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Mpeancnosne

Llenn, ocHOBHble MpUHUMNBLI U NOPSAOK MpoOBeAeHust paboT No MEeXrocygapCTBEHHOW CTaHgapTu3auuv
yctaHoBneHbl TOCT 1.0-92 "MexrocynapctBeHHasa cuctema crtaHgaptudauun. OcHoBHble nonoxenus” n FOCT
1.2-2009 "MexrocygapCTBeHHass cucteMa cTaHgaptu3auun. CTaHgapTbl MeEXrocydapCTBEHHble, Mpasuna U
pekoMeHZauMn Mo MEXrocygapCTBEHHON cTaHgapTusaumv. [MpaBuna pas3paboTkv, NPUHATUS, NMPUMEHEHWS,
OBHOBMEHUS N OTMEHDI".

CBegeHunsi 0 ctaHgapTe

1. TlomrotoBneH ®epepanbHbiM rOCYOAPCTBEHHBIM  YHUTApHbIM  MNpeanpuaTnem  "Bcepoccumnckuni
Hay4HO-UccneaoBaTenbCKUN MHCTUTYT CTaHgapTU3aumm n ceptudunkaumm B MmawmnHocTpoeHmmn" (BHUMHMALL).

2. BHeceH ®enepanbHbIM areHTCTBOM MO TEXHUYECKOMY perynupoBaHuio u metponorun (PocctaHgapT).

3. MpuHAT MexrocygapCTBEHHbIM COBETOM MO CTaHAapTM3auun, MeTponorum n ceptudukaumm (npotokon N
40-2011 ot 29 Hos6ps 2011 r.).

3a npuHaATMe cTaHgapTa NPOroiocoBanu:

KpaTkoe HanmeHoBaHue cTpaHbl | Kog ctpaHbl no MK CokpalleHHoe HauMeHOBaHME HauWoHanbLHOro
no MK (MCO 3166) 004-97 (NCO 3166) 004-97 opraHa no craHgapTusauum

Benapycb BY Noccranpgapt Pecnybnvkn Benapycb

KasaxcTtaHn KZ Nocctanpgapt Pecnybnvkn KasaxcTtaH

Kblprbi3cTaH KG KblprblacTaHgapT

Poccuiickas dengepaums RU Pocctangapt

TamknknctaH TJ TapxukctaHgapT

Y3bekucTtaH uz Y3craHgapT

4. MNpukasom PeneparnbHOro areHTCTBa MO TEXHUYECKOMY PErynvpoBaHuio U metporormn oT 13 gekabps
2011 r. N 1369-ct mexrocyaapctBeHHbin ctaHgapT TOCT EN 14180-2011 BBegeH B OeNCTBUE B KavecTBe
HaumMoHanbHoro ctaHgapta Poccuickon denepaumm ¢ 1 aHeapa 2013 r.



5. Hactosawmn ctaHgapT uaeHTudeH esponenckoMy ctaHgapty EN 14180:2003 Sterilizers of the medical
purpose - Low temperature steam and formaldehyde sterilizes - Requirements and tests (CtepunusaTopbl
MeauumHckue. HuskoTemnepaTypHble napoBble W dopManbaerMgHble crtepunu3aTtopbl. TpeboBaHus U
UCMbITaHNSA).

CreneHb cooTBeTCTBUS - MaeHTu4Has (IDT).

CrtaHgapT nogroTtoBneH Ha ocHoBe npumeHeHus FTOCT P EH 14180-2008.

CeegeHns 0 COOTBETCTBUMM MEXIOCYapCTBEHHbLIX CTaHAApPTOB CChINOYHBbIM MEXAyHapoAHbIM CTaHgapTam
npueeaeHb! B JononHuTensHom Mpunoxexnun OA.

6. BeegeH Bnepseble.

WHdopmaumsa o BBedeHUM B AenicTBue (NpekpalleHun OencTBUst) HacTosilLero ctaHgapTta nybnukyetcs B
ykagatene "HauuoHanbHble cTaHgapThl”.

WHdopmauma o6 M3MeHeHMsIX K HacTosliemy cTaHaapTy nybnukyetca B ykasaTene "HauwmoHanbHble
CTaHdapTbl", @ TEeKCT U3MEHEHUA - B MHAOPMaLMOHHLIX YykasaTensx "HaumoHanbHble ctaHgapThl”. B cnyyae
nepecmMoTpa MNu OTMEHbl HACTOALLEro cCTaHAapTa CoOTBeTCTBywoLWas MHGopmauus Oyaet onybrnvkoBaHa B
WHpopmaLMoHHOM ykasaTene "HaunoHanbHble cTaHaapTh!”.

BeeneHune

HacTtosilwmin ctangapT ycTaHaBnvMBaeT MUHUMarnbHble TpeboBaHMS K cTepunua3atopam, paboTatowum npu
OaBNeHnAax HWxe OKpyXatkLlero aTMOCdJepHOFO naBneHna n BbINOJTHAKLWKMM npouecc HI/I3KOTeMl'IepaTypHOl7I
napodopmansgermgHon (LTSF/HTT®) ctepunusauum, n metoapbl UX UCNbITAHUNA.

HuskoTemnepaTypHble  napodopmanbierngHble  crepunusatopbl  (ganee  HTTM®-cTepunusartopsl)
npeagHasHa4veHbl rmaBHbIM o6pasoM ana crepunmsaunn MeanunHCKUX I/I3,El,eJ'II/II7I B y4ypexaneHnax 3apaBooxpaHeHus,
HO MOryT TakxXe ObITb npuMeHnMbl B KOMMeEpPYECKOM npon3sBoacTee MeguLUMHCKNX V|3p,en|/||7|.

Mpoueccbl HTT®-cTepunusaTopbl  ONMUCbIBAOT  (PU3NYECKMMU  NapameTpamu U BepuduumpyoT c
NCNonb3oBaHUEM (PU3NYECKNX, XUMUYECKUX U MUKpoBMonormyeckmx metogoB. HTTId-ctepunusatopbl paboTtatoT
aBTOMaTUYECKM C UCMONb30BaHMEM 3apaHee 3anporpaMMUPOBaHHbIX LIVKIOB.

OnucbiBaemble MeTOAbl UCNBbITAHUA U UCTbITaTeNbHOE 06opyAoBaHWE MOryT BbiTb Takke MPUMEHEHbI And
BanvaaLmmn N TeKyLLLEro KOHTPOonsi.

Banvgaumss M TeKkylWWMA KOHTPONb MpPOLIECCOB CTepunmsaumMm Heobxoaumbl Ons  obecneveHust ux
appekTuBHOCTU. HacTtoswmii cTaHOapT He OxBaTbiBaeT Banugauuio U TEKYLWWUA KOHTPOSb npouecca
HTM®-ctepynusaummn. O6Wwne Kputepum ON9 Banvgaumm M TEKyLLEro KOHTPOMS MpOLLECCOB CTepunusauumu,
npumeHnmble 1 k npoueccy HTTd-ctepunusaumm, npusegeHsl B EN 1ISO 14937:2000.

B cooTtBeTCTBUM C COBPEMEHHbIM YpPOBHEM 3HaHun HTId-cTepunmsaTopbl He cnegyetr cuuTtaTb
3P PEKTUBHLIMM MPU BLIMNOSTHEHMM MPOLECCOB MHAaKTUBAL MU BO3OyauTENEn CNOHIMO3HbIX SHUedanonaTun, Takux
Kak ckpenu (scrapie), Obluba rybuyaTas sHuedanonatua (Bovine spongiform encephalopathy) n 6onesHb
Kpentudenbata-Akoba. B oTgenbHbiXx cTpaHax Obinm paspaboTaHbl ocobble pekomeHgaumm no obpaboTke
MaTepuanos, NOTEHLUMANbHO KOHTAMMHMPOBAHHbLIX 3TuMK Bo3byantensmum (cm. Takke EN 1ISO 14937:2000, nyHkT
1.6, npumeyaHue 2).

MnaHmpoBaHMe N KOHCTPYMPOBaHWE MPOAYKTOB, K KOTOPbIM NPUMEHUM HACTOSLWMN CTaHAapT, He OOIKHbI
ObITb OrpaHUYeHbl TOMbKO TEXHUYECKUMW TPeOOBaHUSAMW, HO [OOMMKHbI YYUTbiBaTb WM BAWSHWME MpoAdyKTa Ha
OKpY>XaloLyo cpedy Ha MPOTSXKEHUN BCErO €ro >XU3HEHHOro umkna. PakTopbl BIMSHUA Ha OKpYXalollylo cpedy
paccMoTpeHbl B [MNpunoxeHuu F.

MpumedvaHue. MeTtogbl aHanu3a pucka, Hanpumep onucaHHble B EN ISO 14971, ygensoT gocrtatoyHoe
BHMMaHWe dpakTopamMm BO3OENCTBUA Ha OKPYXaloLLyto cpeay.

TpeboBaHus, onpegensowmne 6esonacHoCcTb onepaTtopos, npuBeneHsbl B EN 61010-1, EN 61010-2-042 n He
NMOBTOPEHbI B HACTOSILLIEM CTaHOapTe.
EN 60204-1 Takke MOXET AaTb LIEHHbIE YKa3aHWsi OTHOCUTENBbHO 3TUX TPeOOBaHNN.

1. ObnacTb NpMMeHeHus

HactoAwmn craHgapT ycTaHaBnmMBaeT TpeboBaHUSA K HU3KOTEMMepaTypHbiM napodopManbiervaHbIM
ctepunusaTopam (ganee - HTT1®-ctepunmnsaTopsl; cTepunm3aTopbl), paboTalowmm TONMbKO NpU AABMEHUSIX HUXE
OABIEHUS] OKpYXXalollenh cpedbl M UCMOMb3yLWMM CMECb HU3KOTEMMEpPATypHOro napa v dopmManbgernga B
KayecTBe CTEpPUITM3YIOLLIEro areHTa, a Takke Mmetoabl ncneitaHun HTT®-ctepunmaartopsi.

HTM®-cTepunua3atopbl NpegHasHaveHbl ANs CTepunu3aumn MeOVUUHCKMX W3OENvN, HEeyCTOMYMBLIX K
HarpeBy, MX UCMOSMb3YIOT MMaBHbIM 00Pa30M B YYPEXOEHNAX 30PaBOOXPAHEHNS.

HacTtoswmn ctaHgapT ycTaHaBNMBaeT MUHMMAIbHbIE TPeOOBaHUS:



- K paboyum XxapakTepucTMkam U KOHCTpykuum HTII®d-cTepunmsaTopoB Ans obecrnieyeHus criocobHOCTU
MPOLIECCOB CTEPUNU30BaTh MeAULIMHCKNE U3Oenus;

- Kk obopygoBaHMIO W opraHam ynpaBneHuss U KoHTpons HTI®d-cTepunuaaTopoB, HeobXxoauMbIM Ans
BanuaaLmmn 1 TeKYLLLEro KOHTPOIS NPOoLIeCCoB CTepUNn3aLmi.

2. HopMaTuBHbIE CChISTKN

B HacTosiem cTaHgapTe WCMOMb30BaHbl HOPMAaTMBHbIE CChIKM Ha Cregylolune MeXxayHapogHble
CcTan4apTbl:

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
HebuonornyeckMe AN UCNONb3oBaHWUA B cTepunmusaTopax. Yactb 5. TexHudeckue ycrnoBUsi Ha WMHOMKATOPHbIE
CUCTEMbl M YCTPOWCTBA [Af1 BBELAEHUS MPOBOKALMOHHOW CUTyauuu Mpv  onpedeneHuy  3KCriyTauMOoHHbIX
XapaKkTepucTuk manorabaputHbix ctepunmnsaTopos Tunoe B n 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
(MaTepuanbl M cuUcTeMbl ANS1 yNaKoBbIBaHWUS MeOULMHCKUX MPMOOPOB, MpegHasHavyeHHbIX 4SS CTepunusauun.
YacTb 5. TepMocTolikne npo3padHble NreHKku n Tpybku n3 Gymarm 1 nnacTukoBom nneHkn. TpebosaHus 1 MeToabl
UCnbITaHWI)

EN 60584-2 Thermocouples - Part 2: Tolerances (Tepmonapsbl. YacTe 2. [Jonycku)

EN 60751 |Industrial platinum resistance thermometer sensors (TepmomeTpbl CONpPOTUBREHUS
NPOMbILUNEHHbIE I'IJ'IaTVIHOBbIe)

EN 61010-1 Safety requirements for electrical equipment for measurement, control and laboratory use - Part
1. General requirements (be3onacHOCTb 3MEKTPUYECKOrO O00OpPYAOBaHUA ANA M3MEPEHUs, YMpaBneHuss U
nabopaTtopHoro npumeHeHus. Yactb 1. Obwme 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 (3nekTpoobopyaoBaHve Ofsi NPOBEOEHMS U3MEPEHUS, YNpPaBreHUs U
nabopaTtopHoro ucnonb3oBaHuda. TpeboaHusa 6esonacHocTh. YacTb 2-042. YacTHble TpeboBaHMs K aBTOKIaBam 1
cTepunusaTopam, UCMOMb3YLWMM TOKCUYHBIN ra3 anst o06paboTkM MeAMUMHCKMX M3genui u ans nabopatopHbIX
npoLieccoB)

EN ISO 11138-1 Sterilization of health care products - Biological indicators - Part 1. General requirements
(Crepunusauns meguumHckon npoaykumn. bruonormnyeckne nHamkatopbl. Yactb 1. O6wme TpeboBaHus)

EN ISO 11138-5 Sterilization of health care products - Biological indicators - Part 1. General requirements
(Ctepunusaumns MegumumMHCKOM npoaykumu. buonormdeckne mHamkatopbl. Yactb 5. buonornyeckue mHamkaTopbl
A1 METOOO0B HU3KOTEMMNEPATYPHOM CTEPUIM3aLMN NapoM U hopManbaermaom)

EN 61326 Electrical equipment for measurement, control and laboratory use - EMC requirements
(OnekTpuyeckoe obopygoBaHue AONA W3MEPEHWN, KOHTponsi M nabopaTopHoro npumeHeHusi. TpeboBaHus
3NEKTPOMarHUTHON COBMECTUMOCTM)

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 (Akyctuka. OnpegeneHue
YPOBHEN 3BYKOBOW MOLLHOCTU MCTOYHWUKOB LUyMa C NMPUMEHEHMEM 3BYKOBOro AaBneHus. KOHTPOnbHbIA MeTopq, C
NCnosib3oBaHNMEM OrmbaroLLLEN MOBEPXHOCTU N3MEPEHUST HAL, NITOCKOCTLIO OTPaXXEHMS)

ISO 228-1 Pipe threads where pressure-tight joints are not made on the threads - Part 1. Dimensions,
tolerances and designation (Pe3bbbl TpybHble, He obecneunBatoLiMe FepMETMYHOCTb coeauHeHud. Yactb 1.
Pa3mepbl, gonyckm n o6o3Ha4veHus)

3. TepMuHbI 1 onpegenenns

B HacTosLLeM cTaHAapTe NPUMEHEHDI crieayolmne TEPMUHBLI C COOTBETCTBYOLLUMW ONpeaeneHnsIMu:

3.1. ycTponcTBo [cpeacTBo] goctyna (access device): YCTPOWCTBO, MCNONb3yeMoe A1 NOyYeHns 4OCTyna K
3aLMLLEHHBIM OT HECAHKLIMOHMPOBAHHOIO A0CTYyNa YacTsam 000opyaoBaHus.

MpumeyvaHue. 3TO MOXET ObITb crieuunanbHbIv KoM, kog, (Maponb) nnm cneynaneHoe NpucnocobnexHne.

3.2. aspaums (aeration): YacTtb (v yacTu) npouecca cTepunm3aunm, B KOTOPON B COOTBETCTBUMN C 3apaHee
onpeaeneHHbIMU ycnoBusimu doopmanbaerng U NpoayKTbl ero peakuum 4ecopompyoTes U3 MeaULMHCKOro U3genust
N KOTOpasi MOXET ObITb BbINOMHEHA BHYTPU CTEpUnunsatopa, BHYTPU OTAENbHOrO MOMELLEHMS UMK Kamepbl UNn B
coyYeTaHuu Toro u Apyroro.

3.3. ypmaneHve Bo3gyxa (air removal): YoaneHve Bo3dyxa W3 Kkamepbl cTepunusaTopa W 3arpysku
cTepunusaTopa B obbeme, 4OCTAaTOMHOM Ansi oGecrneveHnst MPOHUKAHWUS CTEPUITM3YIOLLEro areHTa B 3arpysky



cTepunusaTopa.

3.4. aBTOMaTM4eckuin KoHTponnep (automatic controller): YCTpolNCTBO, KOTOPOE B COOTBETCTBMM C 3apaHee
onpegeneHHon nNporpaMmon nocriefoBaTenbHO ynNpasnseT CTepunn3aTtopoM Ha NpoTskeHun Becex dhas paboyero
uukna.

3.5. 6wuonornyecknn umHamkatop (biological indicator): oTOBbIN K YNOTPEGNEHWI0 WHOKYNMPOBAHHbIN
HOCUTESNb B NEPBUYHON YNaKOBKe.

[EN 866-1:1997, ctaTba 3.1]

3.6. npeaBapuTenbHbId HarpeB kamepbl cTepunu3atopa (chamber preheating): Harpes BHyTpeHHMX
NOBEPXHOCTEN KaMepbl cTepunuaatopa ANna AOCTWKEHUS 3apaHee onpedeneHHon TeMmnepaTypbl nepeq Hadanom
LMKra ctepunmsaunm.

3.7. koHamumoHupoBaHue (conditioning): O6paboTka npoaykTa B xode uuKkna crepunusauuu, Ao Hadvana
oTcyeTa BPEMEHU yaepKaHus, Ans JOCTVXEHUS 3a4aHHbIX TeMnepaTypbl U BNaXHOCTUM BO BCEM 0Obeme 3arpy3ku
cTepunusaTopa.

3.8. umkn 3aBepuweH (cycle complete): NHaukauuss o6 ycnewHOM OKOHYaHMM UMKna cTepunus3aumm u
rOTOBHOCTW MPOCTEPUIM30BaAHHOM 3arpy3ku cTepunusaTtopa K BbleMKe 13 kaMepbl cTepunusaTopa.

[EN 285:1996, ctatbsa 3.10]

3.9. napameTp uukna (cycle parameter): YcTaHOBNEHHOE 3HaYeHNE NePeMeHHON Lukna.

3.10. nepemeHHble uukna (cycle variables): [lapameTpbl, BnuswOWMe Ha 3PEHEKTUBHOCTL ULMKNa
cTepunusauun.

Mpumeyanne. Ona HMTO-cTepunnsatopoB NepeMeHHble LuKna BKNoYalwT B cebsa (HO MoryT He
OrpaHM4MBaTbLCA TOMbKO MMKU) TemnepaTypy, AaBreHne, BpeMsi, KOHLUEHTPaLMIO CTEPUNNUSYIOLLIErO areHTa.

3.11. necopbums (desorption): YoaneHue cTepunusyroLLLEro areHTa n3 kaMmepbl cTepunmsaTopa n n3 3arpysku
cTepunusaTopa no OKOHYaHWN BPEMEHW SKCTMO3ULIUN.

3.12. ctepunusaTop OBYCTOPOHHero [mpoxogHoro] Tuna (double-ended sterilizer): CtepunusaTtop, nmetoLwmn
ABepu ¢ ABYX NPOTUBOMOSIOXKHbLIX CTOPOH Kamepbl cTepunusaropa.

[EN 285:1996, ctatbsa 3.13]

3.13. Bpemsa ypaBHuBaHus (equilibration time): WHTepBan BpemMeHM C MOMEHTa AOCTMXKEHWS B Kamepe
cTepunusaTopa TemnepaTtypbl CTepunusauum u o MOMeHTa OOCTWXKEHMS TemnepaTypbl cTepunm3aumm BO BCEX
TOYKax 3arpysku crepunusaropa.

3.14. Bpems skcrosvuum (exposure time): lNMepuog BpemeHn Mexdy MOMEHTOM BBEAEHMS B Kamepy
CTEPUIM3YIOLLIErO areHTa 1 Hadanom dasbl gecopoumn.

3.15. Bpemsa yoepxanua (holding time): MNepnog BpemMeHu, B TeYEHME KOTOPOro 3HAYEHUsA Temnepatypbl,
OaBrieHns napa v KoHUueHTpauumn bopmansaernga yoepxuBarTes B npegenax 3agaHHblX 3Ha4YEeHUA 1 X 4ONyCKoB
ONs QOCTMKeHUs Tpebyemon 3 heKTUBHOCTU MHAKTUBALIMM BHYTPU Kamepbl CTepunnsartopa.

MpumevaHue. Bpems yaepxaHusa cnegyet HENOCPEOCTBEHHO 32 BpEMEHEM ypaBHUBaHWS.

3.16. MHOKynMpoBaHHbIN HocuTenb (inoculated carrier): Hocutenb, Ha KOTOPLIN HAHECEHO OnpeaeneHHoe
YUCIO TECT-MUKPOOPraHN3MOB.

[EN 866-1:1997, cTaTbs 3.8]

3.17. arttectaums MoHTaxa; |Q (installation qualification; 1Q): [lMonyyeHne u [OOKyMeHTUpOBaHWE
JoKasaTenbCcTB, TOro 4to obopygoBaHue ObiO NMOCTaBNEHO M CMOHTUPOBAHO B COOTBETCTBMU C TEXHWYECKMMM
TpeboBaHMAMM Ha Hero.

[EN ISO 14937:2000, ctaTtbs 3.9]

3.18. 3arpy3oyHas aeepb (loading door): [iBepb cTepunuv3atopa OBYCTOPOHHEro [MpoxodHoro] Tuna, Yepes
KOTOpYIO 3arpy3Ky CTepunusartopa NnomeLLaloT B Kamepy ctepununsaTopa nepeg crtepunmnsaumnen.

[EN 285:1996, ctatbsa 3.21] (Cm. Tarke 3.43 "Pasrpy3oyHas osepb".)

3.19. meguuuHckoe magenue (medical device): Jllobol MHCTPYMEHT, annapaTt, YCTPOMCTBO, Martepuan unm
nHoe um3genue, kotopoe, Byayym MCNONb3yeMbIM CaMOCTOSTENBHO UMM B KOMOWMHauUuW, BKMAOYas NporpamMmmHoe
obecneyeHne, Heobxoaumoe AN ero MNpaBWUibHOTO MPUMEHEHWs, NpedHa3HayeHo MW3roToBUTENEeM Ans
NCMNOMb30BaHNs B LieNsX:

- ONarHoCTuKK, NPOUNaKkTUKN, MOHUTOPUHIA, fledeHns unv obneryeHms 3abonesaHus;

- OWarHoCTUKN, MOHWUTOPWHIrA, NEeYeHUsi, obneryeHns unu KoOMneHcaumm TpaBMbl UM MHOTO (PU3NYECKOTO
HeJoCTaTKa;

- N3y4YeHus1, 3aMeHbI UM MogucrKaLmMm aHaToMun nnu PU3NoNTIOrMYECKOro NpoLecca;

- KOHTPOISA 3a4aTusl, 4ENCTBUE KOTOPOrO BHYTPU UITM CHapPYXu Terna YernoBeka JocTuraetcsa 6e3 npuMeHeHus
hapMakonorm4eckmx, MMMYHONOMMYECKNX UMK MeTabonuMyeckux CpencTB, KOTOpble MOryT ObiTb MPUMMEHEHbI
BMECTE C HUM.

[EN ISO 13485:2000, ctates 3.1]

3.20. mukpoboumaHbii pactBop (microbicidal solution): BogHbei pacTBop, cogepxawimn cdopmansgerng v



npegHasHayeHHbI Ans NUTaHMA ucnapuTena B LUensx reHepauuMum CTepunusylollero areHta B kamepe
cTepunusaTopa.

3.21. pabounii umkn (operating cycle): ABTomaTnyeckasi nocneaoBaTenbHOCTb pabounx das, BbinonHaeMas
B CTepunusarope.

[EN 1422:1997, cTtaTtbsa 3.24]

3.22. aTTecTtaumsa dyHkuMoHUpoBaHusa; OQ (operational qualification; OQ): [llpouecc nonyyeHns u
OOKYMEHTUPOBaHWA [0Ka3aTenbCTB TOr0, YTO CMOHTMPOBaHHOe obopyaoBaHve paboTaeT B 3agaHHbIX npegenax
napameTpoB NpW UCMOMb30BaHWN B COOTBETCTBUM C €r0 KCMMyaTauMOHHbIMU NpoLeaypamu.

[EN ISO 14937:2000, ctatba 3.12]

3.23. onepatop (operator): Jluuo, akcnnyaTupytoiee 06opyaoBaHNE B COOTBETCTBUM C €r0 Ha3HaAYEHNEM.

3.24. nepexsaT ynpasrneHus (override): Cpeacrea, npegHasHayYeHHble TOMbKO ANA OOCMYyXMBaHWA UMK
obecneyveHns 6e30MacHOCTU, C MOMOLLbIO KOTOPbIX pabounii KT MOXET ObiTb MpepBaH UM U3MeHeH.

3.25. nocTumknosas npoayska (post-cycle flushing): ®asa nocne nosenexHnsa nHamkaummn "Linkn 3asepLuer”, B
Xo[de KOTOPOW 3arpyska cTepunmusaTopa OCTaeTCs B 3aKpbiTOW Kamepe, a BHYTPEHHSAs aTtmocdepa kamepbl
3amellaeTcs.

3.26. cocyn, pabotawowuin nog gaeneHuem (pressure vessel): Cocyn, cocTosWwuMiA U3 Kamepbl
cTepunusaTopa, ABepu (OBepen) U UHbIX KOMMOHEHTOB, 06pa3yloLmnx C KaMepoln cTtepunmaaTtopa obLmin y3en u
HaxoAsLNXCsa Nog OOHUM U TEM Ke AaBNeHNEM.

3.27. yCTpOWCTBO Ans UcnbiTaHus npouecca (process challenge device): YcTpocTBo, npeaHasHayeHHoe ansi
UMUTaLMU NPOAYKTa WM WUCMONb3yeMoe ANs OLEHKM NPOHUKHOBEHWUSI CTEPUNU3YIOLLEro areHTa B Xoge Luukna
cTepunusauun.

MpumeyaHue. YCTPOMCTBO ANS UCMbITaHMA npouecca AOMKHO WMETb KOHCTPYKUMIO, MO3BOSSOLLYIO
nomewiate GMONOrMYECKNA UNU XUMUYECKUA UHAUKATOP B MECTO, HauMeHee OOCTYMHOe AN CTePUnM3yoLero
areHTa, Npu 3TOM MHAMKATOP HEe AOSMKEH NPEnaTCTBOBaTh (OYHKLUMOHUPOBAHMIO YKA3aHHOMO YCTPOMCTBA.

3.28. 3aBoackme  wucnbliTaHua  (production  test):  Cepuss  ucnbiTaHW,  BbINOMHAEMbIX  Ha
NpeanpuUsTUN-M3roToBMUTENE [AONs1  [OKasaTenbCTBa COOTBETCTBUSI KaXOoro cTepunusatopa TpebGoBaHUsIM
HOPMaTUBHbIX JOKYMEHTOB, B TOM 4YMCIe HacToAlemMy CTaHaapTy, Ha COOTBETCTBME TUMY.

3.29. KOHTpONbHagA To4Ka namepeHus (Temnepatypbl) (reference measuring point): Todka, B KOTOPON SOMKEH
ObITb pacnonoXeH AaT4MK TeMnepaTypbl CUCTEMbI YNPaBNEHNS LUKITOM CTEPUIM3aLUN.

3.30. peattectauua (requalification): [loBTopeHue 4acTm BanupgaumMm B UENsSX MNOATBEPXOEHUsI
NpoAoSIKaloLLENCS NPMeEMIIEMOCTM cneundumnMpoBaHHOro npouecca.

[EN ISO 14937:2000, ctatbsa 3.20]

3.31. crepunuayowmn areHT (sterilant): AHTUMWKPOOHBIN areHT, COCTOALMA M3 napa, COoAepXallero
dopmanbgerng,.

3.32. unxekums ctepunumaytowiero areHrta (sterilant injection): EanHnyHasa nnu HeogHokpaTHO MOBTOpsieMast
dhasa, HauMHawoLlascs C BBEOEHMSI CTEPWUNM3YIOLLErO areHTa B BaKyyMMPOBAaHHYD Kamepy cTepunusaTtopa u
3aKaH4YMBaLLAsACa 4OCTUXKEHNEM B STOW KaMepe 3a4aHHOro paboyero gaBneHus.

3.33. ctepunbHocTb (sterile): OTcyTCTBUE XKUIHECTOCOOHBIX MUKPOOPraHN3MOB.

[EN ISO 14937:2000, ctatba 3.23]

3.34. crepunusauusa (sterilization): BanuanpoBaHHbIM nNpouecc 0CBOOOXAEHUsI MpogykTa oT BCex hopm
YKM3HECNOCOBHbBIX MUKPOOPraHN3MOB.

Mpumeyanue. Mpu cTepnnm3aLmMmn NPOLECC OTMUPaHUST MUKPOOPTraHN3MOB OMUCHLIBAETCS 3KCMOHEHLMANbHbIM
3akoHOM. CrniefoBaTernbHO, HanMymne XMn3HeCNOCOOHBIX MUKPOOPraHW3MOB Ha KaXX4oM OTAENbHOM U3OEenMn MOXET
ObITb BbIpaXXEHO B TEPMMHAX BEPOSTHOCTU. DTa BEPOSATHOCTb MOXET ObiTb CHWXEHA OO OYEeHb MarblX YMUCEN, HO
HMKOrga He MOXeT ObITb AoBeaeHa 40 Hynsl.

3.35. crepunusatop (sterilizer): Annapart (yCTpOWCTBO), NpegHa3HayYeHHbI A8 cTepunmaaumm.

[EN 285:1996, cTtaTtbs 3.36]

3.36. kamepa (cTtepunuaatopa) (sterilizer chamber): YacTb crTepunusatopa, npegHasHadeHHaa nOns
pasMeLLeHns 3arpy3ku ctepunmnsaTopa.

[EN 285:1996, ctatbsa 3.37]

3.37. umkn crtepunusauun (sterilizer cycle): lNpegonpeneneHHaa nocnegoBaTenbHOCTL pabounx ¢as,
BbIMOSHSAEMAs B CTEPUIIM3ATOPE B LENsxX cTepunuaaumm n gecopoumm.

3.38. 3arpy3ka (ctepunusatopa) (sterilization load): W3genus, koTopble CTEPUNM3YHOT OOHOBPEMEHHO B
Kamepe cTepunuaaropa.

3.39. nmpouecc ctepunusauun (sterilization process): NocnegoBatensHOCTL AEUCTBUA MKW onepauun ang
OOCTWXXEHUS YCTAHOBMNEHHbIX TPEOOBaHMIM K CTEPUITBHOCTU U K CHWXKEHUIO OCTaTKOB CTEPUNU3YIOLLIEro areHTa Ao
OOMyCTUMOrO YPOBHS.

