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BBeaenne

Hacroammit cTaHAapT yCTaHABIMBAaCT MWHWMANbHEIE TpeOOBaHMS K
CTepMM3aTopaM, padOoTalomMM TPH  AABJICHHAX HWKE  OKPYIXKAIOIIEro
aTMoc(epHOro IaBIeHMS W BHIIONHAIOIMM IPOIECC HH3KOTEMIEPAaTyPHOR
napodopmanpaeruanoii  (LTSF/HTII®) crepunmszanmy, ©  METOAbl  HX
WCTIBITAHUH.

HuskoremmepaTypHble TapohOpMabICTHAHBIC CTESPHIIM3ATOPHI  (aliee
HTTI®-cTepunn3aTopsl) MpeIHa3HAUCHEI TJIABHEIM 00pa3oM IS CTEPUIIM3AIUH
MEIULMHCKIX HM3ACINNA B YUPESKIACHUAX 3IPaBOOXPAHEHHSA, HO MOTYT TaKKe
OBITH MPUMEHUMEl B KOMMEPUYECKOM MPOU3BOACTBE MEIUIUHCKHX U3/ICIIHM.

IIponeccel HTTI®-cTepunu3aTopsl ONMCBHIBAIOT uznueckumu
mapaMerpamMu M BepH(HUHUPYIOT ¢ HCTIOAb30BaHHEM (DH3UUECKHUX, XUMHUYECKHX
nu  Mukpobuonormueckux  MeronoB. HTII®-crepunuzaropsr  pabortaror
ABTOMATHYECKHU C UCTIOIb30BAHHEM 3apaHee 3apOrpaMMHPOBAHHBIX AKIIOB,

OmmceiBaeMBIE METO/BI MCHBITAHWH M HCHbITATENIbHOE 06OPYIOBaHHE
MOTYT OBITh TaK)KE IPUMEHEHBI TS BATMIANH W TEKYIIETO KOHTPOJIA.

Banuparus u Texynmii KOHTPOJIb TPOIECCOB CTEPHITU3ALIMH HEOOXOIMMBI
i obecrieueHns mx 3¢dexruBHocTH. Hacrosmmii cTaHAapT HE OXBAaTbIBAET
BAIMIAIMIO U TeKymuid koHTpoib npouecca HTIIdD-crepunuzamun. Obmme
KPUTEPUM AN BATMAAIMHA W TEKYIIETO KOHTPOJIA MPOLECCOB CTEPHIIM3ALIMH,
npumennMeie 1 K npoueccy HTIIO-crepunuzanum, npuseaenst B EN SO
14937:2000.

B coorBercTBEM ¢  COBpeMEHHBbIM  ypoBHeM 3HaHuii HTIID-
CTEpUIM3ATOPHl HE clieayeT cuutarh HSPQEKTUBHBIME IPH  BHIMOIHECHUH
TIPOIECCOB MHAKTHBALNK BO30YAMTENEH CIOHTHO3HBIX JHLE(DATONATHH, TaKHX
Kak ckpemu (scrapie), Obrdpsi ry6uartas suiedamonarus (Bovine spongiform
encephalopathy) u Gosnesnr Kpeiitudensara-SIko6a. B oTHeabHBIX CcTpaHax

Opuu  paspaboTaHbl 0coOble PEKOMEHAAIMH IO 00pabOTKE MaTepuasos,
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TIOTEHIMAIbHO KOHTAMUHWPOBAHHBIX ATHMH BO3OymmTensamm (cMm. Takke EN
ISO 14937:2000, nyskr 1.6, npuMedanue 2).

[InanmpoBanre W KOHCTPYHPOBAHUE MPOIYKTOB, K KOTOPHIM IPHUMEHUM
HACTOAMIWM CTAaHMApPT, HE MOJDKHBI OBITH OTPAaHHUYEHBI TONBKO TEXHHYECKUMH
TpeOOBaHUAMH, HO JIOJDKHBI YUUTHIBATH ¥ BIMSHHE TPOJYKTa HA OKPYIKAOIIYTO
Cpefly Ha TIPOTSXKCHHHM BCETO €ro JKM3HEHHOro Huiaa. Makropbl BAUAHWA Ha

OKPYKaIOMIYIO CPeAY PACCMOTPEHBI B IPHIOKEHHH F.

I[Ipumeuanue - MeToanl aHanu3a pucka, Hanpumep omucanubie B EN ISO 14971,

YAEJLIIOT JOCTATOYHOE BHUMaHHe (hakTopaM BO3IEHCTBYS HA OKPY>KAIOLIYIO CPENy.

TpeboBaHus, OMpeACIIIONIE 0€30IaCHOCTh ONEPATOPOB, MPUBEIEHEI B

EN 61010-1, EN 61010-2-042 u He NOBTOPEHBI B HACTOSILLEM CTAHAAPTE.
EN 60204-1 Taxyxke MOXKET IaTb LIEHHBIE yKa3aHUA OTHOCUTENBHO 3THX

TpeGoBaHuUM.

VI
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MEXTOCYJAAPCTBEHHBIU CTAHIAPT

CTepl/UIl{3aT0p]>I MEIUIHHCKOI0 Ha3HaAYECHU S

CTEPWIN3ATOPBI HU3KOTEMIIEPATYPHBIE
HAPO®OPMAJILAETI UIHBIE

TexHuuecKkne TpeGOBaAHHSI M METOAbI HCMBITAHMIA

Sterilizers of the medical purpose. Low temperature steam and

formaldehyde sterilizers. Requirements and tests

Jara seexenns — 2013-01-01

1 O6aacTs npuUMeHEeHHS

Hacrosmmii cranmapT ycraHaBianBaeT TPeOOBAaHHA K HH3KOTEMIEPATYPHBIM
napodopMaibIeTHaHbBIM  cTepiimu3aTopaM (majee — HTIID-crepumusaTopss;
CTEpUIM3aTOPhl), Pa0OTAIOIMM TONBKO TPH JABJICHHAX HHXKE [JaBJICHHS
OKpYXarouiel cpeapl M HCHONB3YIOUIMM CMECh HH3KOTEMIIEPATYPHOTO TMapa M
(opmanbaerna B KaueCTBE CTEPIWIM3YIOIIErO arcHTa, a TAKKE METO/Ibl UCIIBITAHHI
HTII®-crepunusaropsl.

HTII®D-cTepunu3aTopbl NpeIHA3HAUEHbl U1 CTEPIIH3ALMHA MEIUITHHCKUX
W3JENUi, HEYCTOWYMBBIX K HarpeBy, WX WCIOJG3YIOT  TJIaBHBIM 00pa3oM B
YUPEKACHUAX 3PABOOXPAHECHUA.

Hacroamuii cranaapt ycTaHaBnvMBaeT MUHHMATGHEIE TPEOOBAHS:

HU3panue opuuuaibHoe



I'OCT EN 141802011

- K pabounm xapakTeprcTikaM U koHCTpyknuu HTII®-cTrepummsaropos st
obecreueHrsd CIIOCOOHOCTH MPOLECCOB CTEPIIIN30BATH MEIUIIMHCKAE H3IENHS,

- kK o0OpymoBaHWIO W OpraHaM ympaBjieHHs u koHtpons HTIIO-
CTEPUIN3aTOPOB, HEOOXOAWMBIM I BAIWIAIWK K TEKYIIETO KOHTPOJIS MPOLIECCOB

CTCpUIIU3alluN.

2 HopmaTuBHBIE CCHLIKH

B HacTosmem CTaHAApTE HUCIIOJB30BAHBI HOPMATHBHBIC CCBIJIKH Ha

CIICAYIOINUE MEKAYHAPOAHBIC CTAHAAPTHI:

EN 867-5 Non-biological systems for use in sterilizers — Part 5: Specification
for indicator systems and process challenge devices for use in performance testing
for small sterilizers Type B and Type S (Cuctemsl HeOmosormyeckue mis
WCIONB30BaHUA B cTepwm3aropax. dacte 5. Texumueckwe ycnoBus Ha
WHIMKATOPHEIE CHCTEMBI M YCTPOMCTBA YIS BBENECHHs MPOBOKAIMOHHON CHTYaIlHH
NP ONPEAENCHMM  OKCIUIYTALMOHHBIX  XapaKTEPUCTHK  MajoraGapuUTHBIX
creprm3aropos THMOB B u C)

EN 868-5 Packaging materials and systems for medical devices which are to
be sterilized — Part 5: Heat and self-sealable pouches and reels of paper and plastic
film construction — Requirements and test methods (Matepuansl u CHCTEMBI ISt
YMAKOBBIBAHWS MEIMLMHCKAX IPUOOPOB, MPEIHA3HAYEHHBIX AJI1 CTEPHIH3ALIAH.
Yactb 5. TepmocToiikie npo3payHble INIEHKA U TPYOKH U3 OymMard | mjIacTUKOBOM
TIeHKA. TpeOOBaHASA W METO/IBI HCIIEITAHMH)

EN 60584-2 Thermocouples — Part 2: Tolerances (Tepmomnapsi. Yactp 2.
Jomycku)

EN 60751 Industrial platinum resistance thermometer sensors (TepmoMeTpsl
COMPOTHUBJIEHHS MPOMBINIJICHHBIC [JIATHHOBBIE)

EN 61010-1 Safety requirements for electrical equipment for measurement,

control and laboratory use — Part 1: General requirements (BezonacHoctb
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9JIEKTPUYECKOrO OOOPYIOBAHMS JUISi M3MEPCHHS, YIpaBleHHs W I1abopaTopHOTo
npumeHenus. Yacte 1. Obume tpeboBaHms)

EN 61010-2-042 Safety requirements for electrical equipment for
measurement, control, and laboratory use — Part 2-042: Particular requirements for
autoclaves and sterilizers using toxic gas for the treatment of medical materials, and
for laboratory processes (DnmekTpooGopymoBaHHe Ui MPOBEICHHS H3MEPEHHS,
yNpaBJieHUs. ¥ J1a00paTOPHOTO MCIONb30BaHUA. TpeboBaHua Oe3omacHocTH. YacTh
2-042. Yactaele TpeGOBaHUSA K aBTOKIABAM M CTEPHIN3ATOPaM, HCMOIb3YIOMIUM
TOKCHYHBIA Ta3 mjid 00pabOTKM MENWLHHCKHX HW3AENHii W Iid JabopaTOpHBIX
IIPOLIECCOR)

EN ISO 11138-1 Sterilization of health care products - Biological indicators
— Part 1: General requirements (Crepunmsanusa MeIUIMHCKON MPOAYKIHH.
Buonornueckue uaaukaropsl. Yacts 1. Obume TpebGoBaHMA)

EN ISO 11138-5 Sterilization of health care products - Biological indicators -
Part 1: General requirements (Crepunu3alys MEAMIUHCKON OPOIYKIMH.
Buonoruueckue uHaukatopsl. Yacts 5. BHoMOrHYeCKHe HHANKATOPHI I METOJOB
HHU3KOTEMIEPATyPHON CTEPUITM3ALIMH MTapOM U (hOPMaITbIAETHIOM )

EN 61326 Electrical equipment for measurement, control and laboratory use
— EMC requirements (Onexrprdeckoe 060pyaoBaHHE M1 H3MEPEHHH, KOHTPOIIS
# 1abopaToOpHOTO NpUMEHEHHS. TpeOoBaHHSA SJIEKTPOMArHATHON COBMECTHMOCTH )

EN ISO 3746 Acoustics - Determination of sound power levels of noise
sources using sound pressure - Survey method using an enveloping measurement
surface over a reflecting plane (Akycruka. Ompenenenue ypoBHEH 3BYKOBOI
MOIIHOCTH UCTOYHHUKOB IIIyMa C NPUMCHCHUEM 3BYKOBOTI'O JaBJICHUA. KOHTpOJ'[LHI:Iﬁ
METOJl C WCHONB30BAaHAEM OTHOAMOINCH MOBEPXHOCTH H3MEPEHHS HAJl IUIOCKOCTBHIO
OTpaKeHHs)

ISO 228-1 Pipe threads where pressure-tight joints are not made on the threads

— Part 1: Dimensions, tolerances and designation (Pe3bbbr TpyOHBIE, HE
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ofecTeunBarone TePMETHIHOCTs coennHeHus. Yacte 1. PasMepsl, gomycku u

0003HaYEHNA)

3 TepmHuHEI U oIIpeeIeHHsT

B mnacrosmem craEmapre OPUMEHEHbl  CIEAYIOINWE  TEPMHHEI €
COOTBETCTBYIOLIUMHA ONPEACTICHUAMM .

3.1 ycrpoiicrBo [cpeacTBo] moctyma (access device): YcrpoiicTso,
UCTIOJIL3YEMOC JUTA MOJTYUCHUA JOCTYNA K 3alMAIMIMCHHBIM OT HCCAHKIIMOHUPOBAHHOT'O

JIOCTYTIA YacTAM 00OPYAOBaHUS.

IMpumeuanue - DTO MOKET OBITh CIEHMANBHBIA KO, KOA (MapoJib) MM CIELHalbHOEe

MpHCTIOCOOIeHHE.

3.2 aspamms (aecration): YacTe (Wym 9acTW) mporiecca CTEPWIH3ALNM, B
KOTOPO¥# B COOTBETCTBHH C 3apaHee ONMPEACICHHBIMH YCIOBHAMH (OpMAaNbIETUA U
TIPOAYKTHl €T0 PEaKIM| NeCOPOMPYIOTCS W3 METHLHHCKOTO H3JeNHA M KOTOopas
MOXeET ObITh BBIMOJHEHA BHYTPU CTEPHJIM3aTOpPA, BHYTPU OTAEIBHOTO MOMELLIECHHS
WUTH KaMepH!l WK B COUETaHWH TOTO ¥ APYroro.

3.3 ynmasenme Bo3ayxa (air removal): Ymanenwe BO3AyXa M3 KaMephl
cTepwimM3aTopa M 3arpy3KH CTepuiu3aropa B 00ObeME, JIOCTATOYHOM IS
obecreueHns MPOHUKAHUS CTEPUITU3YIOIIECTO areHTa B 3arpy3Ky CTEpHIH3aTopa.

34 aBromaTHueckmii KoHTposutep (automatic controller): YcrpoiicTso,
KOTOPO€ B COOTBETCTBHH C 3apaHee OMpe/elIeHHON MpOorpaMMoi Mocjie 0BaTeIbHO
YIPAaBIIET CTEPUIN3ATOPOM HA TPOTKEHUH Beex (a3 paboyero mukia.

3.5 ounonornueckmii uHaukarop (biological indicator): ToToBeiii K
YIOTPeOIICHAIO MHOKYTNPOBAHHEIH HOCHTEINE B ICPBUYHOMN YITAaKOBKE.

[EN 866-1:1997, cratbsa 3.1]

3.6 mpeaBapuTesibHbIII HarpeB Kamepbl crepuu3zaropa (chamber pre-

heating): Harpes BHyTpeHHHUX MOBEPXHOCTEeH KaMmepbl CTepHiIM3aTopa Ui

4
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JOCTIDKCHHA 3apaHee ONpPEAeNICHHOH TeMIeparypsl Iepel HauaioM ILHUKIa
CTEpHUIIM3ALIUN.

3.7 wougunmonuposanue (conditioning): OOpaborka HpPOAYKTAa B XOAE
LMK/Ia CTCPHIIM3ANNH, 10 Hayala OTCYETa BPEMEHH YICP)KaHHA, MU JOCTHXKEHMS
3aJlaHHBIX TEMIEPATYPHI U BIIA)KHOCTH BO BCEM 00bEME 3arpy3KH CTEPHIIN3aTOPa.

3.8 mux 3aBepieH (cycle complete): Muaukamms 06 ycnenHoM OKOHYaHNH
LUKJIA CTEPHIM3A0NHA M TOTOBHOCTH MPOCTEPHIIN30BAHHOM 3arpy3KH CTEPIIIN3ATOpa
K BBIEMKE W3 KaMEpPHI CTEPHIIN3aTOpa.

[EN 285:1996, ctatesa 3.10]

39 mnapamerp unmkaa (cycle parameter): YcTaHOBIEHHOE 3HAa4YeHHE
MEPEMEHHOM IUKJIA.

3.10 mepemennsie muksaa (cycle variables): ITapamerpsi, BiMsiOmMEe Ha

3 PEKTHUBHOCTh HUKIIA CTCPIITH3ALIKH.

Mpumeuanue — [z HIIT®-crepunusatopos nepeMeHHbIE IUKIIA BKIIOYAIOT B ce0s
(HO MOTYT He OrpaHHMYHBATHCS TOJBKO HMM) TEMICPATYpPy, HAABJICHHE, BPEMs, KOHLICHTPALHIO

CTEPUIIU3YIOIIETO arcHTa.

3.11 mecop6mus (desorption): YaaaeHue CTEPHIM3YIONIETO areHTa W3 KAMEPHI
CTEPUIIN3ATOPA M U3 3arpy3KH CTEPHIIM3ATOPA 10 OKOHYAHWH BPEMEHH SKCITO3HITHH.

3.12 crepuimsaTop ABYCTOpoHHero [mpoxoanoro] Tuma (double-ended
sterilizer): Crepunu3aTop, MMCIOUIHI IBEPH C ABYX TMPOTHBOMOIONKHBIX CTOPOH
Kamepbl CTePIUIN3ATOpA.

[EN 285:1996, craresa 3.13]

3.13 Bpemsi ypaBuuBaHusi (equilibration time): MuTepBan BpeMeHH C
MOMEHTa JOCTHKEHHUS B KaMepe CTEePUIIH3aTOPa TEMIEePATYPhl CTEPHIM3AIUNHN U 10
MOMEHTA JOCTIDKCHHUS TEMIICPATYPhl CTEPHIM3AMUKM BO BCEX TOYKAX 3arpy3Kd

cTepuIM3aTopa.

wn
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3.14 Bpems »okcnosuumm (exposure time): Ilepmon BpeMeHH MEXIY
MOMEHTOM BBEICHHA B KaMepy CTEPHIM3YIOIIEr0 areHTa M HadajaoM (passl
JIeCOPOLHH.

3.15 Bpemsi yaepmxanus (holding time): Ilepmoxm BpeMeHH, B TeueHHE
KOTOPOrO  3HA4YCHWA  TEMIEpaTypbl, JAaBIeHWs mapa ¥ KOHICHTPALMH
thopManpaeTHIa YACPKABAIOTCI B MPEACITAX 3aJAHHBIX 3HAYEHMI M WX JIOIyCKOB
s JmocTmkeHWST TpeOyeMo# »>(h(GeKTUBHOCTH WHAKTHBALMH BHYTPH KaMepbI

CTCpUIIM3aTopa.

II puMedaHUue -— BpCMH yAepKaHuA ClHenyeT HENOCPEACTBEHHO 3a BPEMCHEM

yYPaBHUBAHMUS.

3.16 umHoxynmpoBaHHBIii HocHTesb (inoculated carrier): Hocurens, Ha
KOTOPBIii HAHECEHO OTIPESTCHHOE YHCIIO TECT-MHKPOOPTaHH3MOB.

[EN 866-1:1997, crates 3.8]

3.17 arrectanust MoHTaxka; 1Q (installation qualification; 1Q): [lonyuenue u
JTOKyMEHTHUPOBAHKE JOKA3aTENbCTB, TOTO YTO 000PYZOBaHME OBUIO IIOCTABICHO W
CMOHTHPOBAHO B COOTBETCTBHH C TEXHHUCCKMMH TPEGOBAHUSIMY Ha HETO.

[EN ISO 14937:2000, crates 3.9]

3.18 3arpysounas gaBeps (loading door): [Beps crepmimsaropa
JIByCTOPOHHEr0 [OpOXOJHOro] THna, 4epe3 KOTOPYIO 3arpy3Ky CTepPUIM3aTopa
MOMEILAIOT B KAMEPY CTEPHUIIM3ATOPA Mepen CTEPHIN3ALUeH.

[EN 285:1996, cratbs 3.21] (Cum. Taxke 3.43 «Pasrpy3ouHas qsepb».)

3.19 meaununckoe uzgenune (medical device): JIro6oit HHCTPpYMEHT, anmapar,
YCTPOMCTBO, Marepuall WM HHOE H3JENHE, KOTopoe, OyAydHM HCIOJIb3YEeMbIM
CaMOCTOSITENIEHO WJIA B KOMOHWHAIIMH, BKJIKOYAs MPOTrPAMMHOE OOECIEUEHHE,
HEOOXOAUMOE IJIsI €r0 IPABMIBHOTO MPHUMEHCHUS, TIPSIHA3HAUCHO H3TOTOBUTEIEM
JUTSL UCTIONB30BAHUS B IETIAX:

- IMATHOCTHKH, NPO(HIAKTHKHA, MOHHMTOPHHIA, JICUCHHs WM OOJErdeHus

3a00J1€BaHNS;
6
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- AMarHoCTUKHW, MOHHUTOPHHTA, JICUCHHUA, oOJlerueHus WA KOMIICHCaLlHA
TPaBMBI HJIM WHOTO (PU3MIECKOTO HEJ0CTATKa;

- W3yYCHWS, 3aMCHBl WM MOAM(DUKAIMK AHATOMUHM WA (PU3HOTOTHUECKOTO
mporiecca;

- KOHTPOJIA 3a49aTus, AeCTBHE KOTOPOrO BHYTPH MM CHAPY)KH TeJIa YesiOBEKa
JOCTHTaeTCs 0e3 TMpuUMeHeHHs (PapMaKOJIOTHYECKHX, HMMMYHOJOTHYECKHX —HIIH
MeTabO0MUECKHUX CPEICTB, KOTOPhIE MOT'YT ObITh MPUMEHEHBI BMECTE C HUM.

[EN ISO 13485:2000, crates 3.1]

3.20 mukpoGoumaHbIii pacrBop (microbicidal solution): Boamusiii pacrsop,
comepkaumii opManbaeru ¥ NpeJHA3HAYCHHBIA JUIs MMATAHUS HCHAPUTENS B
LeJIsIX TeHePaLy CTEPUITH3YIOIIETO areHTa B KaMepe CTEPHIIN3aTopa.

321 paGoumnii MK (operating cycle): ABTOMaTHUeCKas
[OCJIEAOBATENFHOCTE pabounx (a3, BHINOIHICMas B CTEPHIIH3ATOPE.

[EN 1422:1997, cratba 3.24]

3.22 arrecranus ¢pyuxunonnposanus; OQ (operational qualification; OQ):
Ilpomecc monydeHWs ¥ JAOKYMEHTHPOBAHUS  JIOKA3aTENbCTB  TOTO,  YTO
CMOHTHPOBaHHOe 000pyIOBaHHe paboTaeT B 33JaHHBIX MPEAENax MapaMeTPOB MPU
HCIIONB30BAaHUH B COOTBETCTBHHY C €r0 KCILTYaTAllMOHHBIMH TPOLIEAYPAMH.

[EN ISO 14937:2000, crates 3.12]

3.23 omepatop (operator): Jlumo, sKcIuIyaTHpyromee o00OpymoBaHHE B
COOTBETCTBHH C €r'0 HA3HAUCHHUEM.

3.24 nepexeat ynpasjenus (override): Cpeacrea, npegHasHAUYECHHBIE TOIBKO
IS OOCHy:KMBaHMs WM OOecredeHHs 0e30MacHOCTH, C IOMOINBIO KOTOPBIX
pabouwmii MUK MOXKET OBITH PEPBaH HITH H3MEHEH.

3.25 mocTuukI0Bas mpoayBka (post-cycle flushing): ®asa nocie mossieHus
uHMKaun « LMK 3aBepiiueny, B X0/ie KOTOPO# 3arpy3Ka CTepHIH3aTOpa OCTAaeTCs B
3aKPHITOM KaMepe, a BHYTPEHHsIs1 aTMocepa KaMephl 3aMEIIIaeTCs.

3.26 cocym, padorarommii mox nasiienmeMm (pressure vessel): Cocynm,

COCTOAINMM M3 KAMEPhl CTEPHIM3ATOPa, IBepH (ABEpeii) H HMHBIX KOMIIOHEHTOB,
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00pazyonmx ¢ KaMepoit CTepuIM3aTopa OOIIHi y3e M HAXOAAIMXCSA O OOHHM 1
TEM K€ IABIICHHEM.

3.27 ycrpoiicrBo ais ucnbiTaHusa npouecca (process challenge device):
VCeTpoicTBO, TpeAHA3HAYEHHOE U WMHUTALHH TPOAYKTA M HCIOIb3yEMOE UL

OLCHKH IMPOHUKHOBCHUA CTEPHIU3YIOIICTO arc¢HTa B X04€ HUKJIA CTCPHIIM3alluH.

IIpuMedyanue — YCTpOHCTBO A HUCTIBITAHUS MPOLIECCA TOJDKHO MMETh KOHCTPYKIIHIO,
MO3BOJLIIOILYIO MTOMEWATh OHONOTMYECKMH WM XHMHYECKWl HHIMKATOp B MECTO, HalMeHee
JNOCTYMHOE AJi CTEPUIU3YIOIIETO areHTa, NpU 3TOM HHAWKATOP HE IOJDKEH MpensTCTBOBATH

(l)yHKI.lHOHPlpOBaHI/IIO YKa3aHHOIO yCT‘pOﬁCTBa.

328 3aBoackue wucnbiTanusa (production test): Cepus HMCHBITAHHIA,
BBITIOJTHAEMBIX HA TNMpPEANPHATHU-U3TOTOBHTENE IS JOKA3aTENbCTBA COOTBETCTBHS
Ka)XXIOTO CTepUIM3aTopa TPeOOBaHMAM HOPMATHUBHBIX JOKYMEHTOB, B TOM YHCIE
HACTOSIIEMY CTaHIApPTy, HA COOTBETCTBHE THITY.

3.29 koHTpoILHAS TOYKA H3MepeHus (Temneparypsi) (reference measuring
point): Touka, B KOTOPO#H H0JKEH OBITH PACHONIOKEH AATYMK TEMIIEPATYPBI CHCTEMBI
YIPABIICHMS UKIJIOM CTEPHITH3ALHH.

3.30 pearrecrauus (requalification): [ToBTOpeHHEe YacTH BaTHAALMH B LENSIX
MOATBEPXKACHUS  MPOJOJDKAIOIIEHCA  NPHUEMJIEMOCTH  CHEIU(HLIMPOBAHHOIO
mpouecca.

[EN ISO 14937:2000, cratss 3.20]

3.31 crepunmsyromuii arenr (sterilant): AHTHMHKPOOHSBII areHT, COCTOSIIMIH
U3 mapa, cojiepkaniero GopMaabIaeTruz.

3.32 umkeKmus CTepuIH3yIomero areHra (sterilant injection): Exuauunas
WIH  HEOJHOKPAaTHO  TOBTOpsemas (asa, HauMHAIOmMAACA C  BBEICHMA
CTEpUJIM3YIONIEr0 areHTa B BaKyYyMHPOBaHHYIO KaMmepy CTepuiM3aropa H
3aKaHYHBAIOMIASCS TOCTHKEHHEM B 3TOH Kamepe 3aaHHOrO pabouero AaBIICHHA.

333 CTEPHIIBHOCTD (sterile): OtcytcTBHE KHIBHECTIOCOOHBIX

MUKPOOPIraHU3MOB.

8
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[EN ISO 14937:2000, cratesa 3.23]

3.34 crepummsanust  (sterilization):  BammampoBaHHBIH — TIpolECC

0CBOOOKICHHS MPOAYKTA OT BCeX (hOPM JKHIHECIIOCOOHBIX MHKPOOPTaHH3MOB.

Ilpumeuanue — Ilpu crepuaM3anuu MNpolecC OTMHUPaHUS MHUKPOOPTaHH3MOB
OIMCHIBAETCS OKCHOHEHLUAIbHBIM 3aKOHOM. ClieioBaTeNbHO, HANMYHe O KHU3HECIOCOOHBIX
MHKPOOPraHM3MOB Ha KaXIOM OTHCIBbHOM H3JENUH MOXeT ObITb BBIPA)KEHO B TEPMHHAX
BEPOSITHOCTH. JTa BEPOATHOCTb MOXKET OBITh CHIDKEHA O OY€Hb MAJbIX 4KCel, HO HHUKOTJA He

MOJKET ObITh IOBEAEHA IO HYJISI.

3.35 crepuwmzarop (sterilizer): Anmapar (ycTpoiHCTBO), MpeaHA3HAYCHHBIN
IUIS CTCPHITH3ALINH.

[EN 285:1996, cratps 3.36]

3.36 xamepa (ctepuausatopa) (sterilizer chamber): Yacte crepunmsaropa,
TpeTHA3HAUCHHAS ISl PA3MEIICHHS 3arPY3KH CTEPHIIH3aTOPA.

[EN 285:1996, ctatbsa 3.37]

337 wmmka crepwmsauum  (sterilizer cycle): [IpenonpeneneHAas
MOCJIC/I0BATEIbHOCTh  pabounx a3, BHIMOJHAEMAas B CTEPHIIM3ATOPE B ILENAX
CTEePIITU3AINH U ASCOPOIHH.

3.38 3arpy3ka (crepusmsatopa) (sterilization load): W3menwus, koTopbie
CTEPUITH3YIOT OJJHOBPEMEHHO B KaMepe CTEPHIIH3aTOPa.

3.39 nmpouecc crepusmmzaumu (sterilization process): IlocienoBaTebHOCTD
NEWCTBUH WJIM ONMEpaldii i AOCTHIKEHHS YCTAHOBJIEHHBIX TPeOOBaHHWM K
CTEPUJIBHOCTH U K CHIDKEHHIO OCTaTKOB CTEPHIIU3YIOIIECTO areHTa J0 AOMYCTHMOrO

YPOBHSL.

IIpumeuanue - IlocnenoBaTeNbHOCTb NEWCTBMH HIIM Omepanyii BKIOYaeT B cels
IpefBapUTENbHYI0 00paboTKy (eciu Tpedyercs), SKCHO3HLIMI0 — BO3IAEHCTBHE CTEPUIM3YIOLIETO
areHTa IIPU ONPERENICHHBIX YCIOBHSX U IOOYI0 HEOOXOAUMYIO 3aKIIFOYUTENBHYI0 00paboTKy, OHO
He BKJIFOYaeT B ce0s HUKaKHUX Oneparuii, IPEeAeCTBYIOMMX NPOIECCY CTEPHIIU3ALIMM, TAKUX KaK

OYUCTKA, I[eSI/IH(I)eKL[I/IH WUJIN YIIaKOBKa.
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3.40 TemmnepaTypa ctepuimsanuu (sterilization temperature): MunnmassHas
TEMIIEPATYpPa AUAMA30HA TEMIIEPATYD CTCPHIA3ALIHH.

3.41 monoca Temmeparyp crepumamsamuu (sterilization temperature band):
JomycTuMblii Mana3oH TEMIIEpaTyp B 3arpy3ke CTEpPWIH3aTOpa M KOHTPOJIBHOM
TOYKE W3MEPCHHWS TEMIEPATYPHI, HIXKHSSI TPAHHWIA KOTOPOTO paBHA TEMIEPAType
CTEePHIH3ALHH.

3.42 Teopernyeckas TemmepaTypa crepuimsyiomero arenra (theoretical
sterilant temperature): Temmeparypa CTCPHUIM3YIOIIEr0 areHTa, PacCUMTAHHAS W3

COOTHOIIICHHS «TEMTICPaTyPa/ TaBIICHAC MAPOB CTEPHITH3YIOIIETO areHTay.

IIpumedanue — 3HaYeHHE TEOPETHMUECKOH TEMIEPaTyphbl CTEPHIIH3YIOLIErO areHTa

PACCYUTBHIBAIOT OT Ha4aJjla 3KCIMO3UIUH A0 Ha4YaJia asparuu.

3.43 pasrpy3ounas aseps (unloading door): [lBepr B crepmimsarope
JIBYCTOPOHHETO [MPOXOJHOTO| THMA, uYepe3 KOTOPYIO 3arpy3Ky CTEpHIM3aTropa
BBIHIMAIOT U3 KaMEPhl CTEPUITH3aTOPa MO OKOHYAHHH IMKIIA CTEPUITH3ALIH.

[EN 285:1996, crates 3.42] (Cum. Takxke 3.18 «3arpy3ounas qeepb».)

3.44 nmoJre3Hoe npocTpaHcTBo (usable space): IIpocTpaHcTBO BHYTPH KaMephl
CTEpUIM3aTOpa, KOTOPOE HE OrPAHWYCHO JKECTKO 3aKPEIUIEHHBIMH YacTAMHM H
KOTOPOE, COTJIACHO clielr(pruKaliy U3roTOBUTENIS, IIPEAHAZHAUCHO /15l PA3MELEHHs
3arpy3KH CTEPIIA3ATOPA.

3.45 paqmpauus (validation): JlokyMeHTHPOBAHHAS IIPOIEAYPA MOy ICHHA,
IIPOTOKONIMPOBAHUS W HMHTEPIPETAlMK  PE3yJbTaToB, HeoOXomuMmas IS
JEMOHCTPALIHH TOrO, 4TO TPONECC HEM3MEHHO BbIJAET  MPOAYKT,
COOTBETCTBYIOLIUHN MPEIBAPUTENBHO OMPEAETIEHHBIM TPEGOBAHKSM.

[EN ISO 14937:2000, crarbs 3.32]
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4 TexHudeckHe TpedoBaHus

4.1 Kamepa crepuiusaropa

4.1.1 Marepnaas

41.1.1 IToBepxHOCTH MaTepHaoOB, W3 KOTOPHIX H3TOTOBIIAIOT COCYII,
paborarommii MoA JaBicHHEM (BKIIFOYAsA, HANpUMED, CBAPHbIC INBBI) W MOTYILUHA
KOHTaKTHPOBAaTh C MPOICCCHBIMA XHMHKATaMH, TIPH PAcdeTHBIX paboumx yCIOBHAX
JOJDKHBL OBITh YCTOMYMBBIMH K BO3ACHCTBHIO ITHX XMUMHUKATOB. OHHM HE JOJIKHBI
BBIICTIATh HUKAKUX CYOCTaHIIHI, N3BECTHBRIX KaK TOKCHYHEIC, B KOIHMUECTBE, CIOCOOHOM

CO3/aTh Yrpo3y 3M0POBBIO JIIOACH WIIH OKPYXKAIOLIEH cpese.

