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Mpeaucnoewne

Llenu, ocHOBHEIE NRWHLWNL W TOPALOK NpoBegeHka paboT No MexrocyJapcTEBeHHOR CTaHaapTUaanmnH
yvoTamoenere NOCT 1.0—82 «MewrocygapcraesnHan cucTema cTasgapTraausy. OCHOBMHLIE NoNoMEHHA? K
MoOCT 1.2—2008 « MexrocyoapcTEEHHAA CHCTEMAE CTAHAAPTHIALMM, CTAK0APTEl MEXrocy apCcTRSHHEIE, Npa-
BMNE M PEKCMEHTALNN N0 MEXrOcYNapCcTEEHHOR CTangapTiaaymn. Npaewna paspaboTer, NpUEATHA, NpHMe-
HEHWA, COHOBMEHMA W OTMEHLIR

CransHHA o cTaHgapTa

1 NOOMSTOBRNEH TepepantieEM MOCYyQapcTBEHHBIM YHETADHBIM NPEONpUATAEN «BoREDOCCHUACKANR
HAYYHO-MCCNEQoBaTENLCKHIA  MHCTATYT  CTaugapTHaadky K| CepTUOHEIUMM B MAlWWHOCTPOEHKMW:
(BHMHMALL)

2 BHECEH ®egepansHbil aréHTCTEOM M0 TEXHWYECKOMY PNy THPOBAHKKD K MEeTDONOr 9

3 NMPHUHAT MexrocydapCTEEHHEIM COBRSTOM MO CTAHAADTAIAUNAK, METDONOMK W CEpTUdMKALMK (Npo-
Tokon Me 40—2011 ot 29 wosBpaR 2011 1)

3a NpUHATHE NROroNoCoBanA.

KPETKDE‘ HAMMEHOESH 2 CTHAME *:Gﬂ, CTEAHE EDKFIE.LI.I,EII-HDE HAMMEHDEIHAS FIULPRIHANEHDOND Dprams

no MK {ACS 3166} BO4—47 na KK (MCO 3166) 004 —&7 e ETAH DA T IALHEA

Eenapyck BY lMNoceTangapt Pecny@nuen Genapycs

KazaxeTad KE MococTaHmapT Pecnyfnusn Kaasc1ad

Kb preiacTaH K KepreactaHgapT

PoccuAckas denspaLna RU PoccTadgapT

TansWEMCTAH Td TagsMeEcTaHOapT

YalleKnoTas Uz YRCTAHGART

4 Mpurazon PeqepansHore areHToTea N0 TEXHUYECKOMY DEMYNHPOBAHMIO U MaTponarik ot 13 aexalbon
2011 r. Mg 1383-CcT MesrocyJapcTeeHHLIA cTadgapT FOCT IS0 17583 —2011 prened B A8RCTEWE B RAYECTRE
HALWIHANBHOMD CcTaddapTa Pocciickol Penepaynd ¢ 1 aseapa 2013 T

5 HacToALWKA cTAHOapT HOEHTHYEH MeXIyHapoaHoMyY cTangapTy [SO 175832007 Clinical laboratory
testing and in vire medical devices — Reguirements for i witro monitoring systems for zelf-testing of oral
anticoagulant therapy (KnuHuyecsue nafoparopHse ACCNe0RaARKA W HAOENWA MedduMHCENE i wiira, Tpedo-
BAHHA K CHCTEMAM MOHWUTODHHME 0 wiro QN8 CaMOoTECTHROBAHHA NPU NepopaneHol TEDENKA aHTHROaM-
NAHTARMM ).

CreneHs COOTRETCTEMA — woeHTHueHan (IDT).

CTavoapt noaraToRMNeH Ha OCHOBE NpUMeHeHHa TOCT P ACO 175032009,

CregeHua o COOTEETCTRMM MERIOCYIAPCTREEHHEIX CTAHGADTOR CobINOYHbIM MENIYHAROOHBIM CTAHIAD-
Tam NEHBEOEHE B GONONHATENEHOM NDHNoHEHKM T4

& BBEJEH BMNEFPELIE

Mrghoprdalua o geodenuu g delomaws (npespallesuy dedomans) Hacmaosieso cmandapima myGnugy-
EIMCA & SXeMECAYHO U2Fa888MOM YKazamane « Hauuonans e cmandapmbis.

MHhapalua 08 UIMENENUAX K HACMoRLemy cmaddapmy nybnukyemcs @ ewxe2oins usdaesomon
URDODMALILTHEOM YREIZMENEe v HaUyuoHamsHeie CiMandapimiely, @ MEKCTT LAMEHERU U NONDSE0K — 8 GHEME-
CRYHO LadasaemMbix UHBODMaULIOHHER VEa28Menax sHauuokansksie cmasdapmeis. B cnyvae nepecmompa
LiTU OMMEHE HACMOALLIESS cmardapma coomaamomayuyan ukihopaanua Gydem Sydem onybnuxoaana @
EASMECAYHD LU30aasMoM UNDODMALLONRONM WKazamene « HayoHaneise cmandammaiy

B CrangapTeddopr, 2013

B Poccuickol Degepauid HACTOAWWA CTAHZADT He MOKET Dbl Th NOMHOCTEKD MK 43CTHYHO0 BOCIPOMIBE-

OEH, THREMWPOBAH W PACNPOCTRAHEH B KaYeCTEE OUUMANEHOrD WINaHKA Bes pazpewenna DedepansHong
AreHTCTEA MO TEXHHYECKDMY DEMYTMPODAHMK 11 METRONOTHM
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BeepeHwne

CHCTEME MOHHTOPHHIA NEQORANLHOR TERANKMH AHTUEIANYNAHTAMA NPEICTABNADT CoD0R MEOMUKHCKRE
H3OEenya 0NA QUATHOCTHEY 7 vilro, 13Mepanw e NpoTRoMBUHoBEoE BpeMA B NPpotax CEemel, HEU3MeHaHHoR
EROBM Yenopeka. [poTpoMBMHOROS BPEMA RENAETCA MHOWUEATOPOM CNOCOSHOCTIA KPOAM CREDTLIRATECA . Megi-
LAHCEAE MIOENHA ONA AMArHOCTUEW iR WIro QN8 CAMOTECTHPOBAHMAA NP NePOpansHol TEPaN M AHTHHGAryNaH-
TamM¥ HCNONBIVIOTCR NPEMMYLECTEEHHD MOALMA, Y KOTODBY 3AMEHEHL CEPAAYHLIE ENANaHL, WK
NAaUAEHTaMK, CTPAO2KLHME MEDLAHWE M NDESCeDAME MNK TROMB0acM rNyGoKus e . MankesHTel JonHHE Noa-
LEQHUBATE YPOBEHE AHTHEDAMNYNAHTAE B KPOBK SOCTATOHHO BEICOKHMM, YTOD LI CHHINTL 08 palcRaHne TRoMBMHA,
M B TO ME BEMA NOCTATOMHG HAZKMM, YTo0bI MABEHATE YPEIMEDHOTD KPOBOTEYSHWA. CHCTEMA MOHMTODMKE
NepepopaneHol TEPANKKM AHTUEKOATYNRHTAMA NOABONAST NONLICEATENID KOMTDONWDORATE TERAMNMM AHTHKOA-
MYTIAHTAMEA ¥ NDMHUMATE Me P, 4Te0R YNPABNATE YROBHEM AHTHEOAYNARTA, NPUCYTCTEYIOWETD B KPOEH,

HacToAWMA CTAHOADT NPUMEHASTCA K CHCTEMARM MOMATORMHTE NERORANLHOH TEDANMA AHTHEOAMNY NAMTA-
MM, KOTODEE HCNOMLIYVIOTCA Henpodeccuoranamdd. MNepeduis@ Leny CoCToAT B TOM, YTOD6 YCTAHOBTE TRE-
COBAHMA K CHCTEMAM MOHWTOPWHIZ NepopansHod Tepandy adTHECAryNAHTaMK, KOTOpDRIE NO3IBONAT
MONLACEATERM-HENPODECCHOHANAM AOCTHY b NDHEMNEMOND KAYECTEA HCCNeO0BAHWA, W ONPENSNATE NRoUES-
OYPE OANA WITOTOBWTEN2A W OPYTHME 33UHTERECOBAHHEY CTODOH, KOTOPKIE NoIBONAT NPOLEMOHCTRMEOBATE
COOTBRTCTEME TAKKMK CHCTEM TReBoBaHWAM HACTOAWErND CTadapTa.

KpuTepui ka4ecTea paboThl NS CHCTEM MOHKTODHHIE NEROPANEHON TERAMNMM 2HTAKSArYNAHTAMK Dsinu
YETAHOANEH LI HA OCHOBE DOCTUIHYTOMS B HACTOALES BREMA YOOBHA, KOTORBIA NPESOCTABNSET CYLUSCTEEHHY IO
NoNeE3IY W YQ0SCTES Nau-enTan [68], [69]. KpuTeprid NpeacTanneHsl @ TERPMAHAY « TOYHOCTH CUCTEME s, OTOMY
TS METRONCTMYECKAS TEPMUHONOMA, O8BYHO NPMMEHASMAR § CTAHOADPTAX [MANPUMED, NEABMNLHOCTE W
HEONDEAENEHHOCTE WIMEDEHKA ), HE BENa Oel NOHATHA NONEA0BATENAM-HENPOHECCHOMANAM. TOMHOCTE CHE-
TeME, HA KOTOPYID BIUKRIOT CHCTEMATHHECKDE CMELLEHWE W CNyYaiHbe adderTe (08paTHD NPONoRUAGHANb-
MBI HEONPELeNaHHOCTH WAMEPEHKA), ONMCHBAST CTeneHs ONWIoCTH WMHGWEAOYANLHLXY Pe3yNLTATOR,
MONYHEHHEX CHCTEMON MOHUTODMHTE NEQOPANEHON TERANMK AHTHESArYNAHTAMA, TOUHLE IHAYSHUAM MEXOY-
HAPOQHOID HODMANWAOEAHHOT0 OTHOWEHAA (MHO) npr npuMererns crcTeMel venpodreccHoHanamm,

Mp# YCTAKOBRNEHAK EpMTEpUER DaboTel NOEANCNAraeTCA, 4TO NoNLICBATENK By OYT MOMEHEIM 0Bpa30M
OTOSpaHEl M NoNyYaT Heodxooumoe COyyeHne, 4To YCTPOACTED DY QeT Qon#Hes 00paiom oSCnyMHBaTECA K
TS METOAMEA MCCNEA0BAHAA W KOHTDONA By Oy T BLINOAHEHL] B COOTRETCTEAN © MHCTRYELAAMKA N0 NDHMEHEHMIO,
paipaloTaHHeiMK WarcToaWTenew. NpeanonaragTcA Take, YTo MIrOTOERMTENK ByayT NpenycMaTpuBaTs
achpEnTE BOIMOKHOITD HENPABNNEHOMD NEAMEHEHWA, BENI0YEA BOIMOMHLIE OTENOHEHWA NoNEI0BATENA o7
PEKOMEHOOBAHHOMD ODCNYEMBANKA, MaTOAMK MCCNBA0EAMUA W KOHTDONA.

TpeSoRaHUa, KOTOPEI ABNANTCR YHAKANEHEIMK ANA CAMOTECTUROBAMMA C NOMOLLKD CACTEM MOHKTO-
PHHrE NepopansHoE TEQANKMK AHTHROAMNYAHTAMIA, BENIOYAR ONDegeneHH bl d 00 em dHDopMaLin, NocTaanaAe-
MOH WMIrGTOBKUTENEM, NPEACTARNSH:] B HACTOAWEM cTadgapTe. Ohwme TpeBoaa KA, KOTOPBIE OTHOCATCH KO
BOEM MEOMLMHCKMM MI0ENUaM ANR JMardacTHed in wilfa W coOepwaTca B APyrdx cTAMAapTax [HanpuMep,
IEC 61010, IS0 13485, 150 12971 W IS0 18113), yKasabl CobiNEaM KM TaM, roe 3To Heobxogrmo. Kpome Toro,
MOy T NPUMEHATECA COOTRETCTEYIOWHE HALMOHANEHEIE NPABANA M WHCTOYKUAH.
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M E X 0 C ¥ O AP CTIBTEUHHbB W C TAHOIAPT

KNMMHWYECKWME NABOPATOPHBIE MCCNEQOCEAHMA W M3IOENWA MEOWUHMHCKWE N WITRD

TpebopaHWA K CHCTEMAM MOHWMTOPUHIA /i wilro ANA caMoTECTHPOBaHKA
MNPy NepopanLHOA TERPANKMKH AHTHKOArY NAHTAM K

Clinlzal laboratoery testing and i witro medical devices
Requirements for in wire mondoring systems for self-testing of oral anticoagulant therapy

OataBeegeHua — 2013—01—01

1 OBnacTs NpUMeHEeHUA

HacTtoAwwi cTangapT yeTaHaenweaaeT TReboBaska K MaMeDUTeNLHEIM CHCTEMAM iR Wire Ana camo-
KOMTDOMNA NEYe KA AHTAMCHUCTAM M BUTAMKHA K, BLniouan padouns $ApakTepucTikE, 0B8cnedeHue KASeCTBa 1
CAYYEHUE NONB3OBATENSH W METOOWEN BERUDMEALKA 1 BANWIALMA KAYECTES BRINOMHEHWA NPEgnNonarastsl-
MM NONEICEATENSME NPW DAKTHHECKME W MOSENHPYEMLIX YCNOBHAX MCNoNEI0BaHKA.

HacToAwWME CTAHGAPT OTHOCKTCA MCKMIOYMTENEHO K CHCTEMAM WAMEDEHUA NPOTROMEBUHOBOTD BREMEHH,
HCNCNBIYEMEM MOOEMK GNE KOHTPONA CAMOCTORTENEHOM MEYeHHA AHTAMCHUCTAMK BMTAMHHA K W npedcTan-
MAKLLAM PEIYNETATE KAk MEXAYHApoaH0E HOPMANWIoEaAHHOE OTHOWe e [MHO).

HacToAwMi cTaHgApT NEUMEHASM K WATOTOSMTENARM TAKHE CHCTERM K K RYTHM OPrasuaaunas (HanpuMep,
pErYIMEYIOWWE ODTAHE 4 OPraHAIALNK, OUEHHERIOWKE COOTEETCTRME ), OTERETCTREHHBIM 33 OUSHKY paGOTh
OaHHED CACTEM. "

DedcTeEre HACTORIWENS CTAHAARTA HE PACNDOCTRARAETOA HA!

< MAMEDHTENEHEE CHCTEMEL iR WD 0NA XapakTepUcTHE COapTHEIHAA KROBK, OLUSHHBAKIWWY TeRaNH
AHTATOHUCT AMK BUTAMKHA K, MCNONBLIYEMBLIE BREYAMA A SPYTAMA DaDoTHAKAMK A0 PAB00K LA HEHHE,

- BCECTOROHHION OUEHEY BORK BOIMONHLX DAKTOROB, KOTOPRIE MOMYT NOBNKWATE Ha paboTy OaHHbIX CHe-
T KITH

- MEOHLUWHCEWE SCNEKTE NEQoPanEHON TEQANMM aHTHECAryNAHTaMN.

2 HopmaTHBHLIE CCLINKK

B HACTOAWEM CTAHGADTE HCNONEINBAHE! CCRINEW Ha CREYIOWKE CTAHOADTE W APYTHE HOPMATHEHEE
DORYMEHTEI

IS0 1348520023 Medical devices — CQuality management systems — Requirements for regulatory
purposes (HMagenua MeduurHckine. CHCTEMbl MEHESZHMEHTA Ka4ecTBa. CHoTemHLE TpebosankA B LEnax pary-
NHQOEAHMA)

150 14971:2000 Medical devices. Application of risk management to medical devices (WMagenus Megu-
UHHCKHE, TTPUMEHEHKE MEHEDNMEHT A DUCKS K MEOHLHHCKAR MIGENIHAM )

IS0 15198:2004 Clinical laboratory medicine — In vitre diagnostic medical devices — Validation of user
quality control procedures by the manufacturer (Knussyeckas nabopaTopHan MeguurHa. Fagenda MeguqieH-
CEWE LNA QUarHoCcTHER 10 witro, NoaTEeDMIEHHME METOOME KOHTROMNA KAYECTEA, PEXCMEHTYEMEE MITOTORMTENA-
MK MONLICEATENAM)

* B Poscudckold @edepayuy — B CODMERMCMBNY o0 cmamestdu 1 U 11 @Pedppanesnzo zaxona Mo 102-p3
a0 otecnegeruy eAUHCIMES uaMapeHul s,

MagaHuwe ohuunansHoe
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120 17511:2003 In vitro diagnostic medical devices — Measurement of quantities in biclogical
samples — Metrological traceability of values assignedto calibrators and control materials (Manenda se oMU ss-
CKME QNA QHarHocTHER 0 Wi, Mamepedne pennydusd B Snonormdeckux npobax. Metponorsieckas npocnenm-
BASMOCTE AHAYEHMA, NPUNHCAHHEK KANHBPATOPAKM W KOHTPONBHEIM MaTeHanam )

22 181131 In vitro diagnostic medical devices — Information supplied by the manufacturer
flabelling) — Part 1: Terms, definitionz and general reguirements (KNUHAYeckke NabopaTopHsleé HCCNedoEs-
HAA ¥ QUATHOCTHYECKHE MEOHUMHCEME CHCTEMBl in wiro. MugopMauma, NpeaccTaBNAeMan HaroToBHTENEM
(mapkvpoBkal. Hacts 1. TepmuHel, cnpedengdnd v obwme Tpebosania)

23 18113-4 In witro diagnostic medical devices — Information supplied by the manufacturer
flabelling) — Part 4: In vitro diagnostic reagents for self-testing Knudkdeckne naboparopHee MCCNedoBaHua M
OHArHOCTHHECKHE MESHUHHCKHE CHCTa MBI i vilro, MudopMaum|a, npeaocTasnaeiian MaroTOBUTENEM [MapEK-
poBka). Hacte 4. Junardoctiyeckne peaskTMisl in wiro ANA CasoTecTHROBaHMA |

S 18113-5 In witro diagnostic medical devices — Information supplied by the manufacturer
(labelling) — Part 3 In vitre diagnostic instruments for seff-testing (Knuardeckkne nabopatopHeie Hoonefona-
HAA W QUATHOCTHYECKHE MEOHLUMHCEHME CHCTEMBl i wiro, MiidopMauxda, npeaccTaBnASMan HaroTOBHTEEM
(maprkuporka). Hacte 5. JMarHoCcTUYEcKME MHCTRYMEHNTE /i Vilro QNA CamMoTeCTHROBaHIKA)

I[EC 81000-4-2 Electromagnetic compatibility (EMC) — Part4: Testing and measurement techniques —
Section 2° Electrostatic discharge immunity test (3NekTpoMarHMTHan COBMECTUMOCTE. HacTe 4. MeTogwim
HCTEITAHMA 4 Harepesti. Paagen 2. MonsmaHge Ha HEEOCNDMEMHABOCTE K ANSKTROCTATHHeCROMY paspany)

[EC &61000-4-3 Electromagnetic compatibility (EMC) — Part4: Testing and measurement techniques —
Section 3: Radiated, radio-frequency, electromagnetic field immunity test ({3nexTpoMarHMTHAA COBMECTH-
MOCTE. YacTe 4-3. MeToOMKH HCNbITAHWA 4 H3MEpEHHA. CBETaHWe Ha YCTORYHMBOCTE K BOA0EHCTEH IO IMEKTpo-
MErHATHOND NOMA © A3NYYEHHEM Ha pagHoHacToTax)

[EC 61010-1:2001 Safety reguirements for electrical equipmentfor measurement, control, and laboratory
use. Part 1. General requirements (Tpebosanmna k BezonacHocTy anekTpooBopydCEaHHA ONA NPOBELEHMA
HAMEDEHWA, YNPaBENSHKUA ¥ NadogaTopHOro MCNoNeE3oBaHKMA. HacTe 1. OSwde TpedopaH1a )

IEC §1010-2-101:2002 Safety requirements for electrical equipment for measurement, control and
laboratory use. Part 2-101. Particular requirements for invitro diagnostic (VD ) medical equipment {Tpe&oeanna
i BEIONACHOCTI ANeKTPo0DopyY A0EAHKWA ONA NPOESOEHAA HIMEDEHAA, YyNPABENEHKWA W NabopaTopHOM WCNonMk-
IoEAHNA. HacTe 2-101. HacTHelie TpefoaaHKia K MeOHUMHCKOW annapaType 0NA OWardocTiKM in wvilro (VD))

IEC 61326 Electrical equipment for measurement, control and laboratory use. EMC reqguirements
(3nekTpoofopydcEaHMe ONA WMAMEDEHWA, YyNpasneHda 1 NabopatopHoro MCNoNE3oBaHua. TpeGoBaHqA K
INEETPOMArHUTHONR COBMECTHMOCTI)

EM 13532:2002 General requiremeants for in vitro diagnostic medical devices for self-testing (O8wwe Tpe-
BOBAHMA K MEJHLMHCKWMM MITeNHam 008 QMarHocTHER (7 wiiro ONA CasMokoHTpoNA)

EM 13612 Performance evaluation of in vitro diagnostic medical devices (OugHEa JKCINYaTRUAGHHBIX
XBPAKTEPUCTHE MEdMUMHCKAX OMarHoCTHYECKKE YCTRORCTE /1 wiro)

EM 13640 Stability testing of in vitre diagnostic reagent { Ouenra cTabuNeHoCTH pRAKTHECE ANA WATrHOC-
THEH i witra)

TexHudecsds oTdeTe BO3, womep 88091999 Mpynosedde 3 — PyKoBOOALWLWE NPUHLWANE GNA TROMEo-
MRACTHHOR ¥ MNA3MEl, HCNONBIYEMEX ANR KOHTRONA NERODANsHOR TEDANKA AHTUECArYIAHTMHA

3 TepMHHLI W onpefeneHlnA

B HacToAwesM cTaHZapTe NEMMeHa sl TepMEe No 130 181131, a Taxke cnegyiowme TEpMMHE! & COoT-
BETCTEY IO MM OMPE e e HAARIA

3.1 TOUHOCTL WIMEPeHMA [accuracy of measurement). CTeneHs GRHI0CTA MEKOyY DEIYTETATOM HIME-
PEHAA W MEUHATEIM ONODHSIB IHAYSHAS .

MpumMevaaHnA

1 TepMMH «TOMHOCTE M3MEDSHWA %, KOTOE OH OTHOCUTCR & DAOY PESYNETETOE MCCNEA0EAHWMA, 0XBATEIEAET £0sMBH Ha-
LMED CIyHaAHBIX EOMIOHEHTOR M OB LYK CHCTEMATHHECKYH DWHBRY #NH K0 MNOHEHT Creww aH@a [1].

2 [nf CHCTEM MOHMTODWHIE NEQODENsHOA TEPANHM AHTHKOAMYNAHTEME TOHHO0ETE HAMERRETCA CTENSHEH C0OT-
BETCTENA PE3yN=TATOE MAMEDeHRA oBpaZUOE KPOBH 0T pAsNUYHEE NALUWEHTOE 3Ha4eH#AM MHO, npocneXaaeMeM 4o
Me®aoyHapoiHora ped e pEHTHON NpEnapata TpoMBonnecTHHA.

3 AnanTHpoRaHo M3 f2, nyHeT 3.11].
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3.2 cmeweHne namepedna (bias of measurement). Paanuyne mewxgy oxugannes) peayneTaToe TECTa K
MEHHATEIR OMORHDLI IHYSHAEM,
[3, nyuHKT 3.8]

Mprredadse — CMsUesHe — MERR NPaEUNEHoCTA [1].

3.3 epoBk (blood) LMpkynMDyOWas BHYTR COCYI0E TEAML OPraqdIMa, COCTORALLARA M3 A0 KON NNaisikd
H BABELWEHHLY QOpMEHHELX 3NeMeHTOR,

I pAMEYEHHAS— B HECTOA W e CTAHABRTE TEQMAH OTHOCHTER £ CEEXEHN KpoBa# Baz AHTHEOBMNYMARTOE.

34 npoda KanMNnApHoW KpoeM (capillary blood sample): Kpods, cOSpaqHas noche NpoKona Mensms
COCYAOR, KOTODLIE COBAMHAINT APTERMONES M BEHY Tk .

1 pPHMEYAEHWe— EANMNNAPHAaR EPOEL. NOAYYEHHEA NYTEM NDOKONE KO0MYHES NEaNBYA, ofbits0 cob paeToR Gz
nolaeck THRA BHTHKCATYNRAHTOE UMK KOHCEPEAHTOE. rll}BTI:IMjI I'IFH:IE-E sacTabiuneHa.

3.0 KOHTpOnNMBIA maTepuan [(control material). BewecTeo, Marepyan Wik Kagense, NpeJHaIHaq4eH-
HEH2 HAMOTORKT BEM ONA NPOBE DKM DaD0YHX X3 PAKTEDHCTHE MEIHUHHCKOND M3Qenua GNR QUArHOCTHKK I Wik,

MpuMmevaHua

1 ApanTapoBaso WE [4, nyHeT 3.5]

2 HOHTPOMBHEE METEPUENSE ANA MOHETORHPOEEHWA OERCTEWR SHTUHOATYNAHTOE MOTYT GRTe PESHTUEHEIMM HN@
HEPEAKTHEHRIMA. PEAKTHEHE A KOHTRONEHEA MATEDHEDN YYHACTEYET B DEAHUSH C KOMNOHEHTEMA PEAKTHECE. HEpe asTHE-
HbIF KOHTROMNE #E DERTMAYET C ROMNOHEMTEM PEALTHEOE, H0 cnocobeq obecneusTe KOHTPONE OYHELHOHA MEH B BOIMDH-
HOCTEA 48 ped QOYIME CPEACTES, HANDKMER MOQENWDOEAHME PEAKUMA (M. DHSHHECKHA KOHT PO b

36 KOHTPONLHBIA MHTepEan (contral interval): CTaTHCTHYECHKA ONPaRIAHHEBIE AHAYEHWA, ONPeqenaH-
HEE KAK MPUEMITEMEE IHAYEHHA HIMEDEHWA, NONYHEHHEE C MCN0NEI0BAHMEM aHHOrD KOHTRONLHOMO MaTe-
prana.

3.7 meguuumHcEri paboTHne (healthcare provider) Henosek, yNonHoMoUYeHHEIR DKA3RIBATE MEQMLMH-
CEYIO NOMOLWE NaLHEHTY.

[ pPAMEBEYAEHAS — B #acTofues cTanaa pTE pEafoTHE FOQES0OKPAHEHHRA — YEROBEeE (QOKTOR, MaqoecTRa, Tek-
HHE, TEXHWHECEMA CNEURANKCT WRY COCTAESTCTEY W AR NOMOLWHME], KOTOPEIA HHCTRYRTHPYET NayHesTa OTHOCHTENBHD Ca-
MOTELTHPOBAHKA.

3.8 HMHTErpvMpoOBaHHBIA YHKLHWOHANEHLIA KOHTROMNE (integrated functional control): KosTponeHe@E
MATERKAN, KOTOPREIA ABNASTEA COCTABME M KOMINOHEHTOM DEAKTHES HAMEDHTENEHOA CHOTEMEI, NPEgHAIHaYEH-
HEAM MArOTOBMTENEM 0NA Beprdukauky pabodus XaDakTepHCTHE HIMEDHTENLHOWR CHCTEMBI,

1 PHMEBEYEHRE— MHETErpUpOBAHHEA PYHELAOHANBHEA KOHTROMNE MCCRENYET OOHOBDEMEHHD C HIMEDEHHEM
-'IFIOEI:I Na3UWEHTE. 0H BEXNDYaeT B ceda PEAKTHEHEIA KOMNOHEHT W afiecnesvsaeT PFHELAGHANEHYED NROSS Y METOOREA Wi-
AISOEH KA. F"E'Bj'l'l ETETERl WHTEMDUDOBAHHOM KEGHTPONRE 00 Hil BrTE B Npedena npeonenansH=aro FHTepBEana Mamepa-
HHR ANA AZMEREHHOND SHANEHRAR.

39 mexgyHapogHos HopMmandicBaHHoe oTHowewwe; MHO (international normalized ratio, INRE):
PeayneTaT WaMepeHKA NpoTROMOMHOBROID BDeMEH NALWENTE, KOTOPEA DN CTAMAAPTUAMPOBAH MO CBOA-
CTEamM TPOMBOMNACTHHE, WMCMONBIYEMOND B METOLMKE WAMEDEHWA, BEPAMEH OTHOCHTENEHO HOPMANBMOMD
NONYNALMOHHOTD CREIHEND SHEYEH .

Mpraredadese— Onaoboysgedda venone3ceadds MHD — ca [5).

310 MexayHapoaHeld pedeperTHiEIA npenapar (international reference preparation, |IREP): Pede-
peHTHBIA KANWBDATOD, NOAGEDHAHHENH BCEMUDHON OpraHydIauqel agpanons DaHEH A .

Mprumeyadse— MexagyHapogHe i ped e peHTHBIA NDenapar TRoMBoNNaITHHE HENGCPEQeTEEHHO kand G poEan
no CECEA BETHEHICTY NPOTHE OPWrAHanbHa0s GPUTAHCHNY CREEHWTENbHEX NDENaRaros TpoGonNnNacTEHE. MCNONBIYEM Bx
Np# YCTIHOBNE HWH CHCTERME MHO.

311 NpoMeXyToOYHaA NPeUHIMOHHOCTE HaMeperAa (intermediate precision of measurement): Mpe-
UHAHOHHOCTE MIMEDEHAA NP NDOMERYTO4YHLIX YCNOBMAX MERTY YCNORHAMK BOCIPOHIBEOOHMOCTA M YCNOBWA-

M NOBTODASMOCTH.
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MpumMedasnn

1 KoHUSNUWAA NPOMEesyTOMHE X YPOBRHE A NPEUHIH0HHOCTH ONACAHE B [8]

2 KonM«ecTESHHEIE MEp: NPOMEHYTOHHOA NPELASHOHHGCTH 3aBMCRT OT NPEAYEMOTHEHHE X YOO8 Ml

3 MNpomrexsyToMHEa NEELMINOHAOL T YE3I0IBAST HE B8pMESENEHOCTE, KOTOPAA GYLET WCNHTEHA NONEICBETENEM B
YCNGEHAR THIMH HOMD ACNoNb30EaHUA.

3.12 yocnoBHA NPOMEXYTOYHOR NpeuMIdoHnocTy {intermediate precision conditions): ¥Yonoewra, np«
HOTOPREE HESEBMCHMBIE D8 3YNETATl HIMEREHAA NONYYEHE SHAM M TEM HE METOLOM MAMBDEHWA HA WOEHTHY-
Hilx 0D0asUax B OOHOM H TOM HME MECTE, HO FIE ADYITHE NEREMEHHEE — ONepaTop.l, 0G0pYACBAHKE, KAMNWE-
pOBKA, YCNOBMA BHELWHEN CPEdE MMM BREMEHHbIE MHTELEANLI OTNHWEaKTCA.

313 MeMOyHapoOHbLIA MHOSKS YYBECTEHTENLHOCTH, MIAY (international sensitivity index, 151} TakTop,
HOTOPEA NDAaBoNAaT NpeofpaI0BaHHE DESYNETATA HIMEDEHUA NPOTPOMOMHOBOID BpEMEHH NALUWEHTA B aHaYe-
HWA MEROYHAPOOHOMS HOPMANMAOBAHHOTS OTHOLWEHWA.

NMpumesanne— Anaoboywaedna Hoenonesosadra MEAY @ MHD cu. [5].

3.14 wenpodweccHoHan (lay person). Yenoeek Bes opManeHoro 0ByHeHHA B COOTBETCTEVIOLIEN
OENACTH HWNH AWCLAMNKHE.

NMpuMmevuEHHA

1 AQanTMPOBEAHO M3 GNDEOENEHHAA 8 [T].

2 B HAECTOALEMW CTEHJADTE HENDOMECCHOHAEN — 3T0 NONBZ0BATENE YETROACTES SNA MOHW TORWHTE NEPORENsHOA
TEQAnHH BHTHEOEMYNAHTAMW, KOTOPLIR HE MMEET CNEUMANEHEE MEQALUNAKCENE, HRYHH B MIE TEXHMHSCKRE IHAHRR, CBR3AH-
HE X C MOHMTOPRHTOM NEp0RaneHoN TEPENAHR AHTHEDATY N AHTEMH.

3.15 paBouywmi kanudpartop narotoenTena (manufacturer's working calibrator, working measurement
standard ). CtaHgapTHeR 0Gpasey, K0TODER MCNONEIYeTCA 0DRYHO B NabopaTopHK MArCTOBMTENA ONA KANHE-
OB ANKH NDORE PEA MATERHANEHEX MED, MAMEDHTENEHEE NPMEoP0E HNK pedepeHTHEIX MaATEDHaNos.

MpuMeqaEHHA

1 AfanTHpoBaHo M3 150 17511,

2 3TonNpUMESHAMO K NPEnagaTy TPoMBoNNacTHHA, HCNONBE3YEMOMY WETOTOEMTENEM NPW NOATSTORKE CMECH DEBKTH-
BOE GAA ONpeiensHii NpoTposOUHoOBOrD Bpem esHu.

3 MNpenacaHsce 3s3«eHue pafosere kanuGpaTtopa MAroTOBWTENA, METRONOTAHMECEA NEOCNEXHEREMOE 0 MEsTY-
HEROOHOM pPehepeH THOS NDEnapaTs.

3.16 BLIBpaHHaA WIrOTOBWMTENEM METOOWMEA Wamepedda (manufacturer's selected measurement
procedure). MeTOOMKa HAMEepEHHA, KOToPpaA OTKANKODORAHA OOHMM MK HECKONBEAMA TEDEAYHBIMA WK BTO-
PAYHEI M KANHOPATODAMKA M NOATEEOKAEHE AMNA NEeONonarashoro Npue HEHW A,

Mouwmesande— 5017511, 4.2.2, nepaquscnesHe [, yEazuBaeT BelDpasHY D HAMOTOBMTENSM METOOHEY BaMe-
PEHHA B 4ENH NPOCNesdBEEMOCTH.

3.17 NOCTOAHHaA Npousdypa MaMepeHda WaroToBwTena (manufaciurers standing measurement
procedure); MeToonka namepeHna, KoTOPaA OTEANMSROBEaHa OOHMM MK HECKoNEKMMK pabodumn kanubpaTo-
pAMH HAFCTOBUTENA WNK BEANKERaToponM Bones BeiCOKOrs YPOEHA W NOATESL®AEHA ANA &6 NEeANoNarassons
NEAMEHESHAA,

Moumeswasne— 5017511, 4.2.2, nepeaMcnedse f], yLasLBIET NOCTOARHYSD METOLUEY HIMEREHHA HIrOTORE-
TEMN2r B UENH NPOCNeH MB3EMOCT.

3.18 meToguKa namepedna (measurament procedura). CoBOEYNHOCTE ONEQauni, CNpeqeneHHs onu-
CAHHBIX W OXAPAKTEPHICEARHBIX, MCNONLAYEMBIX NEW BRINONHEHWH CNeUWdHYeckiy HAMepEHHH B COOTRET-
CTEMA C DaHHBIR METOI0M.

[1, onpegenadude 2.5]

3.19 wHTepRan wamepeHra {measuring interval) CoOBOKYNHOCTE 3HAYEHHIA MIMEDABMOE BEMAYKHEI,

ANA KOTOPOA CMELLEHWE B HENDEUHIHOHHOCTE NPEANSMArakToA HAXOOALHMHACA B YEAIAHHE K NRESENAN.

NMpumMeaasHun

1 MNp2acTEenNReT HHTEPEEN PE3YNETATOE MCCNEBIOEAHMA, B €0TGPOM paloy ke rapakTepucTered Brnu nogTEEp®OS-
HEl HEMOTOEMTEMEM.

2 ApantwpoeaHe vall, onpegensdne 5.4).

3.20 MeTponorAvYeckan NpocnexXMeEasmMocTs (matralogical traceability): CeolcTRD peaynETaTa HaMe-
PEHHA WA IHAYEHAA ITANCHA, IAKNKHAKWEECH B BOIMOMHOCTA YCTAHORBNEHKA B0 CRAIK C COOTRETCTRYIO-

4
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WKKK 3TANaHamy, oBsMHS MEROYHARSOHEIMA MMM HALGMOHANLHLIMA, NOCPEJCTEOM HeNpepLBHoR Ueny
CIWSEHAR, UMEMLWY YCTAHOBNEHHES HECMPEOENEHHOCTH.
[1. onpeoenadne 6.10]

321 hHIMYECKHMA KOHTPONL CHETEM (physical control system) KoHTpoNeHos YCTROWCTEOD, KOTOROE
HE COOEDMNT XHMHYSCKH DEIKTHEHEIE KOMNOHEHTE M NPEOHAIHAYEHD HIMOTOBMTENEM ONA NDCBEPHK PAGoTR
HHCTPRYMEHTA.

MpaMesaHna

1 DHIMHECHMA KOHTRONE CHETEMEl MOMET GRTE B GOpME 3NedTRIHEOIG YETRORCTES, £0TOpoe cbacnauHBEaET Moge-
TNARYEM Y PEE KLLMD

2 PezynbTaT MWIMYMECHOrD KOHTPONA donseH GuTe B NpeAOnpelENSHHEIE NDe0Enas, HToD: CUCTEMA WIMEPEHHRA
PACCMATRHBENSCH KER EYHELUMOH MRV AR A0NEHEM oSpasomM.

3.22 NpeunIMOoOHHOCTE HaMepeHKA (precision of measurement): CTeneHs BNWAoCTH MEXOy HEIABMCH-
MM PEAYNLTATAMM HAMEDEHKHA, NONYYEHHBLIMA B Or0BOREHHLIX YCNOBHAK.

MpaMmesadHsa

1 ApenTeposaso Wa [2]

2 CrTeneHs NPEUWIK0HHOCTY BRIDAWEHE B YW poaod POpME CTATUCTEHECKAMHY MEDEMA HENPELMIMOHHOCTH HaME-
DEH@RA CPEAHEXEIAPATHY HEIM OTHNOHEHMEM W KO3 MUWEHTOM BEAPWELHH, KOTODEE of pATHE NPONCRLUWGHANEHO CEBAIAHH
C NpELUIMTHHOC TR KONEYECTEEHHBE MEDE MPEUASHOHHOCTH 3ABUCAT OT NPE0yCMOTRERHE X YCNOBHA.

3 MpeU«3NoHHOCTE GE3HHOH METOAWEW HIMEDEHWA NOAPA30ENAETCA COrNACHD YRAZEHHEIM YONOEW AM NDEUWSMOH -
#o0CTe. Cneynddqeckne COBOKYIHOCTH KRAAHME YCMNOBW@ HAILIBAKT «NOBTORAEMOCTEHs {(3.26) 4 «BOCNPOA3IE0AN-
MOCTER S (3.28)

3.23 npotpombBuHosoe apesma (prothrombin time): Bpema, Tpefveros ana ofpazosadma crycTka B
obpasye KpoBW NOCNE KOHTAKTa C MaTepUanomM TpoMEONNACTHHOBOrD PEaKTHES.

324 cucTema ANA MaMmepeHMA npoTpoMonHoBoro epemenu (prothrombin time measuring system).
MamepuTensHaA CUCTEME, KOTOpaA DETMCTPMEYET BpeMa, Heodxoavuoe ANA oGpajoBaHvA crycTia B obpaile
EPOBK NDW BOAOSACTENW TROMEONNACTMHA WNW DeareHTa TRaHesoro akTopa.

MpumeuadHs e — CHACTEME BENIOYAET B CEBA PEBATHE W HHCTPYMEHT, MCNOMEIVEMEE OMA DETMCTRAYWH BREME-
#H 0SpEIOBAHWA CIYCTLA.

3.25 pearedT (reagent) YacTe MEQWUWHCKOTD WAGENKA ANA OMArHOCTHEW 0 wilro, KOTODanR, ocywe-
CTENAR XMMAYECKYH WK 2NEKTPOXMMHSECKYID) PESKULWI, BRISLIBAET CHIHAN, KOTODBIA No3B0NSaT SOHapyHuTE
BEMNAYKHY W HIMEDHTE 28 34a4eHre B obpaaye.

328 noBTopReMocTL Hamepedua (repeatability of measurament): NpeUMIMOHHOCTE MAMEDEHMA NPK
YONOBKRAX NOBTODREMOCTH,

MpAMEYEH®E — AJANTRPOBAHD M3 [2).

327 yocnoBMA NOBTOpAEMOCTM (réepeatability conditions): YonoBWa, NpW KOTODBX HEIABUCHMBIE
PEAyNETATE HIMEDEHWA NONYHeHE OOHKM B TEM HKE METOO0M AIMEDEHHA HA HOSHTKHHBIX CODAILAX, B OOHOM K
TOW e Nalopatopii, TEM ¥Ee ONepaTtopom, MCNoNe3YIoWEM TO #e 000Dy IoRaHWE B NPEJEnax KOpoTHME MHTEDR-
BANCE BREMEHH.

Mpamevanwa

1 ApenTepoRaso ke [2).

2 MpakTHYECKH HEMIMEHHEB YONoBEWA, NPHBOSALIME K MHHHMENEHOA BED HabenNsHOCTH PEIYNETATORE WAMEREHHA.
3 B HacToAweam CTIHOBRTS, iﬂaﬁl:IﬁETElFl M s QONHEHE RHTSPRPETHPCBATECH KB «MSCTONONHEHWAY,

328 BOCNPOWIBOOWMOCTE WasMepaHKa (reproducibility of measurement): NpeUMIMoHHOCTE HAIMEDE-
HIA NEH YCNOBWAX BOCNPOXIBOOHMOCTH,

MpAMEYEH®E — AJBATAPOEAHD WA [2].

329 yCnoBMA BOCNPOMIBOOMMOCTH (reproducibility conditions): ¥Yonoswa, npW KoTORbIX eIy NeETaTe
HIMEDEHMA NONYYEHE OOHKM M TEM HE METOOOM MAMBDEHMA HA WGeHTHYHEX 08paIuax, B paiaHs X NaGopaTop-
AX, PAIHLIMA ONEDATOPAMA, HCNONLIYVIOWHMK paiankYHoe 0BopygoaaHMa.

MpaMmevaHwa

1 MoNHOCTER WaMEHERHOE FOMROBEME NDEOHAIHAMEHD, Hroml NpEACcTEEATE YONODEWA, NPEEDAALL ME L MAKCHMHAN EHOR
aamu 2HeNEHOCTH PEIYNETATOE TECTA.

28 UenAx HACTOA W BrC CTAHAOBRTE, anabo PATORRH, QOMEHEl METERNPETHPOBETECH LBK « MEBCTONONOMEHHUAE.

3 ApanTapoBaHo Ka [2].
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3.30 propuunan pedepedTHAA MeTOAWMKA WzmepeHna (secondary reference measurement
procedure]: MaToguea HaMepeHka, KOTODAR OTEANWGPOBEH OOHHM MK HECKONEARA NEPEMYHEIMK KanKGpa-
TORaMM.

Mpumewasne— MaTogu KY ONS HAas@peHAa NDoT oM frHoBOMD BREMEHA MHOMOE HAARBEKNT ABTOPMHM HAR CTAH-
0a0THAR METOORES .

3.31 TOMHOCTL CHCTBMLI (system accuracy): CTeneds GNH30CTH penpeisHTaTHEHBIX pe3yneTaTos
HAMEDEHWA, MOMYYEHHBIX AIMEDUTENEHOA CACTEMON, K NPMHATEM ONODHEIM 2HAYEHHAEM.

NMpuMeYHBEHHA

1 TEDMMH £ TOMHGETE MAMEREHEA S NO GTHO WEHW D K pPAOY PEIYNeTATOR AIMEDEHHA ONBETREAST LOMOUHALM D KOM-
NOHEHTOE CNY-HERHOE NOrPEWHOCTH A OB WER CHOTEMATAYSCHON DWAEHS UNH SOMIOHEHT CMEWBHWA.

2 PeepeHTHeE 3HEYEHWA NPMIMCEHE B COOTEETCTEMM © METOOWEGHA UIMEpEHHA, NPOCNeHMBEEMOR 00 pedie-
PEHTHOA METOOWEW H3MapeHuA Bones BHCOKOTS NOPALKE.

3 TOYMHOCTE CHCTEMBbl MOKET BbiTh BHpEREHE K3K HHTEQEAN, KOTODKA OXEATRIEAST B5 % safnnaaenee painyHuia
MEXDY PEIYNETATAMH CUSHASEEMOR CHCTEME U WX pEdEREHTHEIM K ZHAYSHAAMA. 3TOT MHTEDBAN TEKES BENIOYEET B cefa
HEOQNZEOSNEHHOCTE M3MEDEHUA METOOHEY MIMEPEHHA, ACNONE30EAHH0A ANA NPANHCE BAHWA PE e pEHTH BN SHAYEHHEA.

4 AanTMpoEaHo Ma jd, nyHET 3.24].

3.32 NpaBEMALHOCTE HIMepeHuA (trueness of measurement). CTeneke BNWACCTA CREOHEND IHaHEHA,
MENYHeHHOMNS KA GoONBLWOH CepMM PRIYNETATOR MIMEDEHWNA, K NPUHATOMY CNOPHOMY JHAYEHIKD .

MpuMeaBaHHA
1 Mepa npasunsHoCTH — CReuleHRe (3.2}
Z ApanTMpoeaHo i [2).

3.33 THNOBOS MCNLITAHME (type test) MoneiTaque ooHoro Wnk HECKonbEMx obpaszyos obopy J0BaHMA
{(MNK 4acTed obopyOoBaHHA), MITOTORNEHHBIX N0 OOHOMY NPOEKTY, STO0H NOKA3aTE COOTEETCTEME NPOSKTa W
NOOHIBOOCTES OOHOMY MW HECKOMSEMM TRED0BAHKAM NPMMEHEHHOTD CTaMAAPTA.

MpuMel BEHHA
1 CrarvoTuqeckan aufopka He TREBYEToR ANA TAROSO0MD HCRBITAHWA.
2 ApanTHpoeaHo M3 IEC 61326,

3.34 cornacve NnonkaoeaTens (user compliance). CNOcoSHOCTE W MOTORKOCTE NONBISEATENA WIMEDH-
TEMEHOA CACTEMBI NPUOEOMUBATECE U pABOTATE B NPEAENAX ONPEASNEHH B CNEUWDHKALNE METOLMEM H3MEe-
pEHIAA.

3.35 obGpazey BEHOIHOKW KpoBW (venous blood sample): Kpoge, cofpadHdan nocne NpAMors npokanki-
BAHKA BEHLI, O0LIMHD CNOMOLWLED MIME @ WNPWLE MK gEyroro yoTpodcTea gna cbopa kposa.

Mpumes as e — BeHodsan kpoas MoxeT GsiTe cobipada Bes QoBaBcy TMNA BHTHECANYNAHTOR WAH KOHCEDEAH-
TOE, # B 3TOM CNy«8e o=a Dy0eT HecTalluNeHOR; BEMOZHAR EPOBs MOKET TaKHE BT COBPaHE B KOHTEAHE P, COAEDHALLHE
A0BEREY MM L05CERBAHTE GNA CTAGDMNMZAUMH ONPSOSNSH Hlx KOMAOHE HTOE.

3.36 oBLeMHan OONA IPATROUMTOR B KpoeM (volume fraction of ervthrocytes in blood): Mponopuwa
KNeTor B obpaiue kpoBm.

NMpuMeYHBHHA

1 Boipa®eHHan €85 40NA, “acTo 0003HaYaETeA W KB NROYEHT (OB mvsbE] @3 804 HELE CH.

2 WHOroe HE3WBEKT #MEMATORDUTOM s, N0 HEMME=OEIHW D BHCTRYMESTE, NSPEOHAYANEHD HENGNEI0BAHHOTD 4NA
onpefenesdn 0GeEMA0R JONH 3PUTPOUKWTOE B HPOBM.

4 MNpoekTHpoBaHWE W PaIBUTHE

4.1 O6wwe TpedoBaHNA

MprseHAKTCA TpeboBaHKA, onpegeneHHsie B 150 13485,
Tpetoaauua, onpegeneHHele B EN 13532, npeMeHsioT NpW oUeHER JKCNNYATALROHHBIX XapakTepucTHE
CHCTE bl MOHUTODHHERE (1 W0 NegopantHoi TEPAnNMK aHTHEOSMY NAHTaMIA.

NMpumewas e — Pazgens 6 M 8 oNEcEBAKNT GEACTEAR NoW BepafHERALWE NPOBKTE, KOTODBIE Npe0HaZHEYEHEI
ana clecnayedma rapaHTHE cnocobsocTY NP0AYRTE COOTEETLTEOEATE XAPAKTERACTHEAM NEEUNIMOHHOCTH, NPABANE=0OCTH,
Ge3onacHOCTH W HESEXHOCTH. Pazaen 9 onnce8EeT QeRCTEHA npy BEERDHAKELANA NEOSKTA, KOTOPEE NPEaHa3HaYeH sl 4NA
obecneqsHna rTApaHTHH COOTEETCTEMA YCTDORCTER TF."E'ﬁ-I:IEEHHﬂM NN=z30EATENA.

G
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4.2 MHTepean vamepeHun

HMIHTEDEAN HIMEDEHHS CHCTEMBl 0MHEH BhiTE, N0 KpaiHed mepe, oT 1.0 ao 8 OMHO.
4.3 BelonacHoCTL

Mpumensot Tpebopanma, cnpegengiHee g IEC 61010-1 v IEC 61010-2-101.

4.4 MeHeg®MeHT pHCKa

4.4.1 MpreMmneMocTs pUCKOR

HaroToRMTENE GOMKEH ONPEdendTE NDHERMNEMOCTE NOTEHLWANEHEX DHCKOD, OCHOBLIBAACE Ha IHAHKMK,
MO MEHBLUEA Mepe, Cnegyiowy: fakTopos:

a) Npeanonaraemoro HeNoNe30BaHKa NPOGYKTE,

b) HAaBLIKAX M OrpaHMYEHWA NONLICEATENEA,

C] 3EWMTE NEOTHE HEYMBILLNEHHOND AIMEHEHWA NaPaMETPOE HACTROREW (HanpuMep, coobuasi e
e0MHALLI ],

d) BepoATHBIX OTENOHEHWA OT PEECMEHI0EAHHOMD SBCNYHMEIHWA, METOOHK PAGOTER W KDHTPONA;

&) BNHAHHA HHTe R epHDyYe LMK BRLecTa.

MpHMEedEH e — FyRoBogaL WS NPHHLKNE GNA OReHKEE NOTSHUWANEH0 METSRhEp MDY I0LYHE BEWECTE oM. 9]

4.4.2 OugHEA pHCEa

Mpumenaot Tpebopanma, cnpegengiHse g 150 14871,

BuINCNHAR OUEHKY DHCKES, MArOTOBWTENE JONMMEH NPHHATE BO BHAMAaHHE CRegysoliee.

a) CepeEIHOCTEMNOCNedCcTErA HeoDHADYHEHHOMD OTHa3a (HanpPUMEaR, NOTEHUMANEHER BRpen NaLuesHTy )

b) BEpOATHOCTE BOZHMKHOBEHWA CLWKHOEK [HaNpHMEp, HeJOoCTaTOYHEKE 0DbeM NpoDsl WNK HENDABWMNb-
HOE PA3MELEHKE EQWMHHLE DEaKTHBA) W

C] BEpOATHOCTE HECNOCOGHOCTHM CUCTEME! ODHADYEMTE CWKBRY (Hanpumep, 0edekTHEE BHYTREHHHE
OaTHHER MHETDYMEHTA ).

Mprumedanaa

1 HacToAwWACcTasaa PTHE CNEEASNAET YPOBHN NPASMNEMOCTH DHCKS.

F F:'!.-'IIJEI:I_CI ALY WS NPHHUKWNE GNAa Targ, yTofe moe HTUHEMUAED2ETE NOTEHUHANEHE E CRACHOCTH ©T WLNONEIDBAHHWA

# BONHHUS HENONEI0EEHAA YCTROACTE R, CM. [10].
3 MeHeSKMEHT PUCKR BKNIDMEST B calif AHANKS, OUSHEY, YMEHELISHEE W KOHTPOML PHCEE.

4.5 ACNeKThl IProHOMHYECHOrND M YeNoBeYecKoro (paKTopon

Mp NPOEKTUROBAHAM CHETE M bl BMOMATODHHIE i1 VIR0 NEPOLANLHON TEPAN KA ANTUEOAMYIAHTAMA D0 HE
BTl YYTEHEI OTHOCALMECA K AENY IPIOHOMHYECKAA W YEN0BeYaCkWA DAKTOPRL, BRMIDYARA, NO MEHBLIEH MEPE,
ChnenyLee:

a) ACnexTsl NONEICAATENR!

= BeIBOp,

- OGydEHHE,

= COornacue;

bl oEpysaKWyW coeay MCnoNsIoBaHIA;

= TEMNEEATYRY,

- BRAMHOCTE,

C} CEBOWCTBA CHCTEMbI

- YCTORUHBOCTE K yOapam,

= CTABKUNEHOCTE DRAKTHEOR,

d) uHTepdeRc NoNeIoaaTE N

= YOOBCTED NPHUMEHEHIA,

< yoOGCTES OBCNYMHBAHKA,

= JAWKTY OT THNWHHOTD #MIHOCAN, C KOTODGIM MOMHO CTOMNKHYTECA B OXpYSA0WEeR cpeqe HCnoneao-

< YOOGOUMTAEMOCTE PESYNETATOR,

- HENPABMNEHEE YCHOBWA ¥ OWWE0YHEE cooBwaHKa,

- OOHOIHAYHEE CO0BWEHIA NONLI0BATEND [HANDUMED, « HUaKMA 3apA0 BaTapams WK & HUIKME paayNb-
TaTe, 4 HE TONLES HHaKD: ),
NpOBERKE NONEI0BATENEM HANEMALLEND YHELWOHMDODAHWA CHCTERE.
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4.6 ObecnevyeHWe KAYLCTEA M CPeACTEA KOHTROMNA PUCKa

4.6.1 OBWHe NONOXKEHARA

DBecnedeHie Ka4ecTea CHCTEME MOHUTOREHHIA NeRoPansHOA TERAMNKWA SHTHEOAMYNAHTAMK COCTOMT Ha
MHOMECTER INEMEHTOR. T, NpUNoxeHHe E QNA onvcadis pAINyYHbIx anemMendTon obecnededta kaqecTss,
HOTODEE 80T BbiTh NPHAAEHE HE.

HMaroToaMTents AcnkeH 0DecnedkTe CneUrprYHbIE ONA YCTDONRCTREA MEDR KOHTPONA DHCER, KAK 3TOMD
TpebyeT nnad mexHeaxmenTa puckd. NpumeranT Tpeboranna, onpegensguHee 8 1530 14871,

Mepbl KOHTDONA PUCKE, BENHYAR NOSEE OrpaHdYeHNA, 00NHHE BalTe ONMCaHbI B HHET DYELMAX NO N MMEe-
HEHMED H B NPOTRaMME COOTBETCTRYIOWEND 06 yEHHA.

Ml KOHTRONA PRCKS DONHHE BbiTe YYTEHB NPK 00paI0BaHHK 1 0DYYEHHK NONBI0BATENEH M paGoTHH-
KOB I0PaBO0KDAHEHHA (CM. DA3OEN T}, TAK Me, KAk CNeayIowMde INemeHTR.

4.6.2 MNpoeepra namepeHHA

Kawaoe MaMepeHie, 0 KOTOROoM cooBLlUaaT CHETEMA MCHWTORKMHIA /i Vilro NepopansHol TEpanMe aHTHED-
AryNAHTaMK, OMTEHO DblTe NEPOBEDEHD BHYTDH CAMON MIMEDATENLHOA CHCTEMEL.

XapakTep W cTene s BHYTREHHER NDOBE KK, KOTODAas Oy Qe T BRNONHEHA HIMEDWUTENEHOR CHCTEMOR, Jon-
MHE DI Th ONPpeOeneHs De3yNETaTamd AHanKaa proKa.

MpumewanHe— HeoBogemo, 4T00L WCNONEICBAHAE DEAKTHEOR C NPOCROYSHHEEM CPOHOM TOQHOCTH Greno
NEesoTERaWSHD.

4.6.3 HOHTPONL padoTkl CHCTEMbI

HaroroedTens QoMmseHd NPpeLocTaBuTe METOOMKY KOHTRONA W AHCTRYELKM N0 NPAMEHE KD KOHTDON bHEIX
MarTepHancs.

Mepouegypa KOHTPONA JomsHa OeTe nogreepwaeda. lNpumesanT TpeSoeaHud, onpeleneHHese B8
IS0 15198,

KOMTRONBH IR MaTERHAN MOKET COCTOATE KA MIKIKOMD KOHTPONA, WHTEMDHDOBAHHGID KOHTRONA MK KOM-
BHHaLWK oheMx DoprM.

Ecrnii ByOeT HenoNk30BaTeCH PHIWYECKHMA KOHTROMN: (HANPHMED, KOHTPONLHAR NoNoca)l, TO KaroToRH-
TeNk ACNKEH NDEO0CTARMTE MHCTDYKUAK N0 NEHMEREHAI0 DHIMYSCKOr0 KOHTPONA Ha HHCTPYMEHTE.

Mepen ambii HaMepeHer 0GpaILa Kpoad NPOBEDES HAMEREHKR A0MHHE BblTe NPOBELEHA COBCTREH-
HiIM KOHT POMEM MOHHTORA CMCNONE3I0BaH MM BHYTDEHHEND MK BHEWHEND DU IMYScKoro KoHTDONA CHCTEMEL.

KOMTREONBHBIE MAMERSHAA C NDHMEHEHHEM HUARMY KOHTPONBHEX MATEDHAN0E D0NMHB DbiTh BINOMHE-
Hisl KA#OLIE Da3, KOTGE HCNONBIYETCA HOBEIA NAKET PEAKTHEOR, KOMLa NOMNYHEH HEOKKIAHHEIA DEIYVNBTAT K KOr-
na atorg TRebyioT MECTHBIE WHCTRYHELWH. WAGHHME KOHTDONbHLIE CReacTea MOoryT DbiTh 3aMEeHEHb
HHTEIPHA POBEHHbIM Y HELMOHA MBI KOHTROMEM.

DeACTEMA, KOTOPBIE GOMEHb GbiTE NPEONPHUHATE, KOMLa KOHTDONBHLIE PE3YNETATH HAXOIATOA BHE YCTA-
HOBNEHHOMD QWanazoHa, QoMb BsiTs NEUBEOEHE B HHCTEYELKWAR N0 NIDHMEHEHHIC,

4.6.4 MNpoBepka IKCNNYATAUMOHHBLIX XAPAKTEPHCTHE NPH CAMOTECTHPOBAHMA

HMaroToauMTens GONMeH PeRoMEHA0BATE NONBI0RATENAM METOLMRY NPOSEDEM NPUMEMIEMOCTH PEAYNLTA-
TOR CAMOTECTHROBAHHA.

Mposepea AoMKHE BbiTe OCHOBAHA HA COABHEHWK DE3YNETATOR, NONYHEHHLIX NONEI0BATENEM W paboT-
HAKOM 300aB00X0AREHHA B YEAIAHHBIE HHTEDBANE. PEKOMEHIVETCA MHTEPBAN LWECTE MECRLER WITH MEHBLIE,
0nAanoneEsosaTened, BHOBE NPUMEHAKLLWE CAMOTECTHROBAHKE, MOrYT DbiTE HEOGX0 oMM BonNee YacTeie NDo-
BEEHEH TEXHUEN BEINOMAHEHWA KCCAEATBAHKA, HANDHMED EHEMECAYHO.

4.6.5 OUSHKA BLINONHEHWA NONLIOBEATENEM HHCTRYKLHA HATOTOBMTANA M BpaYa

MaroToaMTeNs AGMKeH PEKOMEHOOBETE B MHCTDYKLMAY MO NPAMEHEHKID ANR MEQMLKHCKRY paGoTHMEDR
MEOXOOALLHE METOOAKH KOHTROMA W OLUEHKK BbIMOMHEHHMA NONBACEATEMEM AHCTEYEUKA HArOTOBMTENA M BpaYa.

4.7 MeTponord4eckan npocneMHBasMocTE

K npougccy kanWSpoREY MArOTOBMTENESM YCTRONCTE MOHWTORUHMA /N Wil NepopansHol TEpanHK aHTHED-
aryNAHTaMIA ONHHE OBTE NPAMEHEHE TpEBoRaHWA, onpedensdHdee 8 150 17511,

PeaynbTaTe WasmepeHMa oToDpasHoR WANK NOCTOAHHOR METOOMKK HAMEDEHHA HITOTORATENA SOMMHLI
BT NPOCNEXABAEMBIMA K TAKDBLIM DPEKOMEHO0BAHH0N BO3 pydHol MeTOOHKH WIMEDeHWA NoKaYuBaHHEM
NEODHUDEE, C MCTONEIOEIHREM MENDYHAPOOHROTD pedepe HTHOMD NpanapaTa TpoMbonnacTdua [11].

NMpumewas e — B peroMedgyemod BOS pyuHOR METOONKE WIMEDEHHA NOKIHUBEHWEM NPOERPEM HCNONBIY DT
CEEHYE UATRATHYI NNaiMy. TOME 8 B yCTOORCTEAN ANA CaMOTECTMROBAHHA WONONEIYHT CEeHyYS, HeobpaboTadsy o
kposk. Npy kannBposse YCTROACTE NPHMEHADT NERANNENEHOS HIMEDEHME CEEMEA NNAIME M KPOEM OT OOHOM W TOMD e
NauWeHTa. B atom cnyuae ofpaiuel KpoBR cny#eT kanudpatopon.

g8
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Ecnu B NOCTOARHON METOOMER HIMEDEHWA MATCTOBWTENA MCNONEIYETCA KPOBL, TG KANWEPOBKS METOOKKK
No MEXOYHAPOOHOMY PEpepeHTHOMY Npanapaty B3 1 MeToaqKe ROKaYMBAHKA NPOSUDKA D0NHHA ObiTE Npo-
BEOEH MyTEM NAPaNNeNeHoN MIMEFEHUA KEPORH 1 NNa3Mel. NpH KEaNUGROoBKE DY THHHOR METOOHKA HIMEDEHHMA
KOHEHHOTS NONEI0BATENA DONAHHA CeiTh MCNONE30BAHA KPOBL.

ECnH NOCTORHHARA METOLMED HIMEDEHWA HArOTORMTENA KCNOMNLIYET NNA3IMY, B 3TOM CNYYae NNaima oon-
HHA ACNONEICBEATECA NREW EANWGROBKE METCOWEN N0 MEMIYHADOOHCMY pedrepeadTHory npenapaty BO3 n
METOOMEE NOKAYHBAHKA NEOEH K. TpY KanABpoase PYTHHHOH METOOMKM HAMEDEHHUA KOHBYHOMS NONEADBATE-
MA AONHHD NROBOOWTECA NARANNEN bHOE MAMEDEHWE MMAZM bW KPOBK {HANDHMED, KCNONBAYA OOHY K TY ME Nap-
THK PEAKTHEOR).

Lent NpocneM BasMocTi QoNHHA BEMOYaTE B Ce0A HACTONBKD MANGD WAarQs, HACKON KD 3TO NPakTHYeCc-
KM BO3R0HHD, HTODE MHUHMMAZMPOBATE KOMEWHKPOBAHHYIO CTAHAAPTHYI HEONPeJeNEHHOCTE HIMEDEHHA.

M PAMEYEH®E— I"I;-uuep HENW NPOCNesyEaSMOCTH ONA TRNHYHOR DTEE.I'IHE‘FI{IE-H.H:AD'F:' HIrOTOBWTENEM CHCTE-
Misl MOHHTORHHME 1T VIR NEPOPANEHOR TERPANWA BHTHEQEMNYNAHTAMMY NOKA3EH B NDHNSHEH MK B, PdCyHOK B.1 HJ-’EIEIFIEHE aHHeE
MONHOW UEME NPOoCnes MB3eMOCTH B3ATO W3 150 17511, PHCWHOE 3. Arar NpeMeal He NpEAHasHEYeH Qna npedcrTaenesya
SARHCTEEHHD BOAMOEHOR NOAXOARLIEA LeNd NDOCNeKEEABMOCTY.

Mepkl KOMTPONA OOMKHE BeiTE OCYWECTENSH: B NPEGEnay Kagoro Wwara npouecca kanubponkd ana
OTCMEMMBAHWA, OLEHKK W KOHTRONA Opera M MAMEHYMBOCTH.

Mpumeyadse— Megesc cnocoBrocTi npoueccs (Cpk) MoxeT OeiTe HCNGNBE3088H GNA CNpefenadHuA U obHa-
PYHEHWA HEQONyETHMOrS qpeidia. Cum. [12).

KanyBpoaxka NoCTORHHOH METOOMKN MAMEDEHWA MAMOTORMTENA JoMwHA BelTe NDOBEPEHA B NPpELONpege-
NEHHBE HHTEDBANEX N0 BulBpaHHbIM METOOWEAM HAMERPEHHA HIrOToORXTENS. B KavecTee pYKOBOACTEA MOMYT
ObiTh MCNoNe30BaME [13] W [14].

Patodiid ganuEpaTop MIrOTORMTENS MOMET BbiTe NPEICcTaBWTeNbEHOH Naseneo obpaiucs CBeMeR
KAMWNNADHOR WK BEHOIHON KDOBK, KOTOPLIE OXBaATHEAMT HHTEDBAN HIMEPEHWA, Y4TOGH rapaHTHROBaTEL KoM=
My TadeneHocTe kKanubpaTopa ¢ peepeHTHON METOOHKOA HaMepeHra. MarcToOBMTENKM QoN#HL ONpegennies
METOAKKY W NEPAOO BDEMEHN, B TESEHHE KOTODOMD MONYT MCNONEI0BATECA CREXHE 0O paaLE.

5 WHdcopmauma, NOCTABNAEMARA M3ITOTOBUTENEM

51 Ofwwe TpeboraHuA

MHdhoprauMa, NocTasnaesan NoNs3ceaTenamM arcTOEMTEenam, AonHHa Bl Ts ACHOH W EpaTrol, CNprsae-
HEHHEM NEPOCTEE TEQMWUHCE, KOTODGIE NOHATHE HENPODECCHOMANAM.

WMHdopMay«a gonsHa Bl Te XOpOoLWD NpSacTaaNnEHHCH W NErkD Y4 TAEMON.

Tawm, roe 310 uenecostpaivo, CNegyeT NPUMEHATE CHMBOMS! M MMHecTpauui. CuMBonE J0N#HE Co0T-
BETCTECEATE MENOYHADOAHEIM CTAHOARTAM. ECnK SyOYT NPHMEHEHE CHMBOTL!, ANA KOTOPLIX HE CYLUSCTRYET
CTAHAAPTA, GHM SONMHE BEITE ONACAMLl B TEKCTE.

NonweH HeNonNs3ICEATRCA A3kRIK(H) CTRaMLI, B EOTOPOW PACNPOCTDAHSETCA CHCTEME MOHKTODHKM I wiltio
NepopansHed TEEanMy aHTUECAryNAHTAMA, A0YTAE A3LKK ADMAIOTCA SON0NTHATENEHEMEA.

COonSpuaHUe WHETDYRUAR NS NPAMEHSHMD A0NKHD DBTe NOHATHD ANS MAAed Se3 HaYYHOro UM TEXHN-
Yeckore 0GpaInaaHnA.

VIHCTRYELMH Mo NHMEHEHAD D0NHHE COOSPHaTE HOMED NepECMOTRa KN rod W Mecal MadaHua.

5.2 MapHMpoBKa WHCTPYMEHTa ONA MOHWTOpWHra [ wilrd nepopansHod  TepandMd
AHTHHOArY NAHTAMKA

HIHCTpYMERT ANS MOHMTORWHEE i vilrg NepOpaneHoM TERANHK aHTHEIAry MAHTAMA JOEeH O Te MO8HTH-
PHUMPOBAH MAPKADOBKOH, BRMIOYSOLWER, KaK MAHMMYRL, CNEQYIOLYID WHOD a0

a) HAKMEHOBAHKE WK TOPIOEYD MADKY HITOTORMTENA ¥ A0PEC HATOTOBUTENA,

b) HauMeHoBaAHKE NDCAYETA MW ero oboadadyere (3Ta MHEopMaUWA JONMHA HENOCEEaACTBEEHHD HAX0-
OUTECA HA SPNBIKE, NDAKPENNEHHOM Ha YCTRORCTRE ],

C] npeanonaragmoe NPAMeHsHHE, BEN0Yan yTESDHAEHAE, 4TO HHCTOYMEHT NpegCcTaBnAeT coGol Megn-
LHHCKDE HAOENKME GMA QWUATHOCTHEW 0 WilFo ONA CAMOTECTHDOBAMWA, ¥ HHOODMA LW OTHOCHTENBHD DeaKTH-
BOR, KOTOPEE HCNONBIYIOTCA C HHCTDYMENTOM,

d] HOMED NAPTAH WK CEDMM, HaXOOAWWACA HENCCOeOcTBEHHO Ha SPNEEES, NPHAEDennedHHoM Ha
YOTROHCTRD,
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2} yonopus ANA Xpaqednd w obpaboTen, ecnn NpegycsoT e,

fl cowinky Ha PYEQBOOCTEO ONA MONLACEATENS MMM HHCTRYELMM MO NEAMEHEHWIO,

Tam, roe aTo WenecooGpaiHo M PEIDEWEHD MDARMNAMK, AHEOPMALWA HA ATHEBTEE O0MHHE BuiTe NPHAEE-
OeHa B HOopMe CHMBONOE. CHMBONE JOMHHE COOTRETCTEOBATE NPABMNAM W CTaHaapTam. Boe CHMBONE! gon-
HHE BbiTh ONKCEHE B MAgOpMaUMK, NOCTAENASMON BMECTE © HHCTRYMEHTOM GNA MOHWTODHHIE i1 Wi
NepopankHoR TEpanKK aHTHKOary NAHT M.

5.3 WHCTPYEUHH MO NPAMEHEHHID CHCTEML! ONA MOHHTORWHrA /Nt ViIlFO NepopankLHoW Tepan-i
AHTHKOATYNAHTAMMK

MprMeHART TpeGoBaHH A, oNpegenexHHee B 150 18113-5.

K cucTeme QoMmKHa BolTe NEKNCHEeHa WHCTDYELMA No MPWMEHEHKKD, BRNKYaowan B ceba cnegymwyss
MHdPOpRaL I

a) HAWMEHCBAHWE WIMNH TOProByK Mapky W aQpec MAFSTOBUTENA, HEMMEHOBAHKE WM agpec OUCTRHELHT-
0pa, BCnd NPMMEHKEMS, 11 CNOCol NONYYEHHA NOMOLM.

Mpuwme«sadne—[0Na MEQNLWHCKHY yCTROWCTE GNA QUETHOCTHENA (7 WD, NpOJAREEME E 3 EBPONe ACKOM CO K-
32, QupekTiea SB/TO/EC [15)]) TpadyeT HawMEH08EH WA @ BOPECE AETOPRIOEAHHOMN NPESCTARATENA:, BLNH HANOTIEMTENR
HE pACNONCEeH B8 EEPONEACKOM Cosla8,

b} HavmewoRaHWe NpOOYETA MM ero oboIHaYeH e,

C) NpegnonaragMos MCNONBEI0BAHKE YCTPORCTES

d} MPUHLWN METOINE KAMEDEHIA]

€} NOCTORAHHYE METOOHKY MAMEDEHNA HITOTORMTENR WKW pedepeHTHHA MaTepran. NpeaHasHaqyen-
Hild MarsTOBMTENEM OMNA CUBHEN DADOYHE XapakTeprcTHE,

fI TN obpaauoe, HCNoONEIYEMbLIX HAFOTOERTENEM ONG KENHMBDoBKK (HANPUMER, KDOBEL HNW NNa3mMal;

gl onpegencHHLIe PEAKTHER, KOTODEE DONHHE HCNoNBE308aTECR,

N} METOOMKY HAMEPEHHS, KOTOROR DOMEHEl CHE00EATE, MCNONEIYA YCTROWCTED, BEMMHAR cnedywles;

= NoCNeJoEaTensHOCTE NOGrOTORKH WHCTODYMEHTA K HIMELEHWID, BoINONHEHKWA HIMEPEHMA (BENKDYaR
OG0 LEM M PEKCMEHACEAHHEIA BHO 0bpasua) v oBCnyKMBaHHs yCTDONCTEE,

- NoCnedoBaTeNsHOCTE DETYIIMPOBEY (HANDHKMED, MCNONEI0BAHKE YWCNa, KOQOB0H NONOCH, KOQOBOMD
YIANA ), HIMEDEHKA W NPCREDEA H AONYCKAEMBIE BLEMEHHLIE MHTEREANL! MEMIY HUMMK,

= BOMHWUBI H3MEDEHHA, O KOTODBIX CODGWaET YCTROWCTES ONA aHaqarina MHO (Hanprsep, NpougKT);

- COBETOTHOCHTENEHD TOMD, YTO A&NAaThE, KOM DA HHCTRPYMEHT BhlZan cwrBoqH ble oot eHA, HeoMHaaH-
Hislg PE3yNETATE MK DEIYNETATE BHE YEAZAHHOTO MHTERBANS HIME DEHHA,

i} YOMOBWA BHEWHEA CPaOB (HANDHUMED, TEMNEDATYDY K OTHOCHTENLHYK BNaMHOCTE], B KOTODLIX MOMaT
HENONEIOBATLCA CHCTEME,

[y AeTaneuy: NRPOUSAYPY, KOTOROH OOMEEH CNefoBaTe NONEIOBATENE NP HANAOKS YCTROWCTEA, SO
MDA MEHKMO,

k) OETANBHBE METOOHER KOHTRONA NONEI0BATENA, BEMKHaA WOSHTUGHKAUW 0 KOHTPONEHRONS MATSpHa-
na, KOTOPER MENONEIYETCA GNA NOATESDHAEHIXA TOMD, 4T0 CUCTEMAE MOMKTODWHIE 1N witro NepopanesHod Tepa-
MK GHTAKCAryNAHTAMKE paSoTaeT JonsHbiM 00palomM, BARHOCTE BRINCMAHEHKMA METOOWER KOHTPONA, M COBET
OTHOCHTENBHE ASACTEHA B CNyHas, BCNM PeayNeTATR KOHTRONA HENpHeMTemMp,

[y TN oSpaaua, KoTopsIA MCNONE3YETCA TaK ¥, Kak Mobule cneuransHsie yenoaua chopa v npegaapu-
TEneHoH oBpaboTiu,

M} Mepk NPEAOCTOROMHOCTH, KOTOPEE QONMHE GETE NPERNPHHATEL, YTO0E YMEHBLWHTE PACK HEdrek-
UMK [HANpUsED, OT NPEQWEeCTEYIOWETD HENONE30BAHKE HHETDYMEHTE MNH HENRABWNEHOND YOANSHHAA Grono-
FAYECENA CNAcHEX MaTEPHUaNoe HCCNeaoBaHni),

N} Mepk NPEZOCTODOMHOCTH, KOTODEE O0MHHE Bei T NPEOANPUHATE, 4ToD R NPedoTERaTHTE NOBpEHIe-
HA2 CACTEMBl (HANDHMED, OT INEKTRPOCTATHYECKOND PaipAna, MarHdTHEY Noned, BeICOKOR TeMRepaTyDel,
BIAMHOCTH, BUODAUMH 1 OPYTHE BHELWHWX BIMAHKA MM SGEYIAX YCNOBMA BHEWHER CPEOE, BCIK MPHMEHA MO
(oM. paznen SelEC 61010-2-101);

O} ONHUCAHWE M 0T ERCHERWE MIODEIX CHMBONOB, HCNONLIYEMEX B MADKADOBKE 4B MHCTDYELHAX NO NpHME-
HEHHK,

Pl pYKOBOQCTEO OTHOCHTENEHS QEACTEMA, KOTODLIE DOMsHbl OMTe NPEANPUHATE NONLICEATENeM KaK
CNegcTEUE DEIYNETATA, BRAMKYaR.

= CCLUMNKY Ha HHCTRYREUHK, DaHHLIE MEQHUWHCEKM PaGOTHHEOM, # NPEeayNpesdeHHe He oTKNOHATECA oT
ITHX MHCTRYKUAR Ha OCHOBE PEIYNETATA, BEd KOHCYNETAUMK G MEIMUMHCKAM PASOTHHKGM!

= COBET OTHOCHTENEHD TOMD, KAk NOCTYNATE, BCNH PEIYNLTAT COMHWTENEH GNA NONLICEATENS,
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= WEAZAHHE TOMD, KK CACTEME MOHWUTODHHIE MIBSWAST NONLIOEATENA O BLIX008 DedyNETATA 23 NPedeNk
YEAIAHHOID MHTEDBANA WIMEDEHHA [Hanprsep, olWrbouHee cO0SWEeHWA, yeeaomMneHWA ob owrbeea];

Q) HHDODMALKKD OTHICWUTENEHO DEICNACHOND YOANEHHA CHCTEMBl W S8 KOMNOHERTOR, NP HeoGxogK-
MOCTH,

MHCTRYEUMA ONA HENCNeI0RaAHMA JOMEHEl COAep#aTe PERoMEHOALMA OTHOCHTENEHE ARRCTRMIA, KOTO-
preie cNeayeT NDeanpMHUMaTs, 8CNK NDoBEpKa YKANKeT HeNpUasMNebid peayNeTaT.

54 MapHMpoBKa peakTHREOR M HOHTPONLHOMD MaTepHana

PeakThok! ¥ HOHTDCNEHLIA MATEREWAN oMHHbl BETE WIEHTHRUUMPOBAH Bl ATHEETHON MMM STHEETEAMIA.

MpusierAnT TpeboBaHKA, onpegenedHse B 150 18113-4.

Kpome T0ro, Ha aTHEeTKY GOM#Ha Dbl Te HAHECEHA CNeOyoWan HHhopMaULmra.

a) YESIAHKHE NEpPUeLa BREMEaHH, Bbl PaseHHOND KAk MECALB WM GHA, B TEYEHKE KOTOPOTO PEAKTHE O00-
HEH HCNONEAGBATECA NOCNE AT NEPRONS OTHPLITHR HENOCHEACTBEHHON YNAKOBKK DEakTHEa,

b CoBINKA HA MHCTRYKUHKH MO DDHMEHEH IO,

C] HHCTPYMENT, NPEQHAZHAYEHHEIR ANA HCNONE3I0BAHKE C DEAKTHBAMM.

Ha atvreTiy gonsHs DelTe HAHECEHD R0y NDEsLEHAE O CNeqyLe:

d] HCNONE3I0BAHHE PEAKTHEOE CO CNEeLWOHUWDORAHHLIM YCTDORCTROM ONA MOHMTODAHIE 17 WIFD nepo-
paneHCR TERANKWA AHTHKSAMNYAAHTAMA ANR NOMYHEHKA HAGEKHBIX PEIYNLTATOR HIMEDEHHA,

@) GEI0NACHOE yIaneHHe PEaKTHBOE NOCNEe WX MCNONEI0BIHHA.

Honwer HCNoNeaoeaTECA A3kKK) CTPaMB!, B KOTOPOA NPAMEHAICT FEAKTHRLI W KOHTPONEHEIK MaTapuan.,
OPYIIe A3kEIKM ARNAIOTCA J0MONHATENEHBIMKA.

5.5 MHCTPYKUWHK NO NPHMEHEHKIO DEAKTHEOR M KOHTPONLHOMO MaTepKHana

PeakTuak M KOHTDANERER MATEOHAMN, UCNONLIDEAHHE EOTOPEX NDEGYCMOTREHD C CHCTEMON MOHKTO-
PHHCA i WD NepoRansHoE TEDANKA AHTUEOAMNY NBHTAMK, OMEHL CONDOROMAATRER MHCTRYKLMAMK Mo NPKLE-
HEHH D,

Mpumenant Tpebopanma, onpegengddse g 150 18113-4,

KpomMe Toro, MMCTRYKLHA MO NDHMEHSHAID D0NHHS BENI04YaTs B oG8 cneqyiown o uuopsiaun;

a) yEAIAHKE CRoCoba MoNyYeHH 8 NOMOLWKH 0T HITOTOSHTENA WK AMCTRprbLeTOpa,

Bl WHCTRYMEHT, ONPESENSHHLIR OMS MCIONEIOBAHMA C PEAKTHEAMMW K KOHTROMNBHEM MATEPHanom;

C] MEHIYHAPOOHEIA MHOENC WYBCTEMTENLHOCTH PEAKTHES,

d] YCrNoBWA XDaHEHHA (HAaNpUMED, TEMNEDATY RS, BNAKHOCTE, BOANSACTENE CBETA),

&) ONoBeweH e NpeaynpesieHia (ONA PeAKTHECE ) OTHOCHTENEHO HEGEXOAMMOCTH MNOTHD J3KPE EATE
EPBILKY HENOCHBACTREHHOMS KOHTERHEPE ONA 3AWKMTEl DEAKTUAHbIX NONOCOK WM CEHCOPOa OT BO30eACTBKA
BOSOYEA,

f) vHTEpBan MIMepeHHA CYHIIAHWEM BELEHETD W HUKHEND NRPe0enNos, 8 KOToPLE CO0SWAKT O pe3ynNsTa-
Tax MHO,

Q) paboqdde XxapakTepUCTUEH HA AIRIKE, KOTOPRA NOMATEH NPEONOnaraeMany NoNsIneaTenie. NRoOUSHT
COOTRSTCTEWA 3HadYerii MHO, koTopeie Nony4YakT, © NEoOUegYpon pefepe HTHOMS M3MEpEHKa JomEad Saiu-
POBATLCA HA MCCNEA0BAMWAK, YEAIAMHEX B paigenax 8 u 9,

h) niobee iHTeppepUpyIolKe BELECTREE, YENoBWUA Npod (HanpUMep, FemMonii, HenTyxa, NANEsnA ) UK
praMonoryueckre YoNoema [Hanpusen, ameHeHua 8 nepudiepryecsor Kpopoobpawe nd ), BNRAKWK®E 1a
TOUHOCTE PEIYNETATOR,

i) METOOWKY MIMEDEHWA, MCNONE3YeMyKd GNA oUeHid palouds KapakTepHUCTHE CUCTEeMEL, M ONMCaHHe
METRONOMAYECHOA NROCNEKWBASMOLTA DEAYNLTATOR HAMEDEHHA 00 PE@apEHTHON METOOWEN HAMEDEHHE UMK
cTanaapTHoro 0bpaaua Bones BRICOKCTO YDOBHA,

i} MaToaMEY HAMEREHHA, KOTODOH HYRHE CNE0BaTL, BEMNKYANA

- NOCNEfosaTeNLHOCTE WATDE NOArOTORKM DEAKTHBOE M BRINONHEHUA KIMEDEHUS,

= BEIDOR BOEMEHN MEXOY HHAHBUMOYANEHEIMIA LUAFAMM, SCIH NRHMEHH MO,

K] DeTansHYI0 MeTOOMKY KOHTEOMNA M KOHTPONEHERA MATEDWAN, KOTODEE HCNSNEAYIT ANA NPOBEDKM TOro,
TS CHCTEME MOHWTORKHNE 7 Wil NepopansHoR TERANWK aHTHECArYNAHTaMK paboTaeT B npedenax ea yera-
HOBMNEHHEX PAGOYMY XA DAKTEOHCTHE.

Heobxoauman MHQopMaUMA OTHOCHTENEHD DEAKTHUEOE WHMNK KOHTDONEHLIX MATEDHUAN0E MOMET DkiTe
BEMKHEHA B WHCTDYELMA N3 NPWMEHEHKIO YCTROACTEA HNA CACTEMBI, 8CMH MArOTOBWTENE YCTRPORCTES MNH CHC-
TEME — TO #E CAMOE NHUUGC, 4TS W HIMTORMTENE PEAKTHE0E. [TpH BHECEHMK HIMEHEHHA B 3TY MHOPMALIMIO,
HIMEHEHHARA WHPODMALMA O0NHHA BETE NOMELWIEHE B AHCT PYELMAIKD N0 NPAMEHEHUD DRAKTHEOE.
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6 McnbiTaHKMe Be30NACHOCTH M HAOEKHOCTH

6.1 OBwwe TpeboBaHKA

6.1.1 Mporpassa

HMeneimadie GesonacHICTA M HaZEKHOCTH A0NMHC Bl Th BRINGNHEHD HAMOTOBKT BNeM COFMAcHD MACEMEH-
HOH Nparpanme. B nporpamse, No MedbWEeR MeDe, 0NHKHE SETE ONPegeneHsl HCTNs TAHWA NPOEKTA, BEMKYan
YACAD MHCTOYMEHTOR, BOMHAL DEAKTUEA W NOBTODHELX MAMEDEHHA HE HHCTRYMENT, W METOLKWKW aHanKaa nax-
Hialx, # KDHTE0H A NEKEMNSMoCTH. PeaynbTaTel MCNETAHKA BE30NACHOCTH K HAOSRHOCTH J0MKHEl BalTe 3ape-
THCTRHPOBAHL! B OTHETE.

YEAIAHHLIE TPEBOBAHHA K MCNBITAHHAM REMNAKTCA MAHMMANLHbIMA TREGORAHHA MK,

Lna HonbI TAHAA JKCNNYATALKMOHHEX X3DAKTE DHCTIAR NDOTDAMMA J0MKHS BENKHATE B Ce0R CTATUCTHYSEC-
Ko COBACHEHKE ONA HCNLITAHWA NDOEKTA.

NMpuMevaasna
1 TecTol, ONWcaHHbe B G.2—6. 8, ABNAKTCA TANDELIME WCNBITAHAAME
2 TeoTel, 0NHCAHHES B B.O9—6. 12, ABNAKTEA MCNEITAHWAME pEBGYMY XEDALTERHETHE.

6.1.2 MHCTpYMEHTEI K PRAKTHBLI

MHCTDYMEHTE M PRAKTHER, 0TOBPaHHEE ANA MCNLITAHWA, OONHHL NPEACTABNATE CoBoR eOMHALBL Kane-
NWA MAcCoBOMD NPOWIBCOCTES.

OnA TUNOBLIX TECTOR B KAXO0M TECTE GO0 MCNONEAGBATRCA, N0 KPAHHBHA MEpE, TDW MHCTRYMEHTA.

Ana Tecrop paBoddy XapakTepycTHy B KAO0oM TECTe DOMMHEl WCNONLIoBATECA, NO KPaAHER Mepe,
OECATE WHCTPYMEHTOR.

6.1.3 HpuTepru npueMnemocTi

KpHTERUA NPHEMIEMOCTA AN CMELLEHHA W NOBTORPSEMOCTI QNA MCNLITAHKEA paGoUiy XapakTe PHUCTHE B
6.10—6.13 pon¥Hel DeiTe BRIBEOEHE K3 KDMTEDHE TONHOCTH CHCTeMEl B 8.6.1. O bacHeHe ONA EpHTEpHER
MNEHEMNEMOCTIA GOMEHO DbiTe 38pEMCTPHPOBAHO B NPOTOKONE.

CHCTEMA MOHUTODHHTE i WiIre NEQOpaneEHOR TEDAMKA AHTHEOAMNAHTAMK JOMEHA WK VI0RNeTEODATE
KOMTEQWAM NPHSMIEMOCTH B K3 G0 NROrPamMeae MCNETaHKA, MM DoMHHE GETE NPR3HAHE Hedy HELMOHA Ry ID-
LEE W HE JONHHE NOKAILBEAT: YWCNoROH pesyneTaT MHO,

OTeabl yOOBNETBOPATE KPHTEDHAM NPHEMITEMOCTH O0MKHE BblTE MCCNEeaoBaHk.

6.2 3aWKTa oT yoapa ToOKOM

MpeumeHsoT Tpedoeanus, onpeaenexHee s [IEC 61010-1, paanen 6.
6.3 3alWTa oT MeXaHWYecKkMX ONacHoOCTEN

MprireHART TpeSoBaHKA, onpefenexise & |EC 61010-1, paanen 6.
6.4 INGETROMArHMTHAA COBMECTHMOCTEL

MpumeHseT Tpebopadna, onpegeneddsie 8 IEC 61326, Kpome Toro, NpMMeHainT TpeSoraq[a, onpeae-
NEHHBEE B NPATOKEHMA A

6.5 Tennoean peIncTEHTHOCTER

MewumexHanT Tpedopaqwr, onpegenexuee 8 IEC 61010-1, paagen 10.

6.6 COnpoTHEN@HHE BNAKHOCTA W MHOKOCTAM

MprrMeHART TpeSoBaHWA, onpedeneHssle g [IEC 61010-1, nogpasgens 11.1, 112w 11.3.

6.7 33LWTa OT BLIAENWBLWMECA FAa30R, BIPLIBA W KMINOIHK

MevmeHseT TpedoBaHMA, onpegeneHiee B IEC 610101, nyHeTe 13,1 w132 2.

6.8 KomnoHeHTel yeTpoRcTEA

MpuMedsoT TpedosaqdA, onpeaenesdse B IEC 61010-1, nogpazpensi 14,1, 144 14 5u 14 6.
6.9 Weneitanuwe pabouyny xapaKTepHUCTHE

Monsimanme palboddy xapakTepucTiy A0MKH0 GeTE BHNONHENS NEpe U NOCNe KaKQ0rs onpegenaH9a
MEXAHWYECKOrD CONPOTHENEHKA YIARY, BUSpaUWK ¥ BHeapei (cad. B.10) W 38 WWTe NPOTHE BOAGEHCTEMA
TEMNEQATYDR W BNERHOCTH (M. 8. 11 W 6.12). Pewenuds 0 COOTEETCTEHMIHECOOTRETCTEBNH KDHTEDHAM OOMEHbI
BT OCHOBAHE! HA BNHAHWHA (DEKTODOCE HA CMELIEHWE W NOBTODABMOCTE CHOTEMEL.

BHE KaMOorD HCNbITaHHA paboqux XapakTeDHcTHE HHCTRYMEHT ONA MOHATORWHTE (1 VWiro NepopansHoa
TEPAMNAH SHTHESAryMaHTamMy Qomged DelTe YpaBHOoBSWEH NDW TaMNepaType (23 L 2) °C. PekoMeHI0BaHHLIN
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HIrOTOBMTENEM KOHTPONEHEIA MATEDHMAN MK NOOXOGALAA aNETERHATIEE J0NHHE BulTs MCRONEICBAHLI AN
HCMBEITAHWA paBoyKy XapaKTepUCTHE.

MoMeT OXa3aTeCA TRYQHO OTOENWTE MAMEHYHBOCTE, 00YCIOBNEHHYI0 CBORCTEaMM 0EDALa W KDMNOHEH-
TOBE PEaKTHROE, OT MIMEHYYBOCTH, CEAIAHHON CO COORCTBAMW KOMNOHEHTOR WHCTDYMEHTA. 3TO A0MMHD BkiTk
WUTEHD NP NPOEETHROBEE WA TECTE 1 paipafoTHe KpUMTRpMER NRUEMIEMOCTI.

KoHTpoNsHaA NoNoca, KoTORAR MagenupyeT NONocy DeakTWeE Nocne DEaKLMK, WK OpyToR NogxoaALLIWA
KOMTRONEHEA MaTEpUan sMoryT BTk MCNONLIoBEAHE INA NOATEEDHOEHWA TOMD, YTO paBoYe XapaKTepRCTHHIA
CHCTEMBl HE MIMEHEHE .

MpHUMEYEHAE — INeETPOHHEE CHCTEME EOHTPONA MoryT cooBlLars peayneTaTsl @ SOWHALAY (HANpHMEp, B
MEAMTHBOAETER}, OTNHYADWHECR OT Tax, £0Topwe cooBWanT AnA ofpasuos Kpoad. B 3708 CNY4Es, MOMYT Henonk3083TeeA
CPELHER JHAYEHHE M NOBTORAEMOCTE IHAYEHHA, O KOTOPRLIX coobWaEeT YoTROACTED.

MopAGOE HAMEREHHWA MCNBTYEMEIX 0BpaiLos Qonkes BeiTe GNpenenaH B NporpamMMe.

CpegHes adadedre MHO W cpeOHekBaipaTHYHOE OTKNOHEHWE BOCTIPOWIBOSMMOCTH DOMEHEl DEiTe
BLIHKHCTEHEl NeP20 K2 OLM WCHETAHWEM W NOCNe HETD, M PAINKYKWA CRPABHEHE G KPMTEDHUAMM NEWEMIEMOCTI.

a) CMelweHne. DaznWUWe Mexdy cpegHIiM asaqdernass MHO nocne HonbITAHWA M CRESHARM 3HIYEHAEM
MHD nepen MCnsTaH4eM 0oNHHO GhITh BEYHCIEHT M CPABHEHD C EDHTEDHAMA NPHEMNSMOCTH 4NA CMELLEHHA.

b} MNoeTopAEMOCTE: EBAOPATHEA EODEHE DaINHYHA MY BAPHMAHCON (CTeNEH B CBOBOOL ) NoaTopRE-
MOCTH NOCNE MCNBITAHKMA K BADHMAHCONA NOBTOPREMOCTH ME0ES HCNBITAHWEM A0MHKEH DTk BLIHACTIEH M CPaBHEH
C EDMTEQHEM NPWSMNEMOCTH ANA NOETOPREMOCTI.

6.10 Mexann4yeckan YyCTOWYMBOCTE NPOTHE yaapa, BHBpauMy U coagnaHMna

6.10.1 Mporpasmma TecTa BUEPaALMHH

BrinonyanT TECT paboddy xapakTepyucTHE, SMicaHHsM B 6.9,

Brinon«AwT TecT aMbpauis, K3k onpegenaye B nogpaagensa 8.3 IEC 60068-2-64

Mocne Toro, Kak MCNETaH#e BUSpaUHK BelNONHEHD, NTBTOPHTE TECT pabouns XapakTeprHCTHE,

MpermenaoT TpedoBadwA, onpejeng Hse B nogpaagense 8.3 IEC 60068-2-64.

6.10.2 Mporpasmma TecTa NageHAA

Ona NpoBepKd YCTOAYHBOCTI K NOBPEMOEHMID OT NAZEHHA, BRNONHAKRT WCNETaHwe Gaicesx pabodx
AARAKTEDHCTHE, KAK 3TO onpenenedo g §.0.

BriNonHAKT TECT NaJe M, K3K 3TO onpegens o 8 nogpaznene 8.2 IEC 61010-1.

Mocne Toro, Kak MCNBTaHde NAGEHHA BRINONHEHD, NOBTOSAINT MCNETaHke paboquy XapakTeprcTrE.

MpureiaoT TpebopadKMa, cnpeigeng HLe B noqpasnens 8.2 IEC 61010-1.

6.11 Mpepens Bo3geRCTEAA TEMNEDATYRL

6.11.1 Mporpamma BLICOKOTEMNERATYPHOMS HCABITAHWA

Brinon«awT TecT paboddx xapakTepyueTive, KaK aTo onpeaeneqo B 6.9,

MosMEwanT HHCTRYMEHT B KAMEPY, B KOTOROM MOMET BLITE OTCNEXMEHA BHYTPEHHAR TEMNepaTypa.

YEenW4HMBaNT Temnepartypy Ao (50 £ 2] °C « ocTasnsinT HHCTPYMENT NDKW 3TOW TeMnepaType Ha 8y e
KamMepe.

Y 0ANAKT HHCTPYMEHT M3 EaMEDL, 02T @MY 0XNaguTeECA 0o Temnepatypil (23 £ 23 °C M NCRTOPAT MOk
TaHue paBoyny XapaKTepHCTHE.

0OnA Tex cUCTEM, B KOTODLIX DEAKTHEL ABNAKTCA COCTABHSLIM KOMNOHEHTOM YCTOORCTER U HE MOy T DkiTs
OTOENEHE OT KHCTRYMEHTE, YENOSKMA BRICOKSTEMNSNATYDHOM0 BOIRERCTEMA Q0MKHE: BbiTe OrpaHHYeHBl YCMo-
BHAKH NPHMEREHWA, ONPE0ENEHHERA WITOTORATENEM.

6.11.2 Mporpamma HAIKOTEMNEPATYPHOTD HCNLITAHWA

Brinonyawt Tect pabodux xapakTepUcTie, k3K aTo onpegenaqo B 6.9,

MOMEWAIDT HHCTDYMEHT B JKONOMMHYECKYI0 KAMEDY, B KOTOROH MO¥ET OblTy OTCMEMEHA BHYTDEHHAA TEM-
nepaTypa.

YMEHLLLENT TeMnepatypy 4o (Muuyc 20 £ 2)°C 1 0CTaansioT MHCTRYMENT B KAMEDE NPW 3ToN TEMNepaTy-
peHaBd

TeMnepaTypa MHCTPYMEHTE B IEONOTMHMECKDA KaMEDE J0MHHE A0CTHMHYEL (23 L 2} °C, yTobnl nabemaTy KoM-
QEHCAUMA BNAMA W3 CRPOND BHEWHETD BOANYXNA, HOMTAKTHRPYIOWErD © XONOOHEIR MHCTRYMENTOM. ¥ 0ANA0T
HHCTRYMEHT W3 KAMEDE U NOBTORAKT TECT DaboYMy XapakTepucTIR.

Ona Tex CUCTEM, B KOTODLIX DeAKTHRLI ABNAKTCA COCTARMLIM KOMIOHEHTOM YCTRONCTES W HE MOy T DkiTe
OTOENEHE OT MHCTRYMEHTE, HUIKOTEMNEPATYDHLIE YCNOBWA BOAOSACTENA DONHHE Sbl Th Orpasu4eHsl yCroamn-
AH NPAMEHEHWUA, ONPEOENeH HEMW MITOTOSHTENEM.
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6.12 lMporpamma MCNLITAHWA BOZSEACTEWA ENAKHOCT LD

BeiNONHAKT HCNBTaHHE 0330BME paboqus XapakTepHcTHE, KaK 3To onpeaenado s 6.9

MoMEWAKIT MHETPYMEHT R 8 BEAMEDY © KOHTRONHDYEM bIMA TEMNISNATYROH U BNakHOCTEID.

CTabunuadpyioT OTHOCUTENSHYIO BAaMHOCTE (RH), He koHgeHcupyesyvio 0o (90 £ 3) %, 4 TeMnepatypy Ha
ypoeHe (32 £ 2) 0.

DeTARNAKT AHCTRYMEHTE B KaMepe Ha 45 4 NP yHalaHHbX TEMISDATYDE W BNEKHOCTH.

MeperMelyanT AHCTEYMEHTEl M3 KAMEDE B KOMHATHLIE YONOBWA © OTHOCHTENBHOH BNAMHOCTRM MEHEE
60 % nTemnepatypod (23 £ 2)°C wocTaenamnT Ha 15 MuH.

Lens 3T10ro TecTa — OUESHKa CTEMEHH W 20ekTOR NOMOoWeHHA BRaxsocTi. Noban snara, Nornowesx-
HAA YCTPONCTECOM B0 BREMA NPebslBa KA B KaMeDe, COXPAHASTCR B HEM. TEMNEPaTYDa QONMHA GOCTHYE yPOB-
HA CEpYHaMWEN cpagsl B TeYedne 15 smuH, Ho nonHoi banadicupoekmn He TpebyeTcA.

MeBTOPAKT HCRBITAHKE PABOHMK KaPaRTERUCTIR.

613 HMoneitanue xpaHeHna 1 MCNONL30OBAHWA PRAKTHEOR

YENOBKA ONA XDAHEHHA, HCNOMNLICBAMWA W TRAHCNORTHDOREHWA DEAKTHEOE W KOHTPONBHBIX MATEpHANCH
O0NHHE GETE ONDEeSE e 4 NDOSEDPEHE.

CTalHNbHOCTE PEAKTHEOR M KOHTRONbHLIX MATEDHANOE B TEYSHHE COOKA FOOHOCTH Aon¥HE BelTE Npoae-
MOHCTpHpoBaHa. [puseHfiioT Tpeboeanka, onpeigenerdise B EMN 12640,

7 NMporpaMmmbl oB6y4eHMa W oBpazoBaHuA

T4 ObyyeHWe MEOQUUMHCKMY pAaBOTHMHOR

WMaroToedTeNs QomkeH paspadoTaTe 4 NOATEEDGWTE NPOTEaMMy abydeHna ONA MEOHLWHCKWUK paBoTHH-
kom. MporpamMma ofyYeHna GONHHE HAYYMTE METJHUMHCEMY pABOTHAKOE HAGNEKALLEMY UCTONLIDEIHWED CC-
TEMEI, DEIGODY MAUWSHTOR 1 WX oByden .

Mporpamsa ofyYesHwA GNA MegMURHCKHME D50 THHKOD DOMMHA BRMYaTE B CeBA peromMeHOoEaHHbIS K-
Tepll Bulfopa NAUMEHTOR W ONMCAHWE XapaiTEpWCTHE NONLIOBATENA, cNocofHLXY NPEICKaIaTeE YoNex o
WMCNONES0BAHA A CHCTEMI .

MPOrHOCTHYECKHE XaAPaKTEPHCTHIM QOMNMHE BENIOYaTE B ceGA:

- CNOCOBHOCTE MOHWMETE HOHLETLIAMK NEPOPaNsHOR TEPAMNKMK AHTHEDAMNYNAHTAMK 1 88 DUCKOR;

. TOTOBHOCTE BEMOMHATE CAMOTECTHROBAHME 1 Vil0 NepopaneHoR TEpandi aHTHEOSMYNAHTIMH W
SETHEHD COTPYOHWYATE C MESMUWHCKAM paBOTHHKDM B QOKYMEHTALWA W MHDOopMaUMoHHoM obMeHa gna pery-
NUPOBEHWA TEDANAK;

- QOCTATOUHYH NOBKOCTE YK M OCTRPOTY 3PEHINA W

« OEMOHCTRUPYEMOE COMMACHE NALWMEHTE.

B cnysany, @cnd NaukedT HE OTEEYAST KpUTEPWAM, NPOrpamMaMa ofydeduA JomeHa cnocofcTRoeaTe
TORY, 4TOMIMEDEHMA MOMYT BRTE BINONHEHE! 08y E HHEIMIA DOOCTEEHHAEIMA MITA SDYTIRA TPE ThM MM MU MIA,
KOTOPEIE OTEBRYAMKT KPUTERUEM BRGapa.

7.2 DByYeHHe NALWEHTOE W OpYrax NONLIOBaATENEHA

MaroToedTens AonHeH paspaboTaTe ¥ NPEOCTaB|TE NPOrpanay oByHeHHA ANA NALWEHTOR H ODYTHK
NoNEI0BATENEH YCTROWCTES.

Mporpamssa 4onNHHa BENKOHATE B Ce0A CNegyiowHe INeseHThl

- QCHOBHYIO MHPOPMALMI0 O CEERTHEAHMK KPOBM 4 TEDANWH AHTHUEOAMY IAHTAMN,

- ODBACHEHWE PEYNETATOE ONPELENEHMA NEPOTROMEMHOBITO BRE ek U MHO),

- ofbACHEHAE ONPEAENEHHST0 ANA NAUMEHTS KHOKBWOYANEHONS TERANERTHYECKOrD MHTEDaAaNa,

= obyuyeHHe NPORONY Ko W CAMOTECTHROBAHKE i wiro NpoTPOMBHHOBOND BREMEHH,

-+ 330344 NoNLICEATENEA M MEJWUMHCKME PafoTHUECE B CaMOTECTMROBANKK 1 VIlra NPW NepopansHOM
TEQAnE AHTURGAryNAHTa MM,

- BEOSHHE AANKCEA NALNEHTORM K MEDMUAHCKAM DaboTHMKORM,

= ONHCAHKE METOOKK KOHTDONA W BHYTREHHHX KOHTROMNEA CHCTE MBI,

- AKLEHT Ha HAANERALWESH HHTERNDETALMA PEayNeTATOR KOHTRONA,

- HeofxoouMee DRACTEWMA B CNYHae, BCrK PEIYNETATE KOHTDONA BRILUNK 33 USNEBLIE NPELENG

- NPOTOKGN ANA CEAIA MEHOY NALWEHTIMKA M MELMUHHCKHME paBOTHHEAMK,

= HEobX00WMEE DERCTEKRA B CNyHae, 8CNK PeIyNbTATE BRLLMNA 33 NPede s MHOWBH QY ansHOr0 Tepanes-

THHECKOro MHTERBR&NA;
« DEACTEME, HeDBXOOWMOE B CNYYae QONOMHATENEH X BONeIHeld, KPUTHYSCKMXY CHTYAUWA MM Hec4ac-
THEIX CNYYagE.
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Mporpamma oBpasoBadks OoMKHa obecneynTe QOCTATOYHLIE TEXHWYSCHHE JHAHWA OTHOCHTEMEHD
oBWER KOHUENUWIA NEPOPaNEHON TERanKH aHTHROAMYNARTAMN W SOMENa 0 ydnTe NPAKTMYECKIAM HABLIKaM
BLINOMAHEHAA CAMOTECTHROBAH WA i Wilro NpoTROMEHHOBOTD BREMEHM M METOOUEIM KOHTDPONA.

Cyemia cnocoBHOCTH NoNEI0EATENA A0MHEM 05PaIoM BeINONHMATE CAMOTECTUROBIHWE O0MKHA BkiTk
NPOBEoEHa NO 338 PLUIEHHH NPOTREMM B DEYUEHMA,

CHyEHED DOMKHA BRIIOYATE B CeBA NpaKTHYeckMi TECT TEXHWYECKITD MACTEPCTEA WANK NACLMEHHEIR
TECT NOHUMAHA.

M PHMEYEHHe— MoMar i Te HWENETENEHOA NEpHoQHEYSCHan NOBTORHAA CUeHEE NONLE0DEATENEA, TOBE Oue-
HHTh AL COOTERTCTENE TFIE'ﬁEIEEHﬂFlM W NOATEEROHTE COXPAHEBHME AMHA EOMNETEHTHOLTH.

MaroToBWTaNs OOMEeH NPeZocTA8NTE METOR A0KYMEH THDOBIHIA YENELUHOID 33 BEPLUEHWA NONLIDEATE-
nNass Nporpasie 0GpasonaHna .

I pAME24Y4aH#®eE — Gﬂlj"-lEHhE MHET BETh JAPETHCTRHDCEAHO WATOTOBNTENEM WRM e WL HCKH S FI&EI:ITHHH:I:IM.
8 MNpoeepka pabouMX XapPaKTePHUCTHK CMCTEMbI

8.1 OBwre nono¥eH WA

Hocnenopakya NpoREpKK paboduMy XapaKkT @DuCTHE CHCTEMEl JOMHHE NPOBOOWTECA KaK YACTE KOHTRONA
NPOeKTHPOBAHMA CUCTEME! HAMOTORUTENA, YTOOLI NPOQEMOHCTRHPOBATE, YTO CUCTEMA MOHMTORUHIE /N wWilro
Nepopans«od TEganuy aHTHEOAryNAHTamMK cooTaaTcTayeT Tpelonanuam NPABMNEHOCTA, NPeUMIKOHHOCTIH K
TOUHOCTIA CACTE M

MpurenanT Tpelosadwa, onpejgengdHpe o 150 13485,

8.2 Bunagkl B HEONPEASNEHHOCTE MAMEPEHWA

$raKTopLl, KOTODLIE BIWAKT Ha TOYHOCTE (NPELMAMOHHOCTE M NPaBMALHOCTE) peaynsTaTos MHO 1 eHocaT
CBOR BKNAA B HEONPELENSHHOCTE KAMEDEHKR, BOMEHL DulTh KOEHTAEHUHDOBAHL] K YHTEHL NDH pa3paboTie
NEorgaMme NpoEepKRA.

2T DaKTOPE BEMICYAIOT BHYTRHHHAKBKROYANEHYI0 DAONOrHYECcKYD BAPHaUKID, HEONDEqeNEHHOCTE
HAMEDEHