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Mpepucnoeue

1 MNOANOTOENEH O8WwecTeom ¢ afpaHHHeH HOR OTEETCTESHHOCTE «DapmeTeps (000 «PapacTep: |
Ha OCHOBE NepeB0na Ha PyCCKHA A3kbiK CTAHOAPTA, YEAIAHHOID B MyHKTE 4, KOTOpREA BeinonHed  OGWeCcTEOM
C OrDaHWYEH HOW OTBSTCTBEHHOCTRD ¢ HayyHo-nporaaogeTeeHHas fupMa aBAHAP » (000 «a HIMD «BAHAP )

2 BHECEH TexHu4eckMst KOMHUTETOM Mo cTaugapTuaaund TH 353 «Crepunyaauds Magenii mequq-
LMHCKOMD Ha33Ha4eHKA

3 YTEEPWOEH W BEEJEH B OEMCTBME NMpukasom MegepansHors argHToTBa No TEXHUYECKoMy
PETYNHPORAHWED M MeTponordk oT 17 sapta 20161, Mg 161-cT

4 HacTOAWME CTAKOART WOEHTHYEH MeXIyHapoanoMy cTasaapty VMO 208572010 «CTepunyaau«a
MEOHLMHCEDE NpoayeudK,. Cyxol Map. TpebopaHKa ¥ paipaboTee, BANADAULKA ¥ TEKYLIEMY KOHTPOMNK NpoM3-
BOLCTEEHHOND NPOUECCa CTEPHNWIALRA MEIWUMHCEHR Hagenuis (150 20857 . 2010 «Sterilization of health care
products — Dry heat — Requiremeants for the development, validation and routing controd of a sterilization
process for medical devicess).

MpH NDHMEHEHKK HACTOALLEMD CTAKOARTA PEKOMEHIYETCA WCNONLICEITE BMECTO COBINOYHBIX MENIY-
HAPOOHEE CTAHAAPTOE COOTEETCTEYHILLKME MM HALWOHANLHEIE CTAaHGapTe Poccyickor Pegepayiu, CBeOeHHA
KOTORLX NPHUEELEHEl B ZONCAHATENEHOM NEUnoEeHnn DA

& BBEOEH BMNEPBLIE

Mpasuna NoUMENEHUR HacMofieso cmakdapma Yomakoaness: & FOCT P 1.0—=2072 [pazden 8).
Hughoprayua of UIMEHEHUAYX & HECMOAWEeMY cmandapmy nyENusyYemcA & emesodnom [0 COCMOANLIID Ha
1 AdeapR mesyiweso 204a) ubopraluolHoNM yikasamens «HayuoNankieie cmaddapmeis, a ouiyuamsibil
MEKRCM U3MeHeRUl U NoNpaeor — & EXSMEcAYHoM yradamene sHauvoransHems cmandapmes. B ciyyas
(EpECMOMPa (3amelis] Uiy omdass Hacmofueze cmaddapma coomasmomayiaiges yeedomnenue Gydom
ayGaukcaaHo & Bouwaliwem auinycke EMEMECAYNIST UNPODMAUUCHHOSD yraszamand sHaluonaneHeg
cmandapmeiy, COoMeamomayiolyas uMgopsalLs, yeedoMasHUe U MOoKcmel DIIMELSKMCA Make &
LhopraluoRHod cucmere oblles0 NOMLI0EIHLA — Ha ofhuluansRoM cadme Gedepank o0 328HMCITEa
10 MEXHUHECKOMY DESYALDOEIRUD U MEMPponoauy @ cemu Mumeprem (www.gost ru)

B CradgapTeHdopm, 2016

HacToAWwMA CTAaHOAPT HE MOMET BTk NOMNHOCTED MMM Y3CTHYHO BOCNDOWIBE0EH, TMDAMWDOEAH K pac-
NPoOCTREHEH B KAYECTES PULMANEHOMD H30aHKWA G243 paspelledna PeepansHors aradTcTaa N0 TeXHMYECKD-
Ky PEMYTIHPOBAEHHI0 M METRONOMM
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Beegenme

CTEpHMNBHOE MEOHUHHCKOR MITENKE — 3TO MEJWUMHCKOE HAGENAE, KOTODOE HE COASDMHT HHIHECN0-
CODHBIE MUKPOORTEHMIM0E, CTAaHGEPT M, ONpedensow e TpeboBaHnA K paipaloTre, Bannaaudy U TeKyLWEamMy
KOHTPOMK NPOUSccoR CTEPUNHIALHY TpedyioT, Y4Tobel NpY He0SXogQUMOCTA NOCTABKKM CTEDWNLHOMD MegKn-
LHHMCKOND MAgENKMs, BEPOATHOCTE 8r0 CNyYHad ol MAKPODHoNoT MYeckol KOHTaMHUHaUMK J0 Npoyecca cTepK-
nd3addi Oeina coegeHda £ MAHHMYMY. HecMoTpA Ha To, 4T0 MEOWUMHCKME WIZenHA WaroTaerqEanTcA
B NPOMIEOOCTESHHLIE YONOBMAR, COOTEETCTEYIOWWS TpeSoBaHWAM CHWCTEM MEeHBIMMEHTA KadYecTea
[Ch., HAnpuMep WMCO 13485), ol MoryT GbiTe obceMeHeHk MHUKPOORraddaManid. Takke MedWUdHcEde
WINEMNHA HE ABMNAITCR CTEDMNeHbMK. LIenso CTEpUMKMIaULMI SENASTCA MHAKTHEAUKME MUEDOONONOMMYeckHx
KOHTAMUHAKTOA ¥, Takyy obpaiom, NpeobpaioBaHie HECTEDHNEHBIX MEOHUMHCEHMY MIJENMA B CTERUNbHEIE.

KHHETHES HHAKTHEAUWA YACTOA KyNETYDE MAEDOORradHIMOE EUIMYECH M WIANH XHMAHECKUMN MaTo-
A3, NPHMEHABMBIMH ANA CTEPHUIMAALMA MEOHLWHCKWE HIOENWH, DBYHD ONWCHBASTCA IHCAOHEHUWANBHEIM
COOTHOLUEHKEM MENOY SUCNOM BEMHBLLME MHAKDOODrAHKIMOR M CTENEHEK WX 00paboTkk CTEPMNHIYIOW MM
ArgHTOM, HEWMIDEKHD, 3T 03HAYAET NOCTORHHOE HANKYME CNPELENeHHCR BEPCATHOCTH BelKHBAHHR MHKpO-
OPraHMaIMoE BHE IaBMCHMOCTH OT CTENeHW npoeededHod oSpaboTin. Ona eamoon kodkpeTHo 0GpaboTiM
BEPOATHOCTE BEUKHEIHWA ONPpedenfeTcd KOMNWYSCTEOM W DEIWCTEHTHOCTEN MAKPOODTAHWIMOE, a TaoHe
YCMOBMAKM CPEdk, B KOTOPOW ODTaHnIMe HAXOIATCA BO BpeMA obpadoTri. OTCga cnegyeT, 4To HEBOAMOMKHD
rapaHTHPOEaTE CTERWMNBHOCTE NIOEOro @OMHAYHOMD MEJWUWHCRONS WM3NENWA W3 COBOKYMHOCTH HIOEendi,
NoOABERTHYTEIX CTEPUNMAaLMOHHOK obpaboTee, a CTepHNLHOCTE COBOEYNHOCTHA ObpaboTakkex Hagenwi
BEIPEHASTCA KK BEDOATHOCTE NPHCYTCTEMA Ha MAZENHA HHIHECNICOSHON MEKDOODTAHMIMA,

HacToAwui cTasngapT ycTadasnueaeT TpeboBadwdA, CHedys koTopsild mModeT OeiTe ocyljecTaneH
MPOUSCC BOI0YWHDN CTEDHNMIALMK, NPK KOTOROM JOCTHIAETCA CTEDHNBHOCTE MEQHLMHCKMX MaZaNHK 38 C4eT
DOCTATOYHON MAEpCOOUMOHON AKTHEHOCTW. HacToAWWA cCTadgdapT Takse yoTaHaenydeaeT Tpedosadda,
CIeayR EOTopkiM, MoeT ObiTe OCYWECTENEH NPOUECs JeNMPOreHn3Ianymi 3a CHeT PaIpyweHna NMporeHHonn
GakTepuaneHoro MatTepdana. KpoMme Toro, cooTBETCTEME TpeDoBAMKAM OaHHOrD cTaHOapTa NoIBOAAET ©
JOCTATOYHOW CTEMNEHbL GOCTOREQHOCTH 38ABNATE O HH3KOH BEDORTHOCTH NPHCYTCTBMA RM3IHSCMHOCoEMbIX
CPradH3MOE Ha NOBERXHOCTA NPOOYETa NocnE erg obpaboTiy. YCNoBHA TAKOR BEDOATHOCTH YCTAHABNKEANTCA
YNDABNAMWKMMK  OpraHamad W MOMNYT BapeMpOBaTh, 8 3JABMCHMOCTH OT CTpawe (cs. EH 538-1 W
AMNSIAAMISTE? ). Takse, BEPCATHOCTE NPWCYTCTEMA MHPOTEHHONS MATEDMana Ha NoBESpXHOCTH NPoQYETa
nocne ero obpaoTik B NROUSCoE GeniporeHHsaumMn, 6y 0eT HEIHAYHTENBHA.

JDlWde TpeBoBaHAA K CHCTEMaM MEeHEI#MEHTA KaYECTEa ANA NPOSKTHROBAHWA, paapatoTeM, Npowd-
BOACTEA, MOHTa®a 1 oBCNYEMBAHKMA MEQUUMHCKME MADenkih DaKe B OO 2001, a Tacke wekoTopele Tpebo-
BAHWA K CHCTEMAM MEHEDMMEHTA KAYECTEA MNPOWMIBCOCTEA MEeJWUMHCKAX WIJenwid gadel B MCO 13485,
CTaHOapThl CHCTEM MEHEIMMEHTE KEYECTEA NPHIHAKT, 4T0 HPHEKTHEHOCTE HEKOTODBIX NPOUSCCO8, NP ke-
HEEMEIX NP NPOWIE0OCTEE WNH NCETOPHOHE obpaGoTee, HE MOMET DbiTe NONHOCTLID NEOBEDEHA NOCNE DY oL A
CCMOTPOM W HCNbITAHKEM W3JendA. CTepunWaIayka W AenWporeHd|IagwWa ABRNAINTCRE NPUMERas TAEHX
npougccos. Mo 3ToA NPAYHHE NPOUScChl CTEPHMWIALKME W JSNWDOrEHAIAUWK BANWOWDYIOTCA © UEMBID WX
SanEHEAWETD NPYMEHEHWA, NOQNEXAT DEMYNAPHOMY TEEYLLEMY MOHATODHHTY, 8 NDHMEHAEMOE B NPOUeccax
obopyooBEaHWe Hagnexau kM 0Bpascm obcnyEHBasToA.

Brlgepska H3genva B BEANMANPORAHMOM 1 HETED KOHTDONAPYEMOM NPOUSCCE CTEDHNMIALIMK He ARMNA-
ETCA FapaHTHeR CTEpPMNBHOCTIA ODpaboTaKHOrD MEeOMUMHCKOMD WAOENWA W, KAK CNEQCTEME, TAPaHTHER &ro
BEICNACHOND WCNONEIOBAHA R NS HAIHAYEHKD. TakMM 0GQa3o, CNegyeT YOeNHTE BHAMAHWE 88 HECKOMLEAM
GaKTODaM, BEMKHADLWINARM.

a) MUEPoOUoNOMMYecEMiE CTATYS NoONYYARMEBX ChiDEEBEIX MaTEDWANDE W/MNKY KOMNOHEHTOR,

bl BanuoauHio M TEKYLLKE KOHTPOME NGEX NROUEAYED OHHCTEA M AE3MHE LMK NPOAYKTa,

C] KOWTPOMe CPedbl, B KOTSROW NPoOYET NPOWMIBogUTCA, COGHPaETCA M YNaKoBLBARTCA,

d) ROHTPONE CBORYGOBIHHA W TEXHONOTHYSCHHE NPoUSCCos,;

2] KOHTPONE NepPCOHANA W 80 TEIAEHI |

f) crocoOsl yNaxkoskd 1M sMaTeprans, B KOTOPBIE NpoaYET YNak0asBaeTCA,

g1 YCNOBWA XpadeHEA NpogysTa,

DakHeie hakT okl TAKES QOMHHE YHUTHBATECA O 0GeCNeYe A rapad Tk DeniooreHnIaum9 .

THNe KOHTaMHHEUKK NPOGYETOR, NOONEMAWMY CTEPUNHMIALAK, MOMYT PaaNHM4aThCd, 4TO OEAILIBAET
BAWAHKE HA 3PHEKTHBHOCTE NPOUESCa CTEPHMNKIALMH MKW JenMporesuaannd. Magenue, MenoneaosaHloe B
YHPERIEHWAKX JADAB00XPAHEHWA W HANPABNASMOE Ha NOBTOPHYK CTEDHNHIALUWIO COMMACHD HHCTEYKLKAMI
npodasoguTens (ca. MCO 17664 ), DorsHs paccMaTpueaTeECA K3k ocobuin cnyyai. CyIecTByYeT REpoaTHOCTE
HENWYHA Ha TAKORM WAIJEnHKd SonNeEWorD KONWYECTEA KOHTaMAHHDYIOWWE MAKPOODTaHUIMOE W OCTATOYMBIX
HEODTAHKYECKMX WHNK OPraHHYeckiy IarpAIHEHHH, HECMOTEA Ha NDedBapUTENEHOE NPOBSOEHHE OHMCTEN.

W
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CnelopaTeNbio, HEOBX0QKMD YASNATE oCool0e BHUMAHWE BANWOALAK M KOHTDOMK NROUWSCCOE DYMCTER M
AesrHdellMKd, NPOBSOMMEIX NPE NoBTOpHONA obpatoTee.

TpebopaduA COCTARMANT HOPMATHEHEI® YACTH HACTOALWLEID CTAHOapTa, COOTERTCTBWE KOTODOMY
O0MHMHO ROATESREAATECA. PYKOROOCTAC, NPEQCTARNSHHOE B CNDABCHHEX NPUNOMEHMAX, HE ABRNRETCA HOpD-
MATHBHLIM M HE DOMEHO HCNONLAOBATECA B KAYECTRE KOHTRONLHOMD CNMCKA ONA ayouTopoe. PykosoocTao
CONEDMHT PAIRACHEHWA H CNUCAHWA METOOOR, KOTOPEE ARNAIDTCR NPMEMNEMEIMH COEOCTEAMKE JOCTHMEHHA
COOTRETCTEMA TpefoRaHuAM. BoamMoNHO NpUMEHEHWEe MeTOO0R, HE NPeOCcTABNEHHEX B DYKOROOCTEE, SCnM
OHK HPPEKTHEHEl NS DOCTHEEHKA COOTRETLTEMA TREDORAHMAM DaHHOMD MEXIyHAROOHOr CTaHdapTa.

PaapaboTia, BanuoauqA ¥ TEKYLWWE HKOHTPONbL NPOUECCE CTEDMMMIALMK WIHNK JenMpoTeHnIaliig
BEMIOYAKDT PRO OTAENEHEX, HO BIZNMOCEAZAHHLIX ASACTEXA, TAKWY, HANDUMED, KaK KANWEROBKS, TEXHUYECKDa
ofCmyeHrBaNKE, oNpeJenedue NpoaykTa, enpejensHie NpoLecca, aTTecTayna MoHTaxa (1Q), atTectayma
dyHELMOHHDOBRaHMA (O0) « aTtTecTauna akcniyatupyesoro ofopyoosanna (PO). HecMoTps va To, 4TO
O2RCTEWA, TpedveMele HACTOALMM CTAHOARTOM, BRiNM CrpYNNUpOEAHE @ NPEOCTABNEHL B ONDEOeneHHOM
NoOgAOKE, NAHHEIA CTAHLAPT M TpebyeT, UToBkR! 3TH O8 ACTEMR BLlNOMNHANUCE KMEHHO B TOM NOPAOKE, B KOTOROM
OHW NpeacTanneks. TpeGyaMsie 0eRcTEWA HE2 0BAATENEHO JOMEHE BeNCNMATECA NOCNE0OBATENLHO, TAK
Kk Nporpammet paapaboTkd W BanNKMaaUwdd MoryT DOeiTe WTEPATHEHBMK (NOBTORAKWWMACE). BoamMomHo,
BEMONHEHHE QaHHEX JEACTEAA BOBNEYET HSCKOMEED MWL WIANK OPraidsauqi, oTopepe By oy T CaMocTORTE k-
HO BRINCNHATE OAHO WK HECKONBED KOHKDETHRIX ASHCTEWA. B HACTOALLEM CTAHIAPTE HE YTOUHRKITCA KOHEDET-
HislE NMALE MM CPraddIauUMie, KoTOPEE QOMHHEl BEINONHATE QaHHBE QEACTEMA.

Wl
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MNonpaska K FTOCT P UCO 208572016 Creprnyiauma MmeguuMHcKon npogyiuuy. Nopaywid soagyx. Tpea-
GoBaHWAa K paipaboTie, BANWMOALMM W TEKYLWEMY KOHTPOMK APOUSCCa CTEPMAMIALMA MEOqHLMHCKHX
HMIOe MM

B saxom mecTs HanegyaraHo Han#Ho DeITe

.1, Ohnacts NpHMEHE- | KOEDMEHIALHH PEEDMEHIALAR
HAA. ThyieT 111, Tpukeyasng

(MYC Ne @ 2016 1)
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HAUWOHANbBHBIW CTAHOAPT POCCHMWACKOW SEOEPALMUM

CTEpUNHIALNA MEQMLHHCKOR NPOAYELHKA
roPAYMH BO3OYX

TpefonaHMA Kk pazpaboTee, BANWMAALKK W TEKYLWEMY KOHTROMNK
NPoUecca CTepMNAIaLMH MeJHUHHCKMY HaOenHA

Steritizaton of medical devices. Dry heat.
Requirements for developrment, velldation and routine contral of a sterilzaton process for medical devices

Darta geejeHds — 2017 —03—01

1 OBnacTe NPUMEHEHHA

1.1 BenwousHHA

1.1.1 HacroRwKkA cTaHgapT onpeaenaeT TPeEoBaHHA K paipadoTie, BanuIauy i M TERYLLEMY KOHT ROMo
NPOUSCea CTERHMHSALMKA MEDWLAHCEME MI0SNHA FODAYNM BOIEYROM.

I pHMBEYaHHe — HSCMOTPA HA TO, 4TS ofNacTe NEARSHEHWA HACTOAWSN> CTAHRapTa OfFpAHWYHE3ETCH
SASOMUMHCERMHA HIOENAAME, ONACEHHNE B HEM TFIEﬁEIE'EI HUE W NpREedeHHEs HISKOMEHLALMN MOrYT NEPUMEHRATECH K AHORA
ME0MUHHECROR NPODSYHLWH.

1.1.2 HecMoTpAHA TO,4TO B HACTOALWEM CTAHOADTE DEYl WAST, NPENAE BCEM0, O CTERMNMAALIMN FOpAYMM
BOAQYNOM, B HEM TAKHE NDMERIEHE TPEGOBAHWA W DYKOBOOCTED B OTHOLWEHWM NDOUSCCOE DENHMPOreHH3aLmMIA
C NPHMEHEHKEM TOPAYET0 BOI0YXE.

Mpumedadwe—lOpAMAR BOZOYYE HECTO NPHMEHARTCA GNA SeNHdporeH# a0y 0Bopya0SaHHA, HIGENEH 0 Me-
APLMHCRGH NPCQyEUMM, H ero athheKTUEHOOTE B O8HH0M NEpoyeccs Geina DokR3EHE. NapamMeTpamy NPOUECEE CTEpENHEa-
LMH AMNA DSNHPOreHAZEGMH RENRAKTCA BREMA W TeMnepaTypa. Mockonery TREBOBEHWA K yonoawasM ana sdierTweHod
BENHPOrEHAZALN A Topasa0 Gonse CTROMME. 48M K YCNOBAAM CTEPUNHEELHH, APOUSCE, BANWIHPOEEHHEIA ONA ABOHEOTEHH-
33UMK NPOSYRSWK, N0 YMONYAHAD 0BECNEYHEAET CTEPWIEHOCTE NPOOYKUSH, M 2ro QONONSHTENEHER BANHAALWA HE Tpe-
GyeToR.

1.2 McrnpoveHuA

1.2.1 HacToAWwMA cTadgapT H€e onpedenaeT TpeboBawKA £ paspadoTee, BANWOAUMA W TEHYLWEeMY
KOHTROMKD NPOUEcca MHAKTHBALWA DoNEIHeTBODHLIX SréHToR, Bhl3bl BAIOWME CNoHrMgopMese aHLedan-
NaThK, TAKHE Kak CKpend, cnosridopMian asuedanonaTva KpynHoro poraToro ckoTa i Goneske Kpehudens-
ba Hroba,

MprmeyasHdse— Cw Taoke WOD 22442-1, WCO 2244 2-2 4 MO 2244 2-3.

1.2.2 HacToAWWA CTaHZapT HE NPHMEHASTCA K NPOUECCaM © WCMONbICEIHWEM MHEDaKpacHoro Wany-
HEHHA N MAKDORONH B KAYECTEE HarpesaTanad.

1.2.3 HacToAWMA CTaHgapT He COgJepHUT QeTanbHblX CNHCAHWA YCTanoBNEHHEY TpeSopaHWwa ana
CRpEOENeHna MEJWULMHCKOMO MIAENUA KK ¢ CTEPUNBHOE )

MpumeuwaHee— Heolooauso yHNTEEBATE HAUMOHANEHSE MNW DETHOHENEHEE TReSCEASHA QNA CNEPEAENEHHA
WHSNMUWHCHOND WA0ENHA KAK s CTEpAENEHOR . T, HENpuMer, EH 556-1 ann ANSIIAAMISETEY.

1.2.4 HacroAWMA cTaHgapT He onpegsnAeT CHCTEMY MEHEIMMEHTA HAYECTEE, NDHMEHREMYID OANA
KOHTPOMNA HA BCEX CTAGMAX NPOUIBE0ACTES MEQWULMHCKIAX M3 0B ndi.

MamaHue SPHUHANBHOR

e
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NMpuwmesdas e — Handywe NORHOUEHHDA CHCTEME MEHEOMMERTS KAYECTES B MpoUsCcce NpoOMIBSICTEE M3dB-
NWA HS RENAETCA TFI-EE-DEEH HEM HECTORLWErD CTERJAERTE, HO HOPMATHREHE S CCoINEW HE MUHUMBNbHEE, HEoloOuME e 4na
EOHTRDNA DRGUSCCa CTEDHMHZANRMH ANEMBHTE] CHOTEMBI MEHEOKME HTA EA42CTEA, NPRECQATCA B COOTEETOTEYRILUMWE “alTAX
TERCTE [CM., B HACTHOCTH, DAzaen Ii:I.CI'IE',ﬂ_ﬁl"'E'T MPAHAMATE B0 BHAMEHWE CTAHQAPTH, COdepHalline TREHOEaHMA K CACTEMA M
MEHELKMEHTA KaYeLTRE (CM HCo ?311-35}, EOTODEE KEOHTROMHEYRT BCE 3TANK NPOWIEOGCTED MEAHYMHCERE WEOEMEH,
BENKYAA MPOUSCCoR CTEDHNAIILLNE. FPErdoHansHe2 4 HEULWOHANEHBIE NONCEKEHWMA O NOCTABLAX MEIMLWHCHEE WaLendi
MOryT TpedoBaTE BHEHMEHHA NONHOUSHHOA CHCTEM B MEHEHEM BHTE KAHSCTER @ S8 OUSHEY TRETa MY NHUaME.

1.2.5 HacToAWWA cTAaHQapT He onpefenAeT TReGoRaAHWA K OXPaHEe TPYOA, CBAIAHHEE © KOHCTRYKLWEA
W AECINyaTayred NOMEeLEHKE, B KOTOPEIX NROBOLATCA NPOLECCH BOGYILHON CTEDHNAIAUMK WMAW Gennpo-
FEHHIALLAA.

NMpumesasne— TpeboBaHKA K NPOM3BECACTEEHH0MA DE230NaCHOCTH NpHaegeHsl B MIK 61010-2-040. B Heko-
TOpRX CTPEHEY CYLYECTEYHIT JONORHHMTEN EHEIE BHYTPSHH®E NPREANA N0 G830 NACHOCTA.

2 HopMmaTHBHEIE CCLIMKK

Hit#e NpyBeqeHsl CORINEW Ha AOKYMEHTE, 0BRIATENBHBIE ONA NPHUMEHEHKA JAHHOTS CTaHdapTa. Ecnd
CChINKES JaTHPOBEAHA, MCNONEIYETCA TONBKD YEAZAHHAA B CChiNKe pelakuds. ECnW cobiNka He JaTHpoeaHa,
WCMONBIYEToA NOCNEOHAR Pegaskuia JQOKYMEHTA, HA KOTOPLIA 0aHa CObINES (BKMOHAA MOSLIE HIMEHEHKA W
MNONEABKKA ).

HMCO 10012 MeeamMenT Opradvagunyd. CUCTeMe MeHel»MeHTa WamepeHuid. TpefopalnA & npo-
LUBCCam  MIMEBDEHWA W MEMEpUTeNsHOMY oBopygobadmg (150 10012, Measurement management
syslems — Reguirements for measurement processes and measuring eguipment)

MCO 10893-1 Magenwa meaduymHckne. OueHEa SHoNoMYecsors JeRcTEXA MEeOHUMHCENE HIgEenM.
HacTe 1. Ouenka nccnegoaanna (150 10953-1, Bintogical evaluation of medical devices — Part 1: Evaluation
and testing within a risk management process)

MCO 1099317 Magenua seguudHckde. Ouedka GHonormdeckons JefcTEMS MEeOdHUWMHCEANX H3genmiM.,
HacTe 17, YoTaHOBNEHWE NOPOrOBLIX IHAYEHKA ANS BeMblBaEMBx Bewecte (IS0 10893-17, Bioclogical
evaluation of medical devices — Part 17: Establishment of allowable limits for leachable substances)

MCO 1113812006 CTepunnaagydAa  MeJWUMHCKDR npodyidud.  BHonNordyeckde  WHOWMKATODE.
Hacte 1.00wne Ttpebomauwa (IS0 11138-1:2008, Sterilization of health care products — Biological
indicators — Par 1. General requirements)

MCO 1113842006 Crepdnssauba MeduUdHCESE NPoayELnd, BHoONorveeckde HHOMKaTop:. Yacte 4.
BHONOTMYECKHE MHOWEATODE ANA CTEPUNA3ALMWA MopAYaM Boanyxon (150 11138-4: 2006, Stenlization of health
care products — Biclogical indicators — Part 4: Biological indicators for dry heat sterilization processeas)

MCO 111401 CTepunMaagnA MeauUHHCKOR NEoOYKUHK, XHMAHECKKE UHOWKATOPR. YacTe 1. Obwme
Tpebosanwwa (IS0 11140-1, Sterilization of health care products — Chemical indicators — Part 1. General
requirements)

MCO 11607-1 YnakoBka MefWUMHCKHME M3nendd, noanemawvy QUHUWLHOR CTepHNMIaUMWE. YacTe 1.
TpeboparMA K Martepdanas, DapuwepHeiM CHCTEMaM ONA CTEPWNWIALWHW W YNAKOBOYMBLIM CHCTEMAM
(150 11607-1, Packaging for terminally sterilized medical devices — Part 1: Requirements for materials, sterile
barrier systems and packaging systems)

MCO 11607-2 YnakoBka sMeiWUMHCKAX KManend#, noanemawmy PUHuWLHOE cTeprnuiauWy. Yacte 2.
TpebopaHqs K BANHIALKA NPOUBCCOE DODMADOBAHKS, EpMETHAIaUMKH W chopkd (IS0 11607-2, Packaging for
terminally stenlized medical devices — Part 2, Validation reguirements for forming, sealing and assembly
processes)

MCO 11737-1:2006 CTepunuaayka MEgUUMHCKME H3gennd. MukpoSuonorndeckme Metoas. Yacte 1.
JueHka nNONYyRAUMH  MAKDOODraHK3M0oE Ha npoayere. (IS0 1173712008, Sterilization of medical
devices — Microbiological methods — Part 1: Determination of a population of micreorganizms on preducts)

MCO 11737-2:2008 CTepunWaayka MEQWUWHCKMY H3denid. MUKkpoSHonorideckne MeToak. Yacte 2.
MicneTaqsa Ha CTepHNEHOCTE, NPOBOAMMEIS NDKW BANKIAWAK Npouecca cTepdnuaagid (150 117 37-2:2009,
Sterilization of medical devices — Microbiological methods — Part 2: Tests of sterility performed in the
validation of a sterilization process)

MCO 13485 Magenua megdyrHcEie. CUCTema MeHedxMenTa kadecTea. Tpebopanns ona peryndpyio-
wHx yenerd (150 13485, Medical devices — Quality management systems — Requirements for regulatory
puUrposes)

M3K 61010-1 Be3onacHoCTe INSKTRPHYSCKDNd 0S0pyYOoBAHWA ANA WaMepeHna, yIpasneHna 1 nabopa-
TOpHOMS nprsededia. HacTe 1. O0wwe tpebosamds (IEC 61010-1, Safety reguirements for electrical
aquigment for measurement, confrol, and laboratory use — Part 1: General requirements)

2
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MIK 61010-2-040 BeacnacHOoCTE ANeKTpUYeckors obopyOBaHMA GNA HIMEPEHHA, YNDaBneHuA W
nagopaTopHoro npuseHedna. YacTe 2-040. DononuuTensHieie TPeGoBaHda € CTEPHNIMAZTODaM H MOSYHBIM
JeawHderTopas, NpHMedasMeEM ana obpaboTkd MegwuWHcERX saTepwancs (IEC 61010-2-040, Safety
requirements for electrical equipment for measurement, contred and faboratory use — Part 2-040: Particular
requireaments for sterilizers and washer-dizinfectors used to treat medical materials)

3 TepMmWHEl U onpeaeneHna

B HacToawes cTaHiapgTe NPWMEHAKTCR HAMECIEVIOWWE TEPMMHE © COOTRETCTEYHILKMMI Onpegens-
HIAARMIAZ
3.1

naprTva (batch) OnpageneHdHoe KONWYEcTED MaZendi, AENS0WHMECcR MNW Npegronarasmelx eguHosob-
paaHEiMK M0 XAPaAKTERY W KEAYECTRY. KOTODENE Ghl M KArOTORMNEHEl B ONDEOE8NEHHOM LTS NPOMaIBoLCTRA.
[WCOTT 11139:2006, cTtates 2.1]

3.2

Brodarpyaka (bioburden). Monynau«a KUAHECNOCODHEIX MARDOODIAHHIMOB HA MAOENKK MK BHY TRH
HMAOENHA, WWMK HA CHCTEME CTEDWNMIAUMOHHONS bapeapa.
MCOTC 11139:2008, cTaTen 2.2]

3.3

GHonoriyecHMA MugukaTop; BX (biclogical indicator, BI), VonemaTensHan cHCTeMa, Codepsawan
A IHECNOCODHEE MAKPOODTAHWAME C ONPEOENEHHON De3MCTEHTHOCTRIO [YCTORYMBOC TR K yRaIaHHOMY
NpoUeEcey CTEpMAUIaLHH.

[ACOTC 11139:2008, cTates 2.3]

34

KanubpoBKa {calibration). MNocnefopatensHoCTE ONEpaUWi, KOTOPEE NPpW ONpeeneHHLIX YoNoBHAX
YCTAHABMMEIIOT BAAMMOCAATE MEKDY KONMYECTREHHEIMK 3HAYEHKEMH, NOKAILIBIAEMBIMH HIMEDHTENBHEIM

MEADOPOM UMK WIMEQUTENEHOA CUCTEMOR, KN AHAYEHUAMN, NDE00CTARNARMEIMK MIMEDEHUAMA MATEDMA-
Na WNK KOHTRONEHEIM MaTEpUAN0M, M COOTEETCTEYRILLIMMIK IHAYEHUARMK, ONPE0EnNASMEMA CTAHOARTAMA.
[MCOMC 11139: 2008, ctaTeR 2.4]

3.3

KOHTPONL (oueHKa) namedesnid (change control): OueHka W onpegeneHie NpUrogHocTH NoeanoMmeH-
HOMD MAMEHEHWA K HIZENKK (NROOYKTY ) N4 Npoledype.
[MCOTC 11139: 2008, cTatea 2.5]

3.6

KHMHYSCKMA WHOMKaTOp, HebWONOrA4YecKMHW WHOMKaTop (chemical indicator, non-biclogical
indicator): Moneitatenesan cHCTeMa, oOHapyHMBALWER MAMEHEHNA B OOHOA MK HECKONEKKE Npeaonpe-

OENeHHES NEPEMEHHEX NEOUECCa, OCHOBLIBAACE HA XMMAYECENX MKW DUINLECKHE HIMEHEHHAX, BEI2RAH-
HidX BOIQEACTBMEM HA HEE NPOUECCa.

HMCOTC 11139: 2008, cTaTes 2.6]

3T

Koppekuysa (correction). JefcTEWe, NpeanpHHATOE ONA YCTPaHERKs OGHAPDYEEHHOMD HECOoOT-
BETCTEWA.

MpuamMedaHd#® s — KOPpeEUMA MOKET NPSANPMHMMATEDH COEMBCTHD C KOPPEKTHRYHILMM DeACTEHE M [3.8).

[MCO 9000, ctaten 3.6.6]
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3.8

KOppeETApYHLWEes gedcTare [corrective action). dedcTere, NpeanpUHATOS QNA YCTPAHEHKA NDHYH-
Hil 0BHAPYEEHHOMD HECOOTEETCTEMA MK ADYIOH HERENATENEHON CUTYELLKN.

NMpumesasHue 1 — ¥HECOOTEBATCTEMA MOKET BHTs HECKONBKD NpUsiE,

Mpuwmeswanne 2 — KoppekTHpyYOWEe ABECTENS NPEANEUHWMEETCR ONA NPSOCTEPAWEHWRA NOBTOPHOMD Go-
BriTiA, TOMOE KEK NpedyNpesianwes aedcTane (327} — Ans npe0oTepawesna colel Ten.

Mpumesadn e 3— CywacTEYET PASNNHNE MEHAY KOPDEKUWSA [3.7] @ KOPPEKTHPYH LWM EACTEUEM.

[MCO 2000, cTates 3.6.5]

3.9 senudnna D, senwyauna D, (D-value, Dy, .0 Bpeda wnd goda ofinyqends, Heodxodwman ana
OocTHwe WA HakTuead i 90 % nonynALnM TECT-MHEDOODTaHUaMa NPY YCTAHOBNEHHBIX YCIOBHAK.

Mpumesaane 1 — B paMgax HACTOALIE TG CTEHO3pTa BaNKYHMHA D GTHOCHTCR KO BpeMeHd B OB DEE, Heofxn-
AWMOMY ANA QOCTHHEHWS COKpELLEHAA NODYNA U@ TECT-MREpOORraH#IMa Ha G0 %,

NMpumesanue 2— JadHue alanTapossHe M3 MCOITE 1113020046,

3.10 penwporedMaauns (depyrogention), BandanooBaHHLIA NROUSCS, NPEQHAIHAYEHHBIE ANA yOaNe-
HEAA AN MHAETA EALHK NAROrEHHOM MATERWANS B YCTAHOBNEMHEX KONHYECTEAR, KOHTDOMHPYEM bIX C MOMOLLIEK
WHAKTHBALMIA IHOOTORCKHE.

Npumesane—Bpamax npoUecca OENAROreHA3agdi, TEDMAE «WHBKTHEAUMAA OTHOCHTCA & NoOTapa SNoC of-
HOCTH BHOROTHYECKONS M STEpHANAE BEAHBATE MTHDOTEHH YD BPESKUWID.

3.11 npoyecc gendporeHWiIaunM (depyrogentaion process). MNocnefoBaTensHOCTE JEACTEMA WK
ONERaLMA, HeoOX0OWMER ANR AOCTHREHWA YCTAHOBMEHHLIX TPeboBAHWA K yIAneHHD N WHAKTABaL M9
MApPOMEHOR,

32

YCTAHOBHTE, YoTaHaBnMeaTs {establish): OnpegendTe No TEOPETHHECKON OUEHKE W NOQTEEDOWTE
BHCTEDHMEHTOM.
[MCOTC 11139:2006, cTateA 2.17)

313

BpeEMA BLIOEPHEN [exposure time) Mepyod BpeMeHd, B TEYEHAE KOTOROMD NapaMeTpel Npouscca
NoANepHUBAKTCA B NPEOenax WX YCTAHOBMEHHLIX JONYCKOS,
[MCOTC 11139:2006, ctateAa 2.18]

3.14

penduMHa F (Fvalue). MekpoSUonorideckan NeTansHocTe B Npoyecce cTepUNUMaaynE, npeacTan-
NEMHAR B TEPMHHAX JKEHMBANEHTHOMD BOEMEHK, B MUHyTax, Npd Temnepatype 160 °C no oTHOWeHHIO K MiK-
PODPraHnakMan ¢ BENHYHHON 2, pasHo 20 °C.

NMpumesanne 1 —B paMias BOZQVWHOR CTEDUNAZELWA BENHYHAEE F NpH ONpEgeneHHE X TEMRapaTypHEE
FHEHEHWAR CTepUAhaagui, T. W 2, ynomunaetcs «ak F . Kak npaenwno, £, REMASTCH COOTEETCTEYSAUMM SPEMEHEM B
MUHYTER Npd 160 “C, BoaleACTEYIDW ML HE NPOAYET NP TEMNepatype, T, OCHOBLIBEACE Ha NPEONONOREHMH, 4TO BEMNd-

Y#HE Z PAEHE 20 °C. F; 0NPS0ENRETCA NPH NOMO LW DWonorsye ok (Fg | WnW @uadsecsus (F ) METOO08.

NpuMewasdne 2— F Bnpoyecce nps Temneparype T, rae T udeer nodoe apyroe sHaxenre kpome 160 °C,
CNpegenAsToA NP NOMOLLK NSPSMHOMEHEA CTENSHW NETANEHOCTH W BPSMeHH NpW Temnepatype T

Fy = arxt,

raeF, — COOTEETCTEYHILLEE EREMS B MUY Tax NpH 180 °C, Lo Topsl 6 BONSACTEORENM HA NDOOYET B TEUSHHE NPOULECCE
38 NEQWOD BPEMEHU [
Af — BEpEMA B MUHYTEX NpW TEMREpaType T
L — CTENEH= NeTENEHOCTH NPW TEMNepaType 7.
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315

owwnbka, cBodl (fault): CavH MNKM HECKONEKD NApaMeTDoR NOOUECCa, BRXOQALMY 38 Npeqenk CBoans
VCTAHOBMEHHOND OOy CHa.
[ACOTC 11139:2008, cTates 2.18]

3.18 gonA nonoXMHTENEHLIX peayneTaTor (fraction positive)! Koadsbuuxe T, B 50TOpOM YMCAMTENS
NOKSILIBAET HHCN0 NONOMWTENEHBIX MCNETAHKA, 3 IHAMEHATENL — YHCNO NPOBE0E HHBIX WCTIRT SH WA
3.17

MeanuMHCKan npoaykuna (health care productis)): MegWuMHCKHME Magenus, BNKYAA MEDMUMHCEHE
HAOenus ana in vifro QuardocT WKW, MW NekapcTREHHBIS CO8ACTEA, BENIDYaA DHodapMaUsBT MHECENE.,
[ACOTC 11139: 2006, cTatea 2.20]

3.18

HHAKTHBALUWA {inactivation): TMNMoTepa MUEpOODTaHMIManiA CNOCoSHOCTA K DOCTY WIHMH PaIsHOMEHHID.
[MCOTC 11138:2006, ctates 2.21]

I pAMadaH®e— B PAMEAX NpPOLSCCOER OBNAZOMSHAZALHA, TEDMWH dHHEETHABEUARR Q3H8%a8T nOoTeps=] -
Noru-ecEis MaTepHandm CNOCOBH0CTH Boi3bi8aTh NHPANSH HYED p2aku M

3.18 WHOKYNMPpOBaHHBLIA HOCHTENE (INoculated carmer). [No00epEHBERIOWAA MATEDWAN, Ha KOTOPRK
MMNW BHYT Pl KOTODOMND HaHEceHs ONPeQeneHHos KONWUYECTED TECT-MUKPOCRraHMIma.
3.20

aTrecTauWA mMoHTama (installation gqualification; ) Monydedde W OoKyMEHTHpOBaHKE O0K33a-
TENLCTE, 470 0G0pYA0BAKWE NOCTABNEHO, CMOKTWPOEAHD B COOTREETCTRMM C 80 cheumdnkaunei.
[ACCTE 11139: 2006, cTaTtes 2.22]

3.21 cTeneHb NeTanLHocTH {lethal rate), L. BupakeHde aHaqye A HHakTABA UMK MEKDOODraHH3MoE B
EOMHMLY BpEMEH NDH TEMNEDATYDE T, NPH 3HAYEHHA CCBINOYHOH TEMNRDATYPE — T, .

MprmeeyaHwe 1 — LELpAKASTCA B MUHYTEX NP@ KOHTRONEHO® TEMNERETYRE, Fyp. B MaHYTY npe T

M pPAMS4aH#®2 2 — CrengHe NETANLHOLTE NP NoGoR TaMlepaType MIHaT BRTE PECCHHATAHE NEA NOMOLWE
YOAEHEHWA

rae ' — pabouen TEMNSpETYRE,
Ve — CORINOMHAA TEMAEPATYRE,
I — TEMNSpETYPHOE HIMEHEHHE, HEOGXDO®MOE SNA YMEeHsWESWA BENWwiHHE O B 10 pas, Beipa®edHoe 8 rpafycax
LenecHn.
322

MEQWUMHCHOS HagenWe (medical device): NMobod npyubop, annapart, NpUHAane HOCTE, YoTROWRCTEO,
WMMNMAAHTAT, pEAreHT it WIlro KNk KanuBpaTtop, NporpaMMdoe obecnadedie, MaTepyan Witk MHoe rodobHoe
WK MBAERCLLER K 3TOMY OTHOLWEHWE W3A8MHMe, NPESHAIHAYSHHOE BN0 RIMCTORBMTENEM ANA MCAONEI0EAHKR
KK ABTOHOMHO, TAK W 8 COYSTAHKK C OPYTMMA MIZENWAMK, 40A MOGeA B (ONPedeneHismg] LEnRs:

= AWArHOCTHEM, NPOSMAAKTHEN, MOHHUTOPWHIE, NeYeHUA Wk oBnerdeHKa 3atoneeanin,

= AMATHOCTHENA, MOHUTOPKMHIE, NeYeHkA, 0DNerdeHmna N3 KoMIeHCaUMK TRaBmMel;

= MAYHEHWA, 3aneHil, NoOTEpMER MK MOOdRDWEA LA SHATOMAK WNK GUIMONoTMYeckons Npowecea;

= NOAAEEHAHWA MHIHK,

= KDHTDONA 234atiA,

- AEIMHPEHLHA MEQWLHHCKHE 308N,

= MONYHEHRA HYHHOR GNA MeSUUHHCKEE ened mHpopraund NyTe Hoocnegosaqii (i1 wWiro obpasuoe,
BIATEIX M3 TENA YENOBEKd, KOTOPLIE HE OK33LIBAINT CROEM0 OCHOBHOTD AEHCTEMA BHYTRM WM Ha Tens
HENOBSKE C NOMOLW B PapMakonori-eckdx, HMMYHONOMHHECKAY WM MeTabonwyeckds CpeacTa, Ho dyyHK-
UADHWDOBAHWK KOTODbLI X TAKKE CPEOCcTEa MOryT cnocsBoTEOBa T,

[MCO 13485—2004, c1aTen 3.7]
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3.23

MHKpOOpraddan (microorganism). O0wekT MUEDOCEONWYECKOT0 DaIMEna, OXBATE BADWWE GakTapuM,

rprbsl, NPOCTEHWKE W BRPYCHl.
MCOTC 111392006, ctaten 2. 26)

MpUMBEY BEHMWE — KOHEDETHEMA CTAHGAQRT MOXET HE TPpeB08ATh AOKAIETENRCTEA MDD EHTUEHOCTH NDOYELCE
CTEQMMNHZELAN B OTHOWEHKH HHAKTMBELKA BCEX THNOE MWEPOOPraH@3IMOE, YCTAHOBNSHHEIX B JAHHOM ONpS 08 NeHWE. 40A
pazpaBoTen, BENUIAYMH @ TEEYLWErD KOHTRONA NDOUSCCa CTEPHNHIRLHA.