IIpumeuanue — Ilpu BeIGOpe MaTepHanoB At cocyna, paboTarolero noj AaBleHHEM, U
€ro HeOTheMJIEMBbIX HacTeil 0cofoe BHHUMAaHME CIEAyeT YIAENATh MX YCTOMYUBOCTU K KOHTAaKTHOM

Kopposuu u auddepeHIraIbHOMY PaCINPEHHIIO IPY KOHTAKTE Pa3HOPOAHBIX METaJJIOB.

4112 Marepuaiisl, #3 KOTOPBIX M3TOTOBJIAIOT DYPHHUTYPY CTEPHIIM3ATOpa,
BKJIFOUAsi CHCTEMBI TOAICPIKKH 3arpy3KH, CIEAyeT BHIOMPATh C TAKAM PACYCTOM, Y4TOOBI
n30€kKaTh KOPPO3UH M HEXKENATEIBHBIX TaTbBaHMICCKAX 3¢ dekToB.

4.1.2 Pasmep Kamepbl CTEPHIH3ATOPA

JomKHBl OBITH YCTAHOBIICHBI CICAYIONIAE pa3Mepbl B MIJUTMMETPAx, TOE 3TO
MPUMEHHAMO, TIOJIE3HOTO TMPOCTPAHCTBA KAMEPHI CTEPHITH3aTOpa:

a) UUITHHAPUYECKOTO T'OPU3OHTAIBHOIO WM LWIMHAPHYECKOTO BEPTUKAIBHOTO
IOJIE3HOTO TIPOCTPAHCTBA!

000 x 000,

- [JI€ TIEPBBIE TPH [U(PBI 03HAYAIOT JUAMETP;

- BTOpHIC TPH IIU(PEI 03HAYAIOT TITyOHHY;

b) mpsMOYrompHOro MOIE3HOrO MpocTpaHcTBa (B hopMe mapaiienenuresna):

000 x 000 x 000,

- IJie IEPBbIe TPH HU(PHI 03HAYAIOT MIUPHHY;

- BTOPBIC TPH ITH(PBI 03HAYAIOT BHICOTY,

- TPEeThH TPH HU(PHI 03HAYAIOT IITyOHHY;
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C) TMONIE3HOTO TPOCTPAHCTBA NPYTMX KOH(MUrypaumii — B COOTBETCTBHH C

nepeynciicHueM a) unu b);

d) ecmu moGoe m3mepenme mpeBeimaet 1000 MM, A8 HEro AOMKHBI OBITH

HCIOB30BAHBI YETHIPE MU(PHI 0e3 AeCATHUHON TOUKH.

4.1.3 Ipepu u 6JIOKHPOBKH JBepeil KaMepbl CTEPHIM3ATOPA

4.1.3.1 Kamepa crepmnmzaTopa JOJDKHA MMETh OJIHY WM JBE JBEPH.

4.1.3.2 Tlocne 3akpbITHA OBEPH KaMEPhl CTEPUIIM3ATOPa JOJDKHA OHITH
HPeyCMOTPEHA BO3MOXKHOCTh €€ OTKPBITUS 10 TOTO, KaK Oy/eT 3amymieH UK
CTEPHITH3AIINH,

4.1.3.3 JlomkHa OBITH HCKIIIOYEHA BO3MOXKHOCTH OTKDPBITHS [OBEPH
(mBepeit) KaMepEl CTEPUITM3ATOPA B XO€ LMK/ CTCPHIIH3AINH.

4134 B cmywyae mpepeBaHMA LUMKIA (HAIPHMEP, H3-32 BO3HHKILEH
HEWCIPABHOCTH) OTKPHITHE MABEPH KaMephl CTCPHIIH3ATOpa IS TOMYYCHHS
AOCTyTa K 3arpy3ke AODKHO TpeOoBaTh NMPHUMEHCHHA YCTpoiicTBa [cpeacrsal
J0CTyma.

4.1.3.5 JIomKkHBl WMETHCSA CPEACTBA, OOECHEeYHBAIOINUE JOCTYIN K
VIDIOTHAIOIAM TIOBEPXHOCTSM JUII WX OYHCTKH W JUIA 3aMEHBI JIBEPHBIX
MPOKIIA/I0K.

4.13.6 [yna crepuin3aTopoB JBYCTOPOHHETO [MPOXOAHOTO| THNA HE
JOJDKHO HMMETHCS BO3MOXKHOCTH OTKPBITHA Pa3rpy30uyHOii ABEpH, HOKa HE
BKJIFOUUTCA UHIUKAITUA ((HI/IKH 3aBCPIICH» .

4.1.3.7 [na pabounx IMKIIOB, MPEAHA3HAYECHHBIX [UIT OOCITYKHBAHHA
WIn HCHBITaHHﬁ, WHAWKAOUA 3aBEPIOCHUA IHKIA OO0/DKHA OTJIHYaTeCA OT
HWHAWKalluHu 3aBCPLIICHUA HOPMAJIbHOT'O IMUKJIa CTCpHITH3allUH. I[J'ISI
CTEPWIM3AaTOPOB  JIBYCTOPOHHETO [HPOXOAHOTO| THNA Takasd MHIUKALWA

3aBCPLUICHHUS LHUKJIA HE AOJI’KHA MO3BOJIATh OTKPBITUE paSprl’;O‘-IHOfI JABCPH.

12
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4.1.3.8 Opras ynpaeleHHS, CITyKaITHi IS Mycka aBTOMATHYECKOTO
pabodero TMKIA, MOJDKEH OBITh  PACHOIOKEH Ha 3arpy304HOM CTOPOHE
CTEepUIIA3ATOpPA.

4.1.3.9 3a ucxmoucHWEM TieNieil 0OCHTYKHUBaHHSA, HE JOJDKHO WMETHCS
BO3MOXKHOCTH  ONHOBPEMEHHOTO  OTKPHITHS ~ 00eWX  JBEpeil  KaMepsl
CTEPUIIN3aTOPa IBYCTOPOHHETO [[IPOXOJHOTO] THIA.

4.1.3.10 ObGe CTOpOHBI CTEpWIM3aTOpa ABYCTOPOHHErO [MPOXOAHOTO]
THMAa  JOJDKHBL  OBITh  CHAaOKEHBl  yCTPOWCTBOM,  TOKA3HIBAIOIMIAM
BO3MOXKHOCTB/HEBO3MOXHOCTh ~ OTKPBITHS ~ JABEPH C  OTOW  CTOPOHBI
CTEPUIIH3ATOPA.

4.1.3.11 HMumukamus «L{ukn 3aBepiuieH» AOJDKHA BBIKIIIOYATHCA MPH
OTKPBITAM OBEPH. JJIsi CTEPMIIM3ATOPOB JBYCTOPOHHETO [IIPOXOMHOrO] THma
3arpy3ouHas JBepb JOJDKHA OCTABaThCA  3alepPTOM, MOKA OTKPHITAA

pa3rpy309Has 1Beph He OyAeT BHOBB 3aKpHITa H 3amepTa.

4.1.4 TIpeaBapuTeJbHBIH HATPEB KaMepbl CTEPHJIH3ATOPA

BHyTpCHHI/IC TIOBEPXHOCTH KaMEPhl CTECPUITN3ATOPA AOJIKHBI HArpeBaTbCAa
1A JOCTHOKCHHUA 3aJaHHBIX TCMIICPATyp. HyCK HOUKJIA CTCPUIIU3ANAA JTOJDKCH

OBITB HEBO3MOJKEH, ITIOKa 3TO YCIIOBHEC HE 6yz[eT BBITIOJTHCHO.

4.1.5 TloakaroueHHe UCIBLITATEILHBIX MPHGOPOB

4.1.5.1 Kamepa crepunuzaropa JOJDKHA OBITE CHa0XKeHA KOHTPOIBHBIM
COEIMHUTENIEM, MCIIONB3YEMBIM JUTA TIOAKITIOUEHHS KOHTPOJIBHOTO M3MEPHUTENS
JaBJIeHUs. DTOT COSAMHUTEND JIOJDKEH HAXOJUTHCS B TOYKE JIETKOTO JOCTYIIA,
HO HE B TPyOOMpOBOJE MOJAUYM MUTAIONIEH Cpedsl W HE B TPyOOnpoBoje i
OTKauK{ KaMepbl, U IO/DKCH OKaH4YMBATHCs TPyOHOH pe3rboit G 1/2A mo ISO

228-1. Ilpumep Takoro COeAMHMUTENS MOKA3aH Ha PUCYHKeE 1.

13
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Pa3mepbl B MunanMeTpax

2,5;0,5 20£005 0.

aTpyb6Has pesbba G 1/2A no ISO 228-1.

PucyHok 1- lMpyvmep KOHTPONLHOIO COeANHUTENS
[N19 NOAKNOYEHNA KOHTPO/IbHBIX NMpU60opoB

KOHTPONbHbI  COEANHUTENb AO/MKEH ObiTb CHAGXeH KONMavykom,
nomMeyeHHbIM 6ykBamu PT (Pressure Test - KOHTponb AaBneHus), 1 YMNNOTHEH
MNNOCKUM WA  TOPOUAAIbHBIM  KOJbLEBLIM  YINJIOTHEHNEM, YCTOMUMBBIM K

BO3,EI,el7ICTBVII-O CTEPUINIYIOLLETO areHTa U AaBfeHNA.

MpumeyaHne - Ecnm HauuoHanbHble HOPMATMBHbIE [OKYMEHTbI TpebyloT
KannbpoBKM BCEX W3MepUTeNneil AaBNeHMs, COEAUHEHHbIX C COCYAOM, paboTarolum nog
[laBfieHneM, MOryT mnoTpe6oBaTbCA TPOMHUKM U 3anopHble KpaHbl C TFEPMETUYHbIMU

3arylikaMmu, no3sonsioLLue NogKAYaTh 06pasLoBblie NpU6opsI.

4152 Kawmepa cTepunmsatopa f[O/KHa ObiTb CHabXeHa NpsMbIM
KOHTPONbHbLIM ~ COeAWMHUTENIEM,  WUCMONb3yeMbiM  AN1A  MOAK/IOYeHUs
KOHTPONbLHOrO M3MepuTend Temnepatypbl. [lpumep Takoro coeavHUTENs
MoKas3aH Ha PUCYHKe 2. OTOT COEAMHWTENb [O/HKEH HAaxXOAWUTLCA B TOUKe
Nerkoro foctyna.

KOHTPO/bHbIA  COefuHUTENb  AO/MKEH OblTb CHabXeH KONMauykoMm,
nomeyeHHbiM OykBamu TT (Temperature Test - KOHTponb TemnepaTypsbl), U
YNAOTHEH  MJIOCKUM  WUAW  TOPOUZANbHBLIM  KOJbLEBLIM  YMIOTHEHWEM,

YCTONUMBBLIM K BO3AENCTBUIO CTEPUNM3YIOLLETO areHTa 1 [aBeHus.
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Pa3mepbl B MUAnumeTpax

aTpy6Has pe3bba G 1/2A no ISO 228- 1

PucyHok 2 - MNMprimep KOHTPO/IbHOrO COefuHUTENs A8 BBOAA
N3mMepuTeNnsa Temneparypsbl

4.2 PacyeTbl N KOHCTPYKUUA

4.2.1 O6wue ceegeHus

[AwvpekTvBa EBponeiickoro coseta no cOAMXEHUIO 3aKOHOB roCyAapcTB-
YNeHOB B OTHOLIEHUM o6opyfoBaHuUA, paboTalowero nojg AasfneHuem, Obina
BbiNyLlleHa 29 maa 1997 r. (97/23/EC), Kpome TOro, MoryT 6biTb MPUMEHUMbI

eBponeiickue ctaHgapTel EN 13445 n EN 14222,

4.2.2 TpybHas 06BA3Ka U PUTUHIU

4221 Tpy6bHaa o06Bsiska ¥ QUTUHIKM  (BKAKOYasi,  Hanpumep,
YNNOTHWUTE/bHbIE  MPOKMaAKW), KOTOpble  MOryT  KOHTaKTMpoBaTb C
NPOLLECCHBIMU XMMUKATaMU, AOMKHbI OblTb M3rOTOBMEHbI U3 MaTepuanos, nNpu
pacyeTHbIX pabounx YyCnoBMAX YCTOMUMBLIX K BO3LEACTBUIO 3TUX XMMMUKATOB.

OHM He AOMXKHbI BbIAENATb HUKAKUX CYy6CTaHLUMIA, M3BECTHBIX Kak TOKCUYHBbIE,
B KO/MMYecTBax, CMNOCOGHbIX C034aTb Yrpo3y 340POBbI0  NKOfeid  unu

OKpy>KaroLleli cpege.

MpumMmeuyaHue - Bo wu3bexaHne MOTepb Temia WM KOHAEHCALWU Bce

TPy6ONPOBOAbLI, MEPEHOCALME MNUTAlOWME Cpefbl B CTEPUAM3aTOp, [O/MKHbI  BbiTh
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TEIIOU30JIUPOBAHBI, 3a UCKIIIOYCHUECM CJIy4YacB, KOraa TCIUIOU3OJALNA MOXKET NOMEIIAaTh

(PYHKLIHOHMPOBAHHIO CTEPHITU3ATOPA.

42272 Toukd NMOAKIIOYEHUS MOJAYH BOJBI, Mapa M CIHBA JOJIKHBI
ObITh OOecredeHbl CpeACTBAMH, NPEIOTBPAINAOIMME TONANAHHE YACTHIL,

CMOCOOHBIX YXYIIIHATH pabOTy CTEPUIN3aTOPA.

IIpumeuanune — K Toukam moAxiFOueHHs! MATHEBOI BOIBI U CJIMBA MOTYT OBITH

NPUMEHHNMBI TTOJIOKEHM HALMOHAJIBHBIX HOPMATUBHBIX TOKYMEHTOB.

4223 Tpybnas oOBsA3ka [MO/DKHA OBITH pacCYMTaHa TaK, YTOOHI
MPeIOTBPANIaTh HAKAIUTMBAHNE KOHACHCATA.

4224 Bce ymnpaBisiomue KiamaHkl Ha TPYOHOH OOBSI3KE JIOKHBEI
UMETh HECMBIBACMYIO/HECTHPAEMYIO MapKHPOBKY, OTHOCAIIYIOCS K HX
dbyukumsm (cum. 8.4).

4.2.3 Cucrema 0TKaYKH

4.2.3.1 Crepunuzatopbl JODKHBI OBITh 00OPYIOBAaHBI BaKyyMHO#
CUCTEMON IJIA yIaleHHus BO3AyXa, BOABI M CTEPHIM3YIOIIETo areHTa. HikHee
3HaueHHWe aOCONIOTHOTO  JaBJICHHWs, HEOOXOAMMOTO /ISl  BBIMOJHEHHS
TpeboBaHuii pasaena 6, NPH UCHBITAHUAX B COOTBETCTBHHU ¢ A.3 (MPHUITOKEHHE

A), TOKHO OBITH YCTaHOBJICHO.

IIpumeuanue — BakyymHble CHCTEMBI B OCHOBHOM pabOTarOT Ha BOJE.
Crnenyer ymenaTh BHUMAHHE ONTHMHU3ALMH KCIOJIb30BAHHS BOJAbI B TAaKUX CHCTEMAX,
TIOCKOJIbKY JIOJDKEH OBITh coOmoneH OamaHC MeXAy HCIOIb30BAHHEM PECYPCOB U
pasBeAeHHeM pacTBopa GopManbaeruaa A0 KOHUEHTpaluii, Oe30MacHbIX LI OKPYKAroIen

cpens! (cM. Takxke npusoskerue F).

4.2.3.2 Crepunm3atop J0/DKEH OBITh CHAOKEH CPEACTBAMHE IIPOBEPKU HA
yTe4Ky, BKIIOYAIOIIUMH B Ce€0s HETMOCPEACTBEHHO KaMepy CTepHIIH3aTopa M

BCIO CBSI3aHHYIO C HEH TPYOHYIO 00BSI3KY W (DUTHHIH.
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Ipu mpoBepKe Ha YTEUKY Kamepa CTepPUIIM3aTopa M CBs3aHHAd ¢ Hel
TpyOHas OOBA3KA MOJDKHEI OBITh OTKauaHbl (BaKYyMHPOBAHBI) /IO TOUYKH
MHHHMAJIBHOTO TIPOLECCHOTO AaBicHHS WM Hrke. CKOPOCTh BO3pacTaHHA
JIaBJicHs He NoJbkHA npesbimath 0,1 xlla/MuH 3a mepwox He MeHee 5 MUH U

He OoJiee 15 MHH TTOCIE JOCTHKEHHS MAHIMAJIBHOTO JABJICHHA.

4.2.4 DnekTpuyecKasi 1 MEXaHHIECKAs 0€30macHOCTh

4241 B OTHOmIEHHH OOLIEr0 KOHCTPYMPOBAHUS JOJDKHBI OBITH
npumeHrMbl EN 61010-1 1 EN 61010-2-042.

IIpumeuanue - JlIA PYKOBOACTBA B OTHOINEHWH CreLU(pUUECKHX
ocobeHHOCTeH KOHCTpyHpoBaHus Moxer Obirb npumeHeH EN 60204-1. Pykosopsuiue

ykazauus EN 60204-1 mo3BOJAT CHU3UTH 00bEM HCTIBITAHUI.

4.2.4.2 Crepunuzatop NODKEH yIAOBIETBOPATH TpeboBanuaM EN 61326
B OTHOIIEHUH AJIEKTPOMAarHuTHoi copmectumocta (OMC).

Crepunuzaropsl, padotapomue JauO60 B 30HAX, MNPEINONArafomnux
HCIONB30BAHUE  MEIUIIMHCKOTO  3JIEKTPHYECKOro o0OpynoBaHUA, JHOO
mOOMM30CTH  OT  JPYroro  YyBCTBHTEJIBHOTO O0OpYIOBaHHA, ClEAyeT
paccMarpuBaTh Kak obopynoBanue kinacca B B coorsercteun ¢ EN 61326.

ITomMex0ycTOHYHBOCTh MOKHA OBITH MPOBEPEHA B COOTBETCTBHH ¢ EN
61326, Tabimma A.1.

Bri6op kpuTepHeB MOMEXOYCTOMYHBOCTH CJIEAyeT MPOBOJUTH B
cootsercTBUM ¢ EN 61326.

BriOpaHHble KPUTEPUH NOMEXOYCTOMYMBOCTH JOJDKHBI FAPaHTHPOBATD,
4To pabodyMe  XapPaKTEPUCTHKH  CTCPIIM3AaTOPa, YCTAHOBIICHHBIC B
COOTBETCTBUM ¢ 5.2, OyayT cOOMIOACHEI B HOPMAJIBHBIX YCIIOBHAX
SKCIUlyaTalMd TPH BO3ICHCTBHM TMOMEX B COOTBETCTBUH ¢ EN 61326,

Tabmmma A.1.
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4.2.5 Cucrema adpanyu

4.2.5.1 Tlpn BEHTHIMPOBAHMM KaMepPbl CTEPUIM3ATOPA B XOAE adpalluH
B LEIAX AecOpOIH W YpaBHUBAHUS MABJICHHUM B KOHIIE IPOIECCA AOJKHA
OBITH IPEeIOTBpAIIeHa MUKPOOHAS KOHTAMHUHAIMA 3arPy3KH CTEPHIM3aTOPA.

4.2.5.2 OunsTp, BCTpaUBAEMBINl B CTEPHIIM3ATOP JUTS NPEAOTBPAILIEHHUS
MUKPOOHOH KOHTaMHHALMK 3arpy3KH B XOHE adpalliy WM ypPaBHHBaHHS
JABJICHAHN, JOJKCH OBITH JIETKO JOCTYIEH Ui 3aMeHbl. OWIbTP JOKEH OBITh
croco0eH yaepkuBath 1o MeHbIueit Mmepe 99,5 % gwactun auamerpom 0,3 MKM
TIpH TIepemnae aBiieHui 1 6ap v mpH MaKCHMAaIbHOM BO3TYITHOM TIOTOKE.

Mexny ¢umsTpoM u KaMmepoW cTepmwin3aropa JODKHO — OBITh
MPEAYCMOTPEHO HATMYNE CPEJCTB, TPEA0TBPALIAOIIMX MPOTOK JKUAKOCTH M3

KaMephl CTEPHITH3ATOPa K PUIBTPY.

4.2.6 Pamsbl 1 naHe, M 00IIHBKH

42.6.1 Ectm moctym K OOKOBBIM CTOPDOHAM CTEPHJIH3aTOpa HE
TpedyeTca ANA ero HOpMalbHOM 3KCIUIyaTalyuy, OOKOBBIE CTOPOHBI JTOJKHBI

OBITh 3aKPHITHl TAHEIIIMA OOIITUBKH.

IIpumeuanue 1 — Crepunmsaropbl, NpeAHa3HAYCHHbIC AJSI BCTPAUBAaHHs B
CYLIECTBYIOLINE CTEHBL, NPH YCIOBHU OOECIEUEHUs] CIUTHOTO CTBIKA MEXHY CTEHOH M
nepeqHuMH (JIULEBBIMY) MaHE/SIMA HE HY)XKIAIOTCS B OoOecre4eHrH GOKOBBIMH MaHeNsIMH

OOIIMBKH.

Tlanenu oOOWHMBKM HOJDKHBL O0JafaTh JOJIrOBPEMEHHON YCTOHYMBOCTBIO K

kopposuu. K crepuimsatopy JOmKHBI ObITh IPUIIOKEHBI HHCTPYKLIAH 110 OYHUCTKE TIaHENei.

Ilpumedanue 2 - B naHemax OOIIMBKH MOTYT HMETbCS BEHTHILILHOHHBIC

OTBCPCTUSA.

4.2.6.2 TlaHenu OOIIMBKHA CTEPIIM3ATOpa MAOJDKHEI 00ECICUMBATH

AOCTYII JJIA BBIIIOJTHCHUA pa60T o 06CHY)KI/IBaHI/IIO.
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IIpumeuanue — Jloctyn ana obcny:kMBaHHS NOJDKEH OBITH OPraHU30BaH Tak,
4yToObl HE HapyuiaTh TpeOoBaHus 0GE30MacHOCTH B OTHOLIEHWH KaK MPOAYKTA, TaK H

nepconana. TpeGoBaHus k opranusanuy aocryna obyciosiensl no EN 61010-2-042.

4.3 IlpuGopbl (ycTpoiicTBa) AJA UHAHUKAUMH, HW3MePEHHS H

perucTpanuu

4.3.1 OOume ceeaeHust

4.3.1.1 YcrpoiicTea m npuCOpH A1l HHOAUKALKH ¥ perucTpammy (xanee
- MpUOOPHI) JAOJDKHBI ObITh WACHTH(UIUPOBAHBI MO CBOMM (yHKusM. OHH
JIOJDKHBL OBITH JIETKOAOCTYITHBI, UMETh YETKYIO HECMBIBAEMYIO/HECTHPAEMYIO
MapKHPOBKY, OBITh JIESTKOUATACMBIMH U YIIPABIIIEMBIMH.

4.3.1.2 [Tpubopsl AOIDKHBI OBITH PACMONIOKESHBI W/WJIA  3aIMATICHBI
TakuM 00pa3oM, 9TOOB HX PabouKe XaPaKTEPUCTHKH OCTABAIMCH B MpPEACIax
YCTaHOBJICHHBIX JOIYCKOB BO BpeMs PabOTHI CTEPHIIA3ATOPA.

4.3.1.3 Ecmu npubop Ans WHIAKAOHH TOOKITIOYAIOT MOoouepeaHo Oonee
4yeM K OIHOMY [JAaT4WKy, HOJDKHA OBITh TPEeIyCMOTpeHa HempephiBHAA
UHAWUKAIWA aKTUBHOTO AATUMKA, ¢ KOTOPOTO B TEKYMIHIi MOMEHT CHHMAKOT
MOKa3aHuA.

4.3.1.4 Tlokazauust IpAOOPOB /UTA WHIAKAIAA ¥ PETHCTPAIUH JOIKHEL
ObiTh umTaeMbBIMEH ¢ paccTossHES (1 = 0,15) M mpW HOpPMaNbHOM WM
CKOPPEKTHPOBAHHOM 3PSHUU U OCBEINCHHOCTH (215 £ 15) nk.

4.3.1.5 TlpuGops! A MHANKALIMHA, H3MEPEHUSA W PETHCTPAITAN JOKHEL
OBITh CHaOXXEHBI CpPEACTBAMH PETYJIMPOBKH HA MeECTE OSKCILIyaTaluH 6e3
JIEMOHTa)ka IIyTEM HCIOB30BaHUs YCTpPOiCcTBA AocTyma. s aHajoroBbix
npubOpoB, NEMOHTAX KOTOPHIX 3aTPYIOHEH, AOJLKHBI OBITH TPEXYCMOTPEHBI

CPEeACTBA PETYIUPOBKH HA MECTE.

IIpumeuanue — Ilpu ucrnonb3oBaHUM LUGPOBBIX MHAWKATOPOB NABJICHHS

MOXKET HOTpe6OBaTI>C$[ JOTIOJIHUTEJIbHBIA HHAUKATOp ¢ MEXaHUYECCKUM NPUCOCOAUHECHUEM
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IUIsL YOOBJETBOPEHUsI TPeOOBAHUI HAIIMOHAJBHBIX MOJOXKEHHH O cocymax, paboTaromux
noj nasineHueM. Ecinu aHanoroBelii NpUOOpP YCTAHOBJNEH TOJBKO Ui 3TUX LIENEH,

Tpe60BaHI/Ie O BO3MOXKHOCTHU PETYIIUPOBKHA HA MECTE NOJUKHO OBITb UCKJIIOYEHO.

4.3.1.6 JdomonHuTenbHbe (DYHKIUHM, WMCIOIIMECS y TPHOOPOB JUIA
PETUCTPALUK WM WHAWKALWK, HE TOJDKHBI YXYALIATh TOUHOCTh PErHCTPALlUA

JaHHBIX WX HHAWKAIIUH.

4.3.2 I[Ipubopsi (ycrpoiicTBa) AJIsi H3MEPEHHASN TEMIIEPATY PbI

4321 Ilpp  WCHONB30BAaHWUM  [UIE  YMPABJCHUS  MPOLECCOM,
MOHHUTOPDHHTAa WM PETHCTpAllMH JaHHBIX TNPHOOPHl YIS WU3MEPEHHSA
TEMIIEPaTypsl AOIDKHBI AMETh MAaKCHMAJIbHYIO morperHocTh 1 K win meHee B
muanasoHe m3mepermii or 20 °C mo 100 °C u uMeTh BO3MOMKHOCTH
perymupoBku g0 * 0,5 K wmwiM MeHee OTHOCHTENBHO TeMIEpPATyPHI

CTCpUIIU3allun.

4.3.2.2 Cuctemnl yIpaBieHUS TEMIIEPATYPOi JOJKHEI ObITh 3aIMIIECHBI
0T HECaHKIHOHWPOBAHHOTO JOCTyNa ITIyTeM WCIOIB30BAaHMA YCTPOHCTBA
JOCTyTA.

4323 Jlns wW3MEpeHWs TEeMIEpaTypbl Kamepbl JOJDKHBI  OBITh
HCTONb30BaHbl [0  MEHBIIeH Mepe JBa  HE3aBHCHMBIX  JaTUHKa,
MPEIHA3HAYCHHBIX UL WHAWKAIWY, YIPABJIEHUS MPOIECCOM W PETHCTPAIAA
JTAHHBIX. Hatuuku  momkxHBI  OBITH  PACIONIOKEHBI B Hambomee
IPEACTaBUTENIbHON TOYKE KaMmephl, Clelu(HIMPOBAHHOW KaK KOHTPOJIbHAS
TOYKA U3MEPEHUS TEMIIEPATYPHI.

4.3.2.4 Tlpubopst perucTpanuu JTaHHBIX u pubOPEL
MOHWTOPHHIA/YIPABICHUS JOJDKHBI OBITH B3aMMHO HE3aBHCUMBI, Kak

IIPEIIOKEHO Ha JIF000# 13 cxeM, MOKAa3aHHEIX Ha PHCYHKE 3.
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| - npubop, nokaskiBatoLWii Temneparypy; 2 p - npnéop, perncTpupyoLmii Aasnexue;
- npu6op, NokKasbIBAIOLWIA JaBNEHNE; LB - KOHTPONEP, YNPaBNSIOLWWMIi TEMNEpaTypoii;
npu6op, perucTpupyloLmii Temneparypy, -KOHTPONNEp, YNpaBNsAoWKiA AaBneHnem

PucyHok 3 - Cxembl opraHmsalmmn noAKIYeHUs AaT4nMKoB TemnepaTypbl v
JaBfieHuns
4.3.2.5 [atumk TemnepaTypbl, BKNHOYasd WU3MEpPUTESIbHYHO CUCTEMY, K
KOTOpPON OH NPUCOEAMHEH, AOMKEH WUMeTb BpeMmsi peakumn T)9< 5 c npm
MCMbITAHUW B NMOTOKe BoAbl B cooTBeTcTBUM ¢ EN 60751.
4.3.2.6 CucTeMbl  ynpaBneHWs  Temnepatypoli  AO/MKHbI  UMETb
(OYHKUMIO, BbI3bIBAIOWYIO WHAMKAUMIO O HEWUCNPaBHOCTU, €eCcnn  Aatyumk

TemnepaTypbl BbIXOAUT 13 CTPOS.

4.3.3 Tpubopsbl (YCTPONCTBA) MHAMKALMN TeMnepaTypbl
B ponosnHeHne K Tpe6oBaHuaM  4.3.2.1 npubopbl  MHAMKaUMW
Temnepatypbl AO/MKHbI:
ObITb rpafympoBaHbl B rpagycax Llenbcus;
NUMeTb AnanasoH namepeHunii 0 °C - 100 °C;
aHaioroBble Npubopbl - KMMETb FPafyVpPOBKY C LIEHON AeNeHus
LWIKanbl He xyxe 2 °C;

uMdpoBble Npubopbl - UMeTb paspeLleHne He 6onee 0,1 °C.
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4.3.4 IIpudopsl (YCTpoiicTBAa) H3MePEHHN U MHAHKALMH JABJICHHSI

4.3.4.1 TlpnGops! M3MEPEHU W MHAMKAIMH JABIICHHS, MCIOJIb3yEMBIE
IUI1 PErucTpalyy AAaHHBIX, MOHHMTOPHUHTA HWJIH YIPABJICHHS IPOLECCOM,
JOJDKHBI OBITH 3aIAIICHEl 0T HECAaHKIHOHHPOBAHHOIO JOCTYNA C MOMOLIBIO
YCTpOIicTBa AOCTYyMA.

43,42 ]l perucTpali JaHHBIX H MOHHTODHHIA WM YOPaBICHHA
IIPOLIECCOM TOJDKHBI OBITh TIPHMEHHMBI CHCTEMBI, H3MEPSIOMAE abCOMIOTHOE
JaBJICHHUE.

4.3.4.3 Jlna w3MepeHnsa OaBjeHHA B KaMepe CTEPHIIM3aTopa JAOJDKHBI
OBITH MCIOJb30BaHBI MO MEHbLIEH Mepe JBa HE3aBHCHMBIX [ATYMKa,
IMpeAHA3HAYCHHBIX U WHIWKALMH, PETHCTPALNH NAHHBIX WA YIPABJICHHS
TIPOLIECCOM.

4.3.4.4 YcrpoiicTBa perucTpanyu JaHHBIX u ycTpoiicTBa
MOHHUTOPHWHT2/YIIPABICHUS TO/DKHBI OBITh B3aHMHO HE3ABHCHMBI, KaK
IPEIITONIOKEHO Ha JIFOOO0M M3 CXEM, OKa3aHHBIX HAa PUCYHKE 3.

4.3.4.5 Kanaysl m3MEpeHHs TABJICHAS, UCTIONB3YEMBIE IS YIPABIICHHS
IOPOLIECCOM, MOHHTOPWHTA W PpETHCTPAllMM JAaHHBIX, JO/DKHBEI —HMETh
MaKCUMAaJIBHO JONYCTUMYIO MorpemHocTh 1 % mo BceMy Anana3oHy MIKabl 1
Jonyckats koppektuporky 1o + 0,8 xIla mim meree B quanaszone ot 0 k[la (0
6ap) 10 JaBJIEHHS CTCPHITA3AIINH.

4.3.4.6 Kanamsl m3MEpeHAS TABICHUS, UCITONB3YEMbIC U YIIPABICHHS
IIPOIIECCOM, MOHMTOPHHIA U PETUCTPALMHA JAHHBIX, JO/KHBI UMETh (DYHKIHIO,
BBI3BIBAIOIIYIO HHIAWKAIIMIO O HEHMCIPABHOCTH, €CJIM HaTYHK JaBJICHHS
BBIXOUT U3 CTPOSI.

