBI MONB20BATEND OOMKEH YYMTLIBATE U TENNO, PACCEN-
BAGMOR@ 3ArPyakoN CTEPUNNAATOPA;

f) pasmepel nonezHore obbemMa KU 3arpyzoMHas cnocoBHOCTE CTepunMsaTopa;

g) cpeOHWA U NMUKOBLIA YPORHW 3BYKGBON MGLUHOC™W, rEHEpUPYEMGH CTEPUMU3ATOPOM, BhIPAXKEHHbIE
Kak YPOBHW A-B3BeLUEHHOR 3BYKOBCH MOLLIHOCTH;

h} ypoBHM 3BYKOBOH MOLLIHGCTW ANA NHoBOre AGNONHUTENLHOMO YCTPONCTRA, NOCTARMNAEMOrg BMECTe Co
CTEpUNMIATOROM, HG OTAEMNBHOIO MO OTHOLWEHWHD K HeMy U Heobxoaumaoro Ans paboTel cTepunnsaTopa;

i) geTaneHas MHPOPMALWA O 3aNPCTPaMMUPCBAHHEIX PABCHMX LMKNAX M UX MPUMEHEHWUM;

j) gexknapaumsa o cooTBeTCTBMM TpeGoBRaHUAM N0 3NEeKTPOMarHUTHOW COBMECTUMOCTH {cM. 4.2.4.2);

k) npeaynpexaeHue ¢ BOAMOKHGCTH HAMWMUA B HALWOHAMNLHOM 3aKOHOAATENLCTRE OFPaHUYeHUA No
KeHUeHTpaunn chopManbaernfa B Boaayxe Ha pabouem mecte [oMm. Tarke F.3 (mpunoxernue F);
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I} nHdbopmaLus ¢ NOBLIX GrpaHUYEHNAX, KacaIoLWMXCs MOHTaXa U aKCnyaTauMu (HanpuMmep, B OTHO-
LIEHUW SMNEKTPOMArHATHOA COBMECTUMOCTWY;

m} AoONCNHWTENLHBIE NOAROBHOCT 0 MOHTaxKe obopyaoRaHUsA, KacaoWwnecss Be30NacHOCTH, Kak aTo
TpebyeTcs B cooTBeTCTBUM ¢ EH 61010-2-042, nyHkT 5.4.3;

N} WHCTPYKLKAKW No nepepaboTKe/yTUNM3aLmMM yNakoBKM cTepuimaaTopa.

9.2 Mepeg BEINCIIHEHMEM aTTECTALUMK MOHTAXa CTepuIn3aTopa NoNb3oBaTernto 4orkHa ObiTe Npego-
cTaBreHa cnegywas nHpopMauma:

a) WHCTPYKLWMM AN NoAL30BaTeNd, BKAKYaKWWe B cebA No MeHeLWeN Mepe cledyrolee:;

1) obuwee onUcaHWe HaaHAYEHWUA YCTRONCTBA ¢ ONUCaAHUEM OCTYMNHBLIX CTERUNU3ALMOHHLIX LUKMOR, B
TOM YMc/le 3HaveHMA NpoLeccHbIX NapaMeTpOR U ACMYCKOB Ha HUX, AN KOTOPBIX BBINK YCTaHoBNeHbl adchek-
TUBHOCTb 1 BezonacHocTs (cM. Takke 5.1.3 u npunoxerHune B);

2) AeTanbHye HhopMaUuio 0 BpeMeHW npeaapuTenbLHOre Nporpesa KaMepbl cTepunusaTopa, Heob-
XOAMMOM ANA AOCTUNKEHWA pabodero cocToAHUA ¢c-epunu3aTopa;

3) XapakTepUCTUKK pacXoaHbIX MaTepUancs U NPUHaaAneXKHoCTen, NpegHasHaqyeHHbIX AN cTepunMaa-
Topa.

MpumevaHwe 1— Ciga MOryT BXOOMTE MHCTPYKUMK N0 MX YTUIM3aALMI;

4) paamepsl KaMepbl cTepUnMsaTopa;

5) onucaHWe cUCTEMEI U OPraHOR YNpaBNeH W, a TaKKe YCTRONCTR MHANKaLUWW 1 PErMST AL AaHHBIX;

B) WHCTPYKLWK NC QEACTBUAM, NPedrnpiHUMaEeMBIM B CIy4ae BOZHMKHOBEHWUA HEUCMNPaBHOCTEHN;

7) WNHCTPYKLWM NO exxegHeBHOW/ perynApHOR OMUCTKE M Apyrvx Bugax obcnyXMBaHWA, ecrim OHM HeoD-
XO4MMBI;

8) getaneHyle MHbopMauno 08 UCMBITAHWAX, NPOBCANMBIX NMPW HOPMANBHOR 3KCNNyaTaLmM CTepuUn-
3aTopa, 1 NeprlogHHOGCTA MX BbINOINHEHWA.

MpumMmevaHwe 2— OnpegencH1e NEPUOAVYHOCTH W WWMPOTEl BANMOALWMKY, TEKYLWETD KOHTPONS W pearTecTa-
LMK CNOCoBHOCTH K CTEPUIM3AUMK HE FABNFASTCA YACTHIO CONPOBOAMTENEHONW AOKYMEHTALMK K CTEPUNUAATEPY. 10 AaHHBIM
BOMNPOCaM MOryT GbiTe MPeayCMOTREHE! HALWOHANBHEIE PYKOBOOSALLWE AOKYMEHTSI;

9) KpaTkoe onUcaHue ycTRoMCTB BesonacHocTy;

10) gononHUTEnNsHYH MHbopMaunio o akcrnyaTauvm obopyacBaHia B YacTk 6e30NacHOCTA B COOT-
seTcTEMK EH 61010-2-042, nyHkT 5.4.4;

11) MHCTPYKLMK NO 3arpysKe;

b} kpaTkue UHCTRYKUMK NO ZKCNNyaTauun (AnA cnepatopa);

¢) PyrOBOACTEBO No obCcnyXuBaHWO, BKTIOYakLlee B ceds NC MeHblUeR Mepe cneayoLlyle HbopMa-
LMK

1) ykaszaHusi no 0BCnyKMBaAHUID, B TOM YUCNe AaHHBIE & NepUCaUYHOCTHY;

2) yKazaHus Mo NpoBepKe NpedoxpaHiTelbHbIX YCTPOWCTB C MepeYvrciieHeM YCTaBok;

3) cxeMbl TPYOHOW OOBASKN M aNeKTpUYECcKMe CXEMBI;

4) pYKOBOACTBO MO TEXHUYECKOMY 0BCMYKUBAHUIC 1 NepeYeHb 3anacHbIX YacTel.

MpumedvaHwe 3 —PerynapHoe obcny:xueaHie HeoBXOOMMO KaK ANA COXpaHeHUs pabounx XapaKTepucTUK 1
Be30NacHOCTM CTepUNM3aToPa, Tak U 4ns oBecneyeHnsl NOCTOAHHO HU3KOTO YPOBHA BIBpoca dropmManbgernaa;

d) gexknapauWic M3rOTOBWTENA ¢ COOTBETCTBAN HACTOALLEMY CTaHAAPTY;

e) noapobHble AaHHEIE ¢ KAYECTRE NUTAIOLWNX cpeq W CTEPUMUYIOLLEro areHTa,;

f) AaHHblE O pasMelleH N KOHTRONBHGHA TOUKA 3MEpEeHWs TeMNepaTyphbl;

g) CCbINKK Ha NprnoxeHus E n D k HacTosILWEMY CTaHAapTY B YACTW CNPaBOYHbLIX AaHHLIX MO orpaHJe-
HWI KOQNUYECTBA OCTaTOUHOro chapmMansiernia B8 MeqUUUHCKUX M3AeNUAX 1 MeTaaax onpeaeneHi s aTore
KOMUYECTRA COOTBETCTREHHO;

h) WHCTPYKUMW MO OMWCTKE Kamepbl M BHELLHMX NOBEPXHOCTEN C yKazaHWeM areHToB, MCNCNb3yeMblX
ANA aTUX Lenen;

i) OCNCMHUATENbHYK: MHdopMauno o6 obenyxmeaHuKM oBopyaoBaHUA B YacTi Be30nNacHoCTH B COOT-
peTcTBnK ¢ EH 61010-2-042, nyHKT 5.4.5;

i)} VHCTPYKUWMW NC YTUAW3auun cTepynusaTopa.

9.3 AdomkHbl BLITL NPUNGKEHBI ACKYMEHTHI, TPedHasHavYeHHbIe AMA TeKYLWero NonbL3osaHns.

9.4 KpaTkue UHCTPYKUMK onepaTopa AOMKHLI BbiTh cHabxKeHbl 3alMTHON OBNGKKORA, NpUuroaHon aAnsa
nepechInkA Na No4Te, ecni 37a MHhepMaLUs He NPUKPENNeHa KeCTKO K CTEpUNU3aTopy [cM. 9.2, nepeyncne-
Hue b)].

9.5 Bo nzbexkaHue yxyalweHWs oTHOCAW MXCA K Be3onacHoCTM U noaAnafjaiilunx noa AeAcTRUE MapKu-
poskn CE (EBponelickoe coOTBETCTBUE) XAPaKTERWUCTHK, COMPOBOAUTENLHBLIE AOKYMEHTLI AOMXKHbLI Npea-
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ynpexaaTb ¢ TOM, 4To oBCnyKUBaHUe WMNKU MoaudUkaLMs/MoAepHU3aLIUA cTepunu3aTopa MoryT GbiTh
BbINONHEHbLI TONBKS NULAMW, ABTOPWM30BaHHLIMA CTOPGHON, pasMecTUBLLER ero Ha peiHke. Ecnu oaobpeque
3anacHeIX YacTel, pacxoAHblX MaTepUancs M NpUHaaAnekHocTel HeoBGxoaumMo ANs noaaepXaHna Besonac-
HOCT UMM  coXpaHeHWs1 YHKUMA CTepunniatopa, 3T¢ obBCTOATenbCTRO A0MKHG OblTh  YKA3aHo
AOMONHUTENELHO.

10 O6cnyxuBaHWe U OKpyXarwas cpega

10.1 OGwMe cBeASHMA

Mone3oBatens gomkeH ObiTe WHpopMupoBaH o TpeGoBaHMAX, NpedbABNAEMBIX K He ABMAKLLAMCA
4YacTbio CTEPUNMIATOPA MUTAKLLKMM cpedamM Ha MecTe akennyaTauun [em. 9.1, nepeyncneHue b)].

Mpumeyanwne— Paboune xapakTepucTVEM CTEPUNU3ATOPA 3ABUCHT OT €ro KOHCTPYKUWMK B COMETAHWK ¢ G-
NONbayeMbiMK NUTADWMMK CReaamMm.

MuTatolime cpeabl, HeobxoauMble AnNA pPaboThl CTEPUNUIATOPOR, COOTBETCTRYIGIIMX TpeboraHuAM
HACTOALLEro cTaHAapTa, A0MKHLI YACBNETBOPSATL NPUBEAEHHLIM HKE TReBoBaHUAM.

10.2 3nekTponuTaHUe

CuctemMa nogaqn anekTponvTaHua, KoHUrypauma, HanpsbkeHe M MOWHGCCTE A0M#Hbl COOTBETCTBO-
BaTb cneluchrkaunam cTepunusaTtopa. MoaknioveHe JGMKHO GbiTh BLINOMHEHO MG MNOCTOAHHONW cxeme
[cM. 9.1, nepeyncnerue by u 10.1].

10.3 CTepunUayOLWMKUIA areHT

10.3.1 CTepunvayowMiA areHT NpoayumMpyeTca Us napos MMKpoBoLuMaHOre pacTeopa, NPUIroToBNEeHHO-
ro B COOTHOLLEHWUM, TOYHG onpeaeneHHaM ANs npouecea.

10.3.2 CocraB 1 KoHUEeHTpauna MUKpoboLMaHero pacTeopa A0rKHbI COOTBETCTBOBATE cneundgmnkaumn-
AM NpoLecca.

10.3.3 MukpoGoungHelA pacTBop, NOANEXAWWA WCMNONE30BaAHWIC, 4oMMKeH ObiTe cTabunusnpoBaH
(HanpyMep, MeTaHOMOM) BO M3DexaHWe NonMmepusannn.

10.3.4 KoHTeiHepbl ¢ MUKpoBoLWAHBIM pACTBOPOM, NpedHa3HaqeHHble A5 UCNONb30BaHNEA CO CTEpN-
nn3aTepoM, AOJBKHBI COOTBETCTBOBATE crelMdiMKaLMAM CTepUn3aTopa.

10.3.5 Ecrm cTepunusatop TpebyeT nogayuun Apyrix cped, KpoMe MUKkpoboUMaHore pacTeopa, Heobxo-
AUMO yBeaNTLeA, YTO GHW He BaalMo3aMeHaeMbl (NG BMAY NOAKNICHEHUS ).

10.3.6 TpeboBaHWs K XpPaHEeHWO N CPOKY MOAHGCTU MUKPOBGLIMAHOMO pacTBapa AOMKHBLl BLITh YKazaHb
Ha KOHTeWHepaX, npeAHAasHAYEHHEIX ANA UCMONb30BAHNWA CO CTERPUNM3ATSHOM.

104 MNap

10.4.1 MoxeT 6bITb UCNGNBIORBAH KaK Nap, NPOUABGAUMBIA cnelnansHSe AN 9TOre npeaHasHaveHHbIM
reHepaTopoM {BCTPOSHHBLIM UMM aBTCHOMHBLIM), TAK U Nap OT BHELUHErs UCTOUHUKA (0T LEeHTPANU30BaHHON
CUCTEMEI NapocHabkeHUs 3aaHn).

10.4.2 KauyecTo napa, Heobxogumoe ANA BLINOMNHEHWS NpaLecea, AOMKHO COOTBETCTRORATL YCTaHOB-
NeHHbIM TpeboBaHWAM [cM. 9.1, nepeymucneHue by u 10.1.

MpumedvaHwne— B KaYecTBe PYKOROAAWEID AOKYMEHTA MOXET BbiTh ncnonsaoean EH 285.

10.5 Boga

10.5.1 Bopa, Mcnonb3yeman ANA paboTel cTepunuiaTopa

Crepunuzatop gomkeH ObiTe paccHuTaH Ha paboTy ¢ BCAOW, MMEICLleld XapaKTepucTUKM MUTLeBON
BOJbl M NOQ&BAEMON NMpW TEMMNEpaType, He npesblwarcwein 15 °C.

MprmevanHwne 1— Tamneparypa BOAb 40N¥HA Obl™b KAK MOXHO HMXE, NOCKONBKY 3Ta TEMNEpPaTYPa BAVAST

Ha paboune XapakTepuCTUKN BAKyyMHOrO Hacoca. bonee BeICOKAA TeMNeparypa Bogbl MOXET NOHWaNTE NPOM3BOANTENb-
HOCTE BEKYYMHON CUCTEMBI.

MpumevaHu e 2— CTepunusatop AOMEKEH BLITE PAcCHUTaH Ha paboTy ¢ BOGOH, WMEICLLERN HECTKOCTh MEXY
0,7 n 2,0 mmone/n. KecTkocTe NUTAKLWLER BOAbL!, NEXAWAR BHE 3TVX NPeAenoB, MOXKeT Bbl2BaTk 0Opa3oBaHWE HAKMMW K
KOPPOANIo.

MprumeyaHKWe 3—XapakTepUCTHKM NMTEEBOW BOAL NPUBEAEHE B EBponeRckoi gvpektiee 80/778/EEC.

Mpumedanwne 4 —HaunoHANBHBIE HOPMATHEHBIE JOKYMEHTEI MOTYT TPEDORATE OPraHV3aUNY NPEAOTBPRALLE-
HWA 0BpaTHeIX 3a6pPOCOR B NVHWID NOAAHWY NUTEEROR BOABI.
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10.5.2 Mutarwowan Boaa
TpeboBaHws K BOAE, NPeAHAa3HaYeHHON 419 NPOM3BOACTBA Napa BHYTpW CTepunzaTopa Uiu npegHas-
HaYeHHOM 4N 0TAeNbHOro NaporeHepartopa, 4oMHbl OblTe YeTaHoBNeHbI [cM. 9.1, nepeduncneHne b) n 10.1].

Mpwmedadwne— Takas BOAA HE A0MKHA COABPMATH KOHTAMWHAHTOR B KOHUEHTPAUMSX, CNOCOGHLIX yXyaAWWTE
LMKN cTepunuaayun nuGo NoRpeayvTh CTEPUITM3ATOP UKW ero 3arpyaky. B kavecTee pyKoOROAAWERD AOKYMEHTA B HaCTH Ka-
YecTBa napa MoweT BbliTb McnonbsoBaH EH 285.

10.6 CxaTbiA BOZOYX

WcnonbayeMblid (Npy HeobBXeAUMMOCTI) CRATHI BO3AYX ACIKEH:

- BbITb 0ThUNLTPOBAH Yepes hUNbTR ¢ NOPaMU AUAMETROM 25 MKM;

- He cofep:kaTh BoAbl U kanenb Macna auamMeTnom Bonee 2 Mm;

- BbITb NogaH noa AaBNeHWeM, YCTAHOBMNEHHLIM AN ¢Tepwvnyaatopa [cMm. 9.1, nepeuncneHune b)
n10.1].

10.7 Cnue U BEIBOA BO3AYXa

JononHuTencsHele TpeboBaHWA K CINMBY WM KAHANW3AUMOHHOWA CACTEME AOIMKHEI ObITe YCTAHOBMEHE
[cm. 9.1, nepedncneHne b) 1 10.1].

