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Npegucnoene

Leny 1 nprsHyune cTasgapTyiaaymy 8 Poccuitckoin Sengepaunm yoTavoRNeHel SeqepansHiiM 3akoHom
or 27 gekabpa 2002 r. Ko 184-03 « TeXHAYECKOM DEryNHpOBaHMHY , & NPABKNA NPWMEHEHHA HALWOHANEHEIX
cTangaptTor Poccrickoid denepaumn — MOCT P 1.0—2004 «Crangaptraayns a Pocoubckon Segepauia.
DCHOBHEE NONOHKEHWA?

CeenoHMA o cTaHOapTe

1 NCGroTOBNEH CHwecTeoM © OrpaiM4eHHod OTEETCTBEHRHOCTRI aPapmcTeps (000 abapmcTepn)
HA OCHOBE ayTEMTHHHOM NEDeBOOa HE PYCCKHA AbiE, OCYLLECTRNEHHGMRD OOWEcTEOM ¢ OrpaHHYeHHOR oT-
BETCTEEHHOCTEM cHayYHO-NpoMaBaocTaEHHAs upMa «Budaps (000 «HIMTD cBuHaps ), MexOyHapoaHora
CTAMAARTA, YEAIAHHOM B NyHKTE 4

2 BHECEH TexHu4eckii KOMWATETOM Mo cTadgapTHaadky TK 383 cCTepunU3aumMA MeguuMHCESE Npo-
OYELAMSD

3 YTEEP#OEH W BBEONEH B AEWCTBHE Mpukazom PegepansHoro areHTcTBa N0 TEXHWHECKOMY pe-
MYMADOBAHKID § METRONOMM oT 12 Wona 2012 r Me 182-cT

4 HacToAwMi cTaHdapT WOAEHTHYEH MENIYHADoOHOMY cTangapTy WMCO 15882:2008 «CTepunuiauMa
MEOHUMHCKSA NDOOYELAK. XHMUYECKAE WHOWMKATODLL. PYKOBOOCTES N0 BeGopY, WCNONBIDBAHKK W HHTER-
npeTaudK pesynetatoss (150 158822008 «Stenlization of heaith care products — Chemical indicators —
Guidance for selection, uze and interpretation of resultss}

5 BBEOEH BNEPELIE

HMughapralus of USMeHSKUaX ¥ RacmoRleMy cmandapmy nyanukyemed @ exeaodto Uadadacmion UH-
HOOMALLIOHHOM YEa2AMaNa «HaLoHANLMLN cmandapmels 8 MEKCM UAMeHSHUD 1 RONPasoK — @ SXe1e-
CAUND LUIFIEACMEX UNDODOMAUUONMEIX YKAFAMENaX «HayLoHaNsHELE CMankdapmeis, B cipydae mepecompa
{Famamsr) LWL SMMaKE HECMoAWe e cmakdapma coomaememeayruies yaedounasue Oydem onybnuxkoeans
@ eMeMacaYRD vadadaemonm tRIDODMALLOHHOM YEazamene sHayuosanstse cmandapmsis, Coomaamemey-
MHaA uMNGopMaLUA, YeedoANeNIE U MENTITE DAIMELSOMCH Makss @ UHiapdaluonEal cucmeMe obilyess
AONLIGFIAHUA — M3 OhULUaNsNOM cadme PedefansMo20 F2CHMCIMEa Mo MAEXHUYSCKOMY DESYTUDOEINUK U
MEMOAII2UY & Comy MEmepHen

& Ctangaprasdropm, 2013

HacToAWwMA CTAKOAPT HE MOHET BTe NONHOCTEK UMK H3CTHYHO BOCTDOHIBE0EH, THRAKKDOBAH K pac-
NPOCTRAHEH B KaYecTEE OMUMaNLHOro MagakvA Gea palpeweHia DofepankHone areHTCTEa No TEXHNYackD-
MYy PEMYIMDOBAHWID M METRONOTIAN
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BeepeHue

HacToAwxA cTasgapT NpeJcTAENAET PYKOBSACTES No BeBODY, MCNCNB30BAHWUKG W MHTEDNPETALMK pa-
AYNETATOR KOHTPOMNA XMMHYSCHHMA HHOMRATORAMH, NEeOHAIHAYEHHEIMKA ONA WCRONbLI0BAHKA B NPOUECCax
CTEQUNNMIALMA C NDUMEHEHWEN BOOAHOMD HACRIWEHHOND Napa, MpAYero BOI0yKa, CECHEA ITWNEHa, v- Wi
[f-Hany4eHna, HHIKOTEMNEepaTypHoro napodopwMancgendga (low temperature steam and formaldehyde,
LTSF) wne napoe nepesvck sogopoga cornacko MCO 11140-1 [13]). Cepus crangaproe MCO 11140 [12],
[13]. [14], [15], [16] cnpegenaeT TpeboRaHMA K palounM XapakTepHMCTUEAM XMMAYECKMY MHOMEATOPOB. 3TH
CTAMOARTEl MABHLIM COpAICM NPESHAIMAYEHEL ANS HITCTOEMTENEA XMUHeCKus nHaxKaTopos. PykopcncTea
B HACTOALEM CTAHZapTE HOCAT ODWKA XapakTep, KMMHRYECEME WHOWEATODE B OTASNEHOCTH HE COCTaBnNADT
MCNHOWEHHY KD NDOTPamMKyY KOHTRONR CTERHNMIALMA MEOKUWHCKOR NEoOysUHK. OCHOBHOE BHAMAHME yIEMEHD
TOeDOBAHWAKM K BANKMOILWM NDOUSCEa CTEpUMMIAULKK, KOTODRIE onpegenadsl & WCO 145837 [18] onAa obwimx
npouecoos, cepui MCO 17665 [19], [20] — ans napoeol cTepdnvaagwa, ceprd MCO 11135 [3], [6] — anA cTe-
PANMAALWA oKCHOoM aTineda, MCO 111371 [7] — gna paguadioHHoi crepunuaadun i o0 20857 [22] —
ANA BOAOYWHOR CTEDHAMNAIE AN,

DAKTHHECKOE WMONONLICBAHBE YACTOTA HONONEICEAHME XHMHYECKMY HHAKKATOPOR MOMET peryndpo-
BATLCA MEXAYHADOOHBIMA KANK HAUKOHANEHEIMA CTAHOAPTAMK, & TAKE PEMYIHEYIWHAMKA ODPFEHAIA.

HeobxogumocTs B yaobHosm u DuicTposs cnocobe BRSRNEHMA NRPOENem, BoIHMELWME NP CTERKIM3a-
UMK, ABMNACE NPEANCCHENECA B DASBATHMNG CPEQCTES KOMTEOMA NpOUECea CTERHNAIALAH, WMEHYEMONG aXia-
MHYECKAM MHOWMEATOpOM:. HacToAwMit cTaniapT COOepMdT pPysCcBQOCTE0 NO BebBopy COOTRETCTBYHIWETD
KAMHHYECKOTD HHOMKATORS ANR KOHKPETHOM NPOUSCCa CTERHNMIALKIK 1 KDHTHYECKHY TepEMEHHbLIX, a TaKHe
PYKOBOOCTED K WX NPHMEHSHA. CNOMHEOCTE COBPEMEHHLIX METMUMHCKAX TEXHONOMMA W WHDOHEMR CNesTo cTe-
PANHIALHMOHHBIX TEXHONOMA W QOCTYNHOMN obOpYOOBAHWA NPHUBENW K TOMY, Y9TO NPOrpamme oDECTeHeHHa
P PEETHEHON CTEPWUNKIALUKKE CTany Sonee TPYOOEMEAMA, Y&l KOr0a-nubo paHes.
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HALWOHANBHBLIA CTAHOAPT POCCHMWCKOMW QENEPALMM

CTepMNAIALWMA MEAWUHHCKOR NRoOYKLFK
XAMHWYECKWE MHOWKATOPEI

FykoBoacTao No BeIGOPY, MCNONLIOBAHWK W MHTEPNPETALMA peaynLTaTon

Sterilization of health care products, Chemical indicators, Guidance for selection, use and inlerpretation of resulis

Data eeenenwA — 2013—06—01

1 OBnacTe NpUMEHEHKA

1.1 HacToswMi cTangapT NpeacTasnAeT pyKOBROOCTRES Mo BeGOpY, MCNCNEIOEAHMK H HETERNDETALKK
PEIYNETATOR JBACTEWA XHMHAHECKHY MHOUKATOROS, NPUMEHAEMEE NPK paspaboTie NPOUECca BAMKOAUKA K
TEKYLEM KOHTPONE, A TAKHE NP KONTPONE NPOUSCol CTEDHMMAALMA. HAcToSWWA CTaHaanT NpUMEHMM &
HHOHKATORAM, KOTOPLIC KOHTROMHMPYIOT CTELHAMIALUNMGHHEA NPOUScs Ny Tek gaH-eckonn WIANK W MHHeckons
HIMEHEHWA BELWECTE M KOTOPLIE HCNOMLIVIOTCA QNA KOHTPONA SOHOA MNK BoNEe Nepemetibes, HeolRoduMbIx
B NQOUBCccs CTERUNKIALWK. Peakyra JaHHBX XHMAYHECKHX WHOWKATODOE HE J2BWMCHT OT HANWYKA MNH OTCyT-
CTEAA MUIHECNOCODHBIX CRIAHMIMOR,

1.2 B HacToAWEM CTAMAALTE HE PACCMATRMBANTCR WHOMKATODG! ONA MCRONLA0BAHHA B NPOUSCCaX,
OCHOBAHHEE HE DHWIAYECKOM YOANEHWA MUKDOODTAHMIMOE, HANgRMED ErNETRaUMA.

1.3 HacToRWKA CTAHOART HE NDAMEHKM K HHIWEATOPAM 0NA MCRONEI0BAHMA B KOMOMHUDOBAHHEE Npo-
UEccax, HANPUMED, MOAKa — aearsderlMA Wy 04KucTEa Ha MecTe (cleaning in place, CIP) W cTepynvaagika
va mecte (sterilization in place, SIP).

2 TepMWHBI W ONpegeneHuA

B HACTOALLEM CTaHOAPTe NPMMEHEHE CREOYIOWWE TEPMMHE C COOTRETCTEYIILLMME ONpEIenaHAAMN.

Mpumesade — CNOBAPE TERMAHOE, HOMNIEIYEMBIX B 0BNECTA CTEQURHMEALMA BEOHLUMHCRON NPOOYELW, mpw-
sened g MCOOTC 11139011).

2.1 ¥umHYeckuid nHauKaTop (HeGuonormueckwid meawkaTep) [chemical indicator {non-bickogical in-
dicaton)]. CucTema, NoKalsBasilan MasMeHesue NoM BolnelcTRrK oQHoR MK Gonee nepeserHHieEx NpoUecca,
OCHOBAHHAA HA XAMHHECKOM KN DHAMYECKOM MIMEHEHWH B PE3ybTATE BelOEDKKN B NPOUScoe.

[MCOTT 11132, cTtaTen 2.6]

2.2 WwoHeyHoe cocToAanMe {endpoint). HaBmooaemose COCTORHME MHOMEATORE NOCAE 20 BROSDHKK
NP ONoEEEneHHBbX BOHTROMEHBIX JHAYSEHAAY, IA03HHEIX HATOTOBHTENEM.

[MCO 11140-1, craten 3.3]

2.3 muaukaTop (indicator). KosBaHauwa WHOWEATORPHONS aredTa ¥ en nodnosEd B opMe, npegHa-
IHAUEHHON K MPAMEHEHARD.

[MCO 11140-1, cTaTed 3.5]

Mpusmaedadne T- MHOWMEITOPHEA CHOTEME B KOMOWHAUNM CO CREWRANEHDNA TECTOS0N 3arpyakoRl TaKe RENASTGA
HHOHMEATOROM.

Mpumedarnna 2 — Gy npanosedee E.

Wamanwe ofdrunaneHoe
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2.4 AHOWEATOpHLIA aredT {indicator agent), MHOWKaATOPHBLIA pearedT (indicator reagent). AKTHEHOE
BRECTEO (BEWSCTRA) WK KOsMBMHALUWA BEWLECTE.

[MCO 11140-1, crates 3.6]

2.5 yocTponcTeo KonTponAa npouecca; YK (process challenge device, PCDY): Yorponcreo, pazpato-
TAHHOE AMNA COZNAHMEA ONPEnensHHol CoNPOTURMASMOCTI K NDOUSCSY CTERHNHIALNA ¥ WCNONBEIYEMoa 4na
OUEHEN KADAKTEOWCTME NpOUBCoa.

[MCOTC 11139, crates 2.33]

2.6 obnacTe KodTponA npouecca; OKIM {proces schallen gelocation; PCL): O6nacTe © HaWxyaWHMH
YONOBHAMK ANA CTERWNMIVHHLETS araHTalos) B MAAeNWaAx, NoANeXaLL MY CTEPHMIMIALMA.

2.7 napaMmeTtp Npoyecca (process parametar) 3aJadHog IHaYeHde NEpeMeH ol Npoyecca.

[MCOVTC 11139, cTaTes 2.34]

Mpumedadue 1 — CneuntaUMA £ NPOLECCY CTERMNMIALAM BRINHAST NBPAMETDE NPOUSSSE W WX JONYCHH.

MpamedvaHwe I — Cu. npunaxarde B.

2.8 nepemedHan npouecca (process variable). Yonoave cTepunMIauuoHHON NPOUecca, BIMRIoWas
Ha MAEDCEOLKOHYIO0 30D KTHEHOCTE.
[MCOTC 11139, craten 2.35]

Mpumeps — Bpeama, meMnepamypa, 0asneyue, KOHUEHNMPAYUR, BRERHOCTIE, GIUHa S0AMEL.
MprMEYEHWE — O NpMNosKEHE B,

2.0 peaMcromMeTp (resistometer) Monemarenedoe ochopyjosadde, NpeaHasHadseHHose Ans cosnaqds
onpegenas-ibix KOMEBMHALKA NAapamMeTnon QUINYEcKU: KUMKW XMMAYECKAY NEDeMedHsx NQoUecca CTEPUNK-
IALMIA.

210 HaceweHHLIA nap (saturated steam): Bogadoi nap B COCTOAHMK PABHOBECUA MENOY KOHLEHCE-
LR W HCNa e G

[MCO 11140-1, crartes 3.11]

211 KOHTpONLHOE JHaYeHHe; K3 [stated value, SV} IHEHEHKEAHAYEHHA EPATHYSCKWY NEDEMEHHEIX,
MO KOTOPOM(LIX) MHOKKATOD JON$EeH O0CTHMATE KOHEYHOTD COCTOAHKA, KaK ONpefaneHo MarcToRMTRMNEk,

[MCO 11140-1, cTaTtes 3.12]

212 pagumMoe MameHeHMe (visible change) YoTavmoBneHHOoS WIrOTOBWTEMEM WAMEHEHHE, KOTODOS
RAOHHD YBUOETE M EOTODOE NPOMCHAONT C HHAMKATOPOM, BblDeiaHHEIM NPH OOHOR WM HECKONBKAX KDETHY -
CHMX NEQEMEHHEIK NPOUECCE CTERANMIALMK.

n FAMBEYHEHHAE — Brgumcs MameHeHE NEPARMEHAKDT ONA OMACEHAR NOBEJEHMA HHOMEaTODIE NPOUECCH KNacca 1.

[MCO 11140-1, craTes 3.15]

3 OBbwHe ceedeHMA

3.1 Bog XUMHYECKHE HHOMKSTODE NpE0HAIHaAYEHE GNA NPENoCTARMNEHWA HHDopMaUYK 08 YoNoBHAX B
MECTE HAKXOMOEHWA WHIWKATORAE BHYTRH CTERWNHIATOPRE, BHYTPH CTEDHMWIALMOHHON JAMDYaKA MK YCTROR-
CTEA ANA WCNBITaHHA 3PeKTUBHOCTH NREOUECEa. 3TO MOMET YHAILIBATE HA BCAMOKMHEE CWHEKA B Npoyeces
CTEDHUIMIALMI.

3.2 JocToBepHOCTE WHDOPMAUKH, NEPELOCTABNASKMON SHMHYECKME HHAOWKATORAMMK, JAEHCHT OT KNAC-
Ca MHOMKATODA, WX HWCNa W NONOEEHKR, YTO BHABNAET YCNOBHA BHYTDW KAMEDS CTEDHNMIATODA WK 3arpya-
K. XapakTepHeie NONGEEHRS AN KOHGUIYDaLHME 3arpyasd JomiHsl SeTe ONpedeneHsl B X008 BanMIaumM«
npouecca.

3.3 DCHOBHBIMK XAPAKTELHUCTHEAMM NKDEX XHMHYECKNX HHAAXKATOPOE ABNAKTCA BADWRMOE HIMEHEHHE,
MOCNEq0BATENEHOE MIMEHEHHE KNKM KOHEYHDE COCTOAHKE. OTEMME B BMOE KOHGYHOND COCTORHMA MOWET, Ha-
NEMMen, NoeacTaeENaTE CcOBoR NMGD NNABNEHKE XUMWYECKOND BEWECTEA, NHED XMMAYECKYID DEIKUHIO, NPUBG-
OALWYI K ONPeqenesHHomMy nasmeHeH o LeeTa.

3.4 Ben paapaboTtad paa paand-HbIX KNACCOE XMMEYECENY HHOWKATOROE GNA YOOBNETEOPEHHA DaIMiiy-
Hialx TOEDOBAHWA KOHTEONA W NONyYSeHHA AHBoOpMaLMK O NEoUBCEE CTERUNHMAALMY. HeRoToDbIE HHOWEATODI
PEATHMPYIOT Ha OOHY NEperMeHHYI0 NPOUBCoa, HANPHMED ACCTHKEHHE ONPELEneHHoR TeMnepaType. dpyrde
MOMYT PEArMDOEATE HE TONLKED HA COHY NEPEMEHHYID NPOUEcsa, a8 OOHOERPEMEHHD HA HECKONLED NEpEMEHHEX
MNPOUECCa B TESEHHE CTEDHNAIALWMOHHONS UMK,

2
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BulCop KNAcoa XMMPYECKHE MHOWKATOPOE, HAKWMYYLWLHM 0Gpa30M COOTRETCTEYIOLWMY NPHMMEHEHH B KOH-
EPETHOM CNyHae, GonHeH GbiTe BeiNCMHEH TOMEKD MCKOAA U3 CRedyrwME COOSpase HHA!

= Yto xaparTeprayeT 3DDerTHEHOCTE CTEDMMKIA LAY

= Kade npobnemsl MOryT NpenATCTROEaTE CTEDHAHIALMA T

= Kardud pabodkmid xapakTepucTHEaMH olnagaeT(ioT ) MeOqkaTopbi)?

- Kawe geictena gna adup ek TMBHOND KOHTRONA NPOUecca CTERUNMIAUMK J0NHEl BWTE NPEANPHMATE
B NPOUSCCR BRIMYCKA NpogysTa?

BulGpauHbid AHGUEATOR ABNASTCH IHAYHMEM B KONTPONE NPOLECca CTERMNHIAUMH TONBKD B TOM Chy-
4ae, v OH MCNoNEIYETCA W arg peaynesTaTk KHTERNEETARYETCA NPAaBMNERD, M BCMd NONLICBATENE pearkpy-
8T Ha NONYYeHHBIA PEIYNLTaT QOMKHEM CBpadom.

3.5 XHMMHYecKHE MHOMEATODS! GAHOMD KNACoa MOnyT paindyaTecd No paloqns XagarkTepucTMiam 1 cno-
cofaM onpegensqia YonoBEuh BedepsEn. Knaccupueadka XMMAYeckiny nHgdkatopoe a MCO 11140-1[13]
OCHOBAHA Ha NPHEEASHHBX PASOYHX XADAKTERUCTHKAX (CHM., HANPWAMED, PAIANHYHEIE KOHTROMNBHEIR IHAYEHIA
B HACTOALLEM CTAHZJADTA), 4 HE HA XHMAYECKHE WNH DHUINYSCKAY MAMEHEHHAY B KOHKDETHRIY NpoUueccay cTe-
pUnuzaudd. Hanpumep, Npd cTERWIMIALMA NAPOM HHOHUEATODE HEKOTODEIX THROE QOMMKHE NOGBERraTeoA BOa-
OEACTEWK MApa B TEYSHWE MEHWMANEHOTD NERHOOA BPEMEHA 4NA ACCTHMEHWA KOHEYHOM COCTOARKA, BpYTke
O0N#¥HE BbiTh BbI0Ep#AHE B NPOUSCCE C A0CTHHEHMEM MHHWMANEHOR TEMNEPATYDL! HEKOTODRIE PEarvpyIoT
Ha KOMOHHALKIO TEMNEPRATYDE M BREMEHM BRIOSDMEEN, B TO GREMA KaK pYre NOJEepramTon BNHMAHKKG Bpame-
HU, TEMNEDATYPE W HACKLWEHHOTS Napa, Bo Bcex CAYYass NoNeIoBATENs CPABMWEAET QOCTHIHYTOR KOHEYHDE
COCTOAMME XHMAYECKOD WHOWKATODA © KOHEYHEIM COCTORMMEM, YEAIAMHEIB WITOTORATENEM,

ECnd XMMUYBCHAE MHONEATOPE HE JOCTHUIAKT KOHEYHOID COCTOAHKMA, YYLesOoHHe JoMHHO odopsu Ty
OOEYMEHRTHROBAHHBIR NPOTOKDN ANS HCCHE0BAHWA NPHUYWH NRobnes. KOTODLIE MOMYT BKNINYETE, HO HE Orpa-
HHUYKBATECA CenYHILAM,

a) Bein nu cbol B patoTe CTEPMNMIATOPA, KOTODBIA MOMET ARMTLCA NPUYUMHOR HEOCCTHHEHWA BOHSHO-
Mo CoCTOAHKA Y

b} Buino nu MameHedre(A) B NpCgYETe MIMNK CHCTEME CTepUMMaauMoHHore Dapeepa?

C] ¥EenvYdnach Nd WKW YMeHbLILMAaCcE NNOTHOCTE Jarpyasd B NPELenay CUCTEMEl CTEDHNTHIALHOHHDMD
tapeepa?

d} MaseHuncA NH K0HTERHep WN KOHGMMYDaUKWe 3arpyasy [Hanpumep, YUcno ynakoesk (KoHTEHe POB,
Tapk) YESNHYANOCE WA YMEHEWWNOCE, KWW KOHGMIYpaUka He COOTEBETCTEYET Tod, 4To Owina npw sankga-
UrH]?

@) Beink N NpCEE0eHs COOTRETCTEYVIOWWAM 0Gpa3oM aTTeCTaAYWA CTERHNWIATORE WKNK Tekywee ob-
ChyWHBaHWe?

) Buin N BLIGpad COOTEETCTREVIOWWA NROUBCT CTEDMNMAALWA GNA CTEQWNWIYEMOND NPOOYKTa?

g COOTEETCTROBAND MW NPWMEHEHKE XHMHYESCKAY WHOWKATOPOR PeEOMEMOaLWAM MIrNTOBMTENA Y

h) Bulfid M4 WIMEHEHHA B MATIOWWE Coeqax. NoJs0dMhsl K CTERWUNMIATORY, KOTODRIE BMOMMH NOBMM-
ATE HA NPOBESEHAE UMKNA [QAaBNeqHHe, CHOpocTe NOTOEA, HEKOHOEHCUDYEMLIE rAdkl @ NOCTAANASMOM Nape
wTa.)?

Mpumesadne — OonanHUTENEHER MHEORRALGMA — TREDOEEHWR 1 PYEDELCTES — NPHBELEHEl B SEACTBY HILLIME

CTAHOAPTEX, ONWCEIBANWHE KOHEPETHBIE npouscoe: MOOITC 17665-2 [20]. MCO 20857 [22], MCO 1911371 [7]. EH 14180
124] w EH 15424 [25].

3.8 HecMoTpA Ha To, 4TC W ApYMMe akTops MOMYT BIMATE Ha J@EeKTHEHOCTE NPOUSCcca CTepHMM-
saurn, HCO 11140-1 [13] onpegenner nepeMmesible GNA Kax0oro npolecca cTepdnuaagmy B Tabnuge 1.
KOHKDETHEIH XMMAYECKHR MHAVMKATOR MOMET DEarHpOBaTE HA GOHY UMK HA HECKONEKS NEPEMEHHEIX B COOTBET-
CTRMA CO CEOMM KNACCoM (CM. pAaen 5) U MHCTRYKLWEN N0 SKCNTYaTaUMK, COCTABRMEHHOR MArOTOBMTENERM.

Ecnd MCNonsannaHde HHOWKATOROR OrpaHHYeHd KOHERPETHEM CTEDHUNM3ALMOHHBIM LMKNSKM, TO AaHKaR
HHEDODMALKWA OTMEYABTCR WNW KOOWpyYeTeA Ha npoaykTe. Hanpusep, «NAP 15 mun 121 “Cr 0anaqaar, 41o
HHOHKATOPR NpESHaIHAYEH ANR HCNONLI0BAHKA B UMKNE CTEQHNAIZLUAY Napos Nod Tesnepatype 121 °C e
Tedadue 15 M. Pamka sokpyr cnoea «MAP» oaWadasT, 4To MHOHEATOR MOKET DelTh MCNoNE30B3H TONEKD @
LUHENAX CTEDUNHIALAA NapoM.
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Tabnwnua 1 — MepeMedHiLE NpOUSCod CTERHNM3ALME

Mpousce OfaInauarne Mepemaricie

Maposas CTeprmMaagwn Bpems, TEMNERATYPE W HACKILUSHHEIR Nap

ﬁ

L]
m
e
=

BoanylwHas CTEpunU3gumA (ore-
PAMHIALMA MOPRHUM BO30YX0M )

Bpewms 0 TEMneparypa

A

CTEPHHI-'I!H-LI.HH OECHODM 3THNS-
Ha

EF.'IE'MH. TEaMNEparypa, OTHOCHTENLHER BNEHHOITE W HOH-
USHTRAUHR QKCHO8 JTHNEHA

G

3 =)
a NIEIRE
o

PagnauwoHHas CTEPWINAIALHR MmoweHHaA oosg

MNapodopransaemiaHan cTepu-
MzagKA

Bpewms, TEMNEpaTYRE, HACKILEHHEE NEPp W KOHUEHTDE-

POPM WA hopManeganana

FORM

CTBPHI'IH‘]EIJHH C NEFAMEHEHHEM
napoe Nepaldcy B000po0a

Bpewms, TEMAERATYPE, KCHUEHTRAUWMA NEPERACH BO5000-
48 W, BCH NPHMEHRETCR, MNE2RE

VH.0,

23710 — CHMBDNLL. M OHW HE NpadHadHTFHeHBl ONA Nepeaong.

A7 Mugueatopel knaccos 3, 4, 5 W 6 DONKHE WMETE GAHO WK G0Nes KOHTRONBHBIY aHa4eHAR (3],
YOTAHABNMBAEM BX MAMOTOBUTENEM. ITH KOHTRONBHLIE IHAYEHWA ONPEaenAT NapaMETDE, HA KOTOPEE MHOKW-
KATOD QOMKEH DEArMDOEATE COMMACHD PaAnaboThe, M BPEMA BblZepHER, HEOBXODUMOE ANA QOCTHHERHA YoTa-
HOBNEHHOM BAOWMOTS MAMEREHAA, NCCNEROBATENLHOM AIMEHEHWA WK KOHEYHOM COCTOAHKA. K3 npyeodaT
HA HHAAKATOPE, YNAKOBKE HHAHEATORE MM B WHCTPYELKA, NOCTARNASMOR C NDOOYETOM.

BrOMMOE MIMEHEHWE CNWCLIBAET DEAKLMK MHAMKATOROE Npouecca knacca 1. MNocnegoparensHoe wa-
mMeHeHHe npeacTaenaet coboll BoapacTalowes HatMNKoaes0s WAMEHEH WS, BOIHMKAKLWEE NPH BOIAEHCTEIAM
OAOHOR AWK BONeE NePEMEHHBIX NPOUECCS, NOIBOMAKGLLES OUEHUTE ASCTHIHYTRIA YROBEHL.

K3 CCHOBAHBE HA MCNBTAHUAK, NPOBGOMMEIY HATOTORATENREM B PESHMCTOMETDE.

PeawcTomerp (o, MCO18472 [21] ona gononHutensHod nHopMauna ) — 370 noneTatensHoe obopy-
OCBAHKE, CNDOEKTUROBAHHOE BNA BelCTROM A0CTHMEHHWA ONPEIENEe HHBX KPUTHHECKMY aHaq4eHHi NnapamMeToon
MPOUECCa CTEPMNIMAALKA. JTH IHEYEHWA NADAMETROE TIWATENBHD KOHTRONHEYIOT B Npoyecee Gatl BoldeDH-
K. MocKoNsKy CTERHMNWIaTope 0bbMEi0 e 0BnananT TakMMe XapakTepUcTUEIMA OTEIMES HNW TOYHCCT L
YCNOBWA BEOEEHEN, KaK DEIMCTOMETD, O4EHE CNOKHD BOCNPOMIBECTH 3AABMNEHHEE MAFOTOBMTENEM IHAHEHHA
AR MCNONB3I0EAHKMA CTEpHNKAaTeRpa. 0NA NpoBepkr ASKAADALKA MArOTOBMTENA MOMET DieiTe 1aGeRCTBORS-
HA HE3ABWCHMEA NAGOPATORMA C DEIUCTOMETROM. BRIAY TOMS 9T0 XHMHHECKHE MHOMEATORL! TECTHEYIOT N
ONpEQENEHHLIX YCNOBKAR, CAY4aRHaA WNY HAMepeHHan BoIZEMKKE NpW NagameTpax, BHEoLAWME 33 npe-
Oenkl, YCTAHOANeHHEE HaroToBuTenam (Hanpymep, Sonee gnuTensHoe spessa, Donee HWIKan TeMmnepatypa
WiMNK BOnee HKAKaA KOHUEHTPAUME CTERANHAYVIOWErND BEWECTREA), MOMET NPHEECTH K HEQOCTOBEDHbIM [e-

AYMETATAM.
4
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Boe SruMHeckde HHOWKaToPE Knaceos 3, 4, 5 W 6 veioT K3, Npx E0TOoDRIX OHK GOCTWIaT KOMEYHOrD Co-
cToAuua. MNpouect CTEpUMIUIALMK ONPEOeneH MUHHMANEHL IHISCHUEM C BEDXHUM NRPEOanoM, HAnpuMep,
ONA NPoUecca NApORoH CTEDWMHIALMK CNPEASNSHA MAHHAMANEHAR TEMNSDATYRA © BepXHUM Npemencm 3 "G,
K3 xestyeckns deguEaTopol o0sIMH0 COOTHOCHME! © MUHMMANEHEIMK NADAMETPAMK CTEPUNWMIALKK COOTBET-
cTeyIoWero Npoyecca obpafoT MESMUMHCES NPOOYELIM,

Peaskumio sMMUHECHOre MHOWKAToPA B YCNOBWAX HecpabaTkBaHMa NPOBEPAINT NYTEM BEIOEDHEN KMMM-
HECEWX MHOMKATOPOR 8 YCNOBWAK HUKe K3 8 cOOTBETCTENM C CONPOBOOMTENEHEIMK JOKYMEeHTaMM.

4 Knaccbhl XMMHYECKMX HHOWKATOPORB

4.1 OGWHe NONoHEHKA

FAMAHECHWE HHOWKATORE KNaccn@rUUpyoT CorMmacHn NpegqnonaragmMosy MCnoNeI0BaAHWD. XAMAYE-
CEWME WHOMKETODE], ONMcanHbie 8 MCO 11140-1[13], knaccuduuiposassl Ha WeCTs rpynn. B paMgax gadHon
KNACCHDMEAUMK SHMUHECKHME MHOKKATODEl NOADAIgEnAmTos 8 COOTEETCTEMA © NPOUBCCOM CTEDHMNMIALHK,
ANA KOTOPoro cHK paipaboradil. JadHyi £NaccHEHEauio dononeayior WMCKNEYMTENEHD Ans 0GoIHaq4eHna
AADAKTEDHCTHK W NPEONCRarasmons HeNoNeICEAHKA HHOWKATODOR KAKOWD THNA NPKM NEMMEREHRA COMMacko
HHCTEYELMK WAroTOBWTENA. Taxkan knaccqdHkalra e ARNASTCR MEDapXHHeckon,

KAMMHECKHE MHOMEATODE! MENONLIVIOTCA ANS BRRENEHWA TOM0, AOCTHINK NH ONPeaeneHHee KprTHYa-
CRAE NEDEMEHHBE NPOLBCCE AA0aHHOTS YPOBHA B KOHKDETHOM NpoUecos CTEpMNKMIag|y. Knaccuhreagina
ONpEaenseT pabodue X¥apakTepucTURA M NEESnonarasMos MCnoNsE30BaHME TONBKD ANA MHOWKATODOR.

Pafoqie xapakTepUCTHRY Kadoro knacta NoasonaknT COCTRETETEYVIOWMM XAMUHECKKM MHOMKaTORAM
NpedcTaBnNATe PAINHYHEE TN KHEODMaUKK W, CNegoBaTeNEHO, BaINCNHATE PaINHYHBIE dyHKLMA.

NeRcTare BOEX SMMAHSCKMY MHOWKATODOR OCHOBAHO NHEC HA XMMAYECKOM WIANK GHIHHECKOM HaMEHE-
HIAW, B DEIYNETATE KOTOROND NPOMCKIANT HaMEHEHWE LEETa, NWE0 Ha MWIPaLMA XMMKWYECKOTD BEWEecTRa.

Cnegyiowne onMcaHdA XMMHYECENE WHOWKATODOB KaQ0ID KNAcca HAYWMHAKTCA © BROSNEHHON KYEoH-
BOM WHTATEl, BIATON HENOCPEACTEEMHS Wa MCO 11140-1[13], koTopas WononsayeTcs ONA ONpegencHEA KoH-
EPETHOMD KNAcca XHMAYECKHE MHOKKATODOa,

4.2 Knace 1. MHaWkaTopk npouscea

Hudukamopk! npouecca npedRaisasensl dna ucnoneI0eanus © UsSenUAaMy Wil omdenbNbIdL Wids
KOSKAMU (HanpUMED, Nakemaiu, kopobkanmul C© yenelo Todmespwdanul moso, umo danksie v2denus wnu
YAAKOSKU TROWIY SmepuiusauborHyo ofpabomey. Mndukamops REoUYacca NOIS0NAKNTT ORUTUSUME Cie-
DUTUI0EFHHENE UITeNUA [yNakoaky) om Macmepunuidaansix. Ouy Jamasl 0easupoaaims Ha odly Wiy He-
CHOMBKO KPUMUYECKUY MEDaMERHeEE cmepLnuauucqross npoyeccs. (WCO 11140-1, noopaaoen 4.2).

MHOsKaTop QaHHoTS KNacca BHABNKIOT OTNHYHE yNAKOBOK, KOTODLIE NOSNeMaT CTEpHNIMIAULMA OT TexX,
KOTOPEE YR GhiNK NDCCTEDMNHICBAHL! 4 MOTORL! K NDHMEHERWK NEE YCNOBHK, Y4TO CTEDMNAIALMOHHBR LAk
NPOWEN KOSLEKTHD U MHEWEATORE DONee BulCORWX KNAcooB YEalLIBasT Ha To. 4To Tpebyemuie yenosna Guinmn
BoiNonHEHE. CpalaTeBadve rHOWKaTopa NpoUecca KNacca 1 He JONMKD YE336BATe Ha JOCTHHEHWE Tpebye-
Mblx YCNOEMA CTEDHUIHIaUHN.

MHouKaTope Npoyecca obbl4H0 DAaIMEIUEHE HA BHEWHER YACTK YNAKOBKKM UK BUOHE vepea Hee. [pu-
MEDaMH MHAHKSTODOE NDOUECCa ABNAINTCA MHAAKATODHEIE TEHTE M YNAK0804HEE MATEDHANE C HAHECEHHI-
ME HA HIAX SHMASECKMME MHOUEATODAMH. TAHMe XMMUHECEWE MHANMKATODE NCOBERralTca HENOCRenCTREHHIMY
BOAOEACTEIKD CTEPUNMIAUMOHHOTS arenTa Ge3 BNHMAHKA YNABKOBKK |, K3k NpaBkng, e cpabaTHeainT ToNsKo
NP KEYNHOM HApYWeHda. MeaqeaTops NPOUBCca NPeaHAsHaYeHsl GNA OTODDaMEHHA BAQKMMOTS HIMEHEHWA
NOCNE BeOepEEd B CyBOoNTHMANBHOM YUK CTEDUNMIALMH.

Nna paguaugWomHsi cTepunyaaunmMd o0 1114041 [13] onMceiBacT TONLED HHOWKATOPRR NpOULEcta AnA
HCNONLIOBAHKWA C = W [-uanywendan. TaGnduya 1 na MCO 111401, pasnen 8. COOERKHT JONYCKA [BEPXHHE W
HIHMHME NPEOENb NPHEMIEMBELX PABOYAX XAPAKTEPHUCTHE MHGWKATOROR NPOUBCCa NADORoH CTEDUIMIALMK NPK
HCNBITAHMK KAFOTORKTENEM), KOTORRIE QONKHE CoBRIOJaATLCR OMA KAKGOMD KPUTHYECKorD napaseTpa. Jansan
Tabnuua BoCNEFoMIBEaeHa HIAHE,
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Tabnwnya 2 — YonoBwA MCNsTaHMA B DOEEOEHE MHOWESTOROE Npoyecca (knaccl) OnA naposoi CTepuniasgme

Cpeaa MERETAHHA

EI'.IEMH HINMEBITAHAR

Temnepatypa
MCTEd T HHA

W swanenan ner wne
HIWEHEHAE JHIMATENLHT
OTAAY3IETISA OT 0 MO
H3W EHEHHA, PEA3HHOrg
HIrDmdnF TENoR

Bupnu it mamaEHsHME,
YEATAHHO®
HAroTaadTENEM

HatsiwexHe@ nap

30meH 5 C

129 "C+30 "C)

CoorsaTcreyer

Ha coor BETCTBEYET

HacwwesHe# nap

10,0 mrHt 5

121 °C (+3/0 "C)

He cooreeTcTayeT

COoTEETCTEYET

HatsiuerHem nap

0.5mMeH £ 5C

134 "C (+3/0 "C)

CooTeaTcTeyeT

Ha coor BETCTEYET

HacwiwesHe# nap

25 C

134 "C (+340 "C)

He cooreeToTeyeT

ConTEETOTEYET

Cyxoi rops-4nia Boanyx

30 meH £ 1 M

140 "C (+200 "C)

Coorsatcreyer

Ha coor BHTCTBYET

Mpumevarne — MonuITaHMe B CyooM BOOYRE NPEQycMoTpERD ang Tom, STodsl yiegWTecA, 4TO MHOMEaTD-
pl NPOUSGCE QN NAROS0l CTEPUTAZELHA OOCTHIET HOREHHON COSTORHWR TONBHD B Naps.

4.3 Knace 2. MHOMEATOPL] ONA CNELAANBHEBIX HCNBITAHWA

Mriukamopes Knacca 2 npeduaiqMadens ATS UcnoNsEI0ESaHUA @ CIeuUanstsX Mecmoasy UCLITTaHUAN,
anpedenattbix & CODMaememeyriliuy cmandapmax Ha cmeplunuzamog/omepunuzauus (MCO 11140-1, nog-
paagen 4.3).

HAMMSECHAS HHOMEATODE, WADOKS NEESCTABNEHHBIE B KNACCEe 2, HCNANLIVIOTEA ANA NEOREREHMA MR-
TaTereHbix YUENOE Boan-Juk. VICNETaTenbHeE UMEN MoseT GeiTh NpoBEaeH ¢ MCNoNeEIOEAHMEM TECT-NHCTOR,
OnMHcaMHbix 8 MCO 11140-3 [14], B kOMBHHALKA CO CTAHGADTHOR TEKCTWMEHOR YNAKOBKOA, ONWCAHHONA B
EH 285 [23]. XuMuuyecsEne MHOMKAToOPsE 4MNA NPOESOeHMA ANETELHATHERLX Boan-[uK uMkNos Ha NpPoHUKaHME
napa onucade: 8 MCO 11140-4 [15]. Xemmdeckme mugueatopel Ana npoaegesna bosw-Jus uwknos wa yoa-
nedre Boagyxa ondcadel & MCO 111405 [18] W MononsayioTea B KOMBAHALWH ©O CTAMAAPTHDN TEKCTHARHON
TECT-YNAKCBKOR MNK B BMOE MOTOBOH K MCNONEI0BAHWK YAKOEKA. TAKKE CM. NDHMOKEHAE &

Hand4ue sogaHors Napa ABNASTER ONPedenfiowui YCNosHa gna 3mekTH BHOCTH NEoUScta NapoBoi
CcTepunusadxk. Hanw4ne ocTarouHors Bo3ayxa NEenaTcTeyeT NPOHMEAHKKD Napa W, KaK CNEgCTEWE, HAMKNHWE
napa Ha NOBEPXHOCT AR, NOANEHALME CTERUMNAIALHA. FIHOHKaTOpR Knacca 2 Bosu-JuK TecTa NpegHaIHaqe el
ANA QeEMOHCTEaUMH BelcTpOM ¥ paBHOMEDHOID NPOHHKAHAA Napa ¥ COOTEETCTEEHHG 3OeKBaTHOND YaaneHMaA
BOA0yEE. 3TO YCNOBEWE ODbIMHO QEMOHCTDMDYETCA DAEBHOMEDHEIM MAMEHEHHEM LUBETa HHOAKATORPHOM NWCTA.

Cryqau necpabareBadng MOryT NPoUacinTd BCNeQcTBrME HANWYKA HEKOHEEHCHDYEMBIX TA308 8 nape
(Hanpymen, GabprYHBble KOHOWUMOHRPYIOWHE BEWECTER, WCNONESYEMEIE NP CTHRKE TEKCTHNbHEX YNaKoBoK)
WKW HEHOPPEKTHOND YOANEHHWA BOA0YXE MW HATEKAHKA BOSTVAE.

Mockoney AHIHEaTOPEI Bopd-0KK TecTa paipaboTadbl ANS BRARNEHHR ONDERENEHHEN YCNoBHA Bli-
OEp#EA, KOTOPBLIE MOMYT OTAWHATECA OT TpeboBaHME 0NA AocTHMe A 2deKTHBHON CTEDHUITHSALMK, OHIK HE
MOMYT GBTE NEPHMEHMMEl B KAYECTRE WHGWEATODOR KOMTPONA CTEDHNMIALHOHHDIX LWENOB. YBENHYEHHE Bpe-
MEHW Bhiaepwsr Boau-0rK WMena Wne HecoBrodesMe PERoMEHTAaUKA KaroTOBMTENA NO NpoBeeH Bopl-
LWk uvena NpHBedeT K BEcnoneIHoCTA TECTA W HEEBEDHEIM Br0 paayNsTATaM,

Ona nonydarna oSwKe ceegerii 0 Bopr-0ux TeCTE CM. NpUNCEEHHE A,

4.4 Knace 3. OgHonepeMeHHLIE HHOWKATOPLE

OdxonepenmerEbe HduKamaps JTKHel DESZUDOERMIE Ha OFKY US KDLUMUYECKUE NEDeMeMHbLIE U Yia-
ILIGATE HE NPOERdEHUE CIMSDUNUSILUONKOL SEDaBaMIKL NDU KOHMDOTLHOM 2HadeHuy (K3} apbpaniHol ne-
pepanqol (MCO 11140-1, nogpaagen 4.4).

DasenepeMeHHLIR MHOKMKATOR NpeqHAHa%EH ONA PEAKLHK TOMNBKO HA OOHY KPAUTHHECHKYIO NEDEMEaHHYH
NPoUecca CTEpMNHIauUMK. MepeMedHan W 88 KORTPONLHOE IHAYEHME YEIILIBANTCA MIFOTORKTENEM MHOKKATO-
pa, W OaHHE A AHDARATOD MOMET BiTe MCNONLI0BAH TONEKS ANA KOMTDONS JaHK0R NepeMerron npouecca.

Hanpumep, 0OHONEREMEHHEIR MHOMKATOD TEMNEPaTYPR MOMET PEArHpOBATE TONLED HA JOCTHMEHWE
KOMTPOMEHOND IHAYEHHA TEMISDATYDE M HE NPEOOCTAANATE QOCTOBEPHYIO HRPODMALMIO O ODYrHK NEDEeeH-
HilxX NDOUBCCA, TAKWX KAK BpEMA BOI0eRCTEMA MM Hanksue napa. MHOKKaToD MOMET YHaisBaTe, Gwna nw oo-
CTHIHYTa ONPEaeneHHAA MAHAMANEHAR TEMNERATYDA B KOHKDETHON 00NacTH BHYTOW RAMEDE CTERUNKIATORA
WK arpyakd. HeoBRoaMMoe KoPPekTHS BeOHpaTe HHOMEATOR ANS MEHWAMENLHOH TEMNBPATYDE NPOULECoa.

&)
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OOHONEDEMEHHEE WHOWMEATODE CNEOYET GONOMHATE ADYTMMA METOTOAMKE KOHTRONA NDOUECCS CTEDHNM-
IALMH.

Cnegyet © OCTOPOMHOCTRKD WHTERNPETHROEATE NOMYHEHHEE DeTYNETATE OOHONEREME HHEBIX HHIHUEaTO
poe. MapameTobl MHOHEATOROS (M WX QONYCHEKY) HE BA3WMOCEAIEHE! C NAAMETDaMY NPOUSCca CTEDUMTMAALKMK
(M KE DONyCcEami). BonelUMHCTES NPOUSCCOB CTEPWNHZaUME MMeKT Gones OQHOA NepesMeHHHoR Npouecea,
KOTOPAaA OON#HE ObiTe GOCTHIHYTA, S8CNW CTEPMIMAIALKA WMeeT MecTo. Tabnuua 3 (BsiBeners U3 Tadtnuusl 7
HMCO 11140-1) cOOeps¥HT JONYCKH (BEPXHKE W HICEHHE NPEOENk NPHUEsNeMslx DADCHKY XaparKTEDHCTHE XiM-
MHYECHHY MHAMEATOROR NPH WCTLITAHKMA WIOTOBMTENSM WHOUEATORCR), KOTOpse cnegyet cobnoiates ans
KEWI0M KPWTHYECKOMD NApamMeTpa.

HKouTpOnbHble 3HAYSHWA NPeacTaenaAnT cobol 3apades ONDEeqeneMHbIE YENOBMA, BOTORLIE WAMOTORM-
TEMNk ACMEEH NOSNELHHEATE HA NDOTAKEHHH WCNBITAHAA.

Tabneua 3 — YonoBEKMA KENEITEHWE W NOBEOSHME MHOWESTOPOE KNAcca 3w knacca 4

- Henmrarensnan Bpema Temnepatypa KonyenTpaunn DTHOCHTENERER
FYOMOBHME MCTE TaHAA a . I CTEpRANM I I ers } .
TOMEH HONBITAHKMA MO T HAS 5 HASRHOCTE, 95
WreHTd, =rin
HacelwsHHBIR Nap 1 3" +0 % K3 + 0°C — —
2 K3 - 25 % K3a-2"C
CyxoH TopR-<Hn BO3- 1 K3 +0% K3 + 0°C - —
ayx 2 K3 - 25 % K3 - 5°C
O sTunaHa 1 K3+ 0% K3 + 0°C E3+0% = 30
2 K3 — 258 % Ka-5"C 3 —25% = 30
bopManegErng 1 K3 +0 % K3 + 0°'C E3 +0% —
2 K3 -25% K3 -3"C K3 - 20 %
"3 — ROHTPOMLHOES IHEHEHWE.
I HoHTRONEHASR ToHEa 10 MHOUEATOR, MCNEITAHHSA npw etax K3, 30n#eH QOCTHYE KOHEYHOND COCTORHWA.
EorTponeHas To4KEE 20 WHOMEATOR, WCNBITAHHEER Npd Boex K3 mueHyc kombuHaums ecax Aomyckos, He OonseH
OCETHE KOHEHHOM COCTOAHWA.
MpuamedadHwe — MNpHMER KCNEITEHAA MHOMONEDERMEHHEIX MHOMKETOPOR khaceca 9 oy, 8 11140-1 [13].

Mpumep — Hudukamop mapoeod cmepunuszayuy (Knace 3. DduonepeMentsil uhduramop). KoHmponsHoe
snavexwe: 121 °C.

B mabnuue I yrazaHsl NOHMPOTEHBE MOYKY, H3 KOMOpLIX UHOuKamop knacca 3 cpafameieasm (KO-
mponeHaR moyka 1) u He cpafameieaem (KOHWMPOMTLHaR Moyska 2) & NpOUECCe UCALNTIANUR UIZ0MOEWTIEnes ©
ucnoneioeadues obopydoaatus, onpedenennozo e HCO 18472 [21].

Kowmponesas moska T dna dankozo undukamopa cocmaensem 127 °C, m.e. KOHMpOneHoe IHaYEHUE.

Kowmponesan moska 2 dns danwozo uwdukamopa cocmaenrem 127 °C munyc 2 °C, m.e. 119 °C,

CredosamensHo, uwHdUkamop, vonedmyeMsid apu 127 °C, donwewn cpabdamergames [(HOHMPOTEHAR
mowka T}, @ vcnsimyessd npe 719 °C domses e cpafamei2ams (RONMPoAsHaR moyka 2.

4.5 Knacc 4. MuoronepemeHHBLI2 MHOHKATORL

MucsonapeMelnble URSUKaMOpEl CMeunuIaLLy JonNkHe DEISUDOEAME Ha J86 WU Donee Kpuiml-
HECKUX NEREREHHBIY U YKERIEAME HE OpoXORIEHUe CMepunuIaiuoNsel ofoadomel Noy KoHMPOTEH M
FHAHeHUL (K2} aplpakikod nepererwod (ACO 11140-1, nogpaanen 4.5).

MaroToBrTEND YOTAHABNKBAET YONOBKE, NPWM KOTODLIX XMMHYECHEHME MHOTONEDEMEHHEE MHOWEATODE O0-
CTAMANT CBOEM KOHEYHONS coCToRHUA. JanHsie MHanEaTop 0sMHO NpegocTaensioT Bonswe tHbopsaumrm,
YEM WHOMEATOPERE NpoUecca (knact 1) MAM oQHONEDeMEHHEIE MHOWEATODR (KNace 3). XHsMHYecEle MHgueaTo-
Pli MArOTABRNWB2CT TAKKM ODpaios, YToDbl OHK MOTTIA QOCTHIETE CEOEMD KOMEYHOMD COCTOARMA NPK QOCTHEE-
HIAW KOHTPOMNEHBI SHAYEHWH KDHTHYECKRY NEDeMe R,

MCO 11140-1 [13] cogepsnT QONYCKA (BERXHKE W HHHHAE Npedens pabounx XapakTepHCTE, NDHEM-
NeMbIE ONA SHMAHSCKME WHOKKATOPOR NP ACNETAHME WAMOTOBMTENEM ), KOTOPRE cnenyeT cofinegarte ana
KaMO0M EPHTHYECHDE NepeseHHol. CM. Tabnuuy 3.

Mpusen pabosny XADAKTEPUCTHE MHOMONEDEMEHHOND WHOWKATORA NpHMBEdeH HUHEe, XO0TA BCoE napa-
METDBI B JaHHOM NpHMeps BeiNd HIMEHEHR OOHOBDEMEHHD, HA NPAKTHEE, B NPOUECCE WONBETAHWA HHOM-
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KATOROE MATOTOBWMTENEM, MOKET ObiTe HIMEHEH OOWH WK Bonee NagaMeTpos, B T0 BREMA K3k OCTanbHLIe
NAagaMaTpsl OCTARTICA NP KOHETRONBHBEX 3HAYEHARAX.

Mpuwep — Hrudurkamop cmepuniu3agulr orcudos amwrena (Knaco 4. Muozonepesmenieil uhdusamop).

Kowmponsrsre sHavedur; 60 sun npw 200 madn,

8 mafnuue 3 npueedensl donycky U NpedeneHee IHAYEHUR [SepXHUL U HUXHUL npedensr paboyLx Xapar-
mepucmuk) dns dannsix unduramopoe knacca 4. Jonyoru uz amold mabnugsl cocmagnaom 60 + 0425 % mun u
900 + 0/ 25 % ma/n NPy UCAEIMaNUY © MHOCUmensHoU anassocmsi Bomee 30 %. Cnedosamensso, uHOukamop
He JOCMUZASN CEDEI0 KONEBYHDZD COCMOANUR NpU spemMedy Mmexnee 45 mun [m.e. 60 - (60 -0,25}], konueHmpayuL
2333 Mexee 675 maim fmoe, 300 - (900 -0.25)] v omHocumensHoU enamHocmu Somee 30 %. Mpw epemeny G0 MunH
unu Gonee, soHyenmpatuy O3 300 mait wny esrre U GMECCUMensHod enaxHocmy Gomee 30 % unduxamop
donwer doCMUZames CE0e20 KONBYHOS0 COCITIORHUA,

Hudukamop © KONMPONLHEIMUY IHAYEHUAMY, APUESJeNNEIMY Bhiwe, Sydem peazupoeame CRedyiowum
ofpaioM Npy e030eUcMauy YoAo0eud, YRaIaHHEIx HUME:

Bozdedcmeus meﬂrmﬂgx YCAOSUL: 8 coomesmomsuy ¢ Mabnuued & coomaamcmay s uHﬂur:amuE:
< d4 ppun npu < G50 madin Haonsed He cpadameledame
= G0 sewn mpu = 900 madn Honwen cpabamergame

B davnom npusepe UHOUKSMOoD MOMET He Deazuposans Ha MEMnepamyD)y Wil OmiHOC TN kH YA eUTam-
Hocme. Ecnu memnepamypa uw/uny omyOCUMEensHaR SNaRHOCTIE SMURRM Ha pafoyure Xxaparmepucimury wHdu-
Kamopa, U3StMmoBUTIeNs UHOURaMopa JoRMeN YKazame My UHHopMaL U,

4.6 Knace 5. MHTerpypyolIie HHOWKATOD LI

Muamezpupyiolue uedukamapes! MpedHainagers AN Peaauposanus Ha G808 KDUMUNECKUE NEDEAEH-
Mbiz, Wy K3 apOUpsomes mak, 4mobsl Shime PIERLIMU UMY NEesockoduile ¥apakmepucmusy Guoiaauyde-
CRUY UHAUKamOopos. onucannels @ cepuax WSO 11138 81 B [10] dma B (MOG 11140-1, nodpaaden 4.6).
KoHmponsMeie 3Hauakua ON8 URMEsDUVIoWLE undukamopod knacca 5 domsiesl NDSabLUams MUnuYHbID
INEANELEMYLHED UANEI0N NEGLECEE TaPOEaH CIMEDLUMU S UL,

HuraHecnocobHele MUEDPOODraHHIMEl NOOBEOramTcs BNAAHKID BORMD KOMITEKEE BI3MMOJEHCTEYHILNE
HOHTHUSCEWY NEPEMEHHBIX NPOUSCEa CTEDUMMIAUMK. XUMHUHSCKAE MHIWEATODE MOMYT HE NoSBeRrHYTECA Mo-
OOEHOMY BIMAHKW, HO OHM NPeaocTABNAGT MdropMag«io o OnNpeieneHHsLX NepeMeHHslx Npogecta. ITo He
BCEMAE NOABONAST BLINGNHATE TOYHYE OUEHEY MAKPOEHONOTH-ECKOR MHARTHBA LM,

MHTErprpyiolwHe Nnapoese MHOWEaTODE! ENAcca 5 AoMmsHbl MMETE HOHTPGNLHEIE IHAUEHNA BREMCH NDW
135 °C, 121 °C v 0oHOM TEMNERATYPHOM JHAYEHAM MENOY JAHHEMH IHAYEHHAMK, KOMTPONEHOS JHAYEHNE
gpasaeHd npr 121 °C gonseo GeiTe Gonee 16,5 s,

MHTErpUpYIOWHE HHOWKATOPE SNA B030YWHON CTEPHIKMIALMKM JODEHEl MMETE KEOHTRONEHEIE JHAYSHWA
ppesedHd npr 160 "C « 180 *C 1 AononNHATENEHOES BpEMEHHOE aHaYerre npk 140 "C wnv npr 170 °C.

MHTErPUDYIOLWHME HHOMKATOPE KNACCa 5 ANA OKCHOA ITWNEHa O0MEHE HMETE KOHTLOMNEHEIE IHAYEHWA
spesaeHd Npd 54 "C KW 37 °C ¢ 600 mrin O3 1 80 % OB koHuTponeHos aHaderde Npn 54 °C gonwHo OeiTe Gonea
30 MHH, 8 KOHTRoNEHDE aHadarre Npu 37 "C gomkHo SweTe bones 90 s,

MHTErprpyiow il HHAMEATOR, Mo ONPefeneHAil, NOJBepraeTcs SOHOBREMEHHOMY BENUAHKID PRAA KDUTH-
YECKHX NepeieHHsx Npouecca. Nockonoky BIARAHKE KDUTHYECKHY NEDEMEHHEIX HA MHTEMPREYIOWHA HHIWK3-
TOD RENSETCA COHOBDEMEHHBIM, HEZOCTHHEHHE KOHEHHOID COCTORAHKA MOKET GhITh CRRAAHS MK HE CBAIAHA
C KOHEDETHON NepaMaHHOH,

Tpebopanrs & pabodis XaAPaKTEDHCTHEAM WHTEMDMDYIOWKY HHOWKATOPOR KNacca S NpHBEedeHsl B
MCO 111401 [11].

Ona novdadka obocHoBaHWE TPeboBaAHHA K WHTEMDUDYIOWHM MHOMKaTODaM KNacca S | coqAan © Tpe-
GopaHmrAmMK K DHONOrMYeckim MHgrEaTopaM, onpegenadysm e cepuir MICO 11138 [3], [9], [10], » mukpobeo-
NOMAYECKOR HHAKTHBALMK, Ch. NEHNoKeHe C.

4.7 Knacc 6. MMHTHPYIOLWMHE HHOWEATOPEI

Miumupyisiue UHiuKkamopel — 3RO KOMMPOILHES DEXLIARENE WHIALKSMOPE, paspabomaknele dna
[PRAZUPOBAHLUA HA BCE KPUMUNECKUE NEPSMEMHLIE dna onpedele iblx ClTIBUYUaNEHEIX CRMeDLUTL3aIUICHHE X
pesumog, Konmponetse sradequs dng amux undukamopes paspadomans! Uexoda U3 KpumuYeckuy nepe-
Mesbblx amux pexudod (MCO 11140841, nogpaanen 4.7).
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Tabnueua 4 — ¥onoRHA BONEITEHWE W NOBE0SHME MHOWESTOPOE KNEccd &

T —— KI.'IF‘.F!’_'JII::EIH Bpeun Temnepatypa KUHL.E'I'JDL'IL;I-‘:F I:Irw::_'mr:rhu:m
TOMEA MCHE TAHHA, MHH METIE TAHAS rass, srn ANAwHEETE, %
HacklwsHHBIR Nap 1 K3* + 0 %% K3+0'C — —
2 K3 -G % K3 —17"C
Cyol ropRYWMA Boznys 1 K3 + 0% HK3+0"C - —
2 K3 — 20 % K3 —-1"C
ORcng aTvnasa 1 K3 + 0% K3+0'C K3 + 0% = 30
2 K3 - 10 % K3-2°C E3 - 15% = 30

K3 — KOHTPONSHOE 3HEHEHRE.

3 KorTponeHan ToUE T MHOMESTOR, HCNBITAHHEIR Npd Boex K3, Qonmed QocTHYS: KOHEYHOID COCTORMKA {codnmo-
OBHWE DEMMME CTEDAMAZELIA ).

KoHTponeHan 7o4Ea 2 MHOMESTOR, HCNBITaHHEA npd K3 meaye posinHagus Qonyceos, e GImHeH QOCTArETs
HOHEHHOTD COCTOAHWR [HAPYLILEHNE DEHMME CTERANHIaLWAM).

MpamedadHwe — MNpUMEp BCNEITEHAA MMETARYIOWETD MHAWMESTORS (KNact §) nprBsEnsd B npunEesdda B.

Honyckw, npHEegeHHbe B Tabnuue 4, SERSIOTEA HAMGONae CTPOMMBMIA COEOM XMMPASECKAX HHOUKATOROR
paznMHHbix Knaccod. JadHee yonobuA WCNBTaHHA MOMyT DbiTh O0CTHMHY TRl TONEKD B DEIACTOMETRE, B HMX
PAKTHYECKKE HEBOIMOMHO BOCNPOMABECTH B MEQHUKMHCKOM CTEPKNMIATOPE. Kak cnegcTeHe, AMATHRYRIWKE
HHOMKATOPR OEECNEYHMBAINT BbLICONMA YOOREHE TARAHTAM NPEW JEMOHCTDAUMH O0CTHMEHWA EDHTHYECKHY na-
pAMETEOE B KOHKDETHOM uukne. o Tex nop, noka Wecnegyersie NapaMerpel Udkna He ByayT NonHoST b
COOTRBETCTROBATL YCTAHOBNEHHEM K2 ONA MMATHEYIOWKE WHOQUKATODoE, PE3yNbTaTe sOryT ABNATLCA OWM-
COYHEIME A O3B BN,

MIMHTIADYIOWMR MHAMKEATOD, N0 ONDE0eneHWo, NOABENraeTes OQHOBDE MEHHOMY BINAAHKK DALA KPHUTH-
HECKHAX NepeMeHBEx Npouecca. Nockonsky BNHAHME KPATAYECKHX NEPEMEHHBEE Ha AMATADYIOLWHA MHOKKATOD
ABNRETLA OOHOBDEMEHHEIM, HEJOCTHHEHHWE KOHEYHOTD COCTORHKA MOMET ObiTe CEBAZAHO MMM HE CEBAZANO C
EOHEDETHOHA NepemeHHoN.

Mpusen pabouiy XapakTepHCTHR AMATARYIOWETS KHOMKATODE NEUBEGEH HIEE. XOTA BCE NADAMETDE B
OaHHOM NprMepe BuNK WaMEHEHE COHOBDE MEHHD, HA NDaKTHEE, B NPOUBCCE MCNBTAHMA HHIKKATOPOE Wa-
FoTOBMTENEM, MOKET DeiTe MAMEHEH OOMH KNk Gonee NAPAMETROS, B TO BREMA KAK CCTANBHEE NAapasMeTpbl
CCTANTCA HA KOHTPONBHbIX IHAYSHKAX .

lNpusep — Hedurkamop napoeod cmepunuiayuu (Knace 6. Muumupyrownd urdusamop).

KowmponeHesie aHavenur: 3.5 muk, 134 °C.

B mafnuye 4 onpedementl KOMMPONEHER MOYKL, 8 KMopex urdukamop knacca 6 domwen cpabamei-
game (KOHMPOTsHas moskia 1) o we cpabameisams (RoMMPonsHan modka 2) 8 NpoUecce UCNLIMaHus wigomo-
GUIMEBNes C UCAONBEZ0EaHUes obopydoeanun, onpedenennozo e WCO 18472 [21].

Kowmponsdans mowka T dns dawwozo usduramopa cocmasnrem 134 °C u 3.5 mul, m.e. RONMPOnNLHLie
IHIYEHLA.

Konmponesan movka 2 dna dawwozo undukamopa cocmaengem 134 °C mumyc 1 °C, moe. 133 °C, w 3.5 mun
rmuHyc § %, moe. 3,29 Mund.

CredogamensHo, UHOURAMOP, ucnemyeMsrd npe 134 °C & mevenue 1.5 mun domwey cpadame/aame (KoH-
mponLHaR mouka 1), a ucneimyesed npo 133 °C a mevexue 3,29 mun, He donwes cpafameleams (KOHMpOMEHER
mowra 2).

5 Beibop XMMHYECKWX HHOWKATOPOB

5.1 CylEcTEYIoT PanvYHBe METOOE CTEDHMHIAUWK, CNEQoRaTENEHD, MITOTORMTENM MaBPKWEYIOT Xi-
MUHECKAE MHOWKATOPE B COOTBETCTEMM C WX NEEAN0NaragmMels MCNoNLI0EIHMEM. XUMUHECKHE MHOXKATOPRE
HE NPELHAIHAYEHE] GNA WCNONEI0BAHWA B NPOLUECCAX, KPOME YESIAHHLIX MArOTOBMTENEM. MNoNs30BaTeNE HE-
COT OTEETCTEEHHOCTE 38 BLGOD XAMWUYSCKOND WHAMKaTORa ONA KOHKPETHOMD NPOUECEE, 860 HCNoNsIonaHne
1 MHTEPNPETALMIO PEIYNETATOR B COOTBETCTORK C MHCTRYILWENR MaroTOBWMTENA. KoHTPOMHER IHIUSHWMA, Yiia-
IaHHLIE WITOTOBUTENEM MHEWEITOpa, NOMOTIINT ONPEgenHTE, KAKoN MHOMKSTOD YMECTEH K NDEMEHEHID B
TOR WNH HHOW CATYAUMK. JTH KOHTRONEHLIE IHAYEHWA YEAZLBAINT HA NPOOYKTE WKW B NRANAragMoil K Hemy
AOEYMEHTALMM.
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5.2 XHUMWSECKAE HHAWKATORE HCNONLIYIOTCA ANA QEMOHCTRaUME QOCTHHREHWA 00HOTS MNK Bonee napa-
METPOR NPOUECCA CTERMUNKIALMK W CAMK No cebe HE ARNRIOTCA A0CTATOYHEMA ANS JaknkseHda ob aduder-
THBEHOCTH NPOUEcca CTepunkiauds. JeMoncTpayna 2 ekTHBHOCTH CTERMNKIALKMA ARNABTCA KOMBKHILMERN
Banuaaynn, obCnymHMBaHMa W kanyopoBkn 0GopyOocBAHMA, COOTBETCTEYHIUETD WCNONE3IoBAHKA 1 dande-
CKOMS KOHTROMA, 8 TAKKE, T0E NPHMEHMMS, HCRONBEI0BAHWA XHMAYECKAY WM BHONCTMYECKAY MHOMKATODOE.
Ecnu Kakaa-To NepeMedHan NpoUuecea BeIXGOUT 33 YCTAHOBNEHHLIE NPEOenkl, CTEQHNMIATOD AonHeH BeiTe
CHAT C AECTUYATALMK 00 BuACHEHKA NDH-KME, CTERUNHIATOR He GonseH DuiTe BREOEH B JKCNNYATALMIO 00 TEX
nog, noka gedesT He GyoeT yoTpamHeH.

3.3 Joniss BeiTe YCTAHOBMSHL CHCTEME! WANK NPOUEDYDE ANA OUEHKA NODsK OTENOHEHWR OT Npage-
NOB NApaMeTEoR CTEDHMAMIALHOHHOTD UHKNE, W NPHYMHEBl NPAHATHA NOGRE OTKNOHEHHA DOMHHE GblTh NOMHG-
CTEH OOKYMEHTHOOBAHE.

54 OocTynHb XMMHASECKHE HHOMKATORE PAANHYHbLIX BHAOE, BANALIA & PAANHYHBIMA KAREKTEDHCTHAEAMA
peardposasHEA. O g MOrYT MMETE DAANMHHBE KOHTRONEHEIE JHAYEHHA ANA KO0 W3MEDASMONT Napane-
Tpa, W, K3k cneJcTere, DaznuyYHBE XHMAYECKME WHOWEATOREl MOMYT NEeOQCTAENATE PaINMYHOE MCNETIHME
MpOUecca.

5.5 MarotosdTeny 00A3aHs6 NPESOCTAENATE HHEDODMALKIO N0 HADEEHOCTH, Ge30nacHoCT i paboqmm
KAPAKTEDHCTHEAM NpoayKTa. MOMHKMS 3TOMS, WATOTOBHMTENK XUMHYECHMY MHOMESTOPOB JOMMHE NpegocTas-
NATE MACEMEHH YD MHDODMALMI0 N MHTERNPETALMH PEaYNLETATOR MHOWKATODOE, N0 HAZEMHOCTH WHSHKATODCE
OTHOCHTENBHO COXPAHERMA CTADHNEHOCTI KOHEYHOMD COCTOAHKMA [eCnH TPeGYETCA) NP XpaHe K  NpocTepk-
NHSOBAHHBEIX HAOENKE, N0 NApaMETPaM NPOUECCa, ANS PEAEUMK HA KOTODBIE AHOUEATOD G paspaboTad «
WENETEH, 1 Mo TPEBoEaHMAM K XDaHEHMKD W CPORY MOQHOCTH Casoro MHAKKaTopa. OTEETCTEeHHOCTE 33 Npo-
YTEHHE ¥ NOHKMAHKE JaHHOA MHOPMALKA NEXAT Ha NoNbaceaTens. MononelosaHie HHAKKATOPOR BHE WX
HOMTROMEHBK SHAYEHAA MOMET NPHMBECTH K OWWEOYHLIM DEIYNETATAM, HO 3TO HE NoOpaiyMesaeT Torg, 4T
KAMHYECHMA MHOMKATOD HEKoDpeKTHO paboTaeT

6 McnonbioBaHWe XMMHUYECKHMX HHOWK3TOpOB

6.1 MunaukaTopel npouecca knacca 1

HaakaueHke MHGUKaTopon NpoUecca kKnacca 1 — pasnuyare CTEQHNHICDAHHEE M HECTEOUITMA0BAHHLIE
NpoOyETsl, 8 HE YCTaHABNMBaTE CoBMogaHne Mn Hecobniogelie NapaMeTpon 30eXnaTHoN CTERHNHIILMA,

MuguKaTOpHAaA NEHTa (HANPMMED, NEHTA ANA NapoBORA CTEQMAMIALMK], WHOWKATOPHAA ATUKETKS WM
yNaKoBKa, COOSPMAEILIARA XUMWYECKHR MHIMKETOPD, NoMHHA GbiTh Ha BoexX cOBPaHHEIX W NpEOHaIHAYSHHE GNA
CTEPUMAIALMIA YNAKOBKAX 0 Yy DEROEHAA. XMMHYECKWA MMORETOR GonmeH BeiTe NpoBepas NOCNE CTEPUNMIa-
LW, YTofkl NOATERRAMTE, YTO NPOMAGLING TRERYEMOS BHAMMOE MAMEHEHWE 1M, CNEN0BATENLHD, YTO MAOENHE
BBIM0 NOOEEPrHYTO NEOUECCY CTERMINIALMA.

6.2 MuoukaTopel knacca 2

WMCeTaM e Ha NPoOMHEAHKE Napa MNd yO0aneHie Do3gyxa NpoWMcKoguT B NycTom cTepunqaatope. Mo
MCNOMEI0BEHUE WHIWKATOPE CNedyeT BhiNonHATE MHCTRYELWA WAToTOBMTENE.

6.3 MHgukatopel knaccoe 3, 4, Sm b

Mp# MCNoONEICEIMMA XMMEYSCKAY KHOKKaToOpoR knaccoe 3. 4, 5 W 6 NpenocTasnAnT HEopMauWio o
YEOBHAK KPHTHHECKHY NepeMEHHLIX B KOHKPETHbIX oBnacTax. Muorke akTopsl MOryT BAWATE Ha QOCTHHE-
HIAR 3THX KDMTHHECKHY NEDEMEHHBIX, TAKKE KAK COOBDKHMOR JArpyaski, KOHDWIYPaLKE Jarpyasd, NonoHeHmHe
BHYTRM EAMEDEI, TEXHOMOMA # MATERKMANB YNAKDBXA, K8HECTEo Napa 1 chod B paboTe cTepynMaaTopa.

B cnyyae ¢ sarpy3kami, yNakoeaHHbsM B NACTOBOA CTEDHNWIAUMOHHLIA MaTepran, KMMAHECKIA M-
AKKATOD fondeH BeTe PACnonomeHd B TOR 0BNacTd yNakoBkK, NoOAGHA MK KOHTERHEDA, B KOTORGH Npeano-
NArasTeA HAMMEHBLWEE NPOHAKEHWE CTEDHMNMAYIOWErD areHTa. Takan obnacte MoMeT DulTe KaK B UEHTPE, TAK
WOHE B UBHTRE yNaKoBkd, NCLO0HA, ROHTERAHEDE WK GaMHOR KAMEDE CTEDMMMIaToRa. BOIMOKHD MCNoNk30-
BaHWE HECKONEKMY KHOIMKATOROB ONA OUSHKW NoOA0Ha KNW K#E0r ypoBRHA KROHTERAHEDa, ClopMHpOBaHHOND
WA HECKOMBKME NognoHoR. MpeanoYTHTENEHD DaIMELWATE X¥AMUHECKHE HHOQWEATOPE B HECKOMNBKKK YIAKORKAK
B NpeQenax 3arpy 3Kk ANA KOHTEONA DasnueHex oBnacTei BHyTRH CTERHNMIALMOHHOR KaMepl.

Mpd BANHOALKK NPOLECCa MOKET DeiTh NONYYEHa KHDODMALKA O HAKMEHREE JOCTYNHBIX N8 CTEPANK-
IVIOLErD AreHTa NONOHEHHMAKX BHYTDH KaMepkl CTERHMHWIAToPa WMNK aarpyakk. Bocnponaeoadman wedropaa-
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UMA MOKET BolTe NONYYEHA © NOMOLLD WHOMKATOPE, TONEKD &C0W MEOWESTOR NoMeed b 06NacTe, KoTopas
HADAKTEPWAYETCE KOMEDETHRIMN YCNOBUAMMN.

B crnyuyae ¢ HEyNakoBaHHLIRAW JaNDyIHaMK XEMUYECKMA MHOUKATOD QomseH BeTe NOMEWEH B/Ha Noa0H
£ MIOENHAMKA, NOLNEMSLAMY CTERMTRIALMA.

6.4 MHOWMKaTOPL! ONA ACNONLIOBAHKA C YCTROACTEAMM KOHTDONA NPOUScca

YoeTpodcTea KoMTRonA npodecca YEM {process challenge device, PCDY Geink paspafoTadbl Ang Boc-
NEOWIBEIEHMA HAMSoNee TPYAHO CTEPHNIHIYEMEIX YENOBWA B NpoUecce cTeprnvaayny. Jeactene YK oons-
HO DiblTe CBAIAHD © ONPEIEneqHHEME METOOAMA CTEDUNMIALMA, THNAMA CTEDHNWAATODOR H COOEDKHMEIN
Jarpykn. He cywectayeT yaueepcansHom YR, sotopoe mormno O OeiTe HCNONBICBEAHO GNA BCEX THNOB
CTEQHMMAATOPOE H CTEDMNMIALMOHHLIX Npousayp. JercTexe i noneiTadde ¥ KN ABnROTCA peayneTaroM Bam-
MOBMHAEHWA XMMUYECKOrD MHAKKSTOPa KW koMnoneHToe YK, mobee vaMeHeHHA, HANDHMED, HCNONLICEAHKE
OpYrors WHOWKATOPEa, MOryT NoOBNUATE Ha geRcTewe YK,

Hegomopeie YK wmoryT npeactaenaTe coboi onpegeneddsin NpOOYET WK KCMESHHALKID NPpoaOyKTa |
CHCTEMB CTEDWNHIALACHEOM Gaphepa.

O MORYT OBiTe MCNONB3A0BaHL ANA DarpaboTed W CNPE0EensHRA NPOUECca CTEPDHNMIAUHIK. BonsLiH-
CcTBO NpoUaBoaMex YK pazpatoTade AN8 oUeHKK NPOHWLESMOCTIA 3TAN0OHH0R 3arpy3kd. Cnegyet obpa-
THTE BHMMaHKME Ha TOT dakt, 470 3tk YK npegcTapnmioT cnosHocTe ANA NPOUScca o He NPeqoTaBnsioTt
CODOA CTEDHIMMIALWMOHHYED J3rpyary.

Y MoryT GhiTe HCNONBEISEAHE ANS NOOTESEHASHRA DaboYlE XapakTepucTHE ONpedenaHMbix Npouec-
COB TEKYLWEN ECHTPONA CTEDMNMIALMK, 8CnK paboqHe XagakTepUcTHEN M Henoneioaaskne YK eanvgupoaa-
Hed. Mpusiepsl oM. B MCO 17865-1, noapasgen 10.5.

Ona NonyYeHda HaaesHslx pesyneTaToR NEW HENONsI0BaHRKE NPOM3BcIMMbX YET ANA KMMEYECRAX WH-
OUEATOROE O0MEHs ObiTe BANKOWDOBAKO NONOEEHHES B CTEPUNKIATORE W B 3arpyaKe, 4T0Ssl NPeacTasnATs
HAWGONEE TPYOHO CTERUNMIYERMYIO 0ENACTEL, HAZLIBARMYH 0BNacTeI0 GNA KoWTpanA npouscca ORI (process
challenge location, PCL). Mockoneky B SoNsWdHcTEe chydaes QKN MoseT GeiTe onpegenaHa ToMeKo Npegno-
MoWWTENLHD, GB0CHOBAHD HoNoNbaoearke Gonee Yes oaxore YR, kak Oeno ckasado pakes.

Nenctewe YKINT QomseHo GeTeE CEAIZH0 C ONPEOSNeHHEIME METOSAMK CTEDMNMIALMA, TUNSAMA CTEDHMM-
IATOPE W COOQepMMMbIM 3arpyakd. He cywecTaver yHyBepcanewors YEM, koTopoe Mormo Gkt OoiTe MCNoNb-
AOBEAHD ONA BCEX TANCE W METOOOR CTEPUNM3auMd. PasnvyHbie NpoaykTe, HANPUMED NoNeE | TpybLaTee
SAMPYIRM (CTAKAHE, YaLKK, TEYOEM 1 T. N. ), NOPUCTRIE 3arpyIKH (NONCTHA, OOENaa, TEKCTHNE WU T. 1. } 1 H2no-
PHCTEE JATEYIKHA [ XHDYDIAYECKAE MHCTOYMENTE W T. N. ), 8M0ryT GulTe NDELCTABMEHE DaInMEHBiMg YR,

HEROTOpBEIE BONPOCE, KOTOPEE MOTYT ObiTh PACCMOTREHE NP BLSope YHI:

a) YCTROHRCTED JONMHO GelTe paapafoTado Tak, SToDk KHMHAYECKHA HHOWEATOD MO GbiTe NOMEWsH B
HaWGoNEs TRYOHOE ANA NPOHWEAHWA CTEDHNMAVIOWEND areHTa MecTo,

b) KOHCTPYEUMS YCTPOMCTEA SOMHHE YYHATRIBATE TAN CTEQHNAIYEMBIX MAOENKA 4 NPOUSOYDY CTEOHM-
ZALKH,

C] MAMAYECHAR MHOKKATOD HE OONMEH BNKUATE Ha dyHELWY YCTPORCTRA;

d) posMoHHOE BIAMMoOeRcTERE YHD | aarpyaxi.

T HHTEPI‘IPETHLIH.’FI PEIYNLETATOB KOHTPONA XHMHAYECKMMK MHOWKATOPpaMK

7.1 Obwre NonoweHWA

Monuas nporpasmma 0BecneseHna CTEpUNEHOCTH BENKHaeT & ceda acnenTe obpaboTik, & ToM YHcne
OeaHDE KUK, OHMCTEY, NOArOTOBKY W yTAKOEKY, 3arpyaky B CTEQWNHIATOR, CTEPUNHIALMD, 0BpalieHte © 1Wa-
DENHEM NOCNE CTERPHNHIALMK, XDaHEHAE HIOENHA B CTEDMNHIALACHHEL YNAKoEKAX MPW COOTEETCTRYIOLMX
YCNOBAAX, PACTPEJENeHHe ¥ TDAHCNOPTHROBAHKWE B MECTO MCNCNBI0BAHNA. TEKYILME MOHHTODHHT M KOHTPONE
NPOUECCA CTELMNHIALUAKE ABNAKTCA BARHON COCTARNRIOWEA NONHME NPOrpaMMs OGECNEYEHHA CTEDHMEHO-
CTH. XHMWIECKAE HHOWEATODE, YOOBNETEOpAWMe Tpebopankan WD 11140-1[13], koTopee KCNoNB3Y0T @
COCTEETCTEHK & DEeKOMERIALWAMA HATOTORKMTENS, MOMYT NPEA0CTABMTE NONE3IHYIo WHDOPMALMID O NPoUecoe
CTEDHNM3AUMKA. HacToTa KCNONLITEAHKA W YMCN0 XMMAYECKKE HHOMKATOPOR Ha JArpyaky MK WHKN 3aBdcAaT
OT HAUACHANEHBIX HODMATHEHLIX AOKYMERTOE W PEXCMEHOAUAR WANK NONATHEKY Opraddiagng, B koTopoR
HAXOOWTCA CTERHNMIaToR. CooTEETCTEYIOWYK WHDOpMAaUWe k., kanpuMep, B MCD 14937, nogpaagen E.7
npunosEeHEa E.
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HAMASECKME WHAKKATODL DOM#HE Y48THD PAsrpaqYMBEaTE 0GNacTW, B KOTORLIXN KOHTROMEHES JHAYEHWA
Bl GOCTHMAYTE, 11 OBNECTH, B KOTODLIK KOHTDONEHEE JHAYSHWA He Buind QOCTHrHYTE. [0 3TOR NpuYse
KOHEYHOE COCTOAHWE OOMMHD BeiTe CODTRETCTEYIOWMM M 0OHOIHAYHEM, MpuMepel cpaboTapwix W He cpabo-
TABLWWA MHOMKATOROD SONMKHE BulTe NDSGCTAENEHE HATOTOBUTENEM W YETED MOHATHE NCNE30BATENO.

7.2 MaMeHeHHA XHMHYSCKHX HHOWKATOROE

MugueaTopbl DEardpyIoT TOMNBKD B TOM CyYas, Kor0a QocTArHY TR COOTRETCTEYIOWME NapaMeTibl & WX
oTaensHol obnacti. Heobxonumo NoMewaTs BCEe MHOMEATORR B o0NacTy, XapakTepHeie GNA Jarpy3KK, WM,
4TD ApheKTHEHEE, B HAKEONEE TOYOHO CTEPUITMIYEMBIE MECTA.

KAMWHECHEAS AHOWEATOPE! CREOYET PACCMATRHBATE KaK COCTABHYIO Y4a30Te NOMHOW NpoTpammel checna-
YEHHA CTEDHNEHOCTI.

7.3 HecpabarTeiBawilde XHMHYSCKHE HHOWKATOD

ECnid XMMAYECKAR HHOWKATOD HE QOCTWMEET CROETO KOHEHHOMD COCTORAMMA, YYpesnaHne obrzaHo afop-
MWUTE OOKYMEHTHMDOBAHHEIR NpoTokon. Korga vegusatop ve cpabaTeHBaeT, 370 HE 0IHAYART, Y4To NEPOoUIowWen
cBOi MHgUEaTOpa; 3T0 BCErda QOAMHO Del T MHTEpNEeTHpoBaHs Kak cBoi Nnpoyecca creprnuaaumi. MNpudnsa
choA Npouecea QOMKHE GolTh BRIACHEHS.

8 Xumuyeckue MHOMKATOPLI B Npoueaypax cTepunuiauumn

8.1 Ofwme nonoxeHMA

KAMWASECHEAS MHOMKSTOPE, HEIABMCHAMO OT TOM, DaIMEWEeHE OHW BHYTDH MW CHRPYRK YNaK0B0K, WUo-
NaNBAVIOT GNA KOHTDONA NPOUEcca CTERMNHIALMK KaK JOK33aTenCTEO TOM, 4T0 COOTBETCTEYIWKME napa-
METPE KPATHYECKHE NEPEMEHHBIX Bhlld QOCTHIHYThI.

MNnavopan NporpasMMa No PaIMelwleHikI0 1 OUEHEKE XMMIHBCKAE HHOWKATOPOB MOMET:

= BbiTE Y3CTRID NPOBEDEE MOHTARE, IKCIAYATALWA ¥ 3kcnnyatapyercre (10, 00 W PO cTepynuaatopa,
T8, BanMaaun-,

- BhbITE HACThK TEKYLWEND KOHTDOMA NpoYecca)

- COOSRCTROBATL AMarHocTke cBoeR npouecea;

= COOEWCTROBATE B BLIABNEHWW NROGNEM yNAKOBOE (HANDHMED, CAWWEGM SONBWWE HAW NNOTHLE
YIIAKOBIN ],

- COQEACTROBATE B BLIARNEHAW NDoDNEM 33MpYaKH (HanprMen, YawectpasHoe JKOHYaHWE, KOTOPOE MO-
HET 33080%UBATE BOSAYE NEH HENDABKNEHOM PACNONSHEHHK]

= BuIARNATE HENPOCTEDUNHI0BAHHEIE JArDYIM,

- COOQERCTRORATE B BLIABNEHWY cOoea CTERHNKMAATOPE, KACAWHACA YOANSHWME BOAOYXa H NDOHKUKaHWA
napa KWK QoCTHMEHWA TEMNEDaTYDLI/BDEMEHH BLIOSDHEN,

- COOSRCTROBATE B BRIAENEHAK NPOENeM ¢ NOCTABKOA CTEDHNWIYIOWEND araHTa.

Crgen no ofpafoTke QOMEEH KMETE B HANWYKH OCKYMEHTUDOBAHHYID NEOUEOYDY BENONHEHWA Boex
npoueccos. Mockoneky NOETopHaA oGpaboTha MEQALWHCKME MAOENKA COCTOMT M3 HECKONLEWX ATAN0E, KOTO-
Dele MOMYT BENKYETE B CeDR De3dHperuHio, o4WcTRY, pasbopy, oCMoTp, NOETODHYKD COOpKY, YNAKOBKY, OHOH-
YATEMNEHYIO CTEDHNAWIALMI, XPaHEHHE M TRAHCNODTHOCRAKKE, TO KpaRHe BamHo, YToBLl BeiNK YCTAHOBNE HE
KEUTERMM PASANHYMA COCTORHKA BCEX MILENHMA B TEHESHWE KaXKOOro atana npouecca. HanprMep, MHOMEaTODGI
Knacca 1 oTNUHEI0T NPOCTEDUMNMACBAHHYE NPOOYKLMEY OT HENDOCTEDMNMIoRaHHO.

Monkaa nporganaa oSecnEYe A CTERMNEHOCTH JOMHHA BEMNIOYAETE B Ce0A MOEHTHRMKALMIO W BOIMOM-
HOCTE OTCNEHMBAHWA NPOLECCOE DeMHgRe LMK, NPeacTEDHNAIAUNOHHON CHUCTEM, CTERUNHIAUAK, TRaHCNop-
TAROBAHMA W KpaHeHMa wigenui; kanubpoery, obcnysreadre v npopepry aPdeKTHBHOCTH CTERPMNK3IATO-
0] DHIAHYECKANA, XHMHAYECKHA 11 GHONOTHYECEWA KOHTDOMNA CTEDHMAIALWOHHEX UHKNOE. HY OOMH OTOENbHEINA
INEMEHT NPOTEamMkel 0BECNEYSHWA CTEPUNEHOCTH, BEMIOYAR PASNHYHLIE BAGE KOHTDONA CTEDHNMIALMH, He
MCHET CEROETENLCTEORATE O CTEPUNEHGETH. DEECNEYEHHE CTERHUNEHOCTH TREBYET HENDEDBIBHOM BHUMAHKA
KO BCEM AcnekTam paboTe CTepUNMIaTopos, NPOUECCY CTERPWUNHIALMK K NOCTOAHHOMD COOTRETCTEHA YCTaHOE-
NEHHEIM HODBMAM K NDHHLANARM.

CooTpeToTEVIOWES WCNoNb30BAHKE AIMHECKHE, DUONOrMEeckds B SMMAHECKAE KOHTPOMUPYRLLIMK
YOTROHCTE TReDYeT NOHMMaHMA TOre, ONA KaKMs SeAcTEMA paapaloTaqo kawaoe KOHTponMpylowes YoTpon-
CTEBG W YTO KaMOOE YCTROACTRS BuIABMAET B NROLUESCCE MNKM UMKNE CTEPUNM3AUME. DHAMYECKUE KOHTROMADY-
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IOWWE YOTOORCTRA, K KOTOPBIM OTHOCATCR AANWCKIBALWE YETRORCTEA W JATYHEM BREMEHH, TEMNEDATYDLI K
gaanennd, obecneydBainT oUeHEY NepeMeHHEX UHKNa CTeEpUNKMIAUHN B DEANsHoM BRPSMEHKM W NOIBONRIOT
COHADYWMHBATE MHOMAE HADYLWEHWA padoTel CTEpHUNMIATOPa Hawbones GuicTRo. Tem HE MeHea, DUAnHeCKEe
COeOCTEA KOHTRONA HE MOMYT CNPedendark, OOCTHIHYTE NH B CTEpUNU3aTORE COOTEETCTEYIOWME IHAYEHKE
MNEPEMEHHLIE, 1 HE 8 COCTOAHKK BRIBNATE NPOGNEMBL, CEBRIAHHLIE & HEKODPEKTHOR KOHDUMYDaLWeR 3arpyakm
MM BALOM YNAKOBKA. XAMUYBCKEE MHAWKATOPB PAZpASOTAMKL ANA DEAKLKK, CONPOBOKAAEMON KARAKTEDMHbIM
HAMAYECKHM KW QATHYECKHM HIMEHEHUEM, M3 OOHY WK Danees NepemMeHikn NpoUEcca (HANPUMep, BRemMa,
TEMNEPATYA, HANKMYKWE HACLILWEHHCIC Napa, BNEaMHOCTE, KOHUBHTREUWA rA3a okCHEa ITUNeHa. 4oaa obnyye-
HIWA) BHYTPW HaMEpkl CTEDWNKMAATODA.

HoHEYHOR COCTORMUE XMMUHECKOND HHOWKATORA HE FAPAHTURYET, 4T0 H3O0enHe, NpoCTepUNUAnEAHKOER
C WHOMKATOROM, CTEPWNEHS, OHO JEMOMCTOHDYET, 4T0 JAHHMOE WANENKE BLiN0 BeiOepwaHd B OnpeneneHH b
YOMORAAK. XHMAYECKHE MHOUEATODE obecneduaanT BeCTDLIE cNocol onpedenedia HEKOTODBIX Npobnem a
CTEQUAMAATORE A0 TOrD, KaK NOTEHLMANEHD HECTERMNEHEE NpoOyT SyOeT BiNyLWLeH UNK MCNoNL3I0BaH.

EHMHHECHAE WHAMKATODE MOMYT BbiTe NONE3Me NDM AUArHOCTHKE HEKOTORLIE MPOENeM, CORIAHHME C
OOCTAHEHHMEM KPMTHUYECKKE NapameTpoa, ofycnoBNeHHLIX YCNOBMAMHA cTepunuaauny. 3desTioHoe ue-
MNOMNEICBAHNE XAMAHECKMY HHOWEATOPOE TReOyeT NONHCrS NOHAMAHHA TUN0E XUMHYeCKAY WHOWEATOROE W
TOrQ, YT OHM MOTYT W HEe MOoryT oToSpamaTes o Npouecce CTEQMNM3IaUWME. Cneaceatensqe, noban peakuuns
HAMAYECKOMD MMOWKATODA O0MeHA NORMNEYE 33 cOBol COOTRETCTEYMIUME ORACTEMA. OTHENEHEIE XAMUHECKIAS
HHOMHATOPE 00sMHO cnedudivubbl 0NA OOHOre MeToda CTePUNMIaUKK. TeM HE MEHEES, DAITHUYHLIE MHOKKA-
TOPE OAMOMS KNACCA W ANA 00H0MD MeTOOa CTE PUAMIALMA NPK BelAepsEe 0 CTEDUAMIALUNOHHOM LEKNE MOoryT
pEAMAPORATE NO-DATHOMY.

8.2 JokymeHTHpOBaHHME

KAMHHECHAE WHOMEATODE HOW ONACAHBE WX DENNETATOR MOMYT ObiTh COXPAHEHEI B KEAYECTEE YACTHH-
HEE GaHHBIX N0 CTEDHNMAaUAW. ECn aHHLe pesynsTaTol ABNRIOTCA HacTukl CUCTEMBI KAYECTEa [HanpuMep,
ceprr VOO B000), 7o O0MN#Ha BbiTe BOIMOMHOCT: OTCNEMMBAHKA NPOUSCCE WX NONYSEHWA B ONPESETEHHOM
LHENE CTERPUITMIALMIA, B TOM H4CNe W ONA NaUMeHTa. PeaynsTaTel BOHTRONA BONHHE GhlTh OUEHEHE YNeNHG-
MOHEHH B KOMMSTEHTHEIM NELUOM W JOMHMHE COOSDMATE ATV, HOEHTUEHEAUMOHHBR HOMED CTEDHNWIATORE,
HOMER JAMPYIKH W QOKYREHTARDBAHHEIE SHAYEHWA NEQEMEHHBIX NPOUESCCa. B 3aBMCHMOCTH OT HALUKOHANbHbIX
WIHNK MecTHbIX TpeboBaHvil peIyNeTaTel HHOWEATOROE MOMYT OWTh COXpaHeHt Ha NPOTAMEHWK DAANHYHBLIX
NepUaNcE BRemMedi. PesyneTaTel BCEK XHMAYECHAE AHOMRATODOR MOMYT OalTh COXDAHEHE B QOKYMEHTHDOESH-
HOM MW B 3NeKTROHHOM Brge.

9 OBy4eHne nepcoHana

Oonibl BeiTe B HANKYKK BOKYMEHTHPOBAHMEIE NRPOUEOYDE No OBDALLEHAD 1 RCNONEIOBIHMM XH K-
YECKMK MHOuKaTopon. Mepoouan, OTEETCTREHHER 33 NPMMEHEHWME KHMHUHECKMY MHOKKATODOD, DOMMeH BTk
ofyden NpoueaypanM NoaTopHoR ofpaBoTiK, 8 TaKKE BuGopY, MCNONLANBAHKID W WHTERNPETALMM DENETATOR
AMMUYBCKKY WHAMEATOROR. 3T0 0BydeHnE CNeqyeT NPoBOOUTE GNA BCErD NepooMana o oGnacTaAx., roe npyme-
HRIOT NPOUSdyYpEl NOBTORHON 0BpaboTiy, W ANA MoBoro, KTo HCNONEIYET CTEDHMNEHEIR WAOSNWE B BHTEPNPETH-
PYET PEAYIETATE XMMAYECK MHOMKETopan, MNpapunsHan METEPNPETALMWS KOMEYHOMD COCTOAHMA XARMWLSECHHN
HHOMHATOPOR KPaRHE BAKHA.

OEydEHHe W NoBTOPHOE OBYUYEHIME QOMMHE NPOBOOMTECA NERHOOHUYECKA W BOKYMEHTHPOBATECA,

10 XpaHeHWe ¥ TpaHCNoOpTUpOBaHUe

M3roToDMTENE WM NOCTI0WME XHMUSECHHY HHOHEATOPOE HECET OTEATCTESHHMOCTE 38 NPEeqoCTIRNSHWE K-
HOPMALIMA NG COOTRATETEYMHAEMY XPAHEHIAIN 11 TRAHCHOPTUPOBAHHID WHOMEITOROR 00 M NOCTHE WCHoNLIOESHWA.

PaGouve XapaskTepHCTHEM XUMWYSCKAXY WHIHKATOPOD MOMYT WIMEMATECA @ JADWCHMMOCTH OT YCMOBHRA,
BCTPEYAIOWMECA NDW TRAKCNODTHROBAHWK WK XPasMeHkiA 00 MCNoNEIoEaHMA, oT cnocoba WenonkIoRaHkA,
OT NPUMBHASMOR TEXHONOMAKM XDaHBHUA NOCNE CTEPUNMAALKK W 0T CTABUNEHOCTH KMMWYBCKOND WHMESTO-
pa. Mo aTo# npudrHe HeoBXooMMo CRegoeaTe MHCTPYKUWARM N0 XDaHEHWD W MCNONLICBEAHMIO0 WHOMEATORA,
NpeaoCTaENeHHEM HATOToBMTENeM. HecoBniogeHne DaHHLX MHCTPYELMA MOXET NOBNWATE HA GENOCTHOCTE W
paboYKe XapakTepUCTHEN XHMWHECKOrO WHOMKATORa W NDHEECTH K HEBEPHLIM BRIBOOAM.