4.3.4.7 YctpoiicTBa MHANKAIIAHN TABJICHUS TOJKHBI HMETh.

- TPaayMpoOBKY B kmtomackassax (kl1a) wmm B 6apax;

- IIKay, oxXBaTeBaroIIyfo auamnazon ot 0 xIa (0 6ap) mo 3HaueHWA, Kak

MHUHUMYM Ha 10 % BblllIe 3HAUEHUS MAKCHMMaJjbHOI'O MPOLIECCHOTO padouero
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JIABJICHWS, TP WX HCHONB30BAHUHM IJIA YIPABJICHHA MPOLIECCOM HIIH IS
MOHHUTOPHHIQ,

- MAKCUMAJIbHO JAOMYCTHMYIO MOTPEIIHOCTh, YKa3aHHYIO B 4.3.4.5, npu
WX WCITONIb30BAHHH ISl YIIPABJICHUS MPOLIECCOM HWITH JUIA MOHMTOPHHTA, WJIH
AMETh MAaKCHMAITBHO JIOMYCTUMYIO TOTpetrHocTh 1,6 % unu nydmie mo Bcemy
JIMana30Hy Kbl [IPH UCTIONB30BAHUH JUTA APYTHX Heneil;

- aHaJIoroBble MPUOOPBI — UMETH LICHY AeTeHUs WKaibl He 6onee 5 klla
(0,05 6ap) mpW WCHONB30BAHWM JUIA YTIPABICHHA MPOLECCOM WK JUIS
MOHHUTOPHHTA, WM UMETh IieHy Jenennsa mkanel e Oomee 20 x[la (0,2 6ap)
TIPH UCTIOJTb30BAHMH TS APYTHX MENCHH;

- aHaJoroBble NPHOOPHI, MOKA3BIBAIOIINE H30BITOUHOE HABJICHHWE, —
UMETh YeTKYI0 WACHTH(PHKANNIO MAaKCHMAJIbHO MOMYCTHMOIrO pabouero
JaBJICHUS,

- nudposbie npubopsl — uMeTh paspeuenue e 6onee 0,5 klla (0,005
6ap) u momyckarh koppektupoBky g0 +0,8 klla (0,008 Gap) wiu nyumre B

muana3one ot 0 klla J0 3HaYCHHUA JABJICHUA CTCPUIIM3alluH.

4.3.5 TaiiMepsI 1 yCTPOICTBa HHAUKAIINHA BPEeMEHH

4.3.5.1 TaiiMep IOKEH YIPABIIATH BPEMEHEM Y IEPIKAHHUA.

4.3.5.2 Tlepuost BpEMEHU, OTCUUTHIBACMbIE B npouecce
CTEpUNIM3aLMM, JODKHBl MMETh HEOMPENEIEHHOCTh M3MEPEHHSA HE XYKe
+1,0c.

4.3.5.3 Ilpn wHIWKANWH [OaThl W BPEMEHW NPHMEHHMBIME JOJDKHBI
ObiTh (hopMaThl rojbl: MECSLB: AHHM (ITT:MM:IA) U Yachl: MHUHYTBI CEKYHIIBI
(uu:MM:ce).

4.3.5.4 Tlepuonpl BpeMeHH IS KaXKAOM 4acTH mporiecca, yIpaBiseMoit
II0 BPEMEHH, JOJDKHBI JIOIMYCKATh PEryJHPOBKY TONBKO C HPHMEHEHHEM

ycTpoiicTBa [cpeacTsa] noctyma.
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4.3.5.5 JlomwkHbl OBITh TPEIYCMOTPEHBI CPEACTBA, HE3ABHCHUMEBIE OT
CPEACTB YNPABJICHUS MPOLECCOM, sl BepU(HKALUH IEPHOAOB BPEMEHH

WCTIOJIHEHUS KaXKA0H (hasbl mporecca.

4.3.6 CuyeTYHK IUKJIOB CTEPHIM3ANUH

JlomkeH OBITh PEAYCMOTPEH CUSTUMK ISl HHAUKALMH KYMYJISTABHOTO
YKCla BCEX 3allyIECHHBIX HA CTEPWIM3ATOPE LMKIOB, B TOM YHUCIE M TE€X, B
XO/l€ HCHOJIHEHHA KOTOPBIX BO3HHKaNH cOou/HencnpaBHOCTH. Cyerunk
LUKJIOB JIOJDKEH MMETh HE MEHEE UYETHIPEX Pa3pAloB U HE JOJDKEH JAOMYCKaTh

BO3MOXKHOCTH CJIY9alHOI'O WJIM HAMEPEHHOTO cOpoca MOKa3aHMid.

4.3.7 CpencTBa 3alIHCH M PErHCTPALIHH JAHHBIX

4.3.7.1 OOmme TpeboBaHUS

4.3.7.1.1 3anmceBaromuii MpUOOpP JAOIKCH OBITH HE3aBHCHMBIM, T. €.
€ro M3MEpUTENbHBIC WENMH, a Takxke oOpabdaTeiBacMbic WM JaHHbIE H
pacreyaTeiBacMble 3HAUSHUS JOJDKHBI OBITh HE3aBUCHMBI OT aBTOMATHYECKOTO

KOHTpOJUIEpA.

IIpumeuanue 1— DOto TpeGoBaHUe He UCKIIOUAET Mepenady HHPOPMAIIHOHHBIX

JaHHBIX OT aBTOMAaTHYECKOT0 KOHTPOJIIEPa K 3aIliChIBAOIEeMy TPUOOpY n 0OpaTHO uepes

KOMOHHHPOBAHHYIO CHCTEMY Mepead TaHHbBIX.

HDpumeuanue 2 — HpeHTHOHUKATOp CTEPUIM3ATOPa, HOMEP LHUKIA W

UAEHTHPHUKATOP 3arPy3KH MOTYT 3aMHChIBATHCS ABTOMATHYECKH.

43.7.12 JIna  omepaTMBHBIX  WMHCIEKIWH, a  TaKKe I
JOKyMEHTUPOBAHUA TIaPTUU AaHAJIOTOBBIE W [U(POBBIE 3aIHCHIBAIOIIHE
npubOpbl  MOJDKHBI  3alMCHIBATh 3HAUCHUSA [JABJCHHS M TEMIIEPATyPhl
OTHOCHUTEJIBHO BPEMEHHM HCIONHEHHA LWKIA. 3amiuCH JOJDKHBI TO3BOJISTH
BBIIIOJIHEHUE OLEHKH JAHHBIX HAa COOTBETCTBHE CIEHHU(UIIMPOBAHHBIM
npodunsaM TeMnepaTypsl M JAaBICHAS HA MPOTSHKCHUH BCErO HMUKIA [cM. 9.2,

NepeUrCIIeHrE a)].
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Ilpumeuanue — PacneuarsiBaeMble JaHHBIE MOTYT COCTOSTH M3 LH(POBBIX

OaHHBIX, aHAJIOTOBBIX KPHUBBIX HJIU U3 UX COUCTaHHA.

4.3.7.1.3 3anmcu, BBINONHAEMBIE 3aMHCHIBAIOIINUM IPUOOPOM, JOKHBI
OBITh UNTACMBIMH B COOTBETCTBUHU C ONpeAeNeHHeM, NaHHbIM B 4.3.7.1.6, wu
HOJJIE)KAaTh XPAHEHHUIO B YCTAHOBJIEHHBIX YCIIOBHAX B TeUeHWE He MeHee 10
JeT.

43714 Ecnmm B CTepwiH3aTOpe BO3HHKAET HEUCIPABHOCTH,
3aMUCHIBAIOINNN NpUbOp MOMKEH MPOACIIKATh PaboTaTh, 3a WCKIIOYCHHEM
cilydaeB mepe6oeB B TOAAaYe HA HErO NUTAHWA WIH BBIXOAA M3 CTPOs
HETOCPECTBEHHO 3alMCHIBAIOLIETO MPHOOpa.

4.3.7.1.5 3anmceiBaromme TpUOGOPH JOJDKHBI MMETh MHTEpBan cOopa
TAHHBIX HE XYK€ 2 C Ha KK/l KaHaJ.

43.7.1.6 3amucu  AOMDKHBL  OBITH YHTAEMBIMH C  PacCTOSHHSA
(250 + 25) MM mTpHM HOPMA&IBHOM WM CKOPPEKTHPOBAHHOM 3DEHHH H
ocsemeHHocTH (215 £ 15) k.

437.1.7 Ecnu mkaja BpeMEeHH MAapKHPOBAaHA, €IUHHIIAMH IIKAJIBI
JOJDKHBI OBITH JTUOO CEKYHIBI, THOO MHHYTHI, JIMOO Yachl, MO0 JOJDKHEI OBITH
WCIONBb30BaHBl  COOTBETCTBYIOIIME MHOXHWTENW. [lepuoasl BpeMeHH 10
5 MUH JOJKHBI UMETh HEOIPENEIEHHOCTh M3MepeHus 2,5 % WM MeHee, a
nepuoasl BpemeHu 6osee 5 mud — 1 % mnm MeHee.

4.3.7.1.8 Jlomxuabl OBITH TPEAYCMOTPEHBI CPEACTBA KOPPEKTHPOBKH
3aMUCHIBAIOIIECTO MPUOOpa Ha MECTE AKCIUTyaTallid IyTeM KCIIOIb30BAHHS
YCTPOWCTBA NOCTyMA.

4.3.7.2 3anuceIBaromye mpruOOPbL, TPOU3BOISAIIAEC aHAJOTOBBIE 3aIIHCH

4.3.7.2.1 3anmceiBaromme TPUOOPHI, MPOHM3BOSINNE AHATIOTOBHIE
3aIlUCH, JOIKHBI UMETh CKOPOCTH MPOTHKKU OyMaru He MeHee 2 MM/MUH.

4.3.7.2.2 1lpu 3ammcu Ha OXHOM ¥ TOM e AMArpamMe ABYX WM Oojee

NEPEMEHHBIX PACTICYaTBIBACMBIC Ha AHATPAMME MCTKH IIKAJIbl JOJIKHBI OBITH
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o0mmMH 1711 BCEX PETHCTPUPYEMBIX IIEPEMEHHBIX, a HaWOOJBIIMiA
MapKHpyeMBIii MHTEPBaJl AOJDKEH OBITh MOC/IEAOBATEIBHBIM AJIS KXIOU U3
PETHCTPHPYEMBIX TICPEMEHHBIX.

4.3.7.2.3 3anwceBaolie TpHOOPH, TPOW3BOIANIAC AHAIOTOBHIE
3aIMCH, JMO/KHBI UMETh IIMPHHY TIKAJIBI JUarpaMMHON OyMarm He MeHee
100 mMM.

4.3.7.2.4 3anuceBaoliie  3HAUYEHHA  TEMIIEpaTypel  MPHOOPHI,
TIPOM3BOIAIINE AaHAJIOTOBHIC 3aITACH, IOJIKHBI:

- WMETh MIKATy, TPanyHpoBaHHYIO B rpaxycax Llenscus;

- HMMeETh IKaly, OxXBaThiBatomyo auanason ot 0 °C go 100 °C;

- WMETh MaKCHMAJIbHO AOMYCTAMYIO TOrpermHocTh 1 % wimn MeHee B
nuana3zoxe mkaisl ot 0 °C go 100 °C;

- JIONYCKaThb BO3MOXHOCTb KOppekTHpoBkM Ha + 1 °C wmu MeHee
OTHOCHUTENIbHO TEMIIEPATYPhI CTEPHITU3ALMH.

4.3.7.2.5 3anwceBaOIHe JaBjieHHe MPUOOPH,  MPOH3BOIAIINAE
aHaJIOTOBLIE 3aITHUCH, JIOJKHBL

-  WMeTh Ha AuWarpaMMe IOKamy, TPaIyMpOBAaHHYIO B 0Oapax wWid
KHWJIOIacKajax;

- WMeTh WiKajay, OXBaThBaromyr amamaszon or 0 xlla (0 Oap) mo
MaKCHMAJTBHOTO pabodero AaBJiICHHUS IPOLECCa,

- HMMETh MaKCHMaJIBHO JOIYCTHMYIO IIOTPENTHOCTH 3anmuck 1,6 % v
MeHee 10 BCEMY AWama30Hy IIKajIbl;

- [OMyCKaTh BO3MOXHOCTh KOppekTHpoBKM Ha 1,0 klla wmu mydqime
IO BCEMY AMAMA30HY IIKAJIEL.

4.3.7.3 3anuceiBaroniye IpuOOPEI, MPOU3BOIAIINE HU(POBLIE 3aHCH

4.3.73.1 3anuceiBaromme npuOOPE, Npou3BOAsALIME  UHU(PPOBEIE
3aIMCH, [JOJDKHBI — WCIONB30BaTh  al(aBUTHO-LM(POBBIE CHMBOJBI U

ONpCACIATh TaHHBIC B BUJAC TCKCTA.
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4.3.7.3.2 3anuceBaromme mpuOOPHl, TPOM3BOAANIME  IU(POBHIE
3aMuUcH, JODKHBI HCIONB30BATh OyMary, MO3BOJLIIOIIYIO I€YaTaTh HE MEHeEe
15 3HaKOB B OJTHOM CTPOKE.

43.73.3 3anuCHBAIOIIHEG TeMIEPaTypy TPHOOPH, TPONUIBOAALINE
IAGPOBLIC 3AITUCH, TOJDKHBI HMETB!

- mKainy, oxsarbiBaonyto auamnazod ot 0 °C go 100 °C;

- MAaKCHMAJbHO AOMYCTHMYIO morpemHocts 3amucu 1 K mimm menee B
manazone ot 20 °C go 100 °C.

43734 3anuceBaplige HaBieHHE MNPHOOPH,  MPOH3BOIAIINE
mUdpPOBBIE 3aAMUCH, TOJKHBI HUMETB!

- mKajiy, oxBaThiBaoiyto auana3on ot 0 klla (0 Gap) ao 3HaueHus,
kak MuHEMYM Ha 10 % BbITIE 3HAYCHHWA MAKCHMAJIBHOTO IPOLECCHOTO
pabouero AaBICHUA,

- HMETh MaKCHMMAJIbHO JOMYCTUMYIO TorpenrHocts 3amucu 1,0 % wmm

MCHEC TI0 BCCMY NUaNa3oHy IMIKaAJIbI.

4.3.8 Huaukanus ¥ perucTpanMs JaHHBIX

4.3.8.1 YcraHOBJIGHHBIE HA CTCPHIHM3AaTOPE NPHOOPHI  JOJDKHEI
obecrieunBarh omeparopa MO MEHBIICH Mepe CIEAYIIEH BU3yalbHOMR
AHpOpPMaIHUeii:

a) WHAWKANWCH 3HAUCHHH AaB/ICHUA B KaMepe CTEPHIIM3aTopa;

b) wuHAMKanWel 3HAYCHUH TEMIEPATyPHl B KaMepe CTEPUIIN3aTOPa;

¢) perucTpaiueii 3HaUeHHI! TEMIIEpaTypsl B Kamepe CTEpUIIM3aTopa
HE3aBUCHMO OT aBTOMAaTHYECKOT0 KOHTPOILIEPA,

d) perucrparmeii 3HAYCHHI [aBICHUS B KaMepe CTEPHIM3aTopa
HE3AaBHCHMO OT aBTOMATHYECKOTO KOHTPOILIEPA,

€) UHJWKAlWeW  3HAYCHUI  TeMmmeparypbl  CIEHKH  KaMepshl

CTePUIN3ATOPA;
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f) wAaUKanwEel 3HAYEHWI NABJICHHS WM TEMIEPaTyphl MCIAPHUTENA
(dbopManbaernaa (I IEMOHCTPALHH €ro CHOCOOHOCTH K BHIMAPMBAHMIO);

g) uHIMKauWell — 3HaueHWH ~ TeMIeparypel  PyOallKH, eciu

CTEPWIN3ATOP UMEET HarpeBaeMyIo pyoarnky;,

h) wunauKaumeld naBIeHWS MOAAaBAEMOrO Mapa MPH HCIONIb30BAHHH
NapOreHepaTopa, MPEeJHa3HaYeHHOTO Ui IUTAHUS CTEPUITN3aTOPA;

1) MHAWKaLUeH TEeKYIIero COCTOSHUS FTOTOBHOCTH (OJKHIAHHS);

J) HHAWKauuel coctosHuA «J[BepH 3aniepThIy,

k) wuHAMKauuel BHIOPAHHOTO LMKJIA CTCPHIIM3ALIHHT;

1) wuHOUKanwuelH «BHIMOTHAETCS HHAKIY,

m) HHIUKAUWEH TeKyiei ¢as3bl HHKIA CTCPHITH3AIIAH;

n) uHauKauwmei «L{ukn 3aBepiieny;

0) WHIWKANWeH HeMCIPABHOCTH, €CJIH TaKOBasi BO3HUKAET (CM. 5.4);

pP) HHAWKAUWEH BO3MOKHOCTH OTKPBITHSA ABEPH CTEPHUIIH3ATOPA;

q) WHAWKaIWeH MOKa3aHWi CYSTYMKA [IHKJIOB.

IIpumeuanue 1 — Ilosuumu c), d) U q) npeAycMaTpHBalOT BO3MOXKHOCTD
BCTPANBaHUs B OIHY 3aITHCHIBAIOILYIO CHCTEMY.
IIpumeuanue 2 — 3a uckimodeHueM ciydaes, onucaHHbix B EN 61010-2-042,

nosunuu a), b), e), f), g) u h) mpexycmMarpuBaloT BO3MOXKHOCTb BCTPAUBAHUS B CHCTEMY, B

KOTOPOii IONIb30BaTENb MOKET BHIOMPATh BBIBO Ha AUCILIEH M0O0ro M3MepeHHsI.

Ipumeuanue 3 - [o3umuss m) - UHAUKAUUA TeKylneil ¢assl LUKIA - MOXET

BKJIIOYaTh B ceOst o3uuuH i), j), 1), n) u p).

4382 B jgononHeHme K  BHINIEYKa3aHHOMY  TNPUOOpPH  Ha
JIBYXJIBEPHOM [MPOXOMHOM| CTEpHUIM3ATOPE AOJDKHBI 00ECIEUMBaTh BBIBOJ

CJIEYIOMIEH BU3yalTbHOW MH(OPMAIIMU Ha CTOPOHE PA3rPy3KH:
a) WHAWKAIMW JaBJICHUS B KaMepe,

b) wuHAMKaNMK «BHIMOIHASTCS UKD,
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¢) wunHaukanun «Lluk 3aBepmeny;
d) wHAMKAIUK BO3MOKHOCTH OTKPBITHS IBEPH CTEPHIIA3ATOPA,

€) WHAMKALUUKN HEUCIPABHOCTH, €CJIM TaKOBasi BOZHUKAET.
5 Vaopasnenue npoueccom

5.1 O6mue cBeaeHus

5.1.1 CrepunuzaTtop  JAOJDKEH  YOPAaBIATBCA  aBTOMATHUYECKUM
KOHTPOJITIEPOM, AMEIOTIIAM OJTUH 17011 HECKOJIBKO 3apanee
3aMporpaMMHUPOBAHHBIX CTEPHITH3AIMOHHBIX IIKIIOB.

5.1.2 Crepunmuzarop JoiDKeH paboTaTh CO  CIENUAIbHO CO3AaHHBIMH
NporpaMMaMH, [OCTOSIHHO XPAHSIIMMHCA B TMaMATH aBTOMAaTHYECKOrO
KoHTpoJutepa. JIro0oe HM3MEHEHWE STHUX CIEIUATBHBIX TMPOTpaMM WM WX

mapaMeTpoB JOHKHO TpeOOBaTh MPUMEHEHHS YCTPOHCTBA [CpeacTBa] JocTyma.

IIpumedyanne — ABTOMAaTHYECKHE 3arpy3ka M pasrpy3ka MOTYT 3aMyCKaThbCA

0e3 UCIIONIb30BaHUS YCTPOHCTBA [CpeAcTBa] JOCTyIA.

5.1.3 Tlepemennsie LUK u napameTpsl LMKJIA,
3arporpaMMHMpOBaHHbBIE B aBTOMAaTHUECKOM KOHTPOJUIEPE, M AOMYCTHMBbIE
Openensl, TNO3BOJIAIOIIME  OCTaBaThCsd B pamMKax  TpeOoBaHWM K
XapaKTepUCTHKAM, TIEPEUUCIIEHHBIX B pa3fesie 6, JOHKHBL ObITh YCTAHOBJIEHBI
[cMm. Takxke 9.2, nepeuuncienue a)].

5.1.4 ApromMaTHYecKHil KOHTpOJUIEp [JOJIKEH OBbITh 3alIHILEH OT
KOPOTKHMX 3aMbIKaHWH B KOMIIOHEHTaX WJIA B OOOPYIOBAaHWH, TMPSMO WU

KOCBCHHO CBA3aHHBIX C KOHTPOJIJICPOM.

IIpumevanue 1— Pykopoxdamue ykasanus - B cooTsercTsuu ¢ EN 60204-1.

IIpumeuanne 2 — Bepudukaums moxer ObITH NOCTUTHYTA IIyTeM OICHKH

cootBercTBIst TpeboBanusim EN 60204-1.
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5.1.5 ABroMaTHUeCKHi KOHTPOJIED JOJDKEH OBITH PACIONONKEH TAKHM
o0pa3oM, 4TO00Bl HE AOMYCTUTh NPEBHINIEHHUS YCTAHOBIECHHBIX I HETO

MaKCHMAJIBHBIX 3HAYCHHIH TEMIICPATyPHI M BIIAYKHOCTH.

IIpumedyanue — OOBMHO TeMmmeparypa 4 BJIAXHOCTb BOJU3U OT CHCTEMBI
ynpasieHHs He noJokHel npespmmateh 50 °C m 85 % (oTHOCHTENBHOH BIIAXKHOCTH)

COOTBETCTBCHHO.

5.1.6 ABTOMaTHYECKHWil KOHTPOJJEP MOOJDKEH WMMETh WHIHUKATOPBI
COCTOSTHHSA KaXKI0TO IA(POBOro X0Aa M BRIXO/A.

IIpumedanue — DTH MHAUKATOPBI MOTYT ObITH PACIOJIOXKEHbI BHYTPH KOXKYyXa

KOHTpOJLIEPA.

5.1.7 KoHTponbHas TOYKAa H3MEPCHHS TeMIIEpATyphl IOJUKHA OBITh
BpIOpaHa TakuM 0Opa3oM, 4YTOOBI Ha TPOTSXKEHHM BPEMEHH VIACpKaHHA
TeMrepaTypa B JTOH TOUKe KOppENHUpOBaja C TEMIEpaTrypoil B IOJIE3HOM

IIPOCTPAHCTBE KAMEPhI CTEPIIM3ATOPA.

5.2 1lukJ1 crepuIH3alMM ¥ ABTOMATHYECKOE YIPaBJIeHHe

52.1 IlpoBepky KaMepsl CTEpWIM3aTOPa Ha YTE€UKy CIEIyeT
BBITIONTHATH OO B XOJE NEPBOW BakyyMHOH (pasbl, b0 B TEUEHHE BCETO
BPEMEHH yJEPIKAHHUA. YTPABICHHE NPOLECCOM JOJDKHO YUHUTHIBATh, YTO IPH
BBITIOJTHEHUH TMPOBEPKH HA YTEUYKY B XOJC TICPBOM BaKyyMHOM (a3bl BpeMs
crabmmm3anuy JaBieHHS He Oojee 15 MHMH MOXeT MpPEAIIecTBOBATh
BBITIOTHEHUIO TIPOBEPKU.

V3MepeHHOE M3MEHEHHE JABJICHHUS B KaMepe CTEPHIN3aTopa AOLKHO
obrs He Gosiee 50 Ia (0, 5 MOap) 3a 1 mun npu usmepenunn B TeucHue 10 MuH.

BospacTtanue naBiaeHus B Kamepe 3a cueT MHKeKIUH (hopManbaernia He
clie/lyeT pacCMaTPHBATh KaK yTeUKY MPU OLIEHKE CKOPOCTH YTEUKH.

JomxkHa O6bITh NpeayCMOTPeHA BU3yalibHAs W/IITH 3BYKOBas WHAWKAIUA

B TEX CIIyyasx, KOrJa MPOBEPKa HA YTEUKY JACT OTPHLATENBHBIN PE3yNbTaT.
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INponecc momkeH aBTOMAaTWUYeCKH HpephiBaThes (Dasoif aspammm, a B Tex
cllydasx, Korja yxe Oblia BBIIOJHEHA HH)KEKIHUA CTEPUIM3YIOLIErO areHTa,
JOIKHA HEMEIEHHO 3aITycKaThes (asza pecopOmu.

5.2.2 Tlapamerpsl, ompeneNeHHbIe B XOAe pa3pabOTKW mporecca Kak
KPHTHYECKHE 10 OTHOLICHUIO K [UKIY CTEPHIM3ANUH, OJDKHBI OBITH
BOCIIPOM3BOAMMEBI B TIpenenax, ykasaHHeix B 5.1.3. D10 momkHO OBITH
JOKa3aHO UCIBITAHWUSMH, YCTAHOBICHHBIMHE B Tabmmne B.1 (mpunosxenne B).

523 JlomkHBl OBITH TPEXYCMOTPEHH CPEICTBA, IO3BOJIAIOIINE
rapaHTHpPoBaTh, YTO B HWCHApUTENh OBUI NOJAH YCTAHOBJIECHHBIH 0O0BEM
MHKPOOOIMTHOTO PACTBOPA M UTO 3TOT 00BeM OBUT BHIMAPEH.

5.2.4 ABTOMaTHYECKHI KOHTPOJUIEP NOJDKEH TIapaHTHpPOBaTh, YTO BCE
XUMHUYECKHE/(DHM3MIECKAe  YCJIOBUSA, HEOOXOAMMBIE [UIA  OOeCHeUeHUs
3¢ GEKTUBHOCTH M BOCTIPOM3BOAMMOCTH LIUKJIA CTEPHIM3ALUH, JOCTUTAIOTCA B

TCUCHHUC YCTAHOBJICHHBIX ICPUOA0OB BPEMECHU.

IMpumeuanue — AGcopOuusi/mecopbums Gopmanpaernna 3arpy3koil U
obpasoBanue mapadopMaibierufia MOTYT CHIDKATh KOHLEHTPAL[HIO  BBIIAPEHHOTO

(opmarnbaeruna B kaMepe B XO[€ BBINOJIHEHUS ITPOLIECCa.

5.2.5 IIuKi CTepUIH3aLMN JOJDKCH BKIIOYATh B ceba a3y mecopOmmu
(cm. EN 61010-2-042, nyHkr 6.2).

52.6 Cucrema  mpomBmKeHMA 1O  ¢a3aM  aBTOMATHUCCKOTO
KOHTPOJUTEPA JOJKHA TapaHTHPOBAaTh B TEUEHHE LMKIA CTEPUIM3AIMA
BO3MOKHOCTb IE€pexoaa OT omuoM ¢as3sl K APYroil TOIBKO TPH YCIOBHH, UTO
OBLIM JOCTUTHYTHI BCE 3HAUCHHS, TPEOYEMBIe [UIA TAKOTO MePexo/a.

5.2.7 ApromaTHueckas NPOLYBKAa IOCJIE NHUKIA JOKHA BBEIOIHATHCS
HEMPEPHIBHO WJIM TIOBTOPATHCS JO TeX MOp, TOKa He OyneT OTKphITa

Pasrpy3odHas ABCPh IUIA U3BJICUEHU 3arPy3KH U3 CTCPUIIA3aTOPA.
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MpumeuaHue 1 — [lecopbuns OCTATKOB KOHZAEHcaTa U3  3arpysku
CTEpUIN3aTOPa MOXET NMPOAO/XATLCS, MOKa 3arpy3ka 0CTaeTcs B KaMepe cTepuau3aTopa.
MpumeuyaHue 2 — [ing NOAAEPXaHUs 3TOW BO3MOXHOCTU Yy[aneHus

HaKOMMEHHbIX 0CTAaTKOB (popMmanbiermga u3 Kamepbl U TPy6HOW 06BA3KM pPeKOMeHAyeTcs

OTAEeNbHbIA Npouecc 06cnyxmBaHusa [cm. 9.2, nepeuncneHue a)].

1 - nyckK umkna; a - npouecc cTepuamsauuu;
2 - Hayano UVHXeKUMu CTepuamnsytoLLero b - pabounii unkn;
areHTa;
3 - npofyBska B X0fe LWKNa; C - UMKN CTepunmsauuu;
4 - MHOWKaUMA 3aBEPLUEHNS LUKNa; d - Bpems akcnosuyuu;
5 - nocT-uukn (Nnoct-06paboTKa); € - Bpem#s ypaBHMBaHUS;
6 - WHOWMKauWA 3aBeplieHMs UWMKna npu f - npepBapuTenbHbIil pasorpes
3a/lep>KKe OTKpbITUA ABepeli/ pasrpysku; Kamepbl CTepMIn3aTopa;
7 BbIFpy3Ka NpOCTEPUIN30BAHHbIX g - YAaneHue Bo3jyxa u
nspennis; KOHAULVOHUPOBAHME;
8 - jaBneHve OKpyxaloLleii cpedbl B Kamepe; h - Bpems yaepxaHus;
i - necopbuus;
j - aspaums

PucyHok 4 - Mpumep npouecca HTM®-cTepunmsaymm, 4eMOHCTPUPYOL WA
B3a/MOCBA3N YacTeil npoiecca

5.3 TllepexBaT ynpas/ieHUA Yy aBTOMaTUKU

531 Ons 06CnyXMBaHWS W UCMbITAHWIA, a TakkKe ANA aBapUiAHbIX
CUTYyauuii [OMKHbI BbITb MPeayCMOTPEHbI CPEACTBA, MO3BOMSIOLLME MEpeiTy
Ha PY4YHOE yMpaBneHWe MpOLECCOM C  MOMOLLbK  aBTOMATUYeCKoro

KOHTpOAN/epa.
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IIpumeuanue — JlononHuTesbHble TPeOOBaHMA, Kacaromuecs O€30MacCHOCTH
BMELIATENbCTBA B Mporecc, M (akropbl 0e30maCHOCTHM Ul OKpYXKarolleld cpeabl

ycraHosiyieHbl B EN 61010-2-042.

5.3.2 Hcnonb3oBaHWe  CHENHAJBHOTO  OMEPATOPCKOTO  OpraHa
yNpaBJieHUs] WM WHBIX CPEICTB TMpEpPhIBAHUS TMPOIECCa CTEPHITH3AINN

JOJIZKHO ITPUBOJWUTH K BKIIIOUCHHIO HHAWKAIIMK HCUCIIPABHOCTH.

5.4 HemncnpasHOCTH (c00ii)

54.1 Ecnm weucnpaBHOCTH (cOoii) Oblla BbI3BaHA IpeKpallleHHEM
MOJAa4YM MUTAHUSA, TO MOCTE BOCCTAHOBJICHHS NMOJAYM MUTAHUS JOJDKHBI OBITH
BHITIOJTHEHBI TpeOoBaHus 5.4.2 - 5.4.8.

5.4.2 Ecnu mepeMeHHBIC MUKJIA WK 3HAYCHUS MAapaMeTPOB HAXOMATCA
BHE IPEAENOB, YCTAHOBICHHBIX IJI1 HUX HM3roTOBUTENEM (cM. 5.2.2), wiu
IPEPBIBACTCA MMOJaYa MHUTAIOIINX CPed Ha MEPHOA, AOCTATOYHBIA JJIsl TOTO,
9yTOOBl ATH MEPEMEHHBIE HE NOCTHIIIM 33JaHHBIX 3HAYCHHH, aBTOMATHUECKHIA
KOHTPOJIIEP JOJKEH:

a) BKIIOYATH 3BYKOBYIO W/WIM BHU3YaJbHYI0 HHAMKALKIO O

BOZHUKHOBCHHUU HCUCIIPABHOCTH.

IIpumeuanue — B Hexotopeix caydasx EN 61010-2-042 Tpebyer

OJHOBPEMEHHOTO BK/IFOUEHHS U 3BYKOBOH, U BU3YAJIbHON MHAUKALNY,

b) mnpekpaTHTh aBTOMATHYECKHH MEpexon OT oaHOM (askl mporecca K
CIIEIYIOLLEH,

C) BBIBECTH BH3YAIbHYIO MHAMKALMIO (ha3bl, B X0€ KOTOPOM BO3HHKIIA
HEHCIIPABHOCTD.

543 Tlocme TOro Kak BKIIOYMIACh WHAWKAIWA HEUCTIPABHOCTH,

aBTOMATHYCCKHI KOHTPOJJIEP AOJIKCH !
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a) 0O MO3BOJIMTH ABTOMATHYCCKH 3aBEPIIUTH BCE OCTaBIIHecs (asbl
IMKIa CTEPWIM3ALMK, TPH 3TOM HE [JO/DKHA BKIOYATHCS HHANUKALUSL
3aBEPIICHUS UKJIA;

b) mm60 mO3BOMUTE aBTOMATHUYECKHM mepexoA K ¢aze ymaneHHus
CTEPHITU3YIOIETO areHTa ¢ TOCIEAYIONIM aBTOMAaTHYECKAM ITPOXOIOM Yepe3
BCe OCTaBmIMECS (pashl MUKIA CTCPUIM3AMAM, TPH 5TOM HE IOJDKHA
BKJIFOUATHCSA MHAUKAIHMS 3aBEPIICHUS [THKIIA;

c) b0 TO3BOJIUTH BPYYHYIO TpOWTH dUepe3 (a3sl muKma K
0e30MacHOMY COCTOSIHHIO, TPH 3TOM HE JOJDKHA BKIFOYAThCA HHAWKALASL

34aBCPUICHUA ITUKIIA.

IIpumeuanue — JlonosHurenbHble TpeOOBaHUS K OE30MACHOCTH, CBSI3aHHBIE C

HeucrnpaBHOCTsIMY, TpuBeneHbl B EN 61010-2-042.

544 BusyanpHas  WHAWKaOWA, cooOmialomas O  BO3HUKIIEH
HEHCIIPAaBHOCTH, JO/DKHA IIPOAOIDKATh NEHCTBOBATH MO MEHBINEH Mepe A0
MOMEHTa cpaldaThIBaHUA 3aMKa pa3rpy30uHON JABEPH.

5.4.5 Ecnu HeucrnpaBHOCTh BO3HUKAET MOCHE TOTO, KaK y’K€ Hauanach
WHKeKIMA  (OPMaIbAETHAA, ABTOMATHYECKHI  KOHTPOJUIED  JOJDKEH
rapaHTHPOBAaTh, YTO KaMepy CTEPWIM3ATOpa HENb3s OyAET OTKPHITH O TeX
nop, moka (opmanbaerua He OyneT B JOCTATOYHOW MEpEe YOAlIeH U3 KaMepHhI
(cm. Taxke EN 61010-2-042).