Mpumedvarnwne 1 —HaynoHanNbHLIE HOPMATHBHBLIE AOKYMEHTE 06bIMHO 0GycnoanvBanT Gaaosble TpeboBaHUA
K KOHCTRYKUMW CMMBHBIX YCTPORCTRE, BKNIOYAS 32IWTY OT 06paTHeIX 3a6pocoR.

MpuMmedanwne 2—EHB1010-2-042 BrniovaeT B cebA 4ONONHWTENBHBIE TReBOBAHMS ANS CIMBHLIX YCTPOWCTE
1 BbIBPOCOB, CNOCOBHLIX NOBNWATL HA GEA0NACHOCTE W XAPAKTEPUCTUKN OKpYXawwen cpeasl {cm. 9.11).

10.8 BeHTUNALMA U OKpYXKaKOLWanA cpeaa

Crepunuzatop AomkeH GeiTb paccuiTaHn Ha paboTy npy TeMnepaTtype okpy#awweld cpedel 35 °C u
OTHOCUTESNEHOW BNaXHOCTH 85 %.

MpumeuvaHnea—ITO MOXET NOTPeGOBaTE NIMMEHEHWA BEHTUNAUWOHHOW CUCTEMBI, PACCHUTAEHHON M CKOH-
CTPYWPOBaHHOM ANA OTROAA TeNna, paccerBagMoro CTELHNMAATOPOM W 8ro 3arpyakon Nocne ee Maena4eHna N2 Kameps..

BeHTUNALMCHHBIE YCTPOWCTRBA HA MEcTe YCTAHORKW CTEPWMNM3ATORa A0MKHbl ObiTh CMOHTUPOBAHBEI B
COOTRBETCTBAM ¢ TpeBoaHusMKU Ge30nacHoOCT WNM TpeDoBaHMAMK K OXpaHe CKpyXalelwed cpeabl No
EH 61010-2-042 [cm. 2.1, nepeuuncnerne 1) n 10.1].
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Mpunoxenne A
(obasaTentHoe)

MeTogb! MCNbITAHUA

A1 BeegeHune

PaGoune xapakTepucTrkn CTEpUNM3AaToPa NPOBEPAINT € NOMOLLLIG UCNBITAHWEA, BEINONHABMBIX B COOTRETCTBUN &
HACTOAWMM NpUNoxKeHeM. KpomMe atoro, Tabnuua B.1 (npunoxenve B) ycTaHasnueaeT TPebOBaAHWA K MPUMEHUMOCTH U
“HUCNY WCNBITAHWKA, KOTOPBIM A0NKeH ObiTh NOABSPIHYT KAXABIA TUN CTEpUNM3aTopa. MeneiTaHna, ONUCAHHBIE B HACTOR-
LLEM NPUNOKEHWI, BRINOTHAT G NYCTOA KAMEPOR CTEPUITM3AT2a, C HeBONbILOA 3arPY3K0A MK C NMOSNHOK 3arPyY3K0R, Kak
YKa3aH0 ANS KOKAOro METOAA neneiTadui B A.3. bnarogaps keMOUHMPOBAHWIG KOHTPOSbHBLIX 3Arpyaok Ans pasnu-Hex
MeTOOOB MCMbITAHWA BO3MOXKHO OAHOBPEMEHHOE BbINONHEHWE HECKONEKHX MCMLITAHWA.

M p nmMmevyaHne 1 — OﬂHOBpeMEHHbIM BhINONHEHWEM HEBCKONBEKWX HCI'IbITaHIr"'Iﬁ, K3k onvcaHo B I'Iplr"'IBe,EleHHbIX
HIKE METOANKAX, MOMHO YMEHLLINTE 0BLLEE YNENO UCNBITAHWA U YUENO NOTPEBHBIX ANA UCNEITAHWUA PACXOAHLIX MATEDNA-
NoB. PeaynbTatoM 9Toro SEMTCA CHUKeHWE 0BLLEro 3arpasHeHs OKpPYKalowel cpedbl {CM. TAKKe NpunoxeHue F).

Mpumedvarnwne 2— KOHTPOIbHBIE MCNBITATENBHBIE 33rPY3AKU AOMKHBI GbITE TOYHO ONpeaenaqs Ans obecneqe-
HVA BeprdVKaLUKM COSTRETCTBMS TpeboBaHVAM HACTOAWEro cTeHAapTa. CHY MOTYT GbiTe MCMONBACBAHL! ANA MCNBITAHWA
Ha COOTBETCTBUE TUNY W ANA ATTECTAUMK HYHKUNOHMPOBAHWA, HO HE ATTECTALMNK JKCMNyaTaumn.

A.2 WenoimaTensHbIe 3arpyskm

A.21 Hebonbwan 3arpyaka

A.2.1.1 Obwana nHdhopmauma

Hebonbwyto 3arpysky BuIOMPaOT 4NA MMUTAUWMKM HOPMaNEHOW 3arpy304HOi CUTYaUMH NPW BbINONHEHMKM LMKNA
HTMN®-cTepunuaaymn. Hebonbwyo aarpyaky GopMUpYyIoT U3 OrpeeneHHoro YMena Tak HaablBaeMbel X «8AvHUL, Hebomb-
WO 3arpPy3k1», B COOTBETCTBMKW C A.2.1.2, yBennuMBas ero No Mepe yBeNWYEHUA 0BLeMA KAMEP UCTEITYEMbBIX CTERPWUITK-
3aTOPOR.

Hnsa cTepunuaaTopoe ¢ NONEaHbIiM NPOCTPAHCTBOM kamep oo 100 n Ha kaxawe 10 n none23HoOro NPoOCTPAHCTBA
KaMepbl JorxHa B6ITe MCNONB30BaHA 04HA egUHULA HEGONBLWON 3arpysKu.

Mpw cbvemax kamep Gonee 100 0, noMumo Tex 10 eduHUY, KOTOpsie TRebOYTCA HA HavaneHele 100 N nonesHoro
NpoCTPAHCTRE, HA Kaxawle 25 N AONONHWTENBHOIO NONE3HOo NPOCTPAHCTBA AONXHA BblTe A0BaBNeHa caHa egvHLA
HeBONMBLWORA 3arpPy3Ku.

A.2.1.2 EnonHuua HeBoNbILIOA 3arpy3Kn

EavHuua HebGonNBWOW 3arpy3kM COCTOMT M3 TPEX YCTPOWCTE KOHTPONA Npoyecca, onpegenedHblx B C.8 {npunoxe-
Hue C), B ABYXCNoWHOK BymaxHoi obepTke cornacHo onucanuio, aaHHomy B C.8 (npunoxenne C).

Mpumeyanwe— JocTartouHoe BHUMAHWE cneayeT yaensTe WHCTPYKUWSAM W2roTOBMTENEH No yTUAW3AUWK
06epTo-HBIX MATEPHATICE W, BCNW NPUMEHUMS, YCTPONRCTE KGHTPONA NpoLecea.

A.2.2 MNonHan 3arpyaka

A.2.2.1 OBbwan wHcpopmauma

[NonHyo 3arpyaky BeIGUMPAOT ANA MMUTALWK TAXENO0KW 3aIPY304HON CUTYaUKMKY NPK BeINONHeHWK unkna HTTd-cTe-
pynnzayny. OHa gonkHa COOTBETCTBOBATE NO Macce Mo MeHe el mepe 90 % MaKkcMManbHOR 3arpy3ku, YCTAHOBNEHHOR
AMNS UCMLITYEMOro cTepuniaaTopa [em. 9.1, nepauncnerne f)).

MonHyo 3arpyaky hopMUpYIoT N3 ONPEAeNeHHONo HYUGNA TAK HAZLIBABMbIX «8AVHKUL NOMHON AArPY3akn» B COOTBET-
cteun ¢ A.2.2.2. Mo cymmMapHoid Macce OHW AOMKHbI COCTABNATbL He MeHee 15 % MAacChl MakCMManbHOW 3arpy3ky.
CctanbHye MacCy NOMHOW 3arpyakn AONONHSIOT N3genusaMu, 10a06HBIMM NCNONb3YEMbIM NS U3FOTOBNEHWNA 84UHKL
NOMHORA 3arpy3KK C aHanorMyHoM NponopurMen MaTepuanos.

MprmedaHune—Macca CUCTEMBI, MCNIONB3YEMOM NS pazMeleHns (NOAAEP:KKK) 3arpy3ki, HE BKIUEHA B
MACCY MaKCUMANEHOW 3arpy3k.

A.2.2.2 EQVHMLIA NOJIHON 3arpy3kKu

B cocTas egMHULEI NOMNHOW 3arpy3ky BXogavT Habop chnegymx u3nenuim;

a) OAVH WNAaHT, MArOTOBMEHHBLIA W3 NONUBUHWNXNOpKAA (MBX), anvHoi 1500 MM, BHYTPEHHUM AUAMBTPOM 4 MM 1
BHELWHWUM gMameTpoM 6 MM. 3TO M3genve gOILBKHO ObiTh B ABYXCMNORHOW 0DepTKe M MMeTk 00wWwyio Macey {40 L S);

b) 0gwH WNaHr, M3roTOBNEHHBLIA W3 NonerHunxnopyaa (MBX), ganuHoi 1000 MM, BHYTRPEHHUM AWaMeTPOM 8 MM K
BHELLHW M AVMAMETPOM 12 MM 1 OQWH BUHT M2 HEPXKABEICILEe cTanu pasmepamn M8 x 80 (cm., Hanpumep, [1]), BCcTaBneH-
HEIR B 08WH M3 koHuoB MNBX-wnaHra. CobpaHHoe n3genue BoNxKHO ObITh B ABYXCMNOWHOK 0BepTKe M MMeTk 0OLWYI0 Maccy
(120 £ 10) r;
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¢) 0aMH cTepxeHb u3 nonvamnaa {PA11 wnu PA12 B cooTBeTeTRun ¢ EH MCC 1874-1) anvHoi 80 mm v anameT-
pom 15 MM 1 0OAWH BUHT M3 HEPKAREKILWLEN cTann pasmepamn M8 = 60 (cM., Hanpumep, EH 24017). O6a vagenuva 4onxHel
BbITh B ABYXCNOWHOR oBepTre n nmets 06wy maccy (45 £ 5)r;

d) oaHa TpybKa M3 HepkaBelwLWed cTanu (Mapkn, Hanpumep, 1.4301 B cooTteeTcTBUM ¢ EH 10027-2) anuHoi
230 MM, BHYTPEHHWUM OUaMeTROM 8 MM U BHEWHWM AWaMeTPoM 8 MM, 3TO M3dernve 4OMKHO BbiTh B ABYXCMOAHOW 0bepTke
M MMeTk 0By Maccy (40 £ 5)

e) 0OHO YCTPOWCTBO KOHTPONS npouecca, onucanHoe B C.6 {npynoxenve C), B ABYXCNOWHON 0BepTKe.

Ans 0BepThIBaHWA W3GENWA CNONBb3YIOT KOMBMHWPOBAHHEIA 0OepPTOYHBIF MaTepuan NNacTuk/OymMara, OnMcaHHeIR
B C.8 (npunoxenwe C). Obwan macca equHWL LI MONTHOW 3arpy3kn [MCKNYan Maccy CUCTEMBI, MCNONB3YEMON 4N pasMe-
WeHWs {NoaacpHKK) 3arpysku] AoMKHA cOCTaeNAaTL {250 1 25)r.

MpuMedvanwe 1—[Be yNnakoBKM TUNCB B) U G), MCNONB3YEMbIe ANA ONpPedeneHnsa TeMneparypHore npoduns
W NpOgMNA GasneHWA NP1 NONHOW 3arpyske, He A0MKHE ObITE 3anevartaHsl 3apaHee.

Mpumevanne 2—ocTaToOMHOE BHUMAHWE CNeAYeT yASnATe WHCTPYKUMAM WArOTOBMTENEA NGO YTUAWAALUWNK
0BepTOYHBIX MaTEPUAaNos W, EcTH NPMMEHWMO, YCTPOMGT3 KOHTROMNA NpoLecea.

A.3 Mpoueaypbl ncneITaHnin

A.3.1 NenuITaTensHoOE 0bopPyA0OBaAHWE

MenbiTaTensHoe 0GopyaoBaHUE A0MKHO COOTRETCTROBATL TPEBORaHMAM npunoxenus C.

A.3.2 TepmomeTpuyecKne NCNLITAHMA

A.3.2.1 WUcneimaHve npeaBapuTeNbBHONO HarpeBsa KamMmepbl CTepunu3aTopa

A.3.2.1.1 VonblTaHWe NpedBapUTeNbHOM HArPeBa NPoOBOAAT C LNk NPOAEMOHCTPYPOBATE CNOCOBHOCTE YAep-
XWBaTk TEMNEPATYPY BHYTRPEHHUX NOBEPXHOCTEN KAMEPLl B NPeenax yCTaHOBIEHHOMNO AManasoHa Temnepartyp v obec-
neqvBaTte Takum 0Bpasom B X04e HOPManNsHOR CTEPUNN3ALWMKA BalTMAUPOBAHHLIE IM3UNYECKUE YCITOBKS.

A.3.2.1.2 B kamepy ctepunuaatopa o6semom go “000 n erogsT He menee 10 AaTHMKoB TEMNSPATYpPbLI, & NpK BONb-
LIMX paemepax — no OﬂHOMy ,EI,OI'IOJ'IHHTeJ'IbHOMy ,El,aT'-IHIIy Ha Kaxable AononHUTankeHble 100 N ¢ MCNONB3OBAHWEM KOH-
TPONbHOIO CoBAWMHUTENA, ONUCAHHOMS B 4.1.5.2. Jlatumki A0MKHbI BblTh PACNPEAETEHbl N0 BHYTPEHHUM NOBEPXHOCTHM
KamMepekl, YCTAHOBNEHHBIM ANs UCMBITYEMOTo cTepunuaa-opa [em. 9.2, nepeuncnenue aj, 1)].

A.3.2.1.3 BrinonHawT naMepeHnsa TeMNEpaTypel B OTKAYaHHOW NYCTOW Kamepe.

A.3.2.1.4 TMonyveHHbIe N0 NCTEYEHHM BPEMEHW HarpeBa Pe3ynbTaThl CBEPSINT ¢ TRPeOoBaHUAMM K pabounm Xapak-
TEPUCTHKaM, NpUBedeHHBIMK B 6.1.1.1.

A.3.2.2 TepMomeTpuyeckne ncnbiTaHua (HeboabluaA 3arpy3ka)

A3.2.2.1 TepMoMeTpUYeCcKWe WCMLITAHWS ¢ HEDONBWOW 3arpy3kold B OCHOBHOM MPOBOAAT ANsA AeMOHCTPaUWK
TOro, YTO COOTHOWEHWE TeMNepaTypa/gasneHue BHYTPH 3arpy3ki No3BonseT QOCTUIHYTE CTEPWIM3auMmn 3arpy3mn. Bo
BTOPYI0 OUEpPedb 3T0 UCMBITAHWE AEMOHCTRUPYET, YTO TEMMNEPAaTYPa He NPEBLILAET BEPXHEND Npedena guanasoHa TeM-
nepaTyp CTepUNMNAaLnK HA NPOTSHEHWVN BCEIO LWKNA CTEPUIV3AaLnn.

MprmMmedyaHWe— ITO UCNBITAHWE MOXKET DbITe BLINONHEHO NWBO KaK OTAeNBHOE MCNbITaHWe ¢ HEBONELWOK 3a-
rPY3KoiA, NMBO Kak MHTEMPUPOBAHHAS 4acTb MCMBbITAHUA GABNEHHS, MO0 MUKPOBUONOMMHECKOTO MCNLITaHWs, MCNbITAHWA
CYLLKM MMBO gecopbuny, rae NPYMEHUMO.

A.3.2.2.2 TogkniouaeT K KaMmepe CTEPWMIM3ATOPa PerucTpatop QasfieHus], WCNOMb3YA KOHTPOINbHEIR COeguHI-
Tenb, oNUGaHHbIA B 4.1.5.1.

A3.2.2.3 BeogAar B KaMepy JaTuyvk¥ TEMMNepPATYPsl B KOMWYECTBE, YCTAHOBNeHHoM B Tabmwvue B.1 (npunoxe-
Hve B}, Menonbays KOHTPONbHBIA COEAUHUTENB, ONUCaHHEIA B 4.1.5.2, 1 nogKniouanT 4aTHMKK K PETMCTPATORY TEMMNEpa-
TYPBI.

A.3.2.2.4 PazmewanT B Nonganom obbeme Kameps eanHnusl HeBoNbWOoN 3arpyakn cormacHs A2.1, nenoneays
CUCTEMY PAIMELLEHWNA (NOOABPXKN ) 2arpyaKku 1 CODMIOAAA MHCTPYKLUWKW NO 3Arpy3ake, AaHHbIE M3FOTOBUTENEM ANS NCMNbITY-
&MOorg cTepunuaatopa [cm. 9.2, nepevucnenue a), 11)].

A.3.2.2.5 lomewawT oanH gaTYMK TEMNEPATYPE B KOHTPOMBHYK TOYKY M3MEpPEeHWA TemMmnepaTtypel. OcTanbHble
OATYNKN TEMNEPATYPbI PARHOMEPHO PA3MELLAINT B MONEIHOM 06beMa KAMepb!, 3AHATOM KOHTPONBHOW 3Arpyakoi, yumnTel-
Bas onpegeneHHble K OKYMEHTUPOBAHHBIE KPUTUYECKME TOUKK.