KHMHLECHAE HHOWRKATOPE HE CNEQYET MCNONLA0BaTE NOCNE MCTEYEHUA MX CPOKS MOOHOCTH.
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11 MapknpogBka

111 OBwme nonoxerun

MapEupoBka  ¥HMHAYECKWE WHOMKATOROR AOM#HA BENKYETE B HHOOpMALKIO,. WANCHEHHYD B
HMCO 111401 [13]. Dassas nadopmanma npueegeqHa a 1.2, 1.3 0 11.4.

11.2 MaprMpoBKa HHOWKATOPA

Kawgpid HHOWLaToOR OonMeH GbiTe Y8THO NPpOMaprMponad oBoaqaqdeHien METO0A CTEDWNHAALNK, QNA
KOTODOMD OH NEEQHAIHAYEH, KNACCE MHOMKATOPA W ONA MHOUMEaTopoR knaccoe 3, 4. 5 1§ — yoTaHoaneHHeIM
KOMTPONEMEIM 34a4eHKnen. B cnyvase, korga pazmep Wik @OpMaT MHGHKATORa KE NoIBONAET HAHECTIA ITY WH-
dopMmagmo wprgToM WecTe GyEE Ha caHTUMETD WK Gonee, MHQopPMaymMa JomsHa GelTe NpeacTaENeHa Ha
ITHMKETKE WHMK B MECTDYELMW NO JKCMNyaTaLWi.

11.3 MapkwpoBka npoyecca

Ecnin mHauxatop paipaborad anA McnonbaoBaHua B CNeunansHii JUENEy CTERMNRIaUMY, 3Ta nHdiop-
MALMA DOMHHA GETe NPSACTABMNEHA WK 3AK00WPOBAME HA WHOKKATOPE, HANPUMED:
STEAM 121 *C 15 sum,

11.4 MapxupoBra ynakoBxe

Kaxngan ynakoBka WHOMKATOPOE WK HHCTRYKLMA Mo NPMMEHEHIAIO, NOCTARNASMAA C YNAKOBKON, D0MEHa
NEeOoCTARNATE CIIEIYIOLYI0 MHI0DMELM !

a} MEMEHEHAE, KOTOPOS OOMTHHD NPOMIcATH, NA HHOKKATOPOE C WAMEHEHRWMEM LBETA, B CNYyYaAx, Komma
HAMEHEHWE HE MOMET ObiTh ANSKEATHS OMNWUCAH0, — O0PAlLE NPEANCNArASMEN LEATORLIY AMANAIOHDE KK
ANA AIMEHEHHEX, TAK W ANA HEWIMEHEHHLX WHIKKATOPOS,

O} EpUTHYECKYIO(HME] NEPEMEHHVIOlLIE), Ha KOTOPYIO L) PEArADYET WHOWKATOD, W, [OE NDHMEHHMOD, WX
KOMTROMNEHEE JHAYSHUA,

C) KNACC, METO KW NPEANSNAraeMos MCNONLEINEAHKE, ONA KOTOROrS paipadoTaq UHOWuEaToD,

d} yonosua XpaHedta 00 | NoCNe MCNonEI0EaHIA,

£} O0aTy WCTEYEHKA CROKA MoaHOCTH MW A3TY NPOMIB0OCTEA NNIOS CPoK MOAMOCTH NEH ONPeaene H s x
YCNOBUAX XpaHEHHA, BeipaKeHHee 8 cooTeeTcTaMM ¢ WMCO 8801[3] (ve. TTTT-MM, e I'MTT — rog, MM —
MECALL,

] yHMEANEMER 00 (HanpUMEeR, HOMED NapTHUK) ANA OTCNEMMEIHNA NPOLBCCa MIoTORMEHMA

g} YEAIAMHA Mo KCNONEICEAMWIG, HeobXoouMele ANA OOECNEYeHHE KOPPEKTHOMD NPUMEHEHHA HHOHKS-
T0pa;

h} moBeie NoBoqHEE BEWECTEA, KOTODLIE MOrYT BCTPETHUTECA, WM YCNOBWA, KOTOPRIE, BEDCATHO, MOMYT
BOIHAEHYTE B NpOUSCes NPEANanarasmMors KCNonsIEAMKA UHOWKATODA W KOTODLIE MOMYT CKA3ATE HEraTHB-
HOE BAKAHAE Ha paboure KapakTepucTHEM HHOMEATopa,

i} Mebbia MEpsL NPELOCTOPORHOCTHA B NpOUScee WIANK NOCNE WCNoNBEIoEAHNA,

i} HEVBABHOBAHKE W AQPEC MATOTOBWMTENA KNK NOCTABLLMES;

k) XapakTepucTHEM NMoObX HIMEHEHMA, KOTODLIE MOMYT BOIHMKHYTE B NPOUSCCe XDaHEHUA NONHOCTR
MK HE NCNHOCTE 0 MIMEHHBLUMACA MHOMKATOPOE NDH YCNOBKAK, YEIIAHHLIX B AHCTPYHUWKM WIroToBMTENA.

MpumedyaHWe — HALMOHANEHSIE WA DEFWOHANEHLIE HOPMETHEHEE SOHYMEHTE MOMYT COOSEEETE S0N0NHA-
TEMNLHEE WTA 4pYrHe TREDOBAHNA.
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MpuanoxeHEe A
[cnpasoqHoe)

Hannwie no Bosn-Jdux Tecty

B nyBnwsaume 1963 r [ boBr w coasropos [26] omcaHo NpOCTOs MCNSTEHWME, NOOXOO0ALES OA BRIREMEHHSR, KO-
PEETHO Nk paboTasT NpegeapyTENEHER BAKYYMHAR CHOTEMA GOpeany yMHO M crapunwaatopa. OnA dopsaryyMHex cTepn-
NAZATOROE CYLWECTEYET NpoEnema, cERIBHHER C NPOHMESHWERM BOLOYEE WA C ODYTAM COOEM B CHOTEME BARYVYMIAPOBIHWA,
PEAYMLETATOM HErD RENAETCA HATEXSHWE BOIOYES MNH HEKODDEKT HOE WISNSHWE BOANYXE.

Hanu4me OoTEToHHDI KPATHYSCKON O5LEME BOZ0YXE B HBMEPS MOHEET NPUEECTH K 0BpaioeaHu BO3nyilHEY Kap-
MAHOR, KOTODLIE OFPAHMHWBEENT NONHDS NPOHUKEHWE NAPa BO BCE YIAKDERK, NOONEXBWHE cTapunniaumy. B soHus epe-
MEHH NOQLEME TEMNSEPETYRE BHYTPK TEXOM E030YILHOID KADMEHE NOHTH BEETHA HHEE, 48K TEMNEPETYRE OKPYHAKWEn
napa. MaHaYaneHo NPOEEPES COOTEETCTEMA BAKYYMHON CHCTEME: BeiNa nposegeHs © NoMOWER NOMEWSEHAA TERMONED B
KOHEDETHYH MCNEETETENLHYH YNESKOBKY 1 B cnue HaMeps. B mybnusauwn BoBn onvcad TecT-ndoT, COCTOAWMA K3 NMcTa
Gyraans, Ha KOTOpLIA Dein HAHRACEH KpecT CRATORD 3HODH © WHOMKETOPHOR NedTon. TEcT-NaksT, OnMcanHeR Boew, co-
CTOAN W3 NMEHAHLY MONOTEHEY MHHEMANEHEMHE paasepard 30 = 24 goima (mpasepio 215 « 60 cw) oo crepen. 3TH
NONOTEHUE CHN3ALIBENACE B4ETEER0 NG ONHUHE W 38TEM BIECE N0 WWIKHS 008 QOCTHHEHWA BOCEMHEDATHOR TONWKEHLL
HMCno NONoTEHEU MOHET B3PEHDOBSTECA B 328MCHMOSTI OT WX TONWWMHE!, HO CTONES S00sHa Gers ot 10 0o 11 groasos
{npusepHo o7 25,5 oo 28 om) ewcotol. Npe MCNBTEHWH B KOPREETHD DYHELHOHMPYIOWEM CTEQMNH3ATORE © BPEMEHEM
selgepsit 3,5 M npe Temneparyps 134 °C npr HanH49K B sarepe ToNeXD TECT-NAKETE NONOcE Ha HHOMKETOPHOR NEHTE
OOMMHEI HEMEHNTECH 40 QOHOPOAHOM TEMHOMD UBETA. Y¥OO0ENSTBOpUTENEHRIA TECT YESILIESET HE DRICTPOS NpOHMEaHWS
napa, YOoBNETADDHTENEHDE YAANSHNE BOIgYXE M OTCYTCTEHE IHAHWTENEHDID HATEKEHNA Boagya. MNpwr cooTEeTCTEYHILL A
FRCANYATALMK CTEPANMEATOR CNOCO0EH BRO8BETE CTEPMNEHBIE M20SnWA. NPESNONAraETcA, 4TO JEHHOE MCNRTEHWE Che-
OyeT NPOEGOHTE KEMObIA DEHE NOCNE HArPEES CTEpWMNMAToRE a0 paboHen TEMNEpaTYRL.

B&IACHUNOCE, 4TS MHOAKSTOPHER NEHTE HE NOKPEIBSET SCEA WCNBITATEMEHOR DONACTH K, BLNKM BOIgYWHEA npabka
BO3HWHKHET B OBNACTH, HE NOKPETOA MHOWESTOPHOH NEHTOE, To osa He Byger obeapysHa, noatory Delng waraToRnNaHk!
HANEYATAHHEIS TECT-NACTEL

Hax Being yEa3aHo paHes, CYLWSCTEYET TRW CTAHO3PTE ANns HCNeTaHyuA Tina boew-Oue Tecta — aro KMCO 11140-3
[14], W23 11940-4 [15] w OO 11140-5 [16].

3TH cTasgapTel Deiny paipaboTadel. TEE HEK B DEAMMYHEIRE HACTAX Mepa paboTy-0purisan gorropa boen wHTap-
NPETARDBANK PRANMHHBIN abpazonm. B HEROTOpEX CTPaHAx MO SaHHEIM MCMETEHWEM NOQDEIy MEBAIT TECT HE YIANEHWE
BOIAYAE W NPAGERHABSHITSR ONPeOsneHHe KprTepyves cpalaTeIBEHNA, B 70 BREMA ESK B OEyNax CTRaHaE CHMTIRT ara
TECTOM HE NPOMMESHEE NSPE C ONPESENEHHLIMK EEHTEDHAMA NRHEMMEMOCTA. B peansHocTy Heobxonuma 1 1o, 1 gpyros.
CTapanqiaTop HE MORET JOCTHMHY T MWEMNEMOND MPOHARHOSEHWA napa De3 yoanaqsis eoagya. Bo Boes cnydans agHo-
pE0ELIR ANETERHITHBHLIE TECT-MEKET COSBHNBAHT © ByMaMHEIM NHCTOM B yRAaKoexs n2 xnonyaroiymamten nonarerey.

B rafneue A1 anvcadel IHEHKTENEHRIE DAINWHEA B STANOHHBIE MATEDNANAY W NPHES0EHE! MEHEM ANEHLE JHAYE-
HWA YENOEMA cpabaTteieanns v HecpabatmeanvA. [NA ONDEASNEHHL KPHTERHER CM. CORNOHHEE D0EYREHTE.

Tabnuua A1 — Cpassesnae MCO 11140-3, MO0 11140-4 1 OO 11140-5

Tact naxer MCO 11140.3 [14] MO 11140-4 [15] MICO 11140.5 [1B]
Comnka EH 2B5 [23] EH 285 [23] ANSUAARMI ST4E [28]
HA TECT-NARET

bacca Twr+10% Turx2 % (702014} wr Aureh%
TECT-MAKETE

MnoTtHocTe 0,42 wrigm 0,42 wrigm” 0,20 I€FI'D,M3

THCT-MAakaTa

Pazmaps 220 = 300 = 250 pum Z20 = 300 = 250 s

TECT-MAakaETa

(250 + 20) = {300 + 20) -
« (250—2B0) ram

Epumapum
CoabE TEIBEHMA

Temnaparypa B TECT-NAKETE
OoN¥HE GeTe MAKCHMYM HE
0,5 "C HKHa, Y B CNVBE Ka-
MEDE HE CTAZMH B8 PRI

Tamneparypa 8 TECT-NAKETE SOMH-

Ha OLiTe HEe Dones dem Ha 1

"C

HU#E, dem pabodan Temneparypa,

HIAMEDEHHAR B CIWMBE KamMmaDbl

Temnepatypd B TECT-NAKETE
MakcHnyr Ha 05 "D HHme,
HEM B CNHEE HAMEE! Ha
CTEOMA BbIGE KK

Hpwumapum Temneparypa B usHTpa TecT- | Temneparypa B TECT-RaRsTe Jois- | TeMnepaTypd B USHTPE TeCT-
HECDIDETR- nawaTa Ha 2 "0 — 3 "C HMee, | Ha Beite Ha 2 0 — T "0 HM@e, 48 | nakera otnesastos Ha 2 "C
BAHHA HYEM TEMNSPATYDE B CNHBE | B CNHEE KEBMEpsE £ HEYAMY CTAaged | O7 TEMNeparypel 8 Crvee ka-

HEMEPE B HEHANe CTagud
BLIEEHEH

BeloepsEn, or 2 °C go 4 0 — 8 Ha-
Yars BelfEpsKed W He Bones 1 °C —

B HOHUE CTEOAK BEblGBDMEEN

MEPL K HE4any NocragHeR
MHHYTE  CTAOAH  BhILBDHEH
npd rarmneparype 134 °C
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2 CTASHA BbLGEDHEN.

X o ppENr, HEn Y — Temnepatypa, T

PucyHok A1 — MNpusepsl yCnoawd BEcpabareiBaHnA

PrcyHor A1 npencTasns=er NpEMMEREl YoROsHl HecpabaTkigadns, onwcanH=: B 1abmige A, BERKOYER:

A} TEMNEPATYRY KOHTPOMBHON TOHKM (KPWMBEA 1) 8 CNWBS (B NPOUSEEE CTASMA BeOS PRI

b} ecrm npuecyToTEaT OBNACTE CHMHEHWA TEMNEDETYPS (AT} (KPWBEA 2) B rEOMETPHHECKOM LEHTHE KOHTROMBHOR
TERCTNEHOR yrasoess (7 orno MCOD 11140-3 [14]), sHauxaropHsn NcT GOMess He cpaboTath;

C) BCAM NPHCYTCTEYET 00NacTe CHYHEHNA TaMiepary el (AT ) (KpreaA 3) & reOMETpMYECKOM USHTDE KOHTRONBHOR
TERCTWNEHOR ymasoesw (7 erno MCOD 11140-4 [15]) anstepHaTHEHER TECT-NBKET QOITHEH HE cpaboTaThs:

d} ecnw nprcyToTERaT OBNAcTE CHINHEHWA TEMNEPETYRE (AT} (KPWBaRA ) B rEOMETPHHECKOM USHTRE KOHTROMEHOR
TEECTWNEHOW ynakosrd (4 ar nog MCO 11140-5 [16]]. sHausaTopH=E NMCT MO WHOHEATOR B NPE0BEpUTENLEHD CODpaHHOM
TECT-NAKETE DOMHEH HE CpaboTars.
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MNpunomenue B
[cnpasoqHoe)

PaizsAcHeHHe TEPMHHOB «MARAMETPED M anepemasHHan »

1D HHCEETCA MAMEHBEHHA. BRARKWKE HE MHEpOBoguany o athiperktrerocTs, MO0 11140-1 [13] onpepenmar «na-
DAMETDD HEK KOHHDETHOE SHEHBHWE NEQEMEHHOR NPOUSCCE W ANEPEMEHHYRD: KEHK YONOEKE B NPOUBCOE CTEMHANH3EUMH.
FTH TEQMHHE! HEHESHTENBHD HamaHeRel B MICOITE 111359 [11] ponons3gsaquen NpRcTask sNpoysccy NEpED Kasasim
TEPRIMHOM.

Ecny pacocMarprBaTe B KAHSCTES NDHMERS NPOUSTS BOROYIWWHOA CTERANHIEUNK, TO B HEM CYLUBCTEY T OBE #Nepe-
MEHHEIDE MIM #MEPEMEHHLID NPOUSCCaY, 8 WMEHHD, — Temnepatypd W spema. slapararpasas MMM 2napasearpass
NPAYECEEs, CERIAHHBIMKE C 3THME NEPEMEHHBIMIE, MOMYT OeiTe sHa4eHns 1680 "0 w 120 muA,
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Mpwunomexnne C
(CnpaBcYHoE |

OBocHoBanne TpeboBaHMA K MHTEFPHUDYHILWAM HHOWKATOPAM W CCLINKA Ha TpeboBanMA
K GMonorrdeckiM nHgukaropas (BW), onpegenedisiv 8 cepun MCO 11138,
H E MWUEPODUONOTHYECKOR HHAKTHBALUMK (NonydYerHon 2 MCO 11140-1)

C.1 Map

C.1.1 BeegeHne

HMHTErEMEYHILWLWE HHOWEATORE: pazpaboTans Tak, ST00 0T BEYETE CROOHEM & BHONOriHacHimMy HHOHEETORaMK (B
Chpaanm npw B0308ACTEMH KPUTHHYECKHY NEPEMEHHBIX NPOYUECCE CTEpMnM3auw9. B pamkax HacToswero crangapra pabo-
HWE XAPSKTERWETHEA HHTEMQMPYILWME MHOMKATOPOE CEAEHE © MUHHManeHL M Tpebopanvame k BM gnA crepunuaaume
BREMHLIM TannomM comacHe SO 11138-3 [3]. B C.1.2 npreegedel 0bwmwe ceaneHHs W noapobnoe obocHoBaqws Tpabo-
BAHHMA K MHTEMMHPYKLLMM HHAMKSTOPEM KNaccd 5, anpenensHHeIM 8 4.6,

C.1.2 Obwwe cEanEHMA

B MCC 11138-1 [¥] copepenena. <10 B AR NnpoUeccs napoeo Crepanuiaung JONseH mmete 0, ., He MeHes e
1.5 MMH, MUHEMENLHY0 NonyrAL 1 - 109 0 anauesne 7 Gones 6. JHauesne 2 AnA MHonx ennce Geobaoilus stearother-
rmaphilus aaqactyi nprbmasastca © 10 (MCO 141671 B TeopatiHEciMy pacHeTay, OTHOCALUWMECH K BANHAS UMW NROUBStoone
naposoi CTERUIM3anHA, Hanpumep Fp, oberHo HCROnb3yeTcA aHaqeHra z, pasnoe 10 (Pllug [27]).

Pabosme xapastapHcTisd B¥ maryT GeiTe TEXHE ONPEgEneHEl C NOMOEELH OEHE BesreaHuA nBany (OB, voTopoe
HE OCHOBE ONPeEnaHHER BELWE MAHMMEBNEHEIE 2HAYEHHA, ofemHo npy remnepatyps 121 "G, QOMEHD COCTEEWTE. Bel-
MHBAHME 8 TersaHMe 4.5 MuH 1 rebane yapez 13,5 muH. OB aeqscnsaT cnenyigiy obpasom:

Bpema swmampadnr = (log P - 21044, Lo
Bpama mebenn = (log F + 4)0.,, (C.2)
me log — ASCATH-SHEIA norapHdsg Svona cmop,
F — HOMWHAABHER NOMYNALMA;
0.;; — BpemA yMEHbLUEHIA Ywecna cnop e 10 paa npu Temneparype 121 °C, 8 MuHyTax.

C.2 BaavMMOoCBA3IbL MEMOY EOHTPONEHEIM IHa4eHnanm (K3) MHTerpHpy OWero MHOMKATOPa W HHAKTHBAaLWeH

Buonorvyecroro MHOWKaTopa (BH)

Ang 1am 4robbl GoBHTLCH MHEKTHBALKA HE MaHes 1 107% B NONYMALMAL MHEDOOPIEHKIMOR, HeaBXOIMMD NONBEp-
rate BH © Laq = 1.5 MaH 1 nonynAguen 1 10% poaneRcTamo rapmnaparypel 121 °C e teqanme 16,5 muH.

(log 105 - log 10°8) - 1.5 = 16,5 muH. c.a)

Tarwm obpaao, QA HHTEMDERYHLER HHOHESTORE KNACCa 5 MUHRMENEHSE KOHTRAONEHOE 3HawaHue (K], T.e. spe-
MH, 28 KOTOROE ACCTHIBETCR KOHESHDE COCTORRWE Npd Temnepatype 121 "C, nonsno Geime He medes 165 mud. Onpege-
nvE MasdMansHoe K3 passoe 18,5 maH, yOTAHABNWBEROT NDAMOE BE3SMMOOTHOWEHRE MDY KOHEYHBIM COCTORHWMEM WH-
TErPHREYEILLETD MHOMEASTOPA W Y0SNSTEOPATAMEHEM YROEHEM WHAKTHEALMHY BHanorH=Horm B, 1, kar cnegoTene, uenb
NPOUSCCE hHALLHON CTEDRMTMIELMH.

B cnyyae, korga warotosrTens onpeganzar K3 npy ramnepanype 121 °C Gonee 16,5 mueH, Byger goctiriyT Gone-
LKA YPOBSHE WHAEKTHESLMA (1, CnegosarancHo. DoNsWan cTangqs De30nacHocTH) KD BPEMaHH, 33 HOTODOE HHOWEATIR
DOCTUMEET CEOSM KOHEYHOM COCTORHMA. TEM HE MEHEE, NP HCTBITAHNN MHTEMPEDY MR WHAWEETOD OOMHEeH 0OCTHRETE
W NPEELIUETE CHOE HOHEHHOE COCTORHWE NPK 80 Bel0EpMES B TEMEHHE BpaMEHK, pasHor K3

CinMcaHHoe Beiws otabpasast yonoenme cpabaThiBEHMA WHTEr PAPYEILETD MHOMESTORE.

YT KHCEETCA YONOEWR HeCpabaTLIBaHns, TEOpETHHECEM EaHHKHER B Dyaer nosaakiears oTCyTCTEME pOCTa NpK
BPEMEHN BO3NSRCTEMA, OOCTATOMHOM OAR YMEHLLWEHHA NOMyNELAY S0 YOOBHRA, MEHSE Y488 IOWH BRIHMBILNR DPFaHH3EM.
CigHaxn, Korga NpUMBEHAKSTCR DeansHee B, epemA 20308/cTBMA onsE0 ObITh BRILE W3-38 ECTECTEEHHEIX N3MEHEHWA,
CEAZEHHEIN C BHCNOrAHSCEAK CHCTERMERMIE.

Hak npasnno, ecrnM voneteieans 50 vny Bones B, tpebyeTch spamA B030SACTEMA, B TESSHWE ROTOPOM NONYNA-
LA YMEHLILEETEA N0 TEDPETWSECKOT YPOBHA MaHes 1072AnA MoKME-EHIS M0G0 NONo®UTENEHORD IHEHEHWA NpOpDeTa
(MO0 14161). Onpagenerye DB mozaonAsT NORS3ATE, CHOMNBKD BLLE BREMEHH BalgepeEn HeoDxoOwren. Taknm abpaaoem,
Napyon BO3SEACTEMA, PAEHER {log P+ 4]0, NpuMeHRaTcE DNA oNpegenaHis BpemeHd rDen, T.e. Nocnegy L s YMeHs-
WEHME HA 4 |09 38 NPBASNAMH TOHMA BEHESHNR DOHOTD DPraHMEME Ha souanuy, Ta. - 1074 Tawm oBpazom, somHo
DHMIATE, ST0 HEROTORE B ByayT NOKBILISSTE NONAHUTENEHOE 3HIYEHWE NOOPOETA NP YPOEHS BoageicTeds 1072 1o
HE Mpi ypoeHe eoanerctarA 1079
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MEHMEHAR DSHHBIE KPHTEDWA ONA ONPEIenEaHis peEasue HEcpaba TeIBEHWA MHTEMDHDY WS MHOWESTODE Npe Tem-
neparypa 121 °C o nonynauser 10% 1 aHauenwam 0= 1,5, TpebyetcA ymaHblwETE Ha T 100 0N8 DocTiMeHns ypoeds 1072
Epews sozgencTEnn, Tpedyemos Qny arora:

flog P+ 200 = 10,5 s, (C.4]

Tamwr abpazomn, WHTEMPMPYEILWWA MHOWEATOD HE QOMHESH GOCTWETE CEOSMND HOHBYHOrD COCTORHMA NDH BEOSEKE
B CyxX0M HAChILWEHHOM naps npy Tesmnaparypes 121 "C e tevyasne 1005 sivd. OgHako K3 waroTtoadtens npd TemMnepaTyps
121 "2 meomaTt DeiTe Bonge 16,5 MuH, M B 3T0M CNYYAE YyONOEWA BO030SRCTEAR, TPedyeMEe ONA COX0SHAR PEEELHKM HECpE-
GATLIBEAHHA ¥ MHTErWPYRILWETD HHOWEETORE, DoMmsHsl Beme B2anmaceERIaHs G K3 HIraToauTens ¥ COCTAENATE HE MEHES
10,5 puH. Bzre 10,5 swH 38 coHoBy ans Hecpabateizanda 1 16,5 MuH 33 ocrHogy AnA cpabarsiaaHA. Nonyassy

10,5165 = 0,636, [C.5)

Tawnm obpazar. Ons vhdyeatopa © K3 Bonea 165 rMuH yenoedR HEcpaSarbiBAHMA, NPH HOTOREIX 8M0 HEMBITHBEIT,
OOM#Hel COCTABMATE BPEMA BOZ0SACTEWA, pasHoe 636 % ero K3, Taxuw oDpazomM, WHAWKETOD OONEEH NOEE3ETE OTCYT-
CTEHNE OTKAMEE MNK HeCpAbaTEamMe NPH BROEPHKE B CYXOM HACEIWSHHOM Nape npy Temnaparype 121 °"C qa npoTRme-
Hil B3LE T K3,

B cpasranmm © B K3 wHTerprpyro e MHGUKETORE CER3AHD OO BPEMEHEM, HOTOpOE TREDYETCR ONA OOCTHMEHWA
YMEHLLWEHHA nonynAuKe Ha 11 log. B3.6 % K3 ceraaHn oo BpEMEHER, EOTOpOE TREGYEToR ANA QOCTHREHWA YMEHELIEHKA
NenymALHA Ha T log. Tawam obpazon, adaseqna O B e cooreerotedn o MO0 11138-3 [9] carzado ¢ K3 vHTerprpyowsna
HHOMEATORE CRenyHxyMs cipasom:

flog P+ B)0 = K3, (C.6)
{5 + B} - 1,5 = 16.5, (C.7)
T.8. YMEHBLLEHNE nonynaUme Ha 11 log 0o yposHs weaxTkmeawae 1 - 1078,
CrnenoBaTenkHa:
O = K3ilog P + B) = K31, (C.8)
B B #mesie opraddamel HEENOOEKTCR NP BREMEHK BEIGBEEM {BPEMR BeiyBaHMA BB), pasHom
(lag P + Z)D = EB, (C.9)
noacTaensA o,
{log P + 2)K3/11 = BBE. 1C.10)
Tanaps
log P+ 2 =7, (C.11)
CREOOBETENEH
T K311 = BE. 1C.12)
CRBA0BEaTENLHD!
K371 = K3 - 0,636 = BB. 1S3

Tawur 0DpazomM, AR WHTEMWPYEILWErD WHEHKETOPE BPEMA BERHHBAHHA, T. B, OTCYTCTEHE OTEMMEE B WHTErDAPYE-
LB MHOMESTOOS, W, CRES0SITENEHD, BRSMA. B TEHSHEE KOTOROM KOHEYHOE COCTORHME HE J0N®HD GhiTe OOCTHIHYTO,
pagHo B3.8 % K3,

CnpegeneHws HHOHEETOPOE KNacca 5 HanBones NoHATHO NpH Ha4aNeH0M NoOpoGHOoM PAcCCMOTREHMH WX iyHELHO-
HWPOESHMA B Nap0EsE CTEpUneIaTopax. OoHuM u2 akTopos RBNARTCA WX cxosesTs 8 pabore ¢ B, B nonwmea nposecTy
NEpannens Memgy pabo<dume XapakTepHCTHKEMH XAME-BECKHE HHOAKaTopoe (X)) 1 BH wenonsayor TapmuH £ Temnepa-
TYEPHEA KoafibgUerT s QnA CEORFD POSE MOOENMPOBAHMA 3HE4EHRA 2. B MoryT HmeTe aHa4eHds 2 mexay G w 14, Ecnw
YOTEHOEMTE OWANSA0H TEMPERATYPHOrD xosthdmuredTa or 6 "C go 14 "C, HaHODA 0Ba TeMnepatypHex kosbiuumedTa
Np#H pAZHEIX TEMMSPATYDEN, MOSHD NOMy-HTE Mpadisd.

Ecnw yorasoanedo, 1o K3 npw rerneparype 121 "C cocragnaet 16,5 muH, 1o rpadmiid ey s TamneparypHsL KO-
athdiiumeHToR nepRceraToA Ha 16,5 meH npy Tempeparype 121 "C.

HaKENSH Nk, Nony-asHon ot rpaduea gadHsx, npegctaanAiwng K3 XM npy paane-Hesx TeMnepaTypax, Qonsed
NPOEOOMTE MEESY HEXNOHIMA NAHAE, MOMySEHHEN OT TEMNERETYPHeE koathduguedToe B 0 w 14 "C 1 DeITe NMBaRHEM.
Eposa 7000, QonsHo HE0NEOATECA NOAHOE HecpabameeaHns, Bony BREMA BESE npE NoooM DaHHDM KDHTROMS-
HOoR 3HEHEHMA cocTasnaer 66 % atom epemard. OpyramMge cnosama, ecnd X MMesT ROHTPONLHOE 3HaMeHHse cpaba-
TeEaHKE Npd 1,80 miH v Temnepatyps 134 "L, 70 od HE ponsed cpabarwedre npd 1,74 mde o Temnapatype 134 °C
{1,680 med - 0636 = 1,749 sad) vni {1 rud 48 ¢ CPABATBIBAHIE - 0,636 = 1 mwH % ¢ HECPABATLIBAHME).

Minnmorpagues o, HE pacyERe G [eEns HARECEHUA ROHTROMABHER JHEHEHMA B HEThIDEY TEMNERATYRHBIL TOHEAR
HEKNOH NHHMA, COSOWHARILEN ToMer, DY0eT HAXOOWUTECH MERDY NEHEARMK A H B,
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= H-rpanycHLIR TEMNEPATYPHEH Bo3ddHuBanT.
X o= BpEMRE, MHH Y — remnopaTypa, G

PrcyHor C.1 — TemneparypHen kol edT Ons napoebls MHTEMRPYIWHE MHOMESTOPOR knacca 5

C.3 CpagHeHnwe ¢ TpeDOBAHHAMM ONA MHTEMQUPYIOWKY HHgXkaTopos B WCO 11140-1 [12]

MICO 11740-1 [12] tpedyer, 410l BHTErpEpYEIWLKA MHOMEITOR HE cpabatwBan & yoNoEWAY BeIOSPsEN MNPy &
HOHTRONEHDM 2HEHeHHN (R3] mudyc 1 °C no Tesnepatype W medye 15 % no apameds. Mararpupyrowen miaueatop o K3,
pasHeM 16,5 siH npd Temneparyps 121 °C, ve gonsed cpafateears npd eeaepswa 2 120 "C 8 meusdne 14,025 mua.
MNposoga napannens © peakunel uonormeckosro negukaropa (BKY, ecnv BW wmeat ansienve Dy 44, pasHsoe 1.5, w aHa-
dYehme Z, papkoald "E 1o aHaded@e D npe Temneparypa 120 °C Gyner

iTy = Frgp 4100
Dyzg = Dy 10 T Tre ' (C.14)
rme Lyag — 2HaqeHre D npy Tesnepatyps 120 °C;
Doy — 3HaqeHwe O npa Tewnepatyps 121 °C;
Ty — paboyan TemnepaTypa (B DadHom cnydae 120 °C)
T o — CTEHOAPTHEA TEMNSpATYRE (B DaHHoM chnydae 121 "C);

ref
Dygq = 1,5-1000120129910) = 1 B8 pwn.

Monaras, 1o nanynauss B passa 1- 107, noraputhMeyesiog yMeHbLIEHIE, OOCTHIEEROE NP BelnepmEke B npe
ramnapatype 120 "C 8 reqenwa 14,025 rmwn, Byner

14,0251 88 = 7427, C.15)

T yMEHELEHAE Ha T4 log.
Takws abpaizom, log ypoeds sssmBeadnA B BH Byoer

B - 7427 = - 2427 (C.18)
CnagoearensHo, BeBHMBILAA NANYNAUWA Eynet
110248 = 37 - 100l (CAT)
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3TD 3HEHEHME O4eHE Dnuzxo |k Tpebosadrss, onpagenadssg B MO0 11140-1 [13], 7.8 wHTErprpyswmea BHSUEaT0D
HE O0ON#EH CRaDaT=IBaTh, KOMMAE 38 BREMA BhIGEERKM NOMYNRLMA YMEHEWAETCA HA T log, re. cauxaerce go 110 2
Tawur 0BpazoM, MANOHEHMHES BeiWS TREDDEIHWA O4EHE CROMN C TPE00EaHnAMA B NDUBESEHHOM PEHEE MpAMERE.
Ecnn anaqeHee z BM pasHo 6, torga adgedue D npe remneparype 120 "C GyoeT BeBgeHD CrYESyHHLIFM
abpazom;
Dpp = 1.5 - 10 H22-12108) = 2.3 ppn. {C.18)

Monaran, yta nonynAumA B passa 1 105, norapuive-<acons yeaHbLIEHE noW seaepsse B npe Temneparypa
120 °C e veqerne 14,025 mn Gyoet

14,025/2.2 = 6,375 C.19)
Tawnm cbpazom, log ypoBHA Bel=ueasns 8 B Bynert
& - 6,376 = 1,375 = log (4.6 1072 (G200
Ecnw axaqernne z BM pasno 14, Targa
Do = 1.6 - 1071012012004 = 4 7681, {c.21)

Monarar, yto nonynaua B paska 1 - 102, norapudmiesecons ywadewesws npe senepsee BA npe Teuneparyps
120 °C B veverne 14,025 mwn DyoeT

14,025/1, 7681 = 7,93, {C.22)
Tawnm cbpazom, yposeHs BeiusadrA B BW Gyoer
8- 783 =-20 = log[1,26 1079, (C.23)

B rafrmiue C.1 NpyMBEE0sHa BelUSMINDsEHHIR MHDODMALMA B CHATAOM BUOE

TaBneua C.1— YpoEeHe BekWMBEHKA Ha B

z=E =10 =14

YposaHL BLiEHEaHHA Ha BH 46 10 3,7 1077 1,25 1073

PaccmaTprBean Te #& JaHHBIS NP MEECHMaNLEHOR TEMNERaTY P
ECnd WHTEFPARYIOWAA HHOMESTOR MMesT K3 npa remneparype 135 C 066 men, B o Dy, pasdem 1.5, nomyns-
uned 1108wz =10 "C,

Dygs = 1,5 - 107135120900 = g oG e {C.24)
Mpu yonoewd cpaBanisadns ymedswesre Ha 11 log goctrrasTcs 3a
11 - D0E sme = D66 puH. 1C.25)
MpH yonoedia HecpabaTHBaHHA YMEHLLWEHHS Ha T log socTwrasarcs aa
7008 = 042 mun, 1C.26)

B cootesTcTEMM C 'I'FIEEDEEHI.-'IHMI—'F HaECTORAWEND CTaHaapra I-’IH'I'EI'FH"IP‘_‘,'PDLLII.'H-! WMHOHMESTOR HE OoiiseH EPHEHTHEETE
npst K3 - B3.6 %
0.66 - 0,636 = 0,42 MuH. C.27)

Memonezys NpEnBapUTENEHD ONPESENEHHENE EDUTERWH ANA YONoBWA HEecpabaTtueaHWR:
K3 remmapatypel — 1 "C 1w K2 epamann — 15 % npHBcOMT K HecpabaTeiBaHAe Npd Tarnepatype 134 °C v 0,56 miH.

O B
Dy, = 1.5 - 107013120090 = 9 O75 pa. (C.28)
Tawnm 0bDpazom. BelgepHEa B TesaHde 1,58 MUH NpHEOgET K noraprde qHeckomMy yMEHLLLEHHED Ha
0,560,075 = ymeHblweHne Ha T.45 log, 1C.29)

CNE0BATENEHD, YPOBEHE BhlMHBaHAR BynaT
5 - 747 = =247 = log (3.3 - 107%, (C.30]
EOTOPEIR CHOBA BrM20K K YETAHOENSHHOMY PEHES YOOBEHG HecpaBarueaswa, 1a. 1- 1072,

C.4 Oxcwug aTvneHa

B HMCO 11138-2 [B] yraaana, 4o Guonorm-ecssd nHauearop (BM) gna okcnoa atinena (30) gormesas Meers JHaqe-

Huwe 0 He meHes 2,5 MuH npo Tesneparype 54 °C, 60 % OB w 600 mr 30/0 ¢ makcimansHod nonynAgker 1 108, PaBouwe
21
FOCT '0CTPUCO 15882-2012 Crpanuua: 25/32

E[(H|[id GostExpert.ru


http://GostExpert.ru/gost/gost-15882-2012
http://GostExpert.ru
http://GostExpert.ru

rocT P MCO 15882—2012

xapakTepHcTiEY B MoryT BeiTe oNpEgeneHel © NOMAOWED ORHE BelEpeaHHA maBann, koropos obksHo gomseHo BeiTe: Bel-
HHBAHWE B TEHEHRE HE MedHed 10 MeH. rbans HE No3gHes e Jepes 25 muH npe Tesnepatyps 54 "C coHoBLIBSRACE HE
NPWBBOEHHLEE BEILLE MAHHMENEHEX sHa4eHrR DB momeT GuiTh BRMHCISHD M3 CNE0yHILLEN:

BpemA BemvBaHwA = (log P - 2)0¢ (C.31)
Bpama rubenn = (log P + 4)0. (C.22)

MPUHATO AOCTHRETE KOHEYHOA SEN0ATHOCTE BLUWMESHAR B NOMYNRLMW MUspooprasvesos 1078 nepen ram xak npo-
OYKLIMA MOMET CHWTATECA CTERNNEHOA.

Ha OCHOBEHMM DEHSE WENMEEHHOR Medopraus, B © anasannen O pasHem 2.5, 1 MBKCHMANLHOH NONYNALHER
1 -10% HEofXOAMMO NODBERHYTE BEOEPHEE NPpY TErnepaTypa 54 °C, 600 wmr 300N v 60 % OB e tesesue 30 MuH Ons 1o,
4TOOk QOCTWIHYTE YPORHA MeakTreawas 1075,

Takws obpaiom,

flog 108 - log 1078 - 25 = 30,0 s, (C.23)

Takws 0DpE30M, MEHEMANEHDS K3, T8, BpemMA, 38 koTopos Byaer QOCTHIHYTD HOHEHHOE COLTORARNE SMA WHTERH-
PYHILLEMD MHAMEATORE Kriacca 5, 4omeHo Beime He medas 30,0 puH, 910w 0DecneqynTe DOCTHHEHHS SOCTATOHHOND MHAK-
THEMDYHILLEMN NOKESIETENR B aranonmHon B,

B cnyyae, sorga B3 npy tamnepartype 54 2, 800 sar 2000 » 60 % OB Gonee 30,0 wivH, 38 10 BpEME, 33 KOTOPOE
MHOMKSTOP QOCTMRHET CEOSND KOMEYHIND COCTORHWMA, By08T OOCTHraTLCA 3aMaTHD BONbLLIKMA YPOBEHE WHAKTHESWAH. Tem
HE MEHEE MHTEMDWEY KLMA MHOWKESTOR QOM#EH QOCTHIETE WA NPEB0CKOONTE CBOE KOHEMHOE COSTORHWE NEW EblIe[xe
B TEHEHWE BpesaHd, pasHong K3,

UNHEAHHOE BeiWe aTODpaast yonoema cpabaTeiBaHMA. Huske NpEacTaaneqel yENoens HECHE 0aTLIBAHMA.

TEOpETHUSCEN S0MHNHHBEIR BM HE NoxamaT pooTa 2 onyyEs, HOn0a BpoMA BeIGEEEN RENRETCA QOCTATOHHEIM ONR
YMEHLWEHAR NONYAALHA 00 YROSHH, MEHSS SeM O0HH BERMBLIWA apradnas. OgHaks, morgs npeMeHAeT o QencTed-
raneH=E B, BpeuA expgepsEd gonsH0 Seile BOnNsWwa, 48 YHA3AHHOE BIWLES, WI-38 BCTECTBEHHLIE WIMEHSHWA, CBEH-
AHHEY © Branord<ecaise croramamy. OBeMHD NpW veneimadae 50 wnn Bones BW onm MCKnosSEHHA DO TENsHE X
EHEHMBHWA phcTa TpedyercA BPEME BLIGEDHEEM, B TEHEHWE KOTOROMD NOMyNALWMA YMEHBLISETCA 00 TE0RSTWSECHON YDORHR
mexes 1070, 3o OTOEPEMEETCA B DNPE0ENEHMA XAD3KTEPUWCTHE BhIEMEBAHMRTWDENN, o8 Napion BelEDMEY, P3BEHBIR
{log F + 410, nprmeHReTcs 4NA ONpepsnasds Bpesedn rbann, m.a. yMedelWeHns awa Ha 4 1og 33 npagans TO4EH Bll-
HMHEBAHMA OOHOMD DPradiana Ha aguqnay, e, 110 £ Taxnm 00pasom, MONHD CHGATE, 4T0 HekoTopwa B Byoyr no-
KA3bIBATE MINCHWTENSHOE IHSHEHWE DOCTE NpW yposHe Bosgaicteds 10 0 a0 BOEMR KK NpH yPOSHE BO3BRCTEMH
107° pocra He Gyoer. A0anTUPYA 3T0T KPMTERHA 4NA ONPENANAaHHA OTKNKES HeCpabarkBaHUA WHTEr PUPYRILIETD MHOMKE-
rapa npw Temnaparyps 54 0, BO0 wmr 2000 1w 60 % OB o nonynAgwesai 1 10% W anameHrem D, PEEHEM 2,5, ANS O0CTHHEE-
HUR ypoeHa 107° Tpabyarcs ymeHswsanne Ha 8 log. Ons storo TpebyeTcr Cnegy e Bpain Bl 0 I

flog P+ 20 = 20 pn, (C.34)

Tarkew 0Opazom, HHTETPHEYHILAR BHOMEETOD HE OOEEH OQOCTWMETE CEOBMD KOHEMHOM COCTORHMA NPE BhiDB[HEHE
g GO0 s 30w G0 % 08 dpu rerneparype 54 °C g Teqarne 20 MuH wnd medes. Tew He mesae 3, onpeganadHog wa-
raToEMTENSM NpR TeMnepatyps 54 "C, momeT Beite bonea 30,0 My, CNenoEaTensHo, YENOBME HECRADATBIBEHWA DOHHD
DbITe DCHOEAHO HA ITOM IHEHEHME ¥ BwiTe He medes 20 muH. Mononeays 20 mMyH 88 MEHCAMENEHODE 3HaHEHRE Hecpaiba-
TeIBAHAA 1 30,0 MuH K88 MIEMMAENLHOE ZHE4EHHE CpabareaHR:

20030 = 0,867, (C.35)

Takws chpaszom. gana veoneaTapa c K3 bonea 30,0 muH yonaewes HecpabaTeBaHmes, NEX s0TOROM 8rd MCMs ThIEEHT,
OOMEHD ABNATECH BREMA BONSEACTERA, pasHos B5.7 % K3, Tarkww obpasom, nHOMKATOp HE A0mies cpabatsiBars Npd Bel-
gepske 8 yonoanax B0 wr 300w 80 % OB npw remnepatype 54 °C 8 réqedwa B6.7 % K3.

C BRonoraHeckon To4EA 3peHus K3 CERIaH0 GO Bpeanan. xoTopos TpebyeTcA giA A0CTHMEHMA YMEHBIWEHWH no-
nynauyd Ha 12 log; 86,7 % K3 cerzaso co spemesem, KOTopos Tpebyetch 4nA gocTHAEHMA YMEHBLIEHKA Ha B log,
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Mpunomenue O
[cnpaBoqHoe)

PazvacHenwn no onpeagnédD NopMCcTOCTA

0.1 OSwme nonoxeHna

WMCD 11140-3 [14] » MCO 11140-5 [16] rpebyor, 4robsl NOpUCTOCTE MHOMESTOPHBIE CHETEM Beans onpegenada B
cooTearcTemd o MO0 BE36-1 [1] (meton BeHgToEHa). ANSTEpHaTHBHER MeTOS onrcad B8 WOO 5836-5 [2] (merag Mepnw).
E D.2 npegtTagnaio CpaEHEHWE MRTH 0pazuos GymMant. NoXaILIEaHILES SHBMEENEHTHICTE QaHHEY OBYK METOL0S.

D.2 CpaHenwe nATH ocbpailuoe Gymarn

0.2.1 McneiTaTeneH bie MaTepUanksi

M TaTensHLIE MATERHANE COLCTOAT M3 NAETA obpaagos OymaxHLx MaTeprancs, 000aHaHeHHEE Kak: abpazay A,
abpazey 8, cbpazay C, obpaiey D w obpazay E.

D.2.2 ¥cnoawn

MpumenseT yenoewa M3 Tabneuw 001,

TabBnwua 0.1 — ¥Yonoewr

NMpepsapurensnoe

BriaspEdaamse yoriaoun ViEME TaTeneH We yENaa|a
CORLAHAS YyoNDEHEH

-— (23 £ 2} "C, (530 £ 5} %% OB, 8 temeHMe HE Mamae 16 4 (23 +2)"C, (80 +5) % 08

0.2.3 MeToOkl MCNEITAHWA

0.2.31 MpodeuaenocTs Bo030yxa & cooteaTcTErd o MCOD 5E36-3

C nomowsn MHCTpYMeHTa Benarcesa npy 150 ma gaenequA Bogsdoro cronba Geno npoeageno 10 noBETOpHBEIE
HCAETEHMR Ha oBpaauax A, B W E, HO H3-38 OrpaHWHEHHOND YXENE MMEBWWAGH B HENWSHA METapHanoe Ha obpalgax Cw
0 Gena npoeageHs B NDETOPHBE HENLITEHME, COPETHLE CTOROHSE! TEKHEE DRINY MPOTESTHPOBEHEI.

0.2.3.2 MpoHuuaemocTs B030yxa 8 cooteaTcTErd o MCO 5636-5[2)

C noraal=0 MHCTRYMeHTa Fepnn co cTanpaptHem Bannasoms 567 r Geino nposegedo 10 NoETOPHBIX MCNBTAHWA HS
abpazuad A, B 1 E. HO M3-338 oipEHiSEHHOM HACHE WMEBILHECH B HENWHWY METEpWanos Ha obpazuax O w D Buna mpo-
sEOEHD § NOBTORHEE KONBITAHAE, OBPETHRIE CTOPOHBI TAKHE Dbl NPOTECTWROBAHE .

D.2.4 PeaynsTarkl HCNLITAHWA

Cra. Taomgy D2,

Tatnwua 0.2 — MNposngaemMocTe BORYEa N0 Basarocesy [MmrisnH)

Chbpraey Cpagras dwranazan
A g 250—350
=] 3240 J100—3400
M 328 J00—360
0 2167 2100—2250
E 118 100—140

Mpumedadne — Ma-2a excosof npoHylasocTd obpazya 8 ol Sen nensTad © MCNons3osaHHan T MM gae-
nexdA eagAsaro cronba, & pedynsrar ckopperTrposad ana 150 MM gaeneqeR BogRHom cTonba.

TaBneua D3 — NposdugamosTe soygyEa no Dapna (/100 smn)

Cibpasey, Cpeanee Deanazan
A &7.7 45.4—71.1
(= 2,56 223—2.85
i 563 531—603
0 5,20 4,74—5 57
E 154 126—172

Mpumesanne — Ma-3a8 BRICOKOA ApoHALASRocTH OBpaiyoe 8 w O oxd BeinK meneTaHe © 200 umn, 8 peaynerart
CHOpDEETHROREH anA 100 wmn.
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Mpunowenwe E
(CnpaBcYHoE ]

PHCYHOK, NOKAILIEAKOWWA BIAWMOCEAIHM KOMNOMERTOR HHOWKATORA

1

L
T

L 72
VAR W VA We

I
F |
[
T WHAMKATORHEEA |[pesErans; 2 nognomes; 2 Angreatap (kndcem 1, 3,4, 5, 6); 4 HIELBERATOEHAS CACTEMA
5 CN2UMANEHAR TECTENEA HAP IR, & AHIOHEATOD |EMELETS 2]
PucyHor E. 1 — Bagnmmocea:sa kOMNOHEHTOE MHOMKaTORS
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|50 BE3E-3

MCO 5636-5

|50 BE36-5

MCO 8601

|50 BEO

MCC 9001

|50 800

MCO 111351

150 111351

MCO TC 11135-2

[50TS 111358-2

MCO 111371

150 111371

MCo 11138-2

IS0 19138-2

MCO 11138-3

50 11138-2

MCO 11138-5

IS0 111 38-5

MCO TC 11130
ISCVTS 11138
MCO 11140-1:1985

50 11140-1:1985

MCO 11140-1:2005

IS0 191140-1:2005
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BuBnuorpadpuna

Bymara ¥ kapTod. CNpegensqHes s0anyXonpoHd USEMOCTA (CPedHHA DHEna0H BIMEDEHIRA ).
“acte 2. Marop BeHgToeHa

Paper and board — Determinabion of air permeance [meadium range) — Part 3 Bandisen
mathad

Eymara v kapTod. Onpegensive BoadyeonpoHULEesOcTH i yoTOAHMBOCTI K BO3gyEy [cpea-
HHIA GHaNA3oH HamapeduA}. Hacte 5. Metog Mepne

Paper and board — Datermination of air pammeances and air resistance (medium rangs) —
Part & Gurley method

SNEMEHTEl JAHHEE 1M B3EWMO3aMEHRSMOCTE hopMaTos, O0mes vhdopraupar, Orobpa-
WEHWE SHT W BPEMEH

Data elements and interchange formats — Information interchange — Rapresantation of
dates and times

CHcTaMBl MEHEOEMEHTE Ka~acTRE. TpeboBaHMA
Qualily managemant sysiems — Heguiremants

CTEpHUNHZALMA MEOWUMHCEDR Npogykudwd. Oeong atineda. Macte 1. TpeboeaHuA  paa-
pafoThe, BANMOALMA M TEKYLWEMY HOHTDONK NPOUSCCE CTEQRNWZALME  MESHLUMHCKWE
WINENIHA

Slerilization of health cara products — Ethylene oxide — Part 1 Reaguirements for
developmant, validation and routine controd of a sterilization process for madical devices

CTepunyz3auMA MagHLUIMHCEDA npogyiged. Oxown arineda. Yacte 2. PeROMEHDEUMH no
MpKMMEHEHRED |50 11135-1

Sterilization of heallh care producis — Ethylene oxide — Parl 2: Guidance on the application
of 150 1911351

CTepunuzauqa MEGHUMHCEDA nponyrus. Paguagus. Macte 1. Tpebosaqna v pazpaboTse,
EANHOSLMK M TERYILIEMY KOHTROMK NPOUSCEE CTERMNMIALNE MEOALHHCEDE NPOOYELAL
Slenlization of health care products — Radiation — Part 1: Requiraments for the developrmsant,
validation and routing confrol of a sterilization procass for medical devices

CTepunvzagMA MEQMLHHEEDR NPoOVELMK ., BRonomndeckee uHouEaTopel. YacTe 2. Brnonom-
YECHAE WHOVESTOPE ONA CTERHNTAIELAN ORCHO0M 3THIEHE

Slerilization of health care producis — Biological indicators — Part 2; Biological indicators
for athylene oxida sterilization processes

CTepunzagdA MEOVMUMHCEOH NPoOyELMK . Bruonomiqeckse negreaTopel. Yacte 3. bronona-
YEEHME MHOWESTOPRE ONA CTERMNWIALWMN NEPoM

Slarilization of heallh care products — Biological indicators — Part 3 Biological indicators
for moist heat stenlization processas

CTeprnyzagHA MESHMUMHCKRDN NP OO YELAA. BHONOri4Eckie MHOMEaTapel. Macte 5. Buonomqe-
CHHE MHOWEATOPRE ONS CTERMMAZE0AA HASKOTEMIEDET Y PHBIM N300M W DOoDRMET s 0ErHgom

Slarilization of health care products — Biological indicators — Part 5 Biological indicalors
for low-termperature steam and formaldehyde stenlizalion processes

CTepunyzagnA MagHUBHCROR NEOSYELHW. Snosaps
Sterilization of health care products — Vocabulary

CTEpUNHZAUHA MEOMUMHCHEOR NPOSYELAK, XHUMAYSCEHE BHOWEaTopR. Macts 1. Obwwe
TpeboBaHns

Slarilization of heallh care products — Chemical
raquirarmaeants

indicalors — Parl 1. General

CTepunyzagnA MEgMUBHCKOR MPOgyELHAK. XuMmudeckee pHausaTtopel. YMacts 1. OGwee
TpeboBaHmns

Slarilizabon of health care products — Chemical
raguirarments

indicators — Part 1. General
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CTepnuaguns MagrUBHOEOR NPOOyELAK, XMMAYSCEAE HHOREATORE. MacTe 3. MHoMeaTopes
knacoca 2 OnA THNRDELI MCNsTaHAd Bosd 1 [Wea Ha NEHETRAaLMHID Napom

Sterihization of health care products — Chamical indicators — Part 3: Class 2 indicator
systams for use in tha Bowia and Dhick-type steam penstration fesl

CrepunuaauiMe MEiguBHOROR MPOOYELMK ., XAMAHSCEME HHOuEaTopel. MacTe 4. Mhoukatope
knacoa 2 Hax ANETEPHATHEE THNOBRIM HCNBITARNAEM Bogn 1 JWEE HE NEHETRALHED Napom

Sterilization of heallh care products — Chemical indicators — Part 4: Class 2 indicalors as
an altermative 1o the Bowie and Dick-type steam peneirafion test

Creprnuiaums Mag uUHEROR NPOOYELMK. XMMAYSCEME HHOWEATOpE. MacTe 5. MiadeaTope
Khnaceca £ nnR THNDEL MensTaHnd Bosw v [dvka Ha yoanasde ensnyxa

Sterilization of health care products — Chamical indicators — Part 5 Class 2 indicalors for
Bowie and Dhck-type air ramoval tasts

CTEpineIauMs MagHUMHCHOR NPOOYHUMH. BHONOTHSECKHE BHOMKEToPE. PYRoBoOCTED No
BEIGOQY. MENONBIOESHAK 1 HHTEPNPETALWA pE3yNETaToS

Sterilization of health care producis — Biological indicators — Guidanss for the salechon,
uze ard intarpratation of results

CrapunuiIaums MegiuHHCEOR npogyrukd. Obegue tpeboBaHiA K CapaKTepycTHRAM CTERM-
TIMZVHOLLMY BELECTE 1 pR3paboTie. BENMIELEA W TERYLLEMY KOHTRONKE HaO Npousccamem
CTEAMHIELMH MEJMUMHCKIE METENAH

Sterilization of health care products — General reguirements for charactarization of a ste-
ritizing agent and the devalopment, validation and routine contrel of a stedlization process
far madical devices

Crapunuaaums MagauMHCRor npoayiyed. Braxnoe renno. Yacte 1. TpebopaHwA & pai-
paboTtke, BAMMOAUMH W TEXYLUEMY EOHTDONE NPOLSCCE CTERMNWA3ALMA  MEIHLUMHCHOR
MY KLUH

Sterilization of heatth care products — Moist heal — Parl 10 Bequiremenis for the
development, validation and routme condral of a stenlization process for medical devices

Creprnuaauns MegMUMHGEOR npodysune. BnasHoe tenno, Macns 2. PyrosofcTeo no npM-
waHEHuED MICD 1T66E5-1

Sterilization of health care products — Moist heat — Part 2: Guidance on tha applicatian of
150 176651

Crepunuaauma MEQUUARCKOH NPOOYRUMH. BHONOrAYScke W XHMHSBCENES AROREaTOps, Ho-
nuITaTansHoe oEopyaoeaHws

Sterilization of health care products — Biological and chemical indicators — Test
aquiprmant

Creapunuaguns MEQULMHEGEOR Npagysune. Cyeos Tenno, TpebosaHna | pazpabaTse, sand-
OALHA M TERYLLEMY HOHTRONE NPOM3IE00CTEEHHOND NPOUSCEH CTEDHNAIELHK MO HUMHCHOE
NPOgy KL

Sterilization of heallh care products — Dy heat — Reguirements for the development,
validation and routine control of an indusinal stecilization process for madical devices

Crepumeiauna. MNapossie crepyanuaatopel. bonewwe creprnnaanops
Starilization — Steam stanlizers — Large slarlizers

CrapinuIaTopsl ONs MEOWLIMHCEME Uanei. CTepnMIaTopsl HUEIROTEMNSPETYDHEM Napom
H thopsaneaervaor. TpeboBaHHA M HCMBTaHNA

Sterilizers for medical purposes — Low termperatura steam and formaldahyde stenlizers —
Requirements and festing

Creaprnuaauws MEgWUAHCEDH Npogyruad. HeskoTamneparypHsid nap v Qopransnserng.
TpebosaHWs K paipaboTee, BANMOAUMH W TEKVLLEMY HOHTDONH NPDOUBCCE CTeRHNM3ELMnT
MEIHUMHCROW NP8 Y ELMA

Steriization of medical devices — Low tempergture sleam and formaldehyda —
Requiremenis for development, validation and routine conirol of a sterilization process for
medical davices
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