54.6 Ecnu HEWCNpaBHOCTh BO3HWKAeT 10 HAYaJla WM B XOJC
BBIMIOJIHEHUS (ha3bl CTEPHIM3ALMK, 3arpy3Ky CUYHMTAIOT HCCTCPHIBHOM, a
CHUCTeMa YINpaBJICHHA JO/KHA TapaHTHPOBaTh, YTO Ha JABYXIBEPHBIX
[mpoxomHbIX] cTepunM3aTOpax OTKPHITHE Pa3TPy304HOM JaBEpH  Oynmer
HEBO3MOXHO.

54.7 Ecnm  crepunmuzatop  CHaOXXCH  TMPHHTEPOM,  HHAMKALNA
HEMCIIPAaBHOCTH Ha pacreyvaTke JO/DKHA TaKKe OTIMYaThes OT MPOYHMX
pacmeyaTbiBaeMbIX JAHHBIX, HAPUMEDP IBETOM.
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5.4.8 Tlocne 3aBepIIeHAs IAKIIA, B KOTOPOM BO3HHKIIA HCHCIPABHOCTD,

JOCTYH K 3arpy3Ke JOJDKEH TpeOOBaTh HCIOJIb30BaHNA YCTPOHCTBA AOCTYTIA.
6 TpeGoBanus Kk XapaKTepHCTHKAM
6.1 PabGoune XxapakTepuCTHKH CTEPHJIH3ATOPa

6.1.1 ®@uingecKue NapaMeTpsl

6.1.1.1 IlpenBapurenbHbIii HarpeB

Ilpn wucneitanmsx cormaceo A.3.2.1 (mpunoxenue A) Temrmeparypa
HAarpeThX BHYTPEHHHX IOBEPXHOCTEH KaMephl CTEPHIIH3aTOpa MOJDKHA
COOTBETCTBOBATH TPEOOBAHMSM, YCTAHOBIICHHEIM H3TOTOBHTEIIEM.

6.1.1.2 Tlomoca TemmepaTyp CTCPHIH3AIHH

[Nonoca TemmepaTyp CTepUIIM3aLAN HE JOLKHA MpeBbimars 4 K.

6.1.1.3 TemneparypHssliii npoduis

Bo BpeMs WUCHBITAaHHE  COINIACHO  TPHJIOXKEHHI0O A OUEHKY
TEMITEPATYPHOro Mpodris IPOBOJAT MO CIIEAYIOLIAM TEMIIEPaTypaMm:

- TemImeparype, W3MEPEHHOH B KOHTPOIBHON TOUKE W3MEPEHHA
TEMITCPaTyPHI;

- TEOPeTHYECKOM TeMIIEpaType CTEPHITA3YIOMIETO areHTa,
pPacCUMTaHHON MO COOTBETCTBYIOLIEMY MPEBAMPYIOMIEMY [JABJIICHHIO B
Kamepe;

- TeMmmeparype B TOYKax, YyCTaHOBJeHHbIX B A.3.22 m A323
(mpunosxenne A),

6.1.1.4 TpebGopaHud K TeMNEpaTypHOMY HpodmITIO

Ha mpoTskeHHHM THMKIA CTEPWIM3AaLHK TeMIeparypa B KOHTPOJBHOH
TOUKE M3MEPEHHsA TEMIEepaTyphl HE AOJKHA IMPEBHIATh BEPXHHN MpeEel

Jrana3oHa TeMICparyp CTCpuin3alniy.
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B TcueHWe mUKIIa CTEPHITM3ALMH IO Hadaja BHIMOJHEHHS JII000# (assl
a’panyu TEOPETUIECKAs TEMIIEPATYPa CTEPIIIN3ANAN HE JOJDKHA MPEBBIIIATH
BEPXHHIA TIPEICTT THANa30Ha TEMIIEPATyp CTEPHITH3ALIIHH.

Bpems ypaBHMBaHUS He HOMKHO TpeBbimarh 60 ¢ g0 mepexoda K
OTCUETY BPEMCHH yJICPIKAHHS.

Bo Bpems yaep:kaHus 3HAaUCHUS TEMIIEPATYP, YCTAHOBIEHHbIX B 6.1.1.3,
JIOJKHBI:

- ObIThb B MpeeliaX AMana3oHa TeMIEPaTyp CTEPUITH3AIINH;

- He pasnnyarscs Oonee yem Ha 2 K.

CootBeTcTBHE 3THM TpPeOOBAHUAM MPOBEPAIOT corylacHO A.3.22 u
A.3.2.3 (mpunoxeHue A).

6.1.1.5 JlaBnenne

3HaucHHUs [ABJICHUS OLCHUBAIOT HM3MEPCHHEM [aBJCHHSI B XOHAE
WCIIONTHEHNS IMKJIA CTepuin3almi. V3MepeHms NOIDKHBI HpPEeIyCMaTpUBAaTh
OMpeJeeHNe NIPEAETIbHBIX 3HAUCHUN A1 YCTAaHOBJICHHS 3HAYCHHMN JABIICHHSA
BO Bcex (hasax, a TAKKe 3HAYCHHI, JOCTATOUHBIX IUIA ONCHKH IOIYCKOB M
CKOpOCTEll W3MEHEHHS [aBICHHA B COOTBETCTBYIOIIMX YACTAX IHKJIA
CTepwIM3allMK.  Pe3yyibTaT HW3MEPEeHH  HEOOXOAMMO  CpaBHHMBATH C
COOTBETCTBYIOIIUME TPEOOBAHMSIMHA H3TOTOBUTENA [(cM. 9.2, mepeuwcnenue
a), 1)].

V3smepeHnss paBiieHHs, BBHIIOJHEHHBIE JUISI OIEHKH Iapamerpa
JIABJICHUS, JOJIKHBI OBITH 0APOMETPUUIESCKH CKOMITCHCHPOBAHEI,

6.1.1.6 TpeGoBanus K NaBIICHUIO

Ha npoTskeHmn mHKIIA CTCPWIM3ALMH JOJDKHBI OBITH COGTIONCHBI
YCTAHOBJICHHBIC 3HAYCHHsI, B TOM YACIIE MPEACTBHBIC 3HAUCHMUS.

MaxcumarnbHas CKOPOCTh M3MEHEHHUS MAaBIICHUS HE JOJDKHA TPEBHIMIATH

1000 xIla/mus (10 6Gap/MuH) Ipyr K3MEPEHUH B TEYEHUE 3 C.
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IIpumeyanue 1 — M3MeHeHus maBieHHs CO CKOPOCTBIO, mpesblmaroureii 1000
kITa/mus (10 6ap/MUH), MOTYT IOBPEANTH CTEPUIIM3ALMOHHYIO YIIAKOBKY.

Ha MPOTSPKEHUH BPEMEHHU YACPKAHUA 3HAYCHUE NABJICHUA NOJLKHO yACPKMBATbLCSA B

YCTaHOBJICHHBIX MPeaCaax.

IIpumeuanue 2 — MMeercs TecHas CBA3b MeXy NaBJICHHEM H TeMIepaTypoii

B KaMepe CTEPUIIM3aTOPa HA NPOTSHKEHUM BPEMEHH yIep KaHus.

CooTBeTcTBUE OTHM TpeOOBaHUAM MPOBEPSAIOT corjiacHo A.3.4.1 u
A.3.4.2 (mpunoxenne A).

6.1.1.7 Crepunusyomuif arear

JlomkHa OBITH ObecmedeHa  XOpoIlas MOBTOPSAEMOCTh B Tpeeiax
3a/IaHHBIX 3HAUCHHH M JOMYCKOB (PU3MUECKUX M XUMHYECKUX KOHTPOJIBHBIX
TMapamMeTpoB MMOJAYl CTEPHIM3YIOIIETO areHTa B TeUYeHHe mporecca (T.e.
TEMITEPaTypHl, MapIHATEHOTO JaBIICHUS, KOHIICHTPAIHH),
BepU(MLUUPOBAHHBIX IPH pa3paboOTKe MPOLEcca W yKa3aHHBIX B PYKOBOJACTBAX
[cm. Taxoke 9.2, mepeuncnenue a)].

6.1.2 JleraapHocTh (MHKpOOOUHIHAS (P eKTHBHOCTD)

Tlpn wucmeITaHMAX B COOTBETCTBHM ¢  TpeboBaHmamu A.3.3
(npunoxxkeHre A) [HKI CTEPUIM3ANNKM JOJDKEH TapaHTHPOBaTh, 4TO
OUOJIOTHUECKNE WHAWKATOPEl, TONBEPTHYTHIE 00paboTKe, HE comepkKaT
JKH3HECTIOCOOHBIX MHUKPOOPTaHM3MOB TIPH  YCITOBHSX KYJIETHBHPOBAHHUS,
yKa3zaHHBIX  W3rotoBureneM. He  oOpaboTaHHble B CTEpUIIM3ATOPE
OHMOJIOrHYECKHE WHIUKATOPHI JOJDKHBI OCTaBATHCA >KU3HECTIOCOOHBIMM IIPH

TEX )€ YCIOBHAX KYJIbTUBUPOBAHUA.

6.2 IddexTuBHOCTH ACCOPOIMH

Vnanenue ¢opMaibaernia U3 KaMepbl W 3arpy3kd CTEPUIIH3aTOpa BO
BPEMS BBIIOJHEHHA (ha3sl AecopOumy pabodero IMKIa TODKHO OBITh TaKHM,
yroOBl TapaHTHPOBAHHO He ObljIa MPEBBIIIEHA MAKCHMAIBHO JOMyCTHMas
KOHIIEHTparwms (popMaibaeruia B OKpysxatoleii cpesie n/wmm B 00paboTaHHBIX

M3JICTVSX TIPH W3BJICICHIH 3arPy3KH U3 CTEPHIH3aTOpa.
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Ilpumeuanue 1 — Bo MHOrux cTpaHax UMEIOTCsSl HALIMOHAJIbHbIE HOPMATHBBI,
OTrpaHHYMBAIOILHE KOHLEHTpauuto (Qopmanbaeruga B BO3AyXe. OTH  HOPMAaTHBBI
orpaHuunBaloT BbIOpoc dopmanbaeruga u3 HTIIP-crepunu3atopoB B OKpPY)KAIOLIYIO
cpeny.

INpumeuanue 2 - JIn4 NOJHOTO yOATEHNS OCTaTKOB (POpManpaeTiaa U3 KaMepsl
CTepWIN3aTOpa U TPYOHOM OOBS3KM CTEpIIIM3ATOPAa B AOMOJHEHHE K OOBIYHOMY LMKIIY
CTEPUITH3ALMH MOXET NMOTPeOOBaThCs MEPUOANUECKH HCIIONb3yeMbli OTAENBHBIN MpoLece

ofcy:kHBaHHS WK Ipolenypa [cM. 9.2, mepeducieHue a)).

I[Ipy wucnbiTaHUSAX B COOTBETCTBHHM ¢ TpeOoanmsimMum  A.3.5
(mpunmokenre  A) ¢daza gecopOIuM  IMKIA  CTCPWIM3AIMH  JTOJDKHA
obecrnieunBaTh MOHMKEHWE KOHIIEHTPAI[MH OCTATOUHOrO (hopMasbaeruaa B/Ha
00paboTaHHBIX U3ACITUAX IO CICAYIONINX 3HAUCHHIH:

- CpeaHee 3HAUCHHE, PACCUMTAHHOE [UIA KOHTPOJBHBIX O0pa3LoB U3
OJHO¥ 3arpy3Ky CTEPUIN3aTOPa, He TODKHO mpeBbimaTh 200 MK,

- NHAKOBOE 3HAUCHHUE I JIIOOOTO KOHTPOJIBHOTO 00pasia He AOJKHO
npeBsimaTh 250 MKT.

OTH 3HAYEHUS AEHCTBUTENbHBI Ui WHIMKATOPOB auaMeTpoM 70 MM.
i MHAWMKATOPOB JMAMETPOM, OTIHYANOIUMCA OT 70 MM, 3TH 3HAUCHHS
JOJDKHBL OBITh CKOMIEHCHPOBAHBI MPOMOPLHOHATBHO U3MEHEHHIO IUIOIMAANA

HX IIOBECPXHOCTH.

6.3 Cymxa

[ukn cTepunu3anum A0JKSH TapaHTHPOBATh, YTO HH OJHA YMAKOBKa W3
cocTaBa CTEPHIN3YEeMOH 3arpy3ku He OyIeT BIAXKHOW BO BpEMS BBITPY3KH H
YTO JIOObIE OCTaTOYHbIC BOISHBIC KAILTH Ha BHYTPEHHEH CTOPOHE YMaKOBOK

OyayT BHITIAPSHBI B TCUEHUE 5 MUH.

7  YpoBeHb miyma

Cpemnnii W  MakCHMallbHBIA  YPOBHH  IlyMa, MPOWU3BOIMMOrO

CTEPHIN3aTOPOM, AOJKHBI OBITh YCTAHOBJICHBI, OyAy4HM BBIPAXKCHHBIMH Kak
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YPOBEHb A-B3BEIIECHHOM 3BYKOBOI MOLIHOCTH, PACCYMTAHHBIA B COOTBETCTBHH

¢ EN ISO 3746.

IIpumewanune 1 — VYpoBeHp LIyMa, NPOU3BOAMMBIH IPUHAICKHOCTIMH,

HeoOXomuMbIMU 11151 paboTel cTepunu3aTopa, — no 9.1, nepeuricnerue h).

Hu ogHO W3 MakcHMaNbHBIX 3HAY€HHH A-B3BEIICHHOW 3BYKOBOit
MOLIHOCTH HE JOJ/DKHO TMPEBHILIATh CpedHee 3HaueHWe A-B3BELICHHOMU

3BYKOBOHM MOIIHOCTH Oojiee ueM Ha 15 nbA.

IIpumeuanue 2 — TpeboBaHMs K MaKCUMAllbHOMY 3BYKOBOMY JaBJIEHHIO

npuseseHsl Takke B EN 61010-1.

Ecnu w3MeHeHMsa wim MoaudHKaWH HCHOBITYEMOro 00OpYIOBaHHS
npexxae ObUIM ONpENENieHbl KaK cocTaBisomue He Oonee 3 nbA  oOmeit
3BYKOBOM MOILHOCTH, JANIbHEHIIHWE HCTBITAHUSA W HW3MEHEHHS YCTaHOBOK

MOTYT OBITh OMYIIICHBI.

8 MapkupoBka U ITHKETKH

8.1 JlupexruBa EBpomeiickoro coBera 0 COMMKEHHM 3aKOHOMATEILCTB
rOCYJapCTB-WICHOB B OTHOLIEHHHM 00OpymoBaHHs, paboTalomero Tox
nasieHueM, Obina BeimyieHa 29 mas 1997 r. (97/23/EC); B HacTosIee BpeMs
IEUCTBYIOT COOTBETCTBYIOLIME eBponeiickue cranaapTel (cM. EN 13445 u EN
14222). O1n cranaapThl yCTAaHABIMBAIOT TPEOOBaHHS K MAapKUPOBKE COCY/IOB,
PabOTAIOIIMX O AABICHUEM.

8.2 Hamnwcw MapKUpOBKM W OSTHKETOK JOJKHBI OBITh YETKUMH H
HECMbIBAEMBIMH/HECTUPAEMBIMH.

8.3 MapkupoBkH, OTHOcAmMECS K  0O€30MacHOCTH W OXpaHe

OKpYXKaroIei cpeabl, JOIKHEI COOTBETCTBOBaTh TpeboBanuaM EN 61010-2-

042, mynkts 5.1 - 5.3.
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8.4 OcranbHble UYeTKHE W HECMbIBAEMbIE/HECTUPAEMbIE HAIIICH
MapKMpOBKM JOJDKHBI BKI/IIOYaTh B ceOsf II0 MEHBINEH Mepe CIEHYIONLyIO
uHbOpPMALHIO:

a) HWACHTH(DUKAIMIO H3rOTOBUTENS/TIOCTABIINKA,

b) yHUKaJBHBIA WACHTU()UKAUMOHHBIM HOMED (CepUiHBIH HOMEp
W3IeNNs),

C) WACHTH(UKAIMIO MOJCITH,

d) ronx mpomsBoACTBA;

€) Iad JABepel  CTepPUITM3aTOPOB, YIPABIAEMBIX  BPYUYHYIO,
MHCTPYKUMH, OTHKCHIBAIOLIME NEHCTBUS, HEOOXOAMMBIE U OTKPBITHS JIBEPH

BPYUHYIO.

IIpumeuanue 1 — DOTH MHCTPYKLUM MOTYT ObITb PAaCHOJIOKEHBI HAa JBEPH,

PSIOM C IBEPBIO MIIM Ha ONEPAaTOPCKOH MaHEIH yIpaBICHHs,
f) cumBOnBl Wik ATHKETKH, 0003HAYAIOIINE YCTPOICTBA HHAUKALINN U
yIpaBIeHUs.

Hp uMedanue 2 — PasbiacHeHHe 3HAYEHHS 3THX CHMBOJIOB MOXeET ObIThb Ha

CaMHUX OTUKETKaX HWJIHW B PYKOBOACTBAX I1OJIb3OBATEJIA,

2) wuACHTH(MKAIMIO YOPABIAIOMINX KJIATTAHOB.,

9  Hudopmanus, npeaocTasisieMast H3TOTOBUTeJIEM

9.1 Tlepen HayajioM MOHTaXka CTEPHJIU3ATOPA MOKYNATENI JOJLKHA
ObITh IPEAOCTABIICHA KAK MUHIUMYM CJieayromas uH(popMarys:

a) MHCTPYKLMH MO MOHTAXKY, B TOM YKCJIE AAHHbIC MO rabapuTHBIM
pasMepaM ™ OOmEeH Macce CTepmIN3aTropa, a Takke MO MPOCTPAHCTBY,
HeoOXomuMOMYy s padoThl ONMEpaTopa M BBIMOJHEHHSA TEXHHYECKOTO

O6CJ'Iy)KI/IBaHI/I$I CTCPUIIN3aTOopa,
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b) nmerambHas wuMHQOpMaIA O NHTAOMAX CpedaxX, CIMBE |
BCHTHJTALINH,

¢) neranpHas wuHGOpPMANMA O MHKPOOOIMIHOM  pacTBOpe ©
CTEPUWIIM3YIOLIEM areHte, TpeOyeMbIX Ui CTEPHIM3AlMH, BKJIIOUYAs WX
XHMHYECKHIH COCTaB, JAHHBIEC O 0E30TTaCHOCTH M TPeOOBAHMS K XPAHEHHIO,

d) neranbHBle cBemeHMA O MOTPEOJEHHH MHKPOOOIMIHOIO PacTBOpa
Ha OJIMH IUKJI CTCPITH3ALIHH,

€) [JaHHBIE O MOJIHOM TEIUIOTE, PACCEHBAEMOM B OKPYXAIOIIYIO CpEay
(B Barrax), eciu CTepHaM3aTOp paboTacT MpH TEMIEPAaType OKpYKAoIIe

cpensl (23 £ 2) °C B CIOKOHHOM BO3yXE.

I1 puMEeYaHUueC -— HpI/I pacuere BEHTHWISIUOHHOW CHCTEMBI TIOJIb30BATENb

AOJDKEH YUUTBIBATH U TEILIO, PaCCE€UBAEMOE 3&1"]3}/31(0171 CTEpUIIM3aTOpa,

f) pasmepsr Tmome3sHoro o6beMa M 3arpy304Has  crnocoOHOCTH
CTEePWIN3aTOPA;

2) CpemHHil M NMKOBbIA YPOBHH 3BYKOBOW MOIIHOCTH, TeHEPUPYEMOH
CTEPWIM3aTOPOM, BBIPDAKEHHBIE KaK YPOBHH A-B3BEHIEHHOW 3BYKOBOWA
MOIITHOCTH,

h) ypoBHM 3ByKOBOM MOIIHOCTH JUIsi JFOOOr0 AOMONHHTEIBHOTO
yCTpO#iCcTBa, OCTAB/SIEMOr0 BMECTE CO CTEPUIIM3ATOPOM, HO OTJEIBFHOrO MO
OTHOIICHHIO K HEMY ¥ HEOOXOAUMOTO Ut pabOThl CTEPHITH3aTOPA,

1) pmeranbHas WHGPOpPMANKMA O 3aNpOrPAMMHPOBAHHBIX paboumx
LUKJIAX | WX PHUMCHECHHH,

j) Aexnmapaumus O COOTBETCTBHH TPEOOBAHWAM MO 3JICKTPOMATHUTHOM
coMecTUMOCTH (cM. 4.2.4.2);

k) npemynpexieHHe O BO3MOXHOCTH HAIMYHMA B HAHOHAJIBHOM
3aKOHO/IATEIILCTBE OTPaHHYEHHIT MO KOHIEHTpanuu (QopManpaeruga B

BO3/yxe Ha pabouem mecrte [cM. Takke F.3 (mpunoxenue F)];

41



T'OCT EN 14180-2011

) wuHpOpMamus o MOGHIX OTPaHUUEHMAX, KACAIONIMXCS MOHTAaXa H
9KCILTyaTalld| (manpumep, B OTHOIIICHAU ANEKTPOMArHUTHON
COBMECTHMOCTH),

m) JONONHUTENbHblE TMOAPOOHOCTH O MOHTaXe OGOPYIOBaHHS,
Kacaroruecs 6e30nacHOCTH, Kak 3To Tpebyercs B coorBercTBmu ¢ EN 61010-
2-042, myukr 5.4.3;

n) WHCTPYKIUH o nepepaboTKe/yTHIH3AUUH YIIAKOBKHU
CTEPWIN3aTOPA.

9.2 Ilepen BbINOJIHEHHWEM AaTTECTAMM MOHTAXAa CTEPUIM3ATOPA
TI0JIB30BATEITIO JOJKHA OBITh NIPEIOCTABIICHA CIIEAYIOIIAs HHDOPMALHS:

a) WHCTPYKIMWH JUIA HOJIb30BATENs, BKIIOYAIOIIHNE B ce0sl 10 MEHbIIEH
Mepe Cleyomee:

1) obmee ommcaHne Ha3HAYCHHs YCTPOMCTBA C OMHUCAHUEM JOCTYITHBIX
CTePUIN3AIMOHHBIX I[HKJIOB, B TOM YHCJIC 3HAYCHHIA MPOICCCHBIX TAPAMETPOB U
JOIlyCKOB HAa HUX, U5l KOTOPBIX ObLIM ycTaHOBIEHBI >(QEKTHBHOCTH H
6e3onacHOCTH (cM. Takxke 5.1.3 u npunoxenue B);

2) meranbHYI WH(OPMaNWIO 0 BPEMEHHU MpEABAPHTEILHOTO MPOTpeBa
KaMepHl CTePHIN3aTOPa, HEOOXOAUMOM IS TOCTIDKCHHS pabodyero COCTOSHHS
CTEpHIN3ATOPA;

3) XapakTepUCTHKHM DPACXOJHBIX MATEPHAIOB H HPHHAMICKHOCTCH,
TIPEAHA3HAYCHHBIX TSI CTEPHIIM3aTOPA.

IIpumeuanue 1- Croga MOTYT BXOJAMTb HHCTPYKIIMH MO UX YTHIIM3ALNY,

4) pa3Mepsl KaMEPHI CTEPIITU3ATOPA,

5) onmcaHWE CHCTEMBHI M OpPTaHOB YINPABICHHUA, 4 TAKKE YCTPOMCTB
WHIAKAIAN U PETUCTPAITNN JaHHEIX,

6) WHCTPYKIIMM MO JCWUCTBHAM, TPCANPHHHMACMBIM B  CIIy4ae
BO3HHKHOBEHHS HEUCIIPABHOCTEH;

7) HHCTPYKIHUH II0 €3KEeTHEBHOU/PEryIapHOM OYHCTKE M APYIHX BHIAX

00CITy>)KHBaHWSI, €CITA OHH HEOOXOAUMBI,
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8) nmerampHyi0 wuHGpOpPMaIMIO 00 WCHBITAHUAX, INPOBOJMMBIX IIPH

HOpMaJ'H:HOﬁ OKCILTyaTalluu CTEpUIU3aTopa, U IEPUOAUIHOCTH UX BBIIIOTTHEHUA.

IIpumeuanue 2 — OmnpeneneHue NEPUOAMYHOCTH M ILIMPOTHI BalUIalMW,
TEKYIIEro KOHTPOJISI M PEaTTeCTALUN CIOCOOHOCTH K CTEPHIH3ALUN HE SBIISETCS YaCTBIO
COIpPOBOAUTENBHOI AOKYMEHTALMU K cTepuin3atopy. IIo maHHEIM BOmpocaMm MOTYT OBITh

MPeRyCMOTPEHB! HAalIMOHAIbHbIE PYKOBOISLIIIE JOKYMEHTHI,

9) kpaTKoe OmHcaHHe yCTPOHUCTB OE30MaCHOCTH;
10) momomHUTENBEHYIO WHGOPMAIUIO 00 3KCIUTyaTanun 000pyIOBaHHA B
gactr 6e3onacHocTH B cooTBeTcTBUU EN 61010-2-042, mynxkr 5.4.4;
11) MHCTPYKINH 1O 3arpy3Ke;
b) KpaTKue MHCTPYKITHH TI0 SKCILTyaTall|uy (I OIeparopa);
C) PYKOBOACTBO MO OOCIYXMBAaHHUIO, BKIOUAalOmEee B cebsS 1o
MEHbIIEH Mepe CIIeIYIONIyI0 HH(OPMALHIO:
1) yxkazamms 1m0 OOCTYXWBAaHWIO, B TOM dHCIE€ JMAaHHEIE O
TIEPUOAUTHOCTH,
2) yKa3aHHSA TIO0 TMPOBEPKE MNPEJOXPAHUTENBHBIX YCTPOHCTB C
MEPEUNCTICHHEM YCTABOK;
3) cxeMBI TPYOHOH OOBA3KH M SJIEKTPHUCCKHE CXCMBT,

4) PYKOBOACTBO MO TEXHHYCCKOMY O6CJ'Iy)KI/IBaHI/IIO H  TIICPCYCHBb

3aMacHBIX YacTei.

IIpumeuanue 3 — PerymipHoe oOciy:kuBaHME HEOOXOOUMO Kak Ui
CoXpaHeHHss pabouNX XapaKTepUCTHK M 0€30MaCHOCTH CTEPHIN3aTopa, Tak M IJis

obecrieueHns OCTOSIHHO HU3KOTO YPOBHS BBIOpOCa popManbaeruna;

d) gOexmapanmio W3TOTOBHTENS O  COOTBETCTBHH  HACTOSINEMY

CTaHIAPTY;
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€) mnoApoOHBIE [JaHHBIE O  KAa4YeCTBE  NWTAIOIUX  CPEX M
CTEePIWIM3YIOIIETO areHTa,

f) onmamHble ©0 pasMeINCHMHM KOHTPOJNBHOM TOYKM  W3MEpPEHHUS
TEMIIEPATYPHI;

2) ccouike Ha npunoxenus E u D k HacTosImeMy cTaHmapTy B 4acTH
CIPABOYHBIX  JAHHBIX TI0  OTPAaHWYCHHIO  KOJIMYECTBA  OCTATOYHOrO
dopmanpaeruia B MEAWIMHCKHX H3ACIUAX W METOAAX ONPEICIICHHS STOTO
KOITMYECTBA COOTBETCTBCHHO,

h) WHCTPYKOMH 1O OYHMCTKE KaMephl M BHEINHWX MOBEPXHOCTEH ¢
VKa3aHHEM areHTOB, HCHOIB3YEMBbIX [UIS STHX LEIIEH;

1) JIOTMOJHUTEIbHYIO HH(pOPMAIHIO 00 0OCITYKHBaHUH O0OPYIOBAHUSA
B yacTH Oe3omacHocTH B cooTBeTcTBUM ¢ EN 61010-2-042, mynkT 5.4.5;

j) HMHCTPYKIHH IO YTHIM3ALHMK CTCPUIIA3ATOPA.

9.3 HomxHbl OBITh TPHIOKEHBI JOKYMEHTHI, TpeIHa3HAYCHHbIC IS
TEKYIIEro MOIb30BAHMS.

9.4 Kparkme WHCTPYKIMM OIE€paTopa JODKHEL OBITh CHAO0XKEHBI
3a0IMTHOW OOJOXKKOM, NMPHTOAHOW JUIA TEPECHUIKA MO I0YTe, €CINH 3Ta
wHGOpMAmUA HE TPUKPEIUICHAa JKECTKO K crepunmsaropy [cm. 9.2,
nepeurcicHue b)|.

9.5 Bo wuzbexanue yXy[IIEHWS OTHOCALIMXCH K O€30MacHOCTH H
mogmagaommx moy aedcreue mapkuposkun CE (EBpormeiickoe cOOTBETCTBHE)
XAPAKTEPUCTHK, COMPOBOIMTEIIHHBIC JOKYMEHTHI JIOJDKHBI TIPEAYIPSKAATH O
TOM, YTO OOCITy>KHBaHHE W/MIH MOIH(UKAIHA/MOAEPHU3ANASA CTCPHIN3aTOPA
MOryT OBITh  BBITIOJIHCHBI TOJIBKO JIMIIAMH, ABTOPU30BAHHBIMH CTOPOHOM,
pa3MecTUBILEH ero Ha peiHke. Ecim ogo6peHue 3anacHbIX yacTel, pacXxoJHbIX
MaTepUaioOB M  MPUHAICKHOCTEH  HEOOXOOMMO IS MOIACpPKAHHA
6€e30MaCHOCTH WITH COXPaHEHHs (PYHKIHM CTEPHIIA3aTOPa, 9TO 0OCTOATEIBCTBO

JIOJKHO OBITH YKa3aHO JOMOJHUTCIIbHO.
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10 OO6cay:xkuBaHue N OKpPYKAIOIAs cpena

10.1 O0mue cBeaenus

ITomp3oBarens mOMKeH ObITh  MHGOPMHPOBaH ©O TpeOOBaHHMAX,
OPEABSABIAEMEIX K HE SBISIOIMUMCS YacThIO CTEPHIM3AaTOPA HHUTAKOLIIM

cpeaaM Ha mecte dkciutyatauuu [cum. 9.1, nepeuncnenne b)].

INpumeuanue — Pabounme XapakTEpPUCTHKH CTEPHJIM3ATOpa 3aBUCAT OT €ro

KOHCTPYKLMH B COYETAaHNH € UCTIONIB3YEMBIMH MUTAKOLHUMU CPEAAMU.

[MuTatome  cpemsl, HEOOXOAWMEBIE IA pPabOTBI  CTEPHIM3ATOPOB,
COOTBETCTBYIOIIUX  TPeOOBaHWSAM  HACTOALIErO  CTAHAAPTA,  JOJDKHBI

YAOBJCTBOPATH NPUBECACHHBIM HUKE Tp€6OBaHI/I}IM.

10.2 DnekTponmuTaHHe

CucreMa nomauM >IEKTPONUTAHMA, KOH(PUIYpaLHsd, HAMPHKCHAC W
MOTITHOCTh ~ JIOJUKHBI  COOTBETCTBOBATH  CHICIM(PHKAMMSAM  CTEPHIH3ATOPA.
[MonkmtoueHue NOMHKHO OBITH BBIIOJIHEHO MO MOCTOAHHOM cxeme [cMm. 9.1,

nepeuncienue b) u 10.1].

10.3 Crepuimsyromuii areHT

10.3.1 CrepwM3yIlOUMA  areHT  MOpoayuupyeTrcs M3 TapoB
MHKPOOOITMIHOTO pacTBOpa, TPHTOTOBJIEHHOTO B COOTHONICHHH, TOYHO
OTpEeENCHHOM IJTs TpOoLEcca.

10.3.2 CoctaB M KOHLEHTpaUus MHMKPOOOLMIHOIO pacTBopa
JIOJDKHBI COOTBETCTBOBATD CIICIIA(UKAIMAM TIPOIIecca.

10.3.3 MukpoOOIaHEIH PAacTBOP, MOAJCKANIMN HCTONB30BAHHIO,
JOJDKeH ObITh CTa0MIM3HMPOBAH (HANpUMEP, METAHOJIOM) BO H30ekaHuUe

TMOJIMMECPU3AITAN.
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1034 Konretineps! c MUKPOOOIM THEIM pacTBOpOM,
IpeHAa3HAYEHHBIC JUISl HCIONB30BAHUA CO  CTEPHIM3ATOPOM, JIOJDKHBI
COOTBETCTBOBATH CIEM(UKAIIAM CTEPUIIN3ATOPA.

10.3.5 Ecim crepummzatop TpeGyeT WCTONb30BaHMs T01auk IPYTHX
cpell, KpoMe MUKPOOOLMAHOTO PacTBopa, Heo0X0AUMO yOEIUTHCS, UTO OHU HE
B3aNMO3aMCHACMEI (10 BUIY HOAKITIOUSHHUS).

10.3.6 TpeboBaHMA K  XpaHEHWIO W  CPOKY  TOAHOCTH
MHUKpPOOOIMTHOTO pacTBOpa MOJDKHBI OBITh yKa3aHel Ha KOHTeHHepax,

MpeaHa3HAYCHHbLIX JJIA UCIIOJIB30BAHUA CO CTEPHUIIU3aTOPOM.

10.4 Iap

10.4.1 Moxer OBITHP HCIIONB30BAaH Kak map, NPOU3BOAUMEIN
CMELMATBHO [Tl ATOrO HPEeJHA3HAYEHHBIM TeHEpaTopoM (BCTPOSHHBIM MM
aBTOHOMHBIM), TaK W Map OT BHEIIHETO HMCTOYHHUKA (0T LEHTPAIM30BaHHOW
CHCTEMBI TAPOCHAOKCHHMS 3AaHUA).

104.2 KauectBo napa, HeoOX0AMMOE i BBIIIOJIHEHHS IPOLIECCa,
JMOJKHO ~ COOTBETCTBOBATH  YCTAHOBJICHHBIM  TpeOoBaHWsM  [cMm. 9.1,
nepeurcnenne b) u 10.1].

IIpumedaHnue — B kauecTBe pyKOBOJILIEIO JOKYMEHTa MOXET ObITh

ucnoyb3oBan EN 285.
10.5 Boma

10.5.1 Boaa, ucniosibzyemast JUist padoTsl CTEPHIH3ATOPA

Crepunu3arop JOJDKEH ObITh paccunTan Ha PpaboTy ¢ BOAOM, HMEONICH

XapaKTEPUCTHKH NHTHEBOM BOAbL U INOJABAECMOH IPH TEMIEpPaType, HeE

npessmaromei 15 °C.

Mpumeuanune 1 — Temneparypa BOAbI AOJDKHA OBITH KaK MOXKHO HIDKE,

MOCKOJIbKY 3Ta TeMIepaTypa BiuseT Ha padouue XapaKTepUCTHKH BaKyyMHOTO Hacoca.
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Bonee BbicOKas TemrepaTypa BOIbI MOXET NOHM3UTb HNPOU3BOJUTENLHOCTb BAKyyMHOM
CHCTEMBEIL.

IIpumeuanue 2 — Crepuim3atop JOJDKEH ObITh pacCYUTaH Ha PaboTy ¢ BOJOM,
nmeroneit sxectkocts Mexay 0,7 u 2,0 mmous/n. JKecTkocTh muTaromeil BOABL, JexKalas
BHE 5TUX MPEACITIOB, MOXKET BbI3BATb o6pa3013a1—114e HaKUIMH U KOPPO3HUI0.

IIlpumeuanue 3 — XapakTepuCTHMKU NHUTbEBOIl BOJAbI IPUBEAEHH B

Eponeiickoii nupexruse 80/778/EEC.

IIpumeuanue 4 — HaunoHanbHble HOPMaTHBHbIE TOKYMEHTBI MOTYT TpeOOBaTh

OpraHM3aUH NPEIOTBPAINEHUs 0OPaTHBIX OPOCKOB B JIMHHIO MOJAYH MUThEBOH BOABL

10.5.2 ITuraromas Boga
TpeboBanus k Bozae, MpeIHA3HAUCHHOH I MPOU3BOACTBA NIapa BHYTPH

CTCpWIM3aTOpa WM TPEIHA3HAYEHHOW /I OTAEJIbHOTO IaporeHeparopa,

JOJIKHBL OBITh YCTaHOBIIEHH! [cM. 9.1, nepeuncnenue b) m 10.1].

IIpumeuanue — Takas Boma HE HOOJDKHA CONEPXkKATb KOHTAMHHAHTOB B
KOHIIEHTPALMAX, CIOCOOHBIX  YXYAUWINTh LUK CTEpHUAM3alUMH  JUGO  MOBPEAUTH
CTEPUIIM3ATOP HIIM ero 3arpy3ky. B kauecTBe pyKkOBOZALIEro JOKYMEHTA B HAaCTH Ka4eCTBa

mapa MOKeT ObITh ucrmonb3oBaH EN 285.

10.6 C:xarblii Bo3ayXx

Hcnonp3yemsrit (ipr HEOOXOIMMOCTH) CXKATHIM BO3AYX JHOJDKEH:

OBITh OT(PUIBTPOBaH Yepe3 HUIIBTP C MOPaMU AUAMETPOM 25 MKM;

HE COJeprKaTh BOMBI U KaIllellb Maciia JuaMeTpoM Ooliee 2 MM,

- OBITH MOoJaH IIOA AABJICHHEM, YCTAHOBJIICHHBIM IJI1 CTCPHUIM3ATOPA

[em. 9.1, mepeuncrenne b) u 10.1].

10.7 CiuB u BBIBOJ BO3ayXa

HononautenbHele TPeOOBAHUSA K CIMBY M KAHAIM3ALHMOHHOM CHCTEME

JOJDKHBI OBITH ycTaHOBIIEHH [cM. 9.1, mepeuncienune b) u 10.1].
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IIpumeuanue 1 — HanmoHaneHble HOPMATHBHBIE JOKYMEHTBI OOBIYHO
obycnoBnuBatoT 6a3oBblie TpeOOBaHMSA K KOHCTPYKLHH CIHBHBIX YCTPOWCTB, BKJIIOUAas
3aIUTy OT 0OpPaTHBIX 3a0POCOB.

IIpumeuanue 2 — EN 61010-2-042 Brimo4yaer B celsi JONOJHHUTEIBHBIE
TpeOOBaHMs AJIsA CIMBHBIX YCTPOMCTB U BBIOPOCOB, CMOCOGHBIX MOBJIHMATH HA GE30MaCHOCTD

M XapaKTEepPUCTHUKHU OKpyxkaroiueit cpenst (cm. 9.11).

10.8 BenTunsnua u oKpy:kaomas cpeaa
Crepunuzarop JAOJDKEH OBITH pacCUWTaH Ha paboTy MpH TeMmIepaTrype

okpyxatorre#t cpeapl 35 °C 1 OTHOCHTEIbHOI BiaxHOCTH 85 %.

Ilpumeuanue — Dto MOxKeT noTpeGOBaTh NPHUMEHEHHS BEHTHISALHOHHOM
CUCTEMBI, DPaCCYMTAHHOW MU CKOHCTPYMPOBAHHOH JUIi OTBOAA TeIUIa, PacCEHBAEMOTO

CTEPUITU3aTOPOM H €T0 3arpy3KOi IT0Ce €e H3BJICYEHHs U3 KaMephl.

BentunauuonHeie ycTpoiicTBa Ha MeCTE€ YCTAaHOBKH CTEPHIIA3ATOpa
JOJIKHBI OBITH CMOHTHPOBAHBI B COOTBETCTBHH ¢ TPEOOBAHUAMH 0€30IaCHOCTH
UIH TpeOOBaHMAMH K OXpaHe okpyxatomieil cpeasl, mo EN 61010-2-042

[cm. 9.1, mepeuncnenne 1) u 10.1].
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Ipunoxenune A

(obs3aTesILHOE)
Metoap! nCHBITAHUA

A.1 Beenenue

Paboune xapakTepHCTHKH CTEPHIIM3aTOpPa IPOBEPSIOT C TIOMOIIHIO
HCIIBITAHUN, BBIMTOIHAEMBIX B COOTBETCTBHM C HACTOSIIUM TPHUIIOKECHHEM.
Kpome storo, tabmuna B.1 (mpunoxenne B) yctanapnmBaer TpeGoBaHMS K
NPUMEHUMOCTH W UYWCIY HCIBITAHWN, KOTOPBIM JOJIKEH OBITh TOABEPTHYT
KOKIOBIM THN cTepwan3aropa. McneITaHus, ONMUCAaHHBIE B HACTOSIIEM
MIPWJIOKEHWH, BBITIONHAIOT C IMYCTOH KaMepol CTEPMIM3aTopa, ¢ HeOONbIIONH
3arpy3Ko¥ WM ¢ TOMHOM  3arpy3koii, Kak yKa3aHO AJid KaXIOro MeEToaa
ucnelTaHui B A.3. biarogaps KoMOMHUPOBAHWIO KOHTPOJIBHBIX 3arPy30K AJIA
Pa3IMUYHBIX METOJOB MCHBITAHWA BO3MOXKHO OJHOBPEMECHHOE BBHINIOJIHEHHE

HECKOJIBKHUX HCIBITAHUH.

IIpumeuanue 1 — OZHOBpPEMEHHBIM BBIMOJHEHHEM HECKOJIBKHX HCIBITAHHHA,
KaK OIIICAaHO B IPUBEOCHHBIX HIKE METOJMKAX, MOXKHO YMEHBIUIUTb OOLIee YHCIO
UCTIBITAaHUH W YUCIO MOTPEOHBIX IJIsl UCTIBITAHWH PACXOMHBIX MaTepHaioB. Pesynbrarom
STOTO SIBUTCA CHIDKEHHE OOIero 3arps3HEeHds OKpyKalomed cpempl (CM. Takke
mpunoxenue F).

IIpumeuanue 2 — KOHTpONBHBIE HCHBITATEIBHBIE 3arpy3KH JOJDKHBI OBITH
TOYHO OmperneseHbl i olecrnedeHuss BepUPHKALUK COOTBETCTBHA TPeOOBaHHAM
HacTosmero crauaapra. OHM MOTYT ObITh UCIOJNB30BAHEI I HCIIBITAHUI HA COOTBETCTBUE

TUITY U IJIA aTTCCTaluuHu (byHKL[I/IOHI/IpOBaHI/ISI, HO HE aTTeCTAllU SKCIITyaTallly.

A.2 UcnbiTaTe/IbHBIE 3aTPY3KH

A.2.1 HeGonbmmas 3arpyska

A.2.1.1 O6mas undopmamms

HeGonpiryro 3arpy3ky BBIOMpAOT [UIS HMMUTALUH  HOPMAaJIbHOMN

3arpy304Hoi curyaumu npu BeinonHeHmH mukia HTIID-crepunuszanun.
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HeGonpmyro  3arpy3ky GOPMHPYIOT M3  ONPEAECIEHHOIO UYHCIIA  TakK
Ha3bIBAaCMBIX «CIMHHL] HEOONBINON 3arpy3km», B COOTBeTCTBHH ¢ A.2.1.2,
yBEIMUMBAas €ro MO Mepe VBEIWYCHHS O0O0heMa KaMep HMCIBITyEMBIX
CTEPUJIN3aTOPOB.

JJia cTepunu3aTopoB ¢ MOJNE3HBIM NMPOCTpaHcTBOM kamep no 100 i Ha
kaxasie 10 J1 MOJIe3HOTO NPOCTPAHCTBA KAMEPHI JOJDKHBI OBITh HCIIOJIB30BaHA
OJ/THA SAWHKIIA HEOOJTBIIOH 3arPy3KH.

IIpm o6nvemax kamep Oosee 100 5, momumo Tex 10 emuHMI, KOTOPHIE
TpedytoTcsa Ha HadanbHble 100 71 MOJE3HOTO MPOCTPAHCTBA, HA Kaxabie 25 1
JIOTIOJIHUTEITEHOTO TTOJIC3HOTO MPOCTPAaHCTBA AOJDKHA OBITh A00aBIIeHA OMHA
earHUIA HEOOBINOHN 3arPy3KH.

A.2.1.2 Exguanua HeG0Ib1II0MH 3arpy3Ku

Enunuria HeGOJIBIMONW 3arpy3Kl COCTOHT M3 TPEX YCTPOMCTB KOHTPOJIA
mporiecca, onpeneneHHbx B C.6 (mpunoxenue C), B JBYXCIOWHON OyMaKHOM

00epTKe cormacHo omucannio, ranaomy B C.8 (mpumoxenne C).

11 puMedHaHue -— HOCTaTO‘{HOC BHUMAHUE CIIEAYET YACJIATh HUHCTPYKUUAM
HM3rOTOBUTENEH IO yrTunusanuu 06epT0'{Hle MaTepHajioOB U, €CJIM NIPUMEHUMO, yCTpOﬁCTB

KOHTPOJIA mmpouecca.

A.2.2 Tlonnas 3arpys3ka

A.2.2.1 Obmast uapopmanust

TlonHyto 3arpy3Ky BBIOMPAIOT JJIi MMHUTAIUH TSOKEIOW 3arpy304HOM
curyauud npd BbinosiHeHud wukia HTIIDO-crepunuzanuu. Ona moJpKHA
COOTBETCTBOBATH MO Macce 1Mo MeHbmei Mepe 90 % MakcHMabHOI 3arpy3KH,
YCTAHOBJICHHO#M JIJIsl HCHIBITYEMOTO crepuu3aropa [em. 9.1, nepeuncienue f)).

[onnyro 3arpy3ky GOpPMHPYIOT M3 ONPEICICHHOrO 4YHCIIA TaK
Ha3bIBACMBIX «CIAMHUI] TIOJHOW 3arpy3km», B cooTBercTBHH ¢ A.2.2.2. Tlo

CyMMapHO# Macce OHHM JIOJDKHBI COCTaBIATh HE MeHee 15 % Macchl
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MaKcUMaJIbHON 3arpy3k. OCTalbHYIO MacCy IMOJIHOW 3arpy3Kd JONOJHSIOT
H3JENUAMH, NOJOOHBIMH HUCHONB3YEMBIM U W3TOTOBJICHUS €IWHMII MOJHOM

3arpy3KH ¢ QaHAJIOTHYHOMN MPOIMOPLUEH MaTEPHAIOB.

IIpumeyanue — Macca cuCTEMBI, UCIONB3YeMOH IUisi pasMerueHus (OAnepxkKKH)

3arpy3kH, He BKJIIOYEHa B MACCY MaKCHMAJIbHOM 3arpy3KH.

A.2.2.2 EAMHHLA MOJIHOH 3arpy3Ku

B cocraB enuwHUIBI MONHOW 3arpy3kd BXOJMT HA0Op CICIYIOIIHX
W3IETHIH:

a) OOWH IUIAHT, HW3TOTOBJIEHHBIH u3 mnoymBuHWIXIopuaa ([IBX)
o 1500 MM, BHYTpEHHHM AMAMETPOM 4 MM M BHEIIHMM JHAMETPOM 6
MM. OTO H3JeNHe NODKHO OBITh B ABYXCJIOWHOH 00epTKe W MMETh OOLIYIO
maccy (40 £ 5) 1

b) omwmH nwiaHr, w3roropneHHBH W3 mnomuBuHWIXIOpuaa ([1BX),
mmno# 1000 MM, BHYTPEHHHM JHAMETPOM 8 MM M BHEIIHHM JHaMeTpoM 12
MM M OJMH BHHT W3 HepXaBewlnei cramm pasmepamu M8 x 60 (cwm.,
Hanpumep, [1]), BctaBiaeHHbIH B oauH W3 KOHIOB [IBX-mmmanra. CoOpanHoe
u37eHe J0JDKHO OBITh B BYXCIIOWHOW 00epTKe M MMeTh 00mTyro Maccy (120 +
10)T;

¢) oauH crepxerb u3 nommamuaa (PA11 wma PA12 B cooTBeTCTBHHM C
EN ISO 1874-1) mnuno#i 80 MM m auamerpom 15 MM W OOMH BHHT W3
Hepkageromei cranmu pasmepamMu M8 x 60 (cm., Hanpumep, EN 24017). O6a
W3/IeNHA TOJDKHBI OBITh B IBYXCIOHHOM 00epTKe W UMeTh 00Imyto Maccy (45
+5)r;

d) onna TpyOka w3 Hepxkaseroleil cranu (Mapku, Hanpumep, 1.4301 B
cootBetcTBUM ¢ EN 10027-2) mmnoit 230 MM, BHYTPEHHHM JAHaMETPOM 6 MM
W BHEIIHUM JHaMeTpoM 8 MM. OTO H3JeNue JOIDKHO OBbITh B ABYXCIIOWHOW

obepTke U uMeTh 001y Maccy (40 £ 5) r;
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€) OOHO YCTPOWCTBO KOHTpONs mpouecca, onucanHoe B C.6
(npmnoskerue C), B ABYXCIIOHHOM 06epTKe.

Jna  obeprbiBaHusi  M3AeNUil  MCHOONB3YIOT  KOMOWHWUPOBAHHBIM
00epTouHBIii MaTepran 1iacTuk/6ymara, omucanssiii B C.8 (mpunoxenue C).
OO6mas macca eQWHWIBI TONHON 3arpy3kd [MCKIrOYass Maccy CHCTEMBI,
HCTONIB3YeMO# U pasMenieHus (MOLACPKKH) 3arpy3Ku | JOJDKHA COCTaBIIATh

(250 £25) 1.

IMIpumeuanume 1 — JlBe ymakoBKM THIOB B) H C), HCIOJb3yeMble IS
olpeneseHus TeMiepatypHoro npoduist H npoduis AaBieHus NPy MONHON 3arpy3ke, U He

JOJDKHBI OBbITh 3aM€4aTaHbl 3apaHee.

IIpumeuvanue 2 — JlocTaTouHOE BHHMAHHE CIEAYeT YIENATb HHCTPYKLHIM
U3rOTOBMTENEH MO yTHIu3auu 00epTOYHBIX MaTepPUAJIOB U, €CIIH IPHUMEHNUMO, YCTPOHCTB

KOHTPOJIA mpo1ecca.

A.3 ITpouexyps! HCIBITAHMI

A.3.1 UcnpiTaTenibHOE 000pyI0BaHHE

HcneiTaTensHoe 060pyA0BaHUE AOHKHO COOTBETCTBOBATH TPSOGOBAHHAM
npmwioxerus C.

A.3.2 TepmomeTpriuecKkne HCMTBITAHUS

AJ3.2.1 HcnblTanne TpeABAPHTEJBHOT0 HArpeBa Kamepsl
CcTepIIN3aTopa

A.3.2.1.1 NcnplTanne TpenBapuTENEHOTO HATPEBa MPOBOIAT C LENIBIO
IPOJEMOHCTPHPOBATh CHOCOOHOCTh YAEPIKHMBATh TEMIEPATYPy BHYTPECHHHX
TIOBEPXHOCTEH KaMephl B IPEETax yCTAHOBICHHOTO AWANa3oHa TEMIEPATyp U
obecrieunBaTh TakuM 00pa3oM B  XOJ€ HOPMAIBHOM CTepHIIM3aUHH
BATUANPOBAHHbBIC (PHU3HUECKHE YCIOBHUS.

A.3.2.1.2 B xamepy crepunuszaropa obvsemom mo 1000 i BBOAAT He
MeHee 10 mardmkoB TeMmepaTypsl, a TpH OONBIINX pa3Mepax — MO OAHOMY

JOTIOTHUTEIBHOMY ~ JTAaTUYMKy Ha Kaxkasle gomonuautTensheie 100 1 ¢
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HCIIOJIb30BAHHEM KOHTPOJBHOTO COCAMHHTENS, omucanHoro B 4.1.5.2.
JlaTuMke JOMKHBL OBITH PACIPEAENICHbl 110 BHYTPEHHHM IOBEPXHOCTAM
KaMephl, YCTAHOBJEHHBIM [Tl HCIBITYEMOro CcTepuiu3atopa [cMm. 9.2,
nepeymciaeHue a), 1].

A.3.2.1.3 BeINONHAIOT U3MEPEHHUS TEMITEPATyPhl B OTKAYAHHOM ITyCTOM
Kamepe.

A.3.2.1.4 TlonydeHHBIE 1O MCTEUEHUH BPEMEHHM HArpeBa pe3yNIbTaThl
CBEPAIOT C TpeOOBaHMAMH K DPabouMM XapakTepPUCTHKAM, MPHBEACHHBIMA
B6.1.1.1.

A.3.2.2 TepmomeTpryeckHe HCTIBITAHNS (He0O/IbIIAS 3arpy3Ka)

A.3.2.2.1 TepMoMeTpHuecKre WCHIBITAHHSA ¢ HEOOMBIION 3arpy3koil B
OCHOBHOM TMPOBOAAT A JEMOHCTPALMM TOr0, 4YTO COOTHOLICHHE
TeMIepaTypa/aBjieHue  BHYTPA  3arpy3KH  TO3BOJSIET  JOCTHUTHYTH
CTEpHJIM3AIMK  3arpy3kd. Bo  BTOPYH  ouepeldb 5TO  HCHBITAHHE
IEMOHCTPUPYET, YTO TeMIiepaTypa HeE TIIPEBBIIIAET BEPXHEro mperena
JMana3oHa TEMMepaTyp CTIEPUIM3alHd Ha NPOTHKEHUH BCEro LMKIA

CTEPUITH3ALINH.

IlpuMedaHue — DTO UCIbITAHHE MOXKET ObITh BBINOJHEHO JIMOO KaK OTAEIbHOE
UcTbITaHKe ¢ HeGOMBLION 3arpy3koi, b0 KaK HHTErPUPOBAHHAS YaCTh WCIBLITAHUS
JaBJeHuUst, TG0 MUKPOOUOIOTHIECKOTO UCIILITAHHS, UCIIBITAHUs CywIKH anbo pecopOunu,

TAC TPUMEHNMO.

A3222 TlogxmodaloT K KaMmepe CTepuiIM3aropa perucrparop
JIABIICHUS, UCIIONIB3YS KOHTPOJIBHBIH COeIMHUTENb, onicannbiii B 4.1.5.1.

A3223 BeomaT B KaMepy JaTYMKH TEMIEpaTypbl B KOJMYCCTBE,
ycraHoBeHHOM B Tabmuue B.1 (npuiokenne B), mcnonb3ys KOHTPOJbHbIM
COCIUHUTEITh, OTIMCAHHBIH B 4.1.5.2, W MOAKTIOYAIOT AATYMKH K PETUCTPATOpY

TEMIEPATYPHI.
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A3.224 PaMemaloT B NONE3HOM 00BEME KaMmepsl EIMHHIEI
HebonpIIof 3arpy3ku cornacHo A.2.1, ucmonb3ysd CHCTEMY Ppa3MeEIlEHUs
(mojutep)kKH) 3arpy3kd M COOMIOAas WHCTPYKIMH IO 3arpy3ke, JaHHbIC
HU3rOTOBUTENEM JUTS HCIBITYEMOTO CTEPUIN3aTOpa [om. 9.2,
nepeuncienue a), 11].

A3.2.25 TlomemawT OAUH MATYHK TEMIEPATypsl B KOHTPOJIbHYIO
TOYKY W3MepeHus TeMmneparypel. OcTajbHBIE [JaT4dKH —TEMIICPATYpPHI
PaBHOMEPHO Pa3MEIIAIOT B MOJIE3HOM 00BEeMe KaMephl, 3aHATOM KOHTPOJIbHOMH
3arpy3Ko#, yUuThIBass ONPEHEICHHBIE M JTOKYMCHTHPOBAHHBIC KPHTHICCKHE

TOUYKH.

11 puMeYyaHHue -— KPI/ITH‘-ICCKPIC TOYKH MOIyT OBITE onpencyi€eHbl B XOA€

pa3paboTKH.

A.3.2.2.6 HememieHHO 3amycKalOT LMK CTEPWIH3ALMH, MOJIEKALIHIIA
ucnbiTannio. Heobxoammo yoenuTses, 9To MPpHOOPEI-PETHCTPATOPHL, a TaKKe
IITAaTHBIE TPUOOPHI, MOCTOSHHO COCTUHEHHBIE C KaMepol CTepHiM3aTopa,
paGotaior W perucTpupyroT mporecc. Cieayer Takxke yOeauTbcs B
HOPMaJbHOM perucTpauuu JUid [OCJIENYIOIEH OLEHKH MapaMeTpos,
obycnoeiaennaeix B 6.1.1.3. Tlo OkOHUaHMM LMKIA CTEPUIAM3ALMU Nepex
pasrpy3koii HEOOXOAMMO TpPOBEPUTh W TOATBEPAWTH, UYTO BH3yalbHas
WHIUKALHSA 3aBEPIIEHNS IUKIa cpaboTana.

A.322.7 OueHuBarOT TMOJyYeHHbIE€ 3allUCH HAa COOTBETCTBUE
TpeGOBaHUIM K pabourM XapakTeprcTUKaM coriacHo 6.1.1.4.

A.3.2.3 TepmMomeTrpuyecKkne HCIBITAHUS (II0OTHAS 3arpy3Ka)

A.3.2.3.1 TepMOMeTpHUECKHE WCIBITAHUSA C IIONHOM  3arpy3koil B
OCHOBHOM IIPOBOZAT Jis JEMOHCTPAllMM TOTO, HUTO COOTHOILICHHE
TeMrnepaTypa/aBjIeHue  BHYTPM  3arpy3KH  IIO3BOJSIET  JOCTHTHYTB
CTEpUIIM3AIlNM  3arpy3kd. Bo  BTOPyO  ouepelb 3TO  HCIBITaHHE

JEMOHCTPHPYET, YIO TEMIEpaTypa HE IPEBHIIACT BEPXHEr0 Mpeaena
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AuamaszoHa TEMIIEpATyp CTEPWIM3allMH Ha MPOTAHKCHUH BCETO LUKIIA

CTEPUITH3ALINH.

IIpumeuaHue — DTO UCHBITAHUE MOXKET ObITH BBINOJIHEHO JIMOO KaK OTAEJbHOE
HCTBITAHWE C TOJHOH 3arpy3koi, JMOO Kak HHTErpHPOBAHHAs  4YacTh MCIBITAHMS
IaBieHusi, JMOO MHKPOOHONOrMYECKOrO HCIBITAHHUs, JHOO HCHBITAHMS CYLIKH, TAe

TIPAMEHHUMO.

A.3.2.3.2 llpucoeauustoTr TpHOOP, PETUCTPUPYIOMINI JaBICHUE, K
KaMepe  CTepPHIM3aTOpa, HWCTONB3ysd  HMCHBITATSNIBHBIA  COCIUHHUTED,
omucanubii B 4.1.5.1.

A3.233 Bpomir B KkaMmepy CTCpHIIH3aTOPa OMPEIACIICHHOS UHCIIO
JaTUMKOB TeMIepaTypsl coriacHo tabmuie B.1 (mpunoxenue B), ucnoms3ys
HCTBITATEIFHBIH COCTAHATEIh, OTMMCAHHBIH B 4.1.5.2, 1 NOAKIIOYAIOT TaTIUKH
K Ipudopy, PETHCTPUPYIOMIEMY TEMIEPATypy.

A.3.2.3.4 PazMemaoT €qUHMUIBI TIOHOM 3arpy3KH B IMOJIE3HOM 00BbEeMe
KaMepsl CTePWIM3aTOpa, WCIONBb3YA CHCTEMY pa3MEIleHHsA (TOAICPIKKH)
3arpy3KH  CTEPUIM3aTOPa HW  YUUTHIBasd HMHCTPYKIHM 1O  3arpyske,
YCTaHOBIICHHBIC H3TOTOBUTENEM [cM. 9.2, nepeamcnenue a), 11].

A.3.2.3.5 IlomemaroT OAWH OAaT4uK TEMMEpPaTypel B KOHTPOJIBHYIO
TOUKY MU3MEPEHUS TEMIIEPATYPhI.

BBoasar gBa marumka TeMmIepaTyphl B YIAKOBKA B COOTBETCTBHH C
A.2.2.2, nepeunciieHns b) u ¢), NpoThIKAas JATUNKAMH YIAKOBKA. Mcnone3yroT
KJIIEHKYIO JICHTY JUTA (pUKCAIIMy HATIMKOB B MOJIOKEHUH XOPOIIETO TEIIOBOTO
KOHTaKTa ¢ BHHTAMHU, HAXOMAMUMHCA BHYTPH YIAKOBOK, IIOCIE UETO
3aKJICHBAIOT JICHTOM OTBEPCTHA, Uepe3 KOTOPHlE MOAaTYMKH BBEACHH B
VIIAaKOBKH. 3aKJIEHBAIOT ABOMHBIC YIAKOBKH U YKIQABIBAIOT WX B €AWHUILY
MOJIHOW 3arpy3kd. Pa3MeInaroT eIWHHIY NOJHOH 3arpy3Kd B TOW TOUKe
mone3Horo o0weMa, KoTopas OBUIAa ompeseneHa KaK «XOJIOTHOE MATHO» BO

BpeMs MCIIBITAHUA TEMIEpaTypbl ¢ HeOombuIof 3arpys3koii. Pacnpegensror
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OCTaBIIMECA JATYMKH TEMIEPAaTypsl PABHOMEPHO B TMOJIE3HOM OObBEME,
3aHATOM KOHTPOJIBHOM 3arpy3Koil.

A323.6 HememieHHO  3amyCcKalOT  TIPONECC  CTCPHITM3ALIHM,
nojyiexkamuii - ucneitanulo.  HeobGxomumo — yOemutbess B TOM,  UTO
WCMBITaTENbHbIC NPUOOPH, a Takxke MpUOOpH, BXOMAINIAE B COCTaB
CTEPUJIA3aTOpa, PETHCTPUPYIOT mpouecc. Cnemyer Takke yOETUTHCA B
HOPDMAJIBHOM DPETHCTPALMM A MOCIHEAYIOUIEH ONEHKA TapaMeTpoB,
obycnoBinennsix B 6.1.1.3. [lo oOkoHUaHWM TIMKJIA TEpPEeA Pa3rpy3Koid
NPOBEPAIOT U NOATBEPIKIAIOT, YTO BU3YaJIbHAA MHAMKALMS 3aBEPLICHAS TUKIA
cpaboraja.

A323.7 OueHuBalOT TMOMYYEHHbIE 3alMMCH HAa COOTBETCTBHE

TpeOOBaHUAM K pabouuM XapakTepucTHKaM corinacHo 6.1.1.4.
A.3.3 Muxkpobuosoruyeckoe HCIbITAHHE

A33.1 Mukpobuonorudeckoe HCIBITAHAE TPOBOAAT C  MEJIBIO
J0Ka3aTh, YTO IPH JEMOHCTPAIMH yJOBJICTBOPEHUA TPeOOBAaHMH HACTOALIETO
CTaHAapTa K pabouyMM XapaKTEPUCTHKAaM B YaCTH TEMIIEPATyPhl U JIABJICHUSA
[0 3aBEPIICHUH HOPMAIBHOIO IMKJIA CTEPWIM3aLUU HE MOXET ObITh
BOCCTAHOBJICHA  JKM3HECIIOCOOHOCTb  KOHTPOJBHBIX  MHKPOOPraHHU3MOB,
HaXOJAIIUXCS B OMOJIOTMYECKUX MHINKATOPAaX, Pa3MELICHHBIX B KOHTPOJIbHOM

3arpyske.

IIpumeuanue — DTO HCHBITAHHE MOXKET OBITH BBIIOJTHEHO JIHOO KaK OTHENBHOE
HCIIBITAHKE, MO0 KaK HMHTErPHUPOBAHHAS YacTh WCIBITAHMS NABJICHHWs, TEMIIEPaTypHL,
CymKy, qub0 ucmbITaHus AecopOumy, rae npumeHnMo. OmHAKO NMpU BBIIOJHEHUH 3TOTO
UCTIBITAHUS ONHOBPEMEHHO C HCHBITAHHEM NecOpOIMU YHCIO HCIONB3YEMBIX YIIaKOBOK
(YyCTpOWCTB nsist HMCHBITAHMS IMpollecca) MOJDKHO ObITh He MeHee ofOwero wucnia
HMHIWKATOPOB, MCIOJb3YyeMbIX Ul OOOMX HCHBITaHME. Buonornueckne WHIUKATOPHI U
MHIUKATOPEl [ecOpOLUHM JOJKHBI OBITH pa3MEINeHbl B OTHCNBHBIX YIIAKOBKAX BO

n30exaHNue B3aUMHOTO BIUSAHHA HAa Pe3yNIbTaThl UCIIBITAHMUL.

56



T'OCT EN 141802011

A.3.3.2 Uucno MCTIONb3yeMBIX WHIUKATOPOB 3aBHCUT OT 3arpy304HOMN
€MKOCTH IIOJIE3HOro oObeMa. UHCIIO HMHIHUKATOPOB  JO/DKHO  OBITh
MO3BOJIAIOIIMM ~ OOecreunBaTh  OIEHKY 3(G(GEKTHBHOCTH  JIETaIBHOCTH,
JOCTHTHYTOH  BHYTPH  CTepwiIm3yeMo#  3arpy3ku.  JIomkHEI  OBITH
HCIIONTb30BaHbl OHOJIOTHUCCKHE CHCTEMBI, onpenesicHHbie B C.7 (IpHIIOKEHHES
C); MUHUMaJIBHOE TOTPeOHOEC YMCIIO WHAWKATOPOB YKaszaHo B Tabmmre B.1
(mpunoxenue B).

A333 PasMemamoT KaXKABIH HHIUKATOP, 32 HCKIIOYEHHEM
WHIUKATOPOB TO3UTHBHOTO KOHTPONA (0OpasIoBBIX), B YCTPOWCTBAX A
ucnbltaana nporecca [em. C.6 (mpmioxenne C)], 3aKIIOUEHHBIX B ABOHHYIO
00CpTKY M 3aKJICECHHBIX C WCHOJBb30BAHHEM CTEPUIH3ALMOHHBIX O00epTOK
cormacHo EN 868-5.

A.3.3.4 PaBHOMEpPHO pacmpeAensiOT YCTPOHCTBA i1 KOHTPOJIA
mporiecca B OBOWHOW 00epTKe B TMOJNIE3HOM MPOCTPAHCTBE KaMephl
CTEPUIIM3aTOPa U TOKYMEHTHUPYIOT CXEMY MX PACIPEACIICHHUS.

A.3.3.5 HemeUteHHO 3alyCKalOT NPOIECC CTEPHITH3AINH, TIOICKATTHIA
ucnbiTaHuio. [0 OKOHUaHMM ILHMKJIA Nepej pasrpy3koil MpOBEPSIOT U
TIOATBEP/KAAIOT, YTO BU3yaTbHAsA HHANKALMS 3aBEPLICHUs LUK/ cpaboTaa.

A.3.3.6 EKyOUpYIOT KaK 3KCIIOHMPOBAHHBIC, TaK U HEOOpaOoTaHHEIC
Ouonornaeckue HHAUKATOpsl B cootBercTBrE ¢ EN ISO 11138-1.

A.3.3.7 OueHHBAIOT TIOMyYEHHBIC PE3YJNbTaTHl HAa COOTBETCTBHE

TpeboBanusM 6.1.2.

Mpumeuanue — IIpn yHUYTOXEHUN MHKYOMPOBAHHBIX MHIAMKATOPOB CIEOYET

YYHUTBIBATb NHCTPYKIUU UX U3TOTOBUTEIIA.

A.3.4 UcnipiTaHus naBJICHHS

A.3.4.1 UcnbiTaHue naBJieHUs (HEGObLIAS 3arPy3Ka)
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A3.4.1.]1 UcnbiTanue nmaBiaeHus ¢ HEGONBINOM 3arpy3Koil B OCHOBHOM
MNPOBOAAT AN JAEMOHCTPAIMM TOro, 4Yro TpeboBaHWs K JABJICHHIO,
YyCTaHOBJICHHBIE B 6.1.1.5, BRINONHATOTCA B YCIOBHAX HEOONMBINOH 3arpy3Ku
cTepunu3aTopa. Bo BTOpPYIO ouepenb 3TO HCIBITAHHE JEMOHCTPHUPYET, UTO
CKOPOCTb M3MEHEHMS NaBICHHWA B XOJC BBIMONHCHHS LMKIA CTEPHIH3ALMH
MOAJEPKHMBAETCS B JMaNa30He, HE MO3BOJIAIONIEM TMOBPEIMTH 3arpy3Ky M ee

YTIaKOBKY.