MpumedvaHue. [MocnegoBaTenbHOCTL OENCTBMI UMM Onepauuin BKAYaeT B cebs npedBapuTENbHYHO



06paboTky (ecnu TpebyeTcsl), SKCNO3MLMIO - BO3OENCTBUE CTEPUIMIYIOLLENO areHTa Npu ONpPeLEeneHHbIX YCIOBUSAX
n nobylo HeobOXxoOauMyI 3akmYUTENbHYD 00paboTky, OHO He BKMYaeT B cebs HUKakMx onepauun,
npeaLecTBYOLWMX MPOLIECCY CTEPUIM3aLNA, TakUX KaK OYUCTKA, OEe3MHMDEKLMS UK yNaKoBKa.

3.40. Temnepatypa crepunusauumn (sterilization temperature). MuHumanbHasi TemnepaTtypa AuanasoHa
Temnepatyp cTepunmMsauun.

3.41. noroca Temnepatyp cTepunu3daumm (sterilization temperature band): [HonycTumbin AguanasoH
TemnepaTyp B 3arpyske CcTepunu3atopa W KOHTPOSNbHOW TOYKE M3MEpeHUs TeMnepatypbl, HWKHAS rpaHuua
KOTOpOro paBHa Temnepatype cTepunumsaumm.

3.42. TeopeTuyeckas Temnepartypa cTepunusylowero areHta (theoretical sterilant temperature):
TemnepaTypa CTepuUnu3ylOLWLEro areHTa, paccyMTaHHas W3 COOTHOLWEeHWs "TemnepaTypa/dasneHve napos
CTepunuayloLLero areHta".

MpumevaHue. 3HayeHne TeopeTUHECKon TeMnepaTypbl CTEPUITM3YIOLLIErO areHTa paccYuTbiBalOT OT Hadvana
3KCMOo3nuUMM OO HavYana aspauuu.

3.43. pasrpysodHas aesepb (unloading door): [IBepb B cTepunusatope OBYCTOPOHHEro [MpoOXo4HOro] Tuna,
yepe3 KOTOPYH 3arpys3ky CcTepunu3atopa BbIHUMAKT W3 Kamepbl cTepunmusaTopa Mo OKOHYaHUM LuKna
cTepunusauun.

[EN 285:1996, ctatbsa 3.42] (Cm. Takke 3.18 "3arpysodHas osepb".)

3.44. nonesHoe npocTpaHcTBO (usable space): MNpocTpaHCTBO BHYTPWU KaMepbl CTeEpunmsaTopa, KOTopoe He
OfPaHMYEHO JKECTKO 3aKkpenrieHHbIMM 4YacTaMM UK KOTOpoe, COrfacHo  crneuudukaumm  MU3rotoBUTEns,
npegHasHayeHo Ans pasmMeLleHns 3arpysku ctepunusaropa.

3.45. Banvpauma (validation): [dokymeHTMpoBaHHas npouegypa MosydeHus, MNpPOTOKONMPOBaHUS W
WHTepnpeTauMm pesynbTaTtoB, Heobxoanmas Ansd 4eMOHCTpauunM Toro, YTo NpPoLecc HEM3MEHHO BbldaeT NpoaykT,
COOTBETCTBYIOLLNIA NpeaBapuTenibHO onpeaeneHHbIM TpeboBaHMAM.

[EN ISO 14937:2000, ctatba 3.32]

4. TexHunyeckne TpeboBaHus

4.1. Kamepa ctepununsartopa

4.1.1. MaTepwuansbl

4.1.1.1. TloBepxHOCTM MaTepuarnoB, W3 KOTOPbIX W3rOTOBNSAOT cocyd, paboTawwun nog LaBreHUEM
(Bkrtovas, HanpuMep, CBapHbIE LWBbI) Y MOTYLLMIA KOHTAKTMPOBAaTb C MPOLECCHLIMU XMMUKATaMU, MpU pacyeTHbIX
paboymx ycnoBusiX OOMKHblI OblTb YCTOMYMBBLIMU K BO3OENCTBUIO 3TUX XMMUKATOB. OHM HE AOMMKHbI BbIAENATb
HUKaKMX cybGCTaHLUA, M3BECTHBIX KAk TOKCUYHbIE, B KONIMYECTBE, CMOCOOHOM CO3aaTh Yrpo3y 340POBbLIO MOAEN UMK
OKpYy>KatoLen cpeae.

Mpumeyanue. MNpu BbIGOpEe MaTepnanos Afsl cocyda, paboTatolero Nnoa AaBrieHNEM, U ero HEOTbEMITEMbIX
yacten ocoboe BHMMaHWe cnegyet yaensiTb MX YCTOMYMBOCTU K KOHTAKTHOM KOpPpo3un 1 guddepeHumansHomMy
pacLUMPEHMIO MPU KOHTAKTE Pa3HOPOAHbLIX METANSIOB.

4.1.1.2. MaTepwuansbl, U3 KOTOPbIX U3rOTOBASIIOT OYPHUTYPY CTepunusartopa, BKNK4Yasi CUCTEMbI NOALEPXKKN
3arpysku, cnegyeTt BblbupaTb C TakMM pacdeToMm, 4YTODbbl M3bexaTb KOpPpo3un U HexenaTenbHbIX ranbBaHUYECKNX
agppekToB.

4.1.2. Pasmep Kkamepbl cTepunmnsartopa

JormkHbl BbiTb YyCTaHOBIEHbI crniefylowme pasMepbl B MUMNIMMETPax, rge 370 NPUMMEHUMO, MOMe3HOoro
NpoCTpaHCTBa kaMepbl cTepununsaTopa:

a) UMIMMHOPUYECKOro rOpM30OHTAaNbHOMO UMW LIMNMMHAPUYECKOTO BEPTUKANbHOIO NOfe3Horo NpOCTPaHCTBa:

000 x 000,

- rAe nepsble TPY LUMdPbI 03HAYaT AnamMeTp;

- BTOpble Tpu uudpbl 03Ha4aloT rnybuHy;

b) npsmoyronbHoro nonesHoro npoctpaHcTea (B hopme napannenenvnena):

000 x 000 x 000,

- rAe nepsble TPY LUMAPbl 03HAYAIOT LUNPUHY;

- BTOpble TPX Uncpbl 03HAYaT BbICOTY;

- TPETbM TPU LMpPbI 0O3HAYAKOT MyOuHYy;

C) NOMe3Horo NpoCTPaHCTBa APYIMX KOHUIypaLmi - B COOTBETCTBUM C MEPEUYUCTIEHNEM a) Unu b);

d) ecnu noboe namepeHne npesbiwaet 1000 MM, ANst HEro AOMKHbI ObITb NCMONb30BaHbI YeTbipe uudpbI
0e3 0ecATUYHON TOUKW.

4.1.3. [1Bepun n GnokMpoBKM ABEPEN KaMepbl cTepunmsaTopa

4.1.3.1. Kamepa ctepunmnsaTopa 4OMKHA UMETbL OZHY UNnn ABE ABEPU.



4.1.3.2. Tlocne 3akpbiTUA OBEPU KaMepbl cTepunmsaTopa OOofmkHa ObiTb NPegycMOTpeHa BO3MOXHOCTb ee
OTKPbITUA 0 TOro, Kak OyaeT 3anyLueH LUK cTepunmnsaumu.

4.1.3.3. [JomkHa GbITb UCKIOYEHA BO3MOXHOCTb OTKPLITUSI ABEPU (OBEPEN) KamMepbl CTepunusartopa B Xo4e
LMKra ctepunmsaunm.

4.1.3.4. B cny4ae npepbiBaHvsa Uukna (Hanpumep, M3-3a BO3HMKLLIEN HEWCMPABHOCTW) OTKpbITME LBEPU
Kamepbl cTepunu3atopa Ans MNONydYeHWs [OocTyna K 3arpyske AOMMKHO TpeboBaTb NpPUMMEHEHWs1 YCTpOWCTBa
[cpencTBa] goctyna.

4.1.3.5. JomkHbl UMeTbCA cpeacTBa, obecrnedmBatolie OOCTYM K YMMOTHAOWMM MOBEPXHOCTAM ANs WX
OYUCTKU N ANS 3aMeHbl ABEPHbIX NPOKIagokK.

4.1.3.6. Ona crepunu3aTtopoB [ABYCTOPOHHEro [NPOXOAHOro] Tuna He AOMKHO WMMETbCSH BO3MOXHOCTU
OTKPbITUS Pa3rpy304HON ABEPU, NOKa He BKMOUYUTCH MHAUKauus "Linkn 3aBepLuen”.

41.3.7. Ona pabounx UMKNOB, NpeAHa3HaYeHHbIX Ans OOCNyXXMBaHUA WM UCMbITAHUA, WHAWKALMS
3aBepLlUeHNs uMKna AOrhKHa oTnmMyaTbCcs OT MHOMKaAUMKM 3aBepLleHUst HOpMarbHOro uukna crepunusauuu. Ons
CTEpPUNN3aTOPOB ABYCTOPOHHErO [MPOXOAHOro] TMNa Takas MHOUKaUUS 3aBepLUeHUs LUKa He JOrKHa No3BonsATb
OTKPbITUE Pa3rpy304HON ABEPU.

4.1.3.8. OpraH ynpaBneHusl, Cnyxawuin Ans nycka aBToMaTuyeckoro paboyero umkna, OOMKeH ObiTb
pacnonoXeH Ha 3arpy304HON CTOPOHE cTepunusartopa.

4.1.3.9. 3a wucknioueHvem Lenen obCNyXuBaHWsl, He OOMKHO WUMETbCS BO3MOXHOCTW OLHOBPEMEHHOMO
OTKpbITUS 06enx ABEPEN Kamepbl CTepunmaaTopa ABYCTOPOHHErO [MPOXOAHOro] Thna.

4.1.3.10. Obe CTOpPOHbI CTepunusaTopa [ABYCTOPOHHEro [NPOXOAHOrO] Tuna [OMMKHblI OblTb CHabXeHbI
YCTPONCTBOM, MOKa3blBaloLL MM BO3MOXHOCTE/HEBO3MOXHOCTb OTKPbITUS ABEPU C 3TOW CTOPOHbI CTepunm3saTopa.

4.1.3.11. Nngukaums "Linkn 3aBeplieH" JOrmKHA BbIKNOYATLCA NpU OTKPbITUM ABepu. [ns cTepunmnsaTtopos
OBYCTOPOHHEro [MPOXOAHOro] Tuna 3arpy3oyHas [fOBepb [OIDKHa OCTaBaTbCs 3anepTon, Moka OTKpbiTast
pasrpy3oyHas ABepb He OyaeT BHOBb 3akpbiTa U 3anepTa.

4.1.4. MNpeaBapuTenbHbIN HarpeB KaMepbl cTepunusaTtopa

BHyTpeHHMEe NOBEPXHOCTU KaMepbl CTepunusatopa AOMKHbl HarpeBaTbCs ANs AOCTUXKEHUS 3adaHHbIX
Temnepatyp. lMyck umkna crepunusaummn gormkeH BbiTb HEBO3MOXEH, MOKa 3TO ycrnosue He ByaeT BbINONTHEHO.

4.1.5. MNogkntoveHne ucnbiTaternbHbIX NpMbdopos

4.1.5.1. Kamepa ctepunmsaTtopa gomkHa OblTb CHabXeHa KOHTPOSbHbIM COeANHUTENEM, NCMONb3YyEMbIM ANs
NOAKIIOYEHNSA KOHTPOSTbHOMO M3MepUTens AaBrneHus. JTOT COeAVMHUTENb OOIMKEH HaxoguTbCs B TOYKE NErkoro
JocTyna, HO He B Tpybonposode nogadv nutaroLwen cpedbl U He B Tpybonposoge Ans OTKavyku Kamepsbl, 1 JOMKEH
OkaH4ymBaTbCs TpyOHoM pe3bbon G 1/2A no ISO 228-1. Npumep Takoro CoeanHUTENs NokasaH Ha pucyHke 1.

Pasmepbl B MunnumeTpax

]
G1/3Az
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<a> TpybHas pe3bba G 1/2A no ISO 228-1.

PucyHok 1. lNMpumep KOHTPOSNBHOIO COEAMHUTENS
A58 NOOKIMIOYEHMS KOHTPOMbHbBIX NprbopoBs

KOHTponbHbIV coeanHUTENb AOMKEH ObiTb CHAOXeEH konnadkom, nomeyeHHbiM BykBamn PT (Pressure Test -
KoHTponb AaBneHust), U ynrnoTHEH NMOCKUM WX TopouaanbHbIM KOMbLEBbLIM YMIOTHEHWEM, YCTOMYMBBLIM K
BO3ENCTBUIO CTEPUIM3YIOLLLErO areHTa 1 AaBreHusl.

Mpumeyanne. Ecnu HaumoHanbHble HOPMAaTUBHbLIE OOKYMEHTbI TPebytoT KanumbpoBKM BCEX U3MepuUTenen
OaBMNeHUs, COeNHEHHbIX C COCyaoM, paboTatowmum nog AaBrneHnem, MoryT noTpeboBaTbCst TPOMHMKM U 3aMopHbIe
KpaHbl C repMeTUYHbLIMU 3arfyLKamMmu, NO3BOMSAOLLNE NoAKoYaTh obpasLoBblie NPUGOpPLI.

4.1.5.2. Kawmepa cTepunusatopa [JokHa OblTb CHabGXkeHa MNPAMbIM  KOHTPOMbHBIM  COeOUHUTENEM,
UCnosnb3yembiM AN MOAKIIOYEHMS KOHTPOSbHOMO M3MepuUTenst Temnepatypbl. [puMep Takoro coeavHuTens



nokasaH Ha pUCYHke 2. ATOT COeAMHUTENb OOMMKEH HAXOOUTLCA B TOYKe Nerkoro AocTyna.

KOHTponbHbIN coeaunHUTENb OOMKeH OblTb CHaGXeH KomnnaykoM, nomedveHHbiM BykBamu TT (Temperature
Test - KoHTponb TemnepaTypbl), U YNNOTHEH NNOCKAM UMM TopouaanbHbIM KONbLEBbIM YNIOTHEHUEM, YCTONYNBLIM
K BO3[1eCTBMIO CTEPUINU3YIOLLIETO areHTa 1 [aBreHus.

Pa3Mepr B MUNnnmMeTpax
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<a> TpybHas pe3bba G 1/2A no ISO 228-1.

PucyHok 2. lMpumep KOHTPONBLHOIO COeAMHUTENS
Ona BBOAA M3MepuTensa Temneparypbl

4.2. Pac4yeTbl 1 KOHCTPYKUMSA

4.2.1. Obwme ceeneHns

Hunpektnea EBponeinckoro coseTta no cONMXEHMO 3aKOHOB roCyAapCTB-U1EHOB B OTHOLLEHUN 060pyaoBaHus,
paboTatoLLero nog AasneHveM, obina BoinyweHa 29 mas 1997 r. (97/23/EC), kpome Toro, MoryT ObiTb NPUMEHUMbI
eBponenckue ctangapTel EN 13445 n EN 14222,

4.2.2. TpybHasa obBsa3ka u GUTUHIN

4.2.2.1. TpybHasa o6BA3ka N PUTMHIX (BKIOYas, HaNpuMMmep, YNIIOTHUTENbHbIE NPOKNaAKM), KOTopble MOryT
KOHTaKTUpOBaTb C MPOLIECCHbIMWM XMMUKaTaMu, OOSMKHbl OblTb M3rOTOBMEHbI M3 MaTtepuanoB, NPy PacyeTHbIX
paboymx yCcroBmsaX yCTONYMBBIX K BO3AENCTBUIO 3TUX XUMMKATOB. OHM HE AOMKHbI BbIAENATb HUKAKNX CyOCTaHLuin,
M3BECTHbIX KaK TOKCMYHblE, B KOMWYEeCcTBax, CMNOCOOHLIX co3daTb Yrpo3y 300POBbIO JHOAEN UMW OKpyXatoLewn
cpege.

MpumeyaHue. Bo wusbexaHve noTepb Tenna WNUM KOHAEHCAUMW Bce TpyOOnpoBOAbl, NepeHocsme
nuTalwWwme cpedbl B CTEpuUnu3aTtop, OOMKHbl ObiTb TEMNOU30NMPOBaHbl, 3a MWCKIOYEHWeM criyyaeB, Koraa
TEeNNomsonAuns MOXeT nomeLlaTb PyHKLMOHMPOBaHMIO CTepunusaTopa.

4.2.2.2. Toukn NOAKMOYEHUA MOdayn BOAbl, Mapa W cnvBa AOMKHbI ObiTb obecnevyeHbl cpeacTBamu,
npegoTepaLLalLWUMKN NonagaHne YacTul, CnocobHbIX YXyAWnTe paboTy cTtepunusaTtopa.

MpumeyaHue. K ToukaM MNOAKMIOYEHUS MUTLEBOW BOAbI U CNMBaA MOFYT ObITb NPUMEHMMbI MOMOXEHUS
HaLMOHarbHbIX HOPMAaTUBHBLIX LOKYMEHTOB.

4.2.2.3. TpybHas o06Bsiska [orkHa OblTb paccuuTaHa Tak, 4YTOOblI MNpefoTBpallaTb HakannvMBaHue
KOHZeHcaTa.

4.2.2.4. Bce ynpaBnsowme knanaHbl Ha TpybHOM 0OBA3Ke OOIMKHbI UMETb HECMbIBAEMYH/HECTMPAEMYHO
MapKMPOBKY, OTHOCALLYIOCS K X YyHKUMAM (cM. 8.4).

4.2.3. Cucrema oTKaykm

4.2.3.1. Ctepunuaartopbl AOMKHbI 6bITb 060PYAOBaHbI BAKYYMHON CUCTEMOW OANdA yaaneHus Bo3gyxa, BoAbl U
cTepunusylollero areHta. HwkHee 3HaueHWe abCoOMTHOrO [AaBneHusl, HeobXoguMmoro Ans  BbIMNOSHEHMS
TpeboBaHui pasgena 6, npu ucneitaHusax B cootBeTcTBum ¢ A.3 (Mpunoxenne A), AOMKHO ObiTb YCTAHOBMEHO.

MpumeyaHne. BakyymHble cUCTEMbl B OCHOBHOM paboTalT Ha Boge. CneayeT yaenaTb BHUMaHuWe
ONTMMU3aLUM UCMONb30BaHNA BOAbl B TaKMX CUCTEMax, MOCKOMbKy AOMKeH ObiTb cobniogeH GanaHc mexay
NCMNONb30BaHMEM PECYPCOB M pasBedeHMeM pacTBopa dopmarnbiernga 40 KOHUeHTpauui, G6esonacHbix Ans
oKpyXarowen cpegbl (cMm. Takke Npunoxenne F).

4.2.3.2. CtepunusaTtop AOMKEH ObITb CHAbXeH cpegcTBaMuv MPOBEPKU Ha YTEuKy, BKIOYaloLWwMMu B cebs
HenocpeACTBEHHO KaMepy CTepunmnsaTopa 1 BCK CBA3aHHYHO C HEW TPYOHYt0 06BA3KY U COUTUHIU.

Mpu npoBepke Ha yTeuyky kamepa CTepunusatopa U CBsi3aHHasi C Hel TpyOHasi ob6Bs3ka AOSMKHbI ObiTb
OTKayaHbl (BaKyyMUPOBaHbI) 4O TOYKM MUHMMAIbHOrO NPOLECCHOro AaBneHns unm Hmke. CKopocTb Bo3pacTaHus



OaBrieHnst He gormkHa npesblwatb 0,1 klMa/MuH 3a nepuog He MeHee 5 MUH 1 He Bornee 15 MUH Nocne JOCTUXKEHUS]
MWHUManbHOro AaBneHus.

4.2.4, AneKkTpuyeckas n mexaHnyeckas 6e3onacHoCTb

4.2.4.1. B oTHOLIEHMN OOLLErO KOHCTPYMPOBaHUSA OOIMKHbI ObITh MpuMeHnMbl EN 61010-1 n EN 61010-2-042.

MpumevaHue. Onsi pyKOBOACTBA B OTHOLUEHUM crieundrnyecknx OCOBEHHOCTEN KOHCTPYMPOBAHUSI MOXET
6bITb NpuMeHeH EN 60204-1. PykoBoasiine ykasaHmst EN 60204-1 no3BonsaAT CHU3UTb 00HEM UCTbITAHWUIA.

4.2.4.2. CTepunusatop OOImKeH yaoBneTBopaTb TpeboBaHusam EN 61326 B OTHOLUEHWM 3reKTPOMarHUTHOW
coBmecTumoctu (AMC).

Crepunusatopbl, paboTtalowme nubo B 30Hax, MpeanonaralWmMx WCMNOMb30BaHNE  MeOULMHCKOro
anekTpuyeckoro 06opyaoBaHWs, nMb60 MNOGMM30OCTM OT APYroro 4YyBCTBUTENbHOrO 00OpydOBaHWA, criegyet
paccmaTpuBaTb kak obopynoBaHue knacca B B cootBeTcTBMM ¢ EN 61326.

lMomMexoycTonumMBOCTb JOMKHA ObITh NpoBepeHa B cooTBeTcTBUM ¢ EN 61326, Tabnvua A.1.

BbiGop KpuTEpPNEB NOMEXOYCTONYMBOCTM CriedyeT NnpoBoanuTb B cooTBeTcTBUM ¢ EN 61326.

BbiGpaHHblE KpUTEPMU MOMEXOYCTOMYMBOCTU [OOMKHbI FapaHTMpoBaTb, 4YTO paboune XapakTepuCTUKM
cTepunusaTopa, YCTaHOBIMEHHble B COOTBETCTBMM C 5.2, OygyT cobniogeHbl B HOpMarbHbIX —YCMOBUSAX
aKcnnyaTauum npu Bo3gencTeum nomex B cootsetctemm ¢ EN 61326, tabnuua A.1.

4.2.5. Cuctema aspaumu

4.2.5.1. Mpn BEHTUNNPOBaHUN KAMepPbI CTEPUNM3ATOPa B XOA4e aspaLum B Liensx 4ecopoumnm 1 ypaBHUBaHUS
OaBneHU B KOHLLe npoLiecca JoMmkHa ObiTb NpefoTBpaLleHa MUKPOOHas KOHTaMMHaLMS 3arpy3ku cTepunusaTopa.

4.2.5.2. ®unbTp, BCTpaMBaeMmbld B CTepunusaTop ANS npegoTBpalleHus MUKPOOHOW KOHTaMUHaLMK
3arpysku B XOAEe aspauuv Unu ypaBHUMBaHUSA OaBreHWnA, OOrmkeH OblTb nerko AoCTyneH Ans 3ameHbl. dunbTp
[OIKeH ObITb cnocobeH yaepxmBaTb Mo MeHblwen mepe 99,5% uactuy gnametpom 0,3 MKM Npu nepenage
AasrneHun 1 6ap 1 npy MakCMmManbHOM BO34YLLUHOM MOTOKeE.

Mexay unbTpoM U Kamepow cTepunmsaTopa [AOMKHO ObiTb MNpegyCMOTPEeHO Hanuyue CpeacTs,
npegoTBpaLLaoLLmnX NPOTOK XKUOKOCTM U3 Kamepbl CTepunm3artopa K punbTpy.

4.2.6. Pambl 1 naHenun obLumBKM

4.2.6.1. Ecnn poctyn k 6GOKOBbIM CTOpOHaMm CcTepunusaTopa He TpebyeTca Ons ero HopmarbHOW
akcnnyartauum, 60KoBble CTOPOHbI AOMKHbI ObITh 3aKPbIThl NaHENSAMN OBLLMBKM.

MpumevaHne 1. Crepunusatopbl, NpegHasHayeHHble AMs BCTPauBaHWS B CyLLECTBYKOLLME CTEHbl, Npwu
ycrnoBum obecneyeHns CrMTHOrO CTbika MeXay CTEHOW U nepedHvMy (NUUEBLIMW) NaHENsMW He HYXOalTCs B
obecneyeHnn BOKOBBIMW NAHEN MU OBLLNBKN.

MaHenn obwwmBKM AOOMKHbI 0bnagaTb AONTOBPEMEHHOW YCTOMYMBOCTBIO K Kopposun. K crepunusaTtopy
OOIMKHbI BbITb MPUNOXEHbI MHCTPYKLUMM MO OYNCTKE NaHenen.

Mpumeyanue 2. B naHensx o6LWMBKMA MOTYT MMETbLCS BEHTUIMSILMOHHbIE OTBEPCTUSA.

4.2.6.2. MMaHenn obwuBKM CcTepunusatopa AOMKHbI obecneuvvmBaTb LOCTYN AN BbINOAHEHMS paboT no
obcnyxunsaHuto.

Mpumeyanue. [loctyn onst o6cnyxmBaHnsa JomKkeH ObiTb OpraHM3oBaH Tak, YTobbl He HapyLlaTb TpeboBaHus
0©e30MacHOCTN B OTHOLLEHUM Kak NpoAyKTa, Tak U nepcoHana. TpeboBaHus K opraHusaumm goctyna oGyCcnoBneHbl
no EN 61010-2-042.

4.3. Npubopbl (YCTPONCTBA) ANA UHANKALUKN, U3MEPEHNST U permcTpauum

4.3.1. O6wme cBegeHus

4.3.1.1. YctponctBa u npubopbl ANS MHOWKAUMWM WM perucTpauum (ganee - npubopbl) OOMKHbI ObiTh
naeHTMuUMpoBaHel No  cBouM  yHKUMsAM. OHWM  OOMKHbl  OblTb  NErkogoCTyMHbl, WMETb  YETKYHo
HeCMbIBaeMyI/HECTMPAEMYIO MAPKUPOBKY, ObITb NerkouMtaeMbiM1 U yNpaBnseMbIiMU.

4.3.1.2. Mpnbopbl OOMKHbI OblITb PaCMONOXeHbl WU/MNN 3alMLeHbl Takum obpa3om, 4ToObl MX paboune
XapaKTepUCTUKN OCTaBanuch B Npegenax yCTaHOBNEHHbIX JOMYCKOB BO BpeMs paboThbl cTepunmaaropa.

4.3.1.3. Ecnv npubop And vHOuKauum nogknoyaT noodepegHo 6oree 4em K OQHOMY OAT4YMKy, AOIHKHA
ObITb NPefycMOTpeEHa HenpepbiBHAA WHAOMKAUMS aKTMBHOMO AaTyuMka, C KOTOPOrO B TEKYLLMA MOMEHT CHMMatoT
nokasaHusl.

4.3.1.4. TlokazaHus NpMOOPOB AN UHAWKALUMA U PETUCTPaLUN OOIMKHbI ObiTb YMTaeMbiMu € pacctosHms (1
+/- 0,15) M npu HOpMaNbHOM U CKOPPEKTUPOBAHHOM 3PEHNM M OCBELLEHHOCTU (215 +/- 15) nk.

4.3.1.5. lMpubopbl ONs WHAWKALMK, U3MEPEHUs] U PerucTpaumMm OOMKHbl OblTb CHabXeHbl cpeacTBamm
perynypoBkM Ha MecTe aKcrnnyaTaumm 06e3 gemoHTaxa MnyTeM WCMONb30BaHus YCTpPoOWCTBa Aoctyna. [Ond
aHanoroBbIX NPUBOPOB, AEMOHTAX KOTOPbLIX 3aTPyAHEH, AOMKHbI ObITb MPEeayCMOTPEHbI CPeACTBa PEryNIMPOBKM Ha
MecTe.

MpumedvaHue. [pu uMcnonb3oBaHMM  LMPOBBIX WMHAOMKATOPOB AaBMEHWs MOXeT noTpeboBaTbCs
OOMOMHUTENbHBIN ~ MHOMKATOP C  MEXaHW4YecKMM MPUCOeAVHEHWEM [ONnis  yOOBMETBOPEeHUst  TpeboBaHWi



HaLMOHamnbHbIX MOMOXEHUN O cocynakx, pa60Ta+ou.|,|/|x non AgaenexHvem. Ecnn aHanorosbin np|/|60p yCTaHOBIEH
TONbKO AN 3TUX Lienen, Tpe6OBaHI/Ie O BO3MOXHOCTU perynimpoBkn Ha mecte OJ1>KHO ObITb UCKITHOYEHO.

4.3.1.6. [JononHuTenbHble YHKLMKN, UMEetOLLMECS Y NPMOOPOB AN perncTpaunm UM MHGukaumm, He JOSKHbI
yXyALWaTtb TOYHOCTb perncTpauum AaHHbIX Unv UHQNKaLUUN.

4.3.2. Mpubopsbl (ycTporcTBa) ANS N3MepeHnNs Temneparypbl

4.3.2.1. Tpu ucnonb3oBaHUM ONA yrnpaBneHUs MNpoLEeCcCOM, MOHUTOPUHra WNU perucTpaumn  OaHHbIX
npubopbl ANst M3MepeHus TemnepaTypbl OOMKHbl MMETb MakcumarnbHyl norpewHocts 1 K wunm meHee B
avanasoHe uamepeHun ot 20 °C go 100 °C n mmeTb BO3MOXHOCTb perynupoBkun o +/- 0,5 K unu meHee
OTHOCUTENLHO TemnepaTypbl CTepUnusaunm.

4.3.2.2. CncTembl ynpaBreHus TemnepaTypor [AOfKHbl ObiTb 3alueHbl OT HeCaHKUMOHWPOBAHHOIO
AocTyna nyTem UCMornb30BaHUS YyCTPOMUCTBA AoCTyna.

4.3.2.3. Ins u3vepeHus TemnepaTtypbl Kamepbl AOMKHbI ObiTb MCMOMNb30BaHbl MO MeEHbLUEA Mepe ABa
He3aBMCUMMbIX AaTyuka, NpeAHasHayYeHHbIX ANA MHOWKauuW, ynpaBrneHus MpouLeccoM W perncrTpauum AaHHbIX.
JdaTtumkn gomkHbl OblTb pacnonoXeHsl B Hanbonee npeacTaBUTENbHON TOUKE Kamepbl, cneumduLMpoBaHHON Kak
KOHTpOrbHas Touka U3MepeHus TemnepaTypsbl.

4.3.2.4. Mpnbopbl perncTpaumMn OaHHbIX M NPUOOPbI MOHUTOPUWHIa/yNpaBneHns OOMKHbl ObiTb B3aWMHO
He3aBNCKMbI, KaK NPeasIoXKeHo Ha Ntobol U3 CxeM, NOoKa3aHHbIX Ha PUCYHKe 3.
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E - Npnbop, NokasbiBaKLWMIA TeMnepaTypy;
- Npnbop, perncTpupyroLLnn gaBneHne;

- Npnbop, NokasbiBaoLLEn JaBNEHNE;
- KOHTponrnep, ynpaensaoLwmn TemnepaTypon;
- Npubop, perncTpupyoLLmMin TemMnepaTtypy;

B y
- KOHTponnep, ynpaenaownn gaBneHnem

PucyHok 3. CxeMbl opraHusauum nogxnoyeHns
AaTyMKOB TemnepaTypbl U AaBreHUs

4.3.2.5. Jatuuk TemnepaTtypbl, BKMOYAA U3MEPUTErNbHYIO CUCTEMY, K KOTOPOW OH NpUCOeduHEH, OOMKeH
UMETb BPEMS peakunn Mpu NCNbITaHUM B NOTOKE BoAbl B cooTBeTCTBUMM ¢ EN 60751.

4.3.2.6. CnctemMbl ynpaBrneHus TemnepaTypo OOIDKHbl MMETb (DYHKUMIO, BbI3bIBAKOLLYH WHAMKALMIO O
HEeMCnpaBHOCTU, ECNN AaTYMK TEMNEPATYPbl BbIXOAUT U3 CTPOS.

4.3.3. Mpubopbl (yCTpoNCTBa) MHAUKALUN TemnepaTypbl

B pononHeHne k TpeboBannam 4.3.2.1 npubopbl MHAVKaUMW TemnepaTypbl LOIDKHbI:

- BbITb rpagynpoBaHbl B rpagycax Llenbcus;

- mMeTb aAnanasoH namepenuii 0 °C - 100 °C;



- aHanoroBble NPMOOPbLI - UMETL FPaAYMPOBKY C LIEHOW AeNeHust Wwkarnbl He xyxe 2 °C;

- umdpoBble Npubopbl - MeTh paspelleHne He 6onee 0,1 °C.

4.3.4. Mpunbopbl (YyCTPONCTBA) M3MEPEHUSA N MHOVKALMKN OaBNEHNS

4.3.4.1. Tlpubopbl U3MEpPEHNss U WHOUKALMW [aBIeHWs, WCMOMNb3yeMble ANs peructpaumvM LaHHbIX,
MOHWUTOPWHIa WM ynpaeBreHus MpoLeccoM, OOMKHbI ObiTb 3allMlleHbl OT HEeCaHKLUMOHMPOBAHHOIO 4OCTyna C
NMOMOLLIbIO YCTPOWUCTBa AOCTyna.

4.3.4.2. Ina perncrpauum gaHHbIX 1 MOHUTOPUHIA UMK ynpaBneHns NPoLeCCOM AOSMKHbI OblITb MPUMEHUMBI
CUCTEMbI, N3MepsitoLLne abCcomnoTHOE OaBreHe.

4.3.4.3. Ina n3aMepeHus OaBneHns B KaMmepe cTepunusatopa LOMKHbl OblTb MCMOMb30BaHbl MO MEHbLUEN
Mepe [Ba He3aBMCMMbIX daTduka, NpeAHasHa4YeHHbIX ANs MHOMKALMKW, perucTpaummM OaHHbIX WK yrnpaerneHus
NpoL,ECCOM.

4.3.4.4. YcTpoicTBa perncrTpaumn AaHHbIX U yCTPONCTBa MOHUTOPWUHIa/ynpaBneHus OOMKHbI ObiTb B3aMMHO
He3aBMCKMMbI, Kak NpeanorioXKeHo Ha Niobon U3 CxeM, NoKasaHHbLIX Ha PUCYHKe 3.

4.3.4.5. KaHanbl M3MepeHus LaBneHusi, UCMoNnb3yeMble ONnsl YnpaBrieHUst NMpoLLeCcCOM, MOHUTOPUHra u
perMcTpaumm gaHHbIX, LOMKHbI UMETb MakCMMarnbHO SOMYCTUMYO NOrpeLllHoCTb 1% No BceMy AuanasoHy LiKanbl 1
aonyckaTb KoppektupoBky Ao +/- 0,8 klMa unu meHee B gnanasoHe ot 0 klMa (0 6ap) 4o AaBneHus cTepunmsaumu.

4.3.4.6. KaHanbl M3MepeHus LaBneHusi, WUCMonb3yeMble AN YrpaBreHUs MNpOoLEeCcCOM, MOHUTOPUHIa U
perMcTpaumMm LaHHbIX, OOIMKHbl MMETb (DYHKLMIO, Bbi3blBAlOLLYD WMHOWKALMIO O HEWCMNpPaBHOCTWU, ecnu paTyuk
OaBreHnsi BbIXOAMUT U3 CTPOS.

4.3.4.7. YcTponcTea MHAMKaLuun gaBneHns AOMKHbI UMETb:

- rpagyvpoBKky B kunonackansx (kfa) unu B 6apax;

- WKany, oxBatbiBatoLLyo gnanasoH ot 0 klMa (0 6ap) oo 3HaveHus, kak MMHUMYM Ha 10% Bbllwe 3HayYeHus
MaKCcMMaribHOro NpoLEeccHOro paboyero AaBneHusi, Mpu UX UCMOMb30BaHUM ANS yNpaBreHnst MPoLeccoM unu ans
MOHUTOPWHra;

- MakcumarnbHO AOMYCTMMYH MOFpPeLIHOCTb, YKkasdaHHy B 4.3.4.5, npyu nx MCNonb3oBaHUMKU ANs yrpaBneHus
npoLeccoM Wnn Ans MOHWUTOPUHIa, WM MMEeTb MaKCUMarbHO OOMyCTUMYK norpelwHocTs 1,6% unu nydwe no
BCEMY AManasoHy LUKarnbl Npy UCMOMb30BaHUKN NS ApYyrMxX Lenen;

- aHanoroBble NpPUBOPbI - UMETb LieHy AeneHns wkanbl He 6onee 5 klMa (0,05 6ap) npu ncnonb3oBaHuK And
yrnpaBreHns NPoLeccoM MUnu ans MOHUTOPUHIA, UNN UMETb LeHy AeneHus wkansl He 6onee 20 klMa (0,2 6ap) npu
NCMNonb30BaHUW AN ApYrux uenew;

- aHanoroBble NpPMBopbI, NOKa3biBaloLW e N3BLITOYHOE AaBreHNe,

- UMETb YETKYI0 MOAEHTUdUKaLMIO MakCuManbHO 4OMYyCTMMOro paboYvero AaBrneHuns;

- uncppoBble npubopsl - MeTb paspelleHne He 6onee 0,5 klMa (0,005 6ap) 1 gonyckaTb KOPPEKTUPOBKY A0
+/- 0,8 klMa (0,008 6ap) nnn ny4ywe B agnanasoHe oT 0 klNa [o 3HAYEHUSA AaBNeHMs CTepUnmM3auun.

4.3.5. Tamepbl 1 YCTPOMNCTBA MHOMKALUN BPEMEHU

4.3.5.1. Taimep OOMKEH yNpaBnisTb BpEMEHEM yaepKaHus.

4.3.5.2. [llepuogbl BpeMeHM, OTCUMTbIBAEMble B MNpoLecce CTepunu3auun, AOOSMKHbI  UMETb
HeonpeaeneHHOCTb M3MepeHnsa He xyxe +/- 1,0 c.

4.3.5.3. lNMpn nHOuKaumm paTbl U BPEMEHM MPUMEHMMbIMU OOSMKHbI OblTb popmaTtbhl rogbl: Mecsubl: OHU
(rr:Mm:g4) v Yacbl: MUHYTbI: CEKyHAbI (44:MM:CC).

4.3.5.4. TNepuoabl BpeMeHN A5l KaXAoW YacTu npoLecca, ynpasnisieMon MO BPEMEHW, OOSMKHbI LONyCcKaTb
perynmpoBKy TOMbKO C NPUMEHEHNEM YCTPOMCTBaA [cpeacTBal gocTyna.

4.3.5.5. [JormxHbl ObITb NPedyCMOTPeHbl CpeacTBa, He3aBUCMMbIE OT CPeACTB YNpaBneHnss Npoueccom, ansg
BepuUKaLnmn nepnoaos BpeMeEHN UCMOMHEHNSA Kaxaon dhasbl npoLecca.

4.3.6. CYeTUMK LMKITOB CTepunusaumnm

HomkeH ObiTb NpegyCMOTPEH CYETYMK AN WHAWKAUMKM KyMYMNSATMBHOIO 4YMcna BCEeX 3amnyLleHHbIX Ha
cTepunmn3aTope LUUKIOB, B TOM YUCIE U TEX, B XOOE WCMOMHEHUS KOTOPbIX BO3HMKanuM cOOM/HENCMpPaBHOCTW.
CyeTumnK UMKITOB JOIMKEH MMETb HE MEHee YeTbipex paspsgoB M HE JOIDKEH JOMycKaTb BO3MOXHOCTU CIyYanHOro
UnNn HamepeHHoro cbpoca NokasaHumn.

4.3.7. CpegcTBa 3anvcu 1 permctpauumn gaHHbIX

4.3.7.1. O6wume TpeboBaHus

4.3.7.1.1. 3anucbiBarowmin npnbop AomkeH OblTb HE3ABMCUMMbIM, T.€. €r0 U3MepUTerbHbIE LIENU, a Takke
obpabaTtbiBaemble UM [aHHble U pacneyaTbiBaeMble 3Ha4YeHUS OOIMKHbI ObiTb HE3ABMCKMMbI OT aBTOMaTU4ECKOro
KOHTponnepa.

Mpumedvanue 1. 310 TpeboBaHMe He McKIoYaeT nepegadn MHPOPMALMOHHBIX JAHHBIX OT aBTOMAaTU4ECKOro
KOHTporsepa K 3anucbiBaroLemy npubopy n obpaTHO Yepe3 KOMOUHMPOBAHHYIO CUCTEMY Nepeaayvn JaHHbIX.

MpumeyaHue 2. VigeHTudumkatop cTepunusaTopa, HOMEp UMKNa U uaeHTudukaTop 3arpyskm MoryT
3anncbiBaTbCA aBTOMATUYECKM.

4.3.7.1.2. Ins onepaTmBHbIX NHCMEKUNA, a Takke ANs JOKYMEHTUPOBaHUA NapTUM aHarnorosble U Ungposble



3anuncbiBaroLimne I'Ipl/l60pb| OOJDKHbI 3anncbiBaTb 3HaYeHUA OaBlieHUA U TemMnepaTtypbl OTHOCUTENIbHO BpEeMEHU
WCMOSNTHEHUS  UMKNa. 3anucu  OOMMKHbl  MO3BONMSITb  BLINMOMHEHWE OLEHKUM [OaHHbIX Ha COOTBETCTBUE
CI'IeLI,VI(bVILI,VIpOBaHHbIM I'IpO(bVIJ'IFlM TeMnepartypbl 1 AaBlieHnA Ha NpoTAXeHUU BCEro Lnkna [CM. 9.2, nepeyuncneHune

a)].
I'IpwmeanMe. PacnevaTtbiBaeMble OaHHble MOTryT COCTOATb U3 LI,I/Id)pOBbIX AaHHbIX, aHanoroBbIX KPUBbIX UM
N3 X codeTaHud.

4.3.7.1.3. 3anu1cu, BbINONHSAEMble 3anncbiBaroLLUM NPUOOPOM, AOMKHbI OblTb YNTAEMbIMU B COOTBETCTBMUN C
onpegeneHveM, AaHHbiM B 4.3.7.1.6, 1 nognexatb XpaHeHWo B YCTaHOBMNEHHbIX YCIOBUAX B Te4eHne He meHee 10
ner.

4.3.7.1.4. Ecnu B cTepunu3aTtope BO3HUKAeT HEUCMPABHOCTb, 3anycbiBaOLLMIA Npubop AOMKEH NpogokaTh
paboTtaTb, 3a WCKMOYEeHNEM crnydaeB nepeboeB B Mogaye Ha Hero MuUTaHuWs WM BbIXOoga W3 CTPOS
HenocpeACTBEHHO 3anucbiBatoLero npnbopa.

4.3.7.1.5. 3anucbiBalowme npubopbl AOMKHbI MMETb MHTepBan cbopa OaHHbIX HEe XyXe 2 C Ha Kaxablii
KaHan.

4.3.7.1.6. 3anucu OOmkHbl ObITb YMTaeMbiMM C pacctosHusa (250 +/- 25) MM nmpu HOpManbHOM WU
CKOPPEKTUPOBAHHOM 3PEHUN N OCBELLEHHOCTU (215 +/- 15) nk.

4.3.7.1.7. Ecnn wkana BpeMEHW MapKUpOBaHa, €AMHULAMW LWKanbl AOMMKHbI ObiTb NMOO cekyHAbl, Nnbo
MUWHYTbI, MO0 Yackl, NMMBO AOMKHbI ObITb MCMONb30BaHbl COOTBETCTBYHOLLNE MHOXUTENN. Mepuoabl BpemeHn 4o 5
MWH JOIMKHbI UMETb HEONPEAENEHHOCTL U3Mepennst 2,5% nnn meHee, a nepuoabl BpeMeHun 6onee 5 MuH - 1% unu
MeHee.

4.3.7.1.8. [JomkHbl BbiTb NMpegycMOTpeHbl CpeacTBa KOPPEKTUPOBKM 3anucbiBatollero npubopa Ha mecte
3KcnnyaTauum nyTemM Ucrnonb3oBaHns YCTPONCTBa AOCTyNa.

4.3.7.2. 3anuceiBatome npubopsbl, NponssosLme aHanorosblie 3anvcu

4.3.7.2.1. 3anucbiBalowme npubopbl, NPOU3BOASALLME aHanoroBble 3anucu, LOMKHbl MMETb CKOPOCTb
NPOTSHKKM Bymarn He meHee 2 MM/MUH.

4.3.7.2.2. Tpn 3an1cK Ha OQHON M TON Xe Anarpamme AByX Unun Gonee nepemMeHHbIX pacnevaTbiBaeMble Ha
anarpamme MeTKM LUKanbl OOMKHbl OblTb OOLWMMKU ANt BCEX PErucTpupyeMbiX NMepeMeHHbIX, a HauMbonbLumn
MapKMpyembli MHTEpPBan AOoMmKeH ObiTb NocrnegoBaTeNnbHbIM AN KaXaon U3 perncTpmpyemMbiX nepeMeHHbIX.

4.3.7.2.3. 3anvcbiBatowmne npmbopbl, NPOM3BOAsLLME aHANOroBbIE 3anNUCK, OOMKHbI UMETb LUMPUHY LUKanbI
avarpammHon 6ymaru He meHee 100 mm.

4.3.7.2.4. 3anucbiBaroLme 3Ha4YeHUs TemnepaTtypbl Npnbopbl, NPON3BOASLLINE aHANOroBble 3anucK, LOMKHbI:

- UMeTb LWKany, rpagympoBaHHyto B rpagycax Lienbcus;

- UMEeTb LWKany, oxeaTbiBatoLLyto agnanasoH ot 0 °C go 100 °C;

- UMETb MaKCUManbHO AOMYCTUMYHO norpelHocTb 1% nnu meHee B ananasoHe wkansl ot 0 °C go 100 °C;

- gonyckaTb BO3MOXHOCTb KOPPEKTUPOBKM Ha +/- 1 °C wunu MeHee OTHOCUTENbHO TemnepaTypbl
cTepunusauun.

4.3.7.2.5. 3anucbiBarowme gasneHne npmdopbl, NPOM3BOASLLME aHAMNOroBbIE 3annCH, OOSMKHbI:

- UMeTb Ha guarpamMmme LKany, rpagympoBaHHyto B bapax nnu kunonackansix;

- UMeTb LKany, oxeaTbiBawolwyto guanasoH ot 0 kla (0 6ap) oo mMakcumanbHoro paboyero gaBneHus
npovecca;

- UMEeTb MaKCMMaribHO JOMNYCTUMYIO NOrpeLlHocTb 3anucu 1,6% nnm meHee No Bcemy gmanasoHy LUKanbl;

- gonyckaTb BO3MOXHOCTb KoppekTupoBkm Ha 1,0 klNa nnu ny4we no BceMy AnanasoHy LKanbl.

4.3.7.3. 3anucbiBarowme npnbopsbl, NponssoasLine undpoBblie 3annucu

4.3.7.3.1 3anucbiBarowme npubopbl, NpousBoasine UMGPOBbIE 3anvcy, OOSMKHbl  UCMOoNb3oBaTb
andaBnTHO-LUNGPOBLIE CUMBOIbI U ONPeaensTb AaHHbIE B BUAE TeKcTa.

4.3.7.3.2. 3anucbiBatowime npvbopbl, NPoM3BOAsLINE LMAPOBLIE 3anuCK, OOMKHbI UCMONb30BaTh Gymary,
NO3BOMSAIOLLYIO MeYaTaTe He MeHee 15 3HaKoB B OOHOWN CTPOKe.

4.3.7.3.3. 3anvceiBaowme TemnepaTtypy npmbopskl, Npon3sogsLlume unudpoBbie 3anncu, 4OIMKHbI UMETb:

- WKany, oxeaTbiBatoLyto ananasoH ot 0 °C go 100 °C;

- MakCcMMarbHO JONyCTUMYIO norpeluHocTb 3anucu 1 K unu meHee B ananasone ot 20 °C go 100 °C.

4.3.7.3.4. 3anucbiBarowme gaBneHne npmdopsbl, Npomssoasiume LM poBbie 3anmncu, JOMKHbl UMeThb:

- wkany, oxsaTbiBatowyto avanasoH ot 0 klMa (0 6ap) Ao 3HaveHws, kak MuHUMYM Ha 10% Bbile 3Ha4YeHus
MaKCMMarbHOro NPOLIECCHOro pabo4vero AaBrneHus;

- IMETb MaKCMMaribHO JOMNYCTUMYO norpeLtHocTb 3anuck 1,0% mnm meHee nNo Bcemy gmanasoHy LuKarnbl.

4.3.8. Ingukauusa n permctpauunsa gaHHbIX

4.3.8.1. YcTaHOBMEHHbIE HA CTepUnM3aTope NpMbopbl AOMKHLI 0becnevmBaTh ornepaTopa Nno MeHbLUen mepe
cnegyowen BusyansHon nHopmaumen:

a) HOMKaLMen 3Ha4YeHN faBneHns B Kamepe CTepunma3aropa;

b) nHaukauuen s3HaveHun TemnepaTypbl B Kamepe CTepunmnsaTopa;



C) peructpauven 3HavyeHuWn TemnepaTypbl B Kamepe cCTepunusaTopa He3aBUCMMO OT aBTOMaTU4eCcKOoro
KOHTponnepa;

d) peructpaumernn 3HavyeHWN [aBMEHWS B KamMepe CTepunM3atopa He3aBUMCUMMO OT aBTOMaTU4ecKoro
KOHTponnepa;

€) MHAMKaLMen 3Ha4YeHUn TemnepaTypbl CTEHKN KaMepbl CTEPUNN3ATOPa;

f) uHaMKaumen 3HavyeHWA JaBneHUa UNU TemnepaTypbl ucnaputensa dopmansgervga (4ns gemMoHCTpauum
€ro cnocobHOCTU K BbIMapuBaHuio);

g) HOMKaumMen 3Ha4eHnin TemnepaTypbl pybaLlky, ecny cTepunusaTop MMeeT HarpeBaemMyto pyballky;

h) nHaukauuen gaBneHUs nogasaeMoro napa npu NCNonb3oBaHUKM NaporeHepaTtopa, NpeaHasHavYeHHoro Ans
nUTaHWs ctepunusaTopa;

i) MHOWKaUMEN TeKyLLero COCTOAHNS FOTOBHOCTU (OXuaaHus);

j) nHankaumen coctosHuA "[Bepu 3anepTol”;

k) nHgukaumen BbIGpaHHOro Lukna ctepunmsauum;

[) vHaukaumen "BoinonHsieTcs umkn";

m) nHAMKaumen TekyLen dasel LmKnia ctepunumsauum;

n) nHankauuen "Linkn saesepLuen”;

0) NHAMKaUMENn HeMcnpaBHOCTU, €Cnu TakoBasi BO3HWUKaeT (M. 5.4);

p) MHOUKaUUE BO3SMOXHOCTU OTKPbITUS OBEPU CTEPUNM3ATOpa;

g) MHOMKaLMen nokasaHUn cHeTYmKa LINKINOB.

Mpumevanue 1. MNosuuunm c), d) n q) NpegycmaTpuBaroT BO3MOXHOCTb BCTpavBaHWUs B OAHY 3anuUCbiBatoLLy0
cucTemy.

MpumevaHue 2. 3a wcknodeHnem cny4vaes, onucaHHblX B EN 61010-2-042, nosuuuu a), b), e), f), g) n h)
npegycmaTpvBaloT BO3MOXHOCTb BCTPauBaHWS B CUCTEMY, B KOTOPOM Mofb3oBaTeflb MOXET BblbvpaTb BblBOA, Ha
aucnnen noboro namepeHus.

MpumevaHue 3. MNosnumns m) - MHOUKaUUS TekyLen asbl LpKna - MOXET BKMYaTh B cebsa nosuuum i), j), 1),

n) np).

4.3.8.2. B pononHeHue K BbllLeyKkazaHHOMY NpuMbopbl Ha ABYXABEPHOM [POXOAHOM] CTepunmMsaTope OOSKHbI
obecneunBaTthb BbIBOA CreayoLLen BU3yarnbHON MHGPOPMaLMM HA CTOPOHE pasrpy3ku:

a) MHOMKaLMn JaBreHns B Kamepe;

b) nuankauun "BeinonHsaeTca unkn";

¢) nHamkauum "Limkn 3aBepLueH";

d) MHOMKaLMn BO3MOXHOCTM OTKPLITUSA ABEPU CTEPUNN3AaTopa;

€) MHOMKaLMN HEMCNPaBHOCTW, €CNX TaKoBasi BO3HWNKAaET.

5. YnpaBneHue npoueccom

5.1. Obwwme cBepeHus

5.1.1. Ctepunusatop [JOMKeH YNpaBnATbCA aBTOMaTUYECKUM KOHTPOSINIEPOM, WMEWLUM OAWH UMK
HECKOJbKO 3apaHee 3anporpaMMMPOBaHHbBIX CTEPUITM3ALLMOHHBIX LIMKITOB.

5.1.2. Crepunusatop JomkeH pabotaTtb CO crneumanbHO CO34aHHbIMM  MporpaMmMamy, MNOCTOSHHO
XPaHSALWMMUCS B NaMATM aBTOMATUYECKOro KOHTpornepa. Jlloboe nsmeHeHne atux cneumanbHbIX NPorpaMM Unm mx
napameTpoB OOMKHO TpeboBaTb NPUMEHEHMS YCTPOWCTBa [cpeacTBa) 4ocTyna.

MpumedaHne. ABTOMaTUYECKME 3arpy3ka M pasrpy3ka MOryT 3anyckatbcd 6e3 MCnonb30BaHWsS yCTPOWCTBA
[cpeacTBa] goctyna.

5.1.3. NepeMeHHbIe uuKia u napameTpbl LUykna, 3anporpaMmMupoBaHHbIe B aBTOMAaTUYECKOM KOHTPOMNepe, u
JonycTuMble npedensl, NO3BOMSAIOLWNE OCTaBaTbCA B paMkax TpeboBaHUIM K XxapakTepucTuMKaM, NepeYnCrieHHbIX B
pasgerne 6, 4omkHbl BbITb YCTaHOBMEHBbI [CM. Takke 9.2, nepeuncnexve a)].

5.1.4. ABTOMaTUYECKMI KOHTPOMNEep AOMKEH ObiTh 3aLUULLIEH OT KOPOTKMX 3aMblKaHU B KOMMOHEHTaxX WUIn B
obopyaoBaHun, NPAMO UM KOCBEHHO CBA3aHHbBIX C KOHTPOMIEPOM.

Mpumeyanue 1. PykoBoasume ykasaHus - B cootBeTcTBum ¢ EN 60204-1.

MpumevaHue 2. Bepudmkaums MoOXeT ObiTb JOCTUrHyTa NMyTEM OLIEHKM COOTBETCTBMSA TpeboBaHusim EN
60204-1.

5.1.5. ABTOMATMYECKMI KOHTpOMfep AOMMKEH ObiTb pacnonoXeH TakMm obpasom, 4Tobbl He [ONyCTUTb
NPEBbILUEHNS YCTAHOBMNEHHbIX AN HEFO0 MakCMMAarbHbIX 3HAYEHUA TeMNepaTypbl U BNaKHOCTU.

MpumeyvaHue. OBbIMHO TeMNepaTypa U BNAaXXHOCTb BONN3M OT CUCTEMBI YNPaBEHNS HE AOMKHbI NPEBbILAaTh
50 °C n 85% (oTHOCUTENBHOW BRAXKHOCTN) COOTBETCTBEHHO.



5.1.6. ABTOMaTM4YECKMUIA KOHTPOMNEP AOIMKEH MMETb MHAMKATOPbI COCTOSIHUSA KaXaoro umndpoBoro xoga wu
BbIXoAa.
MpumevaHue. 3TN MHOMKATOPLI MOTYT BbITb pacnonoXeHbl BHYTPU KOXyXa KOHTposriepa.

5.1.7. KoHTponbHasi Touka M3MepeHus TemnepaTtypbl AOMmkHa ObiTb BblbpaHa Takum obpa3om, 4Tobbl Ha
NPOTSXKEHUN BPEMEHU yaepXaHusa TemnepaTtypa B 3TOW TOYKe Koppenuposana C TemnepaTypoi B NonesHoM
NpoCTpaHCTBE kKaMepbl cTepunusaTopa.

5.2. Uukn cTepunusaumm n asTomaTmyeckoe ynpasneHue

5.2.1. TlpoBepky kamepbl CTepunmM3aTopa Ha yTeudky crieqyeT BbINoMHATb MO0 B xode MepBovi BaKyyMHOW
dasbl, MMOO B TeyeHWe BCEro BPEMEHWU yAepXaHus. YnpasreHwe npoLeccOM [AOMKHO Y4uTbiBaTb, Y4TO Mpu
BbIMONIHEHUM MPOBEPKM Ha YTEUKY B XO4e NepBoi BakyyMHOW a3kl Bpems cTabunusauum gaesneHnsa He Gonee 15
MUWUH MOXET NpeALLecTBOBaTb BbINOMHEHMIO MPOBEPKU.

VIamMepeHHOEe N3MeHeHWe OaBMeEHUS B KaMmepe cTepunmaatopa AormkHo 6biTk He 6onee 50 Ma (0,5 m6ap) 3a 1
MUWH Npu nsmepeHun B TedeHme 10 MuH.

BospactaHve gaBneHuns B kamepe 3a cyeT MHXeKuuu dopmanbaernga He criegyeT paccMmaTtpusaTth Kak
YTEYKY NpU OLIEHKE CKOPOCTU YTEUKN.

HomkHa 6bITb NpegycMoTpeHa Bu3yarnbHas Wunm 3ByKoBas MHOUKAUMA B TeX Cryyasx, Koraa npoBepka Ha
yTeuyKy AaeT oTpuuaTenbHbIi pesynbTar.

Mpouecc pormkeH aBTOMaTWYeCKU nNpepbiBaTbCA ha3ol aspaumu, a B Tex cryyasx, korga yxe Obina
BbIMOJNIHEHA MHXEKLUS CTEPUNU3YIOLLENO areHTa, AOIKHa HeMeaIeHHO 3anyckaTbes dpasa aecopbumu.

5.2.2. MNapameTpbl, onpedeneHHble B Xoae pa3paboTky npouecca Kak KpUTUYecKkne no OTHOLLEHUIO K LMKITY
cTepunusaumm, OOrmkHbl OblTb BOCNPOM3BOAMMBI B Npefenax, ykasaHHbix B 5.1.3. O3T0 AomkHO ObiTb OKa3aHO
UcnblTaHUAMK, yCTaHOBNEHHbIMK B Tabnuue B.1 (MpunoxeHue B).

5.2.3. [JomxkHbl GbITb NpegyCMOTPEeHbl CpeacTBa, NO3BOMSOLME rapaHTMpoBaTh, YTO B ucnaputens Obin
noJaH yCTaHOBMEHHbIN 06BbEM MUKPOOOLIMAHOrO pacTBopa 1 YTO 3TOT 06bEM Obin BbiNapeH.

5.2.4. ABTOMaTU4ECKUA KOHTPONMEpP AOIMKEH rapaHTUpoBaTb, YTO BCe XMMUYeEcKue/dusndeckne ycnosus,
Heobxoammble ans obecneyvyeHus apPEeKTUBHOCTU 1 BOCNPOU3BOAMMOCTU LUMKa CTepunmsaummn, 4ocTuralTcsa B
TeYeHne YyCTaHOBMEHHbIX MEPUOAOB BPEMEHN.

Mpumeyanue. Abcopbuus/gecopbuma dopmanbgernga sarpyskon n obpasoBaHue napadopmanbgervga
MOTYT CHMXaTb KOHLIEHTpaL M0 BbiMapeHHoro dopmanbsaernia B kamepe B X04e BbINOMHEHNs npoLecca.

5.2.5. Llukn ctepunusaumm gormkeH Bknovatb B ceba dasy gecopbumm (cm. EN 61010-2-042, nyHkT 6.2).

5.2.6 Cuctema npoasmxkeHus no azam aBTOMaTMYECKOro KOHTpOsepa 4oSMKHa rapaHTUpoBaTh B TeYEHME
LMKNa cTepunu3auum BO3MOXHOCTb nepexoga OT ogHon dasbl K ApYroM TOMbKO MpU YCROBUKM, 4YTO Obinu
OOCTUTHYTbI BCe 3Ha4YeHus1, TpebyemMble Ans Takoro nepexoga.

5.2.7. ABTOMaTunyeckasi NpogyBKa nocne LMkrna AoMmkHa BbIMOMHATECSA HEMPEPBLIBHO MW MOBTOPATLCS 40 TeX
nop, Noka He ByaeT OTKpbITa pa3rpy3oyHas ABEpb ANsi U3BMEYEHNS 3arpy3ku U3 cTepunusaTopa.

Mpumeyanue 1. [lecopbumsi ocTaTKoB KOHAEHCATa M3 3arpy3kn CTepunmnsatopa MOXET NpoAorKaTbesi, Nnoka
3arpy3ka ocTaeTcs B KaMepe cTepununsatopa.

Mpumeyanue 2. [Ins nogaepxaHnsa 3TOM BO3MOXHOCTM yAaneHus HakomnmneHHbIX octaTtkoB dopManbgernga
N3 KaMepbl U TPyOGHON 06BSA3KN pEKOMEHAYETCSA OTAENbHbIN NpoLecc obcnyxueaHusa [cM. 9.2, nepeymncneHme a)l.
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2 - Ha4ano HXeKuun CTepurnmnadyroulero areHTa, b - pa6oq|/||7| LINKIT;

3 - npoayBka B Xo4e LUWKNa; C - UMKN cTepunusauuu;
4 - MHOMKauuA 3aBepLUeHus LMKNa; d - BpeMs aKCnosuumu;
5 - nocT-umkn (noct-obpaboTka); € - Bpems ypaBHUBaHMS;
6 - MHOMKaUMs 3aBepLUEeHUS LuKa npu 3agepxke f - NpegBapuTernbHbI pa3orpes Kamepbl
OTKPbITMSA ABepen/ pasrpysku; cTepunumsaropa;
7 - BbIrpy3ka NpoCTeEpPUNN30BaHHbIX U3AENNA; g - yaaneHve Bosayxa u
KOHAULUNOHMPOBAHWE;
8 - maBneHwue oKpyxatoLlen cpefbl B Kamepe; h - Bpems yaepxaHus;
i - pecopbuus;
j - aspaums

PucyHok 4. Mpumep npouecca HTT®-cTepunusaumu,
AEMOHCTPUPYIOLLNIA B3aMOCBS3N YacTen npolecca

5.3. MNepexBaT ynpaBneHnst y asToMaTUKu

5.3.1. Ina obcnyxmMBaHUA 1 UCMbITAHUIA, a Takke ANS aBapUMHbIX CUTyauni AOMKHbI BbiTb NPeayCcMOTPEHbI
cpefcTBa, MO3BOMSALIME MEPENTU HA PYyYHOE YMpaBrieHWe MpoLeccoM C MOMOLLbI  aBTOMATUYECKOro
KOHTponnepa.