MpumMmeyaHwne— KpuTHiackre TOUKM MOryT BbiTh ONpeaeneHbl B XoA8 paspaboTiy.

A.3.2.2.6 HemeaneHHo 2anyckaloT UMK CTEPUMNU3AUMKY, Noagnexalyii ncnstaHnn. HeoGxoanmo yBeantses, 1to
NpuBopLI-PErMCTPATOR!, 8 TAKKE WTATHBIE NPUMBOPE!, NCCTOAHHO COEAWHEHHBIE C KAMEPROR CTEepMNM3aTopa, paboTawT 1
perncTpupyoT npouece. CnegyeT Takke yGegnTeCA B HOPMANBHOM pPerncTpauni Ans Nocneaywwan aUueHKn napameaT-
pos, obycnoenenHeix B 6.1.1.3. 110 OKOHYAHWI LWKNA CTEPUNM3ALMK NEPa PASTPYIKoR HEOBXOAMMO NPOBEPUTL 1 NOA-
TBEPOMTL, YTO BU3YArbHAA MHAVKALKMA 3aBeplueHus Lrkna cpaboTana.
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A.3.2.2.7 OueHMBRAIOT NONYYEHHLIE 2aNMCK HA COOTRETCTRUE TpeGoraHnAm K pabo-nm xapakTepueTikam cornac-
HO 6.1.1.4.

A.3.2.3 TepmomeTpudeckue NcnbITaHNA (MONHAA 3arpysKa)

A.3.2.3.1 TepmomeTpydecKMe MCNbITAHWS ¢ NONHOW 3arpy3KoM B OCHOBHOM NPOBOAAT ANA A8MOHCTPAUMK TOro,
HTO COOTHOLEHWE TEMNEPATYPA/NARNSHWE BHYTPW 3Arpy3akn NOIBONSAET AOCTUIHYTE CTEPUNM3ALMY 2arpyakn. Bo BTopyio
ouepenb 3T0 MCNBITAHWE AEMOHCTPUPYET, |UTO TEMMNEPATYPA HE NPEBRLILAET BEPXHErO Npeaena AManaaoHa TeMneparyp
CTEPUNM3ALMK HA NPOTAXEHWN BCETO LMKNA CTEPUNN3aLnK.

MpumMmedyaHua— 3T0 UCMBbITAHWE MOKET GbiTh BLINOTHEHO NGO Kak OTAENbHOE MCNLITAHWE C NONHOW 3arpya-
KOW, NG KaK UHTErPWPOBAHHARA YaCTe MCNBITAHWA JABNEHUSA, NGO MUKPOBUONorMieckoro MCNBITaHn s, MMBo MenNbITaHKUA
CYLLKM, rae NPUMEHMMO.

A.3.2.3.2 MpucoegnHaloT Npubop, PerMcTpYpYOWWIA AaBNEHWE, K KaMepe CTepunn3aTopa, MCnonk3ysd WCMeTa-
TeneHelH COegWHWTENE, ONUCaHHbIA B 4.1.5.1.

A.3.2.3.3 BBoAAT B kaMepy CTEPUNM3ATOPA ONPEAeneHHI8 Yueno AaT-UMKOR TEMNepaTyps cornackHo tabnuue B.1
(mpunoxarne B), nenonb3ya NenbITATENbHBIA COBAUHUTENL, ONMCAHHLIA B 4.1.5.2, 1 NOAKNKYAINT AaTYUKK K nprbapy,
PErMCTPUPYIOWEMY TEMNEPATYPY.

A3.2.3.4 PasmewaloT eguHWLEl NONHOR 3arpy3ky B NONesHoM 0B bemMe KaMmepsl CTepUIN3aTopa, MCNONb3yA CHC-
TEMY pasMeLleHs (NogaepXKKK) 3arpy3ky CTEPUNN3aToRa U YYUTLIBAA MHCTPYKUWMKW NO 3arpy3Ke, YCTaHOBNEHHEIE M3r0To-
BUTENEM [CM. 9.2, nepeuncnenue a), 11)].

A3.2.3.5 MNMomewawT 0aWMH JATYVE TEMNEPATYPLI B KOHTPONBHYK) TOYKY WAMEPEHWA TEMNEPAaTYPbI.

BeogsaT aoBa gaTyuka TemMNepaTyphl B YNAKOBKW B COOTBETCTBUM ¢ A.2.2.2, nepeuncnenuns b) n ¢}, npoTeikas garuw-
KaMW ynakoBky. McnonbayloT KNerkye NeHTy 4ns grKcauMy JaTHVKOB B NONOKEHWW XOPOWEro TEMNOBOIO KOHTaKTa G
BMHTAMM, HAXO4AWMNMWCA BHYTPW YNaKOBOK, MNOCNE Yero 3aknenBsalT NeHToW OTBEPCTUA, Yepes KOTOPbIE AaT4MKW BBede-
Hel B YNAKOBKW. 3aKNenBaeT QBOAHLIE YNAKOBKM W YKNaQbIBAOT MX B eAMHULY NONHOA 3arpysii. PasMewanT sguHugy
NOMHORA 3arpy3ku B TOW TOUKe NonesHore obkema, KoTopan Seina onpegeneHa Kak «X0No4HOE NATHO» BO BPEMS UCMLITa-
HUS TEMMNEPAaTYPLl ¢ HEBONbLLWONA 3arpyakoi. PacnpeaensiT OCTARWMECH AATHUKKN TEMNEPATYPLI PABHOMEPHO B NONE3-
HOM 06beme, 3aHATOM KOHTPONBHORM 3Arpyakon.

A.3.2.3.6 HeMegneHHo 3anycKamwT NPOLECC CTEPUNU3ALNY, NOgNexXawmni neneitaHnie. Heobxogumo ybeauteca B
TOM, 4TO WonbITaTenbHble NpUbopLl, a Takke NpMbopsl, BXO4AWWE B COCTAB CTEPWMIM3ATOPA, PEMMCTPUPYICT Npouecc.
CrnegyeT Take ybegUTECA B HOPMANEHOW PerucTpauun gns nocnedylower OUueHKM NnapameTpoB, 0BYCNOBNEHHLIX
B 6.1.1.3. Mo OKOHYaHWM UMKNa Nepeq pPasrpPy3kol NPOBEPAIOT N NOQTBEPKAAI0T, YTO BU3yanbHaa MHAWKaLUWA 3aBeplle-
HWA uWKna cpaboTana.

A.3.2.3.7 OueHMBRAIOT NONYYEHHLIE 3ANMCK HA COOTRETCTRVE TPeBoRaHrAM Kk paboqnM XapakrepueTUKam cornac-
Ho 6.1.1.4.

A.3.3 Mukpobuonornyeckoe ncneiTaHne

A.3.3.1 MukpoGuonorniackoe enelTaHWE NPOBRSAAT C LENBID A0KA2ATE, YTO NPH A8 MOHCTPALWK YOOBNETEOPEHNA
TpeGoBaHWA HACTOALWEro CTAaHOAPTa K paboqumM XapakTepUCTHKAM B YACTW TEMMNEPATYPL W A3BNEHUA NO 3aBepLIeHnI
Hopmaanoro UMKna CTEpI/IJ'IHSBLI,MH HE MOXeT 6bITb BOCCTAHOBNEHA MU3HECNOCOBHOCTE I{CiHTpCU'II:nHl:I)‘.r MHKpOOpF&HHS—
MOR, HAX0AAWMWXCA B BMONOMYECKkuX MHAWKATOPAX, PA3MELLEHHBIX B KOHTPONBHOW 3arpyake.

Mpumedanne— 3T0MCNLITAHNE MOKET ObITh BHINOI HEHO NGO KAK OTABNBHOE MCTNBITAHWE, NMDO KK MHTErpH-
POBAHHAS YaCTh MCTBITEHWA AABNEHWS, TEMIEPRATYPSI, CYLIKY, NBo neneliTaHus gecopbunn, rae npumerumo. OaHaKo npu
BBINOMHEHWH 3TOMO MCNBITAHWA OAHOBPEMEHHO C MCNBbITAHWEM AECOPELUMK YMCIO UCMONBIYEMbIX YNAKOBCK (YCTPOWCTB AnA
MCMbITAHUSA NPOLECCa) A0NMKHO BhiTe He MeHee 0BWEero Yuona MHOUKATOPOB, MCMob3yeMbIX ANA 000MX MenbITaHuiA. Buo-
Nornyeckne HHOWKaTopsl W MHOWKATORbI ,qecopﬁu,nu A0INAKHbI DLITe padMeWeHbl B OTACNEBHEIX YNAKOBKAX BO n3bexaHve
B32WMHOTO BIWAHWA HA Pe3ynbTaTbl UCNbITAHWA.

A.3.3.2 HYneno nenonb3yembix MHAWKATOPOB 3ABUCHT OT 2MKOCTK NONE3Horo obwema. Hveno nHankaTopos aonx-
HO 0B8CNeYMBAaTL OUEHKY NeTANbHOCTH, AOCTUIHYTOW BHYTPH CTEPWMNMAYEMON 3arpyaku. JonkHbl GbiTe MCNONb30BAHBI
fuonorvYeckne cneTemel, onpeaenstise B C.7 (npunoxedne C); MuHMmManbHoe noTpebHoe YMcno MHAMKATOROB yKaaa-
Ho B Tabnvue B.1 {npunoxenve B).

A.3.3.3 PasMewwlaloT Kaxablil MHHAWKATOP, 33 UCKHYEHWEM MHAWKATOPOR NO3WTUBHOIO KOHTPONA {0Dpa3suoBbIX), B
YCTPONGCTBAX ANA WCnbiTanusa npouecca [cv. C.6 (Nnpunoxerune C)], 3akN0MeHHEIX B ABOWHYIO 00EpPTKY W 3aKNEeHHBIX G
MCMNONb30BaHWEM CTERPWIM3AUMOHHBIX 0bepToK cornacHo EH 868-5.

A.3.3.4 PaBHOMEpPHO pacnpeaensioT yCTPORcTBa ANA KCHTPONS NPOUcea B ABROWHON 0BEpTKE B NONE3HOM Npo-
CTPAHCTBE KAMEps! CTEPUITN3ATOPAE W OOKYMEHTUPYIOT CXEMY WX pacnpegeneHus.

A.3.3.5 HemegneHHo 3anyckaloT NpoLECC CTEPUIM3ALMY, NOANEXAWWA MCNEITaHWio. [0 OKOHYaHUK LKWKIa Nepeqd
pasrpy3kon NpoBepPART W NOATEERMKAANT, YTO BU3yankHaA MHIVMKALWA 3aBepPWeHNs UMKna cpaboTana.

A.3.3.6 MHKyDUpYIOT KK SKCNOHUPOBAHHLIZ, TAK 1 HEOBPABOTAHHBIZ BUONOMYACKNE MHAVKATODBI B COOTBETETBUN
¢ EHWCO 11138-1.
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A.3.3.7 OueHnBadT NONyYeHHBIE PE3YNbTAaThl HA COOTBETCTERME TpeboBanuam 6.1.2.

MpumedaHwne—Ipy YHUUTOKEHVN MHKYDUPOBAHHBIX VHAMKATOPOB CNeAYeT yYNThIBATE MHCTRYKLUMK WX N3ro-
TOBMTENS.

A.3.4 NeneimaHva gasneHvs

A.3.4.1 WcneiTaHve naBneHnA (Hebonblwan sarpyska)

A3.4.1.1 Wenwitanne paeneHns ¢ HeDONbILOW 3ArPY3KOH B OCHOBHOM NPOROAST ANA A8MOHCTRALMK TOMG, HTO Tpe-
BORAHUSA K AABNEHWIO, YCTAHOBNEHHbIE B 6.1.1.5, BeNONHAKTCS B yonoBusx HeGonblwoW 3arpyakn ctepunuaatopa. Bo
BTOPYI) OYepenb 5TO UCMBITAHVE ASMOHCTPUPYET, HTO CKOPGCTh MAMEHEHWA AARNEHNS B X048 BINONMHEHWS LMKNA CTepu-
NM3auuy NogacKUBaSTCH B AManasoHe, He NO3BONAWEM NOBPEANTE 3arpy3Ky U ee YNaKoBKY.

MprmMmeyaHWe— ITO UCNBITAHWE MOXKET DbITh BLINONHEHO NWBO KaK OTAENBHOE MCNBITaHWE ¢ HEBONELWOK 3a-
rPy3Koid, NMBO Kak MHTErpYPOBaHHas YacTk MCMNLITAHWS TeMNepaTypHoro npodna, NnHo MUKPOBHONOrMYeCKoro MCnbiTa-
HUS, NIMBO UCNEITaHWA CYLWKK, [Ae NPUMEHMMO.

A.3.4.1.2 TlogkniovaloT Kk kamepe CTepUNUIaTopa perncTparop AaBNeHns, UCNONbaya MCMbITATENBHBIA COSAVHW -
Telkb, ONMCaHHbIA B 4.1.5.1.

A.3.4.1.3 PaamellaidT B none3HoM o6beme KaMepbl CTEPUNMAATOPA &AWHVUbLI HEDONBLWOA 3arpyakn cormac-
HO A.2.1, NCNOMNBAYA CUCTEMY PAAMELIEHWA {NOAASPKKN ) 3arpy3aKn 1 COBNINAAA MHCTPYKLWMK N0 3arpyake, yCTAHORNEHHbIE
M3rOTOBUTENEM ANH UCMNBITYEMOro cTepunuaartopa [cm. 9.2, nepeauncnenue a), 11)].

A.3.4.1.4 HemegneHHO 3anyckaaT NPOLECC CTEPUIM3aLMY, NOANEXAWMA CNBITaHWI. Heobxogumo ybeauTeCA B
TOM, YTO UCNBITATENBHEIE NpUBOPLI, & Takke Npubops!, BXOASWKWE B COCTAB CTEPUIM3ATORE, PErMCTPUPYIBT NPOLECC.
Cnegyer Tawpke yDaanTeCH B HOPMANBHON PEruCTPALMW ANA NOCNeayiwel OUEHKM NapaMeTporR, OByCrOBNeHHbIX
B 6.1.1.5. [0 OKOHYaHVK UMKNA Népaj pasrpyakon NpoBepaiT M NOATREPHKAAIOT, HTO BUAYANbHAA MHAMKALKWA 3aBepLua-
HWA uwrkna cpabotana.

A.3.4.1.5 OueHnBaloT NONYYEHHEIE 3aNMCH HA COCTEETCTEME TPeOOBaHNAM K pABOYUM XapaKTEPUCTUKAM cornac-
Ho 6.1.1.8.

A.3.4.2 UcneiTaHve gaBneHnA (NonHaA 3arpyska)

A.3.4.2.1 MenbiTadue AasneHus ¢ NONHOW 3arpyakon B OCHOBHOM NPOBOAAT ANA ABMOHCTPALMMK TOro, 4T Tpebo-
BAHWA K A3BNEHWIO, YCTAHORNEHHbI2 B 6.1.1.5, BEINONHAIOTCA B YCNOBWAX NOMHOM 3arpya3kn ctepunuaatopa. Bo eTopyo
ovepeab 3TO UCMBITAHWE AS8MOHCTPUPYET, HTO CKOPOCTE UAMEHEHWA A3BRNEHUS B X048 BbINONHEHWS UWKNE CTEPUITM2ALVK
NooAePKUBEETCH B AVANA20HE, HE NOAROMNAICILEM NOBPEANTE 3ArPY3KY U &8 YNAaKoBKY.

MpymMmedaHune— 3T0 UCNLITAHWE MOXET BbITs BEINONHEHO NGO Kak OTABNBbHOE NCNBITAHWE G MONHOM 3arpya-
KOW, NMB0 KaK MHTErPUPOBAHHAS YacTb WCTBITAHWA TEMNEPaTYPbI, NMMHB0 MUKPOBWONOMMYECKOro MCNbITaHWA, NIMBO UCNbITa-
HWA CYLLKW, rae NPYMEeHUMO.

A.3.4.2.2 TlogknoyallnT K KAMape CTEepUNKM2aTtopa PerncTpaTop AABRNeHUs, UCNOMB2YH KOHTPOMBHBIA CO8AWHK-
Tenb, ONWCaHHBIN B 4.1.5.1.

A.3.4.2.3 PasMewaloT B NONe3HOM NPOCTPAHCTEE KaMePbl EQMHWLEI NONHOW 3arpy3ki comacHo A.2.2, Monone3ya
CUCTEMY pasmeleHns {Nogaepkn) 3arpy3km 1 cobngan MHCTRYKLWMKW MO 3arpysKe, YCTaHOBNEHHEIE M3TOTOBWTENEM AN
MCNBITYEMOro cTepunuaaropa [cuM. 9. 2, nepevucnenune a), 11)].

A.3.4.24 HemedneHHo sanyckarT NPOUECC CTERPUAM3ALNMY, NOgNeXawni nenelitadnil. Heobxogumo ybegnTecs B
TOM, UTC UCMBITATENBHEIE NPUBOPEI, a TakKe NpUBopPLI, BXo4aWwMe B COCTAB CTEPUNM3aTORa, PErMCTRURYIT Npouecc.
CnegyeT Take ybegUTbCA B HOPMAaNbHOW PeErucTpaudn gna nocnedyiowel OUueHKW NapaMmeTpoB, 0BYCNOBIeHHBIX
B 6.1.1.5. Mo OKOHYEHWK LWKNE Nepeqd Pasrpyskon Heobxo4vMOo NPOBEPUTE M NOATBEPAWTE, YTO BU3YyalbHasA MHAWKALWSA
3aBepWweHnA UWKna cpaboTana.

A.3.4.2.5 OueHMBAOT NONYYEHHEIE 3aNMCH HA COOTBETCTEBKME TPeOOBaHNAM K paboyYuM XapaKTepUGTUKaM cornac-
HO 6.1.1.8.

A.3.5 WUcneiranne gecopbunn

A.3.5.1 McnbiTanne gecopbuMi NpoBOAAT 4NA AEMOHCTpauuK cnocOoBHOCTHM CTEpUNM3aTopa NOHWXaTE KOHUEH-
Tpauy iz hopmansgeriga B MEGULUWHCKOM M34eNWW NOGHe CTEPUNU3aLMK 40 YPOBHS, YCTAHOBIEHHOTO B NPUNOKeHWU E.

MpumeyaHune— 3T0 UCMBITAHVE MOXKET BbIT> BEINOMHEHO NUBO KAK OTAENBHOE UCNBITAHWE C HeBoNBLWOR 3a-
rpy3kon, NGB0 KaKk MHTErpUPOBaHHAR YacTh MCNBITAHWA TeMNEePATYDL!, AABNEHWA, CYLLKK, NUGO MUKPODUONOrM4ecKoro ne-
NblITaHKUA ¢ HeGONBLIORW 2arpy2Kkon, rae npumaHnme. CaHaKo NPY BeINONHEHWK €ro OAHOBPEMEHHG € MMKpOGrnonormiacknm
MCTBITAHMEM YUCIO MCMONB3YEMbIX YNAKOBOK {YCTROMGTE ANA WCNBITaHWA NPoLUEecca) JonkHo BbiTe He MeHee obLLEero Ync-
na MHAWKaToROoB, NCNOML3YEMEIX 818 0BOMX MCNLITaHni. BUonorvyecie MHGMKATOPE M MHBMKaTOR L 4eCopbumMH BOMKHbI
ObiTb pasmelleHtl B OTASNbHBIX YNaKOBKax BO M3BeKaHWe B3aMMHOTO BNWAHWA Ha Pesynbrartbl MCNbITaHWRA.

A.3.5.2 Yneno nenonbayamsX MHAMKATOPOR 3BT OT 8MKOCTH NONeaHoro obbema. HYueno nHaukatopoe gon-
HHO BbiTh MO3BONAKWKMM 0BacnevreaTe ougHky SthdiRKTMBHOCTH ABCopBUMKM, AOCTUIHYTOW BHYTPW CTEPWIIWM3YEMOW
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aarpyakn. MuHumansHoe noTpebHoe Y“Meno MHAVKATOPOB yKkaaano B Tabnuue B.1 (npynoxerne B); TpeboBaHna K nHAMKA-
Topam yctaHorneHs B C.5 {npunoxenna CJ.

A.3.53 MNMowmewawT KaXAbN MHAVKATOP BMECTE ¢ YCTPOMCTROM ANA WenbITaHus npouecca [cm. C.6 (npunoxe-
Hve C)] B cTEPUNMAALUWOHHLIA NAKET, COOTRETCTBYIOWKIEA TpebGoraHnam C.8 (npunoxenune C). MNakeTsl NOMEWAIGT BO BTO-
pyHHyio 0BepTky Ans NonyqeHusa ABOWHOM OBEpPTKM W 3aKneweanT BTOpPWHWHY obepTky. Ewe ogavH uvHawkatop
HeOBXoAMMO AepKaTE OTASNBHO OT 06epHyTHIX. TAKOKH MHAMKA 0P MOXeT DblTh MCNONbAOBAH KAK KOHTPONbHLIA {0Gpas-
UOBLIA), U OH HE AonMxeH GbITb NOABEPrHYT BOIASWCTBMIO LIMKNA CTEPUNUIALMN.

A.3.54 PaBHOMepHO pacnpefenstoT WHAWMKaTOPe/YCTPOUCTBa QNS KOHTPONSA Npouecca B ABOWHOW obepTke B
nonesHom oBbEMEe KaMepLl CTEPUITM3ATOPA W QOKYMEHTURYIOT CXEMY WX pacnpegeneHus.

A.3.5.5 HemegneHHo 3anyckaloT NpoOLECC CTEPUIM3ALMY, NOANEXAWWA MCNEITaHWKo. [0 OKOHYaHUK LKWKIa Nepeqd
pasrpy3kon HeobHXoOWMO NPOBEPUTE U NOGTBEPAM TE, HTO BU3YalbHaA MHAMKALWA 3aBepWeHAa uWkna cpaboTana.

A.3.5.6 PacnakosblBalOT MHAWMKATOPREI M 0bpabaTeiBalT B COOTBETCTBMM C Npouegypol, npveedenHol B D.1{npu-
noxenue D).

A.3.5.7 OnpegenswT cogep:aHue opMansiemnaa, BelpaXKeHHOe B MUKPOTPaMMax (MK, Ans Kax4oro npowed-
wero 06paBoTKy MHAUKATOPA, A TaKKe ANA KOHTRONEHOro {06pasyoBoro) MHAVKaTopa, Nonb3ysacke METOOWUKOW, onucaH-
HoW B 0.2 (npunoxeHue D). BeuWTalT 3HaYeHWe, NONYYEHHOE 0T KOHTPONEHOIO {0BpasyoBoro) MHOWKaTopa, U3 Kaxgoro
3HAYEHWs, NONYYEHHOrO 0T 0BpPaboTaHHbIX MHAMKATOPOB. MoNyyeHHble Pe3yNeTaTel MCNONbL3YIOT 4NA BEIYMCNEHUA cpe-
HEro 3HaueHWs Ana Bcex 0bpaboTaHHbIX MHAWKATOPOE W NPOBEJAT 3TO CPedHes 3HAYEHWE Ha COOTBETCTEWE TpeboBa-
HUAM 6.2,

A.3.6 Ueneiranwne cywkn

A.3.6.1 MenblTaHue Cywkn NposoasT ANA A8MOHCTPAUMWM CnocoBHOCTH UMKNA CTEPUNNAAUMK CHWKATL OCTATOM-
HYIO BREKHOCTL 0 YPOBHS, NO3BONAIOWETND NMOMNyYaTh 40BOSNBHO CYXWMEe YNAKOBKW M HE OKa3blBAKGLEro MHOMo, BPeaHoro
BIMAHWA HA 06paboTaHHbIE N3aenus.

MpwmedaHun e — HMonsiTaHKe CyWKY GOMKHO BbITE BEINOMHEHO K&K MHTEMPUPOBAHHAS YACTE MCTBITAHUA TEMINE-
paTypbl MNK gaBneHus Ana HeBoNsWOoN U NONMHOM 3arpy3ku.

A.3.6.2 lNpoeepaoT CTEPUNNAOBAHHYH 3arpyaky Ha cooTReTcTEue TpeGoBaHnam 6.3.
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MpunoxeHne B
(obasaTenbHoe)

Knaccmpuxauuﬁ CTEPUNHUIATOPRPOB U METOOLI UCNbITAHWA

B.1 O6wan nHiopmayna

McneiTanus, nepedncneHHele B Tabnuue B.1 u ycTaHoBNeHHele B A3 {npunoxerHve A), NpegHasHayeHbl Ans
BbINONHEHUA ¢ KOHTPOMEHBIMU 3arPY3KaMK B Lensx AeMOHCTRaUMK COOTBETCTBUA TPeBOBaHMAM K pabounM XapakTepue-
TUKAM, YCTEHOBMEHHBIM HACTOSIWMM CTaH4aPTOM.

B.2 Twn crepunwniaTtopa

B.2.1 KoHuenums «Tvna cTepunn3aTopar No3sosfeT 4ath onpedeneHne TakMx M3MEHEHNIA B KOHCTRYKUMMK, Xapak-
Tep KOTOPbIX TpebyeT NpoBedeHWs MOBTOPHBIX MCNeTaHWA. Ecnkv tun HTTd-cTepyvnu3aatopa ocTaeTcs TeM xe, TO
HebonbWKWe M3MEHEHNS B KOHCTRYKUMK OTASNIEHOMO CTEIMNU3ATOPRA HE CHUTAINT OKAa3kIBAIWMMK BIIMAHWE HA pabodne
XapakTepUCTUKKN, K NOTOMY BBINOMHEHWE MOBTORHBIX UCNBITAHWMA He TpebyeTcA.

B.2.2 Tpw gemoncTpaumw Toro, 4to tun HTT¢;-ctapunuaaTopa cooTReTCTBYET TpeboBannam k paGoyum xapakre-
PUCTUKAM, YCTAHOBMNEHHBIM HACTOALWLMM CTAHAAPTOM, CTEPUNWAATOP, KNaccn@uUMpyemMblli KAK 3TOT XKe Thn, AONHKEeH
MMEeTb:

a) TO XKe YVMcno ABepelr B TOW ke KoHMrypaumw.

Mpumeuwadnne 1 —EcnuBeine NpoggMOHCTEMPOBAHO, HYTO ANA AAHHOIO paamMepa n TMNa aeepu He oGHapyxe-
H& pasHKUa BO BNMWAHKMK HA 3arpy 3Ky CTEPpUNKM3aTopa, pacnonoxeHHY K Mexdy ABCpbil K 33JJ,HEFI CTEHKOH, TO CTepUnn3aTo-
Pel ¢ OAHOW MNKW ABYMS TAKUMKW ABSPAMMW HE CHUTAKOT NPUHAANEHALWMMK K PA3HBIM THMNAaM;

b} Bce nogknYeHNA Cpea K KAMEpe B TOW e OpHeHTaLWnHN.

Mpumevanne 2 — 3epkaneHoe PACNONOKEHNE NOIITICHEHVA N0 CPARHEHWMIO ¢ OPUIMHANBHLIM HE ABNASTCA
NPW3HAKOM APYroro TMNa;

C) TaKylo XKe CMCTEMY YNPABRMNEHUS C TEM XKe PACNONOXeHWEM BCEX AATHNKOB (MO3MLMW M OPUEHTALNSA ).

I prmMmeYdaHwea 3—B cny4anx, korga nameHeHns B CNCTeme ynpasneHny He OKaabIBataT BNWAHWA Ha nocneno-
BaTeNbHOCTE WCMNOSIHEHWA NMPOLECta U Ha OrPaHMYUBAICLME 3HAYEHWA NAPaMeTPoR, HOBLIE WGNLITAHUS Ha COOTBETCTBHE
TMNY He TpebyloTea.

Mpumevanne 4 —B cnyyanx, KOrga VaMeHeHWH B CUCTEME YNPARNEHWS He OKAZBIBAKOT BAWAHWA HA Ael-
GTBEHHOCTE LMKNA GTEPWMITN3ALKWK, WCMbITAHWA B COQTBETCTBUM ¢ A. 3.3 {NpunoxeHne A) AOMyCKaeTCA He BhIMONHATE B X0Ae
HOBLIX MCTNBITEHWIA HA COOTEETCTBUE TUNY;

d} Tako# e LMK CTCPUIM3AaUHH, B TOM YMCNC TC MC NapamMeTpLl LMKna.

B.2.3 Ecnw BC2 Npovre XapakTepucTUKN KOHCTPYELMKM OCTATCA 683 nameHaHul, TO NapayvncneHHBIe HUKE name-
HEHWS He COCTABMNAKT OCHOBRI ANA HOROTO THNA:

a) BbICOTA KAMEPBI CTEPUITM3ATOPA HAA, YPOBHEM NONa;

b) pashtnua B pasvepax KaMepbl CTEPUNM3ATOPA, He Npeeblwawan L 10 % pasmepoB KaMmepkl CpaBHUBaeMOoro
TUMNa cTepunuaaTopa;

C) YBENWHEHWE BPEMEHHW YOS PHAHWA UUKNA CTePUN3aUnK.

Mprvmeyarnue 1 —HMcnonb3oBaHWe CTEPUIM3YIOWETO AreHTa B TEYEHWE YBENMYEHHOTC NEPUOAa BPeMEHN Mo-
}eT NORMWATL HA CNOCoBHOCTE CTEPMNKM3ATOPA K Aecopbunn. B Taknx cny4anx cnegyet NOBTOPUTL MCNBITAHWE agcopbuum,
onucaHHoe B A3.5 (Mpynoxerne A);

d} yBenuueHve npoaonxuTensHocTy dass necopbunn;

e} noboe M3MEHEHWE KOHCTPYKUMK MMM MECTa NPoM3BoacTBa 06opydoBaHUA NPW YCNOBUK, YTO UMEETCH OOKy-
MEHTUPOBRAHHOE A0KA3aTeNeLCTRO, NOATREPKAAKWILES 0 CyTCTBUE HebnaronpraTHoro roagancTena Ha pabodne xapak-
TEPUCTVKY CTEPUIN3ATOPA, HAPYLWAK WEro COOTERETCTBVE HACTOAWEMY CTAHAAPTY.

Mpumevanne 2 — [NokyMeHTUPOBAHWE MAMEHEHWMIA B KOHCTRYKUMK cm. EH WCO 13485:2000, nyHkr 4.3.6.
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B.3 UcneiraHwna

B.3.1 O6wme ceegeHnn

Mepeg HAaYanNOM MCMONb30BaHWA CTEPUNM3ATOPA HeODBXOAMMO BLINOMHEHWE UCMBITEHWA C LUEeNblo NOgTBEPAMTL
&ro COOTBeTCTBMe TpeBoBaHUAM K paboqnM XapakTepucTMKaM, NPUBEASHHLIM B HACTOAWEM cTaHaapTe. [MonoxuTens-
Hele pPe3ynbTaThl BCEX UCMNEITaHWIA, NepeyYncrieHHbIX B Tabnuue B.1, DonkHB NpogeMOHCTPUPOBaTE 3T0 COOTBETCTBHE.

WMcneiTanua, ycTaHoenerndsle B Tabnuue B.1, MoryT BbITe AONONHEHWEM K Banugauuy 1 pekBanudmkauuy {peat-

TecTauuM).

Ecnw B xoge NCNbITaHUA NPOBEPAIOT PEryNUPOBKK CTEPUNM3ATOPA TaKoro poda, YTo B peaynbTaTte BydeH cosdaH
HOBbIW TWN CTEPUNM3ATOPa B COOTBETCTBMM G B.2, nocnegosateneHOCTE MCMBITAHWA OOMKHA ObITe NOBTOPEHA.

Mepea BbINONHEHWEM NOOOMO W3 UCMLITAHUA AOMKHE BLITE NPOBEPEHEI TOUHOCTE M PErYNIMPOBKA YCTPOWCTE Ans
M3MEepPEeHUs TEMMEPATYPLI M ABNEHUS, a TAKKE NPOBEPEHO WX COOTBETCTBUE TPeOOBaHWAM HACTOAWErO CTaHAapTa.

MpumedyaHdue— BoBpeMa NpoBEAeHNS UCTIBITAHWF HEOBX0OMMO yUMTEIBATE TPeBOBaHUA OXPaHLl OKPYKako-
wen cpedbl. MNnaHWpoBaHWe W BINONIHEHWE WCNbITAHUA B NIOTME€CKOR NOCNefoBaTelbHOCTH NOMOTaeT YMEHELWNTbL PHCK
HEKENATENbHbIX MOBTOPEHVA MCMBITAHUA M3-38 HEOGXCAMMOCTH BHECEHIA TEXHUHECKUX M3MEHEHWIA B KOHCTPYKLWK CTe-
PUNVAATOPA HA 3aKNIYMTENBHOA CTEAWKY NCNBITAHWA. [PaKTVKE NOKa3bIBAET, 4TO GONbWMHCTBO PEryrMpOBOK N NaMeHe-
HWIA NPOBEPAIOT HA CTAAUW (BU3NYECKNX UCNBITAHWIK. JIOrM4eckan nocnegoBatenbHOCTh MCNBITAHWA, NEPEYNCNEHHbIX B
NPpUANOKEHUN A, MOXET GbiTh HMKEYKA3AHHON:

1} uCnBITaHVE NPEaBAPVTENBHOIO HATPeBa;

2} venbliTaHwe AaeneHna ¢ HeGonbWok 3arpy3kow;

3) TepMOMETPHUYECKNE UCNBITAHUA ¢ HEGOMNBILORA 3arpy3aKoA, BKNIOYAR NCNBITAHWE CYLLKK;

4} vcnblTaHue JABNEHWS G NONHOW 3arpy3kon;

5) TepMOMeTpPUYECKME UCMEITAHWA C NONHOW 3arpy3kol, BKITIOYAs UCNEITAHWE CYLUKY;

8) MrKkpobronorMyeckoe UCNbITaHWe;

7) vonblTaHue gecopbuuny.

B.3.2 WUcneItaHwne Ha cOOTBETCTBNE THNY

McneiTanue Ha COOTBETCTBUE TUMY NPOBOASAT ANS JEMOHCTRALWW COOTBETCTBUSA Paboynx XapaKTepUGTUK KaxXgoro
TMNa CTEPUIIM3AaTOPAa YCTAHOBMNEHHBIM Nepeq ero BbIMYCKOM HA PLIHOK. McnblTaHWA B nocneaoBaTenbHOCTH No A3 {npu-
NoMeHWe A) MOTYT CITYWTb MCNBITEHUAMK HA COOTBETCTBUE TUNY ¢ cobniegernen TpeboBaHWMA HACTOALWLENO CTaHAAPTE,
€CIM WX BEINOIHAIT NS K&XA40ro TMNa CTEPUINM3AToPa, KaK 3T YCTaHOBNeHO B Tabnvue B.1.

B.3.3 3asoackne MCNkITAHWNA

Saﬂo,qcme WCNBbITEAHWA A0NXKHbI ﬂeMOHCTpHpOBaTb CCOTBETCTBUME Kaxaoro CTepMnMaaTopa Tpe6OBaHMF|M K
pabouMmM XapakTepucThKam gnsa gaHHore tuna. MeneiTanua, repeqncnerdHdslie B Tabnuue B.1 1 onpepenerHble B A.3
(NpunoxeHue A), ABNAKTCH KOHTPOIBHEIMKM MCMBITAHWAMMW, NPEdHA3HAYEHHEIMY N8 4EMOHCTPaUWM COOTBETCTBNS Tpe-
BoBaHWAM K paboyrM XapakTePUCTUKAM, YCTaHOBNEHHLIM HACTOAWMM CTAHOAPTOM.

B.3.4 Arrectauuna monTaxa (1Q})

TpeboraHWa M PEKOMEHAAUMY MO ATTECTALWK MOHTAXa, npueegeHHbie B EH MCO 14937, He aAenswoTes obsaa-
TENBHOW YacTh HACTOAWLED CTaHAApTa. B OTHOWEeHWK CTEPUNMAATOPOR, NOANSXAWMX aTTECTALWK MOHTEXA U Noana-
AAILKMX o4 ABWCTBUE HACTORALLErO CTAHAAPTA, AOMKHO BblTh NOATREPHABHO, HTO:

a) VX MapKWPOBKM M 3TUKETKW COOTBETCTBYIOT TpeboBaHuam pasgena 8;

b) wx poKyMeHTauWsa coOTBETCTBYET TpeboBaHuam pasgzna 9;

C) NpegoxpaHuTenkbHble CHCTEMbI M YCTPORCTBA COOTBETCTBY T TpeboBanusam 4.2.4.1;

d) napameTpbl NMWTaKWKMX CPed HaX0opATcH B MNpedenax AWManascHOB, YCTAHOBMEHHBIX 4N CTepunusaTopa
[{cm. 2.1, nepevmcnenns b), ©), a Takxe paagen 10];

e) OTCYTCTBYIOT YTEYKM, & TAKKE UHBIE HENPEOYCMOTPEHHBIE M3NYYeHNs W BEIOPOCHI;

f} npoeepkamu He OBHAPYXEHO HANWYWA SNEKTPOMATHHTHBIX NOMEX OT CTEPWUNMAATOPA, BO3OBWCTRYIWMX HA
paboTy okpykalowero 06opyaoBaHs, M CBMAETENLCTB ANEKTPOMArHUTHBIX NOMEX 0T OKpyKaewero o6opyaoBaHns, BO3-
AeRCTRYIOWMX Ha paBoTy cTepunuaatopa {cm. 4.2.4.2);

g) YCTAHOBMEHHBLIE HA CTEPUNWAATOPE UMKNbl CTEPUNM3ALMW COOTBETCTBYIOT TpeboBaHWAM NONbaoBaTens
[cwm. 9.2, nepeuncnenue a)l.

B.3.5 Arrectauma thyHkumoHuposaHunA (OQ)

TpeboBaHWA U pekoMeHZauMKn No arTectTaurn PYHKUMOHWPOBaHWA, NpuBegerHsle B EH VICO 14937, He aBnsioTcH
0f6A2aTeneHON YacTe HACTOSAWErO CTAHAAPTA. B OTHOWEHWK CTEPUNWMAATOPOR, NOANEXKALL WX aTTacTaumMn HYyHKLMOHW-
POBaHKMA M NOANAZa0WKX Mg AcHCTBUE HACTOAWErO CTaHAaPTa, PEKOMEHAYETCA NPOBECTH CEPMIG MCNEITaHWIA, ONMGaH-
HbiX B A.3 (Mpunoxenune A), Kak ykaaaHo e Tabnuue B.1.
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TaGnwuya B.1— Ceogxa nporpammsl MCNLITAHWA

MuHUMANBHOS YMEno WHOWKATOPOE, BKNKOYER

“YUCNO UCNBITAHWIA

TeNeHBIA  MHAWKA-
TOp Ha Kaxgsle Ao-
110 IHA | 8JIBHBIE

100 n obbema (m un
de)

TeNbHbIE TOYKH W3-
MEpEHUs Temnepa-
| ¥PbI HE KARHBIE 1O~
NONHWTENbHBbIE
100 n obbema

MNonezHsIi WHAMKATOPEI MO3UTUEHOIC KOHTRONSA MUHMMANEHOE YHCio
Jale) NI (oBpasuoBbie) TOUEK UAMEDEHIR HeneiTanma Ha 3asopckne
CTEPVIJ'IVI- TemMnena p bl COOTBETCTEWE THNY HGNBITAHWA
zatopa, n pamnyp
HebonbLuas sarpyska MonHan sarpyaxa met | ¢ de | dr e de? | dr?
Menee 60 7{m) + 5{de) OavH vHaukaTop 4 3|3 313 1 1] 1
HA ©aHy eauHuuy

Ct 60 go 11(m) + 7ide) NONHORN 3arpy3ku 6 313 313 1 111
100
Bonee 100 CAavH  BononHW- Oee  gononuw-| 3 | 3 313 1 111

m— MMKpOGMOJ’IOFMHeCKME WCNBITAHWA,
t — TepMOMeTPUYECKME UCNBITAHKUS;

P — MCMBITAHWA 4aBNeHUs,

de — ucneITaHKA gecopbunw;

dr — MCNBITAHKWA CYLIKAK.

2 nsa cTepynM3aTOPOR CEPYHHOID NPOM3BOACTEA HE SBNSETCA CYWECTBCHHBIM NMPKY 38 BOACKHMX MCMNBITAHHWAX.

b [ns cTepunn3aTopoB CEepUItHOND NPOM3E0ACTEA ABIASTCS BAXKHEIM KaK NPY 3aB0ACKUX MCMEITaHWVAX, Tak U Mpu
atrectaumwn dyHkumormposarua {OQ).

& WMenbiTaHna AomkHbl B6iTh BEINONHEHb! KaK ¢ HEBONBLWOK, TAK W C NONHOR 3arpy3kon.
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Mpunoxenne C
(obasaTentHoe)

HUeneiraTensHoe obopyaoBaHUe

C.1 Mpubopel ANA N3amMmepeHUa AaBneHnA

C.1.1 Ona npoeepru nprGopoe, cnyxawmwx Ana MHAVKALWMK 1 PErMCTpauni A3BNeHWA, A0N¥Hb GbiTh NPUMEHEHBI
ucneTaTenkeHble {KOHTPONbBHEIE) NPMBOPLI ANA M3MEPEHWUSA OaBlNeHWs.

HomxHel 66T NpUMEHEHs! GApOMaTPHYECKN CKOMMNEHCMPOBAHHLIE CUCTEMBI.

C.1.2 Wkana ucneiTatensHoro npubopa gns naMepeHUa gaBneHna goMKHa OXBaTeIBATe N0 MeHbLWEW Mepe aua-
NaaoH MAMEpPEHKUS NPOBEPAEMOro Npubopa. MakcHManbsHO AONYCTUMAs NOMPELWHOCTL NCMNBI TATENBLHOO NpMGopa AC0NKHA
BbiTh B 2 pa3a MeHbWE MaKCUMaNbHO ONYCTUMOW MNOMPeWwHOC M NPOBEPSeMOore nprbopa.

C.1.3 HMenoitatensHeld npubop ans M3MepeHns AaBNeHWs AO0IDKEH UMEeTh AeNCTBUTENBHOS CEBUASTENLCTBO O
noeepke.

C.1.4 KanubpoBKa MCnbITatenbHOro NpMbopa AnsA M3MepeHWs JaBfeHra 4OMKHa ObiTb BLINOMHEHA G MCNOML30-
BAHWEM pafiowero MK 06p83LI,OBOFO aTanoHa, npocnemmaaemcro A0 HAUHMOHANBHOO MNW I'IEpBH‘-IHOFO 3TAN0HAa.

C.1.5 HMcnbitateneHbid npubop Agnsa nsMmepeHnA OaBneHna GoIKeH BTk KanMBpPoBaH B COOTBETCTEBMM C MHCTPYK-
LUMAMMK ero M3roTOBUTENS.

C.2 JaTynkn TeMnepaTyphl

C.2.1 OatuMku TemnepaTtypebl AOMHHBbI BbITh MWGO NNATUHOBEI MY PE3MCTUBHBIMK OATHUKAMY, COOTRETCTBYOWMMH
TpeboBaHvaM K knaccy A cormacHo EH 60751, nvbo Tepmonapamu, cooTBETCTBYIOWMUMK TpeboBaHwAM K knaccy 1
cornacHo EH 60584-2.

C.2.2 Hanbonewwni gnaMeTp 4atyvkos TeMNepaTypsl, MCNoNb3yeMbIX B KEMEDE CTEPWNM3aTopa, He QOIMKEH Npe-
BbIWATL 1,0 MM NPKU M3MEPEHVW NOBEPX BTOPWHHON M30NALWMK COSOMHUTENBHEIX MNPOBOAOR.

C.2.3 BHewHwve ycnoews, BOAJSNCTEYIOWME HA AATHWMKK TeMNepatypsl {(AaBneHne, CTePUNM3YICLWWA araHT, nap
WITH Bal{yym), HE AONAHE BIWATE HA WX paﬁoqwe XAPaKTSRPUCTHEN.

C.2.4 KanuBGpoBKka 4aTHWKOB TEMNEPATYPLI A0MKHA BbiTh BBINOMHEHA € MCNONB20BaHnemM pabodero unun oGpasuo-
BOMQ 3TanNoHa, NPOCNEeXMBAEMOro 40 HaUMOHANEHOTO UKW NEPBUYHONO 3TanoHa.

C.3 Mpubop ana perncTpaunn TEMNEpPaTypLI

C.3.1 MNpwuBop Ans pervcTpauny TEMNEPATYRL A0MKeH GbiTh CNOCOBEH 3aNMCHBATH TEMNEPATYPY, K&K MUHUMYM,
OT Yncrna gaT4ukoe, NpueederHHoro B Tabnuue B.1. KaHanbl MoryT BeiTe MyNETUMNEKCHPOBEHHBIMW MW HE3ABUCUM bIMW
apyr o7 gpyra. HacTtota BbIBOpKM ANS KOKAOIo KAaHANA AOMKHA COCTABNATL 2 ¢ UMW MEHEE.

C.3.2 Wkana ananorosoro npuGopa Ans perveTpaunn TeMNapaTyps A0MKHA OXRATHIEATE AVANA30H TEMNEPATYR
o1 0 °C go 100 °C. MuHMmaneHas LeHa geneHuns WKanbl He A4omkHa npeBbiwaTtk 1 K, a CKopocTe NpoTsHKKA Bymar gon-
*Ha GbITh He meHee 10 MM/MUH. [INKHA WKaNbl A0NKHA GblITe AOCTATOYHOR ANA oGacneYeHs paspell el cnocobHoc-
M He xyxke 0,5 K.

MpumMmedaHue—OnA BOCTHHEHNSA YKA3EHHLIX BbllUe XaPaKTEPUCTHK MOXKET NOHAA0BMTLCA hyHKLUMA «YBEMKU-
YeHWen», T. e. U3MeHeHWe MacwTaba WKanbl.

C.3.2 Unthpoeeia npubope Ang perucTPauuy TEMNRPATYPEl 4OMKHE PERMMCTPUPORATE M 38MWCEBATE OAHHBIR C NPW-
pawenrem {UeHo geneluns) He Bonee 0,1 K, ux wWkana gonmkHa 0XBaTsiBaTe guanasoH Temnepatyp ot 0 °C go 100 °C.

C.3.4 MakcumaneHo gonyctmeg norpewHoct mexay 10 °C w 100 °C He gonxHel npeesiwaTte 0,25 K npu name-
PEHUK B YCIOBUSAX KOMHATHOW TemnepaTtypsl [(20 + 3) °Cl.

Mocne BEINCNHEHWA PEMYNMPOBOK TEMNEPATYPE, M3MEPSEMAs BCEMW JaTHMKAMW TEMMNEPATYPLI, HE 4OJBKHA pasnv-
vaTbes Gonee vem Ha 0,2 K npw norpyxeHny AaTHVKOB B MCTOYHNK TENNa ¢ TeMnapartypoy B npegenax omanaaocHa remMne-
patyp cTepunu3auun. MHauKaTop TeMnepaTypbl ICTOMHWKA TENNA JOMKEH UMETE HEONPEAENEHHOCTE M3MEPEHUA MEHEE
vam £ 0,1 K npw namepaemon Temnepartype.

C.3.5 Kanubpoeka vonbiTaTensHOro npubopa gnsa pemcTpauyvn TeMMNepaTypbl OOMKHA OblITe BhINOMHEHA G
HMCNONbAOBAHWEM paﬁoqem HMnw 06p83LI,OBOFO STANoHAa, npocne}maaemoro A0 HALUMOHANEBHOMO UMK I'IEpBM‘-IHOFO aTtanana.

C.3.8 lMpubop gns perncTpauun TEMNEPaTYPbl AOJBKEH HMETE AeNCTBUTENBHOE CBUMAETENBCTBO O MNOBEPKE.

C.3.7 Mpubop gns pervcTpaumn TeMNepaTypbl QOMKeH BbiTh KanubpoBaH B COOTBETCTEMW C MHCTPYKUWEW ero
M3rOTOBWUTENS; KANMBPOBKA AOMKHA BbITh NPOBEAEHA M MO TEMNEPATYPAM, BXOASILMM B AWANAZ0H TEMNEPATYD CTEPUIN-
3aUMu.

C.4 Mpubop ana perncTpaynn asneHna

C.4.1 MpubBop Ans permcTpauni A3BNEHUS MOXKET BbITb AHTErpUpoOBaH B NpuGop ANS perncTpaumn TeMNepaTyphbl
Kak gononHUTENbHEIH KaHan, KanuMbpoBaHHEIR Mo gaBneruio. YacToTa BeIDOPKM QNS KaXKaoro Kanana gonxHa duite 1 ¢
WK MeHee. ,D,J'Iﬂ HHTEpﬂpETaLLMH peayanaTOB AONM¥HBI 6bITb WMCNONBb30BAHBI BCE I'IOJ'Iy‘-IeHHbIe AZHHbIE.
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C.4.2 Wkana aHanoroesix npuBopos ANA parneTpauvn AaBNeHA A0NXKHA OXBATHIEATE AvanazoH ot 0 ao 100 kMa
abconeTHoro gaenenvs (ot 0 go 1 6ap). MMHMManbeHan ueHa geneHuna WKanel He 4oMkHa Npesoiwate 2 kla (0,02 bap),
a CKOPOCTh NPOTSMKW Bymart 40nxHa BeiTe He MmeHee 10 mm/muH. JnvHa wkans aonxHa buiTe A0CTATOHHOW AnA obec-
neYeHus paspewaren cnocobHOCTH He xyxe 1 kla (0,01 Bap).

Mpumedanwne— [N 0OCTUXEHNA YKA3ZAHHBIX BbILLE XAPAKTEPUCTUK MOXET NoHaaobnTees hyHKUMS ¢yBenn-
“eHWes, T. 8. M3MeHeHua MacwTaba wrane.

C.4.3 Uundbpoetie npubopsl 4Ns perMcTpauvi gaeneHnsl QOMAKHEl PErMCTRUPOBATE W 3aMWChiBaTe AAHHLIE G MPH-
paweHvem He Banee 0,1 klMa, Mx WKana A0MXHA OXBATHIRATH AWANAI0H AaBNeHViA 0T 0 A0 1 6ap aBconuTHOro AABNeHWA
(o1 0 go 100 kMa).

C.4.4 CbHwWA Npeden NOrpeWwHOCTH Mexay aHaqveHuaMr 4 n 100 klMa abconoTHoro gaenenus (o1 0,04 go 1 Gap)
ANA MHAVKATOPA W U3MEPUTENBHONR CUCTEMbB! HE AOM¥eH npesblwaTe 0,3 kMa (3 mBap) npu naMepeHnn B YCNOBWAX KOM-
HaTHORM TemnepaTypel [{20 1 3) °Cl.

C.4.5 CoficTBEHHaA YacToTa faTyuka M NPUCOSQUHEHHOM K HEMY TPYDKM He gomkHa BeiTe MeHee 10 U, a nocTo-
AHHan epemenn (0T 0 % no 63 %) ANA BOAPaACTAKWENS aBNEHWA A0MKHA BeiTe He Gonee 0,04 ¢.

C.4.6 MNpubop ans perucTpauny AaBNeHns A0MKEH UMETs ASHCTBUTENBHOE CRMAETENBCTRO O NOBEPKE.

C.4.7 Kanwbpoeka ZomkHa BeTe BEINONHEHA C UZNONB30BAHWEM pabodero N obpasyoBoro 3TanoHa, npocne-
HVBAEMOTO A0 HAUWOHANBHOID UK NEPRUHMHOTO STaN0oHA.

C.4.8 Mpubop Ana perucTpauun aaenedns, Gyayn cOeqUHEHHBIM ¢ YYBCTEUTENBHBIM K A3BNEHWNIO 3NEMEHTOM,
JoMmKeH ObITk KaNMBPOBaH B COOTEETCTBUM G MHCTRPYKUMSMKM M0 M3FOTOBUTENA, BIITIONAS B AWana3oH KanvbpoBky aaene-
HUA, BXOASIME B AWANAA0H AABNEHWA cTepunuaayun. HeonpeaeneHHocTs M3MepeHua Npu AaBNeHun CTepUnuaalumn
JomxHa bBeiTe MeHee 1 0,2 kMa {0,002 6ap).

C.5 Muavkatop ana npoBepku 3dhpeKTMBHOCTH AecopbumMmn

HomxHa 6eTe MCNonbL30BaHa CTAaHAAPTU3OBaHHAA dMNbTROBaneHas Bymara, CoOoTBETCTBYOWAN TpeboBaHusam,
npueeasHHeM B Ta6nrue C.1, gnameTpom He meHae 70 Mm.

Mpr™edaHne— YKazaHnA OTHOCUTENBHO OKPYKAKLLEN Ccpeabl — B GOOTBETCTBUM ¢ D.2.1 {npunoxenune D).

Ta6nwua C.1— Cneuntrkauma hunsTpoBaNbHOR ByMari, NCNonb3yemon ans npoeepkn athdekTveHoCcTY Agcopbumm

AAPAKTEPUCTUKA CehIiNoYHEIR cTaHAAPT | EAMHMUA U2mepeHKA 3HaqeHMe
YaenbHbn BEC EH MCC 536 rim* 90+ 3
TonwuHa EH 20534 MM 0,2+ 0,04
MnoTHoCTE — Kr/m® 450 (HoMMHarbHOE 3HaueHne )
CKOpOCTb PMNeTpauumn (HavansHas) — c 1112
Kanunnaproe nogHatve {Klemm) NCC 8737 M/ 10 MuH 110
KoaddpmumeHT cyxoro pactsikenns MD/CD WNCO 3781 H-mir 2514
KoathdmumeHT paspblea WNCGC 2758 Ma - mr 1.0
30nBHOCTL NCC 1762 Yo < 0,01

8 YacTHoe 0T A8NeHust 3HaYeHns YASNBHOMO BECA HA 3HAYEHVE TONMWMHBIL.

C.6 YcTponcTBO ANA MCNBITAHWA Npouecca

YCTPOWCTBO ANS MCNEITAHKWA NPOLEsca AOIKHO:

- BblTb HEMETAIMYE CKUM;

- er0 KOHGTPYKLWA GOMKHA MCKITIYATL NPOHUKAHWE CTEPUITM3YIOWLErQ areHTa BHYTPb YCTPOWCTBA Yepes ero CTEHKM;
- yaoeneteopaTe Tpeboanmam EH 867-5.

C.7 Brnonorv4eckne MHAWKATOPRGLI M CUCTEMBI
Buonornyeckne MHAMKATOPEI M CUCTEMbI A0JIKHBI COOTBETCTBOBATE TpebosaHuam EH MCO 11138-5.

Mpumeyanne—MoryT GeiTe MCNONBAOBAHL APYTME MHOWMKATOPHLIE CUCTEMbI {HANPUMED, 2BTOHOMHbLIE N30~
NMPOBaHHBLIE BUONOIMYecke MHOMKATOPE!), COOTBETCTBYWWe TpebosaHuam EH MCO 11138-5. Ecnun B Takyio cuctemy
BXOQMT YCTROWCTEO ANA MCNBITAHUS NPoLecca, K HeW NpyYMeHumel Takke U Tpeboeanns EH 867-5.

C.8 CrepvnmnsaunoHHasa obepTka

CrepynuaaunoHHan obepTka AomxHA COOTBETCTRORATL Tpeboranusam EH 868-5.
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Mpunoxenne D
(obasaTentHoe)

OnpepeneHne oCTaTOMHOTO (pOpManbaeruaa B MHAMKaTope U3 OUNbLTPoOBanLHOA Bymaru

D.1 Mpoueaypa NnoAroToEKM MHOMKaTOpa

Mocne NosBNeHWA MHAVKALWMK 3aBepLUeHUA UMKNa o6paboTaHHbIM B CTEPUNM3aTOPE MHAVMKATOR M3 MNbTPOBANL-
HOWM Bymarn acm«eH ObiTh B TEYEHME 5 MVH NOMEWEH B 3KCTPAMMPYIOWWA pearedT B cooTeaTcTeuy ¢ D.2.2 unu nnoTHo
3aBepPHYT B antoMuH1eByto ronbry Ansa Nocrnegywen aKCTpakiuy B TeveHne 24 4.

D.2 AHanus cogepxaHuAa diopManbaernaa B MHAMKarope n3 (huNbTpPoBaANbLHOR Bymarm

D.2.1 OBopynoeaHue

HMcnonesyioT cnegylowee obopygoBaHue:

a) peareHT XpoOMOTPONOBOR KNCNOTHI:

PacTeOpsIOT 1 1 HATPMEBOW CONKM XPOMOTPONOBOK KMENoThl {C1aHgNasCgSs - 2 HoC) B 1600 mn AvcTMnnuposaH-
HoR BoAbl. JobaensioT 450 mn 12,4 monst cepHol KMCnoTsl {Hy80,4). PacTeop XpaHaT B TeMHOM MecTe. PacTeop rogeH K
paboTe B TeveHwe 8 v;

b) cnekTpothoTOMETP € ANWHOA BONMHLI 560 HM;

¢} rmapokewna HaTpus NaCH 0,2 mons;

d) naBopaTopras koHv-eckas konba Jpnenmenepa {250 Mn) co CTEKNFHHON NPUTEPRTON NPOBKON;

g} BoasHas Bang;

f) pacTeop hopmansgerga ¢ M3BeCTHON KOHUEHTRaUWen mexgy 34 % n 38 % {(MenonbsyloT gnsa kanubpoBkK).

Mpumevarnwne 1— Cnocob yTMNM3aUMKM MCNONB3OBAHHBIX XMMWUKATOB U MHAWKATOPOR A0MKeH DbiTh onpeae-
NeH U 3aNNaHVPeBaH 3apaHee G y4eToM TpeBoBaHWi HOPMATHMBHBIX OOKYMEHTOB K OXpaHe OKpyXalolel cpegbl.

Mprmevanwne 2—Heobxogumo cobnioaeHne Mep NpeaocTopoXHOCTH NPK paboTe ¢ XMMMKATAMK, ONaCHBIMK
ANA YenoBeKa U OKpy:Katollel cpegsl.

D.2.2 3kcTparmposaHue M3 0bpadoTaHHbIX MHAMKATOPOE M NpoUeaypa OUeHKH

D.2.2.1 3kcTparvpytoT 06paboTaHHeie B CTEPUNM3ATORE MHAWKATOPE! M3 hMNETPOBaNEHON Bymary pasgensHo B
50 mn 0,2 mona NaOH npu kOMHATHOM TEMNEPATYPE B TEHEHME MUHKMMYM 8 4. VMicnoneayoT konbe SpneHmenepa, 3akpel-
Tble CTEKNAHHLIMWY NPUTEPTEIMK NPoBKamK.

D.2.2.2 NowmewarT 1,0 MmN ynomsaHyToro Belwe akcTpakta NaOH v 10,0 mn peareHTa XpOMOTPONOBOW KWGNOTHI B
HEBONBLWIVE CTEKNSHHBIE KONDBI, 3AKPBIRAGT KONOBbI CTEKMAHHEMKW NPUTEPTBIMY Npobkamn. HarpesawoT konGel B 3awm-
WEeHHOW OT cBeTa BogsaHoW BaHe npu Temnepatype 100 °C B TedeHne 45 MuH.

D.2.2.3 OxnamxgaloT konbbl B X0NoAHON BoAe, MCNONb3YA BOAAHY0 BaHia, n 3aTem n3mepsioT abcopbuynio pacTeo-
pa npy AnuHe BOnHel 560 HM ¢ NoMow s cnekTpadoToMaTpa. FAccHMTeIBAKIT OCTATOYHBIN opmansaern AnNs Kaxa40ro
MHAMKATOPA B MUKPOIPAMMAX (MKM) C NOMOLWbIO AWATPAMMbI, MONYYEHHOR NPW KanubpoBke, B cooTBeToTBMKM ¢ D.2.4.

D.2.3 3kcTparmpoBaHne N3 HeobpaboTaHHOro (KOHTPONLHOrO) MHOMKATOPA U NpoUeaypa OueHKN

D.2.3.1 3kcTparvpoBaHve NPoBROAAT M3 MHAVKATOPA M3 DUNbTPCBRANBHOW ByMarv, Heé NOABRSPrHyTOro HopMans-
)EI,EFM,E[HOI:"I cTepunuzalyv, AonNA Nony-YeHMA CpaBHUTENBHOMNO 3Ha48HWA OCTATKOR B HeOﬁpaﬁOTaHHOM KOHTPONBHOM MHAOW-
Katope. SKCTParMpoBaHUE W QUEHKY KOHTPOMNBHOIC MHOMKATOPRAa BLINOIHAKT B COOTBETCTBUM ¢ D.2.2.

D.2.3.2 MNpw okoHYaTENEHOW OLEHKE Pe3yIbTaTOB MCNbITAHWA 4ecopbunK 3HaYeHWe OCTATKOB B HeobpaboTaHHoM
KOHTPONBHOM WHAWMKATOPE BLIMWTAKT M2 3HAYEHWIA, NONYYEHHLIX ANA Kaxaoro oGpaboTaHHoro nHaMkaTopa.

D.2.4 KannbpoBka

D.2.4.1 NMpwuHuwn

Mpoueaypy KAaNMBPOBKM MCNONB3YIOT ANA NONYYEeHUA AUa paMMel, NO3BONAICWeER NPeobpasoBaTh NOKa3aHUA Cnek-
TpodhoTOMETPA HENACPEACTBEHHO B KONUHECTBO hOPMAankeaa8rnaa, BIPKEHHOS B MWKPOIPaAMMAX (MK H2 MHAWKATOP.

OcHoey AnA kKANMEPORKKM COCTABNAET PAcTBOP hOPManNBASrMAA ¢ M3RECTHOM KOHUEHTpAUWen. 3TOT pacTeRop pas-
BaBNSIT B PA3NMYHEIX COOTHOWEHWAX ANA NONYYeHWA 06pa3sLoB G MeHbLWEN KOHUEHTRAUWER, KOTORYIO ONPeaensioT G
BONbLWON TOUHOCTEIC. [Tocna BeINONHEHWA Npougayps kanubpoeku cormnacHo D.2.4.2 cocTaensioT agnarpaMmmay, nNo 0aHoR
OCH KOTOPOR OTKNAQLIBAaT KONMYEGTBO MUKROIPamMmmoB hopMansderiaa Ha MHAUKaToP Kak hyHKLMIO 3HaYeHnn aboopb-
LMK, NONYYEHHYH M3 NOKA3aHWIA CNEKTPOdoTOMETPA. 3Ty AVArpaMmMy MCNONB3AYIOT ANA onpegenaHusa konudectea gopm-
anegeryga, KoTopoe NMbo CYMTEIBAKCT HEMOCPEACTBEHHO, NWO0 PacCYMTLIBAKT C NOMOWbBK HaKNOHHOW NpsMoi Ha
rpadmee.

D.2.4.2 Npouenypa

D.2.4.2.1 MogroToBNAKGT CepUH: M3 WeCTH 0BPA3LOR ¢ PasNMUHOM KOHLeHTPaUWeR hopManbgemga cnegyowmm
obpasom:
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a) paaeoaart 1,0 mn kKOHUEHTPUPOBAHHOMO pacTecpa dopmanegernaa g 1000 mn Boas!.

Mpumevanwe— Pacteop opManbaemaa koHueHTpauwen n % dopmanegermga cogepxmnt n/100 krin =
=10-nr/n =101 mr/mMmn. KOHUEHTPUPOBAHHBIN pacTBOR hopmanedernaa cogepxut oT 34 % go 38 % dopmanegernga,
pacTeop, paeeaeHHeIl 4o cooTHowenua 1:1000, Gyaet cogepxate ot 340 ao 380 mkr/mn, &, HANpUMEP, PACTBOP KOHLEH-
Tpauuen 36,41 % BygeT copepxate 364,1 MKr/mn;

b) wcnone3ya paseedeHHEIR pacTEOR, NOArOTOBNAIT OCTaNbHEIE 0BPAa3LLl C COOTHOWEHUAMMW KOHUEHTRauwniA 1:2,
1:4, 1:8 u 1:16 anA Nnony-&HKA 3HaYeHW ¢ AOCTATOYHBIM AVMANA30HOM W3MEpPEeHKI;

¢} oTbupareT no 1 M oT Kaxaoro obpasua pasnuyHol KOHUeHTpauuKn {1) 1 gobaensawT no 49,0 mn 0,2 mona NaOH
(23,

d) nogroToBASIOT KOHTPONBHEIA 0bpaseu, gobaeve 1,0 MN GUCTWNINMPOBAHHOW BOAb! (MPedCcTaBUTENb KOHUEHTPa-
umrr 0 mir/mn) k 49,0 mn 0,2 mons NaCH.

D.2.4.2.2 OnA pocTueHns BonbWeR HAOEeXHOCT M3MEPEHNs NOBTOPAICT aTansl oT a) go d) no D.2.4.2.1, ana
nony4eHWA ARYX NapanneneHsix ceprin 06pazuoe paBHOW KOHUEHTPAaUWW.

D.2.4.2.3 Oo6aenanT no 1 M0 OT KBKAOMO BeIWeYNOMaHYTOro 0bpasya m no 10,0 Mn peareHTa XpoMOTRONOBORA
KWCIOThI B HeGOoNblUKME CTeKNAHHBIE KONGbI, 32KPbITHIE CTEKNAHHEIMKW NpUTEepTeIMKU Npobkamy. HarpesatoT konbel B 3awy-
WEeHHOW OT cBeTa BogAHOR BaHe npu TemnepaTtype 100 °C B TeyeHue 45 MWH, 3aTem OxXNaxgawT Konbbl, WCnonesys
BOAAHYK) GaHio.

Takum obpasom nonydarT gsa Habopa KanvbpoBaHHbX ©0Opa3uoB ONnsa cnekTpodOTOMETPUYECKOTO aHanusa,
npeacraenswowmx 0; n-10; n-10/2; n-10/4; n- 10/8 u n - 10/16 mkr hopmaneaernaa, pactTeopeHHoro e 50,0 mn pacTropa.

D.2.4.2.4 CocTaenawT guarpaMmmy, Ha KOTOpPoW 6gHa OCk NPedcTaBNAeT NoKasaHus cnekTpod)OTOMETpa, a BTo-
pas — KONWYeCcTRO MMKpOrpamMmmos dopmanegeruaa B 50 mn pacreopa.

D.2.4.2.5 WamepsaoT cnektpodoTomeTpomM abcopbumMic Kaxaoro 13 Wwectd obpasuos U3 AByX Habopoe Npu gnuHe
BONHBE! 560 HM. HOJ’IbSyﬂCb I'IOJ'Iy‘-IeHHbIIVIIfI I'IpM MEMEpEHHH AHAYEHUAMW U WX U3BBCTHBIM COOTHOLWEHWEM C co,qep»{aHmem
thopmanegernaa 8 50 mn pacTeopa, NPoBOAAT HA AVArpaMme ABe NPsAmMsIe NMHYK COMMAcHO MEeTOAY HAWMEHBLIMX KBAA-
paTce (NMWHerHas perpeccus).

MpuMeyaHWe—MeTOoq HAUMEHBLLMX KBAAPATOB MW MMHERHON perpeccuy ABNAETCA 0BWENPUHATEIM MaTe-
MATUHECKMM MEeTONOM, HCI'IOJ'Ib3yEMbIM ANA MUHUMKU3AL MK CyMMbI OTKNOHEeHWA Me}Kﬂ,y BCTABNEHHEIMKX (LLIECTI::FO) AHaYeHn-
AMM W NMPAMOK MUHKWER, CBASEIBAKWER UX APYT C APYIOM.

D.2.4.2.8 B 3aknioueHWe paccyMTBIBADT NPAMYIO TMHWIG, NPeACTABNAIWYI0 coBOR cpegHeapu(MeTVYECKOe 3Ha-
“YeHWe OT ABYX BCTABNEHHBIX NPAMBIX. 3Ta NMHKMA ByaeT noasonaTe NpAMOoS CHMThIRAHKWE 06wero cogepxaHws hopmans-
gervga {B mkr) B 50 mn 0,2 mons NaOH kak dyyHKUMIO OT 3Ha4eHna abcopbunmn Npy anvHe BonHel 560 HM, NONYYEHHOTO ©
nomouwes cnaktpadoTomaTpa.

AnA nocTpoeHns WCNONB3YHT 0BbeMbl M pasBedeHWA, WAEHTUYHEIE WCMNONb3OBAHHBIM NPW 3KCTParMpPoOBaHuK
MHAWKATOPOoB (cm. D.2.2 v D.2.3), npu 9ToM Nokaaanus crekTpodoToMeTpa, Nony-eHHsLI8 NpM BeiNonHeHuy 0Geunx npoues-
AYP, ACNMKHBI BbITh @HANGTMYHBIMKY. JTO 03HAYAET, HTO 0Cb HA Avarpamme {pueyHok D.1), NpeacTaBNso WAA KOHUEHTPA-
uMic chopmanbgernga B MUKporpammax Ha 50 mn obpasua npu kanvbpoBKe, MOXET TakKe NpedcTaenAaATb obllee
KONMYECTRO 0CTaTOMHOMO GOpMAanbAernaa B MUKPOrpammMax Ha 50 mn 3KCTPakTa M3 MHAMKATOPA, T. . 0BWee KonuvecT-
BO OCTATOUHOIO DopMantdervaa, abcopbUpoBaHHOIO MHOAWKATOPOM W3 (PUNBTPOBANEHON Bymarm.

Esgod 1

0,5 P
/

= F=
/ 1 — HaKNOHHaA NpAMan

0,1203 - 408.1/0,5 = 818.2 MK/ Eggp; 2 — 3HaueHme,
- nonyveHHos oT obpazua
98,43 409,1 > Pucyrok D.1 — MNpumMep rpadmka ans

MKIf50 MmN oueHKW ocTaTouHoro chopManegernaa

fTpumep — HakroH npamol suHuU, noayveHHoil 8 xode npouedypel kanubposku no D.2.4.2, cocmaensem
818,2 mMua/E 550, Kak NOKkazaHo Ha pucyrxe D.1. [pu uamepernuu axcmpaxkma us uHduxkamopa, kax onucarno e D.2.2,
noxazanus cnexmpogomomempa cocmaansmom Eggq = 0,1203. Konudecmao ocmamoyHo20 hopmansdezuda e
uHduKamope MoXxem 6bimes CHUMaHo ¢ duazpamMMbl WTU paccyumano kak 818,2 - 0,7203 = 98,43 mkz chopmansde-
euda.
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Mpunoxenue E
{cnpaBo4Hoe)

OcTatkn bopManLAeruga Ha MegUUUMHCKUX M34eNUnax

E.A nonyu.teuna npHy pacyeTe nNpengenoB oCTaTOYHOIO cbopmanb.nernp.a Ha MEQMUWMHCKHMX U3Oennax

B HacTosWes BpeMs MMEBTCH OYEHb MANO AAHHLIX 06 ONACHOCTSX ANA BOMbHLIX B OTHOWEHWY BO3OBHCTBUS HA
HUX OCTATKOB dropmanedervga Ha CTePUIIM30BaHHBIX MedUUMHCKWMX M3OENWAX NYTAMKM, OTNHYHBIMIK OT BALIX&HWA UMK
KOHTAKTA ¢ Koxel. Bazoi gns pac-eTos, Nexalux B 0cHORe TPEbORAHWIA HACTOAWErO CTAHAAPTA B OTHOL 8HUKM OCTATKOR
tdhopMmanegdernga Ha MedWUMHCKMX W3AenNWAX, ABNAKTCA gaHHble, NpedcTaBNeHHble B ronnaHgckom otvete RIVM
{Rijksinstituut voor Volksgezondheid EH Milieu) 710401018 [xx]. [pepeneHble 3aHaYeHuA onsa Huaepnanace, npueeasH-
Hble B Tabrnnue E. 1, ocHoBaHbl Ha 0aHHbIX sHaveHwni LD gy (cpefHAA neTanbHan 403a TOKCUYECKOro BELWEeCTBa MNK paaw-
auun, Heobxoaumas ana Toro, YTobbl NOrMENAa NONOBMHA YNEHOR MCMBITYEMOR NONYNALMK) ANA ONPeagna8HHoro YMcna
MOACMBITHBIX KMBOTHLIX M PA3NUYHLIX NYTER BO3QeNCTBIUA. 3HedeHna LDgq AN BAbIXaHWA U BHYTPYBEHHOIO BESAEHUA
6I:-IJ'IM CXOoaleIMK 1 bones 1M3IKKMMK, “1EM ANA Opaj'lbl 1Oro MNK KoeKHoro BOSﬂeﬁC‘.TBHFI. Pacuate npe,qena ans orpal -1
HOW 3KCNO3WUWMK Yepe3 BALIXaHWE WK BHYTPWBEHHOE BBElEHAE, 8 TaKKe ANA OPanbHOMO MIKM KOXHOMO BO3OSWCTBUA
BBl OCHOBAHBI HA HIKHUX 3HaqeHnax LD B pAgy pasnuHeix NyTeR Skenosvumi n Ha rpannue Geaonacnoctyn 250 ana
nepesoda AaHHbIX, NONYYEHHLIX HA HWBOTHbIX, HA OAHOPA30BY 0 3KCNO3WLWIO0 YENOBEKA.

Tabnuuya E.1— CoblnikK

Crpana MyTb BOANSAETRUS (BRENOIULMIAY BHaveHue Cebinka
Hvaepnangel | BHyTpuBeHHOE BBedeHWe {W BALIXaHKE) 16,8 Mr RINM-report,
710401018:1992
HOE 28 mr
ClA [emocavannaartop 5 MUNNWMOHHBIX AONein ANSI/AAMI RD 47.1993
EP BakUWHbI 0.2 r/n (200 munnuonHeix | EBponedickas capmakones
Jonen)

HavHelg, npeacTaeneHHbie B Tabnuue E.1, MOryT ObITh MCNONB30BAHBI B KAYECTBE PAAYMHOIO JONYWEHWA AMs
YyCTaHOBNEeHWA TpeboBaHUA K MeTOgY UCTEITAHWIA, KOTOPLIM JOIKeH 0becneunTe 4oKasaTeneCcTBo 6e30NacHoCTY CTeEpU-
NM3ATOPA W BbINOMHAEMOIO MM NPOURCCd, HE 0BPA3YIOLAro CNMWLKOM BICOKOTD YPOBHS OCTATKOR hopManeagrnaa npm
YCNOBUAX NPOBEOEHUSA 3TUX UCTEITAHWIA B COOTBETCTBMM C HACTOSALWMM CTAHAAPTOM.

MpvmMmeyaHw e — lNpK OUEHKE NOTEHLMANBHONC PUCKA NPUMEHEHKA 4NA BONBHOTO M34eNni, CTEPHUIM30BAaHHLIX
thopmanbgernaom, cnegyer paccMaTpueaTe OAHOBPEMEHHOS MCNoNk30BaHne Gonee Yem 0gHOTo N3gennua B Kaxaom cny-
Hae, a TaKxKe VCNONbI0BAHWE TaKuX M30enVA NPKY NeYeHnn HoBopMKkAeHHsX. CpegHee npegensHoe aHaueHne, YCTaHoR-
nenroe B 6.2 {200 mur), npumepHo B 80 paa Huxe, 1em npeaen AnA BHYTPYBEHHOTO BOASWCTBIA, NPUBEASHHBIA B TADNK-
ue E.1. Takas rpanvua GeacnacHocTy Gbina BeIOpaHa ANA KOMOSHCALWKW CNYYaeR OOHOBPEMEHHOTO WCNONb30BAHWA
BoneHeIM Gonee YeM OAHOTO M3AENS U CNyYaee MCMONE30BaHWA 30NV B JTEYEHWU HOBOPOKAEHHLIX.

E.2 OnpeneneHne ocTaToqMHOroO chopmManbiervaa B CTepUIN30BaHHbIX M3OeNMAX

E.2.1 OBbwwme ceegeHuMn
Cnocof onpegeneHvwa octaTodHoro ddopmanciernga B CTEPWIM30BAHHBIX MHAWMKATOPaX W3 (MNETPOBaNbLHON
Bymary, npueaeHHbIf B npunoxedrn D, ocHoBaH Ha oBlwei npougaype onpeneneHns 0CTaTkor, onvcanHon V. .Handlos

[214].

MpumeyaHue— lpw MCNONE30BAHWK ITOTO METOAA AOMTKHEI BLITE YYTeHbl TREDOBAHWA OXPaHLl OKPYHACLLEH
cpeabl. OBWWe ykasaHusa No 3ToOMy BONpocy npueedeHsl B F.1 {npunoxenne F).

Lleneio obonx aHanwaoe seNASTCA cnpegeneHue obwero cogepxanna hopmansaernaa v erc NonuMepos B Megu-
LMHCKWX M38EeNWsX, NOABEPrHYTLIX CTEPUNU3aLnn.

BONBIWWHCTEG MEAVLMHCKMX MAAENVA, CTEPMMMAYEMBIX © MCNONbAOBAHWEM DOPMANBASINAE, W3MOTOBNEHBI M3
pasnUyHbIX TMMNOB NNAacTMace, PasiNUYHbBIX TWIMOB PE3WHEl, CTekna ¥ metanna. OcTatouHbi hopmManbgerng MoxeT BTk
npeacTaeneH kak abcopbrpoBaHHei My aacopBrupoBanHei JoOpManbASIMA UMK KAK NONUMED HA NOBEPXHOCTH CTEPK-
NW30BaHHbIX M34ElHHA.

MopucTeie maTepransl, TakMe KaK TEKCTUNb W Bymara, nokazanun ceowe cnocoBrocTe aGocopbupoeate Gonblwees
KonuuecTBo chopManbdervga, Yem, Hanpumep, NNacTMaccehl, CTEKNOo WKW MeTann, 4To CBUOETENLCTBYET 06 yBennyeH-
HOM CNOCOGHOCTY ATHX NOPUCTEIX MATEPHANOE K yaepKaHuie dopmanesaarnaa.

33



MoCT P EH 14180—2008

Ecnv npuHAaTh KOSHMKMUUWEHT, OTPasKao WMk cnocobHOCTE PUNbTPOBANBHOM GyMary K yagpxaHuio hopMansagm-
aa, 3a 1,0, To npueegeHHan Huxe Tabnnua kKoaMLUMEHTOR MOXET A4aThb NPSACTABNEHHUE 0 XapaKkTepPUGTUKaX pasnuYHelX
MaTepUAanoB.

Tabnwuya E.2—pumepHsie koadhMUWeHTEl KONMUYECTEA OCTATOUHOMO HOpMankeEdernaa no cpaeHeHWo ¢ UMNbBTRO-

BansHOR Oymaroid [3]

Matepuan

MpPURMERHBIR KO3PMUUWEHT
KONMHesTBa OCTaTOqHOrS
dopmansaeryna B cpagHeHAM
¢ hUNBTpOBANLHON Bymardii

Matepuan

MpUMepHBIA KOZMPULUEHT
KONWHECTEA OCTATOMHOMO
thopwManbieryaa B CpagHeHum
¢ BMNBTRPORANBHOW GyMarai

PuneTpoBancHas Bymara 1,0 MeTakpunaT nonMMeTHNa 0
MonwnactepoBble BONOKHA 1.3 AuUeTaTt uennonossl 0,15
XnonyatobymaxHoe bence 0,65 Bytunkay4yk 1,1
Monuamwng 6 0,8 AnwmuHweran gonera ¢
MNonuatvnex 0.4 Mearaa donera 0
MNonunponuneH 0,1 Hepxaeeww,an ctane 0,1

Mpumep — Koaghchuyuenm 0,1 Ons nonunponuneHa NOKa3bigasni, 4mMo 20 cHOCOGHOCTIE K yOepKaHuio
thopmanndezuda @ 10 paz merbLwe, Yem y (punsmposansHol GyMazu.

E.2.2 MeTogkl MCNLITAHWA

Ana umutaurm abecopbumn hopmansgernga MatepuanamMy pasnuyHsIx TWNOB MeTod, NPUMEHSEMEIA AN NCNbITa-
HuA sthdekTrBHocT aecopbumrn B HTT®G-cTepunuaatopax, 06yCcnoBRNMBART NCNONb30BaHWE BUNbTPORANBHOK Gymarn
B KavecTEE nHavkatopa abeopbunu. MocKonbKy NOPUCTHIE MATEPWATLI, TAKWE KAK TEKCTUMb 1M BymMara, CHMTal T ¢xXyAWwmm
cnyyaem» B OTHOWeHWKM abcopbuvi W XapakTepucTUK yaepxanus dopmanegdernga, esibop ovneTpoBansHoON ByMaru
MGHET ObiTe PACCMOTPEH Kak Hanbonee NpakTnyHas aneTepHaTMea. B uensx oGecneverns xopowei BoCnponassanmoc-
TH BbINKM YCTAHOBMNEHBI CNeuntnyeckne TpeboBaHWs K kavecTBy dmneTpoBaneHoh Bymary [cv. C.5 (npwnoxenwe C)l.
lNpoueaypa weneiTaHua gecopbuvn CTepUNM3IATopa ¢ WCNONB30BAHWEM WHAMKATOPOB W3 PuNeTpoBaNbHON Gymarn
JOMKHA BbITh BLINOMNHEHA COMMAacHo onucannia A.3 {(npunoxeHve A).

B AONONHeHWE K 3TOMY MOXET NPEACTABNATE ONPEASNeHHbIR MHTEPEC NCNbITAHWE A8COPDBUUKM C MCNONBAOBAHUEM
MEAMLMHCKUX M3aenui W/unu yoTPoRGTE ANA MCNLITaHWs NPoLECcca, HANPUMER BO BPeMs Banvgaumn. BHe 3aBucuMoOGTH
OT NPYMEHEHNA CTaHAEPTU3OBAHHOIO METOAA G UCNONb3IoBaHWEM hUNeTPOBaNBHOW ByMarn MNnm NNk TaHusa gecopbumm
€ MEOWULUMHCKUMK M3AENMAMK, MOXET ObiTe MCNONB30BAH W METOA ONPeasnaHns KONMMYecTBa 0cTaroqHore hopmansae-
rmga B cootBeTcTBMK ¢ D.1 1 D.2 {npvnoxenve D). CTepunuayeMoe meJUUWHCKOE U3ZenNne MOXKET ObiTe 3aMEHEHO HA
WHAVKaTop M3 PUNeTPORANEHOW Bymarn, akCTparmpyeMeld nocne creprnuaaymn. HectepynuaoBaHHoe MeguUWHCKOS
n3genue cneyeT 3KCTParMpoBaTh NapannenbHo co CTEPUIM30OBAHHEIM NPOOYKTOM A5 MCNONE30BAHWSA B KAYECTBE KOH-
TponbHOro 0bpaaua.

Mockonbky NONMMePV30BaHHBIA DopManegerva N10xXo pacTBoPSETCA B BOAE, B MeTode, onucanHom B D.2 (npuno-
xeHne D), ncnoneayaten B KAYRCTBE SKeTparvpyowero pacteopa 0,2 mone NaCH, nocpeacterom vero napadopmansae-
rug pencnumepunayetca B dopmansgerva. [locne storo konvdecTeo dopmanesgernaa onpeaensdioT B peaynbTaTe
peakunMn Mexady hopmansderigomM M XpoMoTponosor KMCNoToR. ABCopP6LUMIO ONpegensioT ¢ NOMOWbC ABYXITYYEBOTO
cnekTpohoTOMETPa € ANIMHOA BONHB 560 HM B CpaBHEHWW € JKCTPAKTOM W3 KOHTponeHoro obpasua.
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Mpunoxenne F
{cnpaBo4Hoe)

dakTopbl oXpaHbl OKpYXkalowWweld cpegbl

F.1 DakTopbl 0XPaHkl OKPYHAKGWEN CPpedbl N0 OTHOWEHWHD K XWIHEHHOMY LMKy
HTM®d-cTepunnzaTopoe

PakTopbl OXPaHbl OKPYKAKWER cpedbl, PACCMaTPUBAEMBIE HACTOAWMM CTAHAAPTOM, NpeacTasneHsl B Tabnw-
ue F.1.

Tabnwuuya F.1 — @akropsl 0XpaHsl OKpY:KaWek cpedbl, YNOMWHaEMbIE B HACTOAWEM CTaHgapTe

HM3neHHBIR Lukn npoaykTa

Konel | HHUAHEHHOrO
LWKNa
Cranus D

MNpouaroncTRO U Pacnpenanadue
peEnponOyrLus {BKNHMAA YNAKOBKY)
Cragus A Cragua B

WMcnonssoeaHue
Cragua C

PaKkTopbl OXPaHb! CKPYKAICLLEN Cpedb
{Bx0AbI M BRIXOObI)

Paszgen, nogpasgen. NyHKT, NOONYHKT HACTORALLETD cTaHJapTa

1 Micnone3ceaHue pecypcoB BeepeHue 3eegeHue BeegeHue BeegeHwe
Al 4.2.3.1 9.2

B.3.1 A
B.3.1

2 MoTpebneHne aHepK BeepeHue 3eegeHue BeegeHue —
A 4.2.2.1
B.3.1 9.1

3 OMucens B BO3OYX Beegerue 3eefeHue BeedeHue BeegeHune
A 4.2.4.1 9.2

B.3.1 4.24.2
4.2.6.1
524

10.7
10.8
A1

B.3.1

4 Beibpocsl B BOAY Beeperne 3eepaHne Beaparne Beapenna
A 4.2.3.1 9.2
B.3.1 b.2.1

5 CTtxoabl Beeperne 3eepaHne Beaparne Beapenna
Al 9.1 9.2 9.2

A
2.1
3

oOWPpPrP
PN N

A B.1
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Okorvanue mabnuis F. 1

DaKkTOphl OXPaHEl OKPYXALLEN Cpedbl
{BX0ALI M BbIXCALI}

KU3HEHHBIA LUKN npoaykTa

[POW3BCACTBO M
penpogykuua
Cragua A

PacnpegeneHme
{BKMIONAR YNAKOBKY)
Cranus B

HMenonbaoeadHue
Cragna C

KOHEL, #U3HEHHOMO
uMKna
Cranma D

Pazaen,

nogpasgen, NyHKT, NOANYHKT HACTOALLErO CT

aHgapTa

6 Wym

Beegerue
4.2.6.1
7

7 Murpaums onacHsIX ReLLEeCTR

Beanarne
A

B.1

0.2.1

Beaperne
4.1.1.1
4.2.2.1
4.2.3.1
4.2.3.2
5.2.1
5.2.3
bh24
b.2.5
b.2.6
527
5.3.1
5.4.1
bd4

Beenarne
9.2

3 BospeWcTBre Ha NOYBY

BeegeHue
9.2

9 HecuyacTHele cniyyaw wny Henpa-
BUNEHOE MPUMEHEeHWe  BCReOcTBME
BHELWHHUX BO3OeACTBYIOWMX (DaKTOpoB

BeegeHue

Beegerue
4222
4232
4.2.4.1
4242
4252
4262
4322
4324
4326
4.3.4.1
4346
4354
51.3
521
527
532
54.2
545
548

BeegeHue
9.2

D.2.1

MpumedaHdue— Heckonbko 0BLIMX CCLINOK HA cTagusx A v C NpuBBaeHbl B OTHOWEHUKM MCNBITAHWIA, TAK KAK
npoueaypel UCNBITAHWA TREBYIOTCA B COOTERETCTEVM C HACTOALWWM CTAHAAPRTOM BO BpEMS 06enx cTaaui JN3HEHHOTO LUMK-
na {cM. NPorpaMmy MCMNETaHWA B NPUNOXReHWK B).
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F.2 ®opmanbaervg (kpaTkoe onncaHue)

dopmanegerng senasTcA BeCUBETHEIM TOKCHMUHBIM ra30M, XOPOoLLO pacTBopUMEIM B Boae. BogHein pacTeop dhopm-
aneAernaa Haasieaates GopManuHom. TOProeas mapka npeactaenada 35 %-Helv pacTROpomM. ITOT pACTROP NpeacTas-
nAeT coBOM Npo3payHylo OeCUBETHYHY XMAKOCTb € CWIAbRLIM  PA3APaKAKWMM  3aMaxoM W «KTYYMM»  BKYCOM,
BO3AENCTBYIOWMM HA CIM3UCTLIE 0BONOYKK.

Pacteopel dopmanegernga o6blMHO MCMONE3YHOT B MegUUMHE — B XMPYRPIMYECKWX M MATONOTMYECKUX OTASNeHM-
51X, @ TEIOKe B NaTONOr0-aHaToMUYECKUX OTAENEHHUSAX; KPOME TOrO, OHW MOTYT BbiTk WCNOMB30BaHbI B 4epPMaTONOMMYECRMX
M PEHTTEHOBCKUX OTAENeHUAX.

Bnarogaps xopowen pacTBOPUMOCTH B BOAE hopManbierng UCnonb3yloT B CTePUIM3aTopax, rae oH diopmupyet
5hPEKTUBHEIN CTEPUNNAYIOWKMIA Ar8HT, & TAKXKE ANA PACTEOPEHNA OCTATKOB B NPOLECCHOR BROAE Nepes e yTuNnnaayvan,
NPM KOHUEHTPaUMsX, KOTOPEIE He CUMTaRT BesepedHsIMKM ANA oKpy:KalWwel cpedbl.

F.3 Bnwanwe HA OKPYyXAWOWYO Cpeay

dopmanegerng NpUcyTcTByeT B BOMNbLIIMHCTBE MUBLIX CYWLECTB U COCTABIAST XU3HEHHO BaXHYI0 YacTb HalleH
skonoruun. B npomsiunenHocT opMansigerng WHPoKS NCNonbayaTen B pasnudHex matepuanax. MNpevasogvmelid na
METaHOna, OH B OTHOWCHKWK OI{DYH{afOLLLeFI Cpeldbl ABMNACTCH pasnaracMbiM MUKPOOPraHnaMmamn BeWEeCTEOM B COOTBET-
CTBMMW CO CNegyioien uenoqkon gopmyn:

CH4OH {metanon) — HCHO (copmansgerua) — HCOOH {mypaebuuan kncnota) — CO5 + HyO (anokenp yrne-
poga + Boga).

Pacteopel hopmanegernaa Tokcu4Hel, 0GNaganT paszapaskaMmMy 1 annepréHysiMy CBORCTRAMKY. Kpome Toro,
MMEIOTCH NPEANONOKEHNA 00 MX KAHUEPOreHHOCTW B OTHOLEHKMK YENMOBEKa NPY ANWTENbHOH SKCMO3WMUMK, eCIM MHOE He
OGyCJ’IOBJ’IEHO HAUWOHANBHBIMM Hopmamaamm.

HocTaTouHO HU3KMA YPOBEHB KOHUEHTPaUMKW hopManedernga B Bo3gyxe, NO3BONANWWA ONpeaenAaTh ro HanvuMe
I'IpH BABIXAHWUW, 06bl‘-IHO OrpaHMHHBaeT BOAMOMHOCTE BECCO3HATENBHOM JKCNOAnLWK A0 HAKONNeHWA ONAaCHbIX KOHUEH-
Tpauui.

Tpusepbr

- 0,05 munnuodroii donu ¢hopsmanndezuda 0bLIMHO MOXKHO OLLYMUMGL 0 3aRaxy;

- 0,01 munnuodrol donu MOXem 861282Mms Paz0paweHuUe 20az;

- 0,5 MUnnUoHHOU G0NTU 8 HEKOMOP bIX CMpaKax cHumarem paboyvumM npedenom G IKCAO3ULUU 8 mMeYye-
HUe 00H020 MONHO20 OHA;

- om 0,05 do 1,2 MunnuoHHoU G0u MOXem ebi3gams pasdpaxeHiue Hoca;

- 1,0 munnuordyo o0 8 HeROMOPLIX CAMPAHAX CHUMANM MAKCUMANLHLIM ApedenosM 0ns IKCAoIUL U
15 Mun;

- 4,0 munnuorHiie 0onu 06LIMHO 8LIZLIGAIOMN CAEI0MEYCHUE.

HaLLMOHaJ'IbeIe HOPMETHERI MOTYT YCTaHaBINMBATE Npegdenkl SKCNO3NUWKA oA HeNoBeKa No KOHUCHTRaUWK CbOpM-
aneAeryaa B BO3gyxe.
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MpunoxeHne ZA
{cnpaBo4Hoe)

Pazgenkl HacToAWero cTaHAApTa, B KOTOPbIX YNOMHWHaKTCA BaXKHbIe TpeGoBaHUA

Hactoswui cTangapT, NoaroTOBNeHHBIM NO ManaaTty, BeiganHomy CEH/CEHELEC (EeBponeiickui komMuTeT No
cTaHgapTusauun 1 EBponeiickMil KOMWTET NO NMEKTPOTEXHWYECKMM CTaHgapTam) EBponeickor komuccnen n Eeponeii-
ckol accounaumei ceoboaHoi Toproenu {EFTA), noanepxneaeT BakHelwve Tpeboranws EBponeickoi AvpexkTnebl

93/42/EEC.

MPEAYTNPEXXKAEHWE: Opyrue TpeGosanus n apyrve EBponsickne AMpPEKTVEL! TAIKE MOTYT BbITh MPUMEHUMBI K
npoaykry {NpoaykTam), nognajawneMy noa ASRCTBUE HACTOSAWLEro cTaHaapTa.

Paspenbl HacToAWEro cTaHgapTa, NepeYncneHHye B Tabnuue ZA. 1, gonxkHel nogaep:ueate Tpebosanna Eepo-
NencKon gupekTues 93/42/EEC.

CooTBeTCTBUE TDESOB&HMQM pa3genoB HacToOAWEID cTaHAapTa obecneynBaeT COOTBETCTBHUE BAKHEMLLWM ycTa-

UMW UHBIE NONOXKEeHUA EBpOﬂEﬁCKHX AWPEKTUB

HOBNeHHbIM TpeGoBaHnAM yKa2aHHOW JupekTuBsl 1 ACCOUMMPORAHHBIM ¢ Her TpeboBaHnam EFTA.

Tabnwuya ZA 1 — CooTeBeTCcTBME HacToAwero ctaHgapta Qupektneam EC

Pazgenol HACTOALLErO CTAHQAPTA

CooTeeTCcTBYIOWWE 3axHedwne TpeboeaHua

Auperxtes 93/42/EEC

KommeHnTapun

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

1,2,8,9,12

2,912, 13

2,5,7,9,11,13

o |Ww ||~ ||y

1,2,3,5,6,7,9, 72

14

HenpumeHumo
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Mpunoxenne H
{cnpaBo4Hoe)

CBegeHMA 0 COOTBETCTEBUM HELMOHANBHLIX cTaHgaapToB Poccuiickon ®Pegepauymnmn

Tabnwuuya HA

CCbINOYHBIM MEXOVYHApPCOHbBIM CTaHAapTaAM

0803HaYEHUe CCBINOYHOTD
MERKOYHAPOOHOIO cTaHaapTa

OGo3HAYEHWME N HAUME{OBAHWME COOTBETCTBYOLLETO HAUMOHANBHOIO CTAHOAPTA

EH 867-5

+

EH 868-5

*

EH 60584-2

*

EH 80751

+

EH 610101

FOCT P 52319—2005 (M3K 61010-1:2001) beaonacHoCTh SNEKTPUHECKoro 0bo-
PYOOBEHMA ANS M3MEPEHWS, YNPABRMEHMS W NabopaTopHOro nNpUMEHeHHs.
Yacte 1. OGwmne TpebGorarnn

EH 81010-2-042:1997

FOCT P M3K 81010-2-041—92 Be3onacHOCTE 9NEKTPUHECKMX KOHTRONBHO-U3-
mepuTensHbX NpubGopos n naGopaTopHoro obopyaoeanus. Yacts 2-041. Yact-
Hele TpeboBaHWA K NabopaTopHeIM 3BTOKNABAM, B TOM YWCIE WCNOMbIYIOLWUM
nap Ans o6paboTKM MEOMLUWHCKWX MATEPWANOB

EH IMCO 111381

MOCT P MCO 11138-1—2000 Crepunuaauna MeauuuHCKoW npoaykuun. bruono-
rmdeckne nHaukatTopel. Hacte 1. C6wwe tpeboranua

EH MCO 11138-5

+

EH 61326:1997

FMOCT P 51522—989 {M3K 61326-1—27) COBMECTUMOCTE TEXHUHECKUX CPeacTe
ANeKTPOMArHVTHaA. JnekTpyqeckoe oboOpyaoBaHWe ANS MIMEpeHWs, ynpaene-
HWA 1 nabopaTopHore NpuMeHeHWA. TpeboBaHus K1 MeTodbl MCNBITAHWIA

EH NCO 3746 FOCT P 51402—29 {CO 3746—295) Llym mawwmH. OnpeaeneHva ypoBHEN 3BYKO-
BOW MOLWHOCTY MCTOHMEOB LWYMA NO 3BYKOBOMY AABNEHWIG. OPHUEHTUPOBGHHEIA
METOA ¢ MCNONBAOBAHWEM NAMEPNTENBHON NOBEPXHOCTH HAA ABYKOOTPAXAIOLLEN
NNOCKOGTbIG

NCO 228-1 *

* COOTBETCTBYHLLMA HELWOHANBHBIN CTAHAaPT OTCYTCTBYeT. [0 ero yTBemKOeHUA PEKOMEHAYETCA MCNOMNB30RATE
NepeBog Ha PYCCKUIA A3LIK 4aHHOTO MeXayHapogHoro cTaHgapTa. Mepepod 4aHHOTO MEXOYHapoaHoro CTAHAAPTA HAX0-
antes B PegepantcHoM MHOPMaUMOHHOM hoHAE TEXHUYECKY: PErMaMeHTOB U CTaH4apToB.
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EH 285
EH 550

EH 554

EH 556-1

EH 867-1

EH 1422

EH 1717:2000

EH 10027-2

EH 13445-gce vactn
EH 14222

EH 20534

EH 60204-1

EH NCO 536
EH MCO 1874-1

EH WCO 4017
EH MCO 9001
EH NCO 13485

EH NCO 14937:2000

EH NCO 14971

EH MCO 17664

WMCO 554
WMCO 1762
WMCO 2758
MCO 3781
WMCO 8787
[1] EN 24017

Butnuorpadun

Crepunusauna. CTepunusaTopt napoesie. Bonebwwe cTepunuaatope

CTepunusaumns MeguLMHCKMX M3aenvi. Banugauna M TEKYLLMIA KOHTPONb CTEPUITM3aLMK OKCHAOM
aTuneHa

CTepunusauns MEAWUMHCKMX Midenui. Banvgauuns ¥ TekyWKWA KOHTPOMNE CTEPUNM3ALMI BNaxX-
HEIM Napom

Crepynuaauuns MeAUUMHCKNX nagenuid. TpeboRaHNA K MeqUUMHCKA M M3A8NTUAM KATErOpHUK KCTe-
pyneHele». YacTs 1. TpeboBaHWA K CTEPUNM3ALWMKN YNAKOBAHHLIX MEQWUMHCKUX M34enui

Cuctembl Hebuonoruieckue Ans NCNONB30BAHKMA B cTepunuaaropax. Hacte 1. O6wwe Tpabosa-
HUS

Crepvnuaatopbl 4n8 MeguuuHcEnx Lenei. CTepunuaaTops Ha OCHOBE OKcMaa aTunena. Tpebo-
BAHWA W MeTOObl MCNEITAHWA

Boaa nutbesas. 3aWmTa 0T 3arpa3HeHns B yCTAHOBKAX ANS N TeeBOW BOAL! W 0Gme TpeboraHns
K YCTPOWCTBAM ONA NPeqoTEPALWEHNA 3arpaA3HEHHA 0OPATHEIM NOTOKOM

Cranb. CucTtema obo3navenus. HacTe 2. CucTema Hymepaumm
Cocyawl, paGotawmre nog agasneHnen B3 orHeroro NoAecAa TennoTel
KoTnbl apoTpyBHble U3 HEPXKAERID LEW CTann

bymara v kapToH. CnpegenaHne TONWMHE W KEKyWenes 06heMHON NNOTHOCTH MK KEKYLLENCA
nnotHocTH nucta {MCO 534:1968)

BeaonacHoCTe MaLWH. 3NeKTpoobopyA0BAHME MALLWH M MeXaHn3MoR. HacTs 1. Obuwwe TpeGosa-
HuA {IEC 60204-1:1997)

bymara u kapToH. Onpegenedne maces 1 kB. meTpa {NCO 536:1995)

MnacTMacchl. rOMOI'IOJ'IHMepr NoNnHaMmuaHble U CONoNKMMEpPEl Ond CbOpMOBaHHﬂ W SKCTRY3KWK.
Yacte 1. OGoavaqenunn (MCO 1874-1:1992)

BuHTEl ¢ wWecTurpanHor ronoekai. Knaccel nagenva Aw B (MCO 4017:1999)
CucTembl MeHeMKMeHTa KadecT2a. Tpeboeanusa {(MCO 9001:2000)

Cuctembl kavecTea. MeguuuHckve usgenus. YacTHele TpeboBaHWA K NPUMEHEHWIO CTaHdapTa
MCO 2001 {nepecwmoTp EH 48001:1998)

Crepynnsauns MeguUUHCKOW Npogykunn. Oblne TpeboBaHWa ANA onpeaeneHUs XapakTepUCcTK
CTEPWIM3YIOLLEND BELWECTBA M AN A Pa3paboTW, BAaNnga LMK U TEKYLLETO KOHTPONSA NPOLECCOB CTe-
punuaauun meguunHcknx nagemvin {(MCO 14937:2000)

YCTpoHCTBE MedWUMHCKME, MPUMEHEHWe YNPaBIeHWA PUCKAMKM K MEAWUWHCKMM YCTPOHCTBAM
(MCO 14971:2000)

CTepyvnunzauna MegMUMHCKMX Kigenui. VIHdhopMauus, npedocTaBnAsMas U3roToORUTENEM, ANs
0BpatoTEN NOBTOPRHO CTEPUIU3YEMbBIX MEAWUMHCKMX nagenuid (MCO/DIS 17664:2001)

ATMocdepbl cTaHgapTHEIE AN KOHAWUWOHWMPOBAHWS U (MNK) ucnsiTanni. O6wmne TpeboBaHus
Bymara, kapToH v uennwenosa. Onpegenedye octatka (30Mb61) NP NPOKaNnUBaHuK nNpu 525 °C
Bymara. OnpegeneHie conpoTUBNEHUS NPOAABTIVBAHUID

Bymara u kapToH. OnpedeneHre NPOYHOCTH NPW PACTKEHUM NOCHE NOTPYKEeHWS B BOgY
Bymara n kapToH. OnpegeneHve KaNWNNSPHOW BNWTeIBAEMOGTH. MeTog Knemma

Hexagon head screws. Product grades A and B

2] Handlos, V., Formaldehyde sterilization — 1 Determination of formaldehyde residuals in autoclave sterilized
materials; Arch. Pharm. Chemi, Sci. Ed. 5, 1977, 163—168

[3] Handlos, V., Farmadehyde sterilization — 2 Formaldehyde-steam starilization, 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 parmeability of plastic
materials to formaldehyde; Arch. Pharm. Chemi, Sci. Ed. 7, 1979, 12—18

Schwerk, 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

Geman 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—298

Slooff, W., et al. Exploratory Report formaldehyde. RIVM-report 710401018:1292 {available from National Institute
of Public Health and environment, the Netherlands)

ANSHAAMI RD 47:1923, Reuse of hemodializers

Eeponenckas dapmakonan

80/778/EEC, Aupektnea CoeeTa ot 151ang 1980r., Kacaowasaca kKayecTBa Bog Ll ANANOTpebneHnA YeNOBEKOM
9342/EEC, Oupektnea CoeeTa oT 14 vioHa 1993 r., kacawowwlaaca MeQULMHCKMX M3aenui

Oupektnea 97/23/EC Esponencroro napnamenTa v Coeeta o1 29 maa 1997 r. no cGnunkeHnio 3akoHogaTenescTe
rocyaapcTe--neHos, kacawwascs obopyaceanns, patorawowero nog fapneHnem

Wl 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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