IIpumMeuaHnue — DTO UCIBITAHHE MOKET OBITH BBIOJHEHO JIMOO KaK OTAENILHOE
UCTIBITAaHWE C HeOONbIION 3arpy3koi, nubO Kak HMHTErPUPOBAHHAS YaCTh WCIIBITAHHS
TeMmeparypHoro npo¢mis, Ju6o MHKPOOHONOTHYECKOTO HMCIBITAHHS JMOO HCIBITAHWS

CYLIKH, rA€ NPUMEHUMO.

A34.12 TlogxmodaloT K KaMmepe CTEpHiM3aropa pPerucTparop
TABJICHUS, UCITOJB3YS UCTIHITATENIEHBIN COCAMHNATEIIb, OnucanHbiii B 4.1.5.1.

A3.4.13 PasMemaroT B TOJE3HOM OOBEME KaMepH CTEPHIH3ATOPA
eIVHULBl  HeOonmplnoi 3arpy3ku coracHo A.2.1, wucnons3ys cuCTeMy
pasMerteHus (MOICPIKKK) 3arPY3KH ¥ COOIONAA MHCTPYKIHMHU IO 3arpyskKe,
YCTAHOBJIEHHBIE W3MOTOBUTEJIEM IS HCIBITYEMOro cTepuim3aropa [cMm. 9.2,
nepeuncienue a), 11].

A34.14 HememwieHHO  3amyCKalOT  TPOIECC  CTSPHIIM3ALIUH,
momIexamuii  wenbitanuio. Heobxomumo  yOemwThCs B TOM, 9TO
WCTIBITATENIbHBIE TPHOOPHI, a TakkKe npPuUOOPHI, BXOAAIMME B COCTaB
CTEPWIN3aTOpa, PerucTpupyrotr mporecc. Crnemyer Takke YOEAWThCA B
HOPMAJIPHOM  perucrpauuud i1 TOCIeAyIOMedl ONEHKH MapaMeTpoB,
obycnosneHHex B 6.1.1.5. Tlo OKkOHuaHWM IIMKJIA IIepea  Pasrpy3Koi
TPOBEPAOT U NIOATBEPAKAIOT, UTO BU3yaJIbHAAd WHANKAINA 3aBCPIICHUA ITUKIIA
cpaboraa.

A34.15 OueHuBaloT TOJyYEHHBIC 3allUCM HAa  COOTBETCTBHE

TpeOOBaHUAM K pabounM XapakTepucThKaM cortacHo 6.1.1.6.
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A.3.4.2 UcnbiTanue AaBJjieHus (M0JIHAS 3arpy3Ka)

A3.42.1 HcuneiTanue AaBICHAS C TIOJMHOM 3arpy3koil B OCHOBHOM
MPOBOAAT sl JAGMOHCTPALMM TOro, 4Yro TpeboBaHMA K JAABJICHHIO,
ycraHoBieHHbie B 6.1.1.5, BHITONHSAIOTCA B YCIOBHAX TOMHOH  3arpy3kH
crepmm3aTtopa. Bo BTOpyiO odepenp 3TO HCHBITAaHHE JEMOHCTPHDYET, 4TO
CKOpPOCTh M3MEHCHHS MABJICHWS B XOJIC BHITIONIHEHHA LUKIIA CTEPHIH3ALHH
MOJICPKUBACTCS. B HAMA30HE, HE TO3BOJAIONIEM MOBPEINTH 3arpy3Ky H €€

YTIaKOBKY.

IpumeuaHue — DTO UCHBITAHHE MOXKeET OBITH BHINOJIHEHO TUOO Kak OTAEIbHOE
WCOBITAHWE C TOJHON 3arpy3koi, JsmOO KaKk UHTErpHPOBAHHAs 4YacTh HCIIBITAHHSA
TeMmeparypsl, JU0O MHMKPOOHONOrHYECKOTO MCIBITAHHSA, MO0 MCIBITAHMS CYIIKH, T7e

IIPUMEHHUMO.

A3422 llogxmouaroT K KaMepe CTepwiIn3aropa perucrparop
JaBJICHUS, UCII0JIb3YS KOHTPOJBHEIN COSAMHUTENE, OMUCcaHHbli B 4.1.5.1.

A.3.423 Pa3MmemarwT B IOJE3HOM IPOCTPAHCTBE KaMEPbl €IUHUIIBI
TOJTHOM  3arpy3kd corjacHo A.2.2, WCHMONb3ysd CHCTEMY pa3MelecHus
(moamepkKM)  3arpy3kd M coOMIOAas  MHCTPYKLMM 1O 3arpyske,
YCTAaHOBIICHHBIC H3TOTOBHUTENEM JUIA HCIBITYEMOTO CTephim3aropa [cMm. 9. 2,
nepeunciacnue a), 11].

A3424 HememieHHO  3alMyCcKalOT  MPOIECC  CTCPHIM3AIINH,
nojnexammii  ucneitanuto.  HeobGxonmumo — yOeauteess B TOM,  4UTO
HCHEITAaTeNIbHBIE TPHOOPBI, a Takke TPHOOPH, BXOMAMME B COCTaB
CTEpUNIM3aTOPa, perucTpupyor mpouecc. Cneayer Take yOeauThea B
HOPMA&JIBPHOM  peTHCTpalliM [UIA TOCIEAYIomeHd ONCHKH TapaMeTpoB,
obycnosnenHsix B 6.1.1.5. Ilo okoHYaHWM UMKIA ©EPEA Ppasrpy3koi
HEOOXOAUMO TMPOBEPHTh H TOATBEPOMTH, 4YTO BH3YAJbHAA HMHIMKALIMA

3aBepllIeHH IUKIIa cpaboTana.
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A3425 OueHnBalOT TMOJyYeHHbIE 3alUCH HA  COOTBETCTBHE
TpebOBaHUAM K pabounM XapaKTepHCTHKAaM corjacHo 6.1.1.6.

A.3.5 UcnbiTaHue recoponun

A3.5.1 HWcnbitanue necopOmMM TPOBOAAT Ul JIEMOHCTPAIlHH
CIOCOOHOCTH CTEPUIIM3aTOPa IOHHMXKATh KOHLEHTpauuio Qopmanbaeruaa B
MEIWIMHCKOM H3JEJIUN TIOC/IE CTSPIJIM3ANNHN IO YPOBHS, YCTAHOBJICHHOTO B

npunoxeHud E.

IIpumeuaHue — ITO HCHbITAHNE MOXKET OBITH BHINOJHEHO JIHO0 Kak OTAENbHOE
UCIIbITAaHHE C HeOONBIION 3arpy3xoil, 1u00 Kak HHTErPUPOBAHHAS YacTh HCIBITAHUS
TeMIIePaTyphl, HABJIEHUS, CYLUIKH, JHOO MHKPOOHOIOTHIECKOTO UCIBITAHKS ¢ HeOOMBImO#
3arpyskoii, rae mnpumeHuMo. OnHaKO IPH BBIIOJHEHHH €ro OXHOBPEMEHHO C
MHKPOOHOJIOTHYECKAM HCIIBITAaHHEM YHCIO MHCIONB3YEMbIX YIAKOBOK (YCTPOHCTB st
UCIBITAHUS TIpolecca) ROMKHO ObITh He MeHee OOLIEro uucia HWHAHKATOPOB,
HCIONB3YEeMBbIX Ui OOOMX WCHBITaHWil. Buojorudeckne HMHOMKATOPbl W HHIHUKATOPBI
JecopOLIHN JOJDKHBL OBITH Pa3MeIeHbl B OTASIbHBIX YIIAKOBKAaX BO H30€KaHHE B3aHMHOTO

BJIMAHUSA Ha PE3YJIBTATHI WCTIBITAHUH,

A3.52 Yucmo HUCTIOMB3YyEeMBIX HWHIUKATOPOB 3aBHCHT OT EMKOCTH
MOJIE3HOT0 o0bemMa. UWCI0 WHAWKATOPOB OOJDKHO OBITh MO3BOJISIOILIM
obecnieunBarh OLECHKY 3()(HEeKTUBHOCTH AECOPOLMH, JOCTUTHYTOW BHYTDH
CTEPWIN3YEMOH 3arpy3ku. MuHHManbHOEe NOTPEOHOE YHMCIO HHIUKATOPOB
ykazaHo B Tabmmme B.1 (mpunoxenwe B);, TpeGoBaHHS K HHIHKaTOpam
ycraHoBneHH B C.5 (mpumoxenne C).

A3.5.3 TlomemaoT KaXIplii WHAWKATOP BMECTE C YCTPOMCTBOM JUIA
ucnbITagwus mporecca [cM. C.6 (npunoxxenue C)] B CTepHIM3ALMOHHBIN MAKET,
cootBetcTByoumii TpeboBanmam C.8 (npumokenue C). TlakeTsl MOMEMAOT
BO BTOPHYHYIO OOCPTKY UIA TOJIydCHHS IBOMHON OOEPTKH, M 3aKJIEHBAIOT
BTOpPHUYHYIO 00epTKy. Eille 0AWH HHAMKATOpP HEOOXOAMMO IEpPXKATh OTACIIEHO

oT o0O0epHyThIX. Takod HHAMKATOp MOXeET OBITh HCIOJNB30BAH Kak
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KOHTPONBHBIH  (0OpasoBbii), MW OH HE MAODKEH ObITh NOABEPTHYT
BO3ACHCTBHIO IUKJIA CTEPHIIAZAINH.

A.3.54 PaBHOMEpPHO pacHpenensiOT HHIUKATOPHI/YCTPOWCTBA JUIA
KOHTPOJIA TIporiecca B ABOWHOH O0epTKE B TOJIC3HOM 00BEME KaMepsl
CTEPWIM3aTOPA M JJOKYMCHTHPYIOT CXEMY HX PacpeacieHus.

A.3.5.5 HemenmneHHO 3aImyCKarOT MPOIECC CTEPUITHM3AIMH, MOIEKAIIH
ucnpiTauio. [0 OKOHYAaHWH [UKIA mnepel Pasrpy3koil  HeoOXomuMo
MPOBEPUTh W TOATBEPAUTH, YTO BHU3yaTbHAS WHIUKALUSA 3aBEPIICHHs LMK
cpabotana.

A.3.5.6 PacnakoBBIBaIOT HHAWKATOPHL B 00pabaTHIBAIOT B COOTBETCTBUU
¢ mpouenypoi, npuseaeHHo# B D.1 (npunoxenue D).

A.3.57 Onpenensaior coxepxanue (Gopmanbierinia, BHIPAKEHHOE B
MHKpOTrpaMMax (MKT), IS KaXJOTo TPOIIeanero oopaboTky HHINKATOpa, a
TaKKe IS KOHTPOJIBHOTO (00Pa3LOBOro) HHIMKATOPA, HOJb3YICh METOIUKOM,
ormmcanHoi B D.2 (mpmnoxkenue D). Belunraror 3HaueHHe, MONyUYeHHOE OT
KOHTPONBHOrOo  (00pa3snoBOro) HMHAMKATOpA, M3 KaXKIOr0 3HAYCHU,
MOJIYYCHHOTO OT 00pabOTaHHBIX HMHAWKATOPOB. [lOJy4eHHBIC pE3YJIBTAThI
KCIIOJIL3YIOT JUIS BBIYMCIICHUS CPETHETO 3HAYCHHS IS BCeX 00pabOTaHHBIX
WHIWKATOPOB M TMPOBEPSIOT 3TO CpefHEe 3HAYeHHE Ha COOTBETCTBHC
TpeGoBanusiM 6.2,

A.3.6 UcnbiTaHue CyIIKU

A.3.6.1 VcnipiTanue CyIIKA TIPOBOIAT IJI AEMOHCTPAIMY CIIOCOOHOCTH
LOUKJIA CTEPIIM3ALWM CHIDKATH OCTATOYHYKO BJIAXKHOCTh OO YPOBHA,
MO3BOJIIONIETO MOJy9YaTh JOBONBHO CYXHe YNAaKOBKH M HE OKA3BIBAOIIETO

MHOTO, BPEIHOTO BIMSHUA HA 00PaOOTaHHBIE W3/ICNA.

IIpumeuanue — McoblTaHWe CyIIKM JODKHO OBITh  BBINOJHEHO —Kak
HWHTETPUPOBAHHAA YaCTh WCHBITAHMH TEMIEPaTyphl WJIH JABIEHHS IS HEOOJBIIOH U

IOJTHOM 3arpys3KH.
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A.3.6.2 TIpoBepsroT CTEPHIM30BAHHYIO 3arpy3ky Ha COOTBETCTBHE

TpeboBaHusaM 6.3.
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Ipunoxenue B

(o0s13aTesIbHOE)

Kuaccudukanusi cTepujM3aTopoB H MeTo/ibl HCIBITAHUIL

B.1 O6mas uudopmanust

HcmbiTanus, nepedncienasie B Tabmmue B.1 n yctaHoBnenHsle B A.3
(mpwinoxenue A), TpeTHA3HAUEHHl U1 BBIIONHEHUS C KOHTPOJIBHBIMH
3arpy3kamMmu B IEJSX AEMOHCTPAIMK COOTBETCTBHA TPeOOBaHMAM K pabodumm
XapaKTePUCTHKAM, YCTAHOBJIEHHEIM HACTOSIITAM CTAaHTAPTOM.

B.2 Tun crepunuzatopa

B.2.1 KoHmenmus «THIa CTEPHIN3aTOPa» MO3BOJIAET AAaTh ONPE/ICIICHHE
TAaKNX U3MEHEHUH B KOHCTPYKIHH, XapakTep KOTOPHIX TPeOyeT MpOBEACHUSA
noBTOpHBIX HenbliTauui. Ecnu tun HTII®-cTepunuzaTopa ocTaeTcs TEM ke,
TO HeOOJIbIINE W3MEHEHHS B KOHCTPYKIMH OTAEIBPHOTO CTEpPIIM3AaTopa HE
CUMTAIOT OKA3bIBAOLIMMH BIMSHHE Ha Paboume XapaKTEPHUCTHUKH, W MOTOMY
BBITIOJTHEHNE TIOBTOPHBIX UCITBITAHKHN HE TPEOyeTCs.,

B.22 Tlpu nemoncrpammu Toro, uro Tun HTIID-crepmnmsaropa
COOTBETCTBYET TpeOOBaHMsIM K PabOYMM XapaKTEPUCTHUKAM, YCTAHOBIEHHBIM
HACTOAIIUM CTAHIAPTOM, CTEPHIN3ATOP, KIACCH(UIMPYEMBIii KaK 3TOT XKe
THIL, TOJI’KEH UMETB:

a) TO Xe UMCIIO ABepeii B TOi xe KOH(DUTypaLIHH.

IIpumeuanue 1 — Ecou 6puUl0 HPOAEMOHCTPHPOBAHO, HYTO UL JAHHOTO
pasmepa U TUIIA ABepH He OOHapyKeHa PA3HULIA BO BIMSHUE HA 3arpy3Ky CTEPHIIM3aToOpa,
PACTIONIOKEHHYI0 MEXK/Y IBEPBIO U 33/1HEH CTEHKOH, TO CTEPUIU3ATOPBI C OIHOMN MITH JBYMS

TAKUMHU NBEPSIMU HE CUUTAIOT OPUHALIC)KAIIUMHUA K Pa3HBIM THIIAM,

b) Bce MOAKTIOUEHMA CPEA K KaMepe B TOM iKe OpPHEHTALIUH.
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IIpumeuyanue 2 — 3epkaJbHOE PACMONIOKEHHE TOAKIIOUEHUI 10 CPABHEHHIO C

OPHUTHHAJIBHBIM HE ABJIACTCA MPU3HAKOM APYIOro TUIIA,

C) TaKyl0 K€ CUCTEMY YIPABJIICHHUA C TEM XKC PaCIOJIOXKCHUEM BCEX

JaTYUKOB (HOSI/ILII/II/I u OpI/IeHTaL[I/I}I).

IIpumeuanune 3 — B ciyuasx, korga HW3MeHEHHs B CHUCTEME YIIPaBJICHHS HE
OKa3blBAIOT ~ BJIMSHUSI Ha  IIOCJIE[OBATENBHOCTb  HCIIOJHEHHs Ipouecca H  Ha
OTpaHWYHBAIOIINE 3HAYEHUS NApaMeTPOB, HOBBIC HCIIBITAHHS Ha COOTBETCTBUE THUILy HE

TpedyroTcst.

Ipumeuanue 4 — B ciaydasx, korma M3MEHEHHS B CHCTEME YIPABIECHWs He
OKa3bIBAOT BJIMSAHMA HA J€HCTBEHHOCTb LIMKJIA CTEPUIN3ALNY, UCTIBITAHUS B COOTBETCTBUU
¢ A3.3 (mpmiaoxeHue A) IOMyCKAaeTCsl HE BBINOJHATL B XOL€ HOBBIX HCIIBITAHHN Ha

COOTBETCTBUC THUITY,

d) TAKOH K€ ITUKIT CTCPpUIIU3AllUH, B TOM YHCIIC TC XC MapaMCcTphI

IMHKJIA.

B.2.3 Eciau Bce mpoune XapaKTEPHUCTHKHA KOHCTPYKIIMH OCTAlOTCA Oe3
W3MEHEHUH, TO IEPEUNCIIEHHBIE HIKE M3MEHEHHS HE COCTABIISIIOT OCHOBBI JUISI

HOBOT'O THIIA!

a) BBICOTA KaMEPBI CTEPUIIN3ATOPA HAJl yPOBHEM I10JIA;

b) pasHMma B pasMepax KaMephl CTCPUIIA3aTOPa, HE TMPEBBILIAONIAS
1 10 % pa3mepoB KamMepsl CPAaBHUBAEMOTO THITA CTCPHITH3ATOPA,;

C) YBEIUUCHHE BPEMCHHU YACP:KAHUS IIMKIA CTCPHITH3ALNH.

IIpumeuanue 1 — Hcnomb3oBaHue CTEPUIM3YIOLIErO0 areHTa B TEYSHHE
YBEIMYEHHOTO MepHoJa BPEMEHH MOXKET MOBIHATh Ha CHOCOOHOCTh CTEpHIIM3aTOpa K
necopOnuu. B Takux ciaydasx cienyeT MOBTOPUTH WCIBITAHHME AECOPOLNHM, OMHCAHHOE B

A.3.5 (mpunoxeHue A);

d) yBemuueHME MPOJOIDKUTEILHOCTH (Da3bl AECOPOITHHT;
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€) moboe W3MEHEHHE KOHCTPYKLIMH WIH MeCTa IPOU3BOJCTBA
0o0OpyIOBaHMS TPH  YCIOBHM, HUYTO HWMEETCA  JAOKYMEHTHPOBAHHOE
JIOKQ3aTeJIbCTBO,  IMOATBEPXKIAIOIIEE  OTCYTCTBHE  HEOJIArOMPHATHOIO
BO3ACHUCTBUA Ha paboure XapaKTEPUCTHUKU CTEPWIM3ATOpPA, HAPYIIAIOLIETO

COOTBETCTBHE HACTOSAILIEMY CTaHIapTYy.

IIpumeuanue 2 — JlokyMeHTUPOBaHNE U3MEHEHHUI1 B KOHCTPyKimu ¢cM. EN ISO

13485:2000, mynxT 4.3.6.

B.3 UcnbiTanus

B.3.1 Oomue cBeaenus

Ilepen HawayioM  WCTOJIb30BAHWA  CTEPHIIM3ATOpPA  HEOOXOMAHMO
BBITIOJIHEHNE HWCOBITAHWM C 1EJIbI0  TOATBEPAMTh €ro  COOTBETCTBHE
TpeOOBaHUAM K paboOYMM XapaKTePUCTHKAM, MPHBEACHHBIM B HACTOALIEM
cragaapre. [loourenbHbIe Pe3yIbTaThl BCEX MCTIBITAHUM, MEPEUYHCIIEHHBIX B

tabmmie B.1, ToMmKHBI TPOAEMOHCTPHPOBATH 3TO COOTBETCTBHE.

Ucnwitanus, ycranosneHasie B Tabmuie B.1, MOryT GbITh JONOTHEHHEM
K BaJIUIAINY U PeKBATH(UKAINY (PEATTECTALINN ).

Ecnu B XoJe HCHBITAHWM NPOBEPSIOT PETYIHPOBKH CTCPHIM3ATOPA
TaKoOro poja, YToO B pe3ynbrare OyAeT CO3MaH HOBHIM THI CTEPUIIM3ATOPa B
COOTBETCTBMM ¢ B.2, TOCIeIOBaTeNbHOCTh WCMBITAHWH JOJDKHA OBITH

MOBTOPCHA.

[lepen BeInoMHEHUEM JTFOOOTO U3 UCTIBITAHUN JOJKHBI OBITH MPOBEPEHBI
TOYHOCTb M PETyIUPOBKA YCTPOWCTB JUIsI M3MEPEHHS TEMIMEpaTypsl H
JaBJIEHUs], a TAKXKe MPOBEPEHO MX COOTBETCTBHE TPESOOBAHHAM HACTOSIIETO

cTaHgapra.

IIpumeuanue — Bo Bpems mpoBeneHMs] MCHBITAHMH HEOOXOAMMO YUYUTBHIBATH
TpeOOBaHMs OXpaHbl OKpyXaroineil cpenpl. [InaHupoBaHHE W BBINONHEHWE UCIBITAHUN B

JIOTUECKOM IOCJICOOBATCIIPHOCTH MMOMOTaceT  YMCHBIIUTH pucK HEXEJIATEIIbHBIX
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nomopex—mﬁ WCHOBITAHUH H3-32 HCO6XOZ[I/IMOCTI/I BHECEHMS TEXHMYECKUX H3MEHEHWIH B
KOHCTPYKLHUIO CTEpMIM3aTOpa Ha 3aKIIOYUTENbHON CTaguu ucnbiTaHuil. Ilpaktuka
MOKa3bIBAET, 9TO OOJBIIMHCTBO PEryJHPOBOK M HM3MEHEHHil MPOBEPSIOT Ha CTAJuU
(bIISI/IquKI/IX ucnbeiTanui. Jloruueckast nocCJEa0BaTEIbHOCTD I/ICHLIT&HI/Iﬁ, NEePEUUCICHHBIX B

TPHIIOKEHUH A, MOXKET OBITh HIDKEYKA3aHHOI!

1) wucmBITaHKE PEABAPUTEIHHOTO HATPEBa;

2) WCTBITAHWE NABJICHUS C HEOOBINOW 3arpy3KO;

3) TepMOMETPUYECKHE MCIIBITAHUS ¢ HEOONBIION 3arpy3Koi, BKIIOUast
WCIIBITAHUE CYIIKH,

4)  WCTIBITAaHWE MABJICHUS C MOJHOW 3arpy3KOi;

5) TepMOMETpHUYECKHE WCIBITAHWS C TOJHOW 3arpy3Koi, BKIIIOYAs
HUCIIBITAHUC CYIIKH,

6) MHUKPOOHOIOTHIECKOE HCITBITAHHE,

7) wucHBITaHUE AECOPOLUM.

B.3.2 UcnbiTaHHe HA COOTBETCTBHE THITY

UcnpiTanne Ha COOTBETCTBHE THIy MPOBOJAT Ui JAEMOHCTpALUH
COOTBETCTBHS PabOUMX XaApPAKTEPUCTHK KaXKOOTO THNA CTEPHIH3ATOPa
YCTAHOBJICHHBIM TIEPEJ €ro BBIMYCKOM Ha pHIHOK. McobTaHus B
MOCJIeI0BATEIbHOCTH 110 A.3 (TIPIWIOKEHHE A) MOTYT CIIYXKHMTh HCIIBITAHHAMH
Ha COOTBETCTBHE THITy ¢ COOMIOAEeHNEM TpeOOBaHMI HACTOAIIETO CTaHAApTa,
€CJTH MX BBITIOJIHAIOT TS KXKAOTO THUMA CTEPHIIM3ATOPa, KaK 3TO YCTAaHOBJIEHO
B Tabnuue B.1.

B.3.3 3aBoackue HCIIBITAHUS

3aBOJICKHE UCTBITAHUSA JOJDKHBI JIGMOHCTPUPOBATH COOTBETCTBHE
KaXIOTO CTepWiIn3aTopa TPeOOBaHUSAM K pPabOYMM XapaKTEPUCTHKAM IS
maHHOTO THMA. McmbiTanus, nepeurciieHabie B Tabnuie B.1 u onpenencHHbIe

B A3 (npunoxenue A), SBIAIOTCA KOHTPOJBHBIMH  HCIIBITAHUSAMH,
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NpeIHa3sHAYEHHBIMH I JEMOHCTPAlMH COOTBETCTBUS TpPEeOOBaHUAM K
pabourM XapaKTEPUCTHKAM, YCTAHOBICHHBIM HACTOAIIUM CTAHIAPTOM.

B.3.4 Arrecrauus monraxa (IQ)

TpeGoBaHNA 1 PEKOMESHAALINA TI0 ATTECTALIUH MOHTAXa, IPHBEACHHbIC B
EN ISO 14937, He sBnsroTcsa 00sA3aTSIBHOI YaCThIO HACTOALIETO CTAHAAPTA.
B OTHOLIEHMH CTEPHIM3AaTOPOB, MHOMICKAIIMX aTTECTAMH MOHTaXAa MU
NOANAJAIOMINX MOJ JEHCTBHE HACTOALIEr0 CTaHJapTa, MHOJDKHO OBITh
MOATBEPXKIACHO, UTO:

a) UX MapKUPOBKH M 9STHKETKH COOTBETCTBYIOT TpeGOBaHHAM
pasmena 8,

b) uX mOKyMeHTAlMs COOTBETCTBYET TpeOOBaHMAM pasznena 9;

C) TMpEeIOXpaHHUTENbHBIC CHCTEMbl H YCTPOWCTBA  COOTBETCTBYIOT
TpeGoBarusim 4.2.4.1;

d) mapamerphl HMTAONMX CPEI HAXOIATCSA B IPEAeNiaX IHANA30HOB,
YCTaHOBIIEHHBIX U1 cTeprum3aTopa [(em. 9.1, mepeuncnenus b), c), a Tarke
paszen 10];

€) OTCYICTBYIOT YTEUKH, a TaK)Ke WHbIE HENpeIyCMOTPEHHbIE
H3TY4YEeHUA ¥ BEIOPOCH;

f) mpoBepkamu He OOHAPYKEHO HAIMUMS HICKTPOMArHUTHBIX MOMEX
OT  CTepUIM3aTOpa, BO3ACHCTBYIOMMX Ha  padOTy  OKPY’KaroLIETo
000pyIOBaHHA, M CBUACTEIIBCTB HIICKTPOMATHUTHEIX NIOMEX OT OKPYKAaIOLIEro
oGopynoBaHusA, BO3ACHCTBYIOIMX Ha paboTy crepuiu3aropa (cm. 4.2.4.2);

g) YCTaHOBIEGHHblE HA CTEPWIM3ATOpPE IWKIBI  CTCPHIH3AIUH
COOTBETCTBYIOT TPEOOBAHUAM ITONIB30BATENsA [CM. 9.2, IepeurcieHue a)).

B.3.5 Arrecramusa pyuxumonuposanus (0OQ)

TpeGoBaHus u peKOMEHAAUWH MO arTecTauyd (PYHKIMOHHPOBAHUS,
mpuseacaasie B EN ISO 14937, He smmsaiorcss 0043aTeNbHOH 4YacThIO
HACTOALIEro CTaHJapTa. B OTHOLICHHHM CTEPWIM3ATOPOB, MOICKAMINX

aTTCCTaluA CI)yHKHI/IOHI/II)OBaHI/ISI " MMoanagarolmux moa JICHCTBHE HACTOALLETO
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CTaHJAapTa, PEKOMEHAYETCA MPOBECTH CEPHUIO MCMBITAaHWH, OMUCAHHBIX B A.3

(mpunoxeHune A), kak ykazano B Tabmure B.1.

Tad6nuua B.1 - CBogka mporpaMMbl UCIIBITAHUHA

MuHEMATTEHOE YHCITO HHOIAKATOPOB,

IMome3Hbrit BKIFOIAT HHIHKATOPEL O3HTHBHOTO UYncro ucnsITanuit
o6BeM KOHTPOIIA (06pasLoBEIC) MHHHMATBEHOE YHCIIO
CTepHIH- He6oumpmas 3arpy3kal TlomHas 3arpy3k TOYEK M3MEPEHHS Hcnerranusa ma 3aBOACKHE HCIBLITAHHUS
3aTopa, TEMIICPATYPHI COOTBETCTBHC THILY
I m |t |p°|de|dr|m|¢®|p|ded |dr
Menee 60 7(m)+5(de) Opnun wHOHKaTO| 4 3 131313 (3|1 (1]1]1 1
Or 60 mo 100 | 11(m)+7(de) Ha OfHY 6 3 (3 (3 (3 |3 (1 |1]1}1 1
Bonee 100 OnMH IOMOIHHTEIbHEII] CAMHHILY TIOTHO JIBC TOTMOTHUTEIBHBIE 3 31313 |3 ]1 11111 1

HHINKATOP HA KAKIBIC
JonoaHuTenbHbie 100 1

o0BpeMa

(m u de)

3arpysKu

TOYKH H3MCPCHUA
TEMIIEPATYPBI

HAa KAKIBIC
gonoaHuTeababie 100 1

obseMa

m-— MI/II(p06I/IOJ'IOFI/I‘{CCKI/IC HUCTIBITAHIS,

t — TCPMOMETPHUUCCKHE HCITBITAHUA,

P — UCOBbITAHUA JABJICHUSA,

de — HcnbITaHUA AECOPOIHI;

dr — ucnsITanus ceirb

a

b

(yuxumnonuposanus (0Q).

c

JU1 cTepHn3aTopoB CCPHIHOTO IIPOM3BOACTBA HE ABJIACTCA CYIICCTBCHHBIM IIPH 3aBOACKHX MCHIBITAHHSX.

JUtst CTepHIH3aTOpOB CCPUHHOTO IMPOU3BOACTBA ABIACTC BAYKHBIM KAK IPH 3aBOJCKUX HCIIBITAHMAX, TAK M IPH aTTECTALMA

UcnsITaHus TODKHEL OBITh BHIIOJHEHBI KAK ¢ HEOOIBIION, TAK U C TIOTHON 3arpy3KOM.
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Hpunoxenune C

(o0s13aTEIBHOE)

HcnebiTaTensHoe 000pynoBaHue

C.1 [Ipubopsi As U3MEPEHHS TABJICHHS

C.1.1 Jina mnposepkd mnpuGOpOB, CIyXKAmMMX JUI HHIMKALMH M
perucTpaliil  JaBJCHUS, MAODKHBI ObITh OPUMEHEHBI  HCIBITATEIIBHBIE
(KOHTPONBHBIE) TPUOOPHI U H3MEPEHHS JABIICHHS.

JloMKHBL OBITH NPAMEHEHBl OAapPOMETPHYECKH CKOMICHCHPOBAHHBIE
CHCTEMEL.

C.12 Ilkana WCOBITaTeABHOrO NpPUOOpa JUIS HM3MEPCHHSA JABJICHHS
JIOJDKHA OXBATHIBATh 10 MEHBIIEH Mepe AMana3oH W3MEPEHHUS MPOBEPSIEMOro
npubopa. MakcuManpHO — JOMYCTHMAs IOTPEITHOCTD  HCHBITATSIBHOTO
npubopa AoMKHA ObITh B 2 pa3a MEHBIIE MAKCHMAJIBHO JOIyCTHMOM
MOrPELIHOCTH MpoBepsieMoro npubopa.

C.1.3 UcnbiTatenpHeld mpubop Uil W3MEPEHHS  AOJDKEH WMETh
IEUCTBUTEIEHOE CBUJICTEBCTBO O TIOBEPKE.

C.1.4 KammbpoBka HCTBITATEIBHOrO Tprbopa UIA  HU3MEPEHHS
IaBICHUA [ODKHA OBITH BBIIONHEHAa C WCIOJBb30BaHHEM pabodero miH
00pa3noBoro  3TajioHa, MPOCIEKMBAEMOr0 70  HALMOHAJIBHOTO WK
MEPBHYHOTO STAIOHA.

C.1.5 HcneitaTenbHblii pUOOp s M3MEPEHHs JaBJIEHHS TOJIKEH OBITh

KaJ'II/I6pOBaH B COOTBETCTBHUU C HHCTPYKIUAMH €0 U3rOTOBUTEIIA.

C.2 laTunxH TemMnepaTypbl
C.2.1 Jlaruvku Temmeparypbl JO/DKHBI ObITh JIHOO ILIATHHOBBIMH

PE3MCTHBHBIMEU JAaTYMKAMH, COOTBETCTBYIOINMMH TPeOOBAHHAM K Kiaccy A
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cormacao EN 60751, mu6o TepMomapaMu, COOTBETCTBYIOIIUMHE TPEGOBAHSIM
K kimaccy 1 cormacao EN 60584-2.

C.2.2 Haubonpmmii tuaMeTp AaTINKOB TEMIIEPATYPHI, UCIIOIB3YEMBIX B
Kamepe CTEpmIN3aTopa, He IOJDKEH IIpeBHmaTh 1,0 MM Tpm u3MepeHun
MTOBEPX BTOPUIHOHN H3OJISIINH COSTUHUTEIBHBIX IIPOBOIOB.

C.2.3 Buemnue ycimoBHs, BO3ACHCTBYIONTHE HA MATUYHKH TEMIEPATYPhI
(naBiieHMe, CTEPIIM3YIOIIMN areHT, ap WIA BaKyyM), HE JOJDKHBI BIHATH Ha
uX paboune XapaKTePHCTHKH.

C.2.4 KanuOpoBKa JaTYMKOB TEMIEPATYPHI 1OMKHA OBITH BHITIONIHEHA C
HCIIONIb30BaHUEM Padodero wim 00pa3oBOr0 3TajOHA, IPOCIICKABAEMOrO 10

HallUOHAJIBHOI'O UK NIEPBUYHOIO 5TAaJIOHA.

C.3 IIpudop Ans perucTpaluy TEMIEpaTypbl

C.3.1 IIpuGop mis pErucTpaIu TeMIEPaTyphl J0JDKEH ObITh COCOOEH
3aIMCHIBATh TEMIIEPATYPY Kak MHHHUMYM OT YHCJIa JaTYWKOB, IPUBEICHHOTO B
tabmuiie  B.1. Kamamst MoryT OBITh MyJIBTHIUICKCHPOBAHHBIMH  HITH
HE3aBHCHMBIMHM APYr OT jApyra. dactora BbIOOPKH [UIS KaXIOTO KaHajga
JIOJDKHA COCTABIISATH 2 C UITH MCHEE.

C.3.2 IlIkama aHaymoroBOr0 MPHOOpA JUIS PETHUCTPAIMH TEMIEepPaTyphl
NOJDKHA OXBAaTeiBaTh  Amama3oH Ttemmepatyp or 0 °C mo 100 °C.
MuHHMaNbHAs [ICHA JETCHHMS Kbl He JoMbkHa npesbimath 1 K, a ckopocts
OPOTsDKKH Oymaru AoinkHa ObITh HE MeHee 10 Mm/MuH. [IJTHA IIKaTBl JO/DKHA

ObITb JOCTAaTOYHOW A oOecmeueHusl pa3pelaonieii cnocoOOHOCTH HE XYKE

05K.

IIpumeuanue — s NOCTIOKEHHs YKA3aHHBIX BbIIIE XapaKTEPHUCTHK MOXKET

l'IOHaI[O6I/ITbCH d)yHKI.II/ISI «YBCJIHYCHUECY, T.€. HBMCHCHHE Macinraba NIKajibl.

C.3.3 lludposbie npuOOpHl I PErdCTPalMKM TEMIIEPATYPhl JOJDKHBI

PETHCTPUPOBATE W 3aMMCHBATh JJAHHBIE ¢ MPHpanIeHHeM (I[CHOM JCICHHA) HE
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6onee 0,1 K, wux mkana mo/pKHA OXBATHIBATH AMarna3oH Temmeparyp ot 0 1o

100 °C.

C.3.4 MakcumanbHO momycTEMBIE morpemHoct Mexay 10 °C  m
100 °C ne momxubl mpesbimath 0,25 K mpu wm3MepeHWH B YCIIOBHAX
KoMHaTHOH Temmneparypsl [(20 £ 3) °C].

Ilocne BHIMONHEHMS PETYIMPOBOK TeMIEparypa, u3MepsieMas BCEMH
JlaTuMKaMK TEMIIEpaTypbl, He IOJDKHA pasnuuarbes Oonee uem Ha 0,2 K mpm
IOTPY’KCHHM [aTYMKOB B HCTOYHHK TeIUIa C TEMIIEpaTypod B mpeaenax
JVara30Ha TeMIIepaTyp crepmwmmsaiu. VHIuKaTop TeMIeparypsl HCTOUYHHKA
Tema J0JDKEH WMMETh HeOolpeaeieHHOCTh u3Mepenus Mernee yem * 0,1 K mpu
A3MEPSIEMON TEMIIEpPaTypE.

C.3.5 KammbpoBka HCHBITATENEHOrO MpHOOpa JUIS  pETHUCTPAUU
TEeMOepaTypsl JO/DKHA OBITH BBIMONHEHA C HCIONB30BAaHHEM paboyero Wid
00pa3moBOro  3TajoHa, MPOCHEKWBAEMOro A0  HAIIMOHAJIBHOTO MM
MEPBHYHOTO ATANOHA.

C.3.6 IlpubGop pnAs perucTpalii TEMIEPATypbl [ODKEH HMETh
JICHCTBHTEIBHOC CBHICTEIECTBO O TOBEPKE.

C.3.7 TlpubGop A perucTpalid TEMIEPATyphl JOJKECH OBITH
KaluOpoBaH B COOTBETCTBMM C MHCTPYKLHEH €ro W3roTOBUTENS; KaTHOPOBKa
JNOKHA OBITh TPOBEACHA W TO TeMIepaTypaM, BXOIAMMM B JHAIa30H

TeMIIEPATyp CTSPHIH3AIHH.

C.4 IIpudop AnsA perucTpanuy JaBJICHHS

C.4.1 Tpubop iA perucTpaIn AaBICHUS MOXKET OBITh WHTCTPHPOBAH
B MpHOOp JUIA PETUCTPALMU TEMIEPATyphl KaK AOHONHUTENbHBIA KaHal,
KamOpoBaHHBI MO fMaBneHWro. YacToTa BHIOOPKH JUIA KKIOTO KaHaia
Jo/oKkHA ObITh 1 ¢ Wik MeHee. [ uaTepnpeTanun pe3yabTaToB IOKHBI OBITh

HUCTIOJIL30BAHLI BCC MOJTYUCHHBIC JAHHBIC.
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C.4.2 Illkana aHaNOrOBEHIX NPUOOPOB IS PETUCTPAIMU IABJICHUS
JOJKHA 0XBaThIBaTh Auana3zod oT 0 mo 100 kIla abcomotHoro nasmenus (ot 0
a0 1 6ap). MuaMManbHas nieHa AeJICHAS KAkl He JODKHA MpeBbImaTh 2 klla
(0,02 6ap), a ckopocTh NPOTHKKK OymMaru AO/KHA ObITh He MeHee 10 MM/MuH.
JnvHa mKkamel omkHA OBITh JOCTAaTOYHOM IS 0OeCIeUeHHs pa3peIaroliei

cnocobHOcTH He Xyxe 1 kIla (0,01 Gap).

II pumMedaHnue - HJ'ISI AOCTWKCHUA YKAa3aHHBIX BBIIIEC XAPAKTCPUCTUK MOXKET

HOHano0uThCs QYHKINA KYBEIUYCHHUE, T.€. H3MEHEHNe MaciTaba [IKaIbL.

C.4.3 Iludposbie TPHOOPHI JUIA PETUCTPAIMM OABJICHHS JIOJIKHBI
PETUCTPUPOBATh U 3alMCHIBATh AaHHbIE ¢ mpupamiennem He Oonee 0,1 xlla,
WX IIKajna [JO/DKHA OXBaThIBaTh amana3oH paeinermit ot 0 mo 1 Oap

abcomotHoro aaenerus (ot 0 o 100 xI1a).

C.4.4 Obumii npeaen morpemuocTd Mexay 3HaueHusaMu 4 u 100 xIla
abcomotHoro aasienus (ot 0,04 no 1 Gap) Wis HHIUKATOPA W U3MEPUTEITBHOM
cucreMbl He aopkeH npeswimath 0,3 k[la (3 mbap) mpu u3MmMepeHuH B

YCIOBHAX KOMHATHO# Temnepatypsl [(20 + 3) °C].

C.4.5 CobcrBeHHas dYacToTa JaTyMKa W MPUCOSAWHCHHOW K HEMY
TpyOku He momkHa ObiTh Menee 10 ['m, a moctosHHas Bpemenu (ot 0 % 10
63 %) A1 BO3pacTaroOIIETo AaBIeHUA 10KHA ObITh He Gonee 0,04 c.

C4.6 Ilpubop nand perucTpanyu JaBiI€HHS JOJDKEH HMETh
JEUCTBUTENIFHOE CBUAETEIIECTBO O IIOBEPKE.

C.4.7 KamubpoBka momkHa OBITH  BBITIOJHEHA C HMCIOIB30BAHHEM
pabodero wim 00pa3OBOr0 3TAJOHA, MPOCIICKUBACMOTO 0 HAIMOHAJIBHOTO

WA ICPBUYHOI'0 3TAJIOHA.

C.4.8 TlpuGop i perucTpanvy AaBICHUSA, OyIydH COETHHEHHBIM C
YyBCTBHUTEJIbHBIM K JABJICHUIO SJIEMEHTOM, AOJDKEH OBITh KanuOpoBaH B
COOTBETCTBHH € HWHCTPYKLIUAMH €r0 HM3TOTOBHTENS, BKIIOUYAsAs B JHANA30H

Kann6p0m<u JaBJICHHUA, BXOJANIUEC B JAHAIIa30H JaBJICHUH CTCPHITU3AIUH.
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HeOHpeHeJ’IeHHOCTB U3MCPCHUA TIPU JAaBJICHUUW CTCPUJIM3AUHN OOJKHA OBITH

menee * 0,2 kl1a (0,002 6ap).

C.5 Unaukarop aias nposepku 3¢(PeKTHBHOCTH Aecopoumm
JlomxkHa OBITH HMCIOJB30BAaHA CTAaHAAPTH30BAaHHASA (HIbTPOBATIBHASL
Oymara, COOTBETCTBYIONIas TpeOOBaHUSIM, NpuBeAeHHbIM B Tabmuue C.1,

JuaMeTpoM He MeHee 70 MM.

IIpumMeuanue — VYka3aHHS OTHOCHTENBHO OKpyXKalomled cpeabl — B

cootBerctud ¢ D.2.1 (mpunokenne D).

Tab6auna C.1 — Cnemudukarms GuibTpOBATEHOW OyMaru, HCIIOIb3yeMOR
JULA TIPOBEPKH 3G EKTHBHOCTH JeCOPOIIH

XapaKTepHucTuKa Ccbl1ouHbli Enununa 3HageHue
CTaHaapT M3MepeHus
VY nenbHblit BeC ENISO 536 /M 90 +3
TomuuHa EN 20534 MM 0,2 £0,04
IInotHOCTB - Kr/m’® 450 (HOMHHAIbHOE 3HaYeHue)"

Ckopoctp GunsTpann

(HauanbHas) - ¢ 11+2
KammnnspHoe noxHsATHE ISO 8787 MM/10 MuH 110
(Klemm)

Koaddunuent cyxoro ISO 3781 H wmr 25/14
pactspxenus MD/CD

KoaddummenT paspeisa ISO 2758 I - MY/r 1,0
30JIbHOCTD ISO 1762 % <0,01

N YacTHOE OT JCJICHUS 3HAYCHUA YACJIBHOTO B€Ca Ha 3HAYCHUE TOJILLIUHBL.

C.6 YcTpoicTBo TSt HCIBITAHUS Mpo1ecca
YCTpoieTBO T HCTIBITAHKS POLIECCA JOKHO!

- OBITH HEMETAJLNIMYCCKUM |
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- €ro KOHCTPYKOHA [JOJUDKHA HWCKIIOYHUTE TPOHHUKAHHUE CTCPHUITH3YIOIICTO

areHTa BHYTPb YCTPOMCTBA UEPE3 €T0 CTCHKY,
- ynosneTBopATh TpeOopanusam EN 867-5.
C.7 buosioruyeckne HHAMKATOPBI H CHCTEMBI

buonoruueckue HHIOIUKATOPBI W CUCTCMBI HOOJIXKHBI COOTBCTCTBOBATH

tpeboanmsm EN ISO 11138-5.

IIpumedanue — Moryr ObITh HCIONB30BAHBI APYrHe MHAUKATOPHBIE CHCTEMBI
(Harmpumep, aBTOHOMHBIE H30JIUPOBAHHbIE Ouonormueckue HMHIUKATOPBI),
coorBercTBytomne TpebosanusM EN ISO 11138-5. Ecnu B Takyr CHUCTEMY BXOIMT
YCTPOMCTBO I UCITBITAHUS [IpOLIEcca, K Hell IPUMeHUMBI Takke u Tpebosanust EN 867-5.

C.8 CrepnymmsaumonHasi 00epTKa

Crepunuszanvonnas o0epTka HOJDKHA COOTBETCTBOBATH TPEOOBAHMIM
EN 868-5.

74



I'OCT EN 14180-2011
Mpunoxenne D
(obs13aTesIbHOE)

OmnpenesieHne 0cTATOYHOTO (hopMaIbAEruaa B HHANKATOpE U3
$unsTpoBabLHOI OymMaru

D.1 Ipouexypa moaroToBKH HHANKATOpPA

Iocrie TMOSBIIEHWA WHOVKAIUK 3aBEPUICHHA LMKIa 0OpabOTaHHEIA B
CTEPUTH3AaTOPe WHOMKATOP M3 (UIBTPOBAIbHONW OyMmarw NOJKEH OBITH B
TE€UEeHUE 5 MUH [TOMEIICH B SKCTPArupykouii peareHT B COOTBETCTBUHU ¢ D.2.2
WIA TUIOTHO 3aBEPHYT B AQJIOMHHMEBYIO (OJBIY IS IOC/IEAYIOLICH

AKCTPaKITH B TeueHue 24 1.

D.2 Aunamm3 cogepxkaHusi (opmaspaerusa B HHIANKATOpPE H3

duabTpoBaTBLHOM Oymaru
D.2.1 OGopynoBanue
HcnonesytoT ciienyroiee 000pyioBaHue:
a) peareHT XPOMOTPOIOBOM KHCIOTHI:

PactBopsior 1 T HarpueBOdi CONM  XPOMOTPOMOBOW  KHCJIOTHI
(C1oHeNa, O3S, - 2 H,O) B8 100 mn auctmmmpoBanHOM BoAsl. JoGaBiLoT
450 M 12,4 mons ceproit kucnotel (H,SO4). PactBOp XpaHsAT B TeMHOM

mecre. PactBop rozaeH k pabote B TeucHue 8 u;
b) cmexrpodoromerp ¢ amHOK BoHBL 560 HM;
¢) ruapokcuy Harpus NaOH 0,2 mons;

d) mabGoparopuas koumdeckas kojba OpneHmediepa (250 mu) co

CTEKJITHHOH NMPHUTEPTON MPOOKOI;
€) BomsfHaA OaHA;

f) pactBop dopmanbaerua ¢ W3BECTHOM KOHLIEHTPALMEH MEXKIY

34 % u 38 % (MCnoNB3YIOT IS KATHOPOBKH).
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Ilpumeganue 1 — Cnocob yrummMsanny HCIONB30BAHHBIX XHUMHKATOB H
HHANKATOPOB [OJDKEH OBbITH OMPENeNeH M 3alIAHUPOBAH 3apaHee C yueToM TpeGoBaHmi
HOPMATHBHBIX JOKYMEHTOB K OXpaHe OKPY’KaloLlel cpebl.

IIpumeuanue 2 — HeobOxogumo coOmoneHHe Mep NPEIOCTOPOKHOCTH IIPH

paboTe ¢ XUMHUKaTaMy, OIACHbIMU IUI YEJIOBEKa I OKPYXKAOIIEH CPeIbl.

D.2.2 DJkcrparmpoBaHue u3 00paGOTAHHBIX HHIHKATOPOB H
nponexypa OueHKH

D.2.2.1 DkcrparupyorT 06paboTaHHBIE B CTEPUIM3ATOPE WHAMKATOPHI
u3 (umsTpoBabHOM Oymarm pazmemsHo B 50 mi 0,2 moms NaOH npm
KOMHATHOM TeMIeparype B TeueHme MuAAMYM 8 4. HMcmonb3yror komObt
Diinenmeiiepa, 3aKpBHITHE CTEKIIHHBIMA NPOOKaMH.

D.2.2.2 Tlomemaror 1,0 mn ynomsHyTtoro Baie 3kcrpakra NaOH u
10,0 mym peareHTa XpOMOTPOIOBON  KHCIOTHI B HEOONBLIME CTEKIISTHHBIE
KOJIOBI, 3aKPBIBAIOT KOJIOBI CTEKJISIHHBIMU NTPUTEPTHIMHU npoOkaMu. Harpesatot
KOJNOBI B 3aIUIICHHON OT cBeTa BomsfHOM OaHe mpu Temmneparype 100 °C B
TeueHue 45 MUH.

D.2.2.3 OxnaxaarwT KOJIOB B XONOJHOM BOJE, WCIONB3YS BOASHYIO
6aHIo0, M 3aTeM M3MepsIoT abcopOUuIo pacTBopa Npu AJIMHE BOMHBI 560 HM C
MOMOIIBIO CHEKTPOPOTOMETPA. PacCUMTHIBAIOT OCTATOWHBIH (hOpMaTbICTH
JUTSL KXKIOT0 WHIWKATOPA B MUKPOrpaMMax (MKI) C HOMOLUBIO AWarpaMMel,
TONTYYCHHOM MpH KATMOPOBKE, B COOTBETCTBHM ¢ D.2.4.

D.2.3 DOxcrparupoBaHHe W3 HeoOpadOTaHHOTO (KOHTPOJILHOIO)
HHINKATOPA U MPOIeaypa OLeHKH

D.2.3.1  DOxcrparupoBaHme  TNPOBOAST W3  WHIAKATOpPa U3
¢unpTpoBanbHOM ~ OymMarwm, HE  MOOBEPrHYTOro  (hOPMAaITbIETHIHOM
CTEPHITH3AIINH, JJIA TIONYYCHHS CpPAaBHUTCIBHOTO 3HAUCHHS  OCTATKOB B
HeoOpaOOTaHHOM KOHTPOJIBHOM HHJUKATOPE. OKCTPArHPOBAHUE U OLEHKY

KOHTPOJIBHOT'O HHAUKATOPA BBITIOJHAIOT B COOTBETCTBHUH C D22.
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D232 TIlpu OKOHYAaTENbHOW ONCHKE PpE3yIbTATOB HWCIBITAHHA
JiecopOIiH 3HAYEHHE OCTATKOB B HEOOPaOOTAHHOM KOHTPOJIBHOM WHMKATOPE
BBIUATAIOT W3 3HAYCHHH, TMOJYYECHHBIX JUIS KaXIoro o6paboTaHHOro
HHIMKATOPA.

D.2.4 Kaan6poBka

D.2.4.1 ITpusnun

Ipoueaypy KaauOpOBKM WCHONB3YIOT JUIS IIOJYYEHHS IHATPAMMBL,
TIO3BOJIAIOIIEH npeobpazoBarb MOKa3aHUs crniekTpodoToMeTpa
HETIOCPEACTBEHHO B  KOJNHYECTO  (opManbieruma,  BBHIPAKCHHOE B
MHAKpOTpaMMaXx (MKI) HA HHAAKATOP.

OcHOBY st KannOpPOBKM COCTaBIsieT PacTBop (opManbaeruma c
M3BECTHOM KOHUEHTpauued. OTOT pacTBOp pa3baBifiOT B Pa3THUHBIX
COOTHOMICHUAX I MONYyYeHHS 0O0pasoB C MeHbIIeH KOHLCHTpAIUEH,
KOTOPYIO ONpEemesioT ¢ OOMNblUOi  TOUHOCTBIO. [lociie  BHIMONHCHUS
IIpOLEAYPHI KATMOPOBKH corimacHo D.2.4.2 cocTapnsroT uarpaMmy, 0 OJHOM
OCH KOTOPOW OTKIIQABIBAIOT KOJIMYECTBO MHKpPOrpaMMoB (opManpaeruia Ha
WHIUKATOP Kak (GYHKIHIO 3HAUCHHUS a0COpOIHH, MONyICHHYIO U3 MOKA3aHHUH
cnekrpodoToMerpa. ITy AMarpaMMy MCHOJb3YIOT Ul ONpenesieHHs
KoJnuecTBa GopMabaeruaa, KOTopoe JMO0 CYHTHIBAIOT HEMOCPEACTBEHHO,
00 PACCUMTHIBAIOT ¢ MOMOIIIBIO HAKIIOHHON MPAMOi Ha Tpaduke.

D.2.4.2 lIpoueaypa

D.2.4.2.1 TloArOTOBIAIOT CEpHIO W3 TIECTH OOPa3oB ¢ Pa3NIMYHOM
KOHLIEHTpaLuei GopMasibIernaa CaeayomuM 00pa3oMm:

a) pasBogir 1,0 MiI KOHIICHTPUPOBAHHOTO PacTBOpa opMalibaeruaa B

1000 mn BOAEI.

IIpumeuanue — PacrBop ¢opmanbaeruna KOHUeHTpaumeii n %
tdopmanbaeruna conepxur #/100 xr/n = 10 « n r/n = 10 * » mr/mn. KoHueHTpupOoBaHHbIN

pactBop Gopmanbpneruna comepxur ot 34 % po 38 % dopmansnerupa,  pacTtBop,
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pasBezmeHHBIl f0 cooTHomenmsa 1:1000, Gymer comepxkate oT 340 no 380 Mkr/mu, a,

HanpHMep, pacTBOp KoHueHTpauwmeii 36,41 % Oyner conepxkars 364,1 Mxr/mi,

b) wmcmonb3ys pasBeNEHHBIH pPacTBOP, MOATOTOBIISIOT OCTAIbHBIE
o0pa3upl ¢ COOTHOLIEHWAMH KoHOeHTpauwii 1:2, 1:4, 1:8 m 1:16 mna
MOYYCHUS 3HAYCHHH C TOCTATOYHBIM THAMA30HOM M3MEPEHHIA;

¢) orbuparot mo | M OT kKakaoro 00pasia pa3IuUHON KOHIICHTPAHH
(1) u no6asmstor no 49,0 miu 0,2 mons NaOH (2);

d) momroToBNMATOT  KOHTPONBHBIA  oOpaseu, nmobasue 1,0 M
JUCTHUTAPOBAHHOW BOABI (TIPEACTABUTENb KOHImEHTpauuun 0 MKr/mi) K
49.0 mit 0,2 momnst NaOH.

D2422 Jina poctwkenus Oonbiielt HaAeKHOCTH  H3MEPEHHUSA
noBropsitoT dramel or a) g0 d) mo D.24.2.1, mnd monydeHHsS OBYX
napanielbHbIX cepuii 00pa3LoB paBHOM KOHIEHTPALIHH.

D.2.4.2.3 lo6apnsioT mo 1 M1 OT KaXAOro BHILIEYIIOMAHYTOTO o0pasia
u 1o 10,0 My peareHTa XpOMOTPONOBOM KHCIIOTH B HEOOJBIIAE CTCKISHHbIE
KOJOBI, 3aKpHITEIE CTEKIAHHBIMA TIPUTEPTHIMHU TpoOkamu. HarpesatoT kos0sI
B 3alUINEHHON OT cBeTa BoAAHON OaHe mpu temmeparype 100 °C B Teuenue
45 MuH, 3aTeM OXJIAXKIAOT KOJIOBI, HCIIOIb3YS BOASHYIO OaHIO.

Taxkum o0pazom moiyvaroT aBa Habopa KaaunOPOBaHHBIX OOPa3LOB IUIA
creKTpohOTOMETPUIECKOrO aHanm3a, npeacrapisiomux 0; n « 10; n « 10/2;
n+10/4; n+10/8 u n « 10/16 mkr dopmansaernaa, pacreopeHsoro B 50,0 miu
pactBopa.

D.2.4.2.4 CocTaBifroT quarpaMMy, Ha KOTOPOM OJTHA OCh TIPEACTABISICT
IIOKa3aHWA CHEKTPOGOTOMETpPa, a  BTOPAas — KOJHMYECTBO  MHKPOrpaMM
dopmansaeruma B 50 Mt pactBopa.

D.2.4.2.5 Uamepsior cnektpodoToMeTpoM abCOPOIHUIO KaXaAO0ro M3
mecTr 00pasnoB M3 AByX HaOOPoB mpu mimHe BOMHBI 560 HM. Ilonb3yschk
MIOJIYYCHHBIMH TP M3MEPEHHUH 3HAYCHUSIMH W MX M3BECTHBIM COOTHOLIEHHUEM

¢ comepxanneM Qopmanbaeruaa B 50 Myl pacTBOpa, MPOBOIAT HA AHATPAMME
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JB€ NpAMBIE JINHAW COIJIACHO METOLY HaWMEHBIIMX KBAaAPaToB (JIMHEHHAA

perpeccus).

IIpumeuanue — Meroq HauMeHBINNX KBAaIpPAaTOB WK JIMHEHHOW perpeccuu
ABJIsETCSA OOIISNPUHATHIM MaTeMaTHYeCKUM METOIOM, HCIOJb3YEMBIM HJISi MUHUMH3ALIMH
CYMMBI OTKJIOHEHHS MEXKAYy BCTABJICHHBIMH (II€CTbIO) 3HAUEHISIMH U HPSAMON IHHHEI],

CBA3BIBAIOIIEH UX OPYT C APYTOM.

D2426 B 3akmoueHHWe  pacCUHTHIBAIOT  MPSIMYK  JIMHHIO,
NPEACTABIIOMIYI0 CO0OH cpeaHeapuMETHYECKOe 3HAYeHHEe OT IOBYX
BCTaBJICHHBIX MPAMBIX. OTa JUHHAA OYyJIeT IO3BOJIATH MPSIMOE CUHUTHIBAHHE
obwero conepkanus gopmanpaernaa (B Mxr) B 50 mi 0,2 mons NaOH kax
¢dbyHKIMIO OT 3HAUeHUA abcopOIHMK MpH TMHE BOJIHBL 560 HM, TIOJYYEHHOTO C
MOMOIIIBIO CHIEKTPodoTOMETpA.

JI1s mOCTPOEHHS HCIONMB3YIOT OOBEMBI W Pa3BEACHHS, HICHTHYHbIC
WCIIOJIb30BAHHBIM IIPH SKCTPArMPOBaHUK HMHIWKATOPOB (cM. D.2.2 m D.2.3),
OpU 3TOM MOKA3aHUA CHEKTPO(OTOMETpPa, IMONYYEHHBIE MPH BHIIOJIHECHHH
00enx Mpoueayp, AOJKHBI OBITH AHAJIOTHYHBIMH. DTO O3HAYaeT, YTO OCh Ha
nuarpamme (pucyHok D.1), mpeacrapnsromnias KOHIICHTpauuio GopManbaeruaa
B MukporpaMmMax Ha 50 wmn oOpasna mpH KaadOpOBKE, MOXET TaKKe
MPEACTaBIATh  O0Iee  KONMYECTBO  OCTaTOYHOro  (opMmanpierdaa B
MuKporpammax Ha 50 MJ1 SKCTpakTa M3 WHAMKATOpa, T.€. 00Illee KOJIUYECTBO
ocrarouHoro (opmanbaernaa, aGcoOpOMPOBAHHOTO  HMHAMKATOPOM W3

(dunprpoBanbHOI Oymaru.
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| — HaknoHHas npsaman 409,1/0,5 = 818,2 MKr/E560;
2 — 3HayeHue, NofyvyeHHoe oT obpasua
PucyHok D.1 — lMpumep rpauka gns OLeHKN 0CTaTOMHOTO

thopmanbgernga

Mpumep - HaknoH NpAMOA NUHWW, MOAYYEHHON a Xofe MpoLeaypbl
Kanuéposku no D.2.4.2, cocTasnseT 818,2 MKr/ESD, Kak nokasaHO Ha pUCyHKe
D.l. Mpn wun3mepeHnn 3KcTpakTa W3 MHAMKATOpa, Kak onucaHo B D.2.2,
nokasaHus crnekTpogoTomMeTpa cocTasnawT ES0=0,1203. KonuyecTBO
ocTaTo4yHOro (opmanbiernja B MWHANKATOPE MOXKeT OblTb CUMTAHO C

Jnarpammbl Un paccumMTaHo Kak 818,2 « 0,1203 = 98,43 MKr chopManbiernia.

80



I'OCT EN 14180-2011

Ipunoxenune E

(cipaBounoe)
OcraTku ¢popmasibaernia Ha MEIMIMHCKAX W31EJTHAX

E.1 Jlonmymenuss mnpH  pacdere TmpeneioB  OCTATOYHOrO
dopmanbaernaa Ha MeTUIAHCKAX W3AETTHAX

B nacrosiee BpeMs uMeeTcs O4€Hb Majio JIAHHBIX 00 OMACHOCTSX JIA
OONIBHBIX B OTHOILEHWH BO3JCHCTBUS HA HUX OCTaTKoB (hopmanbleruaa Ha
CTEPHIM30BAHHBIX  MEJUIMHCKAX HW3JETUAX NYTAMH, OTIHYHBIMH OT
BIBIXaHUS WM KOHTaKTa ¢ Kokeil. ba3oi [uia pacueTos, jiexkalux B OCHOBE
TpeOOBaHWI HACTOAIIETO CTaHAApPTa B OTHOUICHHH OCTaTKOB (opMasbaernia
HAa MEAWIWHCKAX W3JEIUAX, SBJISIOTCA JAaHHBIE, TPEJICTABICHHBIE B
romtasackom oruere RIVM (Rijksinstituut voor Volksgezondheid EH Milieu)
710401018 [xx]. [IpenensHble 3HaueHus it Hunepnanmos, npuBeAeHHBIE B
tabmuie E.1, ocHoBaHBI Ha maHHBIX 3HadeHud LDs, (cpemass neranpHas 103a
TOKCHUECKOTO BEIECTBA WM pagualldd, HEOOXOomuMmasi i TOTO, YTOOHI
norun6ia TOJIOBMHA WICHOB WCMBITYEMOH MOMYNSAMH) UIS ONPEACTICHHOTO
YHUCJIa MOAOMBITHBIX )KUBOTHBIX W PA3IMUHBIX MyTCH BO3ACHCTBHA. 3HAUCHHSA
LDsy nns BApIxanust U BHYTPUBEHHOTO BBEACHHS OBLUTM CXOMHBIMH H Oojee
HU3KAMH, YEM I OPAJIbHOTO MM KOXKHOTO Bo3zeicTBuA. Pacuersl mpenena
JUIsL OTPAHUYEHHON SKCIO3HMLUM 4Ye€pe3 BJbIXaHWE WIM BHYTPHUBEHHOE
BBEICHUE, A TaKKE MIId OpPAIBHOTO WJIH KOXHOTO BO3ACHCTBUS ObUH
OCHOBaHBl HA HIKHUX 3HaUCHUAX LDsy B pAly pa3nudHbIX MyTeH SKCIO3HUIIUN
W Ha rpaHuie OezomacHocTd 250 i mepeBojia AAHHBIX, NOJMYYCHHBIX HA

JKUBOTHBIX, HA OAHOPA30BYIO SKCIIO3UITAIO YCTIOBCKA.

Taonunma E.1 — Cchiku
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Crpana IlyTe BO3AEHCTBHA 3HaueHue Ccbuika
(3xcno3uLmn)
Hunepnaunasl | BHyTpusenHoe BBenenue | 16,8 mr RIVM-report,
(u BOBIXaHUE) 710401018:1
Huoe 28 mr 992

CIIOA I'emoguanusarop 5 MUJIJIMOHHBIX JoJNEi ANSI/AAMI
RD 47:1993

EP BakuuHbl 0,2 r/n (200 Esponefickast
MHJUIHOHHBIX JOJIEH) tbapmakomnes

Hannslie, npencrasnennsie B Tabmuue E. 1, MOryT OBITh MCIIONB30BaHBI B
KayeCTBE Pa3yMHOTO OOMYINEHHS JUIS YCTAHOBIICHHS TPeOOBaHH K METOIy
UCTIBITAHUN, KOTOPBIH MOJDKEH OOECIEeUuTh JO0Ka3aTeNIbCTBO O€30MacHOCTH
CTEPH/IH3aTOPA M BBIMOJIHAEMOTO MM TMpoliecca, He 00pa3ylomero CIHIIKOM
BBICOKOTO YPOBHS OCTAaTKOB (pOPMAJIbACTHAA MPH YCIIOBHAX NPOBEACHUSA ITHX

HUCIIBITAHUN B COOTBETCTBUM C HACTOSIIHM CTaHOAPTOM.

IlIpumeuanue — Ilpu OLEHKE NOTEHLHANPHOTO PHCKA IPHUMEHEHMS ISl

GONBPHOrO WM3MENHi, CTepHIM30BAaHHBIX (OpManpAerunoM, CIeRyeT paccMaTpuBaTh
OTHOBPEMEHHOE HCIIOJB30BaHKUe 0O0Jiee YeM ORHOIO H3IENHST B KOKAOM CIydae, a TaKke
paccMaTpUBATh HCIOJB30BAHHE TaKUX M3IETMH NMpH JIEYEHUH HOBOPOXIEHHBIX. Cpennee
npenenbHOe 3HauYeHue, ycTaHoBieHHOe B 6.2 (200 mxkr), mpumepHo B 80 pa3 HIDKe, 4eM
mpernesn 1Sl BHYTPUBEHHOTO BO3AEHCTBUS, NpuBeneHHbld B Tabmume E.1. Takas rpanuna
Ge3onacHocTH ObLa BEIOpaHa JJisi KOMIIEHCALIUH ClIy4aeB OQHOBPEMEHHOIO HCIIOJIb30BAHMUS
OOJIbHBIM 6onee 4Y€M OOHOr0 Hu3Aeivus U CllydyacB HCIIOJB30BaHUS HU3ACIUA B JICUCHUU

HOBOPOXKICHHBIX.

E.2 Omnpenenenue 0CTATOYHOI0 dpopmaabaernma B

CTCPUJIN30BAHHBIX H3JE/INAX

E.2.1 O0mue cBenenust
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Cnoco6 onpeneIeHUS OCTaTOYHOTO dhopmanpaernaa B
CTEPWIM30BAHHBIX MHIMKATOPaX U3 (DHIBTPOBAIBHOM Oymarud, MPHBEACHHbIH
B TpuiIokeHUM D, OCHOBaH Ha 0O0Irei mpoueaype OMpeAcTeHHs OCTaTKOB,

omucanno#t V. Handlos [2] — [4].

IMMpumeuanue — [Ipu UCIONB30BAHUH 3TOr0 METOAA HOJDKHBI OBITH  YYTEHBI
TpeGoBaHUsT OXpaHbl OKpykaromeidl cpemsl. OOwMe ykazaHHs IO 3TOMY BOIPOCY

npusenersl B F.1 (mpunoxenne F).

Ienmpr0 060MX aHATM30B SBIACTCSA OMPEACliCHHE OOMIETO COAEPKAHUA
dbopmanbaerna u ero MoJUMEPOB B MEAUIIMHCKUX U3JEIHSIX, TTOBEPTILIHXCS
CTEPUITH3ALINH.

BONbIIMHCTBO ~ MEOWLMHCKMX  H3JEJMH,  CTEPHWIH3YyeMBIX  C
WCIOJIb30BaHueM (hOPMATbIACTHAA, W3TOTOBJICHBI W3 Pa3IMUHBIX THIIOB
IUIACTMACC, Pa3MYHBIX THIOB PE3WHBI, CTeKNa W Merawma. OcTaTouHbIH
(opManbaerun MOXKET OBITh TPEACTAaBICH Kak aGCOpOMpOBAaHHBIN HITH
ancopOupoBaHHBIM (opMaNbISrUA, WIA KaKk MOJNAMEP Ha MOBEPXHOCTH
CTEePHITM30BAHHEBIX M3ICITHIA.

TMopucTEie MaTepualibl, TAKME KaK TEKCTHIIb W OyMmara, oKasajli CBOIO
crocoOHocTh abcopOupoBaTh OosbIiee KOMMUECTBO (HOPMANBIACTHIA, HeM,
HampuMep, IUIaCTMACChl, CTEKIO WM META/Ul, YTO CBHJICTEIBCTBYET 00
YBEJIMUEHHON CHOCOOHOCTH ATHX TIOPHCTHIX MAaTEPHUATIOB K YICP/KaHHIO
dopmansaeruaa.

Ecin  npuHaTh  KOO(DQUIMEHT  OTPaXKaroIiui  CIIOCOOGHOCTH
(dunsTpoBaNBHON OymMard K ynep:kaHuoo dopmanpaeruma, 3a 1,0, To
MPMBEICHHAs HIDKe Tabuuma Ko3(dUIMEHTOB MOXKET JaTh NPEACTABICHUE O

XapPaKTECPUCTUKAX PA3ITUYHBIX MATEPUAIIOB.
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Ta6numa E.2 — Tlpumepusie k03pHIHUCHTE KOMHYECTBA OCTAaTOYHOTO

dopmanbaernma mo cpasHeHuto ¢ GrbTpoBaNBEHOMN Gymaroii [3]

TIpumepHbrii ITpumepHbiit
k0o dunreHT koddunpent
KOJIMYIECTBA KOJIM4EeCTBa
OCTaTOYHOTO OCTaTO4HOrO
Marepunan Marepnan
tdopmanbaernna B (opmanbaeruaa B
CpaBHEHHH C CpaBHEHHH C
GUIBTPOBANBHOM (buneTPOBANBHOI
Gymaroi Gymaroit
@unbTPOBAIbHASA 1.0 Merakpunar 0
8
Oymara TOJIMMETHIIA
TNommcreposeie 13 ATieTaT LeJToN03bl 0.15
BOJIOKHA i .
XnonuarobymaxHoe Byrunkayuyk
0,65 1,1
Genbe
- p 0.8 AmomuHuEBas 0
OJIMaMHT > d)OJTb]"a
Tlonustunexn 0,4 Mennas donpra 0
Tonunponuiexn 0,1 Hepxageromas 0,1
CTaJb

cnocobnocmes K yoepycanuio gopmansoecuoa ¢ 10 paz mensvuie,

IIpumep — Koapgpuyuenm 0,1 ona nonunponunena noxazwieaem, umo ezo

Punomposanshoii Gymazu.

uem y

E.2.2 Meroas HCIBITAHMIT

Jns umuramme abcopOumn (opMaNbAeTuaa MaTepHaIaMH Pa3TMgHBIX
TUIIOB METOJ, MPUMEHASMBIH I UCTBITAHASA (GIEKTHBHOCTH AecopOmmm B
HTII®-cTepunmszaropax, OOYCIOBIHBAET HCHOJIb30BaHHE (PUIBTPOBAIBHOM
Oymarn B kauecrBe HHIHKaropa abcopbmmm. Ilockonbky mopucThIe
MAaTepHAaJIBl, TAKAC KaK TEKCTHIb W OyMara, CUHTAIOT «XYAIIHM CIIydaeM» B
OTHOIICHHH a0COPOIMHU U XapAaKTEPUCTHK yaepkaHus GopManbaeruaa, Beioop

(unpTpOBaANILHOM OyMard MOKeT OBITh PACCMATPEH Kak HaHOOJIee PaKTHIHAS
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aNbTePHATHBA. B menmsx 00eCIeueHUs: XOpOUIeH BOCTIPOM3BOAUMOCTH OBLITH
YCTaHOBIIEHB Crienuduueckne TpeGOBaHUSA K KauecTBY (DHIbTPOBAILHOM
oymaru [cm. C.5 (mpumoxenme C)]. IIpomemypa WcmbBITaHHS AecopOmmMA
CTEPWIM3aTOPa C UCIOJIb30BAHUEM MHIUKATOPOB M3 (PUIBTPOBANBHOH Oymaru
JOJDKHA OBITh BBIIIOJIHCHA COTJIACHO OMMCAHMIO A.3 (pUIIOKeHHE A).

B momosHeHME K 5TOMY MOXET MPEACTAaBIIATH ONPENCIICHHBIN HHTEepecC
HCIIBITAHHE JeCOPOIM C WCTIONB30BAHMEM MEIUIMHCKAX W3ICTHH H/FIH
YCTPOMCTB [UTA MCTBITAHHA MPOIECCa, HAIPUMEP BO BpeMs Banmuparuu. Bre
3aBUCHMOCTH ~ OT  TNPUMCHCHHMA  CTAHNAPTH30BAHHOTO  MeToja ¢
HCIIONb30BaHueEM (UIBTPOBATPHON OyMaru MWIM WCIHITAHUSA JECOPOIH ¢
MEIUIMHCKUMH W3ICITHSIMHU, MOKET OBITh MCIIONB30BAH U METO OMPEACIICHHS
KOJIMYeCTBA OCTaTouHOrO (hopMampaeruma B coorsercTBud ¢ D.1 mw D.2
(mpwnoxenne D). Crepunmu3yeMoe MEIWIMHCKOE WU3IEINE MOXET ObITh
3aMEHEHO Ha WHIWKATOP W3 (MIBTPOBaNbHOM Oymarw, SKCTPArHpPyeMBIH
mocne crepwinzanuy. HecTepunn3oBaHHOE MEAUIMHCKOE M3JETHE CIeayeT
IKCTPArMpOBaTh MAPAUIEIBHO CO CTEPHWJIM30BAHHBIM  TPOAYKTOM  JUTA
HCIIONIb30BaHMA B KAYECTBE KOHTPOIBHOrO 00pasia.

IMockoNbKy MOMMMEPU30BaHHbIi (HOPMAJIbETH IJIOXO PACTBOPSIETCS B
BOJIE, B MeTOIE, omucaHHOM B D.2 (mpunoxkeHune D), HCHONMB3yeT B Ka4eCTBE
skcTparupytomero pactsopa 0,2 Moms NaOH, mnocpencrBom —dyero
napadopManpaerun nemonuMepusyercs B dopmanpaerua. [locie 3toro
KOJIMUECTBO (hopMaberuia ONpPEACIIOT B PE3yNIbTaTe PEaKmud MEXKITy
(opManpaeTHAOM U XPOMOTPOMOBOM KHUCIOTOH. AOCOpPOLMIO ONMPEeNsoT ¢
TOMOIIBIO BYXJIYYEBOTO CIEKTPOPOTOMETpa ¢ TMHON BOMHBI 560 HM B

CPaBHEHHHM C SKCTPAKTOM H3 KOHTPOJIILHOTO 00pasua.
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Ipunoxenue F
(cipaBouHOE)
DaKTOPHI 0XPAHBI OKPYKAIOIIEi Cpeabl
F.1 ®akTopsl 0XpaHbI OKpYKawIleil Cpeanl 10 OTHOIICHHIO K
skm3HeHHOMY KTy HTTI®-cTepusmzaTopos
DakTOpbl OXPaHBI OKPYXKAIOMIECH CPEIbl, pACCMATPHBAEMBIC HACTOSIIIAM
CTaHJapTOM, peacTasieHsl B Tabmuie F.1.

Tab6nuimaF.1 — ®akropsl OXpaHB OKPYXKAOMEH Cpeabl, YIOMHUHAECMBIC B
HACTOAIIEM CTaHIAPTE

DaKkTOpbl  OXPaHbI JKusneHHbIi UK IPOAYKTa
oKpyxaromeit IIpoussoncrso u | Pacnpenenenue Hcnonesosanne Konen
cpenbl (BXOmBI H PETPOy KIS (BKJTFOYast Cragua C SKU3HEHH
BBIXOJIBI) Crapust A YTIaKOBKY) OrouuKna
Crapua B Cragus D
Pa3zpen, nonpasnen, MyHKT, NOANYHKT HACTOSIIErO CTaHAapTa
1 HUcnonp3oBanue Baenenue Beenenune Bgenenne Beenenue
pecypcoB Al 4231 9.2
B3.1 Al
B3.1
2 INotpebnenne Bsenenne Beenenne Beenenne
JHEepruu Al 4221 --
B3.1 9.1
9.2
Al
B.3.1
3 Omuccus B | Benenue Beenenue Bsenenne Bsenenue
BO3IyX Al 4241 92
B3.1 4242
42.6.1
524
6.2
9.1
92
10.7
10.8
Al
B3.1
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1Ipooonxcenue mabnuyor I. 1

@axTopbl  OXpaHbI JKv3HEHHBIN LUK POAYKTa
OKpy>Karoei IIpouseoncTso u | Pacnpenenenue Hcnonb3osanue Konen
cpenbl (BXOABI M PETpoayKIUs (BKITFOHAs Cramusa C JKU3HEHH
BBIXO/IbI) Cragusa A YIIaKOBKY) oro
Cranus B LUKJIa
Cragusa D
Pasnen, moapasnen, NyHKT, TOAMYHKT HACTOSIIEro CTaHAapTa
BuiOpocsl B BOAY Bsenenune Bsenenue Beenenne Beenenue
Al 4231 92
B3.1 521
524
9.1
9.2
10.7
Al
B3.1
5 OTxomml Brenenue Beenenue Beenenue Bsenenue
Al 9.1 9.2 92
A21.1 Al
A221 A212
A33 A222
B.1 A33
D.2.1 B.1
D.2.1
6 Illym Bsenenne
- - 426.1 -
7
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IIpooonacenue mabauyer F. 1

DaxTOPBl OXPAaHBI
OKpYyXaro1en
cpenbl (BXOAbI U
BBIXO/JIbI)

JKu3HeHHbIH LUK TPOIYKTa

IIpoussoacTso u
PenponyKLUs
Cramusa A

Pacnpenenenu
e (BKJIroYast
YIaKOBKY)

Cranusi B

Hcnonb3oBaHue
Cramqus C

Konerg
JKH3HEHH
oro
LIMKJIA
Cranus

D

Paznen, noapaszaen, MyHKT, NOAMYHKT HACTOSIIETO CTAHAAPTA

7  Murpanus
OTIaCHBIX

BCLICCTB

Beenenne
Al

B.1

D.2.1

Brenenue
4.1.1.1
4221
4231
4232
521
523
524
525
526
527
53.1
54.1
544
547
6.2
10.3
Al
B.1
D21

Beenenue

9.2

88
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Beenenue

9.2
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DaxTopbl OXpaHbl
OKpyXarollel cpenbl
(BXOZBI 1 BBIXOLBI)

JKu3sHeHHBIN UK NPOAYKTa

IIpousBoacTsO U
penpoayKLHs
Cramus A

Pacnpenenenue
(BKITFOUAST
YITaKOBKY)
Cragus B

Hcnonb3oBanue
Cramusa C

Komnerg
JKM3HEHH
oro
LMK
Cranus

D

Pasnen, noapasaen, MyHKT, MOAMYHKT HACTOSIIIETO CTAaHAApTa

9 HecyacTHbie
CIIy4au Wiu
HENPaBUIIBHOE
MPUMEHEHHE,
BCJICJICTBHE
BHEIIHUX
BO3JIEHCTBYIOLIUX

(axropos

Beenenue

Beenenue

4222
4232
4241
4242
4252
4262
4322
4324
4326
4341
43.4.6
4354
513
5.2.1
527
532
542
545
5438
83

9.1

9.2
10.3
10.5
Al
D.2.1

Beenenue

9.2

IIpumeuanue — Heckonbko oOumux cchutok Ha cramusix A u C npuseneHs

B OTHOIIIEHWH MCTILITAHWH, TaK KaK TPOLEYPbl UCTILITAHUHN TPEOYIOTCS B COOTBETCTBHU

C HACTOSIIMM CTaHAAPTOM BO BpeMms O0Oemx craguil JKM3HEHHOro wuKaa (CM.

[POrpaMMy HCIBITAHUH B MPUIIOKEHUH B).
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F.2 ®opmasbaerny (KpaTkoe oOnucaHue)

Oopmanbaernn ABIACTCS OECHBETHHIM TOKCHYHBIM TA30M, XOPOIIO
pacTBOPEMBIM B BOAe. BoxHeli pactBop QopManpaeruna HasblBaeTCA
thopmamaom. Toprosas mapka mpexcrasieHa 35 %-HbIM PacTBOPOM. OTOT
PacTBOp MPEACTABIACT COOOH TPO3PAUHYIO OECIBETHYIO KHUAKOCTD C CHIIbHBIM
pa3OpaKaioIMM  3alaxoM M (OKTY4HM» BKYCOM, BO3JACUCTBYIOIMM Ha
CITM3UCTEIE 0OOIOUKH.

PactBopsl (popmanbrernaa OOBIMHO HCHOJNB3YIOT B MEIHMIMHE - B
XHPYPTUYECKUX M MNATOJIOTMYECKHX OTHENECHHAX, a TaKke B IAToJIOro-
aHAaTOMHYECKUX OTEICHHAX; KPOME TOrO, OHH MOTYT OBITH MCIOIIB30BaHBI B
JePMATOIOTHYECKHAX M PSHTTEHOBCKUX OTJENICHUAX.

Braromaps xopome# pacTBOpEMOCTH B  Boje (hopmambierus
HCIONB3YIOT B CTepWiIM3aropax, rae oH d¢opmupyer sddexTuBHbIM
CTEPHITM3YIOIINI areHT, a TaKkkKe JUId PacTBOPEHHs OCTATKOB B MPOLECCHON
BOJE Iepel € YTUIM3alMel, MPH KOHLEHTPAUWsIX, KOTOPBIE HE CUMTAIOT

HEBPEHBIMH JUI OKPY>KAIOIIEH CPEBL.

F.3 Byiasinue Ha OKPY:KAIOMYIO Cpexy

dopManperdA TPUCYTCTBYET B OONBIIMHCTBE JKHBHIX CYIIECTB H
COCTABJIAET )KU3HEHHO BA)KHYIO YaCTh HAIIEH 5KOJIOrHH. B IPOMBIILIEHHOCTH
(hopManpaerHl  MMPOKO  HWCHONB3YETCS B PaslIMUHBIX  MaTepHanax.
IIponsBoaumblii W3 MeTaHONA OH B OTHOIICHHM OKPYXKAIOIWIECH CpEObl
SIBJISIETCS Pa3jiaracMbiM MHKPOOPraHW3MaMH BEHIECTBOM B COOTBETCTBHH CO
CIETYIONIEH TIETTIOUKO#H (hOPMYITL:

CH;0H (meranon) — HCHO (dopmansaernn) — HCOOH (mypaBpunas
kuciora) — CO; + H,O (muokeup yriieposa + Bona).

PactBopsl (popManbaernaa TOKCHUHBI, 00aNaloT pasApakaroIliuMH U

AJUICPIrC€HHBIMHA CBOMCTBaMH. KpOMe TOro, UMEKTCA MPEAIIOIOKCHNA 00 ux
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KaHLEPOr€HHOCTH B OTHOIIECHHH YeJIOBEKA MPH JUIMTEIBHON SKCIIO3ULNH, €CITH
HWHOE HE 00YCJIOBJICHO HALIMOHATLHBIMH HOPMATHBAMH.

JlocTaTouHO HU3KWH ypPOBEHb KOHIIGHTpAmWu (opmanbaernaa B
BO3/yX€, MO3BOJIAIOIMUI ONPEACIAIOT €r0 HaIW4YHe MPH BIABIXAHWH, OOBIUHO
OTPAHMYMBAET BO3MOKHOCTb OE€CCO3HATENBHON IKCHO3ZMIUHN A0 HAKOIUICHHS

OIMACHBIX KOHIICHTPAIHH.

Ilpumepot
- 0,05 MunIuoHHOI 00U OBBIYHO MOICHO OUYMUMD HO 3ANAXY;
- 0,01 munnuonnoil 0013 Morcem bI36ams pa3opaxycenue 2nas;

- 0,5 MUNUOHHOE 00U 8 HEKOMOPHLIX CMPANAX cuumawm padouyum

npeoenom Ons IKCRO3ULUU 8 medenue 00H020 NOIHO20 OHA;

- om 0,05 0o 1,2 Muniuonnoil 0oau moxycem 8vi3eams pazopacenue

noca;

- L0 Mmuniuonnyw 00110 8 HEKOMOPHIX CMPAHAX CUUMAIOM

MAKCUMATbHBIM NPEOe1OM 011 IKCno3uuuu 15 mun;

- 4, 0 munnuonnbsie 00U 00BIYNHO 8bI36I8AIOM CTlE30MeEUeHUe.

HaLII/IOHaJ'leBIe HOPMATHBBI MOI'YyT YCTaHABJINBATH Ipeacibl

OKCIO3UIUH I YCJIOBCKA MO KOHIICHTPALlUH (bopManBz[emz[a B BO3QYXC€.
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Ipunoxkenue ZA

(cmpaBo4HOe)

Pa3)1e.m>1 HACTOSAIICI0 CTAHIAPTA, B KOTOPBIX YIIOMUHAKTCH

BAKHEIE TPEGOBAHNASI WM HHBIE Mo/10:KkeHust EBponeiickux qupexTus

Hacroammuit crangapr, NHOATOTOBICHHBIH 10 MaHAATy, BBIAAHHOMY
CEH/CEHELEC (EBpomneiickuii KOMUTET TIO CTaHAApTH3aUMK U EBponeickuii
KOMHTET 0 IEKTPOTCXHUYECKAM CTaHIapTaMm) EBPONENCKoi KOMHCCHEH u
EBpomnetickoii accouuarnumeit csoGoanoit Toprosmu (EFTA), monnep:xuBaer
BakHeWmme Tpebosanusa Esponeiickoit mupexrussr 93/42/EEC.

MMPEAYIIPEXIEHUE: [lpyrue TpeboBamms m apyrue Espomeiickue
JUPEKTUBBl TaKXKe MOTYT OBITh TPUMEHHMBl K IPOAYKTY (IPOAYKTaM),
MOATMAA0IIeMy IO ACHCTBIE HACTOSAIIETO CTaHAAPTA.

Pasnensr HacrosAmero craHpmapra, TepeddcicHHBIE B Tabmume ZA.l,
JOJDKHBL HOAAepKuBaTh TpeGoBanusa EBponeiickoit mupexrussl 93/42/EEC.

CootBercTBHE TpeOOBAaHMAM  PA3[CIIOB  HACTOSALICTO  CTaHAApTa
00eCTICUnBAET COOTBETCTBME BAXKHCHIIIAM YCTAHOBJICHHBIM TpeOOBaHUAM

yKa3aHHOH JIUpeKTUBBI U aCCOLIMUPOBAHHBIM ¢ Hell TpeboBaHmuaM EFTA.
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Ta6xuma ZA.1 — CoorsercTBre HacTosmero cranaapra Jupexktusam EC

Paznensr HacTostero CooTseTcTByromme BaxHeime Kommenrapun
cTaHjapTa TpeboBanus JIupeKTUBLI
93/42/EEC

4 1,2,3,4,5,6,7,8,9,10, 11, 12 —

5 1,2,3,4,6,7,8,9,10, 12 —

6 1,3,4,7,9,12 —

7 1,2,6,9, 12 —

8 2,9,12,13 —

9 2,517,911, 13 —

10 1,2,3,56,7,9,12 —

— 14 Henpumenumo
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[1] EN 285

[2] EN 550

[3] EN 554

[4] EN 556-1

[5] EN 867-1

[6] EN 1422

[7] EN 1717:2000

94

budauorpadus

Sterilization — Steam sterilizers — Large
sterilizers  (Crepwmsauusa.  Crepwin3aropsl
mapoBbie. BoJbIIe CTEPHIH3aTOPHI)

Sterilization of medical devices — Validation
and routine control of ethylene oxide
sterilization ~ (CTepwiuzamuisi — METHIIMHCKHX
w3gemi. Bamumamms M TeKyuid KOHTPOIb
CTEPIITH3AIIMH OKCHIOM DTHIICHA)

Sterilization of medical devices — Validation
and routine control of sterilization by moist heat
(Crepummzarmst MEIHLIMHCKAX M3IETHH.
Bammpgarms n Texymipii KOHTPONb CTEPHITA3ALNHI
BIQKHBIM IapOM)

Sterilization of medical devices — Requirements
for medical devices to be designated
"STERILE" — Part 1: Requirements for
terminally sterilized medical devices
(Crepwmzanus MEIHALHHCKHX H3JETHH.
Tpe6oBaHMs K  MEAWLMHCKAM  H3IEITHAM
KaTeropumn «CTEPUTIBHEIEY. Yactp 1.
TpeOoBanus K CTePUIM3AUMH YHAKOBAHHEIX
MeIUIIHCKHX W3 IeIH)

Non-biological systems for use in sterilizers —
Part 1. General requirements (CucteMsr
HEOHMONOTHYCCKHE  UI  WCTOJB30BAHUA B
crepmm3aropax. dacte 1. O6ume tpeGoBanms)
Sterilizers for medical purposes — Ethylene
oxide sterilizers — Requirements and test
methods (Crepmnusaropsl it  MEIHLIMHCKAX
nened.  Crepwin3aToppl HAa OCHOBE OKCHIA
stuneHa. TpeGoBaHUA U METOBI HCTIBITAHHIA )
Protection against pollution of potable water
installations and general requirements of devices
to prevent pollution by backflow — Technical
rule of the DVGW (Bona muteeBas. 3armmura ot
3arPsI3HEHNA B YCTAHOBKAxX IUIA MHTHEBOM BOJBI
u oOmme TpeOOBaHMS K YCTPOMCTBAM IS
IOPENOTBPAIlleHUs.  3arps3HeHUs  OOpaTHBIM
TTOTOKOM )



[8] EN 10027-2

[9] EN 13445-ce
4yacTtu
[10] EN 14222

[11] EN 20534

[12] EN 60204-1

[13] ENISO 536

[14] EN ISO 1874-1

[15] ENISO 4017

[16] EN ISO 9001

[17] ENISO 13485
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Designation systems for steel; numerical system
(Crame. Cucrema oboszHauenns. Yacts 2.
Cucrema Hymeparmn)

Unfired pressure vessels (Cocynsl, pabotaromnme
TIOJT aBJieHAEeM (€3 OPHEBOTO TTOABOAA TETIIOTHI)
Stainless ~ steel  shell  boilers (Komst
JApOTPYOHBIE M3 HEPIKABEIOLLIEH CTasH)

Paper and board; determination of thickness and
apparent bulk density or apparent sheet density
(bymara u xapron. OnpeneieHue TOJIAHBI U
Kaxymencss  oObeMHOM  IUIOTHOCTH WK
Kaxymeticst miotHocTH aucta) (ISO 534:1988)
Safety of machinery — Electrical equipment of
machines — Part 1 (besonacHocTs MaluH.
DyexkTpoodOPYNOBAaHHE MANTHH W MEXaHH3-
moB. Yacte 1. O6mue tpeboBanus) (IEC
60204-1:1997)

Paper and board — Determination of grammage
(bymara u kapron. Onpenenenue maccel 1 KB.
metpa) (ISO 536:1995)

Plastics — Polyamide (PA) homopolymers and
copolymers for moulding and extrusion —
Part 1: Designation (ITmactmaccsl.
T'oMomoIMMepsl MONMHAMUAHBIE ¥ COTOIUMEPHI
o dopmoBanus u  9kcTpy3md. Yacte 1.
O6o3nauenus) (ISO 1874-1:1992)

Hexagon head screws. Product grades A and B
(BuHTBI C mIecTUrpaHHON rosoBkoM. Kiaccst
mgemst A u B) (ISO 4017:1999)

Quality management systems. Requirements
(CucremBr MeHeKMEHTa KauecTBa. TpeGoBaHms)
(ISO 9001:2000)

Quality systems - Medical devices - Particular
requirements for the application of ISO 9001
(Cuctembl kauecTBa. MeEAMLMHCKHE W3IEIHSA.
UactHble TpeGoBaHUA K TIPUMEHEHUIO CTAHAAPTA
ISO 9001) (mepecmotp EN 46001:1996)
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96

[18] EN ISO 14937:2000  Sterilization of health care products. General

[19] ISO 14971:2000

[20] EN ISO 17664

[21]ISO 554

[22]1SO 1762

[23] 180 2758

[24] ISO 3781

[25] ISO 8787

[26] EN 24017

requirements for characterization of a sterilizing
agent and the development, validation and
routine control of a sterilisation process for
medical devices (Crepunmzanusa MeTUITHHCKOH
IIPO/TYKITHH. OO0mme  TpeboBamma  mnd
OMIpe/IeTICHHs XapaKTePUCTUK CTEPUIU3YIOIIETO
BELIECTBA W MUIS pPa3pabOTKW, BATUOAINH H
TEKYIEr0 KOHTPOJIS MPOLECCOB CTEPHITM3ALIAM
mMeanmmHCKuX u3aennit) (ISO 14937:2000)

Medical  devices. Application of risk
management to medical devices (YctpoiicTea

MEIULIMHCKHUE. [Ipumenenne YIIPaBIICHUS
PHUCKAMH K MEIUIHCKAM yCTPOMCTBAM)
Crepunuzanus MEIULIMHCKIX H3IENHUi.

Hudopmanus, mpemoctasisieMas W3rOTOBUTEIEM
Uit 00pabOTKM IOBTOPHO  CTEPHIIM3YEMBIX
menuuuackux mzgenuit (ISO/DIS 17664:2001)

Standard atmospheres for conditioning and/or
testing ~—  Specifications  (ATMocdepsr
CTaHJAPTHHIC NI KOHIUIMOHAPOBAHUA W (WITH)
wcrsrrannii. O6mme TpeGoBanms)

Paper, board and pulps. Determination of
residue (ash) on ignition at 525°C (Bymara,
KapToH W 1uemnono3a. OnpeneneHue ocCTarka
(301161) ipE ipoKaMBaHuy pu 525 °C)

Paper — Determination of bursting strength
(bymara. Onpenenenne COTPOTHBIICHHS
TIPOJTABITMBAHMIO)

Paper and board — Determination of tensile
strength after immersion in water (bymara u
kaproH.  OmpefeneHue  MPOYHOCTH  TNPH
PacTSHKECHUH TIOCIIE TIOTPYKSHHS B BOAY)

Paper and board — Determination of capillary

rise — Klemm method (Bymara u kaproH.
OnpenencHe  KaNWUIPHOW — BITHTHIBAEMOCTH.
Meron Knemma)

Hexagon head screws. Product grades A and B
(BuaTel ¢ mecturpanHOi TonmoBko#. Kiacchl
m3genns A u B)
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IMpunoxenne A
(cmpaBo4HOe)

CBeeHHS 0 COOTBETCTBHH MEXIoCyaapCTBeHHBIX CTAHAAPTOB
CCBIJIOYHBIM MEKIYHAPOAHBIM CTAHAAPTAM

Tabnuna JA.1

O0603HaueHHE 1 HAUMCHOBAHHE

Crenenn

O0603HaueHHEe H HAUMEHOBAHHE

CCBIJIOYHOTO MEXXIYyHAPOIHOTO COOTBET- | MEXKIOCYZAPCTBEHHOTO CTaHAapTa
CTaHJapTa CTBHA
EN 867-5—2001 CucreMsr - *

HEOMOJIOTHYECKAE IS HUCTIOJB30-
aHua B crepwimsaropax. Hacts 5.
Texaudeckne YCITOBHSA Ha
WHIUKATOPHBIC CHCTCMBI "
YCTpOWCTBA Jinivi BBEJCHUS
MPOBOKAIIMOHHOM CHUTyallMd IIpU
OMpENENICHHHA  SKCIUTYTAlHOHHBIX
XapaKTepUCTHK  MaiorabapHTHBIX
cTeprn3aTopoB THoB B u C

EN 868-5:2002 Marepuansl u
CHCTEMbl I  YIaKOBBIBAHHS
MEIMLIUHCKUX TNpUOOPOB, Mpea-
HA3HAYEHHBIX JUI1 CTEPUIM3ALHH.
Hacte 5. Tepmocroiikue mpo3-
padyHble IUIEHKH W TPYyOKM W3
Oymard U IUIaCTUKOBOM ILICHKH.
TpeboBaHns 1 METOIBI HCIIBITAHUI

EN 60584-2:1994 Tepmonaps.
Yacts 2. Jomycku

EN  60751:1996  TepmomeTpsl
CONPOTUBJICHHUS  MPOMBIIILICHHbIE
IINIATHHOBBIC
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IIpoooncenue mabauywor J[A. 1

T'OCT EN 141802011

O603HaueHne 1 HAMMEHOBAHHE
CCBUTOYHOTO MEKTyHAPOTHOTO
CTaHIapTa

Crenenp
COOTBET-
CTBHSA

O6o3naueHne 1 HAUMEHOBAHHUE
MEXTOCyIapCTBEHHOTO CTaHIapTa

EN 61010-1:1998 Be3onacHOCTH
3JIEKTPHYECKOr0o o0opynoBaHus
U1 W3MEPEHWS, YNpaBlIeHHS M
J1ab0paTOPHOTO TIPHMEHEHHS.
Hacts 1. Ob1miue TpeboBanus

EN 61010-2-042:1997 Omnextpo-
obopynoBanue TSI TIPOBEICHHS
HA3MEpEHUs, yIpaBJIeHUS "
J1a0OpaTOPHOrO  MCIOJIb30BAHMS.
Tpebosanus GezomacHocTH. Yacts
2-042. Yactasie TpeboBaHUA K
aBTOKJIABAM W CTEPUIIM3aTOpaM,
UCIONB3YIOIIAM TOKCHUHBIH ra3
st o0paboTKM — MEIUIIMHCKUX
mnenmuii U s 1abopaTopHBIX
MPOLIECCOB

EN ISO 11138-1:2006 Crepu-
JM3aI|sg  MEAWNWHCKONM NpOayK-

IDT

IroCT ISO 11138-1-2011

Crepu-

JNH3alUA  METUIMHCKOM MPOAYKITHH.

muu.  bHojorHueckwe  HMHIMKA- buonornueckne uaaukaropsl. Yactp 1.
TOPBHL. Yacts 1. O6mue O61mume TpeOOBaHUA

TpeboBaHuUsA

EN 1SO 11138-5:2006 - *

Crepwnuzauus MENUIMHCKOR

npoaykuuu. buomormdeckue wWH-
mukaropel. Yacte 5. bwuomoru-
YeCKHe WHIHMKATOPHl I METO/0B
HU3KOTEMIEPAaTYPHOH  CTEPUIIH-
3alUU TapOM U (HOPMATHICTHIOM
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Oxonyanue madnuywt J{A. 1

O603HaueHre ¥ HAMMEHOBAHHE Crenenp | O603HaueHHEe N HANMEHOBAHHE
CCBUTOYHOTO MEKTyHAPOTHOTO COOTBET- | MEXroCyIapCTBEHHOTO CTaHAApTa
CTaHIapTa CTBHA

EN 61326:1997 Dnexrpuueckoe - *

000opyaoBaHUE ISl W3MEPEHUH,
KOHTponda W  nabopaTopHOro
npuMeHeHus. TpeboBanus snek-
TPOMArHATHOM COBMECTHMOCTH

EN ISO 3746:1995 Axycruka. - *
OnpeneneHue ypoBHEH 3BYKOBO#M
MOII[HOCTH HCTOYHHKOB IOyMa C

MPUMCHCHHUEM 3BYKOBOIo
JABJICHHA. KOHTpOJ'II:HI:Iﬁ METOO C
HUCIIOJIb30BAHHCM OFI/I6alOHICﬁ

TMOBEPXHOCTH HU3MCPCHUA HanQ
TUTIOCKOCTBIO OTPAKCHUA

1SO 228-1:1994 Pe3nOw TpyOHSBIC, — *
He 00eCTIeUHBAIOIIHE
TepMETUYHOCTE coenuHeHns. YacTr
1. Pazmepsl, nomyckn u
0003HaYCHHUS

* COOTBETCTBYIOIIMM MEXIOCyJapCTBEHHBIH CcTaHmapT orcytcrByeT. Jlo ero
YTBEPKIEHNUA PEKOMEHIYETCA HCIONb30BaTh IEPEBOJ, HA PYCCKUil SA3BIK TAHHOTO
MEKIYHAPOIHOTO CTaHmapra. llepeBon OaHHOTO MEXIYHApOOHOTO —CTaHIapTa
Haxoxutcs B DenepaibHOM WHPOPMAIMOHHOM (DOHAE TEXHWYECKMX PETJIAMEHTOB |

CTaHJapPTOB.
Mpumedyanne — B HacTosmeMm CTAaHAAPTE MCNONB30BAHO CHCAYIOIICE YCIOBHOE OGO3HAYEHHE CTENCHH
COOTBCTCTBHS CTAHAAPTA:

- IDT — uaeHTHYHBIC CTAHIAPTHL.
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YK 615.478.73:006.354 MKC 11.080.10 P26 IDT

KimoueBble cioBa: crepwinzainusl, CTEPWIN3aTOPHl MEIUIMHCKOTO HA3HAYCHUSA,
CTEePHIIM3ATOPhI HU3KOTEMIICPATyPHbIC TapO(hOPMatbACTH/HbIC
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