Mpumeyanue. [ononHuTenbHble TpeboBaHMs, kacarowmnecs 6e3onacHOCTM BMellaTesnbCTBa B MpoLEece, U
dakTopbl 6e3onacHOCTH AN oOKpyXatowen cpeabl yctaHoBneHol B EN 61010-2-042.

5.3.2. Ncnonb3oBaHne crieuynanbHOro onepaTopcKoro opraHa ynpaBfieHWUst UM UHbIX CPeACTB npepbiBaHus
npouecca cTepunmnsauum AomKHO NPUBOANTL K BKITIOYEHNIO MHOMKALMN HEMCNPABHOCTMY.

5.4. HencnpasHocTb (cbon)

5.4.1. Ecnn HeucnpaBHoCcTb (cOon) Obina Bbi3BaHa MpekpalieHMeM Mofayn nutaHus, TO nocne
BOCCTaHOBMEHMSA Nodayvn NUTaHUS AOMKHbI ObiTb BbINONHEHbI TpeboBaHua 5.4.2 - 5.4.8.

5.4.2. Ecnun nepemMeHHble UUKna Uy 3Ha4yeHnsi napameTpoB HaXOA4ATCA BHE NPeAernoB, yCTaHOBNEHHbIX Ans
HUX mnsrotoButTenem (cm. 5.2.2), unu npepbiBaeTca nogaya nuTaloLlWmxX cpeq Ha nepuog, AOCTaTOYHbIA Ans Toro,
YTOObI 3TN NEpPEMEHHbIE HEe AOCTUMMMY 3aA4aHHbIX 3HA4YEeHWNIA, aBTOMATUYECKUIA KOHTPOMEp AOMKEH:

a) BKIMIOYUTL 3BYKOBYIO M/UNW BU3YyarbHYH UHAMKALMIO O BO3HUKHOBEHMMW HEUCMPABHOCTU.

Mpumeyanue. B HekoTopbix criydasx EN 61010-2-042 TpebyeT ogHOBPEMEHHOrO BKIHOYEHMS U 3BYKOBOW, U
BM3yarbHOM UHOUKALNW;

b) npekpaTuTb aBTOMaTU4ECKMIA NEpPexon OT O4HOMN ha3sbl NpoLiecca K crieaytoLLen;

C) BbIBECTM BM3yallbHYO MHAUKAUUIO dasbl, B XO4E KOTOPOW BO3HUKITA HENCMPABHOCTb.

5.4.3. Tocne Toro kak BKIHYMIach MHAMKaUUS HENCMPaBHOCTWN, aBTOMaTUYECKUIA KOHTPOSSIEp OOJTKEH:

a) nNMbo NO3BONMUTb aBTOMATUYECKM 3aBEPLUNTbL BCE OCTaBLUMECs hasbl LMkna crepunusauum, npy 3ToM He
[OOJIDKHA BKIMOYaTbCA MHAMKALMS 3aBEpLUEHMS LMKNa;

b) nubo no3sonuTb aBTOMaTU4ECKU nNepexop K dase yganeHus CTepunusyowero areHTa ¢ nocneayoLwmm
aBTOMaTUYECKMM MPOXOAOM 4Yepe3 BCe OcTaBwumecs dasbl UuKIa cTepunusauum, npu STOM He OO0JhKHa
BKITOYATLCA MHAOMKALUS 3aBEpLLUEHNS LMKNa;

C) NMBo NO3BONUTL BPYYHYK MponTh Yyepe3 drasbl uukna K 6e3onacHoOMy COCTOSAHMIO, MPU 9TOM He LOIDKHa
BKITIOYATLCA MHAOMKALUS 3aBepLUEHMs LMKa.

Mpumeyanue. [JononHuTenbHble TpeboBaHUA K 6€30NacHOCTU, CBSI3aHHbIE C HEMCMPABHOCTAMMU, NPUBEAEHDI
B EN 61010-2-042.

5.4.4. BusyanbHas wHAMKauWs, coobLialollasi O BO3HMKLLIENW HEWCNPaBHOCTW, [OOIDKHA NpogoskaTh
OEencTBOBaTb NO MEHbLUEN Mepe 0O MOMEHTa cpabaTbiBaHMs 3aMKa pasrpy304HOM ABEPU.

5.4.5. Ecnu HeucnpaBHOCTb BO3HWKaeT MOCNe TOro, Kak YyXe Hadanacb WHXekuus opmanbaervaa,
aBTOMATUYECKUI KOHTPOSIIIEP AOIMKEH rapaHTUpPOBaTh, YTO Kamepy cTepunmnsaTopa Hernb3st OyaeT OTKpbITh 40 TeX
nop, noka cpopmansgerng He OyaeT B 4OCTAaTOYHOM Mepe yaaneH u3 kamepsbl (cM. Takke EN 61010-2-042).



5.4.6. Ecnin HencnpaBHOCTb BO3HMKAET A0 Hayala uinm B Xoae BbINOJIHEHUA d)a3b| cTepunusaummn, 3arpy3sky
cynTarT HeCTepVIJ'IbHOIZ, a Cuctema ynpasreHuda OOfKHa rapaHTupoBaTb, YTO Ha AOBYXOBEPHbIX [ﬂpOXO,U,HbIX]
cTepunun3artopax OTKpbiTue pasrpysquon asepu 6yp,eT HEBO3MOXHO.

5.4.7. Ecnin crepununsaTtop cHabxeH NPUHTEPOM, MHOUKALMA HENCNPABHOCTU HA pacrnevyaTtke OOJDKHa Takke
oTNnn4aTbCA OT NPOYKUX pacnevyaTbiBaeMbIX JAaHHbIX, HArpuMep LUBeTOM.

5.4.8. Tlocne 3aBepwieHna uUukna, B KOTOPOM BO3HUKINMaA HeUCcnpaBHOCTb, AOCTYyN K 3arpy3ke OOJDKEeH
TpeGOBaTb ncnonb3oBaHUA yCTpOVICTBa noctyna.

6. TpeboBaHWsA K XxapakTepucTukam

6.1. Paboune xapakTepucTuk1 cTepunmsaTopa

6.1.1. dusnyeckme napameTphbl

6.1.1.1. MNMpenBapuTenbHbIA Harpes

Mpn mncnbitaHuax cornacHo A.3.2.1 (MpunoxeHne A) TemnepaTypa HarpeTbiX BHYTPEHHUX MOBEPXHOCTEN
Kamepbl CTepunM3aTopa 4ormkHa COOTBETCTBOBATb TPEOOBAHMSAM, YCTAHOBINEHHBIM U3rOTOBUTENEM.

6.1.1.2. MNMonoca TemnepaTtyp cTepunusaumu

Monoca Temnepatyp crepunu3auum He omkHa npesbiwath 4 K.

6.1.1.3. TemnepaTypHbIN Npoduns

Bo Bpemsi wucnbiTaHuin cornacHo [lpunoxeHuto A oueHKy TemnepaTtypHoro npodunst npoBogaT Mo
crnegywoLwmm Temnepartypam:

- Temneparype, U3MEPEHHOW B KOHTPOITbHOWM TOYKE M3MEPEHNSI TeMnepaTypbl;

- TeopeTnyecko TemnepaType CTEPUNM3YIOLLEro areHTa, pacCYMTaHHOW MO COOTBETCTBYHOLLEMY
npeBanupyoLLeMy AaBIMEHNIO B KaMepe;

- Temnepatype B To4kax, yctaHoBneHHbIX B A.3.2.2 n A.3.2.3 (MpunoxeHune A).

6.1.1.4. TpeboBaHus k TemnepaTypHOMy nNpodumnto

Ha npoTskeHuM Lukna cTepunusaumm TemnepaTtypa B KOHTPOSIbHOW TOYKE WM3MEpPEHWs TemnepaTypbl He
OOMKHa NpeBbILaTh BEPXHWI Npeaen AnanasoHa TemnepaTtyp cTtepunmsaumu.

B TeueHue uukna cTepunmMsaumMM OO Hadvana BbINOfHEHMs nobon asbl aspauun TeopeTudeckas
TemnepaTypa cTepunm3aumm He AOoMKHa NpeBbillaTb BEPXHUI Npegen guanasoHa TemnepaTyp cTepunusanum.

Bpems ypaBHMBaHMA He OOIMKHO npeBbiwaTh 60 ¢ 40 nepexofa K 0TCcHeTy BpeMeHU yaepXaHus.

Bo Bpems ygep)kaHus 3HauYeHust TemnepaTtyp, yCTaHOBMNEHHbIX B 6.1.1.3, AOMKHbI:

- BbITb B Npegenax gnanasoHa TeMnepartyp ctepununsauum;

- He pasnunyaTbest 6onee yem Ha 2 K.

CooTteeTcTBME 3TUM TpeboBaHMAM npoBepsitoT cornacHo A.3.2.2 n A.3.2.3 (MpunoxeHne A).

6.1.1.5. laBneHue

3HavyeHns [aBneHUs OUEHMBAOT WM3MEpPEeHWeM [aBrieHWss B Xo4e WCMOMHEHUS UuKna crepunusauun.
MiamepeHus OOmkHbI npedycMaTpvBaTth onpedeneHve npegenbHblX 3Ha4YeHWn Ans YCTaHOBMEHUS 3Ha4YeHun
JaBreHnss BO Bcex hasax, a Takke 3HaJdeHWn, OOCTAaTOYHbIX ON1S OLEHKU OOMYCKOB U CKOPOCTEN W3MEHEHWs
OaBreHns B COOTBETCTBYIOLUUX YacTaX LuMKNa cTepunusaumun. PesynbtaT usamepeHnin Heobxogumo cpasHuMBaTh C
COOTBETCTBYOLWNMUN TpeboBaHUAMM narotoButens [(cm. 9.2, nepeuncnexue a), 1)].

MamepeHus aaBneHusi, BbINOMHEHHbIE ANS OLEHKM napaMeTpa OaBrneHud, AOMmKHbl ObiTb GapomeTpuyecku
CKOMMEHCUPOBaHbI.

6.1.1.6. TpeboBaHWs Kk aBNEHNIO

Ha npoTspkeHnM umkna ctepunuaaumm SOImKHbl ObiTb cOBM0gEHbl YCTaHOBIEHHbIE 3HAYeHUs, B TOM 4ucne
npeaernbHble 3HAaYEHUS.

MakcumanbHas CKOpOCTb M3MEHeHUs gaBneHus He gormkHa npebiwate 1000 klMa/muH (10 6ap/muH) npwu
n3mepeHnn B TeveHme 3 C.

MpumedvaHue 1. lameHeHns gaBneHus co ckopocTbto, npesbiwatowern 1000 klMa/mun (10 6ap/muH), moryT
MOBPEANTb CTEPUITM3ALIMOHHYIO YaKOBKY.

Ha npoTskeHun BpeMeHW yaepXaHus 3HavyeHWe OaBfeHus OOMKHO YOEPKUBATbCs B YCTAHOBMEHHbIX
npegenax.

MpumeyaHue 2. NImeeTcs TecHasa CBA3b MeXAy OaBneHMeM W TemnepaTypon B Kamepe cTepunmusartopa Ha
NPOTSXKEHUN BPEMEHN YAEPXKAHUS.

CootBeTcTBME 9TUM TpeboBaHMAM nNpoBepstoT cornacHo A.3.4.1 n A.3.4.2 (MpunoxeHune A).

6.1.1.7. CTepunusyoLwumn areHt

HomkHa ObiTb obecneyeHa xopollas MOBTOPSEMOCTb B MNpedernax 3adaHHbIX 3HA4YeHWd W OOMyCKOB
PU3NHECKMX N XUMUYECKNX KOHTPOSbHBIX MapaMeTpoB NogavM CTEPUNU3YIOLLErO areHTa B TeYeHue npotecca (T.e.
TemnepaTypbl, NapuManbHOro AaBfEHWs, KOHUEHTpauuu), BepuduLMpOBaHHbIX Mpu paspaboTke npouecca u
yKa3aHHbIX B PYKOBOACTBax [cM. Takke 9.2, nepeuuncrieHue a)].



6.1.2. NleTanbHoCTb (MMKpOGouuaHast 3pEKTUBHOCTL)

Mpu ucnbiTaHnsax B cooTBeTcTBUM C TpeboBaHuamu A.3.3 (MpunoxeHne A) LMK CTEpunusaumn SOoShKeH
rapaHTMpoBaTb, YTO OMWOMOrMyeckne MHAMKaTOPbI, MOABepPrHyTble 06paboTke, He coaepXaT XXM3HEeCNOCODBHbIX
MWKPOOPraHW3MOB MpU  YCMOBMSAX KyNbTMBMPOBAHUS, YyKasaHHbIX u3rotoButeneM. He obpaboTaHHble B
cTepunusaTope OuONoOrMyeckne WHOUKATOPbl AOMKHbI OCTaBaTbCHA XM3HECMOCOOHBbIMM MPU TeX Xe YCIOoBUSAX
KYNbTUBUPOBaHMS.

6.2. A hekTMBHOCTL AecopOLmm

YnaneHue dopmanbgeryaga nus kamepbl 1 3arpy3ku ctepunmusatopa Bo Bpems BbiNofHeHnsa dasbl gecopbumm
paboyero Lukna OOMKHO OblTb TakUM, YTOObI rapaHTMpOBaHHO He Obina NpeBbilleHa MakCMManbHO AonycTumas
KOHLEeHTpauusa dopmanbaernaa B OKpyxawlwen cpege wunu B obpaboTaHHbIX M3Oenusax npu M3BneYeHun
3arpysku us ctepunmnsaTopa.

MpumeyvaHue 1. Bo MHOMMX CTpaHax MMETCA HaUMOHanbHbIe HOPMaTUBBI, OrpaHNYMBaIOLLNE KOHLIEHTPaLUuo
dopmanbgervaga B Bosgyxe. AT HOpPMaTMBbl OrpaHnyMBaloT Bblbpoc dopmanbaernga uz HTTd-ctepunusatopos
B OKpYXaroLLyto cpeqy.

MpumeyaHune 2. [Ina NONHOro yaaneHns octaTkoB dpopmanbgervga us kamepbl ctepunusatopa u TpyoHon
06BA3KM CTepunmaaTopa B OOMOMHEHUE K OObIMHOMY LMKIY CTEPUNU3aLMM MOXET NoTpeboBaTbCst NepUOLMNYECKM
ncnonb3yembli OTAEMNbHBIN NpoLecc obcnyXuBaHna unu npoueaypa [cm. 9.2, nepedncrnexuve a)).

Mpu ucnbiTaHnsix B cooTBeTcTBUM C TpeboBaHusmmn A.3.5 (MpunoxeHne A) dasa pgecopbumm umkna
cTepunusauum  dorkHa obecnedvBaTh  MOHWXKEHME  KOHLUEHTpauuuM ocTaTodHoro dopmanbgervga B/Ha
006paboTaHHbIX U3genuax 40 CneayroLmnx 3Ha4YeHUn:

- cpefHee 3HayeHue, pacCyYUTaHHOe ANA KOHTPOSNbHbLIX O00pas3uoB M3 OL4HOM 3arpysku cTtepunusaTopa, He
[OIMKHO npeBbiwaTtb 200 MKT;

- NMMKOBOE 3HadeHne anga noboro KOHTPONbHOro obpasua He AOMMKHO npesbiwaTh 250 MKr.

OTn 3HadeHus OencTBUTENbHbI ANa uHAukatopoB avametpom 70 mMm. [na vHOMKATOPOB AMAMETPOM,
oTnnyawmmcss ot 70 MM, 3TU 3HAYEHUS AOMKHbl OblTb CKOMMEHCUPOBaHbLI MPOMOPLMOHANBHO WN3MEHEHMIO
nnoLwaan ux NoBEPXHOCTMU.

6.3. Cywka

Linkn ctepunusauumn JormKeH rapaHTMpoBaTh, YTO HM OfHA yrNakoBKa M3 COCTaBa CTEPUIM3YEMON 3arpy3ku
He OyaeT BMaXHOW BO BpeMSl BbIFPY3KM M 4YTO NOOble OCTaTOYHbIE BOASIHbIE KamniuM Ha BHYTPEHHEN CTOPOHE
YyNakoBOK OyayT BbINapeHbl B TEYEHME 5 MUH.

7. YpoBeHb LWyma

CpeaHuin 1 MakcumarbHbIA YPOBHU LLYyMa, NPOU3BOAMMOrO CTEPUIIN3ATOPOM, AOSMKHbI OblTh YCTAHOBMEHDI,
Oyay4un BblpaXKEHHbIMU KaK YpOBEHb A-B3BELUEHHOW 3BYKOBOM MOLLHOCTM, pacCcuyuTaHHbI B cooTBeTcTBMM C¢ EN
ISO 3746.

MpumeyaHne 1. YpoBeHb LWyma, MPOU3BOAMMBIA NPUHAANEXHOCTAMM, HeobXxogumbiMu Ons  paboThbl
cTepunuaaTopa, - no 9.1, nepeudncrnenue h).

Hn ogHO 13 MakcMManbHbIX 3Ha4YeHU A-B3BELLEHHOW 3BYKOBOW MOLLHOCTM HE AOJSMKHO NpeBbillaTh CpeaHee
3HadeHne A-B3BELLEHHOM 3BYKOBOWM MOLLHOCTU Gornee 4em Ha 15 obA.
MpumeyaHue 2. TpeboBaHMs K MakCUManbHOMY 3BYKOBOMY AaBneHuto npmeegeHsl Tarke B EN 61010-1.

Ecnv uameHeHus unu moguduvkaumm umcnbiTyemoro obopydoBaHus npexae Obinv onpedeneHbl  Kak
coctaBnswowme He 6onee 3 gBA obulen 3ByKOBOM MOLLHOCTW, JalNbHENLLNE UCMbITAHUSA Y U3MEHEHUS YCTaHOBOK
MOTyT BbITb OMNyLLEHBI.

8. MapknpoBka 1 3TUKETKMN

8.1. OupektnBa EBponewnckoro coBeta O CONMXEHUWM 3aKOHOOATENbCTB rOCYAapCTB-UIIEHOB B OTHOLUEHMM
obopynoBaHus, paboTaroLero nog AasneHneM, obina BoinyweHa 29 mada 1997 r. (97/23/EC); B HacTosiLLee Bpems
OEVNCTBYIOT COOTBETCTBYOLLME eBponenckme craHgaptel (cm. EN 13445 un EN 14222). O1tn craHgapThl
ycTaHaBnmBaT TpeboBaHMS K MapKMpPOBKE COCYAOB, paboTalowwmx nog aBNeHNEM.

8.2. Hagnucu MapKnpoBKM U 3TUKETOK AOIMKHbI ObITb YETKUMU N HECMbIBAEMbIMU/HECTUPAEMBIMMU.

8.3. MapKk1poBKM, OTHOCALLMECA K 6E30MAaCHOCTM N OXPaHE OKPYKatoLLEen Cpedbl, AOIKHbI COOTBETCTBOBATL
TpeboBaHuam EN 61010-2-042, nyHkTbl 5.1 - 5.3.

8.4. OcTanbHble YeTKNE N HECMbIBaeMble/HeCTUpaeMble HaaMMCn MapKUPOBKM OOIKHbI BKMoYaTb B cebsi o
MEHbLUEN Mepe CneayLLyo MHopMaUuIo:

a) MAEHTUMUKALMIO N3rOTOBUTENA/MOCTaBLLMKA;



b) yHMKanbHbIN NOEHTUMOWKALMOHHBIN HOMEP (CEPUNHLIN HOMEP N3Aenus);

C) naeHTumKaumo Mogenu;

d) rog npon3BoacTBa;

e) Ona [OBepel CTepunv3aTopoB, YNPaBMSEMbIX BPYYHYH, - WHCTPYKLMKW, OMWCLIBAOLWLNE [ENCTBUS,
HeobXxoanMble ANst OTKPbITUSA OBEPU BPYYHYHO.

MpumevaHne 1. DTN MHCTPYKUMM MOryT ObITb pacrnonioXeHbl Ha OBEPWU, pPsSOAOM C ABEpPbld WKW Ha
onepaTopcKon NaHenu ynpaesneHus;

f) CUMBOIbI UNKW 3TUKETKK, 0603HaYaroLwme yCTpOVICTBa MHONKaUunn n ynpasrieHUA.
I'IpwmeanMe 2. PasbsicHEHWe 3HayeHUs1 3TUX CUMBOSIOB MOXET OblTb Ha caMux ITUKETKax WnuM B
pykoBoACTBaxX Nnosib3oBaTen4;

g) ngeHTurkaumnio ynpaensoLmx KrianaHos.
9. MHhopmauus, npegoctaBnsaemas U3rotToBUTenem

9.1. MNepen HayanoM MOHTaxa cTepunmusaTopa MoKynaTento Oo/mkHa OblTb NMpefocTaBneHa kak MUHUMYM
cnepytowasa nHgopmaums:

a) MWHCTPYKLMM MO MOHTaxy, B TOM u4MUCre [aHHble Mo rabapuTHbIM pa3mepam K obLwen macce
cTepunmsaTopa, a Takke Nno NpPocTpaHCTBY, HeoOXxoaMMoMy Anist paboThkl ornepaTopa W BbIMONIHEHMST TEXHUYECKOro
obcnyXuBaHusi cTepunmnsaTopa;

b) peTanbHas MHdopMauus o NUTaLWMX cpeaax, CrMBe U BEHTUNSALMMY;

C) AeTanbHasd uHdoOpmaums O MUKPOBOLMAHOM pacTBOpe W CTepunuaylowem areHte, Tpebyembix And
cTepunmnsauum, BKoYas X XMMUYECKUI cocTaB, AaHHble No 6e30nacHOCTM U TPeboBaHUS K XPaHEHMUIO;

d) geTtanbHble cBeAeHUs1 0 NOTpebNeHnn MUKPOBOLMAHOIO pacTBOpPa Ha OOUH LUK cTepunuaauum;

€) OaHHble O MOMHOM TENnnoTe, pacCeMBaeMON B OKpyXatollyto cpeny (B BaTTax), ecnu crepunusatop
paboTaeT npu TemnepaTtype okpyxatowen cpegbl (23 +/- 2) °C B CNOKOVMHOM BO3[yXe.

MpumevaHue. lNpu pacdeTe BEHTUMALMOHHOM CUCTEMbI MOMb30OBaTeNb AOMKEH Y4YMTbIBaTb W TEnso,
paccenBaemoe 3arpy3kon cTepunusartopa;

f) paamepbl NnonesHoro ob6bema u 3arpy3odHasi CoCobHOCTbL CTEPUNM3ATOPa;

g) CpeaHuin N MNUKOBLIA YPOBHM 3BYKOBOW MOLLHOCTWU, FTEHEPUPYEMON CTEPUIN3ATOPOM, BbIPaXKEHHbIE Kak
YPOBHU A-B3BELLIEHHON 3BYKOBOW MOLLIHOCTH;

h) ypoBHM 3BYKOBOW MOLLHOCTM Ansi NOOGOro AOMNOSHUTENBHOIO YCTPOWCTBA, MOCTABNAEMOro BMECTE CO
CTEPUNN3ATOPOM, HO OTAENBHOIO MO OTHOLLUEHWIO K HEMY 1 HeOGXoaMMoro Ans paboTbl cTepunu3aTopa;

i) peTanbHas MHpopMaumna O 3anpPorpaMMUPOBaHHbIX paboyumx LMKNax u ux NPUMEHEHNM;

j) meknapaumsa 0 CooTBETCTBUM TPEOOBAHNSIM MO 3NIEKTPOMArHMTHOM COBMECTUMOCTU (CM. 4.2.4.2);

k) npeaynpexgeHne O BO3MOXHOCTM HanMUuMs B HaUMOHANbHOM 3aKOHOAATENbCTBE OrpaHUYeHun Mo
KOHLeHTpauun hopmanbaernga B Bo3ayxe Ha pabovem mecte [cM. Takke F.3 (Mpunoxenue F));

[) nHcpopmaumsi 0 NOBLIX OrpaHNYEHUSIX, KAacaroLMXCS MOHTaXa WM aKcnnyatauumn (Hanpumep, B OTHOLLEHUN
3NEKTPOMarHUTHON COBMECTMMOCTW);

m) [OnosiHMTENbHbIE MOAPOOHOCTM O MOHTaxe ob6opyaoBaHWs, Kacawowmeca ©e30nacHOCTW, Kak 3TO
TpebyeTcs B cootBeTcTBMM ¢ EN 61010-2-042, nyHKT 5.4.3;

N) MHCTPYKLMKN NO nepepaboTke/yTUnm3aunm ynakoBkm ctepunmaaropa.

9.2. TMepen BbINOMHEHWEM aTTecTaUMW MOHTaxa CcTepunusaTtopa MoNnb3oBaTento AoMmkHa ObiTb
npegocTaeneHa criegyowas nHopmauys:

a) MHCTPYKLUMK Ansi NoNb30BaTens, BKoYvatoLwme B cebsi No MeHbLUER Mepe crieaytoLlee:

1) obLlee onvcaHWe Ha3Ha4YeHWst YCTPOWCTBA C OMMCAHMEM OOCTYMHbIX CTEPUITU3ALMOHHBIX LUKIOB, B TOM
yncre 3HaYeHUn NPOLIECCHbIX NapaMeTPOB U AOMYCKOB HAa HUX, AN KOTOPbIX ObInn ycTaHOBNEHbI 3hdEKTUBHOCTD
n 6esonacHocTb (cM. Takke 5.1.3 u MNMpunoxexne B);

2) peTanbHyt0 UWHGOpPMAUMIO O BPEMEHW MpeaBapuTENbHOrO MNpPOrpeBa Kamepbl CTepunmnsaTopa,
HeobXoANMOM ANs OCTWKEHMS paboyero COCTOSIHUSE CTepUnNmn3aTopa;

3) XxapaKkTepUCTUKN PacXOfHbIX MaTeEPUAroB U NPUHAANIEXHOCTEN, NpegHa3HauYeHHbIX ANs cTepunmnsaTopa.

Mpumeyanune 1. Croga MOryT BXOAWUTb MHCTPYKUUM MO MX YTURM3aLUK;

4) pa3mepbl KaMepbl CTEPUNN3ATOPA;

5) onncaHne cuctembl M OpraHoB YNpaBreHnsi, a Takke YCTPOUCTB MHAMKALMU U perMcTpaumm AaHHbIX;

6) MHCTPYKLUMKN NO AEACTBUSAM, NpeanpuHMMaeMbIM B Crydae BO3HUKHOBEHUS HEUCNPABHOCTEN;

7) VHCTPYKUMM NO eXeOHEBHOW/PErynspHoOM O4YMCTKE W OPYrMX Bugax OOBCNyXWBaHWS, €Crlv  OHU
HeobxoauMmbl;



8) OeTalnbHYyro I/IH('.bOpMaLI,I/II'O 00 ncnbiTaHUsX, NpoBOANMbIX MNMpU Hopmaanon SKCnnyatauum crtepunmsartopa,
n nepnoan4HOCTUN UX BbINOINMTHEHUA.

I'IpwmeanMe 2. Onpep,eneHwe nepnoanvyHOCT U WNPOThl Banngauun, Tekylero KOHTpona n peartrecraumm
CMocobHOCTU K cTrepunun3aumnm He dBndaeTcd 4acTbio COHpOBOﬂI/ITeﬂbHOﬁ OOKYMEeHTauuMm K CTtepunmniartopy. Mo
OaHHbIM BOMpocam MOoryT ObITb npeaycMoTpeHbl HalunoHarlbHble pykoBoAALLME OOKYMEHTbI;

9) kpaTKoe onncaHue ycTpPoucTB 6e3onacHoCTy;

10) pononHUTEnbHY WHdopMauuio 06 akcnnyatauum obopydoBaHMs B 4vacTu  GesonacHoCcTM B
cootBetcTBuM ¢ EN 61010-2-042, nyHkT 5.4.4;

11) MHCTPYKUMM NO 3arpyske;

b) kpaTkMe MHCTPyKUUM No aKcnnyaTauuu (ans onepaTopa);

C) PYKOBOACTBO Mo 06CnyKnBaHuto, BKrtovatoLee B cebst No MeHbLLe Mepe crieytoLyto MHPOopMaLuio:

1) yka3zaHus No o6CnyXMBaHMIo, B TOM YMCre AaHHble O MepUoaUYHOCTY;

2) yKasaHus no nposepke npegoxpaHuTeNbHbIX YCTPOWUCTB C NepeYvmcrieHneM ycTaBok,;

3) cxeMbl TPyOHOWM OOBA3KN U SMEKTPUYECKNE CXEMBI;

4) pyKOBOACTBO MO TEXHUYECKOMY OOCIY>XMBAHUIO U NEPeYeHb 3anacHbIX YacTen.

Mpumeyanune 3. PerynsapHoe obcnyxusaHue HeobXoaMMO Kak Afisi COXpaHeHMs paboyumx XapakTepucTuK 1
6e3onacHOCTM CTepunmnsaTopa, Tak 1 ans obecrneyeHns NOCTOSIHHO HU3KOrO YPOBHSA Bbibpoca dhopmanbaervaa;

d) oeknapaumio M3roToBUTENS O COOTBETCTBUM HACTOSILLLEMY CTaHAAPTY;

€) noapobHble AaHHbIE O KAYECTBE NUTAIOLLMX Cped U CTEPUNU3YIOLLLETO areHTa;

f) BaHHbIE O pa3meLLeHNM KOHTPOMBHOW TOYKN N3MEPEHUS TeMnepaTypbl;

g) ccbinku Ha Mpunoxenns E n D k HacToswemy cTaHAapTy B YaCTW CNPaBOYHbIX AaHHbLIX MO OrpaHuyeHunio
KonuuyecTBa ocTaToyHOro cdopmarnbiernga B MEAULMHCKUX U3AENMSIX U MeTogax onpeeneHns 3Toro Konmnyectea
COOTBETCTBEHHO;

h) MHCTPYKUUM NO OYUCTKE Kamepbl N BHELUHWMX MOBEPXHOCTEN C yKa3aHMEM areHTOB, MCMONb3yeMblX Onsi
3TUX Lenen;

i) gononHuTenbHy MHopmaumo 06 obecnyxmeaHMm 06opyaoBaHMA B YacTn 6€30MacHOCTN B COOTBETCTBUM
¢ EN 61010-2-042, nyHkT 5.4.5;

j) MHCTPYKUMM NO yTUnNM3auumn ctepunusartopa.

9.3. [lomkHbl ObITb NPUNOXEHBI AOKYMEHTbI, MPeAHAa3Ha4YeHHbIe OS5 TEKYLLEro Nofib30BaHUS.

9.4. KpaTkne WHCTpyKUuM ornepaTopa AOSMKHbl ObiTb CHabXeHbl 3alMTHOW OONOXKOW, NPUrOAHOW Ansi
NnepecbIfiki No NoYTe, eCcnim 3Ta MHpopMauns He NPUKPENIEHa XEeCTKO K cTepunuaaTopy [cMm. 9.2, nepeyuncrneHune

b)].

9.5. Bo nsbexaHue yxygLeHnsi oTHOCALLMXCA K 6Ge30nacHOCTM 1 nognagarLmx nog 4ENCTBUE MapPKUPOBKU
CE (EBponenckoe COOTBETCTBME) XapaKTEPUCTUK, COMPOBOAUTENbHbIE AOKYMEHTbI OOIMKHbI Mpeaynpexgartb O
TOM, 4YTO obGcnyxmBaHue wu/unu moaudumkaunsa/mogepHmMsauma crepunmnsatopa MoryT ObiTb BbIMOMTHEHbI TOMbKO
nuuamu, aBTOPM3OBAHHbIMM CTOPOHOW, pa3MecTUBLUEN ero Ha pbiHke. Ecnn ogobpeHne 3anacHbIX 4YacTen,
pacxofHbIX MaTepuanoB W MpPUHaANEeXHoOCTeN HeobXxoaMMo Anst NopaepXaHusi 6e30MacHOCTM UMM COXPaHEeHUs
YHKLMIA cTepunuaatopa, 3T0 00CTOATENLCTBO JOMKHO ObITh YKa3aHO AOMOMHUTENbHO.

10. O6cnyxuBaHue n okpyXxarowas cpega

10.1. Obwme cBegeHus

Monb3oBaTtenb fomkeH 6blTb MHpOPMMpoBaH 0 TpeboBaHWAX, NPeabABNSAEMbIX K HE SBMSIOWMMCS YacTbho
cTepunusaTopa NUTarLWMM cpedamM Ha MecTe akcnnyaTtaumm [cm. 9.1, nepeuuncnenne b)].

MpumeyaHne. Paboune xapakTepucTUKM CTepunuaaTopa 3aBUCAT OT €ro KOHCTPYKUUW B COYETaHWU C
NCMonNb3yemMbIMU MUTAIOLLMMU Cpeaamu.

MuTatowme cpedbl, Heobxooumble AOns paboTbl CTEPUNIM3ATOPOB, COOTBETCTBYHOLUMX TpeboBaHMAM
HaCTOsILLLEro cTaHgapTa, AOMKHbI yAOBNETBOPATb NPUBELEHHBIM HUXE TpeboBaHMAM.

10.2. OnekTponutaHune

Cuctema nogadn anekTponuTaHust, KOHUrypaums, HanpsbkeHMe M MOLLHOCTb AOMMKHbI COOTBETCTBOBATb
cneundurkaumsam crepunusatopa. [MogknoyeHne AOMKHO ObiTb BLIMOMHEHO MO MOCTOsIHHOM cxeme [cm. 9.1,
nepeuvcnexuve b) n 10.1].

10.3. CTepunumaylowmin areHT

10.3.1. Ctepynusyoluin areHT nNpoayLmpyeTcs M3 napoB MMKPOOOUMOHOro pacteopa, NpUroTOBIEHHOMO B
COOTHOLLUEHMWN, TOYHO ONpeaeneHHOM Ans npolecca.

10.3.2. CocTaB U KOHLEHTpauus MUKpoOOLMAHOrO pacTBopa OOSMKHbI COOTBETCTBOBATL CheLMUKaLnsm
npovecca.



10.3.3. MwukpoGouunaHbii pacTBOp, MOAMEXalWNA UCMONb30BaHWIO, AO0IMKeH ObiTb  cTabunuanposaH
(Hanpumep, MeTaHONoOM) BO usbexaHue nonmmepusaLum.

10.3.4. KoHTENHepbl C MMUKPOOOUMOHBIM pPacTBOPOM, MNpPefHa3HadYeHHble AN MCMONb30BaHUS  CO
CTepUnM3aTopomMm, OOMKHbI COOTBETCTBOBATL crieLmdukaumsamMm ctepmnmusartopa.

10.3.5. Ecnu cTepunu3atop TpebyeT MCnonb3oBaHWs nojadn ApyrMx cped, KpoMe MUKpoGoumaHoro
pacTBopa, Heob6xoauMo y6eanTbCs, YTO OHU He B3anMOo3aMeHsieMbl (MO BUAY NOAKMHYEHWS).

10.3.6. TpeboBaHMSA K XpaHEHWIO U CPOKY FOLHOCTU MMUKPOOOLMOHOrO pacTBoOpa OOSMKHbI ObiTh yKasaHbl Ha
KOHTEeNHepax, npeHasHa4YeHHbIX Ang UCMOoMNb30BaHWUS CO CTEPUN3aTOPOM.

10.4. MNap

10.4.1. MoxeT ObITb MCMNOMb30BaH Kak Mnap, NPOM3BOAMMbIA CreuuansHo Ansa 3TOoro npegHasHavyeHHbIM
reHepaTtopom (BCTPOEHHbIM WU aBTOHOMHBIM), Tak M Nap OT BHELUHEro WUCTOYHUKA (OT LeHTpanvM3oBaHHON
CUCTEMbI NapoCHabXXeHUs 30aHNs).

10.4.2. KauvectBO napa, Heobxogumoe Ans1  BbINOMHEHUS Mpouecca, AOMMKHO COOTBETCTBOBATb
yCTaHOBIEeHHbIM TpeboBaHusaMm [cM. 9.1, nepeuncnenne b) n 10.1].

MpumeyaHune. B kavecTBe pyKOBOASILLIEro 4OKYMEHTa MOXET ObiTb ncnonb3osaH EN 285.

10.5. Bopa

10.5.1. Boga, ucnonb3yemas gns paboTtbl cTepunmsaTopa

CrepunusaTtop gomkeH ObiTb paccymMTaH Ha paboTy ¢ BOAOW, MMEIOLLEN XapaKTEPUCTUKN NMUTLEBON BOAbI U
nogasaemou Npu TemnepaType, He npesbiwatowen 15 °C.

Mpumevanue 1. TemnepaTypa BoAbl AOMXHA ObITb Kak MOXHO HUKe, MOCKONbKY 3Ta TeMnepaTtypa BNuseT Ha
paboune xapakTepuCTUKM BaKyyMHOro Hacoca. bonee Bbicokas TemnepaTtypa BOAbl MOXET MOHU3NUTb
Npon3BOAMTENBHOCTb BaKyyMHON CUCTEMBI.

Mpumeyanue 2. CtepunusaTop AOMMKEH OblTb paccynTaH Ha paboTy C BOOOW, UMEKOLLEN KECTKOCTb Mexay
0,7 n 2,0 mmonb/n. XKecTKoCTb NuUTaloen BOAbI, Nnexaiiasi BHE 3TUX NPenerioB, MOXeT Bbl3BaTb 0bpasoBaHue
HaKUMU 1 KOPPO3KIO.

MpumevaHue 3. XapakTepucTukM NUTbEBOW BoAbl NpuBedeHbl B EBponenckon anpektuse 80/778/EEC.

MpumeyvaHue 4. HaumMoHanbHble HOPMAaTUBHbIE AOKYMEHTbI MOTyT TpeboBaTb opraHusaLlmmn npegoTepaLLeHns
obpaTHbIX BPOCKOB B NMHMIO Nodavn NMMTLEBON BOAbI.

10.5.2. MNuTatowasa Boga

TpeboBaHua K BoAe, nNpedHa3HA4YeHHOM ONs NPOM3BOACTBA MNapa BHYTpM CcTepunusaropa  Wnm
npegHasHayYeHHoW ANsi OTAENbHOro naporeHepaTopa, AOMKHbI ObiTb yCTaHOBMEHbI [cM. 9.1, nepedncnenHne b) u
10.1].

MpumeyaHune. Takas Boga He AOIMKHA COAep)KaTb KOHTAMUHAHTOB B KOHLIEHTPAUMAX, CMOCOOHbIX yXyaLWnUTb
UMKN cTepunusaumm nubo noBpeanTb CTepMnM3aTop Unu ero 3arpysky. B kauecTBe pykoBoAsLLEro JOKYMEHTa B
yacTu KayecTBa napa MoxeT ObiTb ncnonb3osaH EN 285.

10.6. CxaTbIi BO3OYX

VMcnonb3yembin (Npy HEOBXOANMOCTM) CKaTbI BO3OYX AOJIKEH:

- ObITb OTPUNBLTPOBaH Yepe3 PUINbLTP C NopaMn ANaMeTpoM 25 MKM;

- He cogepxaTb Bogbl U kanenb macra guaMmetpom 6onee 2 Mm;

- ObITb NOAAH NOA AABMEHMEM, YCTAHOBIEHHbIM ANs cTepunuaatopa [cMm. 9.1, nepeudncrnienune b) n 10.1].

10.7. CnvB v BbIBOA BO3Ayxa

JononHutenbHble TpeboBaHUsI K CUBY U KaHaNM3aUMOHHOW CUCTEME LOIMKHbI ObITb YCTaHOBMEHbI [cM. 9.1,
nepeuyvcnexue b) n 10.1].

Mpumevanue 1. HaunoHanbHble HOPMaTUBHbIE AOKYMEHTbI 00bIMHO 0bycnoBnuBatoT 6a3oBble TpeboBaHUA K
KOHCTPYKLIMM CIIMBHBIX YCTPOWCTB, BKIOYas 3alMTy OT obpaTHbIX 3a6pocoB.

Mpumevanue 2. EN 61010-2-042 BkntovaeT B cebs gononHuTenbHble TpeboBaHWs 4518 CIIMBHBIX YCTPOWUCTB U
BbIBPOCOB, CNOCOBHBIX NOBNUSATL Ha 6HE30NACHOCTb N XapakTEPUCTMKN OKpyXatowen cpedbl (cm. 9.11).

10.8. BeHTUNAUMA 1 okpyxaroLlasa cpea

Crepunusatop gomkeH ObITb paccumTaH Ha paboTy npu TemnepaTtype okpyxawwen cpegbl 35 °C u
OTHOCUTENbHOW BriaXHocTn 85%.

MpumevaHne. 310 MOXeT noTpeboBaTb MNPUMEHEHUS BEHTUMSLUOHHOW CUCTEMbI, PacCYUTaHHOW W
CKOHCTPYMPOBAHHOW 4111 OTBOAA Tenna, pacCcenBaeMoro CTEpUNU3aTopoM U €ro 3arpy3kon nocrne ee u3BneyeHus
13 Kamepbl.

BeHTUNAUNOHHbIE yCTpOVICTBa Ha MeCTe YCTaHOBKU CTepurimdatopa AOOJIKHbI ObITb CMOHTUPOBaHblI B
COOTBETCTBUN C TpeGOBaHVIFIMI/I Oe3onacHoCcTU unn TDEGOBaHVIFIMI/I K OXpaHe Opr)KﬁPOUJ,EI?I cpenbl, no EN



61010-2-042 [cm. 9.1, nepeuuncnenwne 1) n 10.1].

Mpunoxexve A
(obsi3aTenbHoE)

METO[bI MCMbITAHUA

A.1. BBegeHnue

Paboune xapaKTepucTuku CTepunu3atopa MNpPOBEPSAOT C MOMOLLbO  WCMbITAHWIA, BbINOMHAEMbIX B
COOTBETCTBUM C HactodAwmm [MpunoxeHnem. Kpome atoro, Tabnuua B.1 (Mpunoxenve B) ycTaHaBnusaeT
TpeboBaHMUA K MPUMEHUMOCTM W YUCIY MWCMbITAHUA, KOTOPbIM [OOMKEH OblTb MNOABEPrHYT KaXablA Tum
cTepunusaTopa. McnblTaHus, onucaHHble B HacToswem [IpunoXxeHun, BLINOMHAKT C MYCTOW KaMepow
cTepunusaTopa, ¢ HebOomnbLUOW 3arpy3Kor UK C MOMHOW 3arpy3Koi, Kak yka3aHo ANns Kaxa4oro MeToda UCTbITaHUA B
A.3. Bnarogapa KOMOVMHMPOBAHMIO KOHTPOSbHbLIX 3arpy3oK AN pPasfuyHbiX METOAOB MCNbITAHUA BO3MOXHO
O[HOBPEMEHHOE BbINOMHEHNE HECKOMBbKNX UCMbITaHWUNA.

MpumevaHne 1. OgHOBPEMEHHBLIM BbIMNOSTHEHUEM HECKOMNbKUX WCMbITAHUIW, KakK OMMCaHO B MPUBEAEHHbLIX
HWXe MEeToAUKaX, MOXHO YMEHbLUUTb OBLee YNCMO UCNbITAHUA U YUCMO NOTPEBHbIX ANS UCNbITAHUA PAcXOOHbIX
MaTepuanoB. PesynbTaTtoM 3TOro SBUTCH CHWKEHWE OOLLero 3arpssHeHWs OKpyXawlen cpefbl (CM. Takke
Mpunoxexue F).

MpumevaHne 2. KOHTPOMbHblE WCMbITATENbHbIE 3arpy3kM [OOSKHbl ObiTb TOYHO ONpeaeneHbl  And
obecneyeHns BepudukaLmm cooTBETCTBMA TpeboBaHNAM HacTosLwero ctaHgapTa. OHU MoryT ObiTb UCNOMb30BaHbI
ONSA NCnbITaHUA Ha COOTBETCTBUE TUMY U ANd aTTecTtauumn PyHKUMOHMPOBAHMWS, HO HE aTTecTaunm aKkcniyaTaumm.

A.2. NcnbiTaTenbHble 3arpysku

A.2.1. Hebonbluas 3arpyska

A.2.1.1. ObLwas nHdopmaums

Hebonbluyto 3arpy3ky BbIOMpalOT ONs UMUTAUUMKM HOPMAasibHOW 3arpy304HOr CUTyauum MNpy BbIMNOMHEHWM
unkna HTTM®-ctepunusauun. Hebonbluyto 3arpy3ky OpMUpYIOT M3 OMpenenieHHOro 4ucria Tak HasblBaeMbiX
"eguHuUL, HebonbLlon 3arpy3kn”, B cOOTBETCTBUM C A.2.1.2, yBENMUYnBasi ero no Mepe yesenuyeHms obbema kamep
UCMbITYEMbIX CTEPUN3ATOPOB.

[na cTepunn3aTopoB C nones3HbiM npocTpaHcTBoM kamep Ao 100 n Ha kaxgble 10 n nonesHoro
NpoCTpaHCTBa kKaMepbl A4OMMKHa BbITb MCNONb30BaHa O4Ha eAuHMLA HEOOMNbLLOW 3arpy3Kku.

Mpn obvemax kamep 6onee 100 n, nomumo Tex 10 egmHuu, koTopble TpebyroTcss Ha HadanbHble 100 n
MofnesHoro NPoCTpaHCTBa, Ha Kaxable 25 N AONONHUTENBHOro NOfe3Horo NpocTpaHcTBa AofmkHa OblTe gobasneHa
OAHa eanHMLa HeDOIbLLOW 3arpy3ku.

A.2.1.2. EanHnua HebonbLLOW 3arpy3ku

EovHmua HebonblUon 3arpy3ku COCTOMT M3 TpeX YCTPOWCTB KOHTpONs npouecca, onpepeneHHbix B C.6
(MpunoxeHue C), B AByXCrnonHon dymaxkHon obepTke cornacHo onucaHuto, gaHHomy B C.8 (Mpunoxenune C).

MpumevaHue. [JoctaToyHOe BHUMaHWE crieqyeT yaensTb WMHCTPYKUMAM W3roToBUTENEn Mo yTunusauuu
06epTOoYHBIX MaTeprasnoB 1, eCrim NPUMMEHUMO, YCTPONCTB KOHTPOISA npoLiecca.

A.2.2. MNMonHas 3arpyska

A.2.2.1. ObLwas nHdopmaums

MonHyo 3arpy3ky BbIOMpalOT ON9 MMUTAUMM TSHKEMNOW 3arpy304HON CUTyauuu MNPy BbIMOMTHEHWMM LMKNA
HTM®-cTrepunusaumm. OHa gomkHa COOTBETCTBOBATbL MO Macce no MeHbluen mepe 90% MakcumanbHON 3arpysku,
YCTaHOBMNEHHOW ANS UCNBbITYEMOro ctepunuaartopa [cM. 9.1, nepeuuncneHue f)].

MonHyto 3arpysky opMupytoT M3 onpeferneHHoro ynucna Tak HasbiBaemblX "efuHWUL MOMHOW 3arpysku”, B
cooTtBeTCcTBMU C A.2.2.2. [1o cymMMapHOW mMacce OHW OOMMKHblI COCTaBNATb He MeHee 15% macchbl MakcMMarnbHON
3arpy3kn. OcTanbHyl0 Maccy MOMHOM 3arpy3ku AOMOMHSIT M3genusmu, nogobHbIMM  MCNONb3yeMbiM  Ais
N3roTOBNEHNA eANHNLL MOMHOW 3arpy3kun ¢ aHanornyHomn nponopunen matepmnanos.

MpumedvaHne. Macca cuCTEMBbI, UCMONb3yeMOWN ANS pasMeLleHnst (MOAAEPXKKM) 3arpy3ku, He BKITHOYEHa B
Maccy MaKCMMaribHOW 3arpysku.

A.2.2.2. EAnHMLA NonHon 3arpysku
B cocTtaB eguHMLBI MOMHON 3arpy3ku BXOAUT Habop cregyowmnx n3genuvn:
a) OOWH LUNAHT, U3roTOBMEHHbIN 13 nonmeuHunxnopuga (MBX) grnvHon 1500 MM, BHYTPEHHUM AnaMeTpom 4



MM W BHELLHUM anamMeTpom 6 MM. OTO usgenve SOSMKHO ObiTb B ABYXCITONHOM 06epTke U umeTb obLuyto maccy (40
+/-5)T;

b) oaunH wnaHr, n3rotoBneHHbIn 13 nonveuHunxnopuaa (MNBX), anuHon 1000 MM, BHYTPEHHMM AnMamMeTpoM 8
MM M BHELUHUM AMamMeTpoM 12 MM 1M OOUH BUHT U3 HepXKaBetoLLeln ctanu paamepammn M8 x 60 (cm., Hanpumep, [1]),
BCTaBMNEHHbIN B OOMH M3 koHUoB [MBX-wnaHra. CobpaHHoe u3genve OOMKHO ObiTb B OBYXCMOWMHOW 00epTke u
nmeTb obLyyto maccy (120 +/- 10) ;

C) oauH cTepxeHb u3 nonvamuga (PA11 unu PA12 B cootBetctBum ¢ EN ISO 1874-1) gnuHon 80 MM 1
avametpom 15 MM 1 OOWMH BMHT U3 HepxaBsetoweln ctanu pasmepamu M8 x 60 (cm., Hanpumep, EN 24017). O6a
n3genus OoMxkHbl ObiTb B ABYXCIOMHOM 06epTke 1 MmeTb obLyto maccy (45 +/- 5) ;

d) ogHa TpyOka 13 HepxxaBetowlern ctanu (Mapku, Hanpumep, 1.4301 B cootBeTcTBUM ¢ EN 10027-2) onuHon
230 MM, BHYTPEHHUM OMaMeTpoM 6 MM 1 BHELIHUM AvameTpoM 8 MM. 3TO nsgenue SOmMKHO ObiTe B ABYXCIONHON
0obepTke N MMeTb 06LLyto maccy (40 +/- 5) T;

€) 0O4HO YCTPOMCTBO KOHTPONA npotecca, onucaHHoe B C.6 (MpunoxeHne C), B ABYXCrONHOM obepTke.

Ons obepTbiBaHUS M3genuii UCNomnb3ylT KOMOWHMPOBAHHBIN 0OEPTOYHbIA MaTepuan nnactuk/Gymara,
onucaHHbin B C.8 (MpunoxeHne C). O6waa macca eguHuubl NOMHOWM 3arpy3ky [UCKM4Yas Maccy CUCTeMbl,
ncnonb3yemMon aAns pasmeLleHns (nogaepxkm) sarpysku] gormkHa coctaensaTb (250 +/- 25) r.

Mpumevanue 1. [iBe ynakoBku TMMNOB b) u c), ncnonb3yemble AN onpegeneHns TemnepaTtypHoro npoduns u
npocmna 4aBneHns npu NoHON 3arpy3ke, 1 He A0MKHbI ObITb 3anevaTaHbl 3apaHee.

MpumevaHue 2. [JocTaTodHOe BHMMaHue criefyeT yaensaTb MHCTPYKUMAM U3roToBUTENEen no yTunusauum
06epTOYHBIX MaTepranoB 1, ECNn NMPUMEHUMO, YCTPONCTB KOHTPOIS npouecca.

A.3. MNpouenypbl ncnbITaHun

A.3.1. cnbiTaTensHoe obopyaoBaHune

WcnbiTatensHoe obopynoBaHue JOMKHO COOTBETCTBOBaTL TpebosaHuaMm MNpunoxeHns C.

A.3.2. TepmomeTpuryeckme ncnblTaHns

A.3.2.1. NcnbiTaHne npegBapuTENbHOrO HarpeBa kaMmepbl cTepunuaaropa

A.3.2.1.1. UcnbiTaHne npeaBapuTEnbHOro Harpeea npoBoAdAT C Lenbio NpOoAeMOHCTPUpOBaTh CNOCOBHOCTb
yOepxkuBaTb TemnepaTypy BHYTPEHHMX MOBEPXHOCTENW Kamepbl B MNpedenax YCTaHOBMNEHHOro [AuanasoHa
TemnepaTyp 1 obecneumBaTb Takum ob6pasoM B XO4e HOpMasibHOW CTepunmnsaumm BanngupoBaHHble manyeckue
yCrioBusi.

A.3.2.1.2. B kamepy ctepunmuiatopa o6vemom o 1000 n BBoAAT He meHee 10 gaTuMKoB TemnepaTypbl, a
npy GonbluMX pasmepax - MO OAHOMY [AOMOSIHUTENBbHOMY AaTyMKy Ha Kaxable gononHutenbHele 100 n ¢
NCNOSIb30BaHNEM KOHTPOSIbHOMO COEAMHUTENS, onucaHHoro B 4.1.5.2. [latumkm JomkHbl OblTb pacnpeneneHsl no
BHYTPEHHMM NOBEPXHOCTSIM KaMepbl, yCTAHOBMNEHHbIM AMS UCMbITyeMOro ctepunumaatopa [cM. 9.2, nepeyncrnieHme
a), 1].

A.3.2.1.3. BbINONHAKT n3MepeHuss TemnepaTtypbl B OTKa4aHHOW NyCTOW Kamepe.

A.3.2.1.4. Tlony4yeHHble MO NCTEYEHUN BPEMEHM HAarpeBa pe3ysnbTaTbl CBEPSAOT ¢ TpeboBaHMAMM K pabounm
XapaKTepucTtukam, npmsegeHHbivmn B 6.1.1.1.

A.3.2.2. TepmomeTpu4eckme ucnbitTaHms (Hebonbluasa 3arpyska)

A.3.2.2.1. TepMomMeTpunyeckne ucCnbiTaHnss C HeOOomnbLWOW 3arpy3kol B OCHOBHOM MNPOBOAAT AN
OEMOHCTpauum TOro, 4YTO COOTHOLIeHMEe TemnepaTtypa/gaBreHne BHYTPU 3arpy3kM No3BonsdeT OOCTUrHYTb
cTepuynusauum 3arpysku. Bo BTopyto oyepegb 3TO UCMbITaHUE AEMOHCTPUPYET, YTO TemnepaTypa He npeBbilaeT
BEPXHEro npefena gvanasoHa TemnepaTtyp CTepunm3aummn Ha NPOTSHXKEHUW BCEro LiMKNa cTepunusaummn.

MpumeyvaHue. BTO McCnbITaHME MOXET ObiTb BbINOMHEHO NMOO Kak OTAENbHOE WCMblITaHue € HebornbLuow
3arpy3kon, NMbo Kak MHTErpMpoBaHHas YacTb WCMbITAHWUSA AaBneHus, NMbo MWKPOBMONOrMYECKOro MCNbITaHus,
UcnblTaHWs CyLkn nnubo gecopbumn, roe NpUMMEHUMO.

A.3.2.2.2. TlogknoyalT K Kamepe cTepunu3atopa peructparop [OaBreHus, WCMONb3ys KOHTPOSIbHbIN
coenHUTENb, onucaHHbin B 4.1.5.1.

A.3.2.2.3. BBogaT B kamepy QaTyvMkm TemnepaTypbl B KONMYECTBE, YCTAHOBIIEHHOM B Tabnwvue B.1
(MpvnoxeHue B), Mcnonb3ysi KOHTPOMbHbIN COEAMHWUTENb, ONUCaHHbIM B 4.1.5.2, n nmogknoyalT aTuukm K
permctpartopy TemnepaTtypbl.

A.3.2.2.4. Pa3avewaloT B nonesHom obbeme kamepbl eaunHuLbl Hebonblion 3arpy3ku cornacHo A.2.1,
ncnomne3yd cuctemy pasmelleHns (MOOAEpXKKW) 3arpy3km u cobnogas WHCTPYKUUMM MO 3arpyske, OaHHble
N3roToBUTENEM A5 UCMbITYEMOro cTepunuaartopa [cm. 9.2, nepeyncnenue a), 11].

A.3.2.2.5. lMomewaoT oguMH OaTyuk TemnepaTypbl B KOHTPOMbHYK TOYKY W3MEepeHus TemnepaTypbl.
OcrTanbHble gaTynkn TeMnepaTypbl PABHOMEPHO pa3MeLLaloT B MONE3HOM 00beMe Kamephbl, 3aHATOM KOHTPOMbHON
3arpy3kow, y4mTbiBasi ONpPEeLENEeHHbIE N AOKYMEHTMPOBAHHbIE KPUTUYECKME TOYKM.

MpumeyaHune. Kputnyeckme To4KM MOryT ObITb onpedeneHbl B Xofe paspaboTku.



A.3.2.2.6. HemeaneHHO 3anyckailoT UMKN CTepunusauvu, noanexawui wucnbitTaHuio. Heobxoanmo
ybeoutbcs, 4TO MpuBOPbLI-pPerncTpaTopbl, a Takke LTaTHble Npubopbl, MOCTOAHHO COEAMHEHHblE C Kamepou
cTepunusaTopa, paboTaloT 1 permcTpupytoT npouecc. Cneayet Takke yb6eautbCcst B HOPMarbHOWM peructpauumn ans
nocneayoLwen OLEeHKM napameTpoB, OOycroBreHHbiXx B 6.1.1.3. o OkOHYaHWM UMKNa CTEpUNU3auumn nepeg
pa3rpy3kon HeobxoaMMo NpoBepPUTb U NOATBEPAUTb, YTO BU3yarbHasa MHAMKALMS 3aBepLUeHns uukna cpabortana.

A.3.2.2.7. OueHnBalOT NONy4YEHHbIE 3anNUCU Ha COOTBETCTBUE TPeOOBaHMSAM K pabounm XapakTepucTukam
cornacHo 6.1.1.4.

A.3.2.3. TepmomeTpUudeckme ucnbitTaHus (NomnHasi 3arpyska)

A.3.2.3.1. TepmomMmeTpUYECKME UCMLITAHUSA C NMOSMHOW 3arpy3ko B OCHOBHOM MPOBOASAT ANS AeMOHCTpaumu
TOro, YTO COOTHOLLEHUE TeMnepaTtypa/gaBneHme BHYTPU 3arpy3ku No3BoOnseT JOCTUTHYTb CTepUnM3aLnm 3arpysKku.
Bo BTOpylo ovepedb STO UCNbITaHWE AEMOHCTPUPYET, YTO TemnepaTypa He MpeBblllaeT BepxXHero npegena
AnanasoHa TemnepaTtyp CTepunusaLmmn Ha NPOTSXKEHUN BCEro LMKIa cTepunmsaunm.

MpumeyaHne. 3TO UCMbITaHNE MOXET ObiTb BbINOMHEHO NMOO Kak OTAENbHOE WCMbITaHWe C MONHOM
3arpy3koi, NMbO kak MHTErpvpoBaHHasi YacTb WUCMbITAaHUA AaBreHusi, Mo MUKPOOBMOMOrMYECKOro MCMbITaHus,
nMBO nCNbITaHWSA CYLLKM, FAe NPUMEHUMO.

A.3.2.3.2. TpucoeguHsioT Npubop, PerucTpupyroLiMin OaBreHve, K Kkamepe CTepunmusatopa, WCMonb3ys
ncnbiTaTenbHbIA COeaMHUTENDb, ONUCaHHbIN B 4.1.5.1.

A.3.2.3.3. BBogsat B kamepy cTepunusatopa onpefeneHHoe 4uCro AaTyuMkoB TemnepaTtypbl COrnacHo
Tabnuue B.1 (MpunoxeHune B), ncnonb3yst ncnbitatenbHbl COEANHUTENb, ONUCaHHBIN B 4.1.5.2, n nogknoyaoT
OaT4vK1 K Npnbopy, perucTpypyoLemy Temneparypy.

A.3.2.3.4. PasmeLllaoT eauHMLbl MOMHOM 3arpy3kun B Nosie3HoM obbeme KaMmepbl CTepunmnsaTopa, MCnornbays
CUCTEMY pasMelleHuss (NOOAEpXKKW) 3arpyskM CcTepunmsatopa W YyyYuTbiBasi WMHCTPYKLUM NO  3arpyske,
yCTaHOBMEHHbIE n3rotoBuTenem [cMm. 9.2, nepeuncneHue a), 11].

A.3.2.3.5. MNomeLaloT 0AMH AaTYnK TeMnepaTypbl B KOHTPOMNbHYO TOYKY U3MEepEeHnNs TemnepaTtypbl.

BBoaaT ABa gaTuvka TemnepaTtypbl B yNakoBKM B COOTBETCTBUM ¢ A.2.2.2, nepedncneHus b) n c), npotbikas
JaTymMKaMmn ynakoBku. VMicnonb3yoT KNenkyo NeHTy ansg ukcaumm aTinkoB B MOSOXEHWU XOPOLLEro TEMOBOro
KOHTaKTa C BWHTaMMW, HaxXOASILLUMMUCH BHYTPU YNAKOBOK, MOCME Yero 3akrnevBaloT NEHTOM OTBEpCTUsi, yepes
KOTOpble AaTyvKu BBEAEHbl B YMakOBKW. 3aknenBaloT ABOWHbIE YMAKOBKM U yKnagbiBalOT UX B €4WHMLY MOSTHOW
3arpy3ku. PaameLlaloT eguHuLy nosnHOM 3arpy3km B TOM TOYKE MOfe3Horo obbema, Kotopas Obina onpegeneHa Kak
"XonogHoe MNATHO" BO BPEMsI UCMbITaHMSA TeMnepaTypbl C HebOonbLIOW 3arpyskon. PacnpemensaiT ocTaBlUMeECs
OaTymKn TemnepaTtypbl paBHOMEPHO B NOIE3HOM OObEME, 3aHATOM KOHTPOJSTbHOW 3arpy3Kou.

A.3.2.3.6. HemegneHHo 3anyckatoT npoLecc cTepunusaumm, nognexawun wucnbitaHmio. Heobxogumo
ybeantbca B TOM, YTO uUChbITatenbHble Npubopbl, a Tawkke npubopbl, Bxoddwme B COCTaB CTepunmusaTopa,
perncTpmpytoT npouecc. Crnegyet Takke ybeamTbCs B HOPMasnbHOW pernctpauum Onsi nocriegytolen OLEHKM
napameTpoB, obycnoBneHHbIX B 6.1.1.3. 1o OKOHYaHMM UMKNa nepen pasrpy3kon NPOBEPSIOT U NOATBEpXOatoT,
4YTO BU3yarbHasa MHOUKaUUS 3aBepLUeHus Lmkna cpaborana.

A.3.2.3.7. OueHnBaloT MOMy4YeHHbIE 3anNuUCKM Ha COOTBETCTBUE TpeboBaHMSIM K pabovMM XapaKTepuctukam
cornacHo 6.1.1.4.

A.3.3. Mukpobuonornyeckoe ucnbitaHme

A.3.3.1. MukpobGuonornyeckoe uCNbITaHNE NPOBOAAT C LUEfNbl [dokasaTb, YTO Mpu AEeMOHCTpauun
yOOBETBOPEHUS TpeboBaHW HacTosILero craHgapTa K paboyMMm XapakTepucTMkam B YacTu TemnepaTypbl U
OaBMeHnss no 3aBepLleHMM HOpPMarnbHOro LMKMa CTepunusaumMm He MOXeT ObiTb  BOCCTaHOBIEHa
XKM3HECTNOCOOHOCTb  KOHTPOSbHBIX ~ MUKPOOPraHW3MOB, HaxodslmMxcd B Guonmormyeckmx  mHauvkatopax,
pa3MeLLEHHbIX B KOHTPOIBHOW 3arpyake.

MpumevaHue. JTO uUcMbITaHMe MOXET ObiTb BbIMNOMHEHO NMOO Kak OTAEenbHOe WChbiTaHue, nnbo Kak
WHTErpMpoBaHHasi 4YacTb WCMbITaHMSA [OaBMEeHUs, TemnepaTtypbl, CyLK4, nMbo uchbiTaHua pgdecopbuuu, rge
npuMmeHumo. OfHako Mpu BbIMOMIHEHUM 3TOr0 UCMbITAHUA OAHOBPEMEHHO C MCMbITAaHMEM pecopbuumn ymucno
MCMNomnb3yemMbIX YMaKOBOK (YCTPOMCTB AN MCNbITaHMS Mpouecca) AOIMKHO ObiTb HEe MeHee obuiero 4yucna
WHAMKATOPOB, UCMOMb3yeMblX Ans 000ouxX uchbiTaHUW. Buonorvdeckme vHOMKaTOpbl M MHAUKATOPbLI gecopbuun
OOIMKHbl ObiTb pasmelleHbl B OTAENbHbIX YMakoBKax BO W3bexaHue B3aUMHOIO BIUSHUA Ha pesynbTathbl
UCMNbITaHWA.

A.3.3.2. Yucno ucnomnb3yembix MHAMKATOPOB 3aBUCUT OT 3arpy304HON €MKOCTW More3Horo obbema. Yucno
WMHAMKATOPOB AOMMKHO ObiTh NoO3BONAWUM 0b6ecneumBatb OUEHKY 3(EEKTUBHOCTN NETanbHOCTU, AOCTUIHYTON
BHYTPU CTepunmayemMon 3arpy3ku. [JormkHbl ObiTb MCNOMNb30BaHbl BMonornyeckme cuctemsl, onpeaeneHHole B C.7
(MpunoxeHune C); MMHMManNbHOEe NOTPEOHOE YNCIO UHAMKATOPOB yKa3aHo B Tabnuue B.1 (MpunoxeHne B).

A.3.3.3. PaamewialoT Kaxgbld WHOMKATOP, 3@ WCKIOYEHMEM WHAMKATOPOB MO3UTMBHOIMO KOHTPOSSA
(obpasuoBbix), B ycTponcTBax And vcnbitaHms npouecca [cm. C.6 (MpunoxeHne C)], 3aKTOYEHHBIX B ABOWHYHO
06epTKy 1 3aKNEeeHHbIX C UCMOMNb30BAaHNEM CTEPUNN3aALNMOHHBIX 06epTok cornacHo EN 868-5.



A.3.3.4. PaBHOMEpPHO pacnpenensitoT yCTPOUCTBa AN1s KOHTPONSA npolecca B ABOVHON 06epTke B MONe3HOM
NPOCTpPaHCTBE KaMepbl CTepunusaTopa U JOKYMEHTUPYIOT CXEMY UX pacnpeneneHus.

A.3.3.5. HemeaneHHo 3anyckaloT rnpouecc cTepunusaumm, nognexawun ncnoitaHunio. 1o okoHyaHuu uukna
nepea pasrpy3kori NPOBEPSIOT Y NOATBEPXAAIOT, YTO BU3yarbHasa MHAMKALMS 3aBepLleHus Lukna cpaboTtana.

A.3.3.6. NHKyOUpYIOT Kak SKCMOHMPOBaHHble, Tak M HeobpaboTaHHble OGuonornyeckue wWHOMKaATOPbl B
cooTBeTcTBUM ¢ EN ISO 11138-1.

A.3.3.7. OueHnBaloT nony4eHHble pe3ynbTaThl Ha COOTBETCTBUE TpeboBaHusM 6.1.2.

Mpumeyanune. TMpn YHUYTOXKEHUN WHKYOMPOBAHHBLIX WMHOMKATOPOB crieayeT YuuTbiBaTb WMHCTPYKUUM KX
N3roToBUTENS.

A.3.4. VicnblTaHus gaBneHns

A.3.4.1. UcnbiTanne gaenexus (Hebonbluas 3arpyska)

A.3.4.1.1. UcnbiTaHne faBneHus ¢ HebOMbLLON 3arpy3koil B OCHOBHOM MPOBOAAT AN AEMOHCTpaUMK Toro,
4yTOo TpeboBaHMA K OaBneHWo, ycTaHOBMeHHble B 6.1.1.5, BbIMONHATCA B YCNOBMSAX HEOOMbLUOW 3arpys3ku
cTtepunusaTtopa. Bo BTopyto odepeab 3TO UCNbITaHUE AEMOHCTPUPYET, YTO CKOPOCTb M3MEHEHUSA AaBNEHUS B X04e
BbINOSTHEHUSA LMKNA CTepunmnsaumMm NoaaepXuBaeTcs B guanasoHe, He MO3BOSISIOWLEM MNOBPeAUTb 3arpysky u ee
YMNaKoBKY.

MpumevaHue. ATO UCMbITaHNE MOXET ObiTb BbINOMHEHO NMOO Kak OTAENbHOE WCMblITaHWe C HebOornbLUoW
3arpy3kom, NMbo Kak MHTerpupoBaHHasi 4acTb UCTbITaHUSA TemnepaTypHOro npodunsi, MIMbo MMKPOOMONOrMYECKOro
UcnbiTaHWs MO0 UCMbITAHUS CYLLKW, rge NPUMEHNMO.

A.3.4.1.2. lMogknoyaloT K Kamepe cTepunmusaTopa perncTpaTop AaBreHus, UCMNOMb3ys MUCNbITaTernbHbIN
CoeiNHNUTENb, onncaHHbin B 4.1.5.1.

A.3.4.1.3. Pasmewaor B nonesHom obbeme kamepbl cCTepunusaTopa efuHuubl HeBOnbLUOW 3arpysku
cornacHo A.2.1, ncnonb3ys cuctemy pasmelleHus (NoaOepXKKn) 3arpy3kn n cobrnogas MHCTPYKUMM MO 3arpyske,
YCTaHOBMEHHbIE M3rOTOBMTENEM AN UCMbITYEMOro ctepunuaartopa [cm. 9.2, nepeyvncnenuve a), 11].

A.3.4.1.4. HemegneHHo 3anyckatoT npoLEecc cTepunusaumy, nognexawiun wucnbitaHmio. Heobxoaumo
yb6eonTbCca B TOM, YTO UCMbITaTeNbHblE MpPUMOOPbLI, a Tawkke npubopbl, BXodswMe B COCTaB CTepunusatopa,
perncTpmpytoT npouecc. CrnegyeTt Takke ybeamtbCs B HOPMasnbHOM percTpaumm Onsi nocregyowen OLEHKN
napameTpoB, obycrnoBneHHbIX B 6.1.1.5. [1o okOHYaHMM UMKNa nepen pasrpy3kon NPOBEPSIOT U NOATBEPXOAMOT,
4YTO BU3yarbHasa MHOWKaUUS 3aBepLueHus Lmkna cpaborana.

A.3.4.1.5. OueHMBalOT MOMyYEHHbIE 3aNUCK Ha COOTBETCTBME TPebOoBaHMAM K paboymMMm xapakTepucTukam
cornacHo 6.1.1.6.

A.3.4.2. VcnbiTaHne gaBneHus (nonHas 3arpyska)

A.3.4.2.1. NcnbiTaHne paBreHus ¢ NOSTHOM 3arpy3kon B OCHOBHOM MPOBOAAT AN AEMOHCTpauun Toro, Yto
TpeboBaHMsA K OaBNEHU0, YCTaHOBIEHHbIE B 6.1.1.5, BbINOMHSAIOTCA B YCNOBUSAX MOMHOM 3arpy3ku ctepunmnsartopa.
Bo BTOpYylO oyepedb 3TO MUCMbITaHME OEMOHCTPUPYET, YTO CKOPOCTb U3MEHEHWs OaBfeHUs B XO4e BbIMOSIHEHMS
UUKna ctepunusauum nogaepxveBaeTcs B AnanasoHe, He No3BOMSLWLEM NOBPeanTb 3arpy3Kky U ee ynakoBKy.

MpumevaHne. OTO uUCNbITaHME MOXeT ObiTb BbLINOMHEHO NMOO Kak OTAEeNnbHOEe WCMblTaHWe C MOSHOW
3arpys3kon, iMbo KaKk MHTErpupoBaHHas 4YacTb UCMbITaHWUA TemnepaTypbl, MIMH60 MMKPOBMONOTMYECKOrO UCNbITaHWS,
nnMBOo MCNbITaHWUS CYLLUKX, r4e NPUMEHNMO.

A.3.4.2.2. logknoyaloT K KaMmepe cTepunusatopa pernctpaTtop AaBneHusl, WUCMOmb3yst KOHTPOSbHbIN
coenHUTENb, onucaHHbin B 4.1.5.1.

A.3.4.2.3. PaameLyaloT B MOME3HOM MPOCTPaHCTBE KaMepbl €4MHULbI MOMHOM 3arpy3ku cornacHo A.2.2,
NCMonb3ys CUCTEMY pa3MeLLeHns (nogdepKku) 3arpysku n cobnogas MHCTPYKUMM MO 3arpyske, YCTAHOBMNEHHbIE
N3roToBUTENEM A5 UCMbITYEMOro cTepunmaartopa [cm. 9.2, nepeyvncnenue a), 11].

A.3.4.2.4. HemegneHHo 3anyckalT MNPOLECC CTepunu3aumy, MoAnexawmn ucnbitTaHnio. Heobxogumo
ybeantbca B TOM, YTO UCMbITaTenbHble Npubopbl, a Takke Mpubopbl, Bxoddwue B COCTaB CTepunmsaTopa,
pernctpupytoT npouecc. CriegyeT Takke ybeamTbCA B HOpMarbHOM peructpaumm Onsi Nocreaytowen OLEHKU
napameTpoB, obycrnoBneHHbIx B 6.1.1.5. o OKOH4YaHuUM uukna nepeqg pasrpy3kor Heobxoaumo MpPOBEPUTL U
NOATBEPAUTb, YTO BU3yarbHasi UHAVKALUWS 3aBEpLUEHNs LmKna cpaboTana.

A.3.4.2.5. OueHnBalOT NOMNy4YEHHbIE 3anNncCU Ha COOTBETCTBME TpeboBaHMAM K pabounm xapakrepucTvkam
cornacHo 6.1.1.6.

A.3.5. NcnbiTanne gecopbuun

A.3.5.1. VcnbiTaHne pecopbumm NpoBoOAT ANS AEMOHCTpauuM CnocoOHOCTM cTepunmsatopa MOoHWXKaTb
KOHUEHTpaumio dopmanbiernga B MEOULUHCKOM U3AENvu MOCne CTepunu3aunm 0O YPOBHS, YCTAHOBMEHHOMO B
MpunoxeHun E.

MpumevaHue. BTO MCMbITaHME MOXET ObiTb BbINOMHEHO NMMOO KaK OTAENbHOE WUCMbiTaHWe C HebOonbLUOon
3arpy3kon, nunbo Kak WHTErpMpoBaHHasi 4YacTb WCMbITAHWS TemnepaTypbl, AaBMeHWs, CyLKW, JMbo



MI/IKpO6VIOJ'IOFW—IeCKOFO ncnbiTaHMst ¢ HebonbLuon 3arpy3|<0|?1, roe npuMeHumo. OpgHako npn BbIMOJTHEHUN €ro
OQHOBpPEMEHHO C MI/IKpO6VIOJ'IOFVI‘-IeCKI/IM ncnbiTaHMEM HUCIO UCNOJIb3YEMbIX YNMaKOBOK (yCTpOVICTB anda ncenbitaHna
npou,ecca) OOMKHO ObITb He MeHee oO6Lero u4ucna MHOUKATOPOB, WCNONb3yeMbIX O51A 000MX UCNbITAHUNA.
Buonornyeckne MHOUKaTOPbl N MHONKATOPbI /J,ecop6u,vw| OOIXHbI ObITb pa3melleHbl B OTAEsIbHbIX YyNakKoBKax BO
nsbexaHne B3aMMHOro BIIUSIHUS Ha pe3ynbTaThbl NcnbiTaHUA.

A.3.5.2. Yncno vcnonb3yeMbix UHOMKATOPOB 3aBUCUT OT €MKOCTM Mofe3Horo obbema. Ynucno nHamkaTopoB
OOMKHO ObiTb nossonsowmMM  obecneunBatb OLEHKY 3GdEKTMBHOCTM Aecopbumn, OOCTUIHYTOW BHYTPM
cTepunuayemon 3arpysku. MnHumanbHoe noTpebGHoe YMCro MHAMKATOPOB ykasaHo B Tabnuue B.1 (MpunoxeHne
B); TpeboBaHus k nHgukatopam yctaHoeneHol B C.5 (Mpunoxerwne C).

A.3.5.3. lNMomelaoT Kaxabli MHAMKATOP BMECTe C YCTPOWUCTBOM AnNd UChbITaHusa npouecca [cm. C.6
(MpunoxeHne C)] B CTepunm3aLmoHHbIN nakeT, cooTBeTcTByowuin TpeboBaHnsm C.8 (MpunoxeHune C). MNakeTbl
noMeLLaloT BO BTOPUYHYIO 0BepTKy Ans nonyyeHus ABONHON 0OepTku, N 3aKkrnemBaloT BTOpUYHYy0 0bepTky. Eule
OOMWH MHOUKaATOp HeobXoaMMO AepxaTb OTAENbHO OT 00epHYThIX. Takow MHAMKATOP MOXET OblTb UCMONBb30BaH Kak
KOHTPOMbHbIN (06pa3LIoBbIf), 1 OH HE A0IMKEH ObITb NOABEPTHYT BO3AENCTBUIO LIMKITA CTEPUNM3aLIMN.

A.3.5.4. PaBHOMEpPHO pacnpedenstioT MHOUKATOPbI/YCTPONCTBA AN KOHTPOMs npoLecca B ABONHON obepTke
B NornesHoM obbemMe KaMepbl CTEpUNMN3aTopa U JOKYMEHTUPYIOT CXEMY MX pacnpefeneHus.

A.3.5.5. HemeaneHHo 3anyckaloT npouecc cTepunusaumm, nognexawun ncnoitaHnio. 1o okoHyaHuu uukna
nepea pasrpy3ko HeobxoouMO MPOBEPWUTb M MOATBEPAWTb, YTO BU3yanbHas WHOMKAUUSI 3aBepLUEHWUst uuKna
cpaboTtana.

A.3.5.6. PacnakoBbiBaloT nHamkaTopbl 1 06pabaTtbiBaloT B COOTBETCTBUM C npoLenypon, npueegeHHoun B D.1
(MpunoxeHwne D).

A.3.5.7. OnpegensatoT cogepxaHue opmanbaervaa, BblpaKeHHOe B MUKporpammax (MKr), Ans Kaxgoro
npowegwero obpaboTKy wuHAMKATOpa, a Takke ANs KOHTPONbHOro (06pasuoBOro) MHAMKaTopa, MNOSb3ysChb
meToaukon, onucaHHon B D.2 (Mpunoxenne D). BbluutaloT 3HavyeHMe, NOMy4YEHHOE OT KOHTPOSIbHOro
(oBpasLoBoOro) nHankaTopa, U3 Kaxgoro 3HayeHusl, NoNyYeHHOro oT 06paboTaHHbIX MHAUKATOPOB. [lonyyeHHble
pesynbTaTbl WUCMOMb3YOT ONA BbIMUCNEHUS CPedHero 3HayeHus Ang Bcex obpaboTaHHbIX WMHAMKATOPOB U
NpoBEPSAIOT 3TO CpeaHee 3HaYeHNe Ha cooTBeTCTBME TpeboBaHMaM 6.2.

A.3.6. /cnbiTaHne cywkn

A.3.6.1. UcnbiTaHne cylwikn nNpoBOAAT AN OEMOHCTpauuM CMOCOGHOCTM UMKNa CTEpUnM3auum CHWKaTb
OCTaTOYHYI0 BMAXHOCTb OO YPOBHS, MO3BOMSIOWLEro MonyyYyaTb JOBOMbHO CyxXue YMNakoBKM M HEe OKa3blBaroLLero
WHOro, BPe4HOro BNMsiHUSA Ha 06paboTaHHble n3genus.

MpumevaHue. UcnbiTaHne CywKkM AOMKHO ObiTb BbINOMIHEHO Kak MHTErpupoBaHHasd 4acTb MCMbITaHWN
TemnepaTypbl UNu gaBneHna ans HebombLIOW 1 NOSTHOWN 3arpy3kul.

A.3.6.2. [poBepsAIOT CTEPUNM3OBAHHYIO 3arpy3Ky Ha COOTBETCTBUE TpeboBaHuAM 6.3.

MpunoxeHne B
(o6s3aTenbHoE)

KNACCUOUKALINA CTEPUNNIATOPOB W METObI UCMbITAHUIA

B.1. Obwas nHdopmaums

VcnbiTaHus, nepeyncrnenHsle B Tabnuue B.1 n yctaHosneHHble B A.3 (MpunoxeHune A), npegHasHadeHbl ansi
BbIMOMHEHUS C KOHTPOJSIbHBIMKU 3arpy3kamy B Lensx AEMOHCTpauMm COOTBETCTBMS TpeboBaHnusM K pabounm
XapakTepucTrkam, yCTaHOBITEHHbIM HACTOSALLMM CTaHO4APTOM.

B.2. Tvn ctepunusaTopa

B.2.1. KoHuenuua "tuna ctepunuaatopa" no3BonsgeT AaTb onpefeneHne Taknmx U3MEHEHUn B KOHCTPYKLMK,
XapakTep KOTOpbIX TpebyeT NpoBeAEHUS MOBTOPHbIX ucnbiTaHuin. Ecnv tun HTT®-ctepunusaTtopa octaetcs Tem
Xe, TO HeBOMbLUNE U3MEHEHNSI B KOHCTPYKLUMN OTAENBHOIO CTEPUM3ATOPa HE CYMTAIOT OKa3bIBalOLLMMK BMVSIHUE
Ha paboyne xapakTePUCTUKK, U MOTOMY BbINOSHEHNE MOBTOPHLIX UCMbITAHWUIA He TpebyeTcs.

B.2.2. MNpu gemoHcTpauun Toro, yto Tun HTT®d-cTepunmsatopa cooTBeTCcTBYeT TpeboBaHuAM K pabodmm
XapaKkTepucTnkam, yCTaHOBMEHHBbIM HACTOSLMM CTaHOAPTOM, CTepunM3aTtop, Krnaccuduumpyembli Kak 3TOT Xe
TUN, AOIMKEH UMETb:

a) TO XXe YMCNOo ABEPEN B TOM e KOHUrypauun.

MpumevaHne 1. Ecnn ObINO MNPOOEMOHCTPUMPOBAHO, YTO Ans [AHHOro pasmMepa M Tuna OBepu He



obHapyXeHa pasHMLA BO BMUSHUM Ha 3arpysky CTepunusatopa, pacrofioXeHHYlo Mexay ABepbio U 3agHein
CTEHKOW, TO CTEpPUNN3aTopbl C OAHOW UMM OBYMSA TakMMK ABEPSMU HE CUMTalOT NpuHaanexawyMu K pasHbiM
TMNam;

b) Bce noakntoYeHUs cpeq K Kamepe B TOV e OpUeHTaLMN.
MpumevaHne 2. 3epkanbHOE PacronoXeHne MOAKMIYEHUA MO CPaBHEHMI0 C OPUTMHamNbHBIM He ABNAETCH
NpU3HaKoM Apyroro TMna;

C) Takylo e cucTemy ynpasneHus C TEM Xe pacronoXeHnemM Bcex aT4MKOB (NO3nLUnN U OpueHTaums).

MpumevaHne 3. B cny4yasx, korga W3MEHEHUss B CUCTEMe YNpaBfeHWss He OKasblBaloT BAUSHUA Ha
nocneaoBaTernbHOCTbL UCMOMHEHUS npoLuecca M Ha orpaHudMBaloLLmMe 3HaYeHUs napameTpoB, HOBbIE UCMbITaHWUS
Ha COOTBETCTBUE TUMY He TpebyloTcs.

MpumevaHne 4. B cnydasx, korga W3MEHEHUss B CUCTEMe YNpaBfeHWss He OKasblBaloT BAUSHUA Ha
OENCTBEHHOCTb LMKNa cTepunusauun, ucnoitaHns B cootseTcTBun ¢ A.3.3 (MpunoxeHne A) gonyckaetcs He
BbINOMHATE B XOA4€ HOBbIX UCMbITAHWU Ha COOTBETCTBME TUNY;

d) Takow >xxe UMK CTepunu3alum, B TOM YUCre Te Xe napameTpbl LuKna.

B.2.3. Ecnu Bce npoune xapaKkTepuUCTUKN KOHCTPYKLMM OCTaloTCs 6€3 U3MEHEHUIA, TO NepevmCrieHHbIe HUXKe
N3MEHEHNs1 He COCTaBNSAT OCHOBbI A11s1 HOBOrO TuNa:

a) BblCOTa Kamepbl CTepunm3aTopa Hag YPOBHEM Mona;

b) pasHvua B pasmepax Kamepbl cTepunusatopa, He npesblwawowas +/- 10% pasmepoB kamepbl
CpaBHMBaEMOro Tuna CTepunn3aTopa;

C) yBenuyeHve BpeMeHn yaepxaHus Lukna ctepunmsagnm.

I'Ipmmeanme 1. Wcnonb3oBaHne cTepunusyrowiero areHta B Te4deHue yBermM4eHHOro nepuoaa BpemMeHu
MOXXET NOBNUATbL Ha CNOCOBHOCTL CTepunmaaTtopa k gecopbumn. B Takmx cnyyasix cnegyeT noBTOPUTL UCMbITaHUE
Aecopbumu, onucaHHoe B A.3.5 (MNpunoxenne A);

d) yBenuueHme npoaomkmMTensHoCcTH dasbl gecopbuuu;

e) noboe N3MeHeHNe KOHCTPYKLMM UM MecTa npov3BoAcTBa 06OpydOBaHUSI MpU YCNOBUW, YTO MMeEeTCS
OOKYMEHTUPOBAHHOE [0Ka3aTeNbCTBO, MOATBEPXKOANLIEE OTCYTCTBME HEOMaronpuaTHOrO BO3OENCTBUS Ha
paboune xapakTepucTuKM CTepunmnsaTopa, HapyLlarLLero COOTBETCTBME HACTOsILLEMY CTaHAApTY.

MpumeyaHue 2. [lokymeHTUpoBaHNe n3MeHeHun B KOHCTPyKumm cm. EN ISO 13485:2000, nyHkT 4.3.6.

B.3. NcnbiTaHus

B.3.1. Obwume ceBeaeHus

lMepeng HavanoMm WCMNOMbL30BaHMA CTepunM3aTopa HeoOXOOAUMO BbIMOSTHEHWE WCMbITAHMM C  LENbio
noaTBEPAUTL €ro COOTBETCTBME TpeboBaHMsIM K paboymMMm XapakTepucTukam, NpUBEAEHHbIM B HACTOSILLEM
ctaHgapte. [lonoxuTenbHble pe3ynbTaTbl BCEX WCMbITAHUA, MNEPEeYUCrieHHbIX B Tabnuue B.1, [omkHbl
NpPOAEMOHCTPUPOBATL 3TO COOTBETCTBUE.

McnbiTaHus, ycTaHoBrEHHble B Tabnuue B.1, MoryT OblTb JOMNOMHEHMEM K Banugauuu M pekBanudukalmm
(peaTtTecTauun).

Ecnn B xoge vcnbiTaHUA NpoBEPSIOT PEryrMpoBKN cTepunmsaTopa Takoro poga, uTo B pesynbraTte Oyaer
co3daH HOBbIM TUM CTepunm3aTopa B COOTBETCTBUM C B.2, nocnemoBaTenbHOCTb UCMbITaHMM O0SMKHA ObiTb
NnoBTOpPEHa.

Mepen BbINONHEHMEM HOOOMO N3 NCMbITAHUA JOMKHBI ObITb NPOBEPEHbI TOYHOCTb U PErynnpoBKa YCTPONCTB
ONA M3MepeHuss TemnepaTtypbl M OaBeHWsi, a Takke MPOBEPEHO UX COOTBETCTBME TpebOoBaHUSIM HACTOSLLEro
cTaHgapTa.

MpumevaHne. Bo Bpemsa npoBedeHWs WUCMbITaHUM Heobxooumo yuuTbiBaTb TpeboBaHMs  OXpaHbl
oKpyxatouen cpefbl. [naHMpoBaHMe 1 BbINOMHEHWE UCMbLITAHWA B NOMMYECKOW nocnefoBaTenbHOCTM nomoraeT
YMEHbLIWNTL PUCK HEeXenaTernbHbIX MOBTOPEHMN WUCMbITAHUA W3-328 HEOOXOAMMOCTU BHECEHUS TEXHUYECKUX
NU3MEHEHN B KOHCTPYKLMIO CTepunmnsatopa Ha 3akniouuMTeribHOW cTaguu uUcnbiTaHi. [pakTvka nokasbliBaeT, YTo
OONMbLUMHCTBO PEryNIMPOBOK M WM3MEHEHWA MPOBEPSIIOT Ha CcTagum U3NYECKUX UCTbITaHWiA. Jlornmyeckas
nocneaoBaTenbHOCTb UCMbITAHUI, MEPeYUCTIEHHBIX B [punoxxeHnn A, MOXET ObITb H/XKEYKa3aHHOW:

1) ncnblTaHne NpeaBapuUTENbBHOMO HarpeBa;

2) ncnblTaHne gaBrnennsi ¢ HebomnbLLIOKW 3arpy3Kon;

3) TEpMOMETPUYECKNE UCMbITAHUA C HEDONbBLUOW 3arpy3Koun, BKIOYasi UCMbITAHNE CYLLKY;

4) cnblTaHne OaBreHNsi C NOMHON 3arpy3Koun;

5) TepmomeTprYECKNE NCMbITAHUSA C MOJTHOW 3arpy3KOoW, BKIOYasi UCNbITAHNE CYLLKY;

6) MMKpPOOMOOrMYecKoe UCMbITaHKE;

7) vcnbiTaHne gecopbumn.



B.3.2. VicnblTaHWe Ha COOTBETCTBUE TUMY

VicnblTaHMe Ha COOTBETCTBME TUMY MPOBOASAT AN AEMOHCTPaAUMM COOTBETCTBMS paboumx XapakTepucTUK
Kaxgoro Tuna CcTepunusatopa YCTaHOBMEHHbIM MNeped  ero  BbIMYyCKOM Ha pPbiHOK.  WcnbiTaHus B
nocnegosatenbHoctTy no A.3 (MpunoxeHne A) MOryT CNYXUTb WCMbITAHUSIMA Ha COOTBETCTBME TUMY C
cobnogeHnem TpeboBaHMIn HAaCTOSILLLErO CTaH4apTa, eCNN MX BbIMOMHAOT ANS KaX40ro Tuna crtepunmsatopa, Kak
3TO YCTaHOBMEHO B Tabnuue B.1.

B.3.3. 3aBoackue ncnbitaHua

3aBoackMe MCNbITaHUst AOMKHbl 4EMOHCTPUPOBATL COOTBETCTBUE KaXKOOro cTepunusatopa TpeboBaHUsAM K
pabounm xapakTepucTukam Ans AaHHoro tuna. McnbitaHusl, nepevncreHHble B Tabnuue B.1 n onpeaeneHHble B
A.3 (MpunoxeHne A), 4ABRAAIOTCA KOHTPOMbHLIMU UCMbITAHUAMW, MpegHa3HaYeHHbIMU AN AeMOHCTpaumm
COOTBETCTBMUSA TpeOOBaHNSAM K pabounM XxapakTepuUcTUkam, YCTaHOBMEHHbIM HACTOSILLMM CTaH4apPTOM.

B.3.4. ATtecTtaums moHTaxa (1Q)

TpeboBaHMs 1M pekoMeHZauuM no atTecTaumm MoHTaxa, npueegeHHble B EN ISO 14937, He siBnsoTcs
0bs3aTenbHOM 4acTblo HacTosILLEero cTaHgapTa. B OTHOLWIEHMM CTepunu3aTopoB, MOANeXalmx arTectauum
MOHTaXa W NognagaroLmnx nog AeNcTBMe HaCTOsLLEro cTaHaapTa, AOMKHO BbiTb NOATBEPXKAEHO, YTO:

a) X MapKMPOBKUN N 3TUKETKN COOTBETCTBYIOT TpeboBaHUsIM pasgena 8;

b) nx gokymeHTauus cootTBeTCTBYET TpeboBaHMsAM pa3gena 9;

C) NpenoxpaHnUTeNnbHblE CUCTEMBI M YCTPOMCTBA COOTBETCTBYIOT TpebosaHuam 4.2.4.1;

d) napameTpbl NUTaKOLWKUX Cpen HaxXOAsTCs B npedenax guanasoHOB, YCTAHOBIEHHbIX AN cTepunusaropa
[(cm. 9.1, nepeuncnenus b), c), a Takke pasgen 10];

€) OTCYTCTBYIOT YTEUKM, @ TaKKe NHble HEMPEeLyCMOTPEHHbIE U3NTyYEeHUS 1 BbIGPOCHI;

f) npoBepkamun He OBHapPY>KEHO HaNU4YMs ANEeKTPOMarHMTHbLIX MOMEX OT CTepunu3aTopa, BO3OENCTBYIOLWNX Ha
paboTy OKpyxXatolero o0opyaoBaHUSA, W CBUMOETENbCTB  ANEKTPOMArHUTHbIX MOMEX OT  OKpYXaroLero
obopynoBaHus, BO3AENCTBYIOLWMX Ha paboTy cTepunuaatopa (cM. 4.2.4.2);

g) YyCTaHOBMNEHHbIE Ha CTEpMNM3aTope LMKMbl CTEPUNM3aLmMM COOTBETCTBYIOT TpeboBaHMAM Monb3oBaTens
[cm. 9.2, nepeuncneHue a)].

B.3.5. AtTectauumsa dyHkumoHupoBaHusa (OQ)

TpeboBaHMa N pekoMeHZauum no artrectauun (yHKUMOHMpoBaHMs, npuBedeHHble B EN ISO 14937, He
ABNAOTCA 06s3aTenbHOM 4acTblo HacTodAwero craHgapta. B oTHoweHum crepunumsatopoB, nognexaiynx
aTTectauum (PyHKUMOHMPOBaHMA M NoAnagalowmx nod OencTBuMe HacTosIero cTaHgapTa, pekoMeHgyeTcs
NPOBECTN CEPUIO UCMbITaHU, onucaHHbIx B A.3 (MpunoxeHne A), kak ykasaHo B Tabnuue B.1.

Tabnuuya B.1

CBoaka nporpammbl UCMbITaHWIA



MNonesHbIn MuHumanbHoe Yncno MuHumanesHoe Yucno nenbitaHnn
obbem WMHAMKATOPOB, BKIOYas YMCIO TOYEK
cTepunmasat NHANKATOPbI MO3UTUBHOIO N3MepeHus
opa, n KOHTponsi (o6pasuoBbie) Temneparypsbl
Hebonbluas MonHas McnbiTaHusa Ha cooTBeTCTBUE 3aBopckue ucnbiTaHns
3arpyska 3arpyska TMny
m<c>|t<c>| p de | dr m |t<b>| p de dr
<c> <a> <a> | <a> | <a>
MeHee 60 7(m) + 5(de) OavH 4 3 3 3 3 3 1 1 1 1 1
NHAUKaTop
OT1 60 go 11(m) + 7(de) Ha ogHy 6 3 3 3 3 3 1 1 1 1 1
100 eanHuLy
NorfHon
bornee 100 | OawH 3arpyskm [ee 3 3 3 3 3 1 1 1 1 1
OOMOMNHUTENbHbLIN OOMONHUTENbHbIE
NMHOMKaTOp Ha TOYKM U3MEpPEHUS
Kaxable TemnepaTypbl Ha
OOMONHUTENbHbIE Kaxkable
100 n o6vema (m un JOMNOSNTHUTENbHbIE
de) 100 n o6bema

m - MVIKpO6VIOJ'IOI'VILIeCKVIe ncnbiTaHnA,

t - TepMOMETPUYECKME MCTIBITAHWS;

P - ncnblTaHUA AaBneHusd,;

de - ncnbiTaHusa gecopbumu;

I - UCMbITaHMA ceirb

<a> [1nga cTepunun3aTopoB CEPUNHOIo NPon3BOACTBA HE ABNAETCS CyLleCTBEHHbIM MNMpu 3aBOACKUX UCMbITAHUAX.

<b> [Ins cTepUnNn3aTopoB CEPUNHOIO NMPOU3BOACTBA SABMAETCS BaXKHbLIM Kak NMpy 3aBOACKMX UCTILITAHWSX, Tak 1 NMpu atTecTaumm
dyHKUMoHMpoBaHus (OQ).

<c> VcnbITaHus A0MKHbI ObITb BLINOMHEHLI KAk C HEOONbLLIOW, Tak 1 C NMOMHOM 38pr3KOIZ.




Mpunoxexue C
(obsi3aTenbHoE)

NCIMbITATENNIBHOE OBOPYOOBAHUE

C.1. Mpubopbl AN 3mMepeHns AaBneHns

C.1.1. Ina npoBepku NpubOPOB, cryXawux Ans MHOUKAUUW U permcTpauumn LaBreHusl, OOIMKHbl ObiTb
NPUMEHEHbI UCMbITaTeNbHbIE (KOHTPOSbHbIE) MPUBOPLI AN U3MEPEHMS AaBIEHUS.

[omkHbl 6bITb NPUMEHEHbI 6apOMETPUYECKN CKOMMNEHCUPOBAHHbLIE CUCTEMBI.

C.1.2. lLkana vcnbiTaTensHoro npubopa Anst usMepeHns AaBrneHns JOSMKHA OXBaTbiBaTh NO MEHbLUEN Mepe
ananasoH u3MepeHusi npoBepsieMoro npubopa. MakcumanbHO [OnycTMMas MOrpewHoCTb  UCMbITaTeNbHOro
npubopa fomxkHa 6bITb B 2 pa3a MeHbLUe MakCcumarnbHO JOMYCTUMON NMOrpeLLIHOCTM NpoBepsieMoro npubopa.

C.1.3. VicnbiTatenbHbii npubop 4ns naMepeHnst JOMMKEH MMeTb AeACTBUTENbHOE CBUAETENBCTBO O NOBEepKe.

C.1.4. KannbpoBka ucnbiTaTenbHoro npubopa Anst M3MepeHusi OaBneHust LOMMkHa ObiTb BbINOSIHEHA C
ncnonb3oBaHvem paboyero unu obpasLOBOro 3TanoHa, NPOCMNEXMBAEMOro A0 HaUMOHANbHOIO UMy NEepPBUYHOIO
aTanoHa.

C.1.5. VicnbiTatensHbin npubop Ans usMepeHus gasneHus AorkeH ObiTb kanubpoBaH B COOTBETCTBUM C
WHCTPYKUUSIMW €ro U3roToBUTENS.

C.2. JaTtumkn Temnepatypbl

C.2.1. [atuumkm TemnepaTtypbl [OOMKHbl ObiTb NUMOO MNAATUHOBBIMKU  PE3UCTMBHBIMKM  AaTdMKamu,
cooTBeTCTBYOWMMUM TpebosaHuam Kk knaccy A cornacHo EN 60751, nnbo Tepmonapamu, COOTBETCTBYHOLLMMU
TpeboBaHuam K knaccy 1 cornacHo EN 60584-2.

C.2.2. Hambonbwunn guameTp AaTyMKOB TemnepaTypbl, MCMOMNb3yeMblX B Kamepe cTepunusaTopa, He
AormkeH npesblwartb 1,0 MM Npy M3amepeHun NoBepx BTOPUHHON N30NALUM COeAMHUTENbHbBIX NPOBOAOB.

C.2.3. BHelwHWe ycrioBus, BO3OENCTBYIOLLME HA OATYMKM TEMMepaTypbl (4aBneHne, CTEPUIM3YIOLMIA areHT,
nap unu Bakyym), He OOIMKHbl BINATb Ha NX paboyme xapakTepucTuku.

C.2.4. KannbpoBka gaTyMmkoB TemnepaTtypbl SOMMKHA ObiTb BbINOSIHEHA C UCNONb30BaHMEM paboyero vnm
06pasL0oBOro atanoHa, NPOCNEXnBaeMoro 40 HaUMOHaNbHOro NN NEPBUYHONO ATarnoHa.

C.3. MNMpnbop ons pernctpauumn Temneparypbl

C.3.1. Mpubop gons pernctpauum TemnepaTtypbl OormkeH ObiTb CNocobeH 3anucbiBaTb TemnepaTypy Kak
MMHMMYM OT YKUCrna 4aTyMKoB, NpmBeaeHHoro B Tabnuue B.1. KaHanbl MoryT 6biTb MynbTUNIIEKCUMPOBAHHLIMU UK
He3aBMCMMbIMMK OpYr OT Apyra. YacToTta BbIGOpKM AN KaXaoro KaHana AorkHa CocTaBnAaTb 2 C U MeHee.

C.3.2. Wkana aHamnoroBoro npubopa Ansa peructpaummM TemnepaTtypbl LOMKHA OXBaTbiBaTb AManas3oH
Temnepatyp ot 0 °C go 100 °C. MnHMManbHasa ueHa geneHus wkanbl He gormkHa npesblwatb 1 K, a ckopocTb
NPOTsDKKM Oymarn pormkHa ObiTb He MeHee 10 mMm/MyH. [nvHa wWwkanbl AofmkHa ObiTb AOCTaTOMHOW Ans
obecneyeHns paspeluaroen cnocobHoctn He xyxe 0,5 K.

Mpumeyanue. [Ona OOCTWXKEHUS YKa3aHHbIX BbIWE XapakTEPUCTMK MOXET MNOoHagobutbcs yHKUMS
"yBenuyeHne", T.e. aMeHeHne Maclutaba Lkanbl.

C.3.3. Uudposbie npubopbl And perncrpauum TemnepaTtypbl OOIMKHbI PerucTpupoBaTb M 3anvcbiBaTb
JaHHble C nNpuvpalleHnem (ueHon geneHus) He 6onee 0,1 K, Ux WwKana gormkHa oxBaTbiBaTb AnanasoH Temnepartyp
ot 0 go 100 °C.

C.3.4. MakcumaneHo gonyctumble norpewwHoctn mexagy 10 °C n 100 °C He gomkHbl npebiwath 0,25 K npu
N3MepeHnn B yCrOBUSIX KOMHaTHOW Temnepatypbl [(20 +/- 3) °C].

lMocne BbINOMHEHUS PErYNIMPOBOK TEMMepaTypa, nsMepsiemasi BCeEMn gatyvkamy TemnepaTypbl, He JOIMKHa
pasnuyatbea 6onee yem Ha 0,2 K npy norpykXeHun OatyMkoB B UCTOYHMK Tenna C TemnepaTypon B npegenax
OnanasoHa Temnepatyp crepunusauun. WHOaukatop TemnepaTypbl UCTOYHMKA Tenmna [JOSPKEH MMETb
HeonpeaeneHHOCTb n3amepeHus meHee Yyem +/- 0,1 K npu namepsemon temnepaTtype.

C.3.5. KannbpoBka ucnbeltatenbHOro npubopa gnsa peructpaumu TeMmnepartypbl JOJDKHA ObiTh BbINOMHEHA C
ncnonb3oBaHneM paboyero unu obpasLOBOro 3atanoHa, MPOCNEXMBAEMOro 40 HAUWOHAIBHOMO MIM MEePBUYHOMO
aTanoHa.

C.3.6. MNpubop ang perncrpauum TemnepaTtypbl AOMKEH UMETb AEACTBUTENTbHOE CBUAETENBCTBO O NOBEPKE.

C.3.7. Mpubop anga perucrtpauumn TeMmnepaTtypbl AOIMKEH ObITb KanMbpoBaH B COOTBETCTBUM C UHCTPYKLUUEN
€ero usrotoBuTensi; kanubpoBka [oOMmKkHa ObiITb MNpoBegeHa W MO Temnepatypam, BXO4sAWMM B [ManasoH
Temneparyp cTepunmsauun.



C.4. Mpubop ansa pernctpaumn gaBneHns

C.4.1. TMpubop Ansa peructpaumm AaBneHus MoxeT OblTb MHTerpupoBaH B npubop Ans pervcTpauum
TemnepaTtypbl Kak AOMOMHUTENbHbIA KaHarn, KanubpoBaHHbIM MO AaBneHuo. YactoTa BbIOOpPKM ANA KaxOoro
KaHana fomkHa ObiTb 1 ¢ unuM meHee. [nNa mHTeprpeTaumu pesynbTaToB [OMKHbI ObiTb UCMONb30BaHbl BCe
Nosfy4eHHble AaHHbIE.

C.4.2. lkana aHanoroBbix NpubopoB ONs perucTpauum AaBrneHus 4oMmKHa oxBaTblBaTb AuanasoH ot 0 go
100 klMa abcontoTHoro aaenexus (o1 0 go 1 6ap). MnHMmanbsHasa LeHa AeneHns LKanbl He AOoMmKHa npeBbiwaTh 2
kMa (0,02 6ap), a ckopocTb NPOTSKKM Bymarn gormkHa 6biTb He MmeHee 10 MM/MUH. [nuHa Wkanbl AomkHa ObiTb
JocTatovHon ans obecnevyeHns paspeluaroLLen cnocobHocTn He xyxe 1 kMa (0,01 6ap).

MpumeyaHne. [Ons OOCTUXKEHWUS YKa3aHHbIX Bbllle XapaKTepUCTUK MOXEeT MNOoHaaobutbest  YHKLMS
"yBenuyeHue", T.e. UaMeHeHne MacluTaba Lwkansbl.

C.4.3. UndppoBble npnbopbl Ana peructpauum gaBneHus AoMKHbI perMcTpupoBaTth U 3anucbiBaTe AaHHbIE C
npupalleHnem He 6onee 0,1 kla, nx Wkana JomkHa oxBaTbiBaTb Anana3oH AasneHun ot 0 4o 1 6ap abcontoTHOro
AasneHus (ot 0 go 100 kMa).

C.4.4. O6bwwmin npegen norpeliHocTn mexay 3HadeHusMu 4 n 100 klMa abcontoTHoro aaenenns (ot 0,04 go 1
6ap) ona uHaMKaTopa U M3MepUTENbHOW cucTembl He gorkeH npesbiwaTe 0,3 kMa (3 mbap) npu M3mepeHun B
yCnoBusiX KOMHaTHoW Temnepatypsbl [(20 +/- 3) °C].

C.4.5. CobcTBEeHHas YacToTa gaTyuka M NMpUCOeQUHEHHON K HeMY TpyOkM He pormxkHa ObiTe meHee 10 Ty, a
noctosiHHas Bpemenn (0T 0% [0 63%) ons Bo3pacTatoLLero AaBneHnst omkHa 6biTe He 6onee 0,04 c.

C.4.6. Mpubop ons pernctpauumn gaBneHnsa OMKeH UMEeTb ENCTBUTENBHOE CBUAETENBCTBO O NOBEPKE.

C.4.7. Kannbpoeka gomkHa ObiTb BbINOSIHEHA C UCMONb30OBaHWEM paboyero unm obpasuoBOro 3TanoHa,
NpOCNexXmMBaeMoro 4o HaLMoHarnbLHOro Ny NEPBUYHOIO aTanoHa.

C.4.8. lMpubop Ans pernctpauum [aeneHus, Gygydn cOeOUHEHHbIM C YyBCTBUTENbHbIM K AaBNEHMIO
3N1EMEHTOM, AOMXeH OblTb kannMbpoBaH B COOTBETCTBMM C MHCTPYKUMSIMU €ro M3roToBUTENS, BKNOYasd B AnanasoH
KanvbpoBKkn OaBneHus, BXOASALWME B AMana3oH OaBneHun ctepunusaumv. HeonpegeneHHOCTb U3MepeHus npu
AaBreHun ctepunusaummn gormkHa obiTe meHee +/- 0,2 klMa (0,002 6ap).

C.5. Nnankatop ons npoBepku adhhekTMBHOCTU aecopbuum

[omkHa OblITb UcCnNonb3oBaHa CTaHA4apTM30BaHHas unbTpoBasbHas
TpeboBaHuaM, NpuBeaeHHbIM B Tabnuue C.1, guameTpom He meHee 70 MMm.

MpumeyaHue. YkasaHna OTHOCUTENBHO OKpyXatowen cpefbl - B cootBeTcTBum ¢ D.2.1 (Mpunoxenue D).

Oymara, COOTBETCTBYtOLLAst

Tabnuuya C.1

Cneundmkauus ounbeTpoBansHon Gymaru,
ncnonb3yemMon Ansi NpoBepkn 3ddEKTUBHOCTHN aecopbumn

XapakTepuctuka CCbINTOYHbIN EavHnua 3HayeHune
cTaHgapT n3mepeHunsi
YpenbHbI BEC EN ISO 536 r/ KB. M 90 +/- 3
TonwwmHa EN 20534 MM 0,2 +/- 0,04
MnoTtHocTb - Kr/ky6. M 450 (HOMWHanNbHOE 3Ha4YeHue)
<a>

CkopocTb hunbTpaumm - c 11 +/-2
(HavanbHas)
KanunnapHoe nogHsitue 1ISO 8787 MmM/10 MUH 110
(Klemm)
KoadppumumeHT cyxoro ISO 3781 H-wmir 25/14
pactsixxenns MD/CD
KoadhpuumeHT paspbiBa ISO 2758 klMa - kB. M/T 1,0
30nbHOCTb ISO 1762 % <0,01




<a> YacTHoe oT feneHuns 3HavyeHus yAenbHOro seca Ha 3Ha4eHune TOJLWWHbI.

C.6. YcTpoWcTBO ANs UCNbITaHWs npoLlecca

YCcTponcTBO ANA UCnbITaHUS npoLecca AOMKHO:

- ObITb HEMETANNNYECKUM;

- €ro KOHCTPYKUUS JOSMPKHA UCKIIOYUTE MPOHMKaAHWE CTEPUNU3YIOLLLErO areHTa BHYTPb YCTPOMCTBA Yepes ero
CTEHKM;

- yooBneTBopsiTb TpeboBaHmam EN 867-5.

C.7. buonoruyeckme NHAMKaToOpPbl U CUCTEMBI

Buonornyeckne nHAMKaTOpbl U CUCTEMbI JOIMKHBI COOTBETCTBOBATh TpebosaHusam EN ISO 11138-5.

Mpumeyanne. MoryT ObiTb MCMOMbL30BaHbl APyrMe WHAWKATOPHbIe CUCTEMbI (Hanpumep, aBTOHOMHblE
N30NnpoBaHHbIE Buonornyeckne MHAMKaTopbl), cooTBeTcTByOWwMne TpeboBaHusam EN ISO 11138-5. Ecnn B Takyto
CMCTEMY BXOAWT YCTPOMCTBO ANS UCMbITaHWSA NpoLecca, K Hel NpuMeHuMbl Takke u TpedosaHna EN 867-5.

C.8. CtepunusaumoHHasa obepTka
CrepunusaumoHHas obepTka JoImKkHa COOTBETCTBOBaThL TpeboBaHusm EN 868-5.

Mpunoxexue D
(o6sa3aTenbHoEe)

OMPEJENEHNE OCTATOYHOIO ®OPMAJILAEIMMAOA
B NHOMKATOPE 13 ®UNbTPOBAJIbHOW BYMAT U

D.1. MNMpouenypa nogroToBkn MHANKaTopa

Mocne nosiBNEHWsT wMHAMKAUMKW 3aBEPLUEHUS UuKna o6paboTaHHbIM B CTepunmMsaTope MWHOMKaTop U3
GunbTpoBanbHOM Bymarn 4ormkeH 6biTb B TEYEHNE 5 MUH MOMELLIEH B SKCTParupyroLMn peareHT B COOTBETCTBUM C
D.2.2 nnn nnoTHO 3aBEPHYT B antOMUHMEBYIO PONbry Ans NocrnenyroLen SKCTpakumm B TeveHue 24 u.

D.2. AHanus cogepxaHunst oopmanbgernga B MHaMkaTope 13 ounbTpoBasnbHoM Gymaru

D.2.1. O6opynoBaHue

VMcnonb3ytoT cnegytowee obopyaoBaHue:

a) peareHT XpOMOTPONOBOW KUCNOThI;

PacteopsitoT 1 r HaTpueBoit conu xpomotponosoii kucrotel  (C,,HNa,OS,x2H,0) B 100 mn

AVCTUNNMpOBaHHoON Boabl. Jo6aenstoT 450 mn 12,4 mons cepHon kucrnotsl (H 2SOA) . PacTtBop xpaHaT B TeMHOM

mMecTe. PacTBop rogeH kK paboTe B TeyeHue 8 y;

b) cnekTtpodoTomeTp ¢ AnNnHOM BorHbI 560 HM;

¢) rmgpokeung HaTpusa NaOH 0,2 mons;

d) nabopaTtopHas KoHun4eckasi kornda SpneHmenepa (250 M) Co CTEKNAHHOW NPUTEPTON NPOOKOW;

e) BogsHas 6aHs;

f) pactBop dopmanbgernga € W3BECTHOWM KOHUeHTpauuen wmexgy 34% un 38% (ucnonb3ylT Ans
KanmbpoBskw).

Mpumeyanune 1. Cnocob yTunusauum Ucnonb3oBaHHbIX XMMUKATOB U MHOMKATOPOB AOSKEH ObITb onpeaeneH
1 3annaHNpoBaH 3apaHee C y4eToM TpeboBaHMIn HOPMaTUBHBLIX JOKYMEHTOB K OXpaHe OKpyXKatoLen cpeapl.

MpumeyaHue 2. Heobxoanmo cobniogeHne mep NpeaoCTOPOXHOCTM Npu paboTe ¢ XMMuKataMmu, OnacHbIMU
OISl YenoBeKa 1 OKpy>KatoLLen cpeabl.

D.2.2. OkcTparmpoBaHme n3 06paboTaHHbIX MHOMKATOPOB Y NpoLeaypa OLEHKN

D.2.2.1. OkcTtparvpyloT 00paboTaHHble B CTepunu3aTope MWHOMKaTopbl M3 unbTpoBanbHOW OGymaru
pasgenbHo B 50 mn 0,2 mona NaOH npu komHaTHOM TemnepaTtype B Te4eHne MUHMMym 8 4. cnonb3yoT Konbbl
OnneHmenepa, 3aKkpbITble CTEKISAHHBIMK MpoGKamu.

D.2.2.2. MNomewatTt 1,0 mn ynomsiHyTtoro Bbiwe 3akcTpakta NaOH u 10,0 mn peareHTa XpoOMOTpPOMOBOW
KMCNOTbl B HEGOMbLUNE CTEKNAHHbIE KOMObI, 3aKpbIBalOT KONObI CTEKMSHHBIMW NpUTEPTBIMK Npobkamn. HarpesaroTt
KonObl B 3aLLMLLEHHON OT cBeTa BoasHow 6aHe npu temnepatype 100 °C B Te4eHune 45 muH.

D.2.2.3. OxnaxgatoT Konbdbl B XONOA4HOW BoAde, UCNOoNb3ys BOAAHY0 GaHio, 1 3aTem nsmepsitoT abcopbumio
pacTBopa npu AnunHe BosiHbl 560 HM ¢ NOMOLLbIO cnekTpodoToMeTpa. PaccumTbiBaoT oCcTaTouHbIM doopmanbaerng,



AN KaXgoro mMHovkatopa B MUKporpammax (MKr) € MOMOLLbI AvarpaMmbl, MOSTyYeHHOW Mpu KanvbpoBke, B
cooTtBeTcTBMM ¢ D.2.4.

D.2.3. OkcTparmpoBaHue 3 HeobpaboTaHHOro (KOHTPOSIBHOMO) MHAMKATOPA M NPOLIEAYPa OLEHKN

D.2.3.1. 3kcTparpoBaHue NpoBOOAT M3 MHAMKATOpa W3 (unbTpoBanbHOW Oymarn, He noaBEpPrHyTOro
dopmanbgernaHon CTepunusauun, Ons nonyvyeHuss CPaBHUTENbHOTMO 3HAYeHUs1 OCTaTkoB B HeobpaboTaHHOM
KOHTPOSIbHOM MHAUKaTOpe. JKCTparnpoBaHMe MU OLEHKY KOHTPONbHOro MHAUKATOpa BbINOMHAOT B COOTBETCTBUM C
D.2.2.

D.2.3.2. TlpM oOKOHYaTENbHOW OLEHKE pe3ynbTaToB WCMbiTaHWA Aecopbuum 3HayeHue OcTaTkoB B
HeoOpaboTaHHOM KOHTPOSTIbHOM WHAMKATOPE BbIYMTAKOT U3 3HAYEHWUI, MONYYEeHHbIX ONs Kaxgoro obpaboTaHHOro
nHaukaTopa.

D.2.4. Kannbpoeka

D.2.4.1. NpuHumn

Mpouenypy kanubpoBKM MCNONb3YOT AN MOMyYeHust guarpaMmbl, MNO3BoMstowen npeobpasoBaTb
nokasaHus cnekTpooToMeTpa HEMOCPEACTBEHHO B KONMMYECTBO bopManbaernaa, BolpaKeHHOe B MUKpOrpammMax
(MKr) Ha nHaukaTtop.

OcHoBy Ons KanMbpoBKM COCTaBNSIET pacTBOp hopManbaeryaa ¢ N3BeCTHOM KOHLEHTpaumen. QToT pacTBop
pa3baBnsalT B PasfMYHbIX COOTHOLLUEHWUSIX Af1S1 MONyYeHMsi OOpasuoOB C MeEHbLUEN KOHLEHTpauuen, KOTopyio
onpeaensitoT ¢ 6onbLuoi ToYHOCTLI. Mocne BbiNonHeHNUs npoueaypbl kannbpoBku cornacHo D.2.4.2 cocTtaensoT
awarpammy, no ogHON OCK KOTOPOWN OTKNaAbIBaOT KONIMYECTBO MUKpOrpaMMoB ¢hopmanbaernga Ha UHANKaTop Kak
PYHKUMIO 3Ha4YeHMs1 abcopOLumm, NONyYeHHY0 U3 Nokas3aHu crekTpogoToMeTpa. ATy AMarpaMMy UCMOMb3yoT AN
onpeneneHns konuyectsa popmanbaernia, KoTopoe NMbo CcUYUTLIBAOT HEMOCPEACTBEHHO, NMMOO paccynUTLIBAKOT C
MOMOLLbIO HAKITOHHOW NPSIMON Ha rpaduke.

D.2.4.2. Npouenypa

D.2.4.2.1. TlogrotoBnsiOT cepuio M3 LWEeCTU ob6pasoB C pas3nMYHOW KOHUEeHTpauuen dopmanegermga
cnegylowmum obpasom:

a) pa3eogAaT 1,0 Mn KOHLEHTPUPOBaAHHOrIO pacTteopa cdopmansaernga 8 1000 mn Bogbl.

MpumeyaHue. Pacteop dhopmanbgernga KoHueHTpaumen n% dpopmansgernga cogepxut n/100 kr/m =10 - n
r/n =10 - n mr/mn. KoHLEHTpUpOBaHHbIM pacTBop dopmanbaernga cogepxut ot 34% po 38% dopmansbaernaa,
pacTBop, pa3BefeHHbI Ao cooTHowweHus 1:1000, 6yaet cogepxatb oT 340 go 380 mkr/mn, a, Hanpumep, pacTBop
KoHueHTpauunen 36,41% 6yaet cogepxatb 364,1 mMkr/mn;

b) ncnonb3ys passeneHHbI pacTBOp, NOATOTOBMSAT OCTanbHble 06pa3sLbl C COOTHOLLIEHUAMM KOHLEHTPaLMI
1:2, 1:4, 1:8 n 1:16 gns nony4eHnsa 3Ha4YeHUn ¢ 4OCTATOUYHbIM AMana3oHOM N3MEPEHUN;

C) oTOumpatoT no 1 Mn oT Kaxagoro obpasua pasnnyHon koHueHTpauum (1) n gobaensoTt no 49,0 mn 0,2 mons
NaOH (2);

d) MoaroToBNAT KOHTPOSbHbLIN Obpaseu, gobasme 1,0 mMn OUCTUNNMPOBAHHOW BoAbl (MpencraBuUTEnNb
KoHueHTpauun 0 mkr/mn) k 49,0 mn 0,2 mons NaOH.

D.2.4.2.2. Ins gocTmxkeHnsa OornblUen HageXHOCTU M3MEepPEHUsT MOBTOPSHOT aTanbl oT a) go d) no D.2.4.2.1,
A58 NonydeHns ABYX naparnnerbHbIX cepuin 06pasL0oB paBHOW KOHLIEHTpaLUu.

D.2.4.2.3. [oGaenawT no 1 Mn OT Kaxdoro BbleynoMsiHytoro obpasua u no 10,0 mn peareHTa
XPOMOTPOMOBOW KUCMOTbl B HEDOMbLUME CTEKMSAHHbIE KOMObl, 3aKpbITble CTEKMSHHbIMU MPUTEPTLIMKU NPOBKamMu.
HarpeBatoT konbbl B 3alluLLLEHHON OT cBeTa BoasiHon 6aHe npu Temnepatype 100 °C B TeueHue 45 MuH, 3aTem
oxnaxkgarT Konbbl, CNOSb3ysi BOAAHYO H6aHHo.

Takum obpa3om nony4valoT OBa Habopa kanmbpoBaHHbIX 00pa3uoB Ans CNeKkTpodOTOMETPUYECKOrO
aHanuaa, npegctasnaowmx 0; n - 10; n - 10/2; n - 10/4; n - 10/8 n n - 10/16 mkr chopmanbaernga, paCTBOPEHHOIO B
50,0 mn pacTtBopa.

D.2.4.2.4. CocTaBns0T AnarpaMmmy, Ha KOTOPOW OfHa OCb NpeAcTaBnseT nokasaHusa crnekTpodgoTomeTpa, a
BTOpasi - KOSIM4YECTBO MUKporpamm popmansgeryga B 50 mn pacreopa.

D.2.4.2.5. UamepsoT cnektpodoToMeTpom abcopbumio kaxgoro us wectu obpasuoB 13 gByx Habopos npu
AnunHe BorHbl 560 HM. Monb3ysack NOMyYeHHbIMY NPY U3MEPEHNN 3HAYEHUAMU U UX U3BECTHLIM COOTHOLLEHNEM C
copgepxxaHvem copmanbsgervga B 50 mn pacteopa, NpoBogAT Ha Auarpamme ABe NpsaMble NIMHMW COornacHo MeToay
HaVMMEHbLUNX KBaApaToB (NMMHENHAs perpeccus).

MpumeyaHne. MeTon HaMMEHbLUMX KBaApaTOB WM JIMHEMHOW pEerpeccum SBrsieTcsl OO EenpUHSTLIM
MaTeEMaTU4YECKUM METOAOM, WCMOMb3yeMbIM AN MUHMMU3AUWM CYMMbl OTKITOHEHMSI MEXOy BCTaBIIEHHbIMU
(LwecTbio) 3HAYEHNAMUN U MPAMOW NIMHUEN, CBA3LIBAIOLLIEN UX OPYT C OPYTOM.

D.2.4.2.6. B 3akoyeHne paccunTbiBaloT NpsiMyto JTINHWIO, npeacTaBnsAloLLYyo cobown
cpegHeapugmMeTMdeckoe 3HayYeHue OT ABYX BCTaBMEHHbIX MpAMbIX. JTa nuHuA OygeT nos3BonsTb MnpsMoe
cunTbiBaHne obuero cogepxaHusa dopmanegervga (B Mkr) B 50 mn 0,2 mons NaOH kak dyHKUMIO OT 3HayeHus
abcopbunm npy anvHe BornHbl 560 HM, MONYYEHHOTO C NOMOLLIbIO CNeKTpodoToOMETpa.



[nsa nocTtpoeHus ncnonb3ytoT 06bembl 1 pa3BefeHNs], MOEHTUYHbIE UCMONB30BaHHLIM NPY 3KCTParnpoBaHum
nHankatopoB (cMm. D.2.2 n D.2.3), npyn aTOM nokasaHus crnektpooTomeTpa, Nosy4eHHbIe NpU BbINOMHEHUN 06emnx
npouenyp, AOMKHbI OblTb aHaNorMYHbIMU. ATO 03HAYaeT, YTO OCb Ha Anarpamme (pucyHok D.1), npeacraenstoLas
KOHUeHTpauuio opmanbgermaa B Mukporpammax Ha 50 mn obpasua npu kanubpoBke, MOXET Takke
npeacTaBnsaTe obllee KOMMYECTBO OCTaTovHOro dopmanbgersga B MuKporpammax Ha 50 mn akcTpakta us
nHovkaTopa, T.e. obllee KONMMYecTBO OCTaToyHoro dopmanbaernga, abcopObUpoBaHHOIO WMHOUKATOPOM K3
dvnbTpoBaneHon Gymaru.

Escok 1
-

0.5
A

e
-

0,1203 /,i“’,- :

Y

98,43 409,1
MKr/50 Mn

1 - HaknonHas npsimasi 409,1/0,5=818, 2uke | E;

2 - 3HaYeHwue, nosnyYyeHHoe oT obpasua

PucyHok D.1. MNMpumep rpacumka
ONs1 OLEHKM ocTaTouHOro dhopmarnbeiermaa

Mpumep - HaknoH npsmMon nuHMKM, NOMyYeHHOW B xode npouenypbl kannbposku no D.2.4.2, coctaBnsaer
818, 2uxe | E ., kak nokasaHo Ha pucyHke D.1. [pu n3mepeHun akcTpakTa U3 MHAMKaTopa, kak onucaHo B D.2.2,

nokasaHus cnektpocotometpa coctasnstot E ., =0,1203 . Konuuectso ocTatouHoro copmanbiernia B
NHOWKaTOpe MOXET OblTb CYUTAHO C AMarpammbl Unu paccuntaHo kak 818,2 - 0,1203 = 98,43 mkr bopmanbgernaa.

Mpunoxexne E
(cnpaBoyHoe)

OCTATKU ®OPMANbAOEMMAA HA MEONLIMHCKNX N3OENNAX

E.1. JonyweHus npu pacyeTe npeaenoB 0CTaToO4HOro chopmanbaernaa Ha MeQULMHCKMX N30enmnsx

B HacTosiLLee BpeMs UMeeTCs O4YeHb Maro AaHHbIX 06 ONacHOCTAX 4SSl 60NbHBIX B OTHOLLIEHMN BO3AENCTBMS
Ha HuX ocTaTkoB (hopmarnbhernga Ha CTePUNM30BaHHbIX MEOUUUHCKMX WU3Jenusax MyTaMu, OTIIMYHbIMA OT
BAObIXaHWUS! NI KOHTaKTa € koxxeln. bason ansa pacyeTos, nexalumx B OCHoBe TpeboBaHUIM HACTOSALLEro cTaHaapTa B
OTHOLLEHMM OCTaTKoB doopMarnbaeryga Ha MEAUUMHCKUX W3genusx, SBMSTCS AaHHble, NpPeAcTaBrneHHble B
ronnaHgckom otvyete RIVM (Rijksinstituut voor Volksgezondheid EH Milieu) 710401018 [xx]. lMpegenbHble

3HadeHus ana HuoepnaHgos, npuBedeHHble B Tabnuue E.1, ocHOBaHbl Ha AaHHbLIX 3HAYEHUI LD50 (cpenHss

neTanbHas [o03a TOKCMYECKOro BelllecTBa UMW paavaumu, Heobxogumas Ans Toro, YTobbl mornéna nonoBuHa
YrIEHOB MCMbITYeMON MOMynsauuM) Ans OnpeaerieHHoro 4ucra MoAdomMbITHBIX KMBOTHBIX W PasfMYHbIX MyTen

Bo3aeiicTeus. 3Hauennss LD, ana BobixaHns n BHyTpMBEHHOrO BBEAEHUS ObINK CXOAHLIMM U Bonee HU3KUMY,
yeM ONA oparnbHOrO UMM KOXHOro BO3AeNCTBUA. PacyeTbl npegena Ans OrpaHUYEHHONW 3KCMos3vuuu 4vepes



BObIXaHWE UMW BHYTPYBEHHOE BBEAEHWE, a Takke AN OparibHOro UMu KOXHOro BO3AencTBUst Gbiny OCHOBaHbI Ha
HWKHUX 3HaveHnax LD, B pagy pasnuyHbix myTei akcrnosvummn u Ha rpaHuue 6esonacHoctv 250 ans nepesoga

OaHHbIX, MNOJTy4YEeHHbIX Ha XXMBOTHbIX, HA O4HOPA30BYH 3KCMO3NULUMNIO HYerioBeKa.

Tabnuua E.1
Cchbinku
CtpaHa MyTb BO3OencTBUS 3HaueHune Ccblinika
(akcnosnumm)
Hupepnangb! BHyTpuBeHHOE BBeaeHue (1 16,8 mr RIVM-report,
BAbIXaHue) 710401018:1992
NHoe 28 mr
CLA "emoguanusartop 5 MUNMNOHHBIX Jonen ANSI/AAMI RD
47:1993
EP BakumHbI 0,2 r/n (200 MURAMOHHBIX EBponeiickas
gonewn) dapmakones

[aHHble, npencraeneHHble B Tabnuue E.1, MoryT ObiTb MCNOMNb30BaHbl B KA4eCTBE Pa3yMHOro AomnyLeHus
Ona  ycTaHoBreHus TpeboBaHMM K MeTOAy WCMbITaHWA, KOTOpbIM AOMmKeH obecneyntb AokasaTenbCTBO
Ge3onacHOCTU CTepunusatopa M BhINOMHSAEMOro MM npouecca, He oOpasyloLlero CIULLIKOM BbICOKOrO YPOBHS
octaTkoB dopmanbaernga npu  yCcrnoBusiXx MNPOBEAEHUs 3TMX MWCMbITAHUWA B COOTBETCTBUM C  HACTOSILLUM
CTaHOapTOM.

MpumeyaHue. MNMpu oueHke NOTEHLMAaNbHOMO pMcka NpUMeEHeHna ans 60nbHOro U3Lenuin, CTEPUIM30BaHHbIX
dopmanbgerngom, cnegyet paccmaTtpuBaTb OAHOBPEMEHHOE MCnonb3oBaHue 6oree yem OOHOro m3genvs B
Ka>KOoOM cry4dae, a Takke paccMaTpyBaTtbh UCMOMb30BaHWE TakMX U3genni npy nevyeHmn HoBopoxaeHHblX. CpegHee
npegenbHoe 3HaveHue, ycTaHoBreHHoe B 6.2 (200 wmkr), npumepHo B 80 pa3 Hwke, 4yeM npegen ans
BHYTPMBEHHOIO BO3AENCTBUSA, NpmBeaeHHbIn B Tabnuue E.1. Takasa rpaHuua 6esonacHocty Gbina BobibpaHa Ans
KOMMeHcaumum criydaeB OAHOBPEMEHHOrO WCMNOMb3oBaHMA O0nbHbIM Goflee 4em OJHOro U3genus U criyyaes
NCMNOMb30BaHNS M3Oenns B eYeHUN HOBOPOXKAEHHbIX.

E.2. OnpegeneHune octatouHoro popmanbgermga B CTEPUIN30BaHHbBIX U3Oenusax

E.2.1. Obwume cBepeHus

Cnocob6 onpegeneHus  octatoyHoro dopmanbgernga B CTEPUNIUM30OBaHHbLIX — MHAMKATOpax U3
GunbTpoBanbHoOM Oymaru, npuBedeHHbin B [NpunoxeHnn D, ocHoBaH Ha ob6Lien npouegype onpeneneHus
ocraTtkoB, onmcaHHon V. Handlos [2] - [4].

Mpumeyanue. MNMpu ncnonb3oBaHUM 3TOr0 METOAA AOMKHbI OblTh YUYTEHbI TPEOOBaAHNA OXpaHbl OKPYXKaroLLEN
cpeabl. Obwme ykasaHust no aToMy Bornpocy npmeegeHsl B F.1 (Mpunoxexne F).

Llenbto obonx aHan13oB sBNsAeTca onpegeneHne obLlero cogepkanvsa oopmanbgernga n ero noniMumepos B
MEOMLUHCKNX M3Oennsix, NoABEPrUnXcsa cTepunmaaumm.

BoNbLIMHCTBO MEANUMHCKNX U3AEenni, CTEPUNN3YEMbIX C UCMONb30BaHMEM opManbaeryaa, U3roToBMEHbI
M3 pasnuyHbIX TUMOB MIacTMacc, pasfnUyHbIX TUMOB pe3uHbl, cTekna u metanna. OcTtaTouHbli dhopmanbaeris
MOXeT ObITb NMpeacTaBneH kak abcopObupoBaHHbI NN agcopbupoBaHHbI ddopManbgerng, UM Kak nonumep Ha
MOBEPXHOCTU CTEPUNN30BaHHBIX U3OENNN.

MopucTele MaTepuanbl, TakMe Kak TekCTunb M Oymara, nokasanu CBOK CrnocobHocTb abcopbupoBatb
bonbLuee KONMYECTBO hopManbaernga, Yem, Hanpumep, NacTMaccehl, CTEKNO UMW MeTans, YTo CBUAETENbCTBYET
00 yBenuyeHHom cnocobHOCTM 3TUX MOPUCTBIX MaTEPUAarnoB K YAepKaH o hopManbaeriaa.

Ecnv npuHATb, KO3(MUUMEHT OTpaxawwun crnocobHOCTb unbTpoBanbHOW Oymarm K yaepXaHuio
dopmanbgernga, 3a 1,0, To npuBegeHHas Hwke Tabnuua koacdMUMEHTOB MOXET AaTb NpPeAcTaBrfieHue O
XapaKkTepucTukax pasnunyHbiX MaTepuasnos.

Tabnuua E.2



MpuMepHble KO3 PULIMEHTBI KONMYeCTBa OCTaTOYMHOro oopManegernaa
Nno cpaBHEHUIO C hunbTpoBanbHon Gymarom [3]

Matepuan MpumMepHbIn Matepuan MpuMepHbIN KO3 puLneHT
KoadhpULMEHT KonmyecTBa OCTaTOYHOro
KonuyecTBsa dopmanegernga B
OCTaTOYHOro CpaBHEHWUN C
dopmansgernaa s dunbTpoBansLHo Gymaron
CpaBHEHWU C
UNbLTPOBarbHON
Oymaron
dunbTpoBanbHas 1,0 MeTtakpunat 0
Gymara nonvmeTuna
MonunacTtepoBble 1,3 AueTaT uennonossbl 0,15
BOIOKHa
XnonyatobymaxHoe 0,65 ByTtunkayuyk 11
6enbe
MNMonnamng 6 0,8 AntomMuHueBasi ornbra 0
MNMonuatunenH 0,4 MegHaga donbra 0
MonunponuneH 0,1 HepxaBetoLwias ctanb 0,1

Mpumep - KoadpcpmumeHnt 0,1 aons nonunponureHa nokasbiBaeT, YTO €ro CrnocobHOCTb K yaepkaHuio
dopmanbgernga B 10 pas meHbLUe, YeM y punbTpoBansHom Gymaru.

E.2.2. MeToabl ncnbitaHun

[Ona vmutaumm abcopbumm dopmanbgernga matepyanamu pasnuyHbIX TUNOB METOA, NMPUMEHSIEMbINA OIS
ucnbiTaHMs  adpdpektuBHocTM  gecopbumm B HTTI®-ctepunmnsatopax, o6ycrnoBnvBaeT  MCMONb30BaHUE
GunbTpoBanbHOM GymarM B kavecTBe uHAuKatopa abcopbuwmn. MockonbKy NOpucTble MaTepuanbl, Takme Kak
TeKCTUNb M Oymara, cumTarT "Xydwum criydyaeMm" B OTHOWEHWM abcopbumm u XapakTepucTuk yaepKaHusi
dopmanbgernga, Bbibop dunbTpoBanbHOM ©Oymarm MOXeT ObiTb paccMOTpPeH Kak Haubornee npakTuyHas
anbTepHatMBa. B uensix obecneyeHunst Xxopollen BOCMPOU3BOAMMOCTM Obifi YCTaHOBMEHbI cneundundeckue
TpeboBaHusa K kayecTBy cunbTpoBanbHon 6ymarm [cm. C.5 (Mpunoxenune C)]. MNpouenypa ncnbitaHnsa gecopoumm
cTepunusaTopa C MCMOMb30BaHMEM WHAOMKATOPOB M3 UNbTpoBanbHOM OymarM AormkHa ObiTb BbIMOMTHEHA
cornacHo onucanuto A.3 (Mpunoxenue A).

B pononHeHne K 3TOMy MOXET MpeacTaBnAaTb OnpedeneHHbIn MHTepec wucnbiTaHue pecopbumm ¢
NCMOMb30BaHNEM MEOUUUHCKMX M3denui wu/vnu yCTPOWCTB AN WUCNbITaHWs Mpouecca, Harnpumep BO Bpems
Banvgaumn. BHe 3aBucumocTM OT MpPUMEHEHUA  CTaHO4apTU30BaHHOIO MeToga C  MCMNOMb30BaHWEM
unbTpoBanbHOM BymarM unm ucnbiTaHns gecopoumm ¢ MEQULMHCKMMU U3aennsMu, MoXeT ObiTb MCMOMb30BaH 1
MEeTOA OMNpedeneHns Konmyectsa octatodHoro dopmanbgernga B cootBetctBum ¢ D.1 n D.2 (Mpunoxenue D).
Crepunusyemoe MeguvuUMHCKOE usgenne MoxeT ObiTb 3aMEHEHO Ha WHAMKaATOp u3 unbTpoBanbHOW Oymarwu,
3KCTparMpyembin nocrne crepunu3aumn. HectepunvsoBaHHOE MeOUUMHCKOE u3fenue crieqyeT aKcTparmpoBatb
napansenbHO CO CTEPUITM30BAHHbLIM NMPOAYKTOM ANS MCMNONb30BaHUSA B Ka4eCTBE KOHTPOSIbHOro obpasua.

Mockonbky nonMmepu3oBaHHbI hopmanbgerna niuoxo pacTBopsieTcd B BoAge, B MeTode, onucaHHom B D.2
(Mpunoxenune D), ucnonb3yloT B kayecTBe akcTparmpytowero pacteopa 0,2 monb NaOH, nocpegctBom uyero
napacdopMmansgerug genonvMmepusyetca B dopmanbgerng. [locne 3storo  KonuyecTtBo dhopmanbaernga
onpedensioT B pesynbTate peakuum wmexgy dopmanbgernaoMm U XpoMOoTpOMnoBow kucroTton. Ab6copbumio
onpenenstoT C NOMOLLLI0 ABYXITy4eBOro cnekrpodpotomeTpa ¢ ANNHOM BOMHbI 560 HM B CpaBHEHUN C 3KCTPAKTOM
N3 KOHTPONbHOro obpasua.



Mpunoxexue F
(cnpaBoyHoE)

®AKTOPbI OXPAHbLI OKPY>KAIOLLEE/ CPE[bI
F.1. ®akTopbl oxpaHbl OKpy>KatoLLen cpefbl N0 OTHOLLEHUIO K XXM3HEHHOMY uunkny HTTd-ctepunusaTopos
dakTopbl OXpaHbl OKpyXallenh cpedbl, paccMaTpuBaemble HacCTOSALWMM CTaHOapToM, NpeacTaBneHbl B

Tabnuue F.1.

Tabnuuya F.1

dakTopbl OXpaHbl OKpyXatoLLlen cpeapl,
ynoMUHaeMble B HacTosLeM cTaHaapTe

dakTopbl OXpaHb
OoKpyXatoLen cpeqbl
(Bx0ab! 1 BbIXOAbI)

YKnsHeHHbI LmKn npoaykTa

MpounsBoacTeo 1

penpoaykums
Cragnsa A

PacnpegeneHue
(BKkntovas
yNakoBKy)
Cragns B

Mcnonb3oBaHue
Cragusa C

KoHeL XNU3HeHHOoro
umkna Ctagua D

Pasgen,

nogpasaen, NyHKT, NOANYHKT HacTosILWero ctaHgapTa

1 cnonb3oBaHue
pecypcoB

BeeneHune
Al
B.3.1

BeeneHne

BeeneHve
4.2.3.1
A.l

B.3.1

BeeneHne
9.2

2 MNoTpebneHne aHeprum

BeeneHune
Al
B.3.1

BeeneHue

BeeneHue
4221
9.1

9.2

A.l

B.3.1

3 Omucena B Bo3ayx

BeeneHue
Al
B.3.1

BeeneHue

BeeneHue
4241
4.2.4.2
4.2.6.1
5.2.4
6.2
9.1
9.2
10.7
10.8
A.l
B.3.1

BeeneHue
9.2

Bbibpochkl B Bogy

BeeneHne
A.l
B.3.1

Beenenve

BeBegeHune
4,2.3.1
5.2.1
5.2.4

9.1

9.2

10.7

Al

B.3.1

BeBegenune
9.2

5 OTtxoabl

Beenenue
A.l

BeeneHue
9.1

BeBeneHue
9.2

BeBegenune
9.2




A211
A221
A.3.3
B.1
D.2.1

A.l
A.2.1.2
A.2.2.2
A.3.3
B.1
D.2.1

6 Wym

BBeneHue
4.2.6.1
7

7 Murpaumsi onacHbIx
BELLeCcTB

Beenenve
Al

B.1

D.2.1

BeBegeHue
4111
4221
4231
4.2.3.2
5.2.1
5.2.3
5.2.4
5.25
5.2.6
5.2.7
5.3.1
54.1
5.4.4
5.4.7
6.2
10.3
A.l
B.1
D.2.1

BBenenune
9.2

8 BoapgernicTtBue Ha
noyBy

BeeneHue
9.2

9 HecuyacTHble crnyyamn
Unn HenpaewurnbHoe
NpUMeHeHWe,
BCMNEACTBME BHELUHMX
BO3AENCTBYIOLLNX
drakTopoB

BeeneHue

BeeneHue
42272
4232
4241
4.2.4.2
4252
4.2.6.2
4322
4324
4.3.2.6
43.4.1
4.3.4.6
4354
5.1.3
5.21
5.2.7
5.3.2
5.4.2
5.4.5
5.4.8
8.3
9.1
9.2
10.3

BeeneHue
9.2




10.5
A.l
D.2.1

MpumeyaHue - Heckomnbko obLwux ccbinok Ha ctaamsax A n C npvBeaeHbl B OTHOLLEHUW UCTIbITaHUA, TaK Kak
npoueaypbl UCMbITaHWA TPeOYIOTCA B COOTBETCTBMM C HACTOSILLMM CTaHOApTOM BO Bpemsi obewx crtaguii
XM3HEHHOrO LUMKNa (CM. nporpaMmMy ucnbitTaHuin B MpunoxexHuu B).

F.2. ®opmanbaerng (kpaTkoe onucaHue)

dopmanbaerna asnsgeTcst 6ecLBETHbIM TOKCUYHBIM ra30M, XOPOLLO pacTBOPMMbIM B BoAe. BoaHbIi pacTBop
dopmanbaernga HasblBaetTca popmanumHom. ToproBasa Mapka npeactasneHa 35%-HblM pacTBOPOM. DTOT pacTBOp
npeacrtaensieT cobon npo3payHyto GecLBETHYI0 XMAKOCTb C CWIbHbIM pasfpaxarowMm 3anaxoMm K "Xrydymm"
BKYCOM, BO3[€NCTBYIOLLUM Ha CIN3UCTbIE 0BOMOYKMU.

PactBopbl opmanbgernga ob6blMHO MCMOMb3YIT B MeAWUUMHE - B XUPYPrUYECKMX W NaToNorn4eckux
OTAENEHNAX, a TaKkKe B MaTONOro-aHaTOMUYECKUX OTAENEHUSX; KPOME TOro, OHWM MOryT ObITb MCNOMb30BaHbl B
OepMaToniormyeckmx U PEHTreHOBCKUX OTAENEHUSIX.

Bnarogapsa xopolen pacTBOpUMOCTM B Bofde opmanbieryg UCnonb3ylT B cTepunusatopax, rae OH
hopmMupyeT aPEKTUBHBLIN CTEPUNUSYIOLLNIA areHT, a Takke ANS pPacTBOPEHUs OCTaTKoB B MNPOLIECCHOM BoAe
nepeg ee ytunusaumen, npu KOHLEHTPaUUsX, KOTOpble He CHUTaOT HEBPeOHbIMU OIS OKpYXXatoLLen cpedbl.

F.3. BrniusaHue Ha okpyxatoLlyto cpeay

dopmanbgerng npucyTcTByeT B OOMbLUMHCTBE XUBbIX CYLLECTB U COCTaBMSIET XM3HEHHO BaXHYK 4acTb
Hawewn akonorMn. B npombiwneHHoCT dopmanbaerna LMPOKO WUCMONb3yeTcs B PasfnuuyHbIX Matepuanax.
MpoussoauMbIA U3 MeTaHOMa OH B OTHOLLEHWUW OKPY>XKaloLLen cpefbl ABMASeTCa pasnaraemMmbiM MUKPOOPraHn3Mamu
BELL,ECTBOM B COOTBETCTBMM CO crieqyroLlen uenoykon dopmyn:

CH,OH {meranon |- HCHO | popranenenin | — HCOOH | wypaBEHHAT FMCIOTA | —
—CO, +H, O | QMoKcHT, yITepona+ Bona |

PacTteopbl bopmanbaermga TOKCMYHbI, obnagatT pasgpaxarowmMm 1 annepreHHbiMn ceonctBamn. Kpome
TOro, MMEKTCA NPeanonoXeHns o6 NX KaHLEPOreHHOCTU B OTHOLUEHWM YenoBeKka Npu OANUTENbHOM 3KCMO3NLIMK,
€Cnn nHoe He 0ByCNoBMNEHO HaLUMOHamNbHbIMU HOpMaTMBaMM.

[locTaTO4HO HU3KMI YPOBEHb KOHLIEHTpauuu dopmanbaernga B BO3gyxe, MO3BOMSIOWMNA onpenensaTb ero
Hanuune npu BAbIXaHWW, OObIYHO OrpaHMYMBAET BO3MOXHOCTb ©eCCO3HATENbHOM 3KCNO3UUMM OO0 HaKOMSEeHMUs
OMacHbIX KOHLEHTpaLWM.

Mpumepbl

- 0,05 MUNNIMOHHOM AONN OBBLIMHO MOXHO OLLYTUTL MO 3anaxy;

- 0,01 MUNNIMOHHOM 4ONN MOXET BbI3BaTb pasgpakeHune rnas;

- 0,5 MUNNNMOHHOM OONMM B HEKOTOPLIX CTpaHax cuuTalT paboumm npenernoMm Ansd 3KCno3vuun B TeYeHue
O[HOrO MOJSTHOrO AHS;

- o1 0,05 go 1,2 MUANMOHHOM 4ONM MOXET BbI3BaTb pa3fpaXxeHne HOCa;

- 1,0 MUNNIMOHHYIO OOMK B HEKOTOPbIX CTpaHax CYMTAT MaKCUmanbHbIM Mpegernom and askcnosvumm 15
MUH;

- 4, 0 MUNINTMOHHbIE A0NN OObIYHO BbI3bIBAOT CNE30TEYEHME.

HaumoHarnbHble HoOpMaTMBbl MOTMYT YCTaHaBNuBaTb Mpedenbl 3KCMO3nuLMM Ond YernoBeka no KOHUEeHTpauum
dopmanbaernga B Bo3gyxe.

MpunoxeHne ZA
(cnpaBoyHoe)

PA3[EJIbI HACTOALWEIO CTAHOAPTA, B KOTOPBIX YNOMWHAKOTCA
BAXHbIE TPEBOBAHNA UITN NMHBIE MOJNTOXEHNA EBPOMNENCKNX ANPEKTVB

HacTtosiwmin ctangapT, NoAroTOBMEHHbIM NO MaHaaTy, BbigaHHomy CEH/CEHELEC (EBponerickuin komuteT
no ctaHgapTusaumn n EBponenckuin KOMUTET MO 3NEKTPOTEXHWYECKUM CTaHgapTam) EBponenckon kommuccuen u



EBponelickon accoumaumern cesobonHon Toproenu (EFTA), nopaepxusaet BaxHenwmne TpeboaHms EBponenckon
avpekTtuebl 93/42/EEC.

MPEOYMNPEXOEHWE: [Opyrne TpeboBaHus u apyrvme EBponenckve AMPeKTMBbI Takke MOryT ObiTb
NPUMEHUMBI K MPOAYKTY (MpodyKTam), nognagaroLlemMy nof AeNcTBre HaCcTOSLEero ctaHgapTa.

Pasgenbl HacTosiwero craHgapTa, nepevncneHHole B Tabnvue ZA.1, gomkHbl nogaepxveaTe TpeboBaHus
EBponetickon anpektusbl 93/42/EEC.

CooTtBeTcTBME TpeboBaHMAM pa3nenoB HacTosLWero ctaHaapTa obecnedvMBaeT COOTBETCTBME BaXKHEWLLMM
yCTaHOBIEHHbIM TpeboBaHMSAM ykazaHHOW [IMPEKTMBbI 1 acCOLMMPOBaHHbLIM C Hen TpeboBaHnsam EFTA.

Tabnuuya ZA.1

CooTtBeTcTBME HacTosLWwero ctaHaapTa Aupektusam EC

Pasgenbl HacTosiLero CooTBeTCTBYIOLLME BaxHelLIMe TpeboBaHus KommeHTapum
cTaHgapTa Oupektusbl 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 2,5,7,9 11, 13 -
10 1,2,3,56,7,9,12 -
- 14 Henpumenumo
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Mpunoxexne OA
(cnpaBoyHoe)

CBEJEHNA O COOTBETCTBNN MEXTOCYOAPCTBEHHbBIX CTAHOAPTOB
CCbINOYHbIM MEXXAYHAPOOHBLIM CTAHOAPTAM

Tabnuua A1

O06o03Ha4YeHne N HaMMmeHoBaHMe CCbINOYHOro CteneHb O0b6o3Ha4vyeHne 1 HaumeHoBaHue
MeXayHapoAHOoro ctaHaapTa COOTBETCTBUA MEXrocy4apCTBEHHOIO cTaHAapTa
EN 867-5-2001 Cuctembl Hebuonornyeckme - <*>

AONS UCMONb30BaHWA B CTEpunM3aTopax.
YacTtb 5. TexHnyeckune ycrioBus Ha
WHAMKaTOPHbIE CUCTEMbI U YCTPOWCTBA AN
BBEAEHNS NPOBOKALMOHHOW CUTyaumu npu
onpegeneHun aKkCnnyaTauMoHHbIX
XapakTepucTuK ManorabapuTHbIX




cTepunuaaTopoB Tunos B u C

EN 868-5:2002 Matepuanbl 1 cuctemsbl ansd
ynaKkoBbIBaHWUS MEeOMLVHCKMX Npnbopos,
npegHasHadYeHHbIX Ans ctepunmusauun. Yactb
5. TepmocToWkue npospaydHble MIEHKU U
TPyGKM M3 BymMaru n nnacTUKOBOW MIEHKMN.
TpeboBaHMs 1 MeTOAbI UCMbITAHWUIA

<*>

EN 60584-2:1994 Tepmonapsbl. YacTb 2.
Honycku

<*>

EN 60751:1996 TepmomMeTpbl
COMPOTMBMEHNUSI NPOMBbILLMIEHHbIE
nnaTuHoBble

<*>

EN 61010-1:1998 BesonacHocTb
anekTpuyeckoro obopynoBaHus ans
N3MepeHns, ynpasneHns n nabopaTtopHoro
npumeHeHus. Yactb 1. O6wme TpeboBaHus

<*>

EN 61010-2-042:1997
OnekTpoobopyaoBaHue Ansi NPOBEAEHMS
n3MepeHusi, ynpaeneHus 1 nabopaTopHoro
ncnonb3oBaHus. TpeboBaHus 6e3onacHoCTHU.
YacTb 2-042. YacTHble TpeboBaHus K
aBTOKMaBam U cTepunusaropam,
ncnonb3ywmnm TOKCUYHbIN ras and
00paboTkn MeguLMHCKUX U30enni 1 ons
nabopaTopHbIX NPOLLECCOoB

<*>

EN ISO 11138-1:2006 Ctepunusauus
MeANLMHCKON npoaykumn. buonornyeckme
nHgukatopbl. YacTtb 1. O6wme TpeboBaHus

IDT

FOCT ISO 11138-1-2011 Ctepunusaumsi
MeAULMHCKOM npoaykumn. buonornyeckme
nHgmkartopsbl. Yactb 1. Obwue
TpeboBaHusi

EN I1SO 11138-5:2006 Ctepunusauus
MeANLUMHCKON npoaykumun. buonornyeckme
nHaukaTopbl. YacTtb 5. bronormndeckne
WMHAWKaTOPbI ANS METOA0B
HU3KoTEeMNnepaTypHOU CTEpPUNN3aLumn napom
n hopmanbgerngom

<*>

EN 61326:1997 Onekrpudeckoe
obopyaoBaHme AN U3MEPEHWI, KOHTPOISA U
nabopaTtopHoro npumeHeHusi. TpeboBaHus
3M1EKTPOMArHUTHON COBMECTMMOCTH

<*>

EN ISO 3746:1995 Akyctuka. OnpegeneHue
YPOBHEN 3BYKOBOW MOLLHOCTU UCTOYHUKOB
Wyma C MPMMEHEHMEM 3BYKOBOIO AaBMEHNS.
KoOHTpOnbHbIA MeToq C UCMONb30BaHMEM
ormbaroLen NoBepPXHOCTU U3MEPEHUS Haza
NJTOCKOCTbI OTPaXKEHUS

<*>

ISO 228-1:1994 Pe3bbbl TpyOHbIE, HE
obecneumnBaroLLMe repMeTUIHOCTb
coeanHeHus. Yactb 1. Pasmepsbl, JONYyCKU U
0603HayeHns

<*>




<*> COOTBETCTBYWOLIUA MEXIOCYOapCTBEHHbLIN  CTaHOapT oTcyTcTByeT. [o ero  yTBepXaeHus
pekoMeHayeTCs UCMOoMb30BaTb NEPeBO Ha PYCCKUI A3bIK AaHHOro MexayHapoaHoro ctangapTa. lNepesog
JaHHOro MeXayHapoaHoro ctaHgapTta Haxoanteda B ®eaepansHOM MHGPOPMaLMOHHOM POHAE TEXHUYECKUX
pernameHTOB U CTaHOAPTOB.

MpumevaHue - B HacTosieM cTaHOapTe WUCMOMb30BaHO Criedylollee YCroBHOe 0003Ha4yeHue CTeneHu
COOTBETCTBUSA CTaHOapTa:

- IDT - ngeHTn4Hble cTaHgapThl.