124

ATrecTauMA hyHEUHORKMpoBaMKA (operational qualification, 00 NMpoweco Nony4eHAR ¥ O0KYMEHTH=
POBaHMA OOKA3IaTeNLCTE TOMD, YTO YoTaHoRNEHHDE 0GopyaCcEaHe paboTaeT BHYTDM 3a0aHHEX NPEOEN0D
NapasMeTpos NPW 8o WCNoNEI0EaHKA B COOTEETCTERM © MHCTRYELMAME N0 2KCNNY3TaULMI.

[MCOTC 11139:2006, ctatea 2. 27)

3125

NApAMETPHYBCKMA BeNyck (parametric releasa ). YTEEpHOEHHE, 9TO NEPOAYKT CTEDHUNEH, OCHOBAHHOE
Ha 3anNWCAX, NoOTESDHAAIOWHMY HAXOHISHME NADAMETLHOE NDOLECC B NPELENAY 3a0aHHbIX JONYCKOE,
[MCOTC 111392006, ctatea 2.29)

.26

ATTECTALMA IKCNAYaTHpyeMoro obopyaopadHa (performance qualification; PQ): NMpoueco nony4e-
HHA ¥ JOKYMEHTHPOBAHWA JOKa3aTeNsLCTE TOMo, 470 00opygosanke, YCTAHOBNEHHDE W 3KCNNYATHPYEMOR
COFMACHD WHCTRYEUKMARM M0 IKCNNYATALKK, NOCTOAHKD paboTaeT B COOTRETCTEMM C 330aHHEIMIA KD TERMARMK
W, CNEgoBaTaNsHD, BeilyCEasT NDCaYELWI, OTBEYAIWYI0 CEMHM TEXHWHGCHWA cnedrduEaymwan {Tpatosa-
HHAM].

[MCOITC 1113582006, ctatea 2.30)

3.27

npeaynpexnawiles geAactTade (preventive action). delcTere, NPEONDHHATOR ONA YCTRAHEHAR Npd-
Y HE NOTEHUWMANSHOTD HECOOTEETCTEME WK OPYIoA NOTEHUMENEHD HEMENATENERON CUTYALKK.

NMpumesanue 1 — MNpyuis NOTEHYMANBHOND HECOOTEETCTEWA MOHET HbiTh HECKONLKD,

NMpuwmesasne 22— MNpeoynpernaniues DeRCTECE NPEMEHASTCA JNA NPESOTEPAWEHNA CoBRITHA, TOMNa KakK
KOppeRTHpyWee gedorave (3.8) — ana NpeqoTEpALLEHRA OB TOpHOMD cofkTHA.

[MCO2000, crates 3.6.4)

3.28

YyoTporcTES KoHTpona npouecca, YKN (process challenge device, PCDY): YorpodcTao, npeaqaiHa-
HEHHOE ANA CO30aHKA 3Ia0aHHOR CONPOTABNASMOCTH [ PEIWCTEHTHOCTA ) NPOUSCCY CTEPHNKIAL WA W MCNONkL-
IPERMOES ANA OUEHKK 30 PeKTHBHOCTH NpoUScTa.

[MCOTC 111359: 2006, craTea 2.33]

129

napaMeTp NpoUecca (process parameter): YoTasoBNE2HHOE IHAYSHWME NEPEMEHHOR NpoUECCa.
[MCOTC 11139:2006, cTaten 2.34]

MpUMBEYBHHWE— CNEGUEURALNA (TEXHWHMSCKHS TPRGOREHMA] K NPOLECCY CTENHNHIAYUWY BKNOHART {BEN 0N E-
WT} NAPAMETEE NDOUBSEE W WE DONY KA.
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3.30

nepeMeHHan npouecca (process variable): YonoBWe npouecca cTEpWUNKIanKMK, MIMEHEHKE KOTOPOro
BAAAET HA MUERODoUMOHYI0 3D DEKTHBHOCT .

Npumep — BpeMa, MedMnepamypa, dagneqye, KOHYEHMPAYUR, aNaRHOcm b, GNUHE BOMHE].

MO 11139:2008, cTates 2.35]

3.3

npoaykunAa (product). PeayneTaT npouscca.
[MCO 9000:2005, craTtea 3.4.2]

I pRMeYyaH®e—H paMmEax CTAHOREPTOR CTERMNWIAUWMM NPOOYELMA — 3TO H84T0 MATEDWANEHOE W MOXeT
ABMNATEGH CH Peem, MPEMER Y TOMHEIR NREOOYETOM, CHOpOHE M YINoM A MEQWLRHHCEAM AIGSNHesM .

3.32 cemencTEONpoaykTos {productfamilyl: Tpynna wnd nogrpynna NpoOyELME oo CROMUMIA X3 pakTe-
PHCTHKSMI N0 MACCE, MATEPWaNY, KOHSTRYELWAK [CTROSHWID), popMasd, NONocTAM WANK YyN3KoBKS M KOTOpaA
NpeACTAENAET CXOMYHE CONPOTHANAEMOCTE NPOUECCY CTERMMMIILMH.

3.33

nepeatracrauna (requalification). NoaTopeHde BANMAZUAH WK B8 YACTH C UENkEK MOOATES P IEHHR
HaOexHOCTI NpoUecca.
[MCOTC 11139: 2008 cTates 2.40]

3.34

OnNpenenATE, CReudpHuMpoBsaTe (specify): NogpobHo ONMCEBaTE & YTEEKASHHDM DOKYMEHTE.
[MCOTC 11139:2008, ctatea 2.42]

3.35 norapudpmpueckoe coxkpawenne cnop NCC (spore log reduction, SLR). drakTop, sepases:A
k2K QECATHYHEIR Norapadim, XapasTeprayowri CoRDalEHME YACTIEHHOCTHA CNop Ha DMoNoOrHYeckom MHWEa-
TOpE B PE3yNETATE BuIGEPHEN B yCTAHOBNEHHEX YCIOBUAK.

MpusedaHdse—[C0 paccUdTHEIETCA K3K PAIHHUS NOT3PMDME OT HEXAN=HOA NONYAALMH CNOP W Aorapadg-
ME OT KOHESHON NONYNALWY CNop Ha S@onornseckom MHOMEaTopS Cneaysouy«mM oSpaIom:
SLR = log Mo — log Ny,
rge | — HauENEHAR NONYNALHE;
N, — KOHEYHER NONYNALKS.
Ecnud, paena Hyns, To HacToswes ICC HeaosMosH0 BelducninTe. Ecnn N Mpeanono®uTensHo paexa 1 & pameay
pacqeter, ICC Gyaet Bonewa, dem log M,

3.36

CrepunbHLIA (stefla). He coagp#aliia BraHecnocobHbix MUKDOopraidamMon.
[ACOTC 11139:2006, cTates 2.43]

337

CHCTEMA CTEpHNMIauWoHHoro Bapeepa (sterle barmer system) Mudusanesas ynakopea, npe-
MAATCTEYIOWAA MPOHMKAHME MUKPOODTSHKIMOR M NOIB0NAKUAR COXPAHATE ACENTHYECKNE YCNOBMA BHY TDH
YNAKOBKW 00 MOMEHTA WCNOMNLIOBAHWA NDOOYKLMK N0 HAZHAYEHKI0

MCOTC 111392008, ctaTea 2.44])
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3.38

CTePHNLHOCTL (sterlity): CocTOAHKE, XapakTEPHAYIOWESCA OTCYTCTEHERM MHIHECNOCODHEE MHUEDO-
CRTaHHIMOR,

NMpumMmesaxsne—HE NPakTHER HEBOIMONHO [0KA33Te ADCOMNIOTHOE OTCYTCTEME®  MMEPCOORTEHAIMOE.
C. TEDMWH sCTEpHNAzagM A (3.40).

[MCOTC 11139:2006, crateR 2.45]

3.39

YpoBeHs oBecneYeHn cTepuneHocTi, YOO (sterility assurance level, SAL). BepoRTHOCTE BOIHME-
HOBEHWA #HIHECNOCOOHOrD MUKPOOPradiamMa Ha eanHMLE NPOOYELMA NOCe CTEDWMTMIanmMH.
Mpumesas e — Tepwad YOO UMEET KONAHECTBEHHOE SHAYEHWE, Kak npaewna, 1079 Wne 10-3, MNpe npHse-

HEHHE JaHHOMD KONMYECTEEHHOND 3HEYEHHR K ODRCABUSHMID CTEPUNEHOCTE, ¥OU, pagswn 1078, numest Gonee Helsoce
ZHEMEHWE, HO DBECNEMHERST AONee BHICOKMA YPOBEHE CTERNNBHOCTY, wam ¥O O, pasHsa 1072,

[MCOVTC 11138:2006, cTateA 2.46]

3.40

crepunuaauna (sterlization): BanvadpoeadHeld npouece, NpMMeHASMeld gna ccaobomaeHna npo-
OYETA OT BCEX AHAHECNOCOGH X MUKROODTAHAIMOR,

Mpumasasne— B Npogecce CTEPHNWIALHE NPAPOSAE THBENN MUKDOOPraH MEM 08 ONHCE BAETCR ALCNOHSHYM-
aneHoR GyHKELHEH ¥, CNegoBATENBHO, BelMWESHME MAKDODDTE HRIME HA OTAENEHOM HAAENWA MOMET BT BEHDEMEHD
NOMOIL LK BEPORATHOCTA. HECMOTEA HA To, YTO BEPORTHOCTE MOMET SkiTh CHUMAHE 00 OHMSHE MATRIX M MCEN, OHE HHEOTOE
He MoeT BeiTe A0BSSSHE 40 HYDA. DM, TERMUH «yDoEEHE OBECNSYaHHA CTERNNBHOCTH {330},

[MCOVTC 111358:2006, ctaTen 2.47]

3.41

cTepunyaaunoHHan aarpyaka (sterilization load): NMpoaykusa, KOTopan omsHa NogEESTHYTECA (MK
Y#E NOGESPrNAack | COBMECTHON CTERWMIMIALWA B ONDESENEHHOM CTEPMTHIAUKOHHOKM NPOUECCa.

NMpumesanne—B ApoUScCcax DEP&ECITr(H FOQAYMAM BOIOYXOM, CTEPHENMIEYMOMHAR DY IKa MOEaT NoOsep-
FATECH ABMAPOFEHAI3LAA |CM. 3.i1Me KOHEPETHOA CTERHRNMEEHHOHHOW cHoTaMe (oM. 3.-113].

[MCOWTC 11135:2006, crater 2. 48]

3.42

npouece cTepunHiauuM (sterilization process). MocnegoeaTensHocTs QEACTEMR UMK ONegadrE anA
OOCTHMEHNWA YCTEHOBNEHHBX TREBOBAHWA £ CTERUNEHOCTH.

Mpumesadde— QaHHAR NGCNS0BATENEHOCTE ASRCTEWA BKNDMAST NpelEApuTens=Hyn obpaloTey wagenus
(NP HEoBd0QUMOCTH), BROEPHEY 3 YCTAHOBNSHHLIX YCNOBHRX B CTEDMNMZYALLEM 3reHTe M niodywn Heofxoansys no-
cnanyawyl obpabotay. Mpousce cTEpMNMIAUAW HE BRM:OMEST TEKME ONEPAUMHK, KEK OWWCTEE, BesWshakl A MM ¥na-
KOBKS, NP e ECTEYH L WE CTER WM 38U AW,

[MCOTS 11139: 2008, ctaTer 2.49]

343 crepunuiauvonHan cucTema (sterifization system) CTepwnuzatop W BCOOMOTaTENBHOE
(conyTeTeyowes ) obopygoaadne, NPeAHasHa4eHHOE ONA NPOES0EHKA NPOLECEA CTEPUIMIAUL KA.

Npumeuwanme—EB PAMEAX NPDyRCCoB DEFIEE-IZITII.'I MopAYMHM BO3OVICM, CTEDPUNHZAEWOHHER CHCTEME MOKET
NEAKMEHAT=CRE QDA NEoaS0SHRA QenHpPporéHHIaymm I,31|:'_|

3.44

CTEPHNNIYHOWHMA arenT (starlizing agent): PHIHYSCEOE MNK KKMUYECKOE BELLECTED MK KorOKuHauMa
TAKKX BEWECTE, 00NaganyWe JOCTaTONHOR MAKDODOUATHON SETHEHOCT LD GNA DOCTHHEHWA CTEDANEMOCTH
B 3a0aHHBIX YCNOBHAK.

[MECOVTC 11138:2006, cratea 2.50]
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3.45

KPHBEAA BLIKHBAHKA (sUrvivor curve ). MpadrdecEDe dIobpasaHie MHAKTHEAUWH NoMYNAULHKA MAEDD-
OpraHkIsos C YEENHYEHWEM BOZOSRCTERA MUKPOTOLMOHOTD arenTa NpY yCTaHOBNSHHEK YCNOBMAX,
WCOTC 11139:2006, cTates 2.51]

3.48

MW HAR cTeprnraauwa (terminal sterilization): MNpoueco, 8 KOTOPOM NDOAYET NOENE*AT CTEDMMK-
JAUMA BHYTRH CEOEH CHCTEMB CTEMHMNHIaUHoHHOTS Bapeepa.
[WCCTC 11139:2006, cTatea 2.52)

3.47

ganupauua (validation): JokyMeHTHpOBaHHAA NPOUSAYPa NONYYEHHA, PEMTMCTRIUWMH H MHTepnpeTa-
UMM pRayNeTaToR, HEODX0OWUMAA ONA NOOTEE PHOEH WA TOMD, YTO MO 3388 pLUISHUE npouecca Dy 0eT BoCnpoMa-

BOOMMO NOMNYHATLCA NPOAYKUWA, COOTBETCTBYIOWAA Iapates onpeienat M TEXHUHECKMM Tpadosam1an.
[MCCTC 11139: 2006, ctates 2.55]

348 penWdYHHa Z(z-value) TeMNegaTypHoS WaMeseHWe, HeobxouMoe ANA YMEHL WEHINA Ban#dkHE D
B 10 pas, asipaxessoe B rpagycax Llenscaa.

I PAMeY4aH#Be— BenuumnHa z RENABTCA MEQOR TOMD, Kay MeHABTCR DEBKUMA MUKROOETa3HMAMA HA ofpabor Ky
TEnnmoM NpK TEMNePpATYPHEX HAMEHEHWAK. Benu4nHa Z moxaT BuTe PRCCHATAHA C NOMOW B CNegyweand YypaeHeHR!

Ty - T
TR TN ]
log,, O, -log,, O,
rge .|'1 — HE®EDNSE HA3LaA M3 TEMNepaTyD
I, — Hanbonee BHCOXAA N3 TEMABPATYE.

O, — aenuunHa O, nonyyeHqan npa T
0, — BENUHHHE O, NonyJeHHaR npd T,.

4 JnemMeHTel CUCTEMEI MEHEOMMEHTA KAYecTBEa

4.1 [okyMeHTHpOBaHAE

4.1.1 YeTaHapnypaKTos NooUedy Pl ANA KAXA0MD 2Tana paspaboThk, BANHIam0Hn, TEKYLLErD KoHTRONA
¥ BRINYCEA NPOOYETA NOCAE CTERMNMIALIMM.

4.1.2 NoKyMEHTALUMS M 3ENACH, TDeOYeM e HACTOALWMM CTAHZADTOM, AHANKAKDYHTCA WY TESDMOAKTCA
CNEUMANEHD HAIHaYeHHBIM nepcodanon (cm. 4.2.1) JokyMedTauMs | Jandcy KOHTRONMPYIOTCA COrMacko
COOTRETCTEYIOW MM pasaenam MCD 13485,

4.2 OTBETCTEGHHOCTL PYKOBOOCTES

4 21 NonsHet Geime onpepeneHs NONHOModME W oTRETCTESHHOCTE 38 OCYWECTENEHWE W COOTRETCTRME
TREOOEAHWAK, ONHCAHHEK B HACTOAWEM cTaHapTe. OTRETCTREHHOCTE DOMKHA BblTe BOAN0OKEHS HA KOMMOE-
TEHTHLIFR NEQCOHAN, COFNacHD COOTEETCTRYRIW MM pazaenas MICOD 13485,

422 Ecnw TpeGoBaHWA HACTORWEND CTAHOADTAE BRINOMAHAINTCE DAIHERAK ODTSHHIALWAMKA C HEIABACH-
MBI CHCTEMAMK MEHEKMEHTA KAYECTEA, OTESTCTEEHHOCTE M NONHOMOYWA KE2KA0H W3 JAHHEX OpraHH3aLHi
DonEHbl ObiTe oNpeaeneH.

4.3 PeanWIauwsa npoaykuss

4.3.1 JonsiHe GelTe ONpegenedsl NpOUELY Dl 3EKYN0E. 3TA NPOLEOYDEl A0MHKHE GbiTh BhlNOMHEHE
COMMAcHo COOTERTCTEYIOW MM pazgenas NGO 13485,

4 3.2 JomkHsl BblTe onpedenetsl NpoUegy P MISHTUKMEALAK 1 OTCREXKBAHMA NEPoaYELHKY. 3TH Npo-
LEdyPbl ACn#HHE BelTe BRINONHEHE COMMACHD COOTEETCTRYKOWMM paagenam MCO 13485,

4.3.3 [onkHel OeTe onpegeneHa ccTeMa, oTeeYaowan Tpebosadnam cooTEETCTEYIWKE Da3genos
MCO 13485 wnw MCO 10012, gne sanubpoask scero 0GopyaoBaHMA, BENIOSEA KOHTRONEHO-AIME DUTENEHY IO
annagatypy GNA NPpoBegeHMA WCNBITaHMA, WCNoNLIYeEMysD OANA onpedensHiA CooTEETCTEMA TRpeBoBaHMAM
HACTOALEND CTaHgapTa.
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4.4 WamepeHuA, aHanM: M ynyvyweHne — KoHTpons HeCoOTEETCTEYHOLWE R NpoayHL MK

DJonsssl GeiTe onpelencHibl NPOUeIYDL KOHTPOMA NDOoOyELWK, NPE3HBEHHCR HeCoOTEETCTRYRIWLEMH,
a T NPCUEOYDEl ANA KORPEKLME, KOPPEKTHRYIOLIAK | NDenyNPeanlvy 0eAcTErd. Takue Nponen vl
JON¥HE OTEEYATE TREEOBAHKAM COOTEBETETEYIOWHMY pasaenaa MCO 13485,

5 OnucaHue CTEPHMUIYIOWErD aredTa

51 CreprnHAayHOWMWE aredT
B KaqyecTes cTeDHMAIYVIWENDT areHTa B HACTOAWEM CTAHAAPTE NEMMEHAETCA MOPAYKA BO3OYE.
5.2 Mukpobounanan athdeKTHEBHOCTE

Oasusle 0 MAKPODoUMOHOR 2ekTHBHOCTH MOpAYers BOIOYEa W O 8ro NpHMEHEHHK B NpoUeccax
CTEPANMIALNH DOKYMENTHPORAHE K GOCTYMHE B HAYYHEIX MHTEQATYDHBIX MCTOYHWEAX. CM., kanpusep, Mdunor
W Xonkosb. Ecnu ropaski Boagyx NpUseHASTCA 3a npegenantt oblWenpuHATEX YCNoBKA, TO 8ro MUKpoGo-
uMaHas FpeETHBHOCTE O0M#Ha BRiTe JOKa3aHA.

5.3 BoageWcTEWE HA MAaTEpHaNLI

BrHRHWE BLIGED#HKN B rOpAYEn BO3gyke Ha QHInYeckie W XMMUYEcKHE CBORCTEA MAaTERHanos 1M Ha Ky
BHONCrMYecky o De3cnacHocTe OUSHHEIETCA B COOTEETCTBNAY © TpeGoBaHWaMK paadence & w 7. Bo spemMa
AFHHOTS MCCNELOBAHWA BRHABNASTCA BNWAHKE CKOPOCTA H AHAN3I0HA HIMEHEHWA TeMNEPATY DRI,

54 BoapedcTEME HA OKPYRAKIWYHD Cpeay

CUNTaeTCH, YTo FOPAYKA BOATYX HE HMEST CYLYECTREHHOMD BOIOeRCTEMA Ha OKDYHIIOWYIO CPEOY, TEM HE
MEHEE, OLGHUBAATCA BOAMONHOE BIMAHKE NDOURCCA CTEDUMUWIALIMN HA OKDYHAIOWYI0 CPEY M ONpEIenAnTcA
MEpbl, HeoBXOgUMEIE ANA O6ECNEYEHHA JALIHTEE OKPYHAKWENH cpear. Takan oueHKa, BKANYaI0Wan Boasok-
Hel@ NOCAEACTEMA [ECNA OHKM MOTYT BOIHWEHYTE) W CPEOCTEa KOHTPONA (8CNK OHW oNpegeneHel), GonsHa
BlTe OOKYMEHTHPOBAHA.

6 OnucaHwe npouecca n obopygoBaHuA

6.1 OnWcaHMe npouecca

OnpegenAsTeA NPOUScs BOAgYLWHOA CTEpHNKM3aUMK. TpaGoBaH1A K NPOLEcsy A0MKHE! BRNI0HETE:

a) NapameTpbi NPOUSCcEa M WX JONYCEN,

b} TpefosadvA Kk oBgaboTre NEpoOyKUKMKA Neped cTepdnyaadxei, ecnd Takas obpaboTea HeobroaHMa
C WenNsi checnedeH s 3esTHRHOCTIA NPoUecCa CTERMNWIAALN,

C) pACNoNOMEHWE KOHTDOMNEHORE TOYKM ONA HIMEDEHUE TEMNERATYDE.

6.2 Onucanwe obopyooBaMua

6.2.1 Tpebosanun Kk obopyooBaHHD

OnpeaenaeTca CTEDUNMIALMOHHAA CHCTEMa -

6.2.2 Moentrudkaumn

CTepuNHIauMoHHan CHCTEMA JOMeHa DeiTe NPOMADKMPOBAHA HECMLIBASMON KPACKOR W COOeD#AaTE
CNESYHILIAEA MAHWAY M MHEODMAL A HA f3RKE NOTPeOMTENnS:!

a) HAMMEHOBAMWE W a0pec NDOUIB0WMTENA;

b} cepriHBIE HOMED KNH ADYTOR MOEHTADHMKALUHOHHSEIH HOMEe[D,

C) MUHHMANEHOE # MAKCHMANLHOE 3HAYEHHE paboded TEMNeDaTY DR,

d} WTamMn KoHTPoNHPYIoLWEnD Oprata W oNoaHaBaTenkHEA aHaK cocyaa (ecnn TpebyeTtoa).

6.2.3 Be3onacHoOCTE

CoDTBETCTEME CTEPUNMIALMOMHON CUCTEME: TpeSoBawuamM no G230nNacHOCTH, YCTAHOBMEHHEIM B
IEC 61010-1, IEC 6101 0-2-040 1 neobiix Apyrdx CTAKOADTAX MOK HOPMATHEHBL TREZ0BAHK AKX, OSRCTRYHILLMX
B CTRAHE MCNONEI0BAHMA, AOMHHD GbiTh O0KYMEHTHROBAMO.

6.2.4 PyHoBOOCTEA H MHCTRYHKLUMH

Oomser BulTe J0CTYNEH CIeOyioWHE MAHRMYM $Hgopsadsy © Kakgod ongeaeneHHoN CTepITHIaUM-
OHHON CUCTERE!

a} WHCTRYELWH, DBnerdaiowke BeasnacHii v achekTHRH b MOHTaN,

b} nepedeHE MATEPWANOE WAMOTORMNEHKA]

C) WMHMCTDYKLMIA NO JECOAYATALMK, BEMOYaA TEMIEDaTYDHEE MNpe0es 1 Mepbl NpE00cTOpOMHOCTH]

d} MHCTRYELM W rpadb MK TeKyWaro NoodunakTUH4eckoro obcny«MBa vA,
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B8] HHCTRYELMH W DYKOBOOCTEE NO PEMOHTY;

) PHCYHEW C M3IcBpameHHen KoHDEIyDaUMe W annapatypel, TpyDONpoBodoR W CHETEM KOHTROMA,

g) NepeYeHs IANacHLX YACTER C yHaToM BOaX IHIYMMb X EOMNOHEHTOR,

h) cxema KOHTPONSE NPOUECCa WMAW ACKYMEHTAUWA Ha NPOTpasMMHEoE ODECTEYeHnE, HeobXoouMEe
ANA IKCNTYaTAUWKH W ODCNyRKBaHKA.

6.2.5 QHepProMcToOMHMER

6.2.5.1 MNaskl DONHHE OLiTe ONpEJEnEHbl H YCTAHOBNEHHLIE TpeGOoBaHWA J0MsHE O0GeCnedYHBEaTh
BONEHLHE YPODEHE CTENEHK BE30MNACHOCTH K KAYeCTEa NPoayELMKA M EYHELUOHWPOBaHWE CTERWMIALWOHHMOK
CACTEMBI COMNACHD NDEaHa3HAYEHKIO,

6.2.5.2 YcrasaenvearKToA TReBoBaHKA K NoOaYe INexTRonWTaxH Ma.

Mpumauadse—HKak npagano, TpefosaHeEa & Nogate SNeTPONMTAHWA YCTAHEENWBEMKTCA NPOH3BEGGATENEM
CTERMNAZETORE WN@ CONYTCTEYOWErs oBopynoEasnA. CooTESTCTEWE AasHEIM TPEB0RAHEAM NOOTESpELASTCA NpW BTTAC-
TayMH MOHTaHE (os. 9.2).

6.2.6 KoMnoHeHTe

MaTeprans i KOMAOHEHTE CTERWMIMIALWOHHOA CHCTEMEL HE O0NKHE CNocOBCTEOBATE MUKPOBKONori-
YECKOH MNH XHMEYECKOH KOHTAMHHALMK CTEDHNHIALMOHHOA CHCTEMEI,

6.2.7 BonomoratensHoe oSopyaoeanue

6.2.7.1 HocHTens, NoaoepnBarimid NPOSYET BHYTRK CTEPUNIMIALMOHHON CHCTEMBl, QOMEeH DeiTe
paspaboTaH Tak, 4Tobkl cnocobcT BOBaTE PARHSMEDHOMY MPOHRKAHKMIE TEMNA WM Tennonepadaqe. O  TamHe
[ONEH NOLAEFRHEATE WEMNOCTHOCTE CTEPHMHIALUHOHHOR 3arpyasi.

6.2.7.2 Joness G6iTe onpedeneit cnocobel OxXNaxgeHa CTEPHANIAUMCHHOH CUCTEME! H YOANeHKA
oTpaboTaHHeX raa0a,

6.2.7.3 Ecnv CTEPHUNWIALWOHHAA CHCTEMA CBAZAHA C WNK PACHONOHEHA BHYTPH KOHTRONKDYEMOH
Cpeasl, TO A0NHHA GbiTe YCTAHOBMNEHA COOTEETCTEYVIOWAA MUNETPALWA NOCTYNAMWLIY WIANK oTPaGoTaHH biX
rasoa.

6.2.74 Ecnv CTEpMNMIAUMOHHAR CHCTeMa OoSopyAORaHa CHCTEMON NPHHYOWTENEHOR UHpEyTIALMKA
BO3OYEE, T A0MKHL BbiTh GNpegenats MeTo0s UMDY IALMM.

6.2.8 CHCTOMbLI KOHTPONA W PErHcTPaALWMK (JaHHBLIX)

6.2.8.1 CTepdnHMiaunorHan cucTesMa gonmHa DeiTe cHaG®eHa annagaTypod ONA KOHTRONA, MOHHTO-
PHHIA W PETACT PALMA CNEOYIOWMY NEPEMEHHLIX NOUECCA:

a) TeMnepaTypel (B BoagyLUHOM CTEPHNWIATOPE WIANK CTERMNMIALMOHHOW IarQY3KE, COOTBETCTEEHHO),

b) speMeHl Bel DKM,

C] CEODOCTH KOHBEREPHOW CHCTEME!, BCNW MMEaTCR;

d) OaBneHns M BOAOYWHOTD NOTOKS, BCNH MMEEaToR;

2) CKOPOCTW/CTENEHW HEMEHEHAR TEMNEDATY P, BCMM 370 BNMART H3 WENOCTHOCTE NPOEYHLHA,

6.2.8.2 CuhcTemMa KOHTDONA NpOUBCCa KW CHCTEMA PEMCTPALMK Oa3HHBIX A0N#KHE DalTe NGO HEIABHMCK-
Mk, MO0 paipaboTaHl TaK, 4Tobs NOABNANCA NPeIYNPeEkda oW Wi CUrHA, 8CnM DasHAUA MERTY HIMEDEH-
HEiW NAPAMETPOM NPOUECca W JAPErHCTPUPORAHHEM NAPAMETPOM NPOUECca NPeBLILAET YCTAHCENEHHEIA
npeasn.

6.2.83 ChcTemMa KOHTROMNA M CHCTEME PETHCTRAUMK JaHHEX JOMEHBl BENIOYaTs cRocofl onpeleneHsina
HECpabaTHBaHWA JaT4HEa.

5.2.8.4 JomssHsl BeiTe NpegyCMOTpEHE METOOeE ONA NPpegoTEpaweHYA BHECEHWA HenpaBoMepHbix
HIMEHEHKE B YCTAHOBNEHHEIE PEXKMME NPOUSCcsa M ANA BeOOpa KOPPEKTHOMS PEXMMAa NPOoUScca CTEpKH-
M3aumH.

6.2.8.5 MNporpaMsHoe ofecnedyeldte aonsHo GelTe ONPESENEHD C MNOMOWEID LENeson NpoBepEd K
SONHE CONPOBIMIATECA JORYMEHTALKWER, NOATESQHEAK L ERA 80 BANWTALHIO.

6.2.8.6 TOMHOCTE MHCTDYMEHTOR, NMpHUMEHAEMBIX B NpOUECCaX pazpadoTin, BAaNHMIAUMK B TeKYLWero
MOHMTODMHIA M KOHTPONA, OQ0M#HA BETE yCTAHOANEHA Tak, 4Tobbl MOMHO DRNC O0Ka3aTs AOCTHEEHWE
KOHTPOMKDYEMBIX MAgaMeTpoB Npoyecca.

6.2.8.7 [JatHWEd TEMNSpaTypal M Tam, rae 370 NPHMEHdMo, BOIAYLWHOrO NOTOKE MNK 03 BNa KA, D0MHHE
BhiTh BHODaHE], YCTAHOBNEHE W MCNONLIOBATECA TakWM 00paiom, YTOSEH rApaHTHPOEARHD NoOQOepHHBATE
IBABNEHHYIO {YCTAHOBMEHHY D) TOMHOC TS,

6.2.9 MporpamMmsl KORTRONA

6.2.9.1 Ecnu onA BeiNenHEHMA M KOHTRONE NPOUSCea CTERUITHIALMH HENONEIYVIOTCA MEKPONDOUECoo Pk
WK ANEeETPOMERAHKMHBCHHE NDOrpaMMeEl, T0 OHA OON#EHL ObiTe JOKYMEHTHPOBAHE W BANWIHPCEAHE.
KOpPekTHOCTE NPpOrpamMsHon CRemMsl K3k NoH MOOSNYPORaHKA ACNONBEI0BAHKA, TAK @ NPW PasTHYECcKoM
HCNONLIOBAMWK, O0MHHS BbiTe GOKa3aHa .
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§.2.92 HMameHeHKa, BHOCHMBE B NOG0EHEE NROFEamMMel, ASNHKHE: BbiTe CUEHEH B, W PEIYNETATR GUEHEH
JaperncTppoeass (cM. 4.1, 21 12.5).

7 OnpeaeneHWe npoaykTa

T4 Obwan mudopmauua

NMpumewaHue — |J|EJ'|I:| ONPEREnNSHAA NpOAYETE — BRABWTE NOOAYET, MOANERA LW CTERANKIZLAK OSNApOra-
HAZBEUWHK, B TAKKE F3HECTED NPOOYETE A0 CTEPUNMZAGHAIENHPOTEHHIA LMY @ o ocof ero YNAK08Ed @ NOGQroTOELA K CTEpEE-
MH3ALAH SENHPOre HRIaU N,

OnpegenaeTcd NPpoOysT, NOQNemawuil cTepriuians/gendporeddiagms.  Madmedesss npooysta,
Y MAKOBKA WA KOHDANY DALKA NROOYKLKK BHYTDH YNAKCBEK, O0NHKHE GhiTE YEa3aHe (c. 12.3 2}

7.2 beaonacHOCTE W paboune XapakTepHcTHEM NpoayKTa

7.2.1 Oonwse GelTe onpegeneHbl Nodse Heobxogumee Bras 06paboTEk NpoaykTa Nepeq NpoUecoom
CTEPUNWIALW W IENMPOrEHMIaALKK, TAKWE K3K OHMCTES, MORKA, CMAIKa WNK gesnHderu«a.

7.2.2 Honswo ObiTe A0KA3AHO COOTEETCTEME NPOOYETA W Mo YyNakoBkk TpeGoRaHHAK BE30NacHOCTH,
HAYECTEa W IKCAMYATALUKKM NOCNE NPHMEHEHWA ONpegENSHHOI0 NEOUECCa CTERHMAIAUMH OB NHMPOTEHRA3YAK ©
Haubones TEYLHO QOCTHMHMEIMA INA NDOAYKTa NapaMeTpary npouecca. Ecnu AonyckaeToA MHOMDKDATHARA
BEIEQHED B NPOUBCCAX CTEPMNKMIAUMW OENMPOreHN3aUM, TO BNMaHKke TakMx obpafoTok, okasmBaemoe Ha
MDCEYET W 8o yNakoaxy, QoMo GbiTe NPoaHaniivposado, 4To0k yOeOMTECA B OTCYTCTBMH HEBNaronpHAT X
MNOCNEacTEA.

ATO MOHET ACCTHMATECA C MOMOLW D NPUMEHEHWA CHCTEMBI MEHEZHMEHTA KA4ECTES, COOTERTCTEYIOLLEH
Tpebosankam MCO 13485 8 npoUecoe NPOMIBSICTES MEIMUMHCKOND HIOSNAA WK C MOMOLWED NDHMEHEHHA
ONpEAENaHHond W KOHTRONMPYEMOrO NpoUecea oHHCTHRM © DOoKa3adHod 3DekTUBHOSTRID, COBMEBCTHO ©
NpoUEccoM GeIdHperunY {Bcnd TpedyeTcA) Neped CTERKUNHIAUKER, 4 3aTeM, NPeJoTEPALLAR PEROHTIMM-
HALWK JaHHOMD MEJWLWHCKOrD Hagenua.

NMpumasuanne 1 — CywacTeyioT onyBnW€oBAHHIE CTEHARRTE HA OBCPYO0EA HRE, HCNONEIYEMOS NPH OHHCTEE
H 023dHPEEUHAN MEARUHHCHRE Madennid (MCD 156835, sknmYaiuWe MeTol A0LA3aTeNBCTEE APM e THRROCTH NROLGECCOE
O4HCTER W 083 HHD e MM .

Npuwmewanue 2—0B chepe LEACOXDAMEHME NONEIOBATEAM MHEOMOQAZ0EE K METWUAHCEME WE0SN@A 200 Hel
CASOOEATE HHOTRYEUHAM NEOHIEOQWTENA ND A DE-FIEE-I:ITKE. BLMH OHM HE3IABUCAMO HE BANAIMDOEANd 3NETERHATUEHEA
Naaxon.

7.3 TpebGopaHWMA K yNakoBKe

T.3.1 Horsub DblTe cnpegeneksl yNakoBoYHBIE MaTEpHans K cnocobsl YaKoagH.
T7.3.2 Ecnd ynakoBodHeIe MaTepHanbl MCNoNe3VIoTCR B NPOUSCSe CTEPHNHMAALUMK/ OaNEpOre HR3aLHM,
To OHA DOITEHE BeiTE COBMECTHMBI C yCNOBKAME JaHHEIX NPOLECCOR CTEPHUNKIALKA DENHDOreHMIALKN.

7.3.3 ¥Ynakoska Qom#Ha 3aWkMaTe NEpoayeT oT PHIMHECKKE NoBpeHasHnA W NoJOepRHEaTE CTEDHME-
HOCTE NPoAYETa 00 8ro MCnoNbIoEAHMA,

T.3.4 ¥Ynakossa gosHa cooTBeTeTEORaTE Tpedoean«am MCO 116071 n MCO 11607-2.

T.3.5 Ynakoaka ona npoaysuMi C NOMETEDA 4 CTERDUNEHOR GOMTEHE COCTOATL, Kk MWHWUMYM, M3 CHCTEMbI
CTEPMNWIALHOHHONS Bapeepa.

7.4 MukpobHonorHYecKos Ka4YecTEo

74,1 Honssa OeiTe cNpedengda v ganee noaSepHnesaTeCcA CHCTEME, JOKAAnIBAIWERA, YT0 DHoNork-
YECKDE KAYBCTRO W YWCTOTa NEOAyKTa, NOQNENMAWEers CTEPMNHIaLMW LenvMporeHHIaux|s, HaxodATeA nog
KOHTRONEM M HE CTARAT MO yrpoay HpQesTHEHOCTE NROUSCCa CTEDHNHIAUMM IENHDOrEHA I3 LM K.

7.4.2 Oorssa OeiTe Aokazada 3PPeERTHEHOCTE CHCTEME:, OnpegeneHHan n. 7.4.1. Ana MeguubHCKEx
WADENWA, NOCTARNAEMEIX ANA COHOKDATHOND HCNONLACEAHKA, NOOOBHOE AOKAIATENLCTED JOMKHD BENMHATE
OUeHRY DHOHArpY kK B onpeaeneHHoM KHTERBaNE B CcooTEeTCTBMA ¢ MCO 117371, [nA sMHoropaicBoix Mem-
LKHCKMX M3genid, nogobHoe QoraiaTensCcTes JOMKHD BENOYaTE OUeHKy 3MekTUBEHOCTH anpedenes Horg
MooUECca OHMCTEM |, NoW HE0SX0guMocTi, Jeadsdiesunin. DHO Tamke JONMHD BRTOYaTe OUEHKY (aHanda)
ORTAHNYECKDA B HECETAHAYECKDH KOHTAMMHALIMA.

Mpumeyas e — TpedoBaHHa K HPOPMELWNK, KOTOPEA QonsHE BuTe NDEIOCTABAESHE O NOBTOpHOA cbpatoTie
MHOMOPA30ELiY HIOENH, NpHeagersr 8 WMOD 17684, Uens 3aknoyastca 8 Tom, 4T10bsl BHoHErpyYsKa Beina cTESHNSHD HHA-
KO, NPHHHMAR B0 BHWMAHHE CEOACTEE ChiDbA, NPOOYETE W NPoUedYR Npow3e0acTas # obpaboTan nepeg cTe pUNHABLHER.
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7.5 CemeRcTRO NpOAYKTOR

Mpd HEoOXCAMMOCTH J0MKHE SWTE ONpEaENaHs6l KPUTEPHK OTHECEHHR NPOOYETa K ONpeaeneHHoMYy
CEMEACTREY NPogykToR. CeMefcTED NPOOyKTOR, K EOTopoMy SN OTHECEH NPOGYET, 3 TAKKE 8r0 yNakoBodYHan
CHCTEMA, AOMHHE Dbl Te 3apErHcTpUpoBanE: (ca. 4.1.2).

7.6 BHonorvyecKan 6e30nNacHOCTE

Buonoriseckan AeIonacHocTs NPOQYKTa NOCNE BeOSp¥EY B NPOUBCOE CTEPUNKIALNA OONHHE Gkilh
OOKAZEHA B COOTERTCTEWA © Tpebopanuamn MCD 10993-1.

M pPAMa4Y4aH#AE— Dy HHONOrHYEeCcEod COBMECTRMOCTH HNK Bnonarrisckol Be20nNacHOCTH MEdRGHHOKOD
WEIRNWAA, KX NDAEWNG, BRI NGNHASTCA ApOWHIBE0OWTENSM NDODAYETE Nepan &rd @el Ny SOk,

8 OnpepeneHWe npouecca

Mepunmedadswe —LUensn oNEenensHEa NPOLECCE RENASTCA NONYYMEHWE LETANBHEY TEXHWHECKMY YCNOBMA
NPoLECca CTERMNMIEUMAIGENMPOTEHM 3L M, NPMMEHASMOND K ONPEgENeHHOMY NPOdYRTY (0M. pasgen ¥) Gea yiposwe gna
GBIoNACHOCTH, KAYECTEE ¥ PAGOYUY XEDAKTEDNCTHE DAHHOMD NPOAYETA.

8.1 Jonwed GbiTe onpegensH MeTod, K0TopEN Gy4eT WoNonNeE308aTeca ONA yTESDHASHWA NpoUecca
CcTepunuzaurK. Jakssin MeTol gomnEes ol Th OGHMKM M3 ONUcaHHbx B Npunoxedwax B, © vnu D, wne anetep-
HAETHEHBIA METOO IKBWMBANEHTHON 3ddekTHEHOCTH. MCnoneacBaHHe SaHHoro Metoia AciHo obecnesnts
SOKAIATENLCTES TOMD, YTO NP NDHMEHEHAK YESIZHHOMD NPOUECCa CTEPHUNWMIALWM, YCTAHOENEHHLIA JapaHes
YEOBEHE OGRCTEYEHMA CTEDMNEHOCTH [ SAL) ByOeT QoCTMrHyT.

Oonwes BeiTe ONpEAEnEH METOS, KOTOREIA By0eT HCNONBEIOBATECA ANA YTES KEEHWA NpOYEecca Jenkupos
reHdaandd. Mononeaoceadve QaHHoro MeToaa JomsHe 00ecneqdnTe QOKaIaTeneCTea Toro, ST NPy NpHMaHE-
HIAW YEAIGHHOND NPOLEcca BENHporeHH3aLdn TReByEME A YPOREHE JENHPOreHKIaL MK DYGET QOCTHIHYT.

8.2 Jonsie GETe YCTAROBNEHE NApasMeTobl NPOLecca W WE A0NYCKA ANA NpOUSCooR CTeDHMHIaurm/
penvporednaaugikn. HanGonee HMIKME DONycs OCHOBAH H3 MUHWMANBHBEE 3dupekTHeHbIX Napamerpax
MPOoUgcca, yCTaHoBNEHHEX NP ONgedenaHy npoyecca. BepxHne Jonyckn JonsHe GbiTh Beibpamsl © 4ankio
checnedeHua Nogoep#alka GeaonacHocTH, KaYeCTEa W patoudy XapakTepHCTHE NPogyETa.

I pPAMEYEHA S — HELOTOREE MRPOOYETE KOCYT BbiTe WAFOTOBNEHB @3 MaTepwanose, cfinanamu s BslCoKoR
CTOAHOCTEK K TEMOBQATYPAM NPOUBCCOE BO3AYILHOA CTEPHNHZELMA |[HENDU&ESD, CTEEKNO, WMETANn}. CReqoBaTankBHO,
OONYCHE K NaGpaMEeTPaMm NPOYecod JNA AZ0ENHA 13 TEEHE METEPHaN0E MOMYT @METE WHPOKWA GHanasoH.

8.3 JonweH GeTe yoTaHoBEneH TpabyeMeld YpOoBEHE OBacnEYeHHA CTEPMNEHOCTH [SAL ), Heobxo M BiA
BNA ACCTAMEHMS B NDOUECCE CTEPHUNMIALWA KOHKPETHOMO NpogyKTa.

8.4 [nanpoueccos CTEPUNWAALWMK, OCHOBAHHEX Ha SKoHarpy ke, Buorarpyaka gonkHa OeiTe onpege-
NEHa B COOTBETCTEHY C Tpebosavmami MCO 11737-1, a Takee D0ON¥HO NPOBOOMTCA MCCNEO0BAHWME PEIMC-
TEHTHOCTH MUKPOOEraHWIMOE, W3 KOTOPRIX COCTOWT CuoMarpyska. JonwHa OeiTe yCTAHOBNEH3 YacToTa
onpeqensdiid BROHAMDYINA C UBNBK BEIABNEHWA CYLLECTEREHHEL WIMBHEHWA B GuoHarpy ke, Mpx woccnego-
BAHWA PEIACTEHTHOCTA MMEDOODIEHMIMOB, M3 ECTOPBIE COCTOMT OMOMArpy3Ka, OOMEHS NPOBSIUTCA Monsl-
TAHHE Ha CTEPHNBHOCTE B COOTERTCTEWKA © Tpebosanuamu VS0 11737-2.

8.5 Ecn¢ gna onpegeneH«A Npouecca CTEpMNU3aUMdKn Wononb3yioTCA BUoNOriYeckHe MHOWEaToDE,
TO OHK OCMHHE COOTEETCTEOBATE Tpeboaankam MC O 11138-1 W MCO 11138-4.

8.6 Ecnd ana ocnpedensdida Npouscca CTEPUNIKIALMH MCRONbIVICTCA SHMAYECKHE MHOWEATOPE, TO OHK
OOMEHLl COOTBETCTRORATE TPEGoBaHuaAmM MO0 111401,

8.7 Ecnd ana onpegenaiis Npouecca CTEpHAMIandd WenoNeayeToA YCTPOMCTED KOMTDOMA NPpoUecca
(YK, To npresnemocTe YK gonxHa BedTe OOoKa3aHa W 3aperdcTprUpoBana (oM. 4.1.2).

8.5 Ecnd TECTE Ha CTEPMNBHOCTE BRICNHAKTCA KaK YacTe YTEEDWASHWA NPOUECca CTEDHMTHIAUMN,
TO OHK ACMNHHE: COOTRETCTROEATE Tpeboaaduam MCO 117372,

8.9 HJonwHa GbiTe NpoREdeHsa OUEHES PUCKOR ANA 30000BEA B COOTEETCTEMK ¢ MO 10808317, ¢ yenen
CNpegeneHia W YCTaHOBMEHHA NOpOroBbiX IHAYEHWA OTOENbHEE CYBCTAHLWA, CEA3IAHHMBIX C NPOLECCOoM
CTEPUNHIALLAN.

8.10 Ecnik npeMeHeHAe Npouecca Bo3ayliHON CTepHn|Iaudd Takke Npeancnarast JocTH#EeHHe
SENWpOreHHaaLKK, To Son#He ST 0OKAIaH0 COKPALLEHWE IHOOTOKCHHOE 00 COOTRETCTRYKILWETD YCTaHoa-
MEHHOM YPOBHA. ¥MECTHOCTE YPOBHA CONPOTUEBNASMOCTH IHIOTOKCHHOEB, NDHMEHMMOrS ONA palpaboTed WnK
BAMNMGALKA NPoUaCca QeNWPoreHHIaudn, Jon#Ha BeiTe AoKkaiaxa.

Mpumeyadde— CnegyeT NPHHAMETE BC BHAMAHWE HAUWDHANGHEIE UMK MEXlYHEROOHE TpeboBaHuA & co-
EpAWEHH K AHA0TOXCHHOE (oa, A .10 6 A0 4.4 2na DoNCNHETENEHRE CAP3EGE].
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9 Banwgauws

9.1 Obwan nudopMauKa

911 Oonsusl OeiTe OnNpegeneds NPoUedyDbl NPOoUecca Banuoauwd. JoneHa OwpiTe BROOIHEHA
ATTECTAUWA MOHTAME, aTTECTAUWA EYHELWSHHMPOEIHWA M 3TTECTAUWA IHCNNYATHRYesMors oSopy JosaHHa.

9.1.2 OSopyacBaHKe, NPWMEHAEMIE ANS MAMEDEHMA AWHNW PEervcToaund napameTpoR Npouecca,
AonwHO BeTe 0TEaNMGpoaano (ca. 4.3 31

9.2 ATTecTaunA MOHTaMa

421 |0 ponwHa NokasaTs, 4TO CTEQMAXMIAUMOHHAR CcHCTeMa GbiNa yCTaHOBNEHa B COOTBETCTBMM C
TEXHUYECKMMA TRebosaduAMY . JokalateNeCcTRAMK JaHHOrD GiaKkTa ARNAKTER!

a) cooTReTcTEue OBopyIoBaAHMA TEXHHYECKHM YCNOBUAKM NOCNE MOHTAMAE,

b} cooTReTCTEME EOMMYHAMNEHBIX YCOYT M CEPEMCHOTD OBCNYMKEAHWA YCTAHOBNEHHLIM TpeDoBaHKAM
(cK. 6.2.5).

022 Kpowsme TORD, CReyseuwl e NosHLKE aHan-3MpyIioTes, YTESDHWASIOTCR W QOKYMEHTHRYIOTCA:

4} KoHCTpVELWA obopynoBaHHA,

B} nesaT, pUCYHEM W DYEOBOOCTES;

C) NpOrpasMmMeoe ODECNEYEHHE, BN OHO NPHUMEHASTCH,

d} nporpammel KANUEROEKK, NPODHNAKTAYSCRINS OECIYHHBAHMA M OHKMCTHA,

9.3 AtrecTaums PyHEKUHOHMPOBAHAA

9.3.1 00 oon#Ha NoKaaseaTe, Y4T0 YCTAHOBNEHHSA CTERPHUAWIAUWIHHAA CHCTEMa, BEMNIOYaA CHCTEMbI
KOHTRONA W PETUMCTPALMN W NPOrDaMMe KOHTPONA, JKCNNYATUDYETCA COrNacHo WHCTDYKLMAM.

932 00 gonsHanEpoRodHTCA NDH NYCTOR CTERMIMIAUMOHHOR CACTEME MK NPM CACTEME, COO0EpHaLLEH
MNOOXOOAWME ANA HCNeITAHKA MaTepyan. 00 BknoYaeT:

a) AoKAlaTeNeCTBS TOMD, YTO NADAMETDRI NPOUECCa (HanNDUMEp, TEMNEpaTyYRa, BLeMs, BOo3NyLILHGLIA
NOTOK, OABNeHns) HAXOOATCA BHYTPM NPEASN0oBR, YCTAHOBNEHHsX ONA ONQedeneHHore MCnonsdyesons
NpOCTRAMCTRA;

b} ookazarensCcTeo TOrD, YTO JANPOrPAMMHADOBAHHEIE CTEDHNHIAUNOHHEIE LHMKNSl pADOTAOT COTNACHD
YETAMOBKAM,

C) QOKA3ATENLCTEO TOrS, YTo oBopYOI0BRAHKE, TAKOE KIK CUIHANWIAUMA, KOHTROMNEPE YOTAHORNEHHEIK
MapamMeTpoR, YCTPOACTEA Be3onacHoCTH, CHCTEMBE! MOHWTOPWUHE W NBEPHLIE GNOKMDOEKA, 3XCNNYATHRYETCA
COMMNACHS MHCTDYELUMAM [TEXHHYSCKAM YCNOBHAM),

d} NoOTESpHLeHHe BIAMMOCBAIN MEKGY YCTAHOBNEHHEIMK EOHTRPOMBHEIMKE IHIYSHMAMKA ¥ WIMEDEH-
HiIMI NapaMeTpanM4 Npouecea;

&) NPOBEDKA O0KYMEHTALNM N0 YUETY Bhl NOMHSEMBX NTPOLUEOVE CTEDHAMIALMOHHON CHCTEMbI.

9.4 ATrecTauMa JECNNyaTHpyeMoro obopyaoBaHua

9.4.1 DBwan nHgopmauymua

9411 PQ gonkHa NPoBOOMTECA MPH HANWYAH CTERPHNKIALMOHHOW 3arpyasd B CTEDHNHMIBLHMOHHOHA
CHCTEME.

PO oon#Ha NpoRoaMTBCA MM BHEADEHIA HOBOMD MNK MIMEHEHHOM0 NPOOYETE, YTIAKDBKM, KOHDM MY AU
aarpyaku, oGopyOoRAHMA MNK NApaMETDOE NPOUEcca, ecn NPpensapuTensHo He DeiNa 0oKa3ada WX IKaM-
BANSHTHOCTE PAHEE BANMAKDOBAHHOMY NPOSVETY, YRAKOBKE, KOHQUIYRaUKK JArpyasK MnKM ob8opyaoBaHKK.
JokaiaTenscTEO IKBMBANSHTHOCTH A0MMHO DOKYMEHTUPoBATECA (CM. 4.1.2).

9.4.1.2 PO ponmkHa NoKaassaTe, YTO B NPOUECCE CTEPWUNMAIEUMA (K, NpW HEoDXOoOMMocTH, Npoueco
ARMARCTEHAIALAK ) NOCTOAHHG OKA3LIBAETCA BOAASHCTBME HA NPOOYKT.

9.4.1.2 Crepind3auroHHaR Aarpyaka, KCNonNeayveMas npn PO, Don#Ha npeacTabnATe HauBonee TpyaHo
CTEDUMHIYEM 0 KOHBUMYRALKI 33rpYIKK, EOTOPAA NOSNERWT TEKYILEN CTERIUNHIALMA.

9.4.1.4 NMpogyeT, ncnoNe3yemesd ana PO, gomyed GkiTe YNAK0DaH TaK M2, KaK NpOOyET, NoaneHaLwni
TERYLIEH CTEDUNMIALMA.

9.4.1.5 PO gonkHa BENO4ath HE MEHEE TPEX NOCNEACBATENbHBIX YCNEWHBX QaKTOR Bbi0eDHM
NpOOyKTa B NPOUECcoe CTERMNHZAL MW OENHPOrEHH3aUMK, BHYTPH ONpedenedHsx AoNyCHOE, © WEnko AoKa-
JaTEeNLCTEA BOCNPOMIBOOMMOCTI. npougecca. Peaynetate PO, BexOOALME 33 Npeiensl OnNpegeneHHsx
O0NYCEOR, DOMMHE BeiTe NPOAHANKIMPORANE, 8 KODPEETHDYIOWWE NeRCTEWA O0MKHE GbiTe ONpeaeneHk W
NpegNpUHATE NePEn HaYanonM HOB0H NOCNEZ0BaTENEHICTH Bhl 08 DHEa.

OonesHo BeiTe 0DAIATENEHD NPOBSOEHEI TRW YCNEWHLX BROS DKW NOARAD, 33 HCKNIOYEHHEM CnyYasn,
KOr0a peayNsTaTel MCCNeOOBaAHKA, BLIX00AWWE 33 NPEIENE YCTAHOBRNSHHEIX OONYCKOE, RENATCA CNELCTaM-
G DAKTOPOB, HE HMEIOWMY OTHOWEHAA K 3HDeKTHBHOCTA BANKIHMPYeMorD npouecca. Takkne pesynuTaTel
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WCCNeaonaniid GonwHel BelTe GOKYMEHTHPORAHE: KaK HE BNWAIDLLWE HA PE3YNLTAT NpOUECcca CTepMnKaa-
LM/ QeNKporeHnaaL k9.

9.4.2 ATTecTayWA akcnAyaTvpyemors obopynoBasA — dandyeckan

9.4.21 Puakdeckan PO 0omkka JoKaisiBaTe BOCTIPOMIECOMMOCTE BOIQEHCTEM A NpoLecca CTEpMNMaa-
LM WM AeNMPOTeHMIALNKA HA BCK NPOOYELMID, Nognexalyss Tekywed obpabote. Pranqeckan PO gonkka
BEMKHATE!

8) OoKaIaTeNLCTED BIAWMOCEAIN MEKDY YCTAHOBNEHHEIMH KOHTRONBHEMK 3HAYEHWAMKA W NapamMeaT-
PaMK NPOUECCa, MIMEDEHHEIMA BHYTDH CTEDUMWIALWIHHDA IArpYaKq,

bl OoKa3aTEnLCTE0 OOHOPOAHOCTH TEMIERATY PR BHYTPH CTERMNHIALMOHHDA J3rQy 3K,

C] YCTAHOBKY BIAMMOCEAIM MEXIY YCAOBMAMK BHYTDH CTEDMMAIAUMOHHOR JAMDYIEM M HA NOIMLMK
TENY LB MOHHTORMHIE;

d) DoKaIaTENLCTEO NPHUEMNESMOCTH PAINHYHBIX KOHDKIYEAWWE 3arpyacs;

2] OOoKAIaATENLCTEO NPHeMMEMOCT MEHMMANEHoA TEMNEDaTYDH NPpodysTa neped obpatoThHoW, acnu
MPOLECE HE KOHTOONARYETCA HA OCHOBE WIMEDEHWA TEMNEPATY DRI CTEDHNA IALHOHHDH Jarpyar,

f) OoKaaTensCTED NPMEMOEMOCTA NEMCYTCTEWA DAINHYHBE NPOOYETOR BHYTRH CTEPWNMIaLMOHHCH
FAMPY KA,

g) OOoKalaTenscTBo uenecooclpaIdocTi WCNoNBE30BaHWMA KOHTRONEHOH MMWTALWOHHON 3arpyskkn B
CTEPKNHIALKWOHHOM LMEDE.

h) goKaaaTenscTBO COOTERTCTEMA TEXHUHECKHM YCNOBHAM NROOYETA M YNAKOSKA NOCNE CTEDHTAIALIMM,
DENEPOTEHMIALWA KMNW NOBTODHON CTEDHNHAIALMK, COOTEETCTBEHHO.

0422 Ecnd e npougecce PO HCNONLAYIOTCA XMMHHECKHE HHOHKATODS!, TO OHW JOMEHB COOTBETCTRO-
BaTe Tpeboaanuam MC O 11140-1.

9.4.2.3 HYACNo W MECTA DACNONOHEHHR TEMNEDaTYPHEIX JATHYHMKOE JONHKHE BbiTe YCTAHORNEHE, M WX
ZONEHC GBiTe GOCTETONHO ANA MAMEDEHWA TEMNEPaTYPHOIo QUANazoHa BHYTPH BCEH CTEPWNMIALNOHHOK
IAMPYaKA.

0424 PeayneTate Guavdeciol PO nonkHe GeiTe 3apericTpHpoBaHs (on. 4.1, 20,

9.4.3 ATrecTauWA akcnnyaTHpyesmors obopyaoeanua — Mukpofuonornyeckan

9.4.3.1 Ecnn, NOMHMS WaMepeHHl DUIMYeckds NapasMeTpoB, NPpouscc BO3dyLHON CTepWNHIaLMK
CCHORAH Ha DHOoHAarpyIKke, dNi NogTeEepHIaeTod MUKPOBHONOrMYECKMMIA METOOAMH, TO JoMkHA SHTE Npo-
BegeHa Mdkpobdonoriyeckan PO, KoTopaa SOKaILB3ET, 4TO OaHHLIA NDOUBCT CTEpHMNWIAUHK NOCTOAHHD
obecneqYiEasT COOTBETCTEYIOLWYH MUKPODHYID WHAKTWBAUMIO DO NPOOYELMW, NoOnesalisn Tekywen
obpaboTre.

Mikpobdonorideckan PO gonsHa;

d) QOoKaILIBATE YMECTHOCTE BH (GHONOrddeckix WHOQWEATopoa) Wi deoro YK M 1Mx BE3anMoceasK ©
GHoHArDYIKOM,

b) onpeaenATE MAECKMANEHD ADNYCTHMBIA YPOBEHE BUOHArPYIKM Ha NpoaYET Nepe ] CTERMIM3aUMHe;

C] YCTAHABNWEATE BIAWMOIABMCHMOCTE BOIGSACTEYIOWW HIWHECKHME NapaMeTpos W MuEpobrono-
THHECHIA NeTankHOCTH,

d) NoOKAILEATE MHAKTHBEAUWWKD B Wik YCTORYMBEX MAICNATOR DHOHAMPYIKK NEW YCNOBWAX, BLIGpaHHbIX
£l 05ecneY HESIOWKE MEHBLLYIO METANEHOCTE, Y48M B YCNOBWAX TERYLWEND KOHTRONA;

2] OOKAILIBATE JUCTHKEHHE TPeDVEMOKW NeTansHOCTH BHYTDA BCEH CTEQUIMIALMOHHON ZarpysKm.

9.4.3.2 MNpoaykT, NEMMeHAEMBIA NPW MAKpOBHonoradeckol PO, gomsed DoiTe YNAKOBAH Tak e, Kag
NPOOYET, NoANEHALWNA TEKYLWEA oopaboTe:.

9.4.33 Ecni NpUMeHsRTCA DHONoOrMHeckie HHOHKaToODE WM apyrde ¥YET], To Mx koNHYeCTeD 1 MecTa
PACMHONGHEHKA GOMEHL GbiTe onpegenais. CornacHo duar4eckol PO, cpeld YoTaHoBNeHHLIX MECT pacno-
MOMEHWA JOMEHb GHTE TOHKA ANA PEIMELLEHHA CTEPHNUIALMOHHON 3arpyIkd, B KOTOpLX Handones TpyoHo
BOCTArAIOTCR YCROBWA CTEQHNHIALKM.

9.4.34 Ecnv npd sMAEpobronordydeckon PO WCNone3yveoTCA BHONOTMYSCKWE HHOWKaTOPL:, TO OHK
OOMEHLl COOTEETCTEORATE TPEGoeanuaAm MCO 111384, paagena 5 4 nogpaagena 9.5.

9.4.35 PeayneTaTe MUEpPOGHONOrmdeckon PO oonwie: BelTe 33perdcTprpoRans (cm. 4.1.2).

9.4.4 ArtrecTaunA akcnnyatdpyemore obopyaoeanMa — JenMporenuaauma

9441 B pamekax npougcca OenHporedyianqy, PO nonkka JoKaisBaTe, 970 YCTaHOANEHHBIE Napa-
METDEl NROUSCCa NOIBONAKT JOCTHYE TPebyesol HHaKTUBaAUMKM aHO0TOoRCKHE (oM. 8.10) p Hantones Meq-
MEHHD HATPEBASMOH TOYKE BHYTPH 00pabaTeiBasMBIX MaOenHi.

9.4.42 Onanpouecca aeNHponeHRIaLKE QOMEHS BuiTh YOCTAHOBMNEHD KONWYESCTED M MECTA PACNONOHE-
HIA KOMTPON EHEE TOYEK ANA 3HAOTOKCKHHE.
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4.5 DoenonHATENLHEIE ETEPHAMIALUMOHHBIE CHETEM bI

CTepUNHIaLATHHEE CHCTEME, OFECNEYHEIKILME NPOUSCoE CTERPWNKIALHW/ GENHMPOrEHH3aALUMK, WOSH-
THHYHBIE TEM, KOTODBIE 0GECNEYHBAKITCA PAHEE ATTECTORAHHBIMWA CHCTEMAMK CTEDWNMIALUMA, J0MEHE: GbiTe
NOoBEprHy Tal PO

a} aHANOTMHHD OPHITMHANEHOA CTERUNHIALUKOHHDH CHCTEME

I

b} ©c npumEHEHWMEM COKpaleHHoR nporpamael PO, 0BMOHCTRPUDYIOWER OOCTHMEHAE Tpedyemesx
napameTpos NPoUBcca B CTEQUNH3ALUHOHHON Jarpyake M, Npd HeobxogumocTi, ToebyemMoro ypoBHA MUKDO-
BHONCIMYECKOR NETANLHOCTH. PasbACHEHWE NDPHYKMH WCNONBEI0BAHKA COEDALLEHHOR JOMEHS BbiTe 3ape-
rHCTpMpoaano (ca. 4.1.2).

9.6 AHANW3 W YTESDEOGHWE BANMOALWK

NMpumesasHe— LLEJ'II: SaHHOM MapINDUATHA — NPDES0SHAS aHaNH33 JaHHLIN, TDNYYeHHE X B X008 2anupna-
LW, W PEFACTpaW@EA and DeZynNeTATOE Gna NOATEERHOEHER NDHeMNTEMOCTH NpoOUEccd CTEDWNHEZEUNE W YTEEDHOSH@A
OTHaTE O BaMMgaU Al i CNeu H¢IHH.-EILI,I-'|-H CTEPHNAIEUHOHHEOTD NpORecoa.

461 Madopmaura, nonydyedHan e xoge [, 00 1 PO, gonsHa BLiTe O0KYMEHTHPOBaHA 1 NPOAHANMIM-
pOBAHA Ha NpEedMeT NPpHemMneMocTH (oM. Takke 4.1.2). PeayneTaTel JaHHOMNS aHaNW3a JomEHs SeTe 3aperic-
TRMPOBAH K,

96.2 TesHvdyeckde YCNoRWA NpoUecca ANA ONpEgeneHHOrs NEoAYKETa WK CeMelcTea NpoaysTos,
BEMIOYAA NAPAMETDEl NPOLUECCa W WX OONYCKH, A0MMHE BblTh QOKYMEHTUDOEIKE M YTREDHOEHEL. TaXHHUYecKna
YCNOBMA NPOUSCCa ONpedenalnT KPUTEpMH COOTBETCTEBWA KOMKDETHON CTEPUNNMIAUMOHHONE IarpyaKe MuoM-
BUOYANBHOMY NDOUECCY CTEDMMAMAALMN AENKHPOreHnaanny. TexHWYECckMe YCNoBMA NpoUScca Co0epmar:

a) MAHUMANEHOE IHAYEHWE TEMNEDATYDE CTEDHNHABLUKOHHOH 3arpyakd Nepel BHEPeHHeM B CTEDH-
NUIALMOHHYHY CHCTEMY (KPOME CMYYAEE, B KOTORLIX NPOUECC KOHTDOMWPYETCA TEMNEPaTyDOR Jarpyarm ),

b} onucadne cxesisl 1arpyIKm,

B) BREMA OOCTHMEHWA TEMMEDATYDE CTEDMMAIALINM,

C) BREMA BblZEDHKA,

d} UWMDKYNALWMD BO3OYXa (BO3OYVILHER NOToOK),

&) BCNW HCNONs3YeTch F)!

1} pacnonoseHe KoRTROMEHON No3ULMIE GnAa F,;

2} MAHMMANLHoE AHaveHne F

3} QonyCTUMER QUaNa3oH BHYTRH CTERPMNMAALMOHHON 2arpyaky.

10 TekywHiH MOHMTOPHUHI W KOHTPONL

10.1 Terkywri KOHTPONL

10.1.1 OnpeoenAnTcA NPOUSIyDsl TRKYLLEND MOHWTORWHIE NPOUSCCOR CTEMMAIALMM.

10.1.2 OnpeaenfeToA CTERMNMIALWMOHHAR 3aNDYIKa W 88 KOHEHTYDauMa.

10.1.3 MNpouect CTEQUMNMIALME JOMEEH HAXOOWTECA BHYTDH LOMNYCKDR, CNEEOenNeHHEX TEXH WY SCHUMA
YCNOBWAMW NpoUBCca.

10.1.4 MapaMeTpe NpoUecca JOMMHE DErMCTPHPOBRATRCR HA NPOTAMEHMH BCEMD NPOUSCoa CTEepH-
nNu3aLmu.

10.1.5 KoppesTHas 3arpyaka CTEPHUNMAaLHOHHOH CHCTEME DomKHa BeiTe NOOTBEDHISHE.

10.1.6 Jonwka BbiTe onpedeneHa cHcTeMa, Nno3IsoNaiwlas YT paIrpaHdqd-eaTe obpaboTanHbIe M
HeohpaboTaHHeIe H3genKna.

10.1.7 Ecnu gna TEKYLWET0 MOHMTORKAMRE NOMMEHRKTEA BHONOTHYECERE MHOMKATOPRE #wnW YK, To oMM
A0M#HE COOTEETCTECBATE TReDoBaHMAM 5.5 Wnn 8.7, COOTEETCTEEHHO.

10.1.8 Jonwuo BelTe ONpeOeneHs KoNHMYeCTEO W TOYEW PACcnonoweH A SHonoriHeckiy WHO-dEaTopos
M YKL

MpumMesadne— KR NPABMND, GNA TEKYIIEND MOHATORWHTA NPUMEsAT MeHEWE BHONOrHNECKEY MHOWKETO-
poa M YK, 48 onA sanMgay«-u.

10.1.9 Ecnu gna TEKYLWErD MOHWTOPHHEE NPUMEHAKRTOA XMMHAYECHHE WHOWEATOPE, TO OHW SOMEHLI
COOTRETCTEOEATE Tpaboaanwam MO 111201,

10.2 Terkywri MOHHUTORWHN
10.2.1 B pamKax Kax0oro NpoUecca CTEDHNM 3aLUMK DETMCTRMPYETCA CREQY IO MUHHAMY R
a} para;
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bl HEeHTHEWESLMA CTEDHNAIAUMOHHOR CHCTE MBI,
Cl MOSHTHKHEALMA NPOULBCCa CTERMNHIALMI,

d) NpoayKT W EoHEUIYPAL KA 3arpy IKK,
28) onepaTop W ero NognUce;

rocT P MCO 20857 —2016

fi TeMmneparypa NpoayETa Nepen NoMELEHKEN B CTEDUNWIATOD, NPK HeoBX0 O MoCTH;
Q) XApAKTEPUCTHEM HArPEBAHKA M OXMAKIE HKA CTEDKNMIALMOHHOA JArDYIKM, NPA HEDBX0DUMOCTH,

hi TewMnapatypa Ha NOIWLWAK TEKYLEND MOHWTODWHNE,
i) BpEMA BLOEDHER HNK CHOPOCTE KOHBERE A,

i) F. npit HEoBXOAUMOLTH,

K] CEOQOCTE BOSOYWHOND NOTOKE, NPW HEOGXOOMMOCTH,

I} niobeie obHapyHEHHBIE OWKEHEH UMK HEXCNPABHOCTI, 8CNW TAKOBEE MMET MECTO.
10.2.2 B taGnuue 1 npMBeaeHE: NEPEMEHREE NPOGUSCCa, NONYYEHHEE NPW onNpeleneH i Nooyecca,

10.2.3 HeobxodWmo NoQOSpHHEaTE DETHCTRAUKIO B CooTRETCTEMM ¢ 4.1 2.

10.3 ToukW MOHMTORPHHTA NPOUECCa

O3 1 PO, a Take NepeMaHHLIe NpoUscca, NoONeHaw e MOHWTOPUHTY Nk TeRYWeHd obpaboTre.

Mpouyecc CTEPUMNA3IAUKIA O0MKEEH NOQEBSRIATECA MOHWTOPWHIY B ONPE0enNeHHLIX KOHTRONbHBIE TOYEaX

BHYTPM CTEDHMAIAURCHHONA CHCTaMBI [oa. Taioke 2.4.2.1 ¢]).

lTaBnuya | — NepeMedHe e NPOUSGEA, NOSAEHALWE MOHHTODWHY
Mapemennmes mpouesca B npogscce sannaaudd | Gna resywen obpabarmm
EepnMESLAA NPOrPaMMHGI0 OSECNE%EHMA [BCNHW NEMMEHABTCA) Jik:] Het
MaesTah@EALNRA 3Ny sk A& fa
KosdrdrypaguR 3arpyaks ] Na
TeMnepaTypa 3arpy34M Nepen NOMELIBHHEN 8 CTEgHNRIATOR" Oa Na
Epema Harpeeasuws Ao pafoyueld TeMnepaType CTEpMAM3aTEpa il fa, ecnn NpH Bunycke
MCNONs3YeToR Fy
EBpemA HArpeEaHKMA 33rpyaed 0o palboqsi Temnepatypsl il Her
HACTROAKA YETAHOBKM BOIQVIWHOMD NOTOXA (SCNM NPWMEHASTCR ) b Oa
BoanyWwHe@ NoTOK B METRENX B MUHYTY (ECNW NPHMEHASTCR] Fil:] Aa
DBopoTe B MHHYTY BEHTUNATORE (SCNA NPUMEHRETEA ) Fil] Het
CHOpOCTE KOHBEARERA (SCNH NPUMEHASTCA) Na Na
TeMiepaTYRE Bul0epEKn Oa Na
TemnepaTypHO R PECNPEQENEHWE fil:] HeT
BpamA BoigepHEm ha Aa
JeaneHss BEOSDHEM (ECNH NpHMBSASTIR] Oa Oa
BpemA 0XNasieH#n CTERHNHIATORE D& Oa, ecny ngw aunycke
MCNoNsIyaTon Fy
BpeMA 0XNaHQeHHA 3RFPY 3K na Het
HakonnesHoe Fy CTEPHNE3ETORE (SCNH NPUMEsAaToR] Fif:] Oa
HakonmasHoe Fq 38Mpy3ke [BCNE NPAMEHAETCA) fil:] HeT
" Kpome cny«aes, K0T08 NPOUBCC KOHTROMMPYETCA TEMOERaTypoR 3arpyikd MnW SbiNd NpoOsmMOoHCTRUPOEaHb
ANETEpHATUEHEE cnocolel KOHTPONA [HANDWMEDP, BPEMA BeiPABHMBEHWA Nepel obpaBoTEol, CTAHAAPTHOE XpAHEHHE
WM YCNoBEMA NPOMIE0GCTEA)

11 Bbinyck npoaykTa nocne cTepunu3auMu/aenuporeHd3agnmm

11.1 OnA Torg, 4706k BeINYCTHTE NPOGYET, NAPaMETPE NPOUEEEa, KOHTRONMPYEMEIE B TEYEHKE CTEpK-
MA33LMAAENKMPONEHMAALAN, A0MHHE COOTRETCTRORATE TPRG0BAMMAM TEXHMYECKMY YCNOBKWA Npouecca. Ecni
BhINOMNHANWCE MAKDOSWONOMMYEcKHe NDOEEPKA WKW NPOREPKA IMOOTOKCHMHAMK, TO OaHHEIE, MOMYYEHHEE
B X008 3THX NPOREQOK, AOMHHb BbiTh COOTBETCTEYKILMMH.
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11.2 Ona napgamaTpyHeckors BenyCka, NapaseTosl NPoUScca JoMsHp HE TONBKD yCTaHABNHEATECA
W KOHTPONWPOBATECA, HO M NOONEHATE HENOCEEACTREHHOMY MOHWTODHHIY.

11.3 Jomesel NOOGEQKHMBATRCA PEFMCTRAUNOHHEIE 3ANNACH, JOKAALIBAOWAE, YTO NPOLECT CTeDMMMIa-
LMK/ OENMDOreHM3auMK BelN NPoREJEH B COOTRETCTEMK C TEXHMHECKMMIA yCNOBWAMK [CM. 4.1 2}

114 Ecnw yonoBWa, yoTadoBneHdkee B n. 11,1 we cobniogeds. NpoayeT NpMalaeTed HeconTReToTaY -
FILLMM 1 oCpaWeHME & HEM NPOBOOWTCR COrMacHs AoKyMEHTHROBAHHERM NRpoUeaypam {cm. 4.4).

12 NMoppepxanne agpdeKTHBHOCTH NpoUecca

12.1 OBwan nHgopMaLKa

Oomesa OwiTh QOKaJawa NOCTOAHHAA 30EOEKTHEHOCTE CWCTEMEl, OBecneddBanWEed Hagnewalwes
COCTOAHWE NPOAYETA NEpe NPpoUSCcoOM CTERANMAALMA JeNHpOreHMaanky (cx. 741 [na aToro sMomer npume-
HATLCA TEKYLL WA MOHKTODWHT DHOMarpy Ik Ha npogayrT WAk MOHMTORHHT 2D 0EKTMBHOCTIA NPOULECCa O4MCT K.

12.2 MoeTopHan KanWBpoBKa

Mepuogrdecky  OONHa NoATEERHOATECA TOMMOCTE 1 HANEMHOCTE WAMEDMTEeNbHBEE NpuGopon,
WCMONEIYEMBlX ANA KOHTRPONA W MOHWTODMHTE CTEDMNWIAUMoHHOND Npouecea (oa. 4.3.3).

12.3 OBcnyxreanue obopy0oBaHMA

12.3.1 MpodmnakTiseckoe o0CnyEHEAHWE DONMHS NNEHWPOBATECH M BRINCNHATECA B COOTRETCTEMM ©
OCKYMEHTHDOBAHHEMY Npoueaypani. JonwHel SkiTe YCTAHOBRNEHE Npouedyphl OGNS KAHO0MD MNAHOBOMG
atana oDCnyHNBaHKA W NEPMOLMYHOCTE, C KOTODON OHM J0MTEHE BeNoNHATECA. Heobxogumo noggepsmveaTe
pErdcT pau Mo obCnyEMBaHna .

12.3.2 OHopyaoBaH e He JoNHHD BbiTe MCnoneaoeads AnA obpaboTe NpoayeTa Ao TeX Nop, NoKa Boa
YCTAHOBNESHHLIE NMAHOBEIE 3TANk 0BCIYHUBaAHMA He DYOYT YEORNeTEODUTENEHD BRINOMHEHE M 33PErHCTDH-
POBAME MNA NOKS K HEMY He SYOYT NPHMEHEHE! OPYTHE NPOUSaYDEl MEHBIMMENTS DUCKODE BHYTDMH CHCTEMBI
MEHEIMMEHTA KA4ECTRA.

12.3.3 Cxema obcnyrneania, Npoueaype oBCnyHBAHNA W DEMMCTPaLMOHHEE 3anuck of obonysvaa-
HHM DONKHE MEPHOOWYEcKd NPOBEPATECA YRONHOMOYSHHBIM NMUOM. PeayneTaTk TAKME NPORSQOK GOMEHbI
MACEMEHHD PEMTACTRHPpOBATECA (O, 4.1.2).

12.4 NMepeatrecTauna

12.4.1 NMepearTecTayMa NpoUecca CTEPMNWAAUNK WM OENUPOreHHaIannn, BeNONHAEMan ANA KOH-
KPETHOM NPOAYETA W onpefenedsors obopyosaHKua, A0MeHa NROBOOMTECA YE0Eed YCTAHOBNEHHEE Npome-
AYTEM BpemeHd. DS een, B KOTOpoM BYOET BRNONHATECA NEpeaTTecTauKna, oonseaH BeiTe obocHoBaH.

12.4.2 Donwke GelTe onpegensHsl NpoUeayYDsl NERPSATTECTAUMME, M PEMMCTDAUMA NPpoUecoa nepear-
TECTALKWA GOMEHa NoQaeErBaTeECA (oM. 4.1.2},

12.4.3 Jadyee onepeaTTecTauWy QoMb NPpoEepATECA B CRABHEHMIA C YCTaAHOBMEHM bIMH KDHTEDHAMA
MNEPHEMNEMOCTA, & CODTEETCTEMW ¢ JOKYMEeHTHPOBEHHEMH npousdypamy. JdomwHa nogoepsMeaTscA
PErkcTPaUMA aHANKWAA SAHHEY NEDEATTECTALAY, COBMECTHD & NDCHUAREOEHHBIMA HCNDABNEHHUAMK 1 KODReK-
THRVHLLMMK JSACTEMAME, NPELNPWHATEMK B CAYYAAX, BCMNM YCTAHOANEHHEIE KPUTERAN NPHEMNEMOCTI HE
BRINoMHEHb (Ch. 4.4,

12.5 OueHKa HIMEHEHWA

12.5.1 Jon#He OBiTe OUBHEHS NIOOEIE HIMSHEHHA B CTEDHMAMIAUWOHHONR CUCTEME, KOTODLIE MOTTH Bhi
MNOBEMKATE HA NROUECC CTEPHUNMIALMA MAK ZENWPCreHM3aumMi. ECnm camTaeTca, YT0 Ha NPOoLecs CTEPHMANIALIMH
MK JENKHporeHMasau e Baiio OHaIaHo BRKWAHWE, TO Npouegype 10, D0 W PO gonsHbl sl Te BeINONHEHL NOBTOR-
HO, Y3CTHYHO WK B NonHomM obbene (csd. paagen 9). PeayneTaT JaHHOA OUBHEW, BEMKYaA 0GocHOBEIHHA
MPHHATEX PEWEHWA, JoMmEes BulTe QOoEYMEHTHDORAH (. 4.1.2).

12.5.2 NMeobse vameseHna NPOOYKTa, 8ro YNakosky WNk BeOEDEEN B NPOUESCCE CTEIMNAMIALMK MM
ASNApOreHAIaL«n, A0MHHE BbiTh OLUEHEHLI G TOUEA IPEH WA BAWAHWA HA YMECTHOCTE MNEOUECCa CTEPHNMAA LMK
WMtk JenHporeHW3anny. PeayneTaT DaHHoH OUSHKW, BEMHHEA oB0CHOBAHMA NPWHATEX PEWeHHR, Don#HeH GblTe
JapercTpupoBad. OCHOBBIBAACE HA XapPakTEpE WIMEHEHWH, BHABMAAKCTCA o0AIETENLHLIE K BLINCIHEHMD
YACTW onpedeneHHda npouecca (cM. paanen 8) wnu PO {om. 9.4).
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Npuaoxedne &
(CnpasouHoe]

PykoBoAcTBO NO NPUMEHEHHI0 HACTOALLETD CTAHOAPTA

A1 QBNACTE NPHMEHEHKR

A1 BrnwyesHnA

HeT pekoMEHABYMA @ YEEIEHHA

A2 MeknioueH WA

8,121 Het pesoMeHOSUMA W YRIIEHHR

A 22 HeTpesoMeHOEUMA U YHIZEHHA

8,123 Her pesoMeHOEUMA W YRIIEHMR

A.1.2.4 JpheKTUEHDS BHESDEHWE CNPEAenNeHERE J0KYM BHTHRGBAHMBE NPoUS Syp seofiognme ona pazpaboThe,
BANKAIUMM W TERVIWErD KGHTRONA NDOUSCCA CTERWNEZELUN MeJUURHCREY winendin. Takne npoyelype ofisivHo pac-
CMATPHBAMITCR K3K ANSMEHTE CHOTEME MEHEOKMEHTE KA4ECTAES. HACTOAWKWA CTAHAAPT YCTEHASNMEAST H ONPENEnAeT
ANEMEHTEl CACTEME MEHE0XMEHTA (8uecTad, 4e0fioduMsle ANA 3hesTEEH0MD KOHTPONA CTEPUNMIaUME, 33 CHeT
HOPMATHEHOA CORMKEW HA CTAHLEPT CHCTEMBl MEHEOXMEHTA KEYSCTEA ANA MESHUHRCHSE waaensn, WCO 13485, Hactona-
WHA CTAHgapT e Tpebyer BHegpeHHA NONHOR CHOTEMB! MEHEOHMEHTE (AYECTER B COOTEETCTEMA ¢ WD 13485, a Tacke
He TpefyeT, 4Tofk OAPESENSHHEIE 3NEMEHTE CMCTEMB MEHEOHMEHTE HEMSCTE MOGEENTENWCE DUEHEE HEZEB MMM bIMY
CcTopoHaMd, Docofoe BHAMAH#E YOSRASTCRA HANWYHK H3UMOHANsHEIX W PEMMOHANBHEX PErYNHPYHIWLWE TpeboBadni
H CHOCTEMAM MEHSIHMEHTS K3YACTEA 8 NPOWIEOOCTEE MEeO#LUMHCEME WI0SNMA W K OUEHEE TAKMX CHOTEM HE33EMCH-
Wil MK CTOROHEMH,

A 125 HeTpesoMeHOaUMA W YRIIEHHA

A2 HopMaTHEHBIE CCkiNEM

TFI-E'EI}E'EIHHH, NpuaedeHHEE B QOEYMEHTAR, EKNIDYE8HHRIX B KAYSCTESE HOPMATHEHRIX CCRMOK, AENASTCA TFI-EE-I}BE-
HHAMK HACTOAWETS CTAHAADTE TONLKS B NPeOends HOPMaTHEHsIX “acTed HacToAWwerts CTEHA8pTa. CobiNES soHeT
FACNDOCTRARATECA HE BECE CTAHGAPT @NH OrpaH AMMBATECH OTABNEHRIMA DEZIENEMK.

A3 TepMuHbl WONPEAEREHHRA
HeT peroMEHAaUMI ¥ YESEEHNA
Ad INeMEHTE CHCTEMBI MEHEOMMEHTE KAYECTER

A4l OoKYMEHTHPOBAHKE

8,411 HatpedoMeHOSUMA W YRIIEHHR

8,412 B MCO 13485, nyHeTe 4.2.3 w 4.2.5 nprueegedHs TpeboBaHMA K COAGAHMK W KOHTPONKD DORYMSHTA LM
{BENIEHEA TEXHMYeckne ToeboBEHNA W NPOLE0Y L), 8 TECHE K 33NECAK.

Ad.2 OTEETCTEEHHOCTE PYKOBOOCTES

8,421 TpeBoBaHKA K OTESTCTESHHOCTH M NONHOMOYAAM onpegenese B MCO 13485, ayder 5.5, a TpeloaaHKR
HUENOBEYECKAM pECYDCaM onpedensde B MCO 13485, nyHeT 6.2,

B MCO 13485, tpeboBREHMA K OTERTCTEEHHOCTA PYESBEOGOCTES k3cAaTeA olRZETENECTE PYKOBOIGTES, OPHEHTALMM
A NOTPEGHTENA, LEYECTESHHOA NONUTHRE, NNEHWDGEIHAR, OTESTCTEEHHOCTH, NONHOMOYHA ¥ B33UMOGEACTENRA, 3 TAKHE
AHENWIA Co CTOROHE RPYKOBIACTES.

8.4.2.3 B paspaloTey, BANMGAUME ¢ TEEYWWAA HOHTRONE NPOoOUScCE CTEPHAMIUMMA MokEeT DsiTe BOBRSYEHOD
HECKOBEG OTOSNbHEE CTOPOH, KAXOEA W3 HOTODBIX HECET OTERTCTESHHOLT: 38 ONpEOeneHHse QeACTEWA. HacTonw M
MEMAYHAPOAHEA cTangapT TpelbyeT, uTole GenNW onpe0eneHel CTOPOHS!, NPEHMMAD WWE HE CEOR KOHKPETHBIE ofA 38H-
HOETH, M 4Tobsl pECOpegensHue obAzadHocTen Omino zagodymesTHpoBase. JEsHOS ONpEDEeneHWe NONHOMOMAR W
OTERTCTEEHHOGTH SOKYMEHTHRYETCR BHYTOHM CHCTEM| B} MEHELEMEHTE ka4ecTed of03HaqeHHelx: cTopoH. CTOpoHE, NEH-
HUMADWARA 8 cefn OTRSTCTEEHHOCTE 38 ONpedeneHHee GeACTENA, 0DAIAHE NODYHMTE MY ELINONHEHWE NepooHERY
HOMAETEHYHA K0TOPOrD GonHHA G Ts NpegaRPMTENEHD GOKE3EHE COCTEETCTEYHIWEA NOGTOTOELOR M KEA WO WKALUREA.

A4.3 PeanwIauWwa npoaysumn

MpurmedyaHse—B HCO 13485 TpefoBa4HA K PRENKIZLUAM NPOAYETS K3CAITOA HWIHEHHOMD UMkNA NROAVETE,
oT GNPEJENEHWA NOTPESHOCTEA NOKYNATENA, NPOSKTE W PAIpafoTeM, IAKYNEW, NPOM3IECOCTEEHHOID SOHTPONA W kanub-
POEK KOHTROABHO-HEMERHTENEHOMD GBOpYI0BaHHAYCTPORETE.

A.4.3. 1 TpeGoBaHdR K IgynKeonpadensde 8 MCO 13485, nyHET 7 4. B HBCTHOCTH, CREBOYET NPHHATE 20 BHHMEHHE.
YTo TReboEaH A 8 MED 13485, nyHeT 7 4. 3 KOHTPONK 2AKYNNSHHGA NPOOYELMHOTHOCATCR KO BCEM NPOOYETEM H ¥ CAYT3M,
NONYHEHHEM OT CTOROHHHX ORTAHAZE MG,

A.4.3.2 TpeBoBAHUA K AOSHTUMEIUNA M NPOCNSKHEESMOCTH onpedaenesw 8 MO 13485, nyskT ¥.5.5.
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A.4.3.3 TeebosadnaKkandipoBEe KOHTPONEHO-HAME PATENEHBIX YCTROACTA ONpeganesw B MO 13485 aynar 7.6,

Add MisvepeHHe, AHANWI W YyNYYWEHME — KOHTPONL HECOOTERTETEY FOLLEA NPOSgYHLHNA

Mpousnype ANA CCYWECTENEHHA HOHTQONA HECOOTEETCTEYHIWLWEA NPoAYRUMA @ KODRERTUPYEUME OB8dCTEMR
onpegenesw e MCO 13485, nyseTe 8.3 @ 8.5 2, cooTaeTCTESHHD.

B HMCO 15485 TpefoBaHAA Kk MAMEPEHMK, BHENAZY W YIYYWSHAK ERCAKTCA MOHWTORWETE B TEMEHUE NpOLGEcca,
HOHTRONA HECOGTEETCTEYHIWEND NPOLYETE, AHANWIAE Q8HHEY ¥ YNYYWEHWA (BKNDYEA KOPDEKTHRYIWKWE @ Npedynpekoa-
HILME AERCTRHEA )

A5 OnecaHne CTERANAIYHIWErd aradTa

A.51 CrepdnMaywLUiAR areqT

HeT peroMeHGAUWE W yKaIEHKA.

£.5.2 MukpobounaHan adekTHEHOGTE

Uens CNHCAHAA CTERWNHIYIOWErs areHTa ABNRSTCRA QOKAZATENSCTE0 MAEpOBOURMAHON Sth@ e THEHOCTH CTEp®-
ANAYHILETE BrEsTE, DUEHEA BNEAHUA, OXA3RBEEMOTD HA MATERMANE NPW Bol080HES B CTEDHNASYIO L EM ATEHTE, 3 TAKHE
onpegenasue TREB0EAHUA & GE30NACHOCTH NEQCOHANA ¥ 3R HTE CKPYHADUSA Cpeak.

MugpofoywaHan 3 hekTUEHOC TR FOPAYEND BOZ0YEE WHDOKD ONWCAHA B JONGNHETENbHOA MU TEpaType.

A.5.3 Bo3neRCTEME HA MATEPHANLI

BoageRCTEWNS FOpASEro B03AY4E 8 METEPMAENS B 3BAH0 BRIOSQHE0A B TENNE & TEHSHNE ONASLENEHHEIX NapUogoE
BoEMEHW. BOIGRACTAME HA MATEPHANE MOXET BENGHATE!

- M3MBEHEHHA WM3MMBCEWE CEOWACTE, HENPMMED, CMAMEHWE, PACTPECKWEEHWME, AGMOPMAUWA HAW MIMEHSHWA
0 pldisi;

- MZMBHEHHA XHMAMSCKAYE CEOACTE, HENPpWMED, painoxesuwe, BxipalioTia raioe, NONMMEPMEALMA WK GOpMKPO-
BAHME TOKCHUECKAY COB0NHEHWRA;

- PAINKHHEE CKOPOCTH PAGL MPEHMA, EO0TORSIE MOTYT MPUESCTH K NOBREMLEHEH CONPRMEHHEIX 4BCTRA;

- M3MEHEHWA PYHEUMOHANBHOCTH METEPUANCE @il pabodng XapakTeprCoTHE NPodyKTOSE.

MopAsM@ BOAfYx RENARTCA OTHOCHTENEHD MEANEHHD QEACTEYHLWM CTEDHNWIYIDW MM BrEHTOM W 0bsixHo TpeSyaT
Gonee BEICOLMY TEMNERATYR, S/ QOYTHE TUNB CTERHNMZAYHE. TeM He MEHEE, OGHHM W3 ABHEIX NDEHMYLLECTE TORALHErD
ECIOYKE RENARTCA 8o CNoCobMOCTs NPOHMEATE BHYTRE PE2NHYHLIZ MATEPHAN0E, BEAKMAA MICNA, BA3ENAH W SAKPRTHE
HOHTEAHE Pl EOTOPEIS HE TPONYCKAT N2p.

HE chOpOCTe MUKpOSUONOTMHEcEoR ABCTRYRLUWM YHRMTOKEHWA MOMAT NOBNAAT: TEMAEpPATyDd, CQOHOROGHOCTE
rOpAMErc BO3AYEE CPEALI B TEHSHME CTEPAMWIZUMA, CAOCOSHOCTE yNAKOBOYH B X MATEDHEN0E NP0 YCKETE FOpRAYUMA BOIO Y,
AOCTYNHOCTE WI0ENMA AN COCTABNAUWWY HMUAKOCTSR ANA CYyXoxapoaol cpedu ¥ PHIHOROMMYSCHOe CooTORHRE Bro-
HEMPYIKN Ha W3AENHH.

ASd HeTpekoMEHOALMA M YKAIEHWA

A6 DnWcaHWe NPOUBCCcA W oBopyAoBaHWA

A6 OnWcEHME NpoUBCEa

Mpw paapafoTee NPOYECCA BOIQYLLHOE CTEPHMMIZUAW HEoBXOOWMD NDPHHATE BO BHHMEBHWE YYECTEWTENEHOCTH
NPOUECCE K FHAMUTENEHEIM MIMEHSHEAM B KOHPRrypauM9 3arpyssy, HEYANEHOA TEMNSPETYRE 3ATPYIKH U TEANOSMKICTH
KOMMOHEHTOR 3arpyacn. DEKTOPH, HOTOPLIE MOCYT MOBNWATE HE BOIOYWHYH CTEDUNMIAUNED ME0MUMHCHAX #I0EnNHA,
ngueeness B Tabnuue A1,

Tatnwua A1 — PATOPH, BNAADLLWE Ha BOIOYILHYHD CTEDANK I3UHE MEAHYWHCENE HAden#d

Mepewekpwe PakTopn MaacHaHAE

YnaKoera MnoTHoCTs Ha obeEM e0sHMLE MposKLasre ropRYErs Boagysa
MepMeTHYHEE Wk MpodHoCTe WBoE
NopHcTocTe Mopgep®aHEe CTEOHNEHGCTH
Maprepoaxa CoXpaHeHHe MEDKHEROBEN NEOLYETOR

B0 EQEMA NPOUEeCCa

M3gen«e WK KD MOo=sesT KoMnoasuMa Tennoeas YCTORYMBOCTRIMEPEHOCH-

CAOsMHOCTE MGCTE
KoHCTpyHYuHA

CHHMEHWE TEMNSQETYPE
MoagepwaHre YOOBHA CTEPUNEHOCTH
¥TPATE dyHKL WA

CTepenuIatap NAOTHOGT: CTEDUNEZEUWOHHGA  33- CHOPOOTE NPOHARSHES FOpAYErs Boa-
FPYEEA (HENPWMED, NORHOCTER MMM 43c- | QYda 8 3arpyasy
THMHD SEFPYHEH CTERMNWISTOP) CHOpOCTE QXNEKAEHNA NOCNES CTEEM-
T 33K
20
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DEsMHO NPoOUEctH BOASYWHOA CTEPRMNMIAURE NPCHCRDAAT BRpE TEMIERATYRER 0T 160 “C W Beille, HECMOTRA H3 To,
UTO NPOUSCohl CTEPANHISLUMA NDH IHAYMTENEHD Bonee HWIKMX TeMnepaTypax Geinn paipaboTexse ¥ BAMWOWPOEEHb
MpoUusccH ABNHPOIEHM3A LW OOBMHE NPOACEOAAT NPW TEMNEPETYRE 0T 250 “C @ Baiwe,

B 3g8HCHMOCTA OT WUCNoNk3yemMorno o0BopyQoEaHHA, ONA NPoYScca MOKeT TPEBOEATRCA ONPeJansHWe pasHE X
napaMeTpon.

MapaMeTpw NPOYECCA W DONYCKH) BEICOKMS TEMNEPaTYPHRE IHAYSHWA OPOLECCOB BOZAYWHOW CTEpHANMIaLNR
OrpaHHY MBEKT KONMYMBECTED METEPUANDE, W3 KOTOPHX MOryT GelTe MIMOTOBNSHE WINENHA UMW YIAKOEKS, NOONSKHAL WS
SAHHOMY THRY CTEPANWIELMA. MaKkcHMansHan TeEMNepaTyDa, BPEMA BoIGepEEA W J0NYCTHMOS EONAHSCTED SEAeDHEN
SonHel BeiTh BeISENSHE W3 AHANHEE YOTORHEEOCTA NPOAYETE, MATEPHANDE HATOTORNEHHA, DEHHEX O NPOAIBO0MTENAX
WhW W3 MCCNegoEaHHl paspaBoTdd M BanMOauMn. HENPOTHE, OTHOCHTENEHD HHIKEA HYySCTEWTENEHOCTE NOAMEHREME X
MATEPMANDE NOIBONAAT HMETE WHPOKWE J0NYCHA NAPAMETPOR NPOUSsCa NO CPABHEHHID C OPYTHM A NPOUSCCaMM CTEDH-
NHEZEYHA.

MU H@EMANEHEA TEMNEDATYPE ANF OCYWECTENEHUA CTEPHNWIALMA ANW ENHPOrEHU 33U 00NKHE BbiTh BRIABNEHE
8 NpoYecce WCCNegoEaHAA paIpaBoTid WNk Banmgaurs. Jonyck NEpaMeTpoE NPOYSCoa ExIRENARTCA W3 cnocobsocTe
HOHTPONA CTEPANHIALMOHHON CHCTAME] W CTEPUAMIYEME X MEBTEPHEN0E. MaSenns, MaroToBNEHH L8 M3 CTEKNE M METANNA,
WMOMYT Bl JSpHHEETE DONEE BRICOKHE TEMNEPATYDR M NOIECNAKT NPUMEHATE GONas WHPOKEE TEMIBDATYRHEIE W BOa-
MEHHBIE JOnyCckM. B TAKWE CATYBUMAX TEMNEPATYDHEA OMaNa3oH B % “C u Bonee RENADTCA oBbidHbiME. Cu. A6.2, roe
PACCMATRHEETLR CTEPHNKAETO Pl NEEHOSWHECKOTD QEACTEMA H HENPEDRBHOTO D8 CTEMA [HOHBEASpH.IE ). B BO3OYLWHE X
CTEPWNWIATODAY HENPERH BSOS GEACTEWA SPEMA NPW (I308HHOA] TEMNERATYPE ONPSLENRETCR CHOPOCTaID AEWHEHHA
doHESdapa. B 70 BREMA KBK CKOpPOCTH KOHBEREPA PErYIMDYIOTCR, NOCNE YOTIHOBKM MY 3HAMEHHA, OHW NOSASPHMBRNTCA ©
BN M MA GONYCKEMA, NP YENOBHRM, 4TS MaxX3H HMECKEA CHETEMA @ CHOTSME KOHTPON A pABoTAKT HaQNEMawWw nw o pasom.
Jonycan CRopocTH KOHESAEDA ONKHE YHRTHREATECA NPH MEHHMANEHOM BPaMEHH, He0fKo0MMOM ANA GOy BCTENEHHA
CTEPHNHIALUMA WA e NHporaHEIaLHA.

B 2o3fyliHeX CTEQANAIBTOPAR NEPHOOMHMECKOND DEACTEWA, KAK NPAEWNO, HEWGONEee NErko LOHTPONMpYEMEM
napaMeTpoM RENRETCA BpeMA. ¥oTasaBAMEANTCA COOTRETCTAYRWME Jonycan. Ecnn gnA pacyaTa BpeMaHs CTapMnK-
3ALMM HENONEIYETCA SHEYSHIE F, TO CROPOCTE NOAREMA W NAOSHKA TEMNSDATYDE QORKHE KO TERNHPOSATECR.

Maapofpaisan HArpeEAKILIAA CPEOA NPM BO3AYWHON CTEPMNMIALAN HMEET HUAKYID TENNOSMKEOCTE. Ha pacnpege-
NEHHE TEMMNEQATYEE BHYTRM CTERANEIETOPA ENWRKDT CNEay0Wne PakTopel:

- AATEYILA {3AMPY3KE LONKHAE COOTEETCTEORATE TOA, KOTOPAA NPMMEHANACE NPH BANKMIALMK];

- CHOPOCTR W PECAPESENEHHE BO3AYILHGI0 NOTOKA [HENPAMER, HRNWYWE 33CN0R0K],

- CHOPOCTh HATHATATENA {KOMNPECcopal;

- DEHCTERE HATPEEA W WE 3NEMEHTOE,

- B CTEPRNWIAUNOHHEIY CHCTEMEE HENPEPRIEHON DERCTEWA, TEMNSPATYPR B NPUNEramw My 30485 {WNd okpysao-
WER TEMNEpATYPE HA BXOSE (8) W HA BBIXOAE W3 TOHHENA), 8 TAKHE CEODOCTE OBMMXEH WA KOHBEREPE NO TOHHSMH.

MeagaHiYeCckde ANEMEHTH. BEOSAME B CTEPENUIAUMOHHY CHCTEMY, K3K NPa3Bano, He yCTAHABNABAW TEA NoOJ
HOHKpETHEIR Yikn. Oonsse GuTe ofecneuarsl HagNExaw ne paliodue XapasTEpHCTHEY JaHHBIX SNEMEBHTOR (HANDPUM B,
HAr#eTATENA, 3ACMH0H0K, HATPEEATENSA),

Ecni gna cbecnewesve aMOekTUEHOrD NEOUSCCa CTEPWNA3ALRY HEOOX0ORME CNeUWENLHAR NpEJcTEpUNn3a-
WMOHHER NOQMOTOBLE NPOAYETE, TO TRES0EAHHA K TEKOW NOAMOTOEKE AONHHE YW TEEATLCA NPH BANKWOSUMA. YoTasaBnu-
BASTCA MWHUMAENSHAA PEIPEWSHHAR TEMNEQATYPE HILSNMA, TPW KOTOROR OWHO WOMET NOABSpPraTeCA NpOYyscoy
CTEPHNMIZLMMN, TAK KAK JEHHOS IHAY BHHE BNUAST HA rODA MR BOAGYE, NOAAS8EMEIR CTEpNMIELNOHHEIM oBopyooBEHHER
FacnonomeHne E0HTPONEHOR W3IMERMTENEHOA TOMEH W MSCTE TOUSHK MOHWTORMHIA NEOUECCEl MSCTE PECAONOHEHHA
YOTROWCTE MOHWTOPMFTE TEMNEDATYRE ONPEJenanToR B0 BPEMA BANWARYUH Npolecca. MacTo pACnonoweEH i O0RMHD
sl Te HEMBONE A TRPYAHO CTERMNAZYEMEI M (I0HS HAWBON e HY 30 A TEMNSpaTYRE ©iMNe Haubones MegneHH0 HEFPEEEE M AR
3I0HE] B 3ACPYANE (WM B CTEPRNWIATORSE ). MOoXaT TRHS HoNONEI0BaTECA YOobH0e MECTo PACNONOME HEA, UMEDUEE CBRZE
¢ nogofHos seHod. MNocnejHes onpegenASToA B NPOUECos BBNMAAYHH, Ecne npeMeadAeTcA yoobHoe MECTo BaCcnonome-
HUWR, TO BEMA CTEPMNWIBLMH (SNHPOreHAZALGHH ) yETAHARNHWEIATCR Takem 0Bpasom, uTobe oBecnayuTe TaMNEpaTypHOS
BOZAEACTEEE HE HauBonee TOYOHD CTEPANKIYVER YN I0HY 8 TEYEHHE HeolX0LUMOrs BpEMEH:.

Kas npasuno, MaMepRaToR TEMAEPATYPHEE 3484 8HWA 8 CTEQANWIATOPE, & HE B 3arpyIkax. B cneTemes senpepwa-
HOTD QEACTEWA MHOTOS A3MEPWTE TEMNERATYRY B IArPY3KE HE NPEOCTAENASTOR BO3MOXHEIM. B TEKYLL @ NPOWIBOOCTEEH -
Hbix UMENAX PELOMEHOYETOA HCNONB3088TE HE MEHEE ABYE YCTPOACTE ANA HWIMEREHWA TEMNERATYPE J3HHLIS yCTRPORCTER
MOryT BkiTh PAIMEWEAHS BMACTE B AMBpaHsol 30He. Ecnv 0BE yCTPOACTES DASMEWAKTOA OTOENEHE JPYr 0T ApyTE, TO
MEKOY HAMM YCTAHABNWESE TCA PAIPSLUEHH AR NOMPEWHOGTE.

Mpy HeobXOLUMOCTH MOHATOPWHT CROPOCTH KOHBARSPE NPOWCECONT HA NOBBREXHOCTH KOHESASPE N B Hanbones
GNWakon K NOBEREHOCTH koRERAEPA Todke, TEKOAR MOHMTOR®HT NozEcnAeT oiHapysEuTe nolue npolness 8 MexaHyIMe
pauratena. Tew He MeHEE, NEH SHANKW3S MEXEHUIME QEMFATENA MOMYT GeiTh BRIRENSHE GEYIHE OCNYCTUMES YH3CTHR
MOHHTOPWHTA CROPOCTH (WANDWMER, BPALLAHEE BANE), acni By0eT JOKAZAHED, 4TO N0 OSHHRIM YHACTEAM MOKHO ONpega-
N#TE CHOPOCTE SOMBSAEDE.

Ecni BHYTpW CTERUNWEATOPE KOHTRONWPYETCA SAENEHWE, TO MECTO MOHWTOPHHIE ABNEHHA GONKHD HEXDOMTRCA B
3GHS, HAMBONES BEQORTHOA JNA YTEYEM BO3QYEE W3 CTEQHNKIETOPA. HENPUMED, SCNKW B CTEDUNM3ATOPE HAETHETIETCA
DEEMNEHME © UBNsK COXpEHEMWA ACANTHYECKOR Cpehel, 3 CTEQUNM3ATOR W8 TEpMETHYEH, TO yeTPORCTED KOHTPONA OEA-
NEHWA PACNONATABTCR B TOMEAX, OTHPLITHE 400 SHELWHER CRE s .
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Mpu npoBELEHE NPOLESC0E BO3AYWHOR CTE DM W33 UM 33NSY3TAHHE X HOHTERHSROB C HAGEMME W TE3000 08 3H B MA
COEnAMM, BOHET BOITHUKATE HEODXOIUMOCTE NOBRILIEHAA EHEWHED DAPYRAKWWLErt JEANEHNA BENBACTEME HATHETAH®A
MIGRITOMHOMD GRENEHAR EHYTDH KOHTEAHEDOE, BelIBEHHOMD BCNEHHBEHMEM HHEEOCTEA @ JAENE HYEM HCNAPEHHE X TE30E.

A6.2 OndcanMe oBopyaoedHEA

AB.21 Tepebosadna k clopyaosasum

CywecTayeT OB OBWENDHHATSIE HATEIGPWY CTERMNEIEUMOHHEIY CHCTEM © NPHMEHSHASM TORAYErD B030YXal
NEpModHHEBCEDND DERCTEMR M HEMPEQBBHOID JERCTEWA [CHCTEMEl HENPEDBBEHOND JRACTEWA Y3CTO HESEAEHT ¥ TOHHEAb-
HEIM W MITH % KOHEE AR PHBIMA s CTERANM33LHOH Hl MA CHCTEMAMK ).

CTepHnMIaUHOHHBIE CHETEM B HENPEPRIEHOT0 S8 ACTEWA HECTO UCNOAL3YHTCA GNA CTE PR KM IEL MM ANA JENAROTEH K-
JBUMH KOHTEAHE DOB C NOCHBOYEILMM BCENTHHECKMM HANCNHEHMaM. B Taks cnyafx yNakoELE HE MCNONBIYETCR. NEOSYET
CTEQMNHIYETCA B ACENTAYNSCHOR CRA0Ss ¥ DOCTABNASTOR B ACENTHHECHKYHD 30HY. (CTEpHNMIEULNOHHLIE CHETEME! NEPHO0K-
HECHKOMD GEACTEMR © MCNONBI0OBEHWEM MODAYETE BOIAYEA MOMYT TARKE NPHMEHATECA ONA STHY Lensad. |

AB.Z22 WioeHTHMEAUWA

HEeT peHOMEHOIUAR W yEE 33HR

AB.23 Bes0nacHICTE

MHCTPYELAK B NHCe MEHHOR (hop Me QoM Hel B Te QOCTYNHE C U806 TRe Sy NDes 0eH WA NONsI0EATENA O BOIM M HOA
OMN3CHOGTH, CEASARHON G SKCNNYaTaunen oBopyloEaHwA.

OB pyQ0EaHWE, BENNYAA CTEPUNWIATOR. DONMHG COOTEATCTEOBATE TREHOBEHHAM HALUWOHANEHEE NOCTEHOEN & HItA
na Be30nacHOCTH TOA CTREHE, B K0TOPOA OHO GY 08T ACNONB3CEATaLR.

OnA CTeEpMNM3aUMDHH X CHGTE M NEQACANHECKOTO QEACTBHA NPSANDHHUM 853 TEA MEDE N0 HCKNHIME HIX D B0 38 0HHOC-
TH CNY4AAHOA SECNNYATELUMA CTEDHNWZETOPS. MOKE Bro GREQH FEPMETHEYH0 HE 330 TH W HE 38N 0KMpoBaHE . CTEpANUWIE-
UHOHHARA CHOTEMA 40n#Ha OeiTe cbopyaoeana Tak, 4Tobk He NPOMCXOSANE DESTEDMETAIALWA B NDOUSCCE s8MDEEa UMK
HEMHETAAWA JAENEHHA E KBMEPS. BO3MOMHO0LTs PRITEPMETHZAUNM, PEIGNOKMDOERR: W OTEP:ITHA OBEDER DGNMHE NOAE-
NATECA TOMNEBKS N0 OKGHYEHWE CTERANU3ELHOREHOMD UMENA, 33 MCKNKDYMEHMEM cny-aes. korga obnapysed clon npoyecca.
CTepMnM3aU HOHHER CHETEMA QoNHHE SalTe 080 pYA0BAHE CHETEMOM BOIBDBELEH WA ORBNSHWA B KAMEDS ¥ ATMOCHEpHOMY
M AON#HA NOIBONATE OTERHTE 3ATRYIOHHEE JEERH B CNy4E8, SCNM NPOMCXOLUT owrBka Wnd cBoA B AETOMATHHBCHO M
LUHENE.

Ecnu 3arpyske, BRrpysEa wnd ofcnysMeadde ToebyeT EXOHMOSHHA BHYTPE CTERHNHIALUOHHOR CACTEMB [NEQKHo-
AWSECHOTD ABRCTEMA UMM HENPEDEBHOMS AeACTEHRA), TO OHE GOANHI AMETs BOIMOWHOCTE CAMoBGNodMpoErd, 8 Takke
YCTPOWCTEO, IBNDEWAKLWES FANYCE CTESHNAZAYHOSHOR CHCTEMEl BO BREMA NpoESdesdA B Hed pafoT eceM, EpoMe
NepcoHAansa. NpoEcORWErD BaHELE PAE0TH .

MNpouenype Beirpyscd AonsHe BuTe paapeboTade TeEHM obpazom, HTobe NPEAYNPELHTE NOBDEX EHHA YNEROELH
MMM ONECHACTE DA NERCOHANS. WCXOARLYYED DT FODASMYE MATERWANDS. CTEPENUIAUMOHHBIE IATPY3KE MIBENEKANTCA M3
CTEQMNHAZATORE W GXNaxIanTea Neped npriMeHedneM. JadHas npouenype axnakoesia QONHHE NPOECANTECA B 10HE
fies CHBOZHAKOE W C OrPEHWYMSHHSIM DEHAEHREM.

AGBZA PyRoBOACTES HMHCTRYELMK

Oonwsa OelTe Npe2OoCTAENEHE WHOODMAEUWA, NOBCNAKWAR NPpOEeCcTA Ge30NAcHEA @ HASNEHAWMA MOHTAN,
SHCMNYATALMED M TERyWes 08CNY#HEIHME CTR MMM IALUMOHHOA CHETEMEL.

MHCTPYELAR NO MOHTERY J0NMHE BENH0YATe ONACEHHE CN e gy e NOSHEMA:

- oBLHE DAIMERH M MACCY CTEDUNHIAUMOHHON CHCTEMBI;

- T@N ANSKTRONMTAHRA, HANFAKEHWE, MECTOTY TOXE B MOWHOCTE]

- MOTOH M LAENEHUE BXOGALWETS BOIOYEE;

- MHTEHCHBHOCT L MCNYCKASMOTD 3EYKE AnA obecneyesuA ER30NACHOCTH ONERATORE;

- CHCTEME BXMEMISEHEA, S80I H N MMEHABTCA.

AHCTpyEUMae ONA Be3onacHof M o @ e kTHEHOA SHCNNYATAYMN CUCTEMB J0MNMHE EENSOYATE OMACAHWE CNE LY LMK
NaFAGKHA;

- CBEpY NPUMEHEHAA, TAR JACPYIKA @ BRT YNAKOBKH;

- BMRCTHTENRHOCTE CTEPMNMIAGTORA!

- TeiMNsl BOIMOHHEIE CTER MAUAZUHOHHEIX U@KNoE;

- YETROACTBE HHOMKALWKE W KGHTPORSA;

- YCTROACTEA, ofecnevYrBamwne BesanacHocTe,

- BRANONHAR CHETEME, 8CNM MMESaTCA;

- MHHCTPYHUWW RO Be30nNacHOCTH,

- PYHOBOGCTES K DR ACTEME B CNYHAE BECIHHKHOBEHHR CBOR.

FyRoBOOCTEE W MHCTRYHUMM N0 0BCNYHMBEHMID W PEMOHTY JONEHE BENKYATE CRE0VHLIHE Mo 30N,

- OEHCTENMR, BRINONHASMBIE NEW Npogeaypax chonysuEaH:A;

- DEROMEHIYEMEIA RHTEQEEN MEXOY NpoUenypIMA O CAYHeBaHMA, DACN MCAHEE MNH TPIUE;

- CHEMBl 3NEETOMYECEMX USNEIR;

- CHEMBUMEDTEMN MMAPEENEHSCHOR CHETEMES,

- CNMCOE IBNECHRIX HECT &,

Cxema KOHTRONA NPOUECCE WIANE SOKYMEHTAURA NG NEOrpaMMHcMy ofecnede@m, HeobxoquMan anA akcnnys-
TaUMK @ cOCnyEUEAHWA CHCTEME KOHTRONA oSopyQoBEHHMA (MW DOWroS NOCTEENEHHOE Nporpasssos cbecneseqHns )
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AonHe BeTe NpeROCTREENEHK COBMBCTHD C QOKE3ATENECTEGM BANUAEYWK. fasHan Banuaayua gaon=Ha GuTe ApoREgeHa
HEIZEMCMMOM ORTEHMIAUWER ANW, SCAM 3T0 AOOYCKSETCA, NMPOMIBOAMTENEM NPAPAMMHOND OBesnedaHsn, CornacHo
TRESoBEAHHWAM COOTAETCTRYHIL ML “acTan MCO 8040,

A.6.2.5 JHeproMCcTOMHMEN

HE2EN CTepenvIaUMOHHAR cHCTEMa paapalaTHEELTCA C Uenksd BIYHELMOHHPOBIHWA C BOZAYX0M MW OPYIro@
rasoofipassof HarpeEamWEed CPEA0R, HE CONepHalEl HNIKOA Book, NPOfANETPOBAHHDIA 00 & uM ¥ COOSpHALWER HE
fGones 0.5 mr macna Ha kpbudecend metp caoboaHoro aosgyxa. Ecnk B cTepunuzatope TpefiyeToR NoAQepHEHME BOEN-
THHECKM Y YCNOBWE, TO HETPESEDLWAA CPEAR JONHHa NRONCANTE Heped hunLTR, S8ASDHASE0UMA Mekpoh .

EcnncTepinusyeToA 38NENETAHHEA {YNAKOBEHHAR} NPOAYRYWA, TOHET HEO B0 QUM OCTH DHNeTROBA TR 0T MUEpofoe
BO3AYX. NOCTYNALWRA BCcTeprnE3aTop. Tem He MeHEE, B yCNOBMAX ERICOKME TEMNEQATYR, NPOHALEEMAR YNEHOBKA MOHET
OONYCHATE APOHHEE HU A MEKPOORMEHN IMOE, KOTOROS HE NPOUCEOORT NP Y ofpiuHEE YENOoEUAN,.

AG.2 52 TpebhoB3HWA K NOCYNEE CTEPUNWIALMOHEOA CHCTEME! OOMNMH=l BENOUETE XEPAKTEPUCTMEA QOCTYNHOR
ANEKTRPHYECHIA MOWHOCTA HA MecTe yoTaHoERM. Tpedyemos HANPAKSHHE BCNEITEIBEAETCA M YCTAHAENHEAETCA NPOA3IBOLH-
TaneM. CTEpUNA2aYMOMHEA CACTEMA NPoRKTHRYaTeR @ paspaliaTeaaaTes Takum of pasom, «ToBk: NpW B8 3HCANYATAUKWR
Guina BOIMOMHOCTE OTEAKMEHWR BCEX BAMHHY CTEPMAMABUHOHHCTD oBopya08 aHuA 0T CCHOBHOMD MCTOMHMES NUTEHHA.

MogeegeHWs W NOGENOYEHAE INEBKTRHYMECTEE OORMHO OPORCOWTECA B COOTESTCTEMA © PETWOHENSHBIME,
HALMOIHAMEHEMU MNE MECTHRMY KOOQECCaMM.

AE 2.8 HKoMNOHEHTH

MaTepHans. NPXMEHAEMEIE B CTEPRNWIALMOHHOA CHOTEME, LoNHEE OkITe YCTOAMMBRMH ¥ (HEGNAronpHATHOMY)
SMNUAHMI MOERYSTD BO30YES ¥ HE JONEHE YXYOWATe *84ECTED HAMPEBA0 W SR CRPe0sl HNW BGenATE TOKCHYHE B BEWECTES
B KOMMYECTEAR. NOTEHURANEHD ONACHEIN ANA 300p08ks. CHoTEME TRyDONPOBOOOS @ OPYIME NOBSPXHICTA, K KOTODEM
WOMET NEHEBCETECA NEPCOHAN. W KOTOPRE HAMDEEAKWTCA 40 Temnepatypel F0 °C v Donee. MICNMEYHITCA ¢ NOMOLLED
TepMOCTORKOrD MaTepnana. MpedycMaTpREaK TCA COSAMHEHHA, B KOTOPEIE MOTYT 33HNALLIBETECA TEMNEPATYPHES MW
SDYIME ABTHHERY MOHUTORWHIE 3MA WCNE TEH KA TEMNSQaTYPHEND PACTPSAENEH WA W NPOHAKEHNE TOPAYETD BO3AYXE BHYTRL
npoayeTa. KosmnosedTe. TpeBywowue saMedHd (Hanguwmep, HEPA ane opyrde MnbeTpel), AONHHEE EMeTs yoobHoe
PACNONOEEHRE, B CTEDUNMIE URCHHAR CUCTEME YCTAHABNHEZATOR TAK, 4ToG 0OSCNEYNTE K HAM NETKER ADCTY.

B.6.2.7 BonosmoreTeneHos oBopyaoEaHEa

A.6.2. 7.1 MogHook:, NONKA, TEMEXEW W KOHEBRSPE (T0e NPMMEHRKITCA), O0M#HEl GETe COOHCTPYWPODBEHE TAK.
YToEk obecnesinTe DOMHEKOBEA KOHTAKT BOSE M30ENWA C HEFPEREKILWLEA Cpedon. DHW DONKHE NPeRATCTECRATE NOBPEH-
ASHAAM NPOAYELWA H YN2KoBH W 0becneyiBaTEe MY CTERMNEHOCTE. CHW TAKEE J0NHHE HEZEHHD PUKCHPOBATE NPOSYELRK
“NpeaynpesiaTe €8 JEUWHEHNE B PRIPNLTATE NOTORE 338 MK JEEHEHUA KOHERAERA.

AG2 0.2 Nopayne oTpablioTasHee rase SOMNMHS GeiTe APOESHTUNHWPOEAHS C y4eTowm TpeboEaHHe no Geso-
MACHOCTA.

AG2 7.5 EcnW MOononeayToA WNeTpe, TO OHW Jonxss GeiTe Np@emMnedsiye gni nogobHoro NpHMEeHEHRA.
M He oG LodWMo peryNRPHO BENE THESTE @ MEHATE. ECAW MCNoNe3yoToA puneTpsl HEPA, 70 #X He oS oaMMo MENBTREATE
HE PEME, 4EM PR3 B NONroas W cepTndMUMPOBETE, A YOTAHOSNEHHEIE CRCTEME CENARIEHMA QONKHE KOHTDONWEORaTRCHA
8 COOTESTCTEMY ¢ TRPeboBEHHAMK HACTORAILErD CTEHOSPTE.

AG 2 T4 HeTperkoMesfaddl i YEE33HUA

A6 28 CHCTEMB KOHTRONA W PErMCTRELMN

AE2E N CTEPANMIAUNCHHREIR UMEN EOHTRONMPYRTERA G NOMOWL BN GETOMATHHECKDA NPOFRaMMEl, B KOTOPOR YoTa-
HOENEH OOMH MNM HECKONSKD CTEPMNAZAUMOHERY GUENOE. CHCTEME PRMUCTPAULMK O3HHBIX AONMHE NOCTOARHD @ YETHO
FUECHPOEATE SHEYEHWA YOTAHOENEHHEN NAapaMATROE APOUESCE HE APOTAMEHEM LHERE CTEDUNWIAUMM © NEpPHOOHY-
HOCTEH, ADCTATOMHOA ANA ONWCAHWR CKOPOCTH WAMEHEHWR TEMNERETYPE W AAENEHWA. CHOPOCTH KOMESAENA 4 BREMEHW
Bl EpEHEA.

A6 282 HeTperoMedIaudd i yEE3aHUA

AG2 83 HeT pekoMeslad«dl 0 YEE33HUA

A6 2 84 BosMosH0CTH BoifOpS W BHECEHHA AZMEHEHWA B NPOrpaMMe KOHTPONEHBIE YCTPORCTE Jon#esl GuTe
OFp3HMYEHE NOCPELACTEOM CNEUMANBHOM ENHYE, KOLA, WHETDYMERTE WNA OPYTEx Npas AocTyna OnA Nonk3oRaTenss
W A0MHHHCTRALUM.

A6 285 Nonsso HelTe DOHIIEH0 COOTEETCTEHE NPAMEHREMEX HHCTRYMEHTOE MOHATODUHIE W HOHTRONA WX
MpesnonareeMem ByHEUMAM. MasepuTensHoe ofiopyaosasMe ASNASTCA YACTEH CHCTEMEI MEHSLKMEHTE HIMERSHNA
8 COoDTERTCTEMAM ¢ MO 10012,

Crnegywly@e peEoMeH0yEMBIe X3PEKTEPHCTHEY WAMERMTENeHOMD ofopyDoBSHHA ABMATLR OOCTATOMHEIMW, HO
WMOrYT BAPEHPOEATE, B 3AEHCHMOCTH OT TpeGosasni K HAMEPHTENSHEIM NRPoUeccaM @ paBoyuns XapaRTepRcTHE CTEDMNM-
zaynoHAOTo ofopyaoRaHna.

YCTPOWCTED £OHTPONA TEMNEPATY PRl GORHHO:

- UMETh TONHICTE HE HUEE £ 1 % 0T BCers TeMNepaTypHaros AMENR30HA,

I pRMEYBHME— ToMHOCTE 40nsHE B6iTe GOCTATONHONA ONA Q0KAZATENECTEE COOTERTCTAMA TpE-ﬁﬂ-EE HARM .

- BuTh cHOpperTHpoEado 0o =0.5 "C npd TeMNepatyps CTeRUNAIa LR
- UMETE BOZMOMHODCTE OPPEETAPDERY i SiU C NOMOULRE KNHA, KOOE WNW RHCTRYMEsTE, Bea HeolxoguMocTs
OEMOHTEHE YCTROACTES.
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YLTRORCTED EOHTPONA JASNEHHA {ECNH HCNONSAYSTLA} ADNEHD HMETE TOMHOCTE He HAXe £1,6 %, npW WrEane aWa-
nazosa ot 0 8o 3 Gap (00 KN&) WEMETe BOIMGHHOCTE KOPDEETHRGERN (0 B C NOMOILL B KNEDHE, (008 W AHCTPYMEHTA,
GesHeohxoguMOCTH JEMOHTaME YOTPORCTEA.

YETRORCTES HOHTRONA BPEMEsH JONKHD WMETE TOMHOCTE HE B 11 % QNa Neprodos BpesmeHn Hones 5 muH 1
TOMHOCTE HE Hee £2,5 % ana nepsEo0os BPEMEH? 40 5 MHH BEROYHMTENEHD.

TER, FOE 57T0 BOIMOMHO, ONPEOENAETOR HOMMHECTED CHCTEMATHYMECHEAX CwWiok, @ GwWHdEd «@cnpasnsoTca
C NOMOLBHY NEHMEHEHMA COOTEETCTAYIOLWWY KOP PEKTHPYR WL PakTOopoE.

AB2HE HetpesoMeHOAUMA W YHA 33HWA

ABZE.T HeTpedoMeHOaUMA W YHE I5H W@

AG.Z2Y Mporpamsisi KGHTRONA

ABZ9.7 MNpowigoguTens CTEPMNAISUHOHHOR CHETEME Ohe4YR0 HECET OTEETCTESHHGCT: 38 sEuecTEC nboro
NEegocTaEnEHHOrS NporgamMmmMioro ofacnesadda. M3 coobpasarsi HOHBHOEHUNENEHOCTH, NPCAZE0ANTENE CTEPANKIE-
UWSHHIA CHCTEME BNREES HE NYSNUKCEATE CNECOK MCTOYHUKGE NporpaMMioro obecneyasui. B 3TOM cRy4Yae NpoMIsonm-
TENh QONKE: NPEN0CTABMTE NONB30BATEND JOKYMEHT O NPOBEAEHHOE BENMOSUMA, C CORMEAMM HE TO, 48 K3KMX 3TANAX W
HE COOTERETCTEWE KAXKMM CTaHOARTaM BRNa nposeneHe Banedau«a. CxeMsl 3NeTPOMEXaHHYECKAE ROK Apyrvs cnocobos
KOHTRONA TAKXES NeANEHAT BANKIA LMW,

AB.2.9.2 MNonsicBETENE CTEPHNMIATODE wELET GTEETCTESHADLTE 38 BANWAAUNE NoDsiX HAMEREHHR,

AT OnpegensdHue NpoayETa

AT OBWan ARG OpMELARA

JOnpeaensHme NPOOYETE BENOYUEET RErMCTRALUK HEoS X0 Mol nH P opMaLMe O MEdMEHHCEO M @308NHH, NOONEHa-
Wem CTeEpMNAzZal@d. Dnpefenesve NPOSYETE BRNDYEST CAMO MEOMLGWHOEOS HIOENME, CHOTEMY CTERMNWIBUHOSHOTD
Gapeepa. 8 E0TOPYH BXONHET MADSNHE, # OPYroe BCNoMOTaTENEHOE 0G0pY OBAHWE, MHCTREYELMK W MHEIS 3NEMEHTE, COCTAE-
NASLUWE CHOTEMY CTEpEAMAAUNCHHOTD Bapeepa. OHO T2k BRNK%EET ONECAHWE NPEANCNATaEMOoR fYHRLUOHANEHOCTH
MEQHLMHCEDC WE3LENWA W NPOUSCCOE NPOWIB0ACTES  CTEDHNMAAUHM, B TEKHE QWEHLY TOMD, RENABTCA MW NEOGYET HOECA
pazpafoTeo@ Ny YECTEH YHEe CYWBCTEYHWErD CEMEACTREE NPOAYKTOE. CNeayi wme Noasumm O0mEHs BaiTe NRHMEATR
BO BHUM3HWE EBKHECTH ONHCEHHA NPOogyaTE:

- W IMHE CHOE ONACEHME MEQRUAHGHOTD M3AENUA (KOMNO3MLKA U KOHPUIYEEYWA )

- NMEEONONSreeMos WCNoNBEI0BRHHE MEOREWHCKOMD H3LENna;

- NPEAHAZHEYEHD MK HAGENHE 4NA OOHOKPATHOID WAKW MHOTDERATHORD WONON:30EEH WA,

- KOHCTRYKLMOHHEIS XAPEKTE PHCTHEN, EOTOREIE MOTyT NOBNWATE HA BeIDOp NPOLECCE CTEPHUNNIALME.

- NpOWIBCOCTREHHSIE YONOBKA, BOTORPSIE MOTYT NOBNEATE 48 MAEpobHonorMuScHos kawecTan,

- COBMECTHMOCTE G NPOUESCCOM CTERWNMIAUMKE M TEXHUYE CRWE YCNOBHA HA NPOOYET;

- Tpebye el YOO,

- yMaKOEKE:

- CHEMSE CTERMNHEZELMOMHOMA JBFPYEKA

- OOKYMEHTIU WA BOSx ONUCEHH X BelLUE NOIHLMA.

AT2 BeIonAcHOGTE M pEBoYHe KAPAKTEDHE THEH NPOAYKTE

AT.Z21 Her pekoMeHIay«R A yEA3aHHA

AT 22 B npousces paInaboTid MEdMyMHCEHE W3I0ENWR GONHHel YU TEIBETECR. DYHRUMOHANEHOCTE H3ASNHA,
HOHCTRYRTHEHEIE QOMYCEH, KOMNOIMGEA W KOHDHIYPELHA HAQSNWA. 3 TRICKE YNaK0E0YHEIE MATEPHAN R, ANA ofecnayeH R
athipEKTHEHOMD NPOHWKSHWA CTEPUNAHTE BO BCE YacTe wagenwa. Mpoaykt gonsed GwTe paapaboTtad Tek, 4Tobe npw
BEI0EMHEE B NPEONGNEraetalX CTERNNHIALGUOHHEE YCNOBEAY 810 PYHEURMOHANEHOCTE W GesonacHoocTe e BeinW nocTae-
Nesbl N0S COMHEH HE

AT.3 ParbACHEHHAA NO YREAKOBKE

AT3 YneEKoBOWHE e METERHENE GRA CTEPANWIALHN MOPAMKM BOINYN0M QOMKHEL

- ERASpHWEATE BRICOKNE TEMNERATYRE,

- ofecneyMedTs DecnpenfTCTREHHOR NPOHM KA HKE TOPRYETD BOZAYEE;

- coXpadATe Gapeep ONA MUEDOORTEHMAMOE NOCNE CTEPHNM3AUWM HE NPOTAMEHHW BOSMD CPOKS XRAHEHHA
NpCOyeETa;

- OulTe YCTORYMMERMK K DESPEBAM H NPOKONAM;

- GelTe NPATAHEIME K 3ANS4A TS EAHRID COOTEETOTEYKILUWM Cnacobon;

- HE WMETE B COCTEEE TOKCHYHEX KOMNOHEH TOB ¥ MEBONEHHEIX KRRCHTENSA, SHLENATE MHEUM yM NBINY.

AT3E YNEKOBOWHEE METEPWENH, HE NPEOHAIHAYEHHEE ANA BRICOKME TEMNEPETYP BOIOYWHOA CTERMMNR-
JEUMM, MOTYT PECNNABWTECR @NM ZBMOPETRECA, NOEREOWE CTERMNUIATOR WHNE NPOLYKYMID W PRCKYR CTATE NPWYMHORA
nosapa.

YUPEMARHUA 30PIE0OXPEAHEHWA] B MENEHEEWE NALETAX MOW KOHTEAHEDAY PEXCMEHIYETCA COBNDOATE KAK MONHD
fionee HA3KYI NEOTHOCTE, YTO0E MUHEMHIMPOBATE EBPOATHOCTE HEBNAroNPHATHETD BRUAHKWE HA CHOPOCTE W pPACNPOCT-
PEHEHUE BO3AYWHOM MOTOHA BHYTOW CTERHNAIETORA.

AT3E NepeocTENEHHBIMA DYHILHAMM YNIK0BLH CTERHNHIYEMEIE MEOAUMHCKHY WIGENHE REBNAKTOA BOIMOM-
HOCTE CTERPMNMEZALUMA COJEPEWMOrNe yIakcEEd, NOJOEPHAHUE CTEPHNEHOCTY CORSPHEMOTe YNAKOEEM 00 @8 BCKpE THA
H ofBCneveHUE NEPEMEWEHNR COOSRHAMOTD PNEK0EEH De2 DHUCKE KOHTAMUHAU W,
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AT 34 HeTpesoMeHOaUMA M YHEIEH MR

AT 35 HetpedoMeHEUMA W YRITEHUA

A.T.4 MakpoOHONOrHMECKME EAHBCTRD

Mpi pazpedoTde UHLNE BO30YIWHOA CTEPUAHIAUNY, QOMHHE YURTHEA Te GA TEKHS MAEKTOPR, FAK HAXOHWOSHWE MMH-
POORrEHWI0E BHYTDE NPOAYKTE, KOHTEKT NDOOAYRTE © KOHTAMEHHMDOEIHH MU [3EDAMEHHLIMA) SUAKCCTRMH B NDOUECCe
NpoOMIEDOCTEE W NPRMEHEHRE MEATEPWAN0E, KOTORHE MOMYT CROCOBCTEORATE POCTY MUKROOPTEHHEMOE. BoccTaHoOBNEHHE
ofpafoTaHHBE FOpAYAM BECSGYHOM CNOP MOMET TAXHE BEAPsHPOEAT: C TEHNSHHEM BpaMaHd Mmaxay oBpaboTeol ¥ KYNETHEA-
WHEEA M B 33EUCHMOCTH 0T YCNOEMA KyNeTHEAUWH. CNe0o8ATENsHO, NOQOGHE 8 ¥CNOEWR A0NMHE 4ETHD KOHTRONHEOBATRCA
A OOKYMEHTHROEA TeCA.

YUpeROEHWA 20PARCOXPAHEHWA. BCNEGCTEME NOBE W EBHHOMD BHUMBHNA & MUEDp0 nonoriecioMy KBHECTEY BOIHH-
waeT neTpelHocTe B e TeMx npouedypay chopa w oBpaBoTH MCNONE30BAHNLIX MHOTOPAIOERN MEdWURHERWE HAZE MM,
A TEKME B NpOUEOYDAX BANUOALMA H KOHTZONA NPOLBCCOR GHMCTEY MHOFODAI0EE X ME0HM UAHEKMX HAOENUA B COOTEETCTEMEM
C MHOTRYELHWAMK NPOHAB0IMTENA MEJALMHCEHE HagenHa. Bones nogpobias nedopsBuna npegcTasnesa a MCD 1 7EE4
W MCD 15363-1. Npu padoTe ¢ MHCTPYMEHTAMM, BRiNYWEHHBIMA Radae nyBndeausn MO0 | Te64, gonwHe cobnaaatecn
DEMACHANBHEE MNW HEYWOHANEHEE WHCTPYELUWM N0 GYUMCTEE, OESKOHTEMUHELHA W CTEDUNMIEUMY TEKHY MeIHURHCKHAX
W3gendA. Taoke, ¢ ocolod 0CTOPOMHOCTEN CREOYET NPUMEHATE CMA3KM NPW PABOTE © MEJRLMHCENMS W30ENHAMA, T.K.
OHM MOMYT Y¥CUAMEETE KOHTEMAHILMWD HIDENMA MUKDO0SMH M OCNOMHATE NPOHAKEHME CTROUNAHTS

AT 41 HetpedoMmeHDau i W yHAIEH W

8.7 4.2 HeTpesoMeHOEUMA W YEIIEH M@

ATS CeMeACTED NPOSYETORE

MpogyeTs soryT GeTe SIRPYNNMPOEIHS 8 CEMERCTRE C UeNbs EaBopa cTEpUNUABUHORHORD LMKRS, BENWIALHOHHE X
WMERONEHATHA W QNA TEKYWErD KOHTPONRA EG3OYWHOA CTERHNMIAUMY. CaMeRcTEA NEOQYETOR ONPEdEnNAKTCA HCXOOA W3
GHEDHAMNDYINM HE NPOAYET, CAOMHOSTY NDOAYETE @ ¥NEKOBEM, KOHOHIYPELMK ¥ NNOTHOCTH CTEPHAUIBLUHOHHOR 33MPY3HA.
Uens QEHHOMD NOGX0AE — £NECCHEPHUMPOEATe OTABNEHRIE NPOAYETE W YNAKOERW No Wi 0BWAM CEOACTEAM, B 33TemM
BRAEWTE, HEKME YENOEMA BHYTPH KOHKDETHOR LNAcCAPHEELWMA NPELCTEENANT HanBonNeW yn HArpYsRy. CeMedcTeS Nga-
OWETOE MOXET BeiTe NEBOCTABNAHS OCHOBHEIM NPOAYKTOM, CXOH MM NRDOYETOM HNM MOAEN:H NPCOYKTE. MCeReno8aHHa
WM DEILACHEAMA. COTNACHD EOTOPEIM NPOAYET NONAO&ST N0 KOHKEETHYN KRACCHEMMEEUMK, DoNHyEe el Te QOKyMEH-
TUPOBEHE.

CICHOBHORA NDOOYET MOMET NPELCTABNATE CEMSACTEO NPOAYKTOR, SCNKW COMMACHD AHANMIY O0#H NPOAYET W3 BCETO
CEMEACTEA NPELCTARNAST HAMPY3KY ANA CTEDANUYAAUHWOHHOMD NRoyecea BONs1Wy K, HEM BC8 OCTANEHEE NZOOYETE, OTHO-
CRULHEBCR K QBHHOMY ceMefcTay. B HEXOTOpsIX CHTYAUMAX 8 CEMBACTEE NPOGYETOR MOXET BeTe HECHONBHD OCHOBHE X
npogykToe. Moy Take: ofeToATanscTaax NobGod w3 BMx MomeT BeiTe BelBpad L85 OCHOBHOR, NEEQCTAENAKW AR Q8HH0S
CEMaRCTAaD.

Mo, 0TEETCTEEMHOS 38 NPCBEOEHHE CTERENMIALMA, JOMNKHS NPRHAMATE YHECTHE B NEPMOSUYECKME 3HANMIAX
CEMERCTE NPOOYETOR & USNbE OUEHHKW BNHAHWA N GsIX HAMSHEHWA NPOGYETE @i Npoueccs. PeayneTar TEKAX HoCNeno-
BAHMA W AHANWIOE JOKYMEHTHPYETOR.

DopMENbHLR BHENHI JO0NHEH NPOESAHTRCA ¢ CNPEGenaHHOR NePUO0RYHOCTe0,. “ToBsl yBEIHTECR B BANWAHOCTH
BCEX RPOAYKTOERIX CEMBACTE @ NPEAYETOS, NPefETaENADLY MY KEHADS TEHDS CEMERCTED.

YupesOeHdn 3QPEEBOCKREHEHUR. B YYDEMIOSHAAX 3008B00KPEHEHMA OBmiMHC 8 OOHY YNAKOBHY NOMEWanT
HECKOMERD NpOOYETOE. [NA kasoon Takcd koM Brsaysuy onpegenaeTca CeMeRcTES NPoLyRToE. B BONIWMHCTES CNYY3EE
YETAHOBNEHHIE CEMBACTED NPOSYETOE COBMECTHMO © CEMEACTEOM NPOOYKTOE. K KOTODOMY NpMHEAONexdT Handonee
TEYOHE CTEQMNHESYEMOE MEAWYHHOKOE WEA0ENWE B YNAKOBEE.

AT EH Buonord4eceEan BelonacHOCTs

HeT peskoMEHABLMA # YEIZEHHA

AE OnpepeneHWe Npoyecca

A8 ¥WCoTaHOBEES MPOUBCCE CTERWIWIAUWW. ONpPeleneqHde NPoUBcos NPEOnNEMEMMESTCR C UENBH BEABNEHWA
NEpaMETRDE NPOUECCE CTERHANISU HE TOPRYAM BO3YE0M, KOTOpRE COECnEuET JOCTHREHEE YOTAHGENEHH X TRefoBaHKHA
H CTERMNEHOCTH ONEeReneHHOMD M30ENHA, He OR33HEAA #eBNaronpEATHOMS ENMAHKA HAE ero paboqne EDaKTEDHOTHIR.
CnegceaTene+0, oRpeReNesue Npoyecca TpedyeT BOBNSYE HEA MUHEKMYM OBYY NEU NEREOND, DYSHWE BRI LLETS BNMAHWE
NPEINONATrEEME X SHAYSHAR NEPAMEHHSIE NPOUSCCE (SCNM OHO MMESTCR] HE NPOAYKT U YNAKOSEY @ BTOPOro, Onpegenkn-
Wers NapasMeTpsl NEoUSccd, ¢ NOMOWEK KOTOREX YCTAHOBNSHHBE TRpeBoBAHWA K CTEDWNEHOCTH npoOyeTa GyayT
BRNONHERE .

A.8.2 NapareTpsl NpoUeccd: BEGOp GRUTENEHOETH H TEMNEPATYPE! CTEPUAMIAUAOHEGTS UMENE 3AEMCHT 0T KOH-
DHIYRELMH TPCAYETE W CAOCOOHOCTH NPOAYETa @ YNAKOEHH BhiOSpPHERATE BRICOKAE TEMNEPSTYPRl NOL BOIGSACTEHEM
ropAYero Boanyxa. Npoyscosl CTEPUNKIELUMH MOPRYAM BO3LYE0M JonH+kw OeiTe paspadoTads ¢ sanBones yakeM Temne-
DATYOHEIM OWAN330H0M BHYTEA CTEDNMAATORE. MOCNeqoead«n no paspalfoTie npousecca MoryT NPOBEOORTEEA B UCNE -
TATSNEHOM CTERMNRIETOPE, BCNH NPOAEGOCTEAHHE A CTERHN#3ATOp OBECNeYMBAST WASHTHYHSIE NAPEME TR NPOUECCE.

B85 YpoBEeHs 0BECNSYaHRA CTEPENEHOCTH HET PEHGMEH LEUHE K VEEZAHUA.

A8 4 BHOHEMPYIKE: CM. NPMNOKEeHMe E AnA nonyyesns 40 NoNHW TENH0A WHPODMAaLRY O BuoRarpyaske.

B85 DHONOMAYECHHA WHAMKETOPR: CM. NpHnoxeHA S, D W E.

A E KHMRYSCEAR WHIMKATOR HET DEKOMEHIALHA M YERZAHMA,
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AB.T YorpoRcTao somTponA npouecca (YR YEMN ofedHo cofepsaTl C3BeCTHYH NONyRAU#K cnop Bacilus
AFaphasus WNA APYIOA WTAMM MUEPOCGDIAHEIMOE C A0L83aHH0A PE3MCTEHTHOCTER & FOpAYEMY BOZAYRY, PESHOA UNK
GoNswes, YEM PRIMCTERTHOCTE var 8. alrophasus. CyUWecTEYET HECKON KD Tenoa YHRIT, koTopee AoNMHBl EKNKYATE, HO
HE HPAHWHUBATECA CIS0YHIW WA COCTIENA KL M.

- MHOKYNHEORasHEA NPOSYRT: PEKTUHECKUA RPOOYET MOMeT BrTe NPAMO ANM KOCERHHD WHOEYNWPOEAH cAopamMu
MIBECTHOW NOAYNALMA H PEIRCTEHTHOCT . [ pRMAaf HHOHYNALWAA OCYLUBCTENRETCR NYTEM HEHEDAHMA HA MALENKE HHOKDA
CYCNEHIRK. HOCBEHH AR RHOKYNAUMA OCYLWECTENASTCR MNYTEM NIMEL SHWA KHOKYNWEOEAHHOID HOCKMTENA Ha NOBEPXHOCTE
MK BHYTRE ME0ENEA AN BHY TR YTEE0E K.

FeaynsTaTom NpRMOA WHOEYNAUWE NpOgyKETa so¥eT fxiTe NeDeMeHHEA RESUCTEHTHODTE WHOKYNAQOBEEHHOMD
MaTepwansa BCNeacTEME I3KYNODKA CNOP HE NOBEPEHOICTH MM BHYTPH NPGAYETE, NEOUSCC0E HA NOBEDXHOCTY WM OPYTH
faKTOpPOE OEpYEAKWEd Cpedk. CAENOBATENEHD, HECBXONHMO BENWAHPCEATe DAHHYH METOOMEY. 4ToBE rBQAHTARDEATE,
HTO QEIMCTEHTHOCTE MHOKYNHPOEEHHOA Mo0enK NECOYKTE B A0CTATOMHOA CTENEHN CONOCTAEMME C DEIUCTEHTHOCTRI
HECTORLEND NEOAYETE. BOCCTAHOENEHAE NPHWBRBOHROMD METEDWAENS Takke QOon#He SwTe Bannonposase. Twm. Gillls W
Schmidi, Weste WCO 11737-1 gna nonyyeHsn QoNonHMTENSHOA MH opM a0 ne.

- MHOKYNHPOSaHHEA MOAEN: NPOSYRTA MEAEN: NPOAYETA COCTOMT W3 HECTEA HIGENHA MNW KOMBEHELWH HOMNOHE H-
TOH, NPEOCTABMASW WY HEUBONE WY HAMPYIEY HE NPOUSCe, NPH 3TOM COOTEETCTEEHHD NDEOCTAENAKL MY BOE W306NHA
OBHHOMD CEMEACTER NPOaYETCE. ModeNs M3AENHA MoweT BeTe MHOKYNWPOBEHE NPAMEM WNH S0CEEHHEM NYTEM.

- MHOKYNHEOEEHHEA HOCHTE M. HOCHTENE, HanpMrep, SYMaHHAEA NoNooKa, WG K WNH DPYTaA ROANOEKE, MOHEeT ShiTh
MHOKYNMPOBAH CNODAMA MIBSCTHOR NONYNALMA M pE3MCTEHTHoCTY. [na foro, 4Tofsl ApHMEHATE WHOKYN@DOEEHH A
HOCUTENR NpW pa3paloTke UWKN2, PEIMCTEHTHOOTE MHOKEYNMPOBAHHOIMD HOGCUTENA A0N#MHA KODEENUOOBETE C PE3sc-
TEHTHOC TR RHOKYNHEPOSAHHOMND NROSYETE, MOGENM NPOSYETA MNE HETYPANEHOD NPOSYETE.

- HaTypane Hei@ NpogyET NpoayrT c GHOHArpYIL0R BCTECTEEAHOMO NPORCKOHAEHHR MOKET NP MME HATECA B K34eCTaE
CHCTEME MUKpOSUONGrHHECcE0r0 HCNBTAHUA METoAa aBoonaTHolR BuoHanpyasu npa paspafotee uyiena. Mpy wenoneso-
E3HHW HATYPANEHOT: N@ODOYETE MNPEMEHAETCA NPOrpEMME  KOHTRONA GMOHErpYIEM, oTEeqEswan TpedoeadeAm
MED 117371 @ onpegenAsiWan KoNEYe CTED, DECNPOCTRAHEHUE ¥ PEIMCTEHTHOOTE BUOHATRYIKW e Q8] CTEDHNMIaYHE .

Mopgene NpoSyETE MOMET NPEOSTABNAT: CEMARCTEC NPOOYHTOE, BCNW OHE NDEOCTAENAET COS0H HETPYIKY HAE
NEOUSCs CTEPUAMZALNAM, PEEHYID BNW BonbW Y, &M NRSICTEENAKT NPOLYETR DAHHOID camedcTes. Mogene npoaykra
HE NPEAHAIHAYEHA ANA KNAHHYSCE0TS MCNONEI0BEHMA; OHA WIrOTOANEHE TONEKS ONA pA3IpaboTil CTEpMNAIEYWOHHORD
UHEAE, BENMOEEMH H TENYLWE A NPOMIB0LCTEEHHOA CTEPMNKIAUMA. Modenen NpogyRTa MOKET AENATeCR:

)] NpOOYET, CHOMHA © OSACTEMTENEHEIM N0 MATERHANEM WITOTOBNSHHWA, DRIMEpY, CROMHOCTH W YN3KoBLE,
NEOXOQALMA H2Ped CEIKNAE NPOWIBOGCTESHHBIS NPOULBCCH (HENDUKMER, Y8CTe MATEDMERE ONA WMNNAHTATOE. KOTOPERA
NEOXOQET NENHEA NPSHIB0ACTEEHHBIE NpoUsca);

] ¥N3KOEAHHAA KOMBWHAUWA KOMNOHSHTOE NDOOVKTOR OOHOMD CEMEWACTES, KCTOPHE peOso NpH@MEeHARTCA
COEMELTHO (HanpaMep, cHoTema Tpylok, BENOYEHIWLAR PAINMYHEE DWARTRE, 3GHMME W 380BMEEN, AENALWLHECA
HOMNOHEHTEME APYIWE HAOENA B CAMBRCTES NPOAYETOR ),

C) WI0ENWE, AMESLULEE CXOMWE XAPEKTERHWCTHEM TENNGNDCEGOHOCTH.

ABS HMonelTEHWA HE CTERMNEHOCTE. HET PEKOM BHI AL WA M YEa3a HEO.

ABS AMHANEE PHCKOE: HAT DEKCMEHOSLUWA W YHEIAHKA.

AB.10 Jendporesqiauna TENNOB0S DAIRYLWEHEE FODAY MM BO3NYXOM {KOHEEXUHA, TERNONPOBOLHOCTE HITH NEH,
MCTYCHEN UMW E TENN0 ) RENAETCA HAMGONESs 4ACTE BCTPEYA W HMCA W 3 e THBHEIM CNocobos paspyll8HMA N4POresHoNo
MaTep#ans GagTepManEHON NPOMCEXOHGEHRA {3HOOTORCHH). JenHpoOreHHIAUMA FTOPRYMM BOIAYEOM RENABTCA 3 @er-
THEHLIM METOGOM ANA TEPMOCTORKAE MATEQWANGS3, TIKAK KAK CTEKNG, MaTannMqecios clopyaoBasMe B MHCTRYMEH TS,
8 TAKHE ONA TENNOCTOAKAY XAMUEETOR, BOCKOS M MACEN.

CTaHgapTHeM YCNOESEM JENHPOrEHH3AUAM, ONYCEHHEM B HEYHHEE TekcTax i clopHakax, ABNASTCA BhifepHa
ngW TEMNepaType He Has=e 250 “C) #a npotasedsd bDones 30 MudyT (Sweet W Huxsoll), 3p@esTHEHOE DAIDYILEHWE
GasTepHaneHOro SHA0TORCHHE TAKHS APOUCEOONT Ape TeMnepatype Gones 180 °C Ha npoTAmeaHHd 3 vacos W Gonee.
Bonee HEZKME TEMNEDATYRE MOpRYSMD BEO3IgyLa (HENPUMED, 175 "C #ny MeHes) RENAKTCA HEQOCTATONHEIMA ONA paspy-
LUEHHA MAHAM Y 2 100 NHporeHse s e0sHAy (Akers, et al.,; Ludwig v Avis). HEnpamep, npr 170 “C anm cokpewedna o1 5 log
Ao S leg eguyEld aHagoToRcHHa Tpediverch apemA cbpatboTiw Bonee 1000 MuHyT.

BanvWmauws OOMNKHE 388 ADWATECR A0KA3ATENECTAEOM CORDALIEHWA SHA0TORCHHE HA 3 log.

He oOHG WNW HECRONBKD TRYOQHD CTERANKIYEMBY W30enMid HaHocHTea 1000 unk Bonee MexIyHEROGHEX e0HRMU
USP [IU) GRcnofiaecid ETHEHOMD S00TORCRHA.

HENWYHE IHOOTOKCHHA HAMEDASTCA B KGHTPONUPYEMOM HIOENHAH, HE NOAES PEEHHOM TENNOBEOMY PRIDYWEHHK H
B ohOpafoTarHBE TPYAHO CTE RN HIYEMEE HIDENHRK.

HCneiTaH#e HA 3HGOTOLCHH Qonxso OuiTe TecToM Limulus Amebocyte Lysate (LAL).

Ecnuv BanWOepyeTeA Bonee HWIKMA YpO8EHE COKPAWEHHRA [U, To BRINGAHABTEA NDONDEMME TEEYLWETD MOHATORHHIA
YPOBHER 3HOOTOKCHHA HAE MinenwRX neped ofpafoTeod, yTobe YOEGATECA B TOM, HTO GHW HE NPEE LW EKT BANUOWD0BE H-
HEF yEOEEHG.

MNpu npoEE2SEHAW UWENE BEANHOEUMA NPOUSCEd JeN#pOore HY33UWA JONMHE yHTRIBATECA NPHPOSE IHO0TOHCHEE.
CyLLECTEYHIT BAINMYHEE YROBHE PAIDYWEHEA 3I0TORCHHE. JORBIAHD, HT0 IHGOTORCHAE, NPHICTOBNEHHEIE B KOMMED-
deckeE UenAx Ges @UNeTROE [HANPWMED, NIKTO3IA. MMUKONE NONWATHNEHA), AMe0T HaWdonel Y0 pE3dCTEHTHOSTE K
Eni0EpHEE B TOpRYEM BOZAy:e W, Takwdd clpalom. cunTawToR Hawdcnee Tpyoso cTEpMNMayessiMM [Ludwig u Avis).
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F"EE:.‘I}'IJ.I.E Hé2 JHOOTOKCAHA =2 NPOWMCEGO AT M ofLiEHOA EHHOMY NOTApU PrRUYSCEOMY CHHHEHNW D, ROTOR0E HabnwgasToR
npyu WCCReOBEHAAE HE COHOPOOAHEX CYCNEHIEAX CROp. BENO OOKEZAHC, YTO HMHETWHES WHAKTHEAUWKW 3HOOTOLCHHE I:EIT]
E. oo, S.!_'.l’ﬂ'f]l:lﬂﬂ. Semralia marcescens W Peeudomanas ASTUGINOSS ABMASTCEA HENWHEARBIM BTODHYHEIM NPoUSCCOM
{T sujl @ Harrison). I'Ipn ACCNEOBEHWAX WHAEKTHEIUMW WN# yYlanesdRA aH00TOECHHE KPaiHe BaMHO 0B eCnevHTE
OOCTOBEPHOE BOCCTAHORNBMME I8A0TOKCHEHE OT TRYOHD CTEQHNAZYEMBIX W08 NHA |_|¢'|'I.I|E.- etal; Ludwig H Ais 1-

C uenes ofecnsqusHsa AenwporaHd 38U A HEGlEoQWMO LaEA0E HIGENHSE B NeYH HNK TOHHSNE BRABPHHEETE npw«
TEMNEPATYPE, HE HAKE YETAHOBNEHADA, B TRMEHHE EPEMEHE, HE MEHER YCTAHOBENEHH OO

AS Banwoauwa

AS A Ofwan MHpopMaLKa

BenMasydosHEA NPOCREMME NPOSO0OWTER C UEN:H SHANWIE HALEHHOCDTA NPOUSCCOE CTEPUNM3ALUAY W Genwpora-
HWIBLHE. (JancHERWWE YIOMYHEHWA TEQMW=A aCTEPUNMIAUMAx ByayT Takse nogpasysesate nofg cofol npogecc
SENHpROreHAIAGMM, (08 Ox TPAMEHHM | CRedosaTeNsHD, NPOToLON BANMOBUHA J0N=aH NO4POoEHD ONMCEBA T 41O, L0753 M
H3K QONHHO WEIMEpATscA. OTHeneHEA HECTE NPOTOKDNA NOCEBAWEATOA WHTSRNEETAUMM DRIYNLTATOE. B pEENBHOCTR
OB EakTHEHEA BEANWLAL WA BEOIMIHHE TONRKD B TOM CNY4EE6. 8CNH TREE0BAHUA, N0 KOTODEIM ONDE0SNABTCA ¥ OUEBHRE BRTCA
MNPpOLEss CTEPUNAZA UMW, YETEHOENBHE NSpe] NPOYEcCoM BEANHGauMs. CooTEeToTERE TREB0BAHWRAM CHOTEME AHECTRE,
g sacTHocTs MO0 13485, ofecnesHaasT 4aTayi @ 00ReTHEH YD BANKIA UMK,

Heofioamso NPUETENLHG CNeGHTE 38 TeM, HToOE! @ HIMHECHRE NAPAMETDE HA NDOTAKEH MW BEET0 LMENE CTE pwni-
33UMM [HE TONBEO BO BREMA (DE3E BeIOEpHEM ), OGNk aHANOTWMHE NAPAMETREM, YETAHOBMNEHHEIM BO BREMA paipalboTee
yukna. MogroToeWTeneHaA @aia (HarpeEa) MoxeT 0DeCneyudTs JHAYHTENEHYE MUKDODACNOrHYECHYD NETANLHOCTE
APy IHM.

AHANWZ NAHHBIX, NONYYEHHRY B NOOUBCCE BANASALWM, NOKIIEBART, H4TO COHEPETHBIR LHEN CTEQWNA3EYMH B
ONpeaeneHHeA CTEPUAHEaUMOHE0R cHcTeMe OBBCNeYUMEaeT Wnd He ofecneuwBasT CTEPUNEHOCTE YCTAHOEMNEHHOR
3AMDYIEM.

Aoenoeso NpeANOMaHHe 3EYH@T WMEHHO TEE, HO, MOEeT BeTe, &ro NepegenaTe HE CNEOYEOWHA BEPHAHT: AHANKS
OAHHBIX, NONYHEsHsIX B NPOUBCCE BENWASLWH, NOKA36IEEET, 0BECNEYAEIRT WNW He 0OSCNeYHaaaT E0HKPETHEIE LMK
CTERWMMIALHE CTEDHNEHOCTE YCTAHOBNEHHOR ZAPYIKM B ONPESaneHHod CTERANRIBLHOHHOE.

Takdm oBpasos, BANHOBUHA CEAIZHE HE TONEKD SO CTENMNMIELWOHHOE CHOTEMOR, HT A C 3ATPY3R0OH W B8 KOHEH-
TYEaL e

B 388 HCHMOCTH OT CTENEHM BAHOPOOHOCTH 3ATDYAKH W 88 CXEM:l, CNDALenADT ne0B 0] MMOE KONWHECTED TEMISDA-
TYpHoi% 4aT4RE08. Mpe CMEWaHHRIX 38MPYINAE BO3MOMHD YEENUHEHHE KONHYECTES HCNONbAYEME K OBTHUKCE. MuHumyn
COMH GQETHHE DAIMELEHDT RASOM C 4ATHHEOM MOHWTOPHAHTE W KoHTRponA. MoryT SaiTe HCNONE30B3HE LONGNHETENbHEIS
DATHHEM.

OocToEapHaf WHTERNRETAURA PEAYNETETOE BO3MOHAA TONBKC B TOM CNY«E8, SCNU NeQE0 NDDESOSMER EANKILA UMW
GuiNid YCTAHOENEHE COOTESTCTRYIDWEE EPHTEPHMK. AQENTIUWA ToeO0BaHME K pea3yNeTETEM BANUABUMA NMPOTHESREHNHT
nefiod cHcTemMe REYECTES W NDAEMN BM. Ecnv npousce CTEpRNHIAUHA BRI X0AAT 38 YETAHOBNEAHEIE TRELENE, TO neofio-
Okt ONBIT M IHEHWE JeNa QA AHTERNDETAUME PE3YAETATOR W BRAENGHAA NPpoENeMel, ER3EBAKLLEA HECOCTEETCTEWA.

Banuasyna MoHeT B5iTh 3NNa4MPOEAHE K3K HIMERUTEN EHAA RpoUenyDa (MNe NEobsmd 3anycs | e gy NoebHisM@
NPOMIEOOCTEEHHSIMH JANYCEAMY Yee BANWOWDOBAHHEE 3arpyzox. TeM HE MEHes., NPEpEBAHWE BENWABUHOHHEX
NpoUedys 4i-33 Fpafeka HE CTMEHAET Fe0BXa0NMOCTH JOR33ATENECTEE BOCAPOMIB00RMOCTH NECUECCE NOCRENCTEOM
NPOBEIEHHA HECKONEKWX NPOYSCCOR BANWE3UME NodprAd. TakuM clpazom. B CNyYae HeyQ0BNETEOPH TENEHO A NPOUES YR
BANKAAUSM BRNONHAK T HOBY NOCNeR0BATENEHIGTs 3ANHAA UAOHH X NFOGeayp NocNe HCCNe0oBEHHA W MENEEENEHHWA
NpMY@H CHoea NPoUECEs. OAHAKRO 8T HEOGXOQUMOCTH HHAYMMDOES Te HOBYK NOCNEAOBATENEHOCTE BANHAAUATHALIY NDG-
LEeaYp, SCNY BANWOELHORHEA NEowedypa Beind Npepaasa M3-38 HENPEABRA B HHOMG CHOR UMK OTEA3E CHCTEME MW Mexa-
HWIME, HE MMEKLWETS NDAMOTD SNHAHKA HA Ty CHCTEMY, BANMOBLMA EOTOROA TRONCOMNE B MOMEHT HEMCNPREHOICTM.
K kocaerHeM chodM OTHOCATCR, HANQUMEeR. nepefos ANERTPHYSCTES, HEAocTAToH OBCRYHNEBAHMA M OTE3Z BHEWHETD
HOHTpoREHOM: oGopyaoaaHuR. KocBeHHsIA cOO@ QokyMeHTANEHO QUKCHERYIOT EAE NPEpEIHHEA NPOLECT, HO HE K8 K HeY008-
NETECPHUTENEHAR NPOEE PEE BANMOSUMH, BCNA PAKTCR, NO NEWsMHE KOToporo npodiowen cBof npOULRCEE, B AEACTRMETENE-
HOCTH HE MMEET NPAMSID OTHOWSHEA K HOHTROND @NH SECANYATAUMOHHEIM XERAKTEDHCTHRAM BENEAMPY2MOrc NDoYecca
An 0B0pyA0EAHEA. K3k NPARENG, SRNONHESWE NPERESHHOIC NPOLECCA NePEHOCAT HA GDYT0E BR M.

[, G0 @ PO ABNRKITCA YECTRE NPOLECCE KOHTRONE pRIpaBoTE: H QoNEHE NPOROOWTECA COTNAGCHD COOTESTLTaY-
WOLHM NDOTORSNAM.

OocToEepHOCTE PE3YyNeTATOR BANMOAUMK ZABMCHT OT CTENEHH TOMHOCTE W BOCNPOMIMOOMMOCTH A3MEDASMOID
npoueccs. KansBpoaka cOBMSCTHS C BANMGAUMER oBeCnesMMBaDT NRAEHNEHOCTE, TOMHOCTE @ HYBCTEHTENBHOCTE MIME-
puTeneHOr: cBOpYADREHWA. NPAMEHAEMOrD NEH BANWOAULMK, & Takke obopyOoBEHNRA, WoTopoe obecneqwwBaeT, CHlTal-
BABT, PHHKCHEYET WM WHbIME chCCO8aMK HOHTRONWPYET YOTEHOENEHHRE nNapasMeTpsl npoyecca. TesHWuecsEwe
TpefoeaHEA & KANUGROEKE ANA BANMABYWM BRIHOYANT AMAMHOCTHHECKME IHAMEHEA @ NDEOENL JoNycEnd OnNe Gonsweq
TouHOCTH. MporpaMma BEANMOEUHH QonkHa ofacneYdeaTe YCNOoEAA ANA FEE0TE ¢ NADAMETPAMM, HE NOA0EMKLKMHCA
anabpoare.

Kan#GpoEovHpe CTEHOERT Q0M#HE GelTe SHENOTMY4HE HAUNOHANbHBR WNA MEHOYHAPOOHE M CTAHOBRTAM

8911 Het peEoMeHOEUWA M YRIIEH MR

A5 1.2 HeT pesoMSHOSUMA @ YERIAHHA.
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A9.2 ATTecTauMA MoHTaWa (1)

MNnad Q0 BNKYEET MEDONQRHATAA, BeRINONHEHHE KoTOpe obEcneyMBAET COOTESTCTEME CTEPHAMNMIAUWOHHOA
CMCTEMBl M CONYTCTEYHW MY CRPBMCHBIN SHEDIOWCTOMHWKOE TEXHWHeCcsMs TpebBoREHWMAM, 3 Tarkme BEI0NACHOCTE M
NEUIeGHOCTE K HCNONE30B3H MK CTEQMNWIETOPE.

Mo 3aeepweHs 12 N0OroTEENWERKIT PRCYHEM CMOHTUPOBAHHCTD 080 pYACEAHEA, TAK KK @8 KTHHECKME DeayNLTAT
YCTRHOBEE MOET OTNAMATECA OT CEeMbl, A30bpaneHHoA B CNeLMEHEa LK.

ADZN HerpekoMeHIaU«Ed W Y33 HHRA.

ABZ 2 HeT peHoMEHLAUER W YEAIAHHA.

A9 ATTecTEUMA PYHHUROHWpORAHER [OQ)

AB3T Mnan 00 BrNOY3ET WCCHBA0BASHE, PAIYNLETAT KOTOPOrD NOK33=iBaeT cnocoBHoGTE CTEpANMIALIMGH HOH
CUCTEME BERINONHAT: TPeByeMelA NPOUSCE B OTCYTETERE NRoOvKETa. TENEHEY, NOGHOCE @MW NONKA, NEEGHAIHAMEHHEE ANA
EHECALMA HE HUX WEAENAA, J0NXHE HAXOONTECA BHYTPH cTepHN@zaTops. OO0 NOKBILEAET, 4TO BCE CTEPHMNMIAUHOHHTE
ofopyO0EEHHE W CONYTCTEYWWE W30ENWA NOCTAENGHL! # YCTEHOEN BHE B COGTEATCTEWN © TRXHAHSCKAMY TReloBaHHAMKN
(yeNoBHARME):

AB32 TeMnepaTypHble OATYMEW PACNDedenanT no scemy abve My 3arpyacd. MecTa v pacnonomerHsa Gon#Hil
G Th CNE YR LERMM.

- MPEANONareeMeEs HaHBonee ropAYME 30HK (HANEUMED, B MECTAY NCQEYNA FOPAYETO BR3OYEE],

- NpESNONaraeMes sandones XONoJHEE 30Hs (HangUMep, eBnuan geepel unK B sanbones yOANEHHEE MECT OT
A0H NOAEYH TOPAHEND BOIOYRA),

- MeCTE BENMaM I PUECRPOBEHHEIX E CTERUNM3ETOPE TEMNEDATYDHE X OBTHHKOR,

- BESpRY, B FTECMETPHYECKDM LEHTPE W BHAZY 1B Y3EA, PRCNPELENEeHHBI& OAHOPOSHO.

B ManEeHEEME CTEPHAKIATODE NEPHOIMHECKOTD JeACTERA NOMELL S0 T MAHEMYM TPH TEMNSQATYDHEY QETHHRA UMW
O0MH TEMNEpaTYR Hetd aTu@E Ha 0,028 M7 {1 gyt npu ofibeme cTepanuaatopa He Gonee 0,28 M (10 dyToa®). Musnmya
ABCATE TEMNSPETYPHLIX 0aTHAKOR OONMHE NOMEWETECA B CTEPANWIATORAY OB kamom oT 0,28 M3 u Bonee. Konudecrano
AaTHHKOE ONpedenReTcd (IKTHHECKdM TEMNEDETYEHeIM OAAN330H0M W TEXHRYECKAMU TpeBopasvAnn. Hen yEe
TEMNEDATYPHEIA DWANII0H BHYTOM CTEQWANKIBTORA, TEM MeHbWwe TpelyaTch TEMNEPaTYRH:IY DETHUHROE. MOHUTODWHT
TEMNELATYRE OCYUWECTENANT HE NPOTAXMEHMW BCEMD UMENA, 3I3NDOTDEMMHROEAHHOND HE Handonee QAUTENEHOS NPEL-
Nonarae Moe BREMA BalGEpHAN.

B eTep@fMIAUWOHHEIX CHETEMEY HENDE PBIBHOMD DEACTEWA {TOHHEMEHE X } MORHTODEHT TEMNERETYPE Gy ECTENA-
0T HA KOHEBHERHOM peMaEe. JaTq@ks NpAKPSNNAKDT TakiM cBpason. STolb 0XESTHEBATE KPAR 30H G RIOENUAMY # 4aHTP.
Ecnn CTERMNAZRLUMOHHEA CHCTEMA COOBPHUT HECKONEHO TEMNEEATYPHEIX 304, TO AONHEH B TE OCYLLECTEMNEH MOHHTGDEHT
KEMA0M 3040 . TOMKE MOHETORWHTE DACNGNETAETCA HAOD KREAMW CAMBE BRI COKMY M3 ENHH. Ecne TEMNEDaTYPHIE LA THHEN
MEHAKRTCA {HANPUMED, BCNH MOHWTORMHL BE3HE X TEMNEDaTYRHER 30H OCYLLBCTENASTER B BEZHOS BRaMA ], TO YCTAHABNK-
ESHT KOHTRONGHYH MO3M UMD GNA B03MOKHECCTH COSEHE HWA TEMNEPATYE W3 PAIHEE 30H. ECAN CTEDMNAZATOP HE PE3OENEH
N AGHEM. TO MOHWTORHET TEMASPATYPR! OCYLWECTENRKNT B MECTE HEMPEBE (BX00A ), MACTE BhlQepHaH 1 MECTE 0K AR EHRA
(BHX00&). MecTa pEAMEW BHWA OBTHMROE AONEH B OXBETHEATE I0HY HAG MBsCHMENEH0A BRICOTOR W30ENME ¥ BECE NPOCTRE-
HETBO N0 WHpHHE H30enHA. TEEHE J0NWHe OXBESTHEATECA TOMKY BECNONOHEHMA KOHTRONEHE X ABTHHECE. MORHTEDRHT
TEMNEDATYPH DONKEH BRTE DCYWECTENSH HE MEHEE, Y2 B JBCATH KOHTDONEHE X TO4kEN. B Gones of bemMHe X CTEpHNWIE-
TORAX MOHHTOPUHE QCYIWACTSARIT HE MEHAE, HBKM B NATH EOSTPOABHE X TOHEAX HA kaxase 2.8 M (100 dyroa?) sarpyxes-
Horo ofbena. Temnepatypa Q0NEHA GaiTh MZMEREHE NPY PaBHLI paboqre VENoBRAX HE NPOTAMEHWA M3KCWMANEHOM
EREMEHM BelOepked. BO3MOMHD, CTEQWNHIAUUOHHYID CHCTEMY HENPEPHEHOMG OERCTEMA NoTpedyeTcA OOBSCTH OO
pafoued TEMIEDATY DL NEQES HAMENOM COCTAENSHAA TEMNSPETYPHONH KADTE .

Ecnu Heofxo4MMo HEFHETAHWE D3ENSHEA 8 CTERMNAZETOD UMK TOHHENS, TO HIMEDEHHWA NPCEOOAT B MECTEX, rae
HEWbonee 3apORTHAE yTeYxa radoctipasson Harpeaastlen cpede. B TOHHENRX 3T0, €85 NPABMNO, MECT2 BXOOA @ BeIX008.

LQononHATENEHEIS NAREMATPL!, COASATENEHEE QNA H3MEPEHAA B NDCUSCCE BANMOSUWE, BEMDYEH0T!

- CHOPOCTE NOTOKE @ 00HCPOOHOCTE HETPEEEKDLUL AR CRedr

- CHNY TORE, NONY-HESMYHD OT 3NELTDHUHECKMX HATPEBATENENA;

- CHOPOGTE KOHBR RSP, BCMH NDHMEHUMO.

AGd ATTECTAUMA 3KCANYATHpYeMOrs oBopyaossaHwa (PQ)

AB841 GfwasuadopMaydn

AB.4.1.1 PO nogTteepwnasTt, wTo ofopygoeadee cTEBMneHo paloTesT B CooTEETCTEMM . paspaloTasHeiMM
KDMTEPHAMK 4 8 PE3YNETATE NPOUSCCEE NONYHE0TOA WINENWA. COOTBETOTEYAILLAE TEXHUMBCKEM YCNOBHAM. ATTECTALUID
SKCMMYATHPYEMors oBGpydcEdHRA NPOBECORT HE chopyYO0BEHWE, KOTOPOE MCNONBIYETCA GNA CTEPHAHIALNY NPOLYHEHH.
PO EENOYET GAZHHECKYH BTTECTALMK W MHEpoGHONOrdYeckyss aTTecTauMss. MoHMEepE: 3HANMTENEHEIX HIMEHaHHA,
NoQNeXaw9s aTTECTAUAY 0XBITRIBADT!

- YIEKOEKY;

- KOHCTRYELMED NPaayETa,

- KOHDArYPELMID W NNOTHOC T CTERAN@IAYHOHHON 33TPY 3K

- CTERHAM3ELHOHHOE 0f0pyaoBaHHE;

- NPOYELE CTERMIAZALMH.

BavAHAe NodofHeY HIMSHESHA CNEROeNAKT HE BOEX CTASWAR NPOUBELCE CTEDMMHIE LK.

2B

Pa3spaboTka anekTpoHHOWM Bepcun - nopTan GostExpert.ru 35/55
CTpaHuua nokymeHTa - https://GostExpert.ru/gost/gost-20857-2016



https://gostexpert.ru?utm_source=pdf&utm_medium=70935
https://gostexpert.ru/gost/gost-20857-2016?utm_source=pdf&utm_medium=70935&utm_term=page

rocT P UCO 20857—2016

AGd 1.2 ATTECTAEUMID SECNNYETHRYEMOrD of0pyQoBaHEA NPOBOSAT © UENsD GOKE3ETENLCTEE Ero cnocobHocTy
oBeCneyMEaT: ONEEGSNEHHEE M3 MMBCHKE YONOREA B NPEOSNAY YETASOENEHH K BONYCKOE BHYTPM CTERMNEEIAGWOHHOR
IATOYINM HE NPOTAKEHHE NPOUECCE.

A0 1.3 FaanuyHE e 3arpy3id 0 WE MOSUDAKALMA AHANHIWPYReT, 4ToB R BeABMTE PEIPELEHHBIA AMBNE30H THNOE
WIOENWA W YNEKOEEY, B TAKKE NNOTHOCTH IAMPYEHA, NOANEMA WY CTERHNMIENEMH B K3 HO0M KOHKPETHOM NPOUECCE,

BGd T4 Cwa A0S

A4 1.5 Her pekoMEHLAUAR W YEE3aHHA.

A4 1 HeT pakoMBHIaUAR 0 YLE3aHMA.

BG4 2 ATTECTAUEA IMCANYETHRYEMOra 0SopyQoBaHEn — PHIMYacKaR

S84 21 TemnepaTypssd NPo@UNE CTEQMNWISLAOHHON 33TPY3EY ONPEAENANT GNA KAXO0N NpPESCTABMTENEHON
CHEMBI 3ATPY3IA. T NOMOIL B DEKOMEHIYVEMOTD KON HHUECTREA TEMNEPETYDHE X DaTHHADE SNA NyCTORD CTEPANWIATORE B NPO-
yecoe 00 onpefenAnT ageKEaTH A NpofrEne 38rpy3kn. TEMNEpaTYPa WA0ENWA NSRS 80 NOMELLEH MEM B CTEDHNWIETOD
QOon#HE DeiTe PABEHA WNE HUHE MAHMMENEHOR YCTAHOBNEHHGA TEMNERATYRH (oM. 5.4.1), KpOME CAYYAEE, KOTQE NROYSCE
HOHTPOMMPYETCA MW NOMOWKW TEMNSpETYPR 33rpyakd. TesMnepaTypHeIle DATHHEN DECOPEJENAKT N0 BoSmMY OfBSMY
3ATRYENM, B MBCTHOLTH, B NOTEHUMANEHD TODAY AR BRI X0NCAHSIX TOHKER WAKW 30HA K.

E npoyecce @uavueckon PO ogHOBpeMERHD DOYWWECTENASDT MOHWTOPRHT BHYTPEHHER (MPOHAKEHME) W BHELWHER
{pacnpocTpaHeHne] TeMnepaTyp. B pesyneTaTe TEEOTO MOHHMTORHMHIE MOXET BLTe BRMABNEHD NPUCYTCTENE HENDEOEM-
AeHHbX npofinen, KOTODEIE MOMMKM BOIHHKHYTE B 3ArPYHMEHHEX WIH NYCThIX CTEQMNUIATOREY, B TAKAL CNYYHERE, JREOMEH-
AOBEHHOE BRILLE KONHYECTED TEMNEDATYPHEIX QETHWHOE ONHH0 OiTs yEENHYSHO BOB0E.

HonsHo SeiTe NOATEERKOEHD COMTRETCTEME NEOOYETE YCTEHOENEHHEHM TRpefo2asuAn No He30NBCH00TH, KEYECTEY
Wpalousm XEpELTEPMCTHEA M NOCNE B RS0 EH B NPOLUSCCE CTEDUNAEE LA NPY BECLWWE Q0NYCKSX TApaMETPOR NDOUECCE.

B84 22 HeT peroMBHIAURR W yEa3aHsA.

A543 3 BoCnpoMIBEOAMMOCTs NPOWIBONCTESHHOND UHMKNE NOATEEPHOEST NyTEM NPOESIEHUA MUHHMYM TREX
WMENOE NEW HOMWHENEH X NEPAMETRAE NPOYECCE C HANBoNes TRYOHC CTERUNMAYEMON 380 YIL0M NP NOAHOM CTEQMIN-
3ATORE B EEMA0M Uukne, Ytods QOKE3ETh, 4T0 NApBMATRR NPW MAHAMENEHOM JEMPYMEHHOCTH CTERWNE3ETORE HE
NPOTHEODEYAT NAPAMATREM NEW B8N0 MEXCHMANEHOR 33MPYHEHHOCTH, NPOSOAAT HE MEHESs 00H0MD LWKNE C MEHAMAaNEHO
3AMPYEN0A. EGnY NASHWpYeTCA CTERMNWI0BETE CMELWBHH S IAMPY3KH, TO QOMKHS GeiTe NPOBEQEHD OOCTATOMHOS KOMM-
HECTED UHENOE, 4Tofe QOKSZETE, 4TO NPH CMEL 3HH B 3ETPYILEY NARAMETPE NPOYSCCca HEMIMEHHBL.

B0 4 24 HeT pakoMBHIAURE 0 YEE3aHMA.

A4 3 ATrecTauws akcanyETHpyeMorc obopyacearEn — MekpoGronordyeckan

BG4 3 MakpoBHonordye cHAR ATTECTIUMA BENDYIET MAHUMYM TR AP00HEX UHENE, KOTORBIE DS OHCTRREYOT
BOCMPOWIEOAMMYHE THOEME OT UMENA K USKNY W OQHORCAHYH rHbene 80 BoSK 30HAX CTEDUNMIATOPE WRK TOHHENA NPW 210
NONHOIA JAFPYWEeHHOCTA HEwGones TPYAHO CTEPANMIYEMEMU @3gensasd. [JEHHEIE UMENE JonsHe 05SCneusBaTe
MEHEW YK NETANEHOCTE, EO0TCPAA MOoXaT OsiTe AOCTUMHYTA NYTEM COXPALLEHMA BPEMEHN BEIOEEHEM WIHIY TEMNERATYRE.,
HEM MPOWIE0ECTESHHEIR NpoUecs.

Tun BV (BUonoraveckoro wegueaTopal unn YK {ycTpofcTes sosTpona NpoYecca ) oNpeQeniercn TANoM 2 GpaH-
HOA MUEpOSUonorndecEol BANAGAUAA (oM. B3 n B4} Ecnd npu Tekywen NEoHetacTEe BY0eT WONGNE30BETECA BHEWHES
WM OPYros MEMEDUTENEHOE MUKROSRONOrMHY BCE08 yeTPORCTED, TO GHO S0NHH0 B Te BENNYEHD B NpoUect MuEpoiiono-
THYSCHON BTTECTANHH,

A84.3.2 HeT peroMeHLaAUAR 0 YEEIIHEA.

A594.33 BRoNOrMYecKHE WHOWERTORE MNK apyrde YR nossWamnT BHYTRE 33rpY3HM H3 OCHOBAHWM SAHHBX,
NOANYYEHHE X B NPOUECCS PHANHECH0R 3TTECTAUMS 3HCNNyaTEpyerore obopyaoaaHua (A.9.4.1).

KonwyecTeo Toues pacnonowedHua BW wnn ¥HMN onpesenmioT TEMNepaTyDHEM OMANZI0OHOM M TEXHWYSCEAMU
TReSoEA HEA MK, Hem Re TEMNERaTYPHEIA AWBNE30H BHYTRW CTEPANUIATORE, TEM MEHel & TPeByeTCA ToME K PAIMEW EHHA
B wnd YK, B ManeHekss cTEp@NMISTORER NepA0IHYEcE0re 48 ACTEHAA (oheemon 0,28 & UNH MeHes} OONKHD BaiTe HE
MEHES JECATH TONSHK pasmewedna B wnr YR, B Gonee kpynHex CTEpHNIMIATOREY HENPEPRIEHOMD AeRcTEMA {ohnemon
Gones 0,28 ) gonsso GeTe HE MEHES BE3JUATH TOYSK paszMewyeHia BH unu YEMN. Kakgei TEMNEpaTYPHEIR GaT-HE
gonges e Te PECNONCHEH PRADM C MECTOM NoMeweHUA B wan ¥ K.

B pamsax HENpepH BHEE [TOMHENBHLR) CTEPEAMAZUNCHHER CHCTEM OOPSgenfnT MUEpoSHonoriiecdy s radents
HA BCEM KOHBEREPHOM PEMHE. BEHONOTMYECEME MHAWEATOp:! MNK gpyree YR noMELanT SHYTRE MADSNHA, HAXO L AL MECA
HA pEMHE, OXBATEIEAR KPER I0HE PACNCNOEEHHA NPTAYKTOE @ UeHTR. Kpome atoro, BW @ YEM gonsse npucyToTAOBATE
B HAWANEA, CEPSAWHE # ROHUS KAMGOM0 NPOM3ESACTERHHOMS WeENa. BUonorvyeckde neaMiaTope Wnu gpyrne YR nome-
WasaT B Handones TRYOHO CTERANEIYEMOE W3aNHe, koTopoe cleYHo AENAETCA camblM Gonswms. Musumym 0ecaTe BH
wnu gpyruy ¥EMN QondHel NpORTH BEcs TOHHENE 8 NPOWECCE KaWOOTD WX TPEX 3ANYCHOB, NPH DEEHEX YCNOBMAX BHYTPR
TOH=ENA. 38NYCKA G0N HE NPOROAMTE E TPW RASHEX OHA, 8 TOHHEN: A0N=eH OLiTh 3AKpHT B NPOMERYTES MEELY K3HORM
sanyoHoM. MomeT E0asMEHYTE HEOBXOQWMOCTs QOBSOSHWA CTERWNWZAUMOHHOR CHETEME HENDEPEIEHOMD JEACTRMA OO0
pafioued TEMNepaETYPs Mepsn NPOEEOSHWEM MULpoBHomordyeckol atTecTaynd. MukpoSuonoriiecsii MOHWTORDMWHT
NREoOEOAAT NpH SpofHOM BPEMEHH BEIQEDHKY, YETAHOBNEHHOM NYTEM PEryNHROSEN CHOROCTH KOHEE Aepa. KaxmgslA Temne-
paTYDHEIA AETYUHME PACNONAFEKNT PRAOM C MECTOM NOMELSHAR B wnu YKI. BonegeTese Torg, 470 NOCTOARHHLIM MOHWTO-
PUHT TEMNEPATYREI 3AMPYIEE HA NPOTAXSHAE TPOMABONCTESHHGID WHKNE B CTERHNHIBLNWOHHE X CHCTEMAX HENPER EEHOID
OERCTEHA [TOHHENEHEXK ) HE ABNASTCA NPEKTHHHEIM, TEMARPATYDY 33rPYIEY AZMEDAKT, K8K MAHWMYM, B HEYENE, CapeluHe
W N0 SEOHYEHM N KEELO0TO NP CMIB0ACTESHH 0D 3ANYCKA.
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AB4.3.4 HeTpesoMeHOELHA W YEE3EH WA

AB4.3.5 HerpesoMeHOEWHA W YHIIEH WA,

ABdd4 ATTECTEUMA SKCNNYATEpyeMara clopynoaasue — BennporaH«Esay9da

Ona BENWESLHA NPOUECCDE NERUPOrEHMIALME BMECTO BW WNW geyrax YEM @cnonsaynT CTEHAARTHYH H3FPY3Ky
FHOOTOKCUHEMHW, KONW4eCTBO @ PECOONOHEHWE HATPYIOK IHOOTOKCHMHAMK ONPEOEnAET DyROEGACTE0, NPHESIEHHOE B
A, 8043 3n0 B W YEMN. CokpaweHue =8 3 100 CTAHIAPTHOW HAMPYEKE SHAOTOKCHHAMA RENAETCA OB RUHEIM, TEM HE MEHER,
CYWECTEYET BOIMOHHOCTE BEANHLA UMY SOnes HUAKOTe YOOBEHR COMPALLEHAR NPE YCNOBRMM HANWYKRA NPOTPAMME, KO0TCPaA
oBScneyusageT LO4TPONE YROSHA NMPOreH0E B BANKAN OB HERX NPEAanas.

AB4.4.1 HerpesoMeHOSUWWA W YESIEHHA.

AB44.2 Her peeoMEHOBLWA W YES3EH WA

A25 OononNHHTENGHBIE CHETEME! CTE PHAKHIALHA

JKEMBANEHTHOCTE KOHEPETHOMD NPOUSCCA CTEPMNWIaUAM MoweT JeiTh YCTEHOBEMEHA NYTEM CRAEHEHMA OEHHLIY,
NoMyYe HELE NPY NPOBEEHMY NPOYSCcCE CTEPHWANMIALWA B NOTEHUHENEHGM 0BODYL0BAHHME, W DEHHEX, NONYHEHHEX N
NoCESQeHHH BHANOTMYHOND NPOWSCCa CTRPUIMAAUNE B cywecTEywen ofopyaceadsy. Jannoe cpasHeqne obecnevys-
BaeT ogaHxy cnocobHocTH oG0Py AOEaHHA NOASE PHHEaTs HEOGXoguME e W BOCTPOHIBDOEME S yoNeEWR 0B paBoTan Haubo-
nes TRYAHO CTEpWNHEIYEMBIX NPCAYKTOBE X 33rpy30x. (aHsbie TEXHEYSCKRE YONOBMA YHE NDOWNK BANHOSLHKD B0 BPeMA
BTTECTALME SKCAMYaTHpyerore ofiopy0oBaHMA NPpoUScca CTERMNMIEGWMK HE CywecTayiDwen obopyooaarne. MMoTeHyx-
aneHoR OBOpYOOBAHAR NPOUSCCS CTERMNHIALMA TAKEE CPABHUEANT C YW ECTRYDWHM ofopy00BEHHEM NA BEEABNEHAA
TOMD, HECKONELD 3HEYATENSH PESAWYHA Mexay Himi. 10w O30 gomiHe BeTE NpOEEOSHE MOETORHO ONA NOTEHUMANEHOMD
obopyA0EEHHA © UEenss AOXAZ3TeNbCTES NPWICAHOCTH GaHHors oBopyQoBaHMA ONA NPOBROSHWA NPOGECCA CTEpW-
EETTT TN

AHENMI 3KEHBENEHTHOCTH — 3TO TPpexa3HLE NPOUECS, COCTORWMA M2 BHENW2E PAIPaloTie 0 MHKSHEDHO-TEXH-
dackHx padoT (Ma3ad 1), BHANH2E W CUSHEM Npoyecca [fasa 2) ¥ makpoBuonoraHeckoro aHEMWaE (daza 3},

draza 1; aHanui paspadoTv W MHHEHEPHO-TEXHWYECKAY PEGOT 3aKNNYaETCA B cpaBHeHHy oBopya0BaHUA, NRH-
MEHABMOTD B NOTEHYMANSHIA CHCTBME CTERPHNHAAUMOHH B NPOUSCC0RE, C CYLSCTEYMWE A CHCTEMOR CTE PRIH3ISUWOH Hilx
NEoUScCoR, MPoWeRWed BANHESUAD. DEKTOPE!, KOTOPE & CTOHT NPUHWMATE BO BHAMAHME, BENKYE 0T

- O bEM CTERPMNAIETOROE;

- MENEaHsA oG RemM CTEPHNWIETOROE:

- OOCTYNHOE KONWYECTEDS QEOyNed Ha kS YeCkMA METP RCTONHRER FTODAYErD BGI0YRE ANA CTERUAMZaTOp oS,

- NEPOMIECONTENEHOGTE CHETEME LMPEYTALWA CTEPUNH3ATOROE;

- BpEMA ERIDEEHHWEEH A B CTE PUNMIATOPEN;

- OOHOPOOHOCTS TEMNEpaTYRE B CTERHNWZIATORAN,

- oflee BpeMA WHKNCE 2 CTEQMNWIATORAN;

- CEOPOGTE HOHEBASRE, BCNH WCNONB3YETCA.

PeayneTaT AAHHOMG AHANKMEA ABNASTCR DCHOBEHWEM ONA CNPeAEnNEHHA CTENEHH SJANEHEALWWE ATTECTEUHOH HEIX
METEITAHWA, HEoOXOLWMEX B0 BTOPOA M TPeTeel (iaze. ECnM BHand: noxessiBReT, uTo 0S0pygoBAHHE HE ABNASTCRA 3HE-
NOCMYHEM, TO SKEWEANEHTHOLTE NPOUECCE MoReT BuTe YyCTEHOSNEHE 28 OCHOREHMMA RE3YNETATOE BTOROA # TRET e haa.
Kaknpagene, e Bonee BelCOK0S CHOQCTED MEHOY NOTEHUNENEHE M 0BopyaoasMes i oy BcTEYIOW MM 0G0 Py A 0EaHHEM,
TEM MEHEILE UCN=ITAH MR TPeDyaToR B NECNegyKI LW Daiak.

drana Z: BTOPAR (0338 YCTAHOANEHHA KEMBANEHTHOCTH NPELNONATEET AHAMNMI BCSX O&8HHE X TPOLECCE, CEAIEHHIX
G BEANHAWMPOBEHHEM NPOLUSCCOM B NOTEHULMEREH0M 0B0pYOoEaHUK, 3Te Q8HHEE CPABHHEATCA © OrPEHMYEHHAMMH TEXHA-
wackex TpeSoBaH WA £ EOHKPE THOM Y NPOUECCy CTEPUNR3AURK. Orpa3HAYMEH WA TEXHRYeCckeE TPeDoB3HMA — 3T0 TE, KOTOpH e
GrinM yCTEHOBNEHE NPY NEPEUHON B3NHABLMA NPOLECCE CTEPANHIZUNE HE CywecTayawen obopyaoeadne. TaxHeEues-
Hee TpehoB3HWA, KpHTE @M NEHEMAE W oWy PALWA JEMPY3EA 40NHHE GhiTh WIEHTHY HEl TEM, KOTOREE ONPSLENeH B 4N
EAMNHOEUHOHHEX HCCNE0OSEHHA NEPENYHOMD NpoUuecca. CTATHOTHYSCKWE METOOR DLUEHKM TMAEHEE TEHGEH UME Mo Ta-
TENbHEIL G3HHLIX @ CTEMEHE WX HIMEHUMBOCTH MOMYT HCNONEI0EATECA B KAWECTEE NOMOLULA NEW DAHHOM 3HANK3E,

Donxed OwTe NpoBSSEH CPABHWTENEHEA BEHANKE BCEX NpOQMNEed 33rpY30K SHYTRW K3HOOMD NOTEHUWANEHOTD
cTepMnMzaTops. dadHed 84anWs NpoECOAT C NPHMEHEHWEM CYLYSCTEYHIWWE NAPEMETROE Npouecca. KpMTWYeCHde
NapeMeTisl NPOYBCCa CNpenenAmToR Nepal NPoOESQEHUEM BHANKEE. [JAHHRIE NapAMETRE BRNKMAKRT PACNEEGENEHHE W
KOHTRONS TEMNERETY PR MPOSYELMA BHY TR 3BMPYIRA HE NPOTAKE HUM BOEID LWENS, B TEKHE BREMA HATPSEA W OXNAXIEH#A
NECayeTA.

CpapHesHEe IANYCKABMEIX B CTEPMNWAATORE NPOLACEOE QOMNMHY ROKA3SIEA Te, TG BCE OHW D0 MHE KOBC COOTRETCTRY -
0T NpedensHEM TEXHWSECKMM TPEDoBEHAAM APOUECCE ¥ APYTHM EPHTERUAM NEHEMNeMocTH. ECny npoaHandInposas-
HEE QAHHEE COOTESTCTEYIOT SPHTEDHAM NPUEMNEMOCTA, TO MOKET NPOBOLMTECR COXPALSHHAR MAKPOGRONOTWYECKan
BTTECTAUNA IKCANYATHRYeMoro clopy0oBaHMA C NPoAYETOM (CM. TESRMUY A, 2) 00 BENUAAYHH NOTEHUMENLHEN CTERHNH-
3aTopoE. NonyusHHeEe QBHHEIE OoMHHe BRTE NPOAHANMAKPOBEHE W CROMMNMANPOEAHE B B OpMaTe, LO0TOpsln oBaCnauunT
BOIMOMHOCTE WX MPMMEHEHHA NEW ONPSIeNeHHM SEEMBANEHTHOCTA NpoUeccoR 8 Byaywes.

Ecnu KPMTERHA COOTEETCTEWA HE OOCTMIHYTE Np# BHENWIE A OWSHEE NPOUSCCA, TO AOKA3aTENeECTED IKBHEA-
NEXTHOCTH NPOUSCCOE HE NPEACTRANABTCA S0IMOMHEIM, Q8%E SCNM B PRIVNLTATE pyIMX DE3 SKEWESNEHTHOCT: ByaaT
O0CTUIHYTA.
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®aza 3 TpeTeed Azl IHENWIE IKBWBANSHTHOCTH NpPOUSCcCa ABMNASTCA NpoBESEH@E MUWEpOBUOnNOrMYScHOR
OUEHKH. TEEAA OUEHEE COCTOWT W3 PRCCMOTPEHHAA Ndnix PEKTOPeE, CROCOHHE Y NOBENWATE 8 NATANEHOCTE, EOTOPYSD
oBECNewHERET NPOLUSCT CTEPHAMIALNM.

©auTops, seofiodHMsle ANA oUesHd, BENoYanT nofoe HIMEHEHWA MECTA NPOESAEHWR CTEPUNASAUAM WNR
NPOMIBODACTER, KOTOPRIS MOTYT NOERWATE HA ypoRess BUOHAMPYIKM NPOAYKTA Neped CTEPUNWISLWEH. YEaenHueHWe pac-
CTOAHMA MEAY MECTOM NPOAIECACTEE @ MECTOM CTEPHAMIZLAN MOKET NPHBECTH K YESNHMEHUL YOOSHA GuoHarpyame,
ocoBeHHE 8CNK NPoAyRT BNaranpHaTeH ona MUEpoBHONONMYScHoro pocTa. PRSINWHAA B NPOM3E0SCTESHHE Y CRBOSE MOMyT
MPEMEECTH K HITOTOBMNE H#h @30en«d CHones Bulcodims ypoaHAM K BHOHArpY3EH, Hen Bemo yCTaHOBNSHD NPW BE3NME3LU Hie,
SaWe SChd NPOOYKT Ha BRNAronpsATaH A MakpoiMonoriyeckoro pocTa.

CysHKa padyn=TaToE! 8@ IFEMCHMOCTH ©T PEIyNeTATOR MAKDOBMONOTMYEckol OUSHER W DRAYNETATORE haze 1«
pE3e 2 TPRHAMEKT PEWeHEe O NPOBEOSHAE MNE HENPOESQEHEMA MUEpOBHonorntecEod PO (om. Tafnuuy A2). Ecnw
saknmeeHuA o ouenke pa3paloTEd U MHHEHEDHO-TeXHRHeckns paboT {@a3a 1), aHENMI: W ouesKe Npoyeccs [dasa 2)
W MUEpPOBUONOrMHecEnR DuaHEe (PR38 3) NoOK33EEANT SKBHBANSHTHOCTE, TO NPOBROEHUE MApoluonordveckon PO
He 0EAZATENEHO.

TaBnuya A2 — OusHsa pE3yYAETATOR

Pasa 1 MatnsansHas condacTaa
Sy 2 hass 3
Drye ks paspieboTre W NpoBEl e A BoUsoyPR
BRHANMT W OUEHES NpousccA lukpoBuonorMiecEan SusHE

HHESHERHO-TEEHHYSCE X padaT mukpobnonoradeckan PO

FHEBMBAENEHTHO AREMBANEHTHD HEEMBANEHTHD Her

He akEdBaneHTHD JEEHERNEHTHD HEEWEANEHTHD 1

BHBHARNEHTHD AEBHRANEHTHD Hé sHaWBRRNEHTHD 1

He akEdEaNEHTHD JKBHEANEHTHD He sHaHBENSHTHD i

FHAWBANSHTHD WNH He He asBdBansHTHS DKEWBANEHTHD MNA HE K|
SHEMBAMNEHTHD BEEMBANEHTHD

Ecnnepe IYNeTATE Paie £ WNK ¢l3.3b4 1 nubo haze 3 nony-eso 3aknNMaHde o 3KEMBENEHTHOCTM NEDRECCOE, ANK
20Ny TONBKD B PEIYNeTATE a3kl 2 NOAYHEHD IZHNKDHSHHE Off BHEMEANSHTHOCTH NPOUECCOE, TO MHHFDﬁHEIJ'ICIFH-I.EE Kl F
MPOBOAAT =B MEHES OQOHOMD D33 (oM. TEﬁJ’IﬂLI.!.l' |¢'|..£"_| Taxas MHKFI{IEH'DJ'IEIFHHEGH-EFI STTECTAUNA SHCNRYATHRYSMOTO
EIEIJFI}'.EI.I:I-BEHHH ABNASTLR ADCTATOMH0A ANA ACEE3ATENECTES AOCTHHEHHA Heofxoausaro ¥ OO {¥poBHA ofi ecnayeH A
CTEpARbHOCTH], 48XS BCNW B pEIYNETATE OLUBHKERA GﬁDpy,ﬂﬂEEHHﬂ M Mh!pﬂﬁ-“ﬂﬂﬂ-rﬂllem{{lﬂ OUEeHEN #e YCTAHOBREHE
AKBHEANEHTHOCTE.

Ecnn & pesyneTaTe @adbl 2 NONYYSHD 3akNYMeHWE O He3KEMBANeHTHOCTH NPOLGSCccol, TO NpOUECs CUMTaSToR
EHEIKEREAMNEHTHRI M M TOQNEKAT NOCNHOA BBNHE0AUMA B COOTEETCTEHM © TFIEE-IZIB-E!-!.H RMM HACTOAWBND CTAHOAPRTE Nepag
MpHREHEHASM NOTEHUHANEHOMD I}ﬁﬂlpfﬂﬂﬁ BHHWA. PE‘!'gl'ﬂh TE&TH Maiel 1 MNd Mais 3 B 3TOM CNYYAE HE BNWAKT H3 33K -
HEHWE O «HEIKBHEBNSHTHOCTH %

Ecnu TpelysToR NpOBEJSHRE OOHOA WNH HECKONkkWY npoysayp PO, To gna cueHikW paouUx MAPEKTEpPECTHE
noTeHYHansHoro afopyaoBa HWA WCNONB3YI0T TAKME DATOPE ., KEK THN UHKNA, Npe0ens TEXHAMECKNE XARALTEDMCTHE &
TpefoBaHWA K NETENLHOCTY, YCTEHOANEHHEE NPH BANAIALEM CYWSCTEYNWEro npoyecca. [peleny TeXHHYECKHY TRa-
fBoeaHrd, TpefoBaHRA & NETANSHOCTA W KPATEPMN DPEEMNEMOCTE ONpEQenAsT Nepe] NpoRedaHREM Makpobronori-
veoEon PO,

MogoepHEHHe SHEMBANESHTHOCTH. YCTAHOANSHHSA NPOrpaMMeE ILEWBANEHTHOCTA Npougcca onpegenaeT Tpelfo-
BAHMA, KOTODEIM GOAKHD COOTERTCTACEBETE obopynosasne, yTobs exerogHo ofiecnequnBaTe BOCAPOMIBOOUMEE paboyne
XBpEATEpHCTHRY . © NOMOLW B SHENWIS BRABMNAKT OONYCTHMEA GHaN&30H paBouns NapaMaTRoE i yPOBSHE WIMEHYH-
20CTH, “Tofisl NOQOepKMBATE ILEUBANEHTHOCTE W3 TOA6 & rog. Boe pRIUEHUA, BNAADLIRE Ha PE3YNBTAT AHAAWIA SKEM-
BANSHTHOSTH NOTEHYWENsHOrD oD0pyQOBAHEA CYWeCTEyNLEeMy ob0OpyQoBAHMA, NPAMEHAEMOMY B [POUSCCax
CTEPHNWIALMA, A0NMHE BRTh A0KYMERTHDGEaHE . NELET JOEYMEHTOS J0NMAH BENHIATe CHETYHI LA MAHEM M

- NONHEE TECHAYSCKAR XEDEKTERHCTAKE NOTEHUMANEHOMO 0S0pyROBAHWA, NCNHOCTED oNWceBanwse obopyao-
aaHde, paloure XapaKTEpHCTHEM M QONYCHA, & TAKKE CORNKEY HAICNEEEKY WNW CIWCOK NpUMEsAsMex pabouss npousgyp.
npoueayn KENWE POBHK W Tpadiuk oBCNyHHEIHWR;

- DAHHBIE @WNW OUEHKY cnocoBHocTd oBopynoeadyEn checneynaaTe YCNOBWA ANA NpEANGRardesors NpoUuecca
CO CObINEDA HAE Te Ry Y 00

- pE3YNLTATE CREEHEH WA NOTEHLMANSHEMND 0G0pYSoBaHNA ¥ CYLECTEY OWErn, BaNMO«posasHoro oGopyaoaaHHA,
HOTOPEIS OONMHE Y48TKD NOKEZHBATE, TG BCS MMABHHE CUCTEME @ EPATHHECCWE NADAMETPH MNPOLINKH DYSHEY, 3 TAKES
NEMEECTH CTATHCTUMECKMA BHANKWS, SCIH TAHOBOW MMSETCA;

- DAHHES WM OUEHKY COCTOAHMA Wigenks B npouecce obpafoTem 8 noTeHunaneHowm oBopyanaasun © USnks
OOKAZATENECTEA IHEMBANSEHTHOCTH CYLLBCTEYIOWEMY MPOLUECCY;

[}
o
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- PEIYNETETH OUEHEN JONONHETENE HElE PaKTOPOR, KOTOPLIS MOFYT TOENHATE HA NETANSHACTE CTERMNWIELWOHHOND
npoUecea,

- DOKYMEHTHEROREHHOS 38 KNHCEHWE O TOM, STO NOTEHURANEHO: ofopydoEaHWE ABNAETCA JKEASENEHTHEM oBopy-
O0BEHUK, KOTOPOE, COMMAcH0 TEKYLSMY BANWAALNOHHOMY HOCNEACEAHWK, oB8CnE-MEEST OCTHHEHWE YCTAHOBNEHHOID
YOO 0TUET MNK COENEY HE PEIYNLTATE NOOX JONONHETENLHEX MCARTAEHUA, NPOEBESEHHLIX C LENEHD NOLKPEnNNEHHA
CYLWECTBYH MBS EENALALATHEOND HCCNEN0EaHAA, W NOCNEeRYH WKHE WONRTEHWA INA NOSTESHHOSHNAETTECTAUR TERY-
LWETD BENYCEA WINENWA NOCNS CYLWSCT BV L Erns, BEANMAWPOREHHOND y1MKna;

- pAspe LW eHHE CIELYHWANKETE N0 CTEPANHIALMWE U APYTHE NHL, B COOTEETCTEMH C TPeB0Ea HUAMK NPAKTREH KOHTPONA
MIAMEHEHWE, NPUHATEMA BHYTPA CPrad@aagnnm;

- CNMCOE NpEEMNEMER Npouedyp padoTe Co CTERPHMNMIATOPOM W BSINYWSHHEIE MNH W3MEHEHHEIS TEXSWMEDIME
YCNOEMA ONA SETOPUIELWMA MCNONB3I0EAHMA NOTEHUKANEHOMD AGOpYADREHHA 4Na Tekywed oBpadoTay waaensn.

ADE AHANKS W yTEEPHLSHWE BANHAZLWA

A061 Ot4eT 0 BANMOBUHA Qonwes GuTe YTESRPEISH COTNACHD TEM He PYHLUAAM, MO KOTOPRM YTESPEIEETCA
0 PWIAHANEHE A NPOTORIN.

A06.2 Mo zaeepueHad BENUABYHOHHOR NPOTPEMME PEIYNETATH WCNEHTEHWE J0MsHel BeTE CROMMMNAROEE H
B OTHET O EANMaaumWs. OTHET 0 BENASA LMW QONKEH BEAKYATE WA YN0MAH AT (COBNATEOA HE ) CNELYHILEE:

- NoOpPoGHOCTA O NPOCTEPMAMINESHHEX M3AENHAN |BEMICHEA YNAKCEKY ¥ CEEMY IE3rPYaNE BHYTPH CTERMNUIATORE];

- TEEHHYSCKME LADarTeRHCTHEN CTERMAR3ATORE.

- O8HH&I8 & 100D,

- AZPETHCTRHPOBA HERE M 3RHScHRe W SHONOFHYBCKHE Jansee 080 Boex 3anyckas PO

- OOKEZATEAECTEA TOMD, 4T0 B NpoUscce PO 8ce QETYMEM, PRTACTPMRYIOWWE YCTPOACTEE W np. DeAM oTEannd-
POBEHE

- MHEPOPMELHED ANA NPoEELEHWA OUEHKH W NEpSaTTeCTAUNE B Syayuam;

- NpOTOKON(L )0 BENMAALHA;

- BRMONHEHHE 8 DOKY MEHTHOOBBHHEIE NPOLESYDE:

- OOKYMEHTHPOBEHHHele paboune npouedypE © YHMETOM OTPEHHYSHHE KOHTRONA NPOYSCca;

- npoyenypsl ofCNYRMBEHHA W KANHEDO2KM,

- g onyqae Suonordsecions cBom unn Henonagok oBopysoeaHel — PakT clod v NPeANpPHEATEIS KODPEKTHRYEIWLME
OEACTEWA.

A A0 TERYWAA MOHHTEPWHT M KEOHTRPON L

AA01 TeryWwsA KOHTRONb

A0t Ha crague paszpaloTed W STTECTEYWMM NOSTESPHGAWNT padoTocnocolHocTe W BOCAPOWISOGWMOCTE
npoyecca, Bo BpeMa NpoSeEeH@EA GAHHOA CUEHKR KOHTRONEHBE NePEMEHHEE ONPELENAKT W PETHCTPARYIOT B LOKYMEHTE
0 BEAAMGEUME npoluescs DCHOSMBAACE HE O3HHSEIX, NOAYHEHHEX NP@ BANWAAYMH, pa3pabareBaan T DOKYMEH THROEEHHE &
NpoUSdype TEKYWED NPoBSSEHKA NPOUECCE H &M0 KOHTRONA. B conTaaTCTEMN C 0KYMEHTUDCEAHREMK NPOLEAYPAMK,
OCYWECTEMAKT CHMTEIBAHME W MOHWTOP®HT HaWbones 3#a4MMsIX HOHTRPONEHSIX NepEMEHHLE [MaTEpHank, 3arpyssa,
paBoyMe NEPAMETPsl W NPOYES] 8 NPOLUSCCE TRKYWEd SECNNYATAUME CTEPUMWIATOPE ¢ KNk BEpRDHKALWK KOHTPONA
M NpHEMNEMOCTH TPOUECCE.

BaguMOIaBUCHMOCTE MERLY PECYNATOPOM TEMNEPATYREl, KOHTROMNHBYHWER NEOTPamMeacd (BN NEHMesAsToR],
OATHHHOM TEMNSpETYpsl B CTEPUMNK3ATORE M PRCOPESENEHHEM TEMNSpaETYPsl BHYTPH 3ArPY3Ke yOTEHEENWBARKT LNA
NoATESPEISHWA TOMND, 4T HAGSNHA B0 BOSX TOMKAX PACNONOHSHEA BHYTEH CTEPHANMIZTORA GOCTMIGET OOpefansasHoro
BOEMEHW B LA DK NDW 33LAHHOM TEMNARaTYPE.

Oartine apeMedd HacTpawean T Tak, 4Tobs oTofpaxaTe MHHUMANEHOE BREMA BHOE PHEH B TOHKS CTEPMAMISTORA,
B KOTOPCOA YOTEMOBMEHHEE IHAMSHHA JOCTAMETOR Noase gpyrax. B cnyuedx, €orga HeolxoguMo NPoECORTE I3ME Phl
BOEMEHM BRY<HYS, MHTEPBENLI AOKYMEHTHROSAHWA TEMNEPETypsEE ZHEMEHHA GOMMHe Os=iTe onpegeness COOTaAET-
CTEYKWWM SlpE30M, OCHOBEIEAACE HA NPOSCMKMTENEHOCTH NEPUOGE Bl 0SPHEN,

Bpesma, HeofXoaWmMoR ONA JOCTHHEHHA YCTEHOBNEHHOMO SHEYEHWE (BPSMA HATPEEAHWA) DUEHHMBAKT W A0KYME H-
THRYHIT B £8#O0M HKNE C UENEH NPOESEEY KROHTRONA npoyeccd i obecnedesHA NOGLe pEEHRA YEANCTHOCTH NPOSYETSE,

YLTEHOBKW BEOAOYLWIHKE NOTOKO0E B CTEDMNMWEATOPAX, KOTORLIE MWW OCHALEWbl, OKYMEHTHDYOT, W OHW DOMHHb
COOTESTCTEOBATE TexHWHeckks TpeloBaHWamM. CUWTHEBEHME ZHEYEHW# OABNSHWA B CTERWNHAZATOPAX, OCHALYSHHBIX
AaMHE MW CHCTEMEMA, [J0KYMEHTANEHD] PETECTPHPYAOT W OUBHWEZ DT NOCNE KA GOro YHKNa.

B cHCTEMAax HeNpEPREHOMD ASACTEHRA CHOPOCTE EOHESH DA OUBHWEAIDT H GOKYMEHTURYET NOCME KEHWOO0MS CTEpw-
NWIAUMCHHDID LHENE.

AD.2 KoHdrypaus 3Erpy3sM NPOESPAKT Ha NPeAMET COOTSETCTEMSR KOHQMIYREUMA, YCTAHOBNEHHOA B
NEpoUEcCs 3TTECTALWN. ATTECTALUWA HOBOMD PE3MEDE 38MPY3KH MoEeT BuTe NpoBSaEHA NYTEM CREAHEH WA TEMAERATYRHOID
pACHpEfEnNeH il B NPOLYECCA BANMEEUMOHHRE HCCNEA0EAHHA MWHUMBNEHON W MEKCHMANBHO@ 3ATDYIEM. ECNA AKkBWEE-
MEHTHOGTE MMHWMENEHOHE W MEKCRMANEHOA 38TpYI0K NOSTESpMGIETCR, TG 38MPY3IKH CPeOHUX PAIMSpOE CHMTAKTCA
ATTECTORSH HiIMA.

AA01.3 HeTpesoMEHOREGUWA # YEIZEHHA.

A0 A ABTOMATWUACKHS CHCTEMEl KOHTRONA OBECNEYUESNT PErHCTRALMI MEPONDUATHR CTENMNWIELWOMHOMD
npoyecca. 3aperncTpM POBAHHBIE GAHHBE CREEHMEADT ¢ PRBOMWMA NAPAMETDAM, YEA IaHHEIMK 3 JOKYMEHTUPOBEHHBIX
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NpoUedyRay M NOONMCAsHEMH MELOM, NPOBERAKUMM NEMEMNEMOCTE CTEPWAWISUACHHEMD npouecch. CwHoTema
PETHCTPALM BLAHHEXE BPYHHYH HMERT ONpeleneH-biA POpMET 3ANHCH WHPODME LA O CTEDANMIAUACHHOH 3ATPYIKe W 88
HOHGAF Y PELHE, DNPSdEeNeH Md URKNE . DATE 38N YCKE ¥ TARRE NAPAMeTRaX NPOUBCCE, KK BREMA, TEMNERaTYRE, B30V HEIR
NOTCK M (BCNW NPAMEHARTCA | IHAEHUE JEENEHWA. 3Ty uHpopMau#w colnpanT B NpoYecce NPOBSJEHHA UMKNE MNR
CHMTLIBAKRT C OMCTAHUMOHHE X CUCTEM HaBnogeHa.

A 1015 HeT peloMeHLaURl K yeaIaHsi.

A 1016 HeT peloMeHIaAUNE W yEa3aHRA.

A 1017 HeT peroMeHIaUAl K yLaIaHBA,

A 1018 HeT pelomMeHLAUNE W yaa3aHRA.

A 10,189 HeT peloMeHIaUAR K yLaIaHBA.,

A 10.2 TeryWwWHA MOHUTORMHT

HeT peKoMEHAAGMH & YEEIEHWA.

A 103 MecTa pacnonNo®MeHHA KOHTPONEHBIX TOYEK

E@anori-esiue MHAMES TORE DAIMSW ST BEHY TR 38rpy3aH B HAUGonese TRYOHO CTERANEIYEMBIX TOHLax, B kadecTES
ANbTEPHATHER]I MOTYT HpHMeHATECA YK, B Touwks, E0TGpoiE BelJ8pHEBENT NoM CNPa0eneHHoA TEMNEDATYRE B TEHEHHE
HAMMEHELWEBID BREMEHNA, 38KNa0sIEa0T BY N YEN.

Ecnn yCT3HOBNEH MapaMeTpHHSCcKnd BRINYCE, TO0 MUKPOD@ONOrd«eciMin KOHTRON: © NOoMOWeD BM anw YEM »
EEPOEHOMOTHHECHO R MCNETEHME IS WA NOCNE CTERMNWIALMA HE TRebyRToR

Al11 B BINYCKE NPOOYETA NGCNE CTEpHNMIBLA Wigen HpOradnlaguma

b.11.1 Ecne napaMeTpe NPOUECEs BHEXO0AT 38 OPESENE YOTAHOBNEHHEE GONYCEOE, TO NPOGYET He JonxeH GuiTe
OoNyWed & #ononeicead@w. MpogysT CUEHHWBAEMIT B COOTEETCTEMH C NPOUEAYRAMHA OUSHEM HECOOTEETCTEYHILIETO
NpoayeTa. PEWeHEe O HEBHNYCEE NPOGYETE NOANEMUT GOKYMEHTANBHOR PETHCTDA UK.

BanMoeuMosHEE MERONDUATHA DO HE YURTHESTE BOSMORHCE Te NOBTORHOA CTERUANZAUMM NPOAYETA M Y8 KOERH,
4 TaKee BMNWAH®E DOETORHEIY BRlAE0WEs 8 NPOUBLCE BOIOYIWHIA CTEQHNAZELMA HE paBo4HEe XapaKTEDHCTHRR NPOGYETA.
Ecnu nposyKT CTERMNEIYIT NOETORHO N0 NP HHWHE TOMD, HTO NEpEAYH AR BRAAPEER B NEOUSCCR BOZAYIWHOMN CTEDHANW 3EUMR
HE COOTRETCTEGEANA TEXHHHECHHM YCNOEMAM. TO 33PErHCTOMPOBAHHESS GEHHBE O NEPEWHHOM NEOWECCa CTERWNHIALMR
WM CCRNKE HE HWE QoM He OsiTs BENsF4eHEl B HHOODMALMOHHY D NANKY G CTEQANEIELHN @ B CEPRAHEIA NPOTORON.

A.11.2 Ecne Soino OOKA&38HO, YTO NPOUECE BOZOVIWWHOA CTEDMNA3ZAUWY, PESOTAHIWKWA EHYTOM YCTEHOENEHHE X
OONYyCEOE, AENABTEA A @eLTHEHIM @ BOCNPOMIECAMMEIM, TO NOATESREISHUE TOMS, HTO NAPAMATEE NPOYSLCE HEXOOH-
N#ck EHYTPH YCTAHOENEHHBIX NPEGEN0E, CHATENT QOKE3ATENECTEOM AOCTOES PHOCTR JaHH0T0 UHEna. [Nagamerpuieceni
BRINYLK RENABTCA QB KNAPAUNEA o @E KTHEHCCTH CTERHNHZELHA NPOOYETE, A CCHOBIHMW NPAMBE HIMEBZEHRE W CUEHHER
D HIMHECKMX NAPAMATIOE BHYTPH CTERMNAZEATOPE. MapaMeTpUHECEM A BRNYCE HE TRESYET HanevwEa aoyris 0Bpazuos vnik
HCMEITEHWA C MCNONBI08 AHWEM WHOMKETODGE.

Ecnin ANA MOHETORMEIE CTE PUNHZEUHOHHOMD URKNE C NOCNeyslLldM ERNYCROM NPOSYETE HCnone3yaTor BM wnu
Soyrne YEM. To nasHee O QAZMYECEM X CTEPHNMIZLMOH HelX NEREMETREX H BEIYNETATE HCNaITAHWA WHOWKATIPEMMH AHANK-
IMPVEST C WeNeH J0LA33TE8NeCTES MOMEKTHEHOCTH NPOEEOEHHOMD NPOGECCa BOIOYWHOA CTERMNHIBLMA. PysoBoQoTED
% BelB0opy, ACNONB3CEAHMK W MHTEPNPETALUMA DEIYNETATOR BHONOrMYEcKHE WHOAWKETOPoE coaepxnTea B MCO 14161,

£.11.3 HeTpekoMEeHARLHA @ YRIZEHHA.

A.11.4 B enydae cOHApy e HHA HECOOTESTCTEWA $M IHUSCHWM TEXHUYE CRMM TpeloaaHuRM UNW HEAOCTWHEH WA BH
wnu ¥KI yocTasoenesHe s TpedoRaHME, CTERRNAIBLMOHH Y JBMPYIKY WIONHPYIOT, NpAYMHE CBO0R YCTESHRENMEENT i BOE
WOCNed0na8HMA JoKyMEHTHPYHIT.

A2 NogpepxaHWe 3P EELTUBHOCTH NpoUECcca

A2 OBwan MHEopMaLKA

Lenkk QAaHHOMD MEQONPHATHA ABNASTCR ONPSIENSHAS W PRANH3AUMA NEpHOOHYECENE NPOESPOK W WCNETAHHE,
HEDBEGAMMEIX ANA TAREHTHA TOMS, “TO B030EACTEHE YoCTAHOBNSHHED NPOUECCS CTERUNAZELUHE HA MAGENHA NDU TEKYWER
ofpafoThe ABNABTCA BOCAPOM 38 00WMEBIM.

C Wenbh rERAHTHA TOMD, 470 APOUECs CTEPUNH3AUMRY NOCToRHHS obecnesneaeT TpeByemen YOO, neofrognmo
AHENWIMpOEATE NOGHE WIMEHEHUR B WI0ENWH WNW yNAL0EKE, B NpoUecce WNe obopynoBadie. PekoMeHIyETCR NDH-
MEHATE BCRCTOPOHH W CHCTEMY KOHTRPONA MAMEHEH M@, BHOCHMEX B #30ende W 8 npocyece. Mabos @imeseHde, KoTopoe
BneqeT 33 COGON COMBEHUA B CTENAHM NETANEHOCTH CTERMNHZAGUMOHHON 3ATHYINH HE BelX00E, JONKHD HHWUHWYPOBATE
MOBTORHYS NPOEEPEY.

Onp yupesieHHEd 3PEE0CKDEHEHUA, CTEDUNHSYIWAE MHOTCPA30BHE MELWUHHORRE H30eN#A, 5fE@e THEHOCTE
MPOLECEE 04 MCTEN NEPRCAWHECEH OUSHNBRET ANA NOATESPELE HAA TOMD, 4T0 NPOUSCE RENASTCA HOMEKTHEH M ¥ oBecna-
YMBEST COOTASTCTAYHWES CORDALEHY S BROHAIPYSHE HENOCREACTEEHHD NERED (NOBTOPHLIM ) NPOUSCEOM CTERHMHIAUAR
MENWURHCKIMD Wagenua. Mens@uMHCERS W30ENAA, NPOWEILME NBOUSCE JRLOHTEMAHELWHA, OCMATPHEAKT HE NEpedmeT
BHIYANEHOW “HCTOTH NEpS] NEOUSCCoM [NOBTORHOA) CTEPMAMIAUNK. MelHU#HCKME HIOQENWA, KOTORLIS HE ABNRKOTCR
BUIYAMNEHD MACTEMH, HE NOABSPramT (MOETORHOR) CTEDUNASALKY.

A 2.2 NoeTopHaA KanMBpoeKa

DoxyMEHTHROBEHHEE NPOrPEMME KanUOpoekd 0S0pyGOBEHHA GNA MOHWTOPUHIE W KOHTRONA HeobxodwMe Ona
FAPRHTHH TOG, YTO B PE3YNETATE NPOYECCE CTERMNAZELMA NPOQoNKaeT cTabuneHo BRINYCHETECA NPOAYELME C COOTEST-

33
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CTEVHWHKM ¥ OO W paboudrd xapakTeproTakard. MNogpobsayn @HCTRYRGMID No NPoASdEHWD NpOUECCE KANKEpoEEM o
YHETORM HACTOTH &8 BaINGNHEHMA ODODMAAST B NHCEMEHHOM BMO2. BCE WHCTPYMEHTH M OATHWEM, HE ABNAKWLKECA
HACTEH Ean#BpoaoHH0A CHOCTEMSI, Q0N HHE HMETE “ETHYK MAPKMDOERY O TOM, 470 He KanWBpoBxa we TpebyeToR.

YacToTa NpoOEESSH#A KANHOQOEKM OCHOBRIBSETCA HA PEHOMEHOAUMAX NPOMIBOLWTENA, ONETE ALCNMNYATAYWA
HIGENNA, NEAMEHEH HF OONONHHTENEHOMD @MW CONYTCTEYHWE D oBopya0EaHHA LNA BRINYCKE NPOOVELMA Ha CTEPANMIA-
TOPA i GUSHLE PHCHKOE.

FIHCTpYMEHTAPHA W JATHMEM, OKE3ABILMECA 33 NPEAENAMM kANWEDOBCHH B X BHAYSH WG, JoN#HE DalTe 0 Npenen asb 1
AEACHYMEHTHROEIHE B OTHETS, L0TOPSIA AHANMIMPYET COOTAETCTAYHIW M@ TEXHMHSCKHE NEPCoHAD W Nepoosan no obec-
NeqSHU Ka4ECTEE & YaNeH GUEHKEW BNWRHWA HECOOTERTCTEMA HE STERMNEHICTE $30ENUA, 0bpaltioTaHHE: 8 TEMAHUA
BEEMEHN, NPOWeWErc ¢ MOMEHTA NRESs0YWEeR KanuhpoBR.

Neproguecide ayanTE K3NMEPOEHHON NEOFPAEMME NPOESLAT C UENLN OUEHLH 3OEKEATHOICTH OTHETHEI X QaHHLIX,
HACTOTE NPOBSAEHUA (aNAGEDEKY, HEAENHEUEIUAA TEXHAYECROMD NEPCOHANA W COOTERTCTERA BCEA CHCTEME: NPOTPEMME
pbecnevsHna KavecTaa.

AAZ3 DdcnysxBadie obopynoBEHMA

A 1231 NMpodunakTi4eckoe oBcnyHHBEHHE RENRETCA BEKHE M KOMNOHEHTOM CHCTEME W AONHHO OsITe ONHCEHD B
AodyMEHTE G CTAHOBRTHOA pabouai npouenype [SOP). DaHHBIR Q0yMEHT DOMEas COOB0MATE TPadidE OUeHkE HEWEGona e
BEWHEK 48CTen OB0pYIOBaHEA, Ha OCHOBAHUKM MECTPYEURA NPOXZECONTENA 0GopyYA0SEHNE W CTETHCTHYE CHOR MEdopMa-
umne. Jonsed noggepedBaTECA NOFapuin . oBecnesy B3 0w Al DETHOTPAU D BCEY OLY LB CTENEH Hal X NPO U N BETHHS KRN 1
HORPERTH PYHI LW X 848 PON DUATHA Mo 0GCN YHHABEH WA B XPOHOMONEHECHOM N0 pADKE. KOMNCHeH T o0BopyQoBaH WA, NOOReHE-
Wi e NpOdHAAKTHHECKO MY CECN YR MBEH WD . BENYE T {HO HE GrpaH@YRBaKTCA )

- OBEPHEE YNNOTHATEMN;

- HATPEBAKW NS SNEMEHTEI;

- FTEAMETHHHEIE 3ATEORE BHYTREHAHY KaMen;

- BEHTHNATOR R, DOSCNeY#BAK WWE DRUWPEYTALWID BO30yEa,;

- KOHTpOnWpysaWes obopyaoea HUE]

- BOAGYLHBE SMNETDb

- ABM#WMERS PEMHA (ONA NEpEMELLEHHWA NPOSYETOE];

- MOTORE,

- NEEOYNPEH AR LW E CHMHENE CHTHAN M3 LM

- HEONALMS.

A12.3.% Crepinésaguondos ofopyaoEadde, He obocnyHnBRDWEECR Hagnexawnm obpa oM, MOKET BHOAEATR
HETOHHEl& QAHHEIE 0 N3P EMETRAY NPOUBCSS ETE4eHUE CTEDHNE3ALMO0HHOTO UHENE . ECNH BeiNYCKM3GanMa NOCNE CTERWNR-
JBUMH OCHOBHBAETCA HA STHX GAHHLIY, TO 3TO MOMET NPHBECTH K BHX00Y IATDY3I0E, HE NEOCTEPENWIOBAHHLIY COOTEET-
CTEYH WM cEpazom.

A12.3.3 AsandzoTuetos of cbony=uBaHEW AoN=eH. mMmaaHsiM obpazom, onoeasnate:

- TeHgeHUKW choee B paboTe EOMIOHEHTOE.,

- MMEETCA MW HEOEX00MMOCTe BHECSHHA HEMEHEHAR B Fpadirk 0B on Y HHBEHME;

- MMEMH N MECTO MIMBHEHWA B HEKOR-NAB0 MeponpeaTad 0GCnyHHaEHHA

- MMEETCA N HECBXOOWMOLTE NOAYHEHHA GONCAHETENEHOA KERNHEHEALAM NHGaMHA, NPOHIB0gAIMMA OBon -
BaHHE;

- 3P EKTHEHOC Te NPEONPUHATH X ERACTEMA.

A12.4 MepearrecTayun

NepeaTTecTEYKD BhINONHALT ANA MOOTEESHOSHWA TOCD, 4T0 HENPEAHAMEDEHHEE WIMEHEHWA NPOUECCE HEe
0ka3any HebnaronpuATHOIS EBNHAHWA HE 3p@MEekTHEHOCTE CTEpMNEZIBUMORHOND nNponecca: [adHsee o S&NEAEUEH,
nocnegyouied NoaTORHO0A BANKAAURH H O Terywed obpatioTie 4oN=HE NPOESPRTECA HE DEEE 00HO0T0 Ba38 B rog, YTods
YEEQRTECA B GTCYTCTERH HENPELHAMEDEHHEX HAMEHEHHA @ DOKE38Ts, 4TO NEPAMYRLES BANMSAUMOHHEIE MCCNSAGEAHMA
OCTAKTCA BETYANEHE MY, [TPOLEGYPE AHANHIZ W 8r0 DeayieTATel DOKYMEHTHRYVIOT.

NepeaTtTecTauMA HeoBXoORMA B CRYYER, BCNM B CTEPAMNHIALMOHHYK CHCTEMY [ANNEDATYRY WNE NPorpamMmMHce
ofiecneysHle], NPOYSCC, NPOSYET MW yRAaKcEKy BeNM BHECEHB CYWSCTERHHES WIMEHEHHRA, CnocofHEE NOBNAAT: HA
sPEETHEHOCTE CTEpANWIELWK. anee NpMBENEHH NPWMERH W3MEHSHHE [NOMUMO KOTOPhIX BO3MOMHE W OpPYrael,
BCNEACTEHE KOTOPHE MOKET NoTReboBATECA NEPEATTSCTAYMA, BCNK OTCYTCTEVIOT SAHHLIS, COMMAtHD KOTOPBIM MOsaT
BT YCTAHORMEHS 3KEMBENSHTHOCTR!

- AONYEEM, KACANUAECR NPOOYELHA: 3HEYMRTENEHBIE HAMBHEHHA B MATEPHANE, M3 KOTOPOMD WAMOTOENEH NDOOYST,
MMM DONYCHH K0HCTPYEUMR HASeN WA, cnocolssie 0K838TE BNMAKME HE CHODOCTs HAMPEESHEA H3JEN®A;

- KOHCTPYELMA NPOOYETS, CYWECTESHHSIE WIMEHEHHA B KOHCTRYELMM NPOSYKTA, BKNHKYAR MATEPUAENSE], K3 KOTO PhIX
MAroTOENEH NEOOYET, €r0 COCTAR MAW TONWKHHY, cNoCcolHeIe CH33ETE BNMAHKWE HE 30 eKTUEHOCTE NPOYECCa CTERWNR-
LETIEITR

- YNAKCEKE: HasmeHeHMA, cnocofiseie 0Ka3aTs BNHAHAE HA 3ddedTHEHOCTE MALpoBuonorsusckoro Hapsepa,
HEZAEMCHMEBIS HIMEHEHMA B KOHCTRYKGMH YNEK0EKE MNE HIMEHEH WA NOCTAEW WEE, KOTOPEIE MOTYT SYLIECTEEHHO NOBNAATE
Ha D 3HHECEHE CEORCTEA ¥ TENNONEPEAEHY!

- oBOpYICEAHEE IMEHEHHA, KOTOP B E MOTYT NOENUATE HE YCTAHOANEH Hale PEBGHME NAPEME TSl UNA IHIHU TENRHO
HIMEH#TE CHOPOCTE TPOHMEAHWE TENNE BHYTPE NPOOYETE,

a4
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- NPGUECS: HAMBHEHWA NPOUECSCa, HOTODRE MOMYT CYWRCTESHHD NOBNWATE H8 CROCcoS QUCTHMEHHA W KOHTRONA
NapaMeTpoE NPOYECCE {HANPWMED. H3MEHEHHA B NDOTDAMMECM OBBCNEYEHEN, KOHTHONWDYH W EM NPOYELC

- 3AFEYILA MAAEN#R W 88 NNOTHOCTE! HAMEHEHHA B SOHRWMYPELMAK 3AFEYI0H, DAHEE NEOWELWME EANHOSLMD,
HOTOP&IE MOMyT NOBENKATS HA NEOHAKSHAE TENN3 BHETPE SATPY KM,

- BHOHArpyILa #a NpogyeT: nobsie @IMEHEHWR ChIDbR, OEpyMARWed cpedst wnM obpafoTan, KoOTOpeie MoryT
MNOBNWATE HE 3@ EKTHEHOOTE CTERMNHEZALHOHHOIS U MKNA.

Yrofu onpegendTs HeolxoQ#MocTs B NEPEATTACTALMA, BCA MIMEHEHMA, BHECEHHHE B NPOUSCE, NON#HH ORTE
OUEHEHE! CNSUMANUCTOM B 0ENACTH cTapenM3duns. JadHelf cNeunanieT onpeaenfeT cTengis Heodxoaumod nepear-
TECTAUHK. DUEHEY 4 CTENEHE HEOBXOQWMOA NEDEATTECTALMH PETHETHMDYOT JOKYMEHTENEHD.

B.12.4.1 HeT peroMeHIaUAR M yKAIAHKA,

£.12.4.2 Her peroMedlaUnl M yEa3aHui.

A.12.4.3 HeT peroMeHIaURA M yEAIAHKRA,

A125 DueHKa HIMEHEHWA

HeT pEKOMEHOAYHA B YERZEHWA .
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NpunoweHue B
(EmpaEoYHoe)

OnpegengHAe NPOUECCa, OCHOBAHHOR HA HHAKTHEALUWK MHKPOGHOW NONYNALMIA
B @8 8CTACTREHHOM COCTOAHMM (MeToa/noaxon, 0CHOBAHHLIA Ha BMoHarpyaKe)

B OBwan WHopraLHA

MeTog, CCHOBEHHLIA HE GHOHATPY3HE. NPHMEHAKT B TEX CNYYEAX, KOrQE8 BNHAHWE CTEPM N33 UATHHOIO NP OYSCCE Ha
MIGENHe JoNHH0 ShiTh CEEQSHO K MUHA MYy .

JaHsbA NOgLoa HE NEAMEHAKT NEA CTEDPMNAIELWH MHGTORE30EE MELHUWHCKWE 308NWH, NOCKONLKY MEMNEITAHRA
NEOUSCCa CTERMNEZELHMN, COI0RBES MBS BHOHANPYZR0A OT MHOMORAI0BEIXE MEIHUMHEEM Y HAZENWRA, CNOEHD ONDeOenHETE.

MeTog, 0CHOBAHHER HE DucHarpyske, TReByYeT WCHSDNBIBSIOWHE 3HAHMA DHCHArpYIRE, BOZHHKENLLEA HE @I0EnUH
BCTECTESHH ke Ny TEM. [TpH MCNONES0BEHWH JAHHOM MOS0 83 He0BXo0 MM NOCTORHARR NOOCHET W ONWcaHWe BHOHarpyIsu
HE M3genue. BUoHArpysky Ha oBpasup HASENWE, NEELCTABNA DULAE NP0 YKLW G, ONpegenAsaT B cooTeaTeTEMY c TpeboBa-
HAAMA MCO 11737-1. WaonaTs GHoHErpYIcK NROBEDANT HE TENNOYCTORYMBOCTE. PESMCTEHTHOCTE MOo=eT GuTe Cnpens-
neHa NyTEM Bolgepskd oBpazuos M3Zanmd u WaonAToe BHOHATPYIOH NPH OUEHEHHLXY TEMNEPATYDHE R 4 BEEMEHHBIX
JHaqeHHAX. OBpaiubl M3aen«d WNe @30NATel GUOHEMRYI0H O&NEe8 NOOBEPrawT MUKROSUONOrMHEcKHM ACNBTAXURM ©
UENsK GNREOENEHRA KONEYECTES BolMWBLLKE CPTEHWIMOE HNW OONSA NONDEUTENEHER DE3YABTATOE NOCNE Bhl Qe HHEH.
Korga HONUYESTED W PE3MCTEHTHOCTE NORENAKILEACH SCTECTESHHELM MyTem DEOHIIpYIEe oNpeasnsdsl, NapaMeTpes
npouecca, HeobxcoMMe 8 GNA DOCTHHEHWA YCTAHOBNEHHOMD YO HE H3genus, MoryT BeTe YCTEHOBNERE

NpodonsWTEneH Y NPOTpaMeEy MOHWTOP@HIE BUoHarpyakd HE W30endd paspadaTeEdnT © UENsH ELIRBNEHAA
Nfeld MZMEHEHWA E BHOHBIPYIKE, KOTODLIE MOTYT HEBNArGNpMATHO NOEN#ATE HE TPOLBSE CTERMNHEELMMN.

FyHOBOLCTEA W DEILACHEHMA N0 JAHHOMY METOLY ABHb! 8 NHTEDATYPHEIY WCTOMHMEER, HENPXMEep Halvoraon w
Liegler, Pliug W Holcomb, PODA TR2 W Pllug.

B.2 Boibop npoaykra

npl},ﬂ_!,f[T, EHE-FIBHHI:Hﬂ ONA W3YeHWA OnpeqenesisE Npogecca, 4o0nHeH BbiTh THlld b b NpeqCcTIEMTEnaM CTaH-
AAPTHOMD NpoWIgoqoTesd.

B.3 Npouenypa

B.3.1 BUOHAMRYIEY HE NPOAYET ONPESENAKT B COOTESTCTEEM ¢ TReDoBaHWAMKW C O 11737-1.

B.53.2 Urtobe ONWMCETE DEIMCTEHTHOSTE, NPOAYET BRI SERHEESNT 8 TOPAYEN BOIAYEES NEH YCTEHOBNSHHIM BREMEHH
MianM YEENWYSHHOA TEMNEpaATyPe NPEeLnonBEr8eMorn NPoUecca CTERWNHIAYHM, © NpUMeseHWes oDOpyOOREHHA W
NECcUeLyp 4NA HECTWYHOR Bbigepsen chpajyos H3genvn unn Maonatoe BuoHarpysor. (Cu. MCD 18472, npunoserne C
HHCO 11138-4, npunoxadde Al

Npuwmesane— HecWoTpR Ha T, 4TO N0 NPMEEdEHHEIM S0l e CChiNKaM COqepEuTeA HHEORMaUWA O Grana-
THHECEAE WIMNA CHMAYSCERX AHOWMKATOREX, OBHHOIE PYEOBOACTED NEZWMEBHHMO TaOHe K EHGH-H.FFI}'SIE. BOIAMEA DLEEA
BCTECTESHHBIM MYTEM, WK I:IﬁFI-ESLIBM H3gendA

B.3.3 fQonkHa BeTe onpegenads HeoBxo0WMan OPpETHICTE W TOMSOE T YESNW-EHMA, 3 38 NPOYSCCOM HBMHETE-
HHA rOpAYero BoIgyxa oCyWBecTENRNT MOHHNTOPWHT @ K0HTPONE. GOBCNeYMaaWMA 870 HAXOHOSBHME B YCTAHOBNEHHBIX
ngegenas. CuM. MCO 18472 4.7,

B34 MozasepueHdd BHABDHES 8 TOPAYEM B030YEE B TENEHUE ONPEGENEHHE X NPOMEXYTHOE BPEMEHN ONEEOS-
MAXNT NETENEHOCTE CTERPMAMZAUNGHEOND NEOYWSCCEE C NOMOWEBH MAHAMYM OBYE M3 NEPSYACNEHHEY HHHE METOOOE &),
G)unwe)

&) npAMod noacqeT (oM. OO 11138-1. nprnoxedue ©);

] MeTon oMM CTOMUSTENbHBY pPe3yNeTETOR QpaLUMOHHEONT HETETHEHOMD aHandaa {cM. WCO 11136-1, npuno-
weHne D),

o) HApALTEPWCTHEM P2AKLHA BEK RS aHMA-THEENW.

OCHOBRBEACE HE NOMYUSHHEIX DEIYNETATAY, PECCHATHBEN T CH0 POCTE MHHAKTHEALWA D@0 HArpYERe NECOYETE.

B35 WMoxoom Wi cESaaHi o DHoHarpy ke Ha NROSYET (yCTAHOBNSHHOH B COGTEETCTEMM ¢ ¥.4.2), BS PEIHCTEHTHOG-
THENPOGECCY CTEPHMHIALMA W CROPOCTH MHAKTHEEUWH, ONPeSenRiT cTeneHs 0BpadoTan, HeoDX oI MY ONA SOCT HEaHERA
yoTaHoanesHoro ¥OU npoayera. MNpusep nogodsoro pacseta npaeedes & Fllug n vactr 17 B4 0N 6.21.9 PCA TRI:
1ad1.

836 ODbpaboTey YCTEHORMNEHHOMD YOOBHR NPOEBOAAT TPEXKDATHO C YENEK AOKE3ATENECTEA BOCNROMIEGAMMOCTH.

B.4 NMoppepwanme 3ppeKTHEHOCTH NPOUBCCE

B4.1 [aHHi@ nogxea TpedyeT RoCTOAHHOND MOHHTGR@HTE M KoHTPORA GROHArpYyaks HIGenHa.
8.4.2 HeoBroQwMo NOOTESKOeHHE cTalWnEHOA NPWEMISMOCTH NPOUSCCE CTSPWNUISUMA © ONPeASneHHTA
NEpMOANMHOCTER, © NPHMEHEHNEM NEDOYETE, THOIWYHOMD GRA CTAHOARTHOND NEONZECACTEA.
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NpunoxeHae ©
[HOPMETHEHOE)

OnpegenoHWe NPOYEcca, CCHOBAHHOS Ha MHAKTHEALWK KOHTRONEHBIX MHKPOORraHHMIMoB
H IHAHWKH BHOHArPYIKH (KOMGHHHPOBAHHLIA MeTod BHoHArpyYIKW/ BHONOrHYeCHOTO WHAOWKaTOpa)

CA O8wan WHEopMAaLWA

HoMBUHAPOBEHHER MeT0L SUOHArPYIKWDA0N0OrM4eCcKkoro WHOMKESTORE 33KN0YaeT B cede CESQEHMR O pE3WC-
TEHTHOCTH GHONGTHYSCHOMD WEOMKATORE K HOHHPETHOMY CTERMNHAIAWHOHHOMY NPOLNECCY W CBEHEHWA O NoNYNALNY ©
LEIMCTEHTHOCTH SUOHAMDY3Ed HADen R, 4Tofsl YCTAHOBWTE NADAMETPH NEGUECCE CTERUNAZA LMY, [JaHHEIA METO S MOKET
Bk Th MpHMEHEH B CAYYaRE, [Oe SHOHArQy3Ka N30ENHA HABECTHA H EOHTPONMPYEME.

KoMBUHHPOBEHHEIA MaTo BHOHArpYIEM/SUONOrH eCcE0ro MLOHKaTope TpelyeT MOHHTORHHra GuoHarpyske npo-
OWETA C H3CTOW NEpEodM-HHGCTEH, GTHOCHMTENEHOMD NOCTORHCTES YROBHEA BMOHAMPY3KA B0 BREMEHH ¥ ADKASATENECTES
TOID, 4TO BEIRCTEHTHOCTE ABHHON BMOHEMPY3EH PAEHE MW MEHEWE, HEM PEZHETEHTHOCTE BHONOrHY ECEONT MEIMEATOPE.

FPEZHCTEHTHOCTE BHONOIMYE CHOMD MHAWKATORE DOLR3LISRET NYTEM 870 EalGe PEKEW NDH ONPpESSNEHHOA TEMNE PATYRE
8 TEYSHHE YOTAHOBNSHHEIX BPEME HHEE NDOMEXHY TEOE W BRABNEHWA YPOBHA NETANLHOCTH [YPOBHR/NOKE3ATENR HHAKTHEA-
LM Npoyeccd CTEpANMIAUME. CES0AHAA @ DAHHOM YDOEHE WHAKTUEAUMY, NONYN ALY @ OTHOCHETENEHOA & 3METEHTHOC T
BUOHATPYEKH NOZBONAKNT YCTEHOBWTE BREMA BRI0ERHEM 4NA OSHHOMD NPOYSCcCa CTEDHNHAALWH TERMM 0Bpa3om, 4To ¥YOU
MoMeT BT CIPOrHOIMpOE&EH.

PysoBoAcTEo M ooy HOSHAA GEHHOMD METOOS MOoEHD HEATH B MCO 14161, 8 Tak#e B NHTERATYDHSIX MCTOMHUEZK,
Hanpusep Halvorson W 2iegker, Filug W Holcomb, FAD TRI k1 Pflug.

C.2 Npouenypa

C.2.1 BuyTpd #30endA yCTAHABNWBAKMT TOHKY (ToWEW), B K0TOPOR HasBones IRTPYOHEHD OOCTHHEHWE CTEpWNE-
HOCTH-

C.2.Z2 Co3ganT =arpyasy 4NA CTEpMNE3ELWOSHOMD NpoYeccd, COOSpWalyysd WIBeCTHOS KONWHSCTED MAKpoOpra-
HAIMOE C WEEECTHOA DEIWCTEHTHOLTE I K TOpRYSMY BOIOYEY, © NOMOUW D COHGMD U3 CNELYHLIME MeTODoE:

A) PAIMSLAKT BHONOTAMSCHEE MHAWKATOPEl EHYTEH W30 aNEA & TEX TOMKAY, 3 KOTOpEE HEWGones TpyOH0 OOCTH-
rABTCA CTERMNBHOCTE, Wi ME DaIMELWAKT BHYTRE YR,

M

by MpoOBORAT WHOKYNALWE WINSNWA KOHTPONEHEIMA MEKPOODIEMWIMAMW 8 TEX TOMKAX BHYTDW HEro, @ g0TopsX
Aandones TPYAHO AO0CTHFEETCA CTERRNEHOCTE.

MpuMedaHue — MHosyNMpoBaHHEbIld NDOOYET MOHST DACCMATRMEATECA Had GMONOrMHMEcKAR WHOMEaTOp.
{Cr. B w MO 11138-1)

Ecnn Touka pacnomoHSHWA HAFPYIEH HE ABNAETCA HEMBONEE TOYAHO CTESRMNMIYEMEM MECTOM, TO CNpeOenAmT
&8 COOTHOWEaHUE c HAaRBoNes TOYOHO CTEDUNA Y EMOR TOHEDR.

C.2.3 Harpy3sy YNALOSHE3NT TAk XS, KEL M CTAHOEPTHRIA NEOAYET, 0 PECNONATANT BHYTRH CTERMNHAZEGUOHEHOR
3AMDY2EA B TOHKS, [G8 HEMGone e CNoMHS 400 THYE CTERMNEHOCTH.

C.24 CTepun@ezaudoHHyE 3AMDYaLyY BEHABDHNEE0T B NPOLECOE B03SYWHOR CTEDMNWIALMH NDY 3303HHEX Yono-
BHAE, KOTOpEE OBECNEYHBAHNT MEHEWYIO NETANEHOCTE, HEM NPH TEKFLWEA CTEPANHIZUAS, 4TOER HE BCE MHUEPOORTaHH3ME
BiaiNid MHAKTHEMPOBEHE

C.2.5 Mocne BoQBpHER B FOpAYMEM BOZ0YVEE B TEYSHWE ONPEAENSHHBIE NPOMEHRYTEOR BpEeMEHd EbIAENAKT
NETENEHKOLTE, KOTOP Y COSCNEYMBEET CTEPHNHIAUMOHHEIA NPOUSCS, TYTEM O0HGTS M3 CRSaY 0w M MeTOJ0E:

a) ApRMOANogoqeT (oM. C.3.1)

M

by meTon 4oNA OTPUUATENEHSIX PEIYNETATOR [CM. C. 3.2}

Moxoan Ma nonyesHors peavnsTATa, pACCHHTHEEKT YPOEEHE HHEETHEELM A KONTROINBHE S MHEROCPraH@aMosE,

C.2.6 Mocenof Wi cee0eHa o DAoHarpY ke HE HADEN WK {YCTEHOBNEHHOW B COOTESTCTEWNA ¢ F.4.2), pESUCTEHTHOCTH
BUOHATPYEKH K NPOUEBCCY CTEPRAMIAUAN M YPOEHE HHASTHEAUHA KOHTPONEHE X MHEPOOPraHE@3mos, yoTaHABNH®AIWT CTa-
neHe chpaboris, Heabiodnon Gna JoCcTHEEHUA YCTRHOENeHHoro ¥YOU wagenyn. Pe3ic TeHTHOCTe BAOHEIPYIEA M3GEenKA
MoKET ObiTe DOKAZAHA C NOMOLWEH AHEOPMALME, WIBNEYesHOR WA oNyDBNMEOBEHHEIX NHTEPATYPHE L WCTOMHWEDE WRNH
NOMOWEK HCNETEHAA HE CTERUNEHOCTE HEAHAYMTENEHD BROSDEAHHOIG HILENNWA W EM0 CRABHEHHA £ KOHTRONbHBIMEA
ORTAHWIMEMA UK YK

C.3 OnpepgeneHMe NETANBHOCTA NPOYECCE

C.3.1 MNpamon nogcyer
C.3.11 NeTaneHooTe CTEPHAWIALUMOHHOMND LWKNS CNEeOsnanT ¢ AOMOUYEH COCTAENEHWA KPHBOR BHMHEEHHA,
WCMONG 3YA NPAMOA NOSCHET BeME@BLIME CPraH@IMog.
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£.31.2 Bones nogpofHan uHpopMaysa off aTom MeToge npuaedena 8 OO 14181 w MCO 11136-1, nprnowe-
HHe C.nogpasgenC 3

NMoapazgen .5 MC0 11138-1 TpeliyveT BBNONHEHWE MUHEMYM NATH 3TEN0E BIOBRHEN:

8] DO#A3BEABDHES, NP K0Topod ofpa3ysl HE NOABSPTAHT BENWAH W CTERANAHTE (HANPHMEP, BaIQERHES C HYNSER M
EDEMEHEM);

D] MHHUMYM CAHS BROGDEKEE. NPA KOTOROA ®¥MaHecnocoGHan nonynauka cokpawaerca ao 0,01 % o7 HavansHoro
KOMWY4E CTAE (COXPAWEH Ma HE d log, . )

) MAHHMYM TEW BEAEDHEKA, MO B3 DWW WS NPOMEHYTIN MEXAY NPHEEISHHIME BbIWS BEolQSpHE0M B) 1 B L8 psE-
KOW b)),

C.3.2 Merog Qonk OTPUUATENEHBIE PEIYNETATOR C NPHMeEHEHWEM NpoLenype: Holcomb-Spearman-Karber
(H5K P}

BHONOMAHSCHNE WHAMKSTORE BHABDHWESDT B NPOUALCAY NEW ONpRAENEHHEX NDOMEXYTEEY BPEMEH®, NPK 3TOM
OCTAMNBHEE N3pPEMETRRl OCTAKTCA NOCTOAHHBAMM. [locne Eeigepwsd nposogaT npoby wmenwTaTeneHsix ofpasgoe
NoMOWED NEAMOrD NOrEYHEHHA, HCNONBIYA NDOXOAALYH NETATENEHYD CRESY ONA KYNeTYE. MMogc4MT=Iga T cipaym
OTHOCHTENEHO OOpA3U0E, HE NOK33EBWWE DOCTE nocne #HEySauu. Bonee nogpolfnan WHEOODMAURA O QEHHOM METOOE
npueegesa e MCO 14167 w MCO 11138-1, npunoxedse C, nogpasznen 0.3,

Nogpazpen D51 MCO 11136-1 TpelyeT BeiNCMHEHMA MAEH My TATH YCNOBAR BblQSRHEH

] MWHUMYM OOHy rpynny oSpasuoe, B KOToOROoA 8ce 08pasusl NOHE3E BAKT pOCT

o] MWHUMYM OBe rpynne 08pa3yce. B €0Topsx Y acTe ol pa3uoe NokaIeiBaET pocT [quantal reglon j;

C) MEHHMYM 0BS TpYNNbl oBpaszyuos, B kOTOREE pOCT He obHapysean.

Mogudrirauma HEKP, arpaddyed=an npoyeayps Holcomb-Spearman-Karber, NpPAMeHRETOR, SCAW NEW Ea=L0A
EDEMEHHON TOMKE BEIABDHMESETCA O0MHELOB08 KONMHECTED ofipazuoe, a BpeEMEsHOR WHTEREAN OCTAETCA NOCTORH HalM.
AnanonyusHns Gones nogpob=on WHGODMAaUWKY CM. MCOD 111381, npunosedde O, ayner 0.3.2,

C.3.3 Merog DonM OTPHUATENEHLIX PESYNETATOR G NPHMEHEHMEM NpoUueaypes Stumbo Murphy Cochran
(SMCP).

Qo preyna Npoysayps Stemba Muerphy Cochren (SMCF ) tpefyer, utobe GOWMH pEIYNETET 3 20N OTDMUETENE Hil %
COCTOAN M3 BREMEHR [, KONWHBCTES OTPUUATENEHEIX 8QRHWL ANA PCCTA F, EONWHECTES KOMAA 2. NpW 0aHOM Bpe ey BEHABP-
HEW BHYTDM OMAN33048 OTPHUATENEHGE 0N H HAYANEHOMD KONAHSCTES MAKPOOPraHUIMOE HE KOnH o N,

OnA nonyYesMe ADCTOEBS pHEX JAHHEX NP nomowmn SMCP, WCD 11138-1 apanoxenne O, nyder D33, Tpedyer,
uTofs BENMYMHA D BRCHWTREINACE KAK CPEOHES OT MEH ALY TEEY 3ANYCHOB B JHANA0HE OTRAGATENEHOA A05TH, ¢ LENkD
NaaTEE PRI HHA BOCTPOM IS0 0MMOCTR.

OnA nany4esua QON0NHATENEHOA MHQODME Und oM. HCO 14161
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Npunoxedae D
(CnpasouHoe]

KoHcepBaTHBHOS ONpedeneHMe NPoUecea, OCHOBAHHO® HA MHAKTHEALLMA
HOHTPOMLHLIX MAKPOORradnIMoe (MeTom NONHOR rHbenK)

0.1 O8wan wHpopMayma

0.1.1 MeToanonsoh reBani OCHOBEH HA WHEETABAUHE DoONBLWORD KON MYECTEE PE IHCTEHTHE X KOH TR OGN B H B MW DD -
ORraHA3MOE. MpY LaHH 08 a0 02 GWoNorky ecEMd HHOMEATOD NPWMEHRIOT B KA4ECTAS CYIWLECTESHHOA MUKpOSH 0d warpya-
KW HA OOPEAENEeHHsIA NPOUECE BOAgYWs0A CTEpWMNMIdUme. YONoBWA NPOUBCCE, YCTAHCBNEHSEE ANA WHEKTWEBAUNE
HATDYIKM BHONOIAYSCHAM BHOMEATODOM, 38A4HTENEHD Donas CTROFWE, et yonos9da, HeoS2odMMele ONA UHEKTHBAL MK
HUOHANPYIKH, BOIHAKEHILEA HA NPOOYETE SCTACTESHHEIM NyTer. OfsiHo sMeTogom nondod rufieny nocterestor YOO
cemwe 10-% Metog nonkol rubend ne TpeSyeT ofWHWpHE: cEEdesUA o OROHArpYIKe, BOIHWKAKWEN HaE W3IZenAW
SOTECTESHHGIM MYTEM, WNHA YSCTOA NEPHOGUYHOCTY ONpeganesna BUHoOHArp YK, TeM HE MeHea, peryNARHEIA MOHATDDKHHF
HUOHANPYIKH HE H3IGEeN W ABMTASTCR LenecoofDa IH M.

herTog nonHod rBend NPAMEHABTEA 8 CNYHARY, KOMGE yNAK0EIHHOE WALeNHe cnocobHo BeAEpHHEATE YpBIMED-
Hbl& TENNOBH & YCNOBEA B BO3ABRACTEYE, He0BXo0nMoe ONR 0SeCNedaHEA CTEpHNWIALMA (CTEPHNBHOETH). OH Tak=a NoH-
MEHRETCR TEM, rae DEETAMSCHEA MAKPoOHAR HANPYIKA HEMIBECTHE UNM HEe MoHeT SniTh QOCTOBERHO MIMepeHa, €8K
B Cnydars ¢ NoETOPHOR cBpaboThon MHOMOREI0ELIX MEIMUMHCRHE R308NdA. D NPHMEHASTCA ONA CTEPRNMAIALME a8
HOBRIX OOHOPEICELY @306NUA, TAK M MHOTORAZ0ERIX MW UMHEKW K W30 8N WA .

ATTECTAUNA NPOYSCCOE CTEDHNM3AUAM MHOMODAIOERIE MEAMUWHCKWE HE0ENHA TpelyeT WHOMD NOOXCAE, SMEM TOT,
HOTOPEIA NEHMEHRETOR B CAYHERN C HOBEIM NPOGYETOM, TAK KEK ONEEGSNesHe HArPYSKY HE NPOYSCs CTERUNHIA YA Npea-
CTABNAET CNOMHOCTE, @ cRocols npeicTepdnsayscHioR oBpafoTen [HEApAMED, DUACTHE), CNOKHD BEANAIMPOBEATE @
HOHTPORWPOEATE. B OBHHOH CHTYALU MU NDOUECE CTERRMMIZUAR LonHeH OuTe KOHCEPBEATHEHEIM # pazpafceTad ¢ Gonswed
FEAHMUSA HHEKTHBALAR MEKDOODTEHHAMOE, NPEBH LW AKUSH TY, KOTOPaRA HeoBEo0HME ONA JOCTHHREHHA YCTAHOBNEHHOTD
YOO Dandeid Tian obpaforis enondod ribenis smoxeT SeiTe ONPeOEnSH MaTEMaTUMECEY, OCHOBRIBEACE HA SMNADHYEC-
HOM MHEROOPTEHMEME [METOS NONHOMD UMENE), WAK G NEMOLY BH COKpaWeHHoND ypoesA CEpaboTh, K0TOpOR NOOASRTEETCR
KOHEPE THRIA MUEDDOPTEHAEM (METOL H3CTHY HGMD LMENES ).

0.1.2 MeTtoa nonHo@ refens AagnreTcA Havdbones NogXoaAW MM ANA CTEPUAM3AUMOHHEIE NPOUECCOE, T8 MOKET
fnlTh SOKAIEHA NUHEAHAA HMHETUKE WHALTHMREUMK. JasHei MeTon ocoBesHo NpuMesMM 8 chepe ZOPEBOGKXPEHEHHA,
rae oNpedEneHHE HEMPY3EA HA CTEPHNM 33UACH HBlk NPoUSCE NPeAcTARNRET ONPe0ene HHYH CNOMHOCTE.

0.1.3 PysoR00cTEOS @ DEIBACHEHWA HE TEMY METOLE NORHOW ribeny npreageHe 8 VOO 14161 4 B NATEPATYDHE X
WOTOMHAKEE, HanpuMep Halvarson w Ziegler, Pflug v Holcomb, PAD TRE w Pfiug.

0.1.4 Mp« onpesenssdd NPpoUeccd nonHoA rdBenn HeoxodWMo HENoNB208aTE NHED METOS, NEHEROEHHRA B &),
nefo meTon, NpUES0EHHEA 8 D), Heke.

&) MeToOnonoEWHEl UMENE: NEOSOGAT BSSM0 TRH SKCNSpHMEHTE NOJRRL . KOTOPEIE NEHMADLAT K NONHOH WHARTHES 4 Mu
BHONOrHHecsoro HHAHKATORE (G NONYNAGHER HE MeHee 105}, ona NogTESMHOeHHE MUHHMANEHOID BREMEHH Bl e PEEH.
YCTEHOENEHHOE EPEMA EbiDE P3N JOMKMHD NDEER W ATE ABHHOE MAHMMANEHOS BPEMA HE MEHEE, ~aM 8 OBA PR3E.

Mpuameyadse—B npouscce BOIZYWHON CTERMNMIAUAM MUKDOGHAA MHAKTMBELMA HEMWHEST NPOMCXOOHTE
np# TeMNepaType Gonee HMIKOA, 48M YOCTEHOBNEHHEA TEMNEPATYRE CTEPHMNM3ALMY [B TEUEHME DA HATPEBAHKUA], W B8
CHOPOCTR YEEMMHUBAETCR C NOBLIWSHWEM TEMNEDATY DR G0 YCTAHCBENEHHOA CTEPUNAZALGMOHHOA. Mukpoli=an MHaKTHEELMA
NpoOoN#3aTCR B TEMEHWS BCATD BREMAEHN BIOSpMKA NP CTEpMNWIAUMOHHO® TEMNSPaTYRE, 8 TEK=a EO0 BpeMA HE3H
oXnExnesda. Merod nonoEWHLl LMEna Tpedyer, uTode Bpess BROeDHEY TEXYIWMY CTEOMNHIAUHOHERY LAKNOE Gaino, €ay
MHH@MYM, B 083 paza Gonslue BpeMeHd BelgePHEM NPY MHEPoERONorHueckoR aTTECTAUMA SHCNAYaTARyeMoro ofopynoBa-
HHMA, TAEWM ofpazon ofecneyvMEaR BHYWHTENsHWA 33NAC NO PAHMLE HHAKTUHEALWN MUEPOOPIEHWZMOB TEKYWME Npowi-
B0JCTEEHHLIX CTEPUNAZALMOHHEIX UMKENDE.

b} MeTeQ pacyeTa LHENE: NEpaMeTPsl TEKPLHE NPOUSCCOR, 082 CNESYHBEH WHE COKPAWRHHE CNop Bronoriuec ko
WHOMEATOPE MHHUMYM HA 12 log (SLR), yCTEHEBNHARK T RRH NOMOWH 0AHOTO M3 METOAOE, ONUCEHHEX B 0.5, Kank-ecTao
GHENCE YOTAHABNUBAKT COTNACHD NPEMEHASMOM Y METOOY.

0.1.5 NorsHo BeTe A0KEIAH0, HTO PEIMCTERTHOCTE GHOHAMPYIKA HA TPOAYHT PEEHA W MEHBWE PESMCTEHTHOCTH
BUONOTHHBCEOTD HALUEATORE.

0.2 Beibop npoaysETa

ﬂp{lﬁ:"H.'l', B:H.ES-F-\EHHHII"I OANA ACCNefoBaHWA onpefenasds Npoyecca, AonHeH NPeOCcTABNATE TEEYILAE MRO@3-
805CTAaD.

0.3 Mpouwegypa

0.3.1 OnpeaenfwaT Havbonese TpyOHD cTepunPsyemMos dagende wnn YHEM, koTopos cTEPHNMIYETCRA HE MEHES
TRYOHD, 48 M HANBONES TPYLHO CTEPUAN3YEMOe hagenne, ofpedaTeBaeMoe 8 AEHHOM NPOUBCCE.
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D.3.2 BHYTpW W3NENWA YoTEHABMNMEAKDT TOMKY [TOYEM), @ KOTOROA HavWbonee 3aTOYOHEHD DOCTHHEHHS CTEPAAL-
HOCTH.

D.3.3 CoanadT HEFPY3KY ONA CTERMNMAIELYMOMHOND NPOUSCod, COO0BDMAWY WIESCTHOE KONMYMESTED MAKPOOR-
TEHHIMOE C WIBACTHOR PESUCTEHTHOCTR M FORAYEMY BDIAYXY, © NOMOW B DLHOMD WE CNAGYLLKME METOOOE!

3] parMEWEnT BUONOTHHEcKHe MHOMKATEPs BHYTPH NPOAOYETE B TEX TOHKAEY, B KOTODLX HEXGONSE TpYGHO J0CTH-
FEETCR CTEPUNEHOCTE UMK W PRIMEWEHHE BHY TR YETT,

WAM

D) MHOKYNUPYSDT KOHTPONbHEMWY MHEPCOPFEHWIMEMM T8 TOUEH BHYTOM NPOAYETE, B KOTOPRIX HAWBoNes TPYIHO
AOCTUIEETCR CTEDUNEHOGCTE.

Mpuwmeyanue— HHOKYIMPOBEHHEA NPOOYET MOMET PARCCMATPMEATRCA K3k SUONOTHYECEMA  MHOHKETOR.
(CM. 8.5 MCO 11138-1.)

Ecnu TOHSE PACTONOXEHNA HEMDYIKH HE ASNRETCA HARB0NEE TOYIHO CTEDUAMIYEME M MECTOM, TO ONPEOENFOT 88
COOTHOWEH®E ¢ HaMbBones TPy QHO CTEPENMIYEMOR TOMNKDA,

D.3.4 Harpysky yNakoBeIBasT TEY ¥a, KK W CTAHOADTHLIR NPOOYET, W DECNCNEra T BHYTPH CTEDMIHIALWOH HOA
IBFPYIKA 8 TOMEE, T8 H3aHA0NEs CNOHHD JOCTHHE CTEQHNEHOCTA.

D.4 MeTtog «acTu yWkKna

D41 CrepdnvIaUMOHHYH ZEMQYILY BHOEDHHBANT B FTOPAYNEM EOIOVES OpW yCNOBAAX, YCTAHORMEHHEX ONA
AOCTHHEHMA MEHBWSA NETANEHOCTH, Hek JOCTHIESTLA NPW TEKYWEE CTEDHNH3E UHM.

D.4.2 NMoareepeasnT cTensHe obpadoTed, HeoBuogrMon ONA WHAETHEBLWKA KOHTRONEHBX MAKQPOOPrEHd 3608
B koneqecTee 109, Ha BHONOrEHechoM WHORKATORE, COOTRETCTEYK We M TRedSoeanaam MO0 11138-4.

0,43 OGpaBoTEy onpageneHHend YpoBHA NPOSOAAT TREXEPATHD G UENLE NOATESPELSHAA BOCAPOMIEOOHMOTTH.

D.4.4 EcAM HHAKTHBELMWA KOSTPONEHE X MUEPOOPTaHAZMOE B KONWHELTEE 109 nogres pEOSETCA, TO QANeE CNpane-
NAT CTENeHe oHpadoTen, HeodXoanMon QN A0CTHHEHNARA YOTEHORNEHHORD ¥ OO, £ yHeToM KONWYMECTER W PEIHCTEHTHOC-
THHORTPOMEH B X MUEPOOPraH#2Mos Ha BRonoriHechomM HHLMEaToORE.

D45 Heobxodduyr cTeneHe oOpaGoTEM GRpefennsaT KOHCEPEETHEHEM METOLOM, W OHE donsHe OeTe BABOE
Gonswe, HemM NEW COKPELWEHHOM ypoBEHe 0BpaBoTin.

0.5 MeToa NONHGIO WHENA

D51 CrepanMiIauMCHHYH SEFPYIEY Bl 08K ABEMT B TOPRYMEM BOZAYXE NpH YCAOBMAX, YCTEHOENSHHE X qna obec-
Na4eHMA NETANEHOCTH, OOCTATOHHOW SNA MHAKTHEEUMMA Do NOrM4ecions MHOHWKATOPA, COOTERTETAY DLW aro TREdoEaHHAM
WCO 11138-4.

D.5.2 HoMWHaneHEA NONYNAUKA HE BHONOTAYECKOM WHAHKATOPE DONKHA NPEEHWATE, K3k MUHMMYM 05 «log,
NoNyNALKE, PRCCHATEHHOA K2 £ 12 4 cepTed¥UHDOBAHHOR BENH-HHE D \go ANA BUonaraveckors iHakkaTopa. Cnegosa-
TENRHD, GOMMHE YHHTRIEETECA WIMEHEHHA B MUKpOSUONOrA-ecans MAHMOYNAULMRE W M3MEHEHHEA BendaqsHe O gnA
TECT-MHEKDOORIEHN IMGE, KO0TOPEI8 MOrYT Ge T BB 388 Hil KGHTAKTOM & NPOAYETOM MM EOHTAM@HHDOEIHHE M MATERHEN0M.

Fo i HEEDAWTCA NEW NOMOWE ypEBHeHEA (D01

Frn = Dhpalloghiy — logh,}, (0.1}
roe Dz, — aen#idHe D Beonordiecsons HeAHKATORE Npe TEMNEDATY e Bugepakd 160 °C,

N.:I — #HaHecnocolian non YNALWRA BHONOrHYECcKOrD MHAMKaTO pENepen BHABDEHEEA;
I"l'IJ — #HaHecnooobHasR nany naunAa D 0N Orde CEGIO HHDW RETORE NASNEe BE 38 DHER.

Npumeuwasde— WCO 111364 onpegenasT 2ennHiHy Do, PEEHYH 2.5 MUs © aennd#Hod 2 = 20 °C. Cnegoea-
TENaHD, EIE'HII_':;H Ha Npougcca Fr, Don#Ha GeTs He Meses 2.6 « 12 = 50, rge npdMERASTCA METOOD NONHCA rHBend v Tpely-
eTch YOO 107,

0.5.3 Baciuz atrophsaus ABNRETCA NPHMEPOM KOHTPONBHOTND MUEKPCODrEHWIME, DEMORCTRARYRWErD BB COEY D
CTEMEHE PEIMCTEHTHOLTH K FOPAYEMY BOIOVEY M NOAX0GRWETD ZNA NPHMEHEHAA B JaHHOM MeToae.

D54 MareaHeHHa B oBScNEYsHHOA NETANEHOCTH, KOTOPEIS MOFYT NPOW30ATH BHY TPHM CTER AN 3JALHDHHON CHCTEMEI,
A TAKKE BEPOATHOC T TOTD, HTO OHH MONYT NEHEECTH K NON0MUTENEHOMY PE3YNETATY HCNETAHMA. A0NEHE Bl Te BENHE HE
B pacHeTh GNA BLIRBNEHHA Yenesod Fy.

MAsEMMENLHER ESAH“HHAE FH. Heobyog@Man ANA SOCTHHEeHHA ROHEpeTHOro YOO, someT GuTe pacCHETE=a o
norowel ypaesesua (002)

Fr = Dyggiloges — log..b) (0.2}
roe § — #esHecnocoBAan NonyYNAUNA BHONGIMUSCHOTD BHOWKETOPS;
B — yoTaHOBReHHEA YOO {1075
D.55 CTepunUIaLWOHHARA 33rPy3Ka BEIABPKHBRSTCA B FOpAYEM BOI0YNE NP yoNoBRAY, BeiBRARHE X 4NA ofecne-
4EHWA UENEBORA F . ANRAAOKE3ATENLCTAS OTCYTCTEW A BEKHE LMK MUKDOODTEHW3MOE. ECNA, COMNACHD pe3yibTaTa M HONk-
TEHWRA, YCTAHAENMEAETCA NPMEMNEMOCTE OEHHOMD YPOEHA 0BpEBaTLA, To NPOEOAAT ABE NOBTORHalX UCNEITAHUA © LA LD
AOKAIATENLCTES BOCHPOWIB0IMMOCTH .
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rocT P UCO 20857—2016

Mpunowedne E
(CnpasouHoe]

PaapaBoTka npouecca

E.1 FazpaboTea npoueccd — BRONOrMYECcKME METO OB

Huxe NprESfaHsl TR METOOR. KOTOPLIE PHEMEHART ANA ONpeqeneHa NETANEHOCTY npoyecca. MeTod nonHoR
rilend neeeT HAWBONEWHE 3anac No FPEHMLE MHAKTHBELWH MUKDOORTEHH3MOR W ASNRETCR CAMSIM NPOCTEHM B ACAONE-
INEAHMM.

MeTom nonHol rBend: oCHOBEH HA NPMMEHEHNE PEINCTEHTHOMD B ¢ MABECTHOA NONYNALMEDR, DEMOHCTPHRYWER
CNPEASNSHH0E NOTE U HMUMECETE CoLpaUeHEe cnop — S5LR. MeToaw nondon refens ofudso NpUMESANKCE ONR yoTa-
HOEKH LUMKNOE CTEQHNMIANHH ropasumM BO3OyXomM 8 NPoMBIWNSHHOCTE. [ 3HHeI@ METOL OCHOBRIBRSTCR HA NPSSNONOHEH MM,
HTO B NPOUBCESs CTERHNHIAUAR AHEKTHEAPVETCA BRICOKEA MUEpOBHoNorniecxan Harpyasa (Hanpereap, mexay 10° u 10%),
HOTOPEA, BOIMOKHD, HE WMERT OTHOWSHMWA K BHOHBIPYIKE Nepe] cTepaniaaunen. JasHe A MeTod HAassBRETOR METOGOM
NONHIA TASENK, TEK KEK FCNOBWA UMKNE, YCTRHOBNEHHEE C Genel « yinTes Mmukpolnonorvyeckyi Harpyasy, ¢ Aonon-u-
TENEHEM 2808508 NPOMHOCTA, QONKH BETe HAMHOMD Bones CTROMEMY, YeM YONoBEHRA, HeoBx0guMEIS ONA WHIKTHEA UWA
BUOHATDYZEM HE NDGAYETE.

BenuwuuHa O MukpofMonordyeckod 2arpy3si W MHKDOORTEHWSMOE BHOHATEYIEH Ha NPOOYETE MOWET PAINHAYATECA B
PAINAYHEE CPROSK U DR3NM-MHEX MBCTAX pAcnonokedus. TakaM opaiom, HaHaY  BNsHoE KONWHECTED WA EOHLEHTPALUKHA
HATEY3IKY Be@UMpERTCA HE OCHORE PEINCTEHTHOCTH NONYNAUAM CNOP NP 3808HHE Y YCNOBMAY MCNONEI0EIHNA.

Mph ApMMEHEHAY METOSE NOAHOR NMEens HEOBX0QRMO YINTEEETE NOTEHUWEBNEH0E CHHMEHHE TEMNSPATYRE Hage-
N#A @ Bro YNEKoEEH WA KCHTEAHEPA. YESNUYEHHER XHMEHSCKAA B PRINUECEER JEFRagaURa, YoHNeHHDe 0BpalnaaHHe
YECTHU W OFPaHAMEHWE CROXE FOAHOCTH NPOAYKTA MOfyT GeiTe pESYNETATOM YPSIMEPHON BRIOEPHEM NPA BECOHHX
TEMMEPETYRAK.

MposIB00RTEN: GOMHEH NONYHETE ABHHEIE O TANMYHEX BUOHATDYIKa%, HRHECSHHSIX HE HILENKWE. 3TE JEHHEIE HE
SomwHsl GelTe CTONS ME HCHEPNE BAHW AMK # HE A0NEHE NONYYETECH TALME YAGTO, AKNpw paipaloTie ZaHHoro MaToda.

HoMBUHHpOBEHHSIA MeToa BHonoryeeckars MHOWKATORE!/ BUOHArDYaKd: soMOUHEPOSEHHE A MeTon BV BroHarpyars
OCHOEEH HA MTPMMEHEHNY peascTesTHOrD B wnun Y KM c nonynAumel, pREHOR mov Sonewed, 4em NnonynALUMR HETYPaNEHOA
GeoHargyId H3 Hagenne. JesHsIf METOS NPUEMNEM, KOTA3 HMEKTCR ADCTATOUHLIE AAHHE e O BHOHATPYIHE, NONYHEHELIS
B pEIYGRTATE NPOrPaMMe MOHATOPUHIE BHoHErpY KN, SToBR OOKEIETE, 4TO MOKET NPAMeHATECA B wnn YK ¢ nonyna-
YHed MeHse 108

Mpw koMBUHHpoEaHHOM Togrode BIGHOHEMPYIKA, MARPOBHONOIAYECHEA CTEPMNHIAUNOHHAR HAMPY3RE NEOOYETE
MomeTnoTRedoBaTE MHAKTHEA UNH #3HEYAN EHOM KOSUEHTPEUMK MHOXYNMDOEGHH 0TS MATEPKMANA A0 YCTAHOBNEHHOMO NOra-
PUEMHYECKIID YOoBHR. OTHOCHTENRHER PEIHCTEMTHOCTE @ MONYAAGHA MHOKYNTMPOBAHHOTD METESpHAENA NEepBWYHOR
HATEYINM MAEPOOPraHW 383 MUEpOBMOnNGritdeceod HArpYake A0NEHE CPABHUBETRCOA 00 CREOHWM KONWYSCTEGM W TENNOS0H
PEIMCTENTHOCTEN SHOHATDYINY, HAHECEHHOR HE NRoAYET. TaKoe CREEHEHWE NOKA3LIBAST, HTO MHAKTHEAYUR NDEOONpEne-
NEHHIMD YPOBHA MEKPCBHONOFMYeCKol HATPYIKU TAPEHTARYET ADCTHHEH NS HENAEMON BEDORTHOCTH B KB ME MBKDC-
ORTEHMEMOE HE OwoHarpyske. CHNTASTCA, YTO SaHHBR METOO OCHOB3H HE GUOMarpyIse, cnejoeateneso, OuoHarpysra
MPOCHHTREIETCR W PR IHCTEHTHOCTE ONPEdenaAeTeR, KK B MeToe afconmTHom BUoHaTRY RN,

feron SEconNETHON GHOHEMpYILH: OBpasue A30anHE, KOTODBE NOKE3LIBEET HEMBONS S BICOKWE YROBHKA Gwua-
HATEYIKM W GPraHMEME C HBMDONBLLER PEIMCTENTHOCTED, NOGSERraaToR BOIDICTEI UMM NepEa0aM Beloepwid. Nocne
BRAEDEEA NPOBOAAT MCNBITAHME HA CTERMNBHOCT: B COOTESTCTEWE & TpeBoaanuAmu MCD 117372,

MeTton abconnTHod SHOHETRYIEN BHNGOYSET NPOBSPEY HINENHA HA TENNOYCTOAMHERS MAEPOOPFaHMAMEl — HANDH-
WEQ, ¢ MCNOABI0BAHMERM HI0NATE SUOMATPYIKA {NONYYEHSO0TD B UENAX COZ0EHMA TEYAHOCTH ANA CTE PHNMIALAE HILENHA],
npegeragnAmwens cobon HAMBONES PEIMCTEHTHY D NONYNAUMD BHOHAMPYIEY. WE0NAT BHHAMDYEEM MOoMeT BuTe passmso-
HEH, MHOKYNUEOEES HA WNKM BHYTPE NPOOYETE W MCNONE30BEH NEM MCCNEA0BEHNA TRYAHOCTEN ONA CTERMNMIALUH NPOLYK-
GHH C UENEE: A0KA33TENRETEE HENAGMOW BEROATHOCTE BEIHME LWL MEKDODPrEHHIM0E B DWOoHArpYIRe wagenua. DbuuHos
KON@ecTEe BHOMATp Y I, MCRONEIYEMOE B PACYETAX, OCHOBAH0 HE CPefHEM KON nHecTES BHoMarDyYIKd NNOC TREXKpATHOS
CTAHGAPTHOS OTENOHEHWE.

FezHcTEHTHOOTE BHOHEIPYIEN MOXHD ONPE0end Te & NOMOLWEE BEalGepHEd cBpalgos NpoOyrELM K, COGepHaW wE Buo-
HATEYIKY. B YEENHYEHHLIX BPEMEHHEX MHTEPEENAY BRIOBDHEY NOW NPEORAraeMe s YCROBMAL LMKNE, 8 3aTEM NPOEECTH
WCMETEHWA HA CTEPRMLHOCTE C UENLH ONPESeNesHA KONAHECTES BREWELIMY ORTEHHIMOE WNE O0NW NONOKHTENEHE X
peIyNeTATOE, MPACYTCTEYVHIWME TP PEINMYSHOE NRODoNHWTENEHOCTH B0 pHie (Halvorson u Zlegler, Pflug » Holcomb),

BecHarpyaka Ha TPOOYRT, KBK NREEMN0, COCTONT M2 CMELWAHHEIX OPraHy 3808, 0D MHO WMS DWW FE3HEE BSNHYH-
Hel 0. B DadHOM cnyYyas NorapapruYecios coRpaly BHHe KaXOOro OpraH«sMe nocne 00WHAKDE0I0 BREMEHA BE 0N
GyneT pasnedatecA: Tarasm obpazom. cbwes norapaseueckos COEPALEHME NOCNE KAKOOMD WMHTERBANS BHOEPHER
Takke He HByLaT OQMHAKOESIM W rpadiik He GyoeT nudedHsiM. NpAMER NUHKA 0T WIHEYANEHOMD KonWecTaE Go mobod
SOWHHYHOR TOY KW MOCNEe BeepEr BYaeT N HEQOCUEHMEATE, UMW NE Qe QUEHHBATE KOHENHYH Tougy n ¥iDC,
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rMCcT P ICO 20857—2016

B HaqecTES ANETEPHETHER! BEOAMOHHG NPHEMEHUTE MI0NALME WM D8 IMHORAHAE C TOCNS LY WER BHOCYNALWER Ha
NEGOYET @R 00yrod NoOX0dALWA HOCHTENE ANA ONPENENEHUA PESHCTEHTHOOTH GRr3aHUIM0oE OWoHArpyake, DOQHEaED
PRZMHOKEHRHE MOMET HAMEHETE PEIRCTEATHOCTE SROHATPYakM. PRIMCTENTHICTE GRYIHE CHOTEM MRKDODRaNoruseciaR
HEMPY3HA, ROTOPEE MOTNA S5 MCRONEIOBAETECA SNA TEKYIWETS SHONOIHYECEDNT MOHATORMHNE, TREHE DONHHE SelTe ONpe-
ABNEHE.

LiMan, oCHoBaHHelA HA Buosarpyade, Tpelyer nabnoaesui 93 SRoHargyskon ¢ HECTORA NEPEOORY HOCTER, © LENEK
ONpEgenesWA KONUYEecTEa HMOHAIDYI0K U BMACE MAKPOOSrasMIMOB HE NpoidykyMi. YacToTa npoeepok BUoHarpyasu
JEBMCAT OT HANECTEE @ H3MESHUBEOCTH CTATHOTHHECKWY ABHHEE, THIOE CTEDAINIYEMEY WI0ENWA, NPOWIETOCTEEHHOMN
NPOUBCCEE M THNE APOLECCE CTEPUNAZAUWKM. B KEHA0M NPOWIB0NCTESHHOM YHPEHO8HH A LoNHEk BpaTeca npofe ¢ Haubo-
NEE THNWYHEE NPOAYKTOR B NpOWRCCE TEKYWeros NporaecacTea. Donkda HwTe paspaioTana NPOTREAMME MOHHATORHHNE
GHOHAIPYIKA © USNbH SHERWIA NIeBbid HIMEHEHHR B KOMNOHEHTIY NPOAYETA MW B NPOMIBOLCTES, B CREOS NEOTERaHHA
NEGUECCOE MPOAYKTOE, KOTODEE MOMYT OKE38Th SHEYMTENsHDE SNMAHWE Ha Guodarpyaky. Ecnv B NponigogcTeeHHGA
CEEOE NPOECEEIAT HAIMEHEHHA, To HeoBXoLHMO NPOESANTE DENCAHHTENEHEIE HABNKABHHA 38 SHOHATDYIRDA,

E.2 PazpadoTHa npoUusccs — PHIMYSCKHE METO Ak

Brnd paspefoTaHe MATEMATUYECHHE MATOOH @ FpERAYSCEME cnocolBe, ¢ NOMOW B KOTORRY DECCHHTEIEAETEA
NeTaneHOCTE NPOYScca (MACTC B PEMEHHAR =AK thﬁj Nno AHHEM O TEMNEPATYRE W3Aenka. PACUET BendqdHzl F,
NanyYeHHOR CX00R ¥3 ABHHEX O SMIRYECHEE NBDEMETRAN Npoueccd, 0l EACHASTEA 8 TRXMY NATERATYPHEIX HCTOMHHEAY,
kak FDA TRA, Stumbo v Pllug. Onpegenanun sensqsHe O, BenqaHe £ F . BennanHs th , M EBMAMHHE Z NPREE e Hal
B pA3geNs 3 HACTOAWEID CTAHAARTA. [NA pECHETA BENWHAHE F HECGROOUMO IHA“EHME KOHTRONBHOA TEMNEBRATY PR W
FHAMEHHE BENAYMHHB I,

Jeu Bonswe 3HAYEHWE BENMHHE O, Tem Bones pesMcTEHTHRM K TENNGECM Y DE3EYILEHW K RENASTCA MUKDOOQPTE-
HAZM. Banwy#HE Mo#eT DalTe NONYYEHE C NOMOILEND NOCTROSHHA FTPAQHEE NOTEDWEME 0T SHENE BaiMMELIWY MUKDOODTE-
HHZMOE W BEEMEHM CTERHNMIAUMOHHOA BhIGepHEA, BNOCNEACTEME BOBMA, cooTBETCTEyHWee | log CcokpaleHdm
YMCMEHHOOTY, MOMET BRTE MAMEDEHO HATPAMYH .

NpuMexarse F, ANA BRIDAKSHWA NETaNLHOCTH UWKNAE NREONONaraeT HENWYWe KOHTRONLH0A TeMNepaTypsl. CTam-
AAPTHAA KOHTRONEHEA TEMNERATYRA GNA FopAYEnD Bo3gyxa 160 “C, c Benn4nHoR 2, pagHod 20 °C . Tem He meses, cnegyeaT
OTHETHATE. “T0 G YHETOM TEMNERATYHLX DEINHYWA B NPOLSCCAN BOZAYWHOH CTEPHNMIZUNA MoXeT OaiTe BebGpada nodan
KOHTRONEHAA TeMNepaTyps. Jadsme o TeMnepaType HAgenus, colpaH-sie 38 BECE NPOYECE (HATPEEAHHE, BolOS0HEE,
OXNEXABHKE), NpeoBpai0anBANTOA B IKBMEANSHTHYE NETANEHOCTE NpH 160 “C W MATEMATHYSCKE WNKH TpafUYecsy
MHTEIEMPYHITCR C GENbi NGNyHe A BM 3EHeCcHOl BENW M MHEI NETANEHOCTH, BEDAKEHHIA E AXEMBANEHTHaIX MUHYTAX NPH
EsigepHie Ha 160 “C. Hanpuaep, <axgan MedyTa npy 140 °C pMeeT ypoREsds NETENEHICTE, pEaHslA 0.1 mus npy 160 °C,
Boni z = 20 “C. HekoTopH e NpOTDEMME BMOryT PACCHETHESTE SHEMSHWE BENWMRHE F B NPOUECCE NOCTOAKHD, B TEHNEHUE
CTERHNHIALADHHONG UWKNE, NP NOMO LY BX00HBIE OBHHLIX OT 00H0T0 UNA HECKONERAE TEMABDATYDHE X AATHREOE EHYTRR
vigenus. Ocofbe METOOWKH PACYETa Fy ONMCAHE! 8 HCTOUHHMERY N0 COBNKEM. NPHESOEHHEIM B HACTOALEM CTAMLAPTE,
A TAKKE BEOPYIUE NHTEPATYDHEX HCTOMHHLEN.

MNpeaEapHTENEHEIE ACCAEO0EBEHHA QonHHE sl Te NPoEEOEHE C UENES SHE0DE TOHSH MOSHTORMHIE TEMNERATY PR

ana pacHeta Fy Tasnm obpazom, 4Tobe Bennynse F. npuMesaeree Npy paspabioTie npoyecoca, NpeacTagnRiM coSon
HEWBoNbW YL Harpyaky #a cdcTemsy. JadHee WCCcnefoBadHWs JOnNHHE TIKEE BANKYETE W3YHEHREe TEMNepaTypHoro
PRECHQOCTRAHEH MA BHYTRW 3JAMPYEEHH0A CTEQHNAIALMOHHON CHCTEME C U8 NbsD BRABNEHUA HEHDoONEE MEONEHHD HEFpE-
BIEMEX 30H BEHYTEH CTEDMNHZEALMOHHOR ¥8 MERH, ONDE0eneH A BOIMOKHOCTH WX BOCIPOMIBOGWMOCTY M Ha X0 EHARA
HEWGONEE XONG0HLIY 30H BHYTPH CTERHNH3IAUAOHHOA XAMEDRK B NPoOYSCcE Bedepsin. JaHHE e HOCNeqoBEaHUA G0N HHE
NoKE3ATE, 4TO TEMNEPATYPHEIE DETHME HEXOAWTCA BEYTRPR HanbBones XONOOHOA 30HE MIZENNA, WK A0NEHE G6lTe 48HE
AOKYMEHTHDOBAHHEE TEXHHYECEME PAIBACHEHWA H2 NpeaMeT 2wBpEHHOMD WMECTa PRCNOAGHEHWA TEMOepPaTYRHOFD
aatq«kE. Ecnue paimep ynasoBkd WNW KOHTERHEDS, MNKA 00bem 3I8MQy 3K HEBENWK, TO Q0N¥HE ShiTh YHTEHBl BDIMOBHEE
s esTsl TENRONEOBOOHOCTH HE NOBEPXHOCTE AATHHKS W BHYTPW H3AENHA, 8 TAKHEe HEoG X0 QMMOETe NOMELEHHAA JaTHHLA
HE COOTBETCTEYHILYH TNYSUHY © UENED MUHHEMMIEUME OCHOBHEIX cH08E no TENNCNDOBDOHOCTE. BoNse MENCME NPOEDAA
ANA GaTHMEE MOryT Db Te HCNONS30B3HE ANA MUHEMMIAUHE 39 DEKTE HEFDAEARUA.
Tou=aR oUSHKE BENHAY#HE Npoyecea Fo, o Tpelyer, 4Tobk CHETEME WIMEREHWR TeMNepaType Guna oTansbpo-
E3HE Hagnexawsm ofpasom. HoppesTHRYDWAR RoSPpuMedsT Qonwes OoiTs Np@MeHed £ OTAENsHbIM IHEYEHRAM,
npeskge dem GyoyT NPOBOOMTECA PACHETSl NETANEHOCTH YHENE. BBNHAHOCTE BENAYRHE F . OCHOBHBEETCA HE Dpegno-
NOHEHAM, HTO DPRIMCTEHTHBIE BMLE] MAKPOODIAHMIMOE B GUOHEMDYIKE HA H30ENWY MMEHT BBNEYRHY 2, DABHY K TpHMEpHD
20 “C. fonwHo GeTe ONPEAeneHn CODTHOWEHAE Benndkd F, W Fo, OPraqniMos B cpege npogykTalcTepanUesayMn
(BEn#dHHE O @ 2). BANMOAUWA 388MCHT OT BRCOKOTOMHOGA KMHETHEN BRMUDEHWAR (VHHSTOREHWA ). JOB33HE, HTD BRMUpE-
HHE MUKDOORTEHWEMOE OT MO PAMETs 8030 YEE CREYET 38 Bel COXOTOMHOM EHHETUROA NONYNALMA. COCTORLYEN U3 ODMaHW IMOE
OOHGM BHdA.

lleTaneHOCTE C MCNONBIDEEHMEM PHNIMHMECKME DEHHEIX NEOYRCCA ONPEABNAKNT COBMEBCTHD ¢ COOTERTGTEVHI LUMMMK
MUKPOGHONOrHY SCHMME MCCNEL0EaHUAME. B TO BpEMA Kak th:ﬁ_ ONPEaenaiT TEMNERaTYPHEIME OETHUHEIMH W Mo yEH-
HEIMW B DEIYNETATE UIAHSCHAMU O3HHEMW, F onpegenaoT YK v nonysesHEMKU B pe3ynaTaTe GHONOTHHECKMMA
AAHHEMH [B2NH4HHE O W 2}, Mononeays BMONOra4eckie O8HHBI8 COBMECTHD ¢ F WMOMHO CNRPOrHIIRpoaETE A frei-
THEHOLTE CTERMNHZAL@OHHOND UHKNA.

phiye'
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rocT P MCO 20857 —201

MNpunoseHne DA
(cnpasouHoe)

CeeoeHHA O CODTBETCTEMH CCLINOYHLIX MEMOYHAPOAHLIX CTAHAAPTOR
HAUMOHANLHLIM cCTaHgapTam Poccuickon Qegepaumn

Ffreénuyga DA

B

OfasHaAdsHEE CoRREMHaOr CTaneHe DEOIHASEHAS | HAMMEHOBEHRE Caa THETCTOYKIWETD AAUMOHANERDIT
FISOE O P O 1T CT B LNpTiE CODOTEETITOMR LTAHOAETA

WCOD 10092 T TMOCTPFMCO100912—2008 sMaHeQ®MaHT DRIrEH M2aLHK. Cre-
TeMb MEHELHMEHTE MaMepesdd, TpelocBaHRA K NpoUSCCam Mame-
PEHEN @ H3IMERHTENsHOMY oB0DyYa0BEHHHI 8

WCO 109831 T FMOCT 150 10893-1—2011 «Wagensa weguydHcrng. OyeHia
BUONOrH-ecKorD DeRCTEWA MESMUWHOEKHY M30enda_ YacTe 1. Oues-
Kd ¥ WCCNenoBeEH i s

WO 10896317 o FOCT IS0 1099317 —2011 oM308NHA MEOWURHCKWE DuaHKE

BHONOrdYecHors GeRcTEWA MedWudHoKKE wagenud. Yacte 17.
YCTAHOANSHHWE NOPOTOBRY 3HAYEHUA ONA BEMEBIEMEIX AR BCTE

WSO 19133-1:2006 s

e

WCO 11138-4:2006 -

E

WSO 11140-1 T FACT 150 41440-1—2011 «CTepMN@EZEUNE  MEGHUNRHCKDA
NEOOYELMM. XHMAHBCKUE MHOMKETOPR. YacTe 1. Ofwwe Tpefioea-
HiA R 5

WO 116071 - -

WO 11607-2 —=

WCO 117 37-1: 2006 —

WEO 117 37-2:2009 —

HCO 13485 noT FOCT 180 13485—2011 alagenda megdusHoEre, CHCTEMB
MEHEQHEMEHTE KAYECTEA, CWcTEMHEE TpefoB3HRA ANA UEmed
pEMYNEpOEIH@A &

M3K 610101 Moo FTOCT 12.2.081—2012 (IEC &1010-1:2001) abesonacsocTs

INEKTPpHYEcKoro OBOPYADSEHWA ANA WIMEREHWA, yNPEENSHHEA W
nafopaTopsore NpeMesesra. Yacte 1. O8wre TpeBoaaH@Eas

M3K 69010-2-040 —==

- EDGTHBTDTB!{H:IJ.IHH HEUMOHANEHSIA CTAHLZADT OTCYTCTEYET. ]J,III B YTREQHEGEHHA DEEOMSHOYETCH HCNONE3DEATR
nepeaon =a pYCOEMA RIBEKE DEHHOMD MeROyHapoisord CTEHOERTA. ”E'FIE'EG_J, OHHHOMO MeEAYHIPOOHOMD CTAHIapTa
HEBXGAWTCA B Pe0epaneHOM HHEMODMALHOSHOM D048 TEXHHYECHAE PErNaMesToR W CTAHgAPTOS.

ke CIIICITBETCTBFHJJ.IH?" HAUWOHANBHEA CTEHO3PT OTCYTCTEYET. fo aro YTESPEOEHWA DECDOMEHIYETCH HCNONEZ0EATR
Nepeao] HE PYCCKAR RIEIK ABSHOMD MEROYHEPOIHOMD CTEHOSPTA.

M PAMEYEHHHAB— B HacToAwen TaBAMYE HCNONB0EEHH CReny e yonoBEsRa OBEOIHAMEHHA CTENEHNA COOT-

BETLTEAA CTAxdADTOE.
- 1IDT — WEEHTHYHBIE £T3 HOapTE,

- MO0 — MOGUPHURPOB3HARE CTAHSEDTE .
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Budnuorpadua

CHCTEME MEHEGHMBHTE ka4acTea. DoHOBHEIS NONO¥EsWA W CNOSapk
(uality management aystems — Fundamenials and vocabulary)

CHCTEME MEHBOKMEXTS kauecTea. TpeloBaHua
{Quality menagement asystems — Raguiremeants)

CTEpHNHAIELHA MEOMUWHCKON NPOAYHUWH. XHMAYeCcde MHAWEATORE. YacTe 5. Muguea-
TOpE KNACEe £ ANR HCNEITEHKA HE 3 ekTHEHOCTE YARNSHHA BO3OYEE N0 METogy ByH W
Nu=a

{Sterilization of health care products — Chemical indicators — Fart 5: Class 2 indicaiors
for Bowle and Dick-type air remaval tesis)

CTepHN#A2ELHA MEOHUMHCKOA NPOSYEU@H. BUONGraYeckie MHARKETODR:. P yKOBOOCTAD
no Bsfopy, MCNONE30EAHWEE M MHTERNDETAUMH DEIYNETETOS

{Sterilization of health care producis — Blological indicetors — Suldence for the
salection, use and interpretaton of resulis)

Magenun megeur=cide. MpHMEHSHRE MEHETHMEHTA PUCKA K MESWLAHCKYM MO8 RM
{Medical devices — Application of nak managemsnt 1 medical devicas)

ANNapaTe 4NA MoOAEM-aeaiddaiuns. HacTe 1. Obwue TpeboBaHAA, TEDMWEE, GNpene-
MEHWA H UCNBITASUA
{Washer-disinfectors — Part 1 General requiremenis, terms and definitions and iests)

CTEDHNMAALWA MEOMEMHCKHE W3gened. HHOopMAaywe, NpeqocTagnASMan MIroTOBHTE-
naw gnA cOpadoTan NOBTODHD CTEPMAWAYSMEX METHLHHCKHE WaT2NHA

{Sterilization of medical devices — Information 10 be provided by the manufaciurer for
the processing of resterilizable devices)

CTERHNRIELHA MEIHEMHCKOR NPoaYEUME. BHONOrMMECEME 0 XHMBEYECEME MHOMKETODE .
HoneTaTensHos ofopyaoaasns

(Sterllization of health care products — Biological and chemical indicators — Test
equipmant)

MZ3a8N4R MESMUUHCKME, HONONEIYAELWMWE THEHW M WX NPORIB0OHEE MABOTHOMD NPOWC-
A OEHdA. HacTe 1. MeHeg®MaHT pUcEa
(Medical devices wtllzing animal tissues and thesr derivatives — Far 1: Application of
risk management)
ME0ENMA MESMUWHCHME, MCNONEIYOUWE THEHW H HE NPORIB0OHEE MABOTHOMD NPOWC-
AoHEeHMA. HaoTe 2. KonTpone oTdapa, cbopa w obpaboTie
(Medical devices utilizmg animal tssues and their dervatives — Part 2: Controls on
sourcing, collection and nandling}
M308nUe MEJMUHHCEMS, HCNONEIVELUMWE THEHW M HE NPOWIEOAHEE MABOTHOMD NpoMCc-
EoHmeHA. HacTe 3. BENMOAUAA YHRUTOMEHWA WiAnK Je384THEA UMY BRPYCOE ¥ AreHTOE
MHPERUWOHHOA ryG4aTod sHyeanonaTus
{Medical devices utilizing animal tasues and their derivatives — Part 3: Validation of the
elimination endior inactivaton of viruses and ransmissible spongiform encephalopathy
(TSE) agents]

Tes=nEa nporpaMMHare ofacnasasna. PeroMesdanisE no npuMedesnsa MO0 2001 «
KOMNERTERHIMY NpOrpaMmMHcMy ofecnedeHnm
{Software enginearing — Guidelines for the application of 150 90012008 to computer
saftware)

CTEpHNH3ALWA CAHUTARDHO-TUTHEHW-BCEHY W3genni, Cnosape
{Sterllization of health care products — Vocabulary)

MesoyHEROLHE A CNOBEPE NG MeTponorik. DoHosHee W ofwwe NOHATHEA W CBRIEH-
HEE © HAMMA TEDMUER (VIR )
{Internatonal vocabulary of metislogy — Basic and general concepls and associated
terms (WiMD)

CTEDHNHZELHA MEQWUWHCEME Wadensd. TpeBoBad@a K Meg@ULMHCREM HIgENHAM KaTe-
rogpie «CTEFMINBHRIE
{Sterllization of health care products — Regulrements for products lsbeled « STERILE =}

POA Technical Report 2, {TR3) Valdation of DOry Heat Processes Used for Sterleetion and Depyrogenatson,
Parenteral Drug Association. Rockville, MD, 1981

Akers, M.J., Ketron, K.M. and Thampson, B.R., F-value requiream ents for the destructon of endotoxin in the valida-
ton of dry heat sterlization/depyrogenation cycles, Jd Farenteral Scl Technol, 38, p. 23, 1982

Avie, KLE. Jewsll, R.C.and Ludwig, 4.0, Studies an the thermal destruction of Eacherichia coll endotaxin, J Faren-
teral Sei Technol, 41, g 49, 1837

[18] Block, 5.5., ed., Disinfection. stenlization, and preservation, Lippincott, Willams and Wilkine
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|203) EH 556-1 CTepanMIdy«n sMeqmuMHCE:E Wigendd. TpeBosasHa ¥ Me0MLWHCKEM W30ENWAM Ka-
Teropen s CTEFMABHEIE». YacTe 1. TpelGoBaHNA € AZOSNHAM, NOGNEHALLMM DHHRLL-
HOA CTERANMIZLAM
[Sterilization of medical devices — Requirements for medical devices to be dasignated
asteriles — Far 1: Requirernents for terminally sterllzed medical devices)
[21) Gilkis, J. and Schmidt, W.C., Scanning electran microscopy of spores on inoculated product surfaces, Medical
Device and Diagnostc Industr, 5, Mo, 6, pp. 46—49, 1983
|22} Haleorson, H.O. and Ziegler, M.R., Applications of statistics bo problems in bacteriotogy, J Bacterology. 25 (2],
pp. 101 —116. 1932
[23) Irvine, ThF. and Liey, P. E. Steam and Gas tabies with computer eguetions, Academic Press. 1984
[24] Ludwig, J. D and Avia, K.E.. Recovery of endotaxin preparations from the surface of glass caplllary tubes. JFaren-
teral Scl Technol , 43, p. 276, 1980
[258) Ludwlg, J.0.and Avia K_E., Dry neat inactivaton of endotoxin on the surface of glass. J Parenteral Set Technol, 44,
p.4, 1880
|26] Morrissey, R.F_and Fhilips, G.8. (eds. }, Sterdizaton technology: A practcal guide for manufaciurers and users of
health care products, Wan Mostant Relnhold, Mew ¥York, 1995
[27] Pflug, 1.J., Microbsology and Enginearing of Sterlizaton Processes, Twellth Edition, Parenteral Orug Association,
4350 East West Highway, Sulte 150, Betheada, MD, 2007
[28F Pfiug, 1.4, and Holeomb, R.G., Principles of thermal destruction of microorgansams, pp BS—126, in Disinfection,
Sterdizateon and Preservation. Biock, 5.5, 4th ed., Lea and Febinger, Fhiladeiphia, Fa, 1991
|29 Sturnbo, C. R, Thermobacterology in food processing. Academic Fress, Orando, 1973
[0 Sweet 8.H. and Huxxoll J.F. Depyrogenation by dry heat, In Depyrogenation, Techrical Repart Mo, ¥. Philadelphia:
Ferenteral Drug Association, pp. 101—108. 18985
[51] Tsuj. J.and Harrneon, 5.4., Dry-neat destrection of bpopalysacchande: Hest destructon kinstics, Appl Envir Mecro-
bial , wol. 36, Na. &, pp. T10—T14, 1078
[32] ‘West K.L., Einylans oxide sterllzation: & study of resistance relationships. In Gaughran, E, and Kereluk, K, eds.
Stenlization of medical products. Johnson & Johnaon, Mew Brunsweck, MJ, 1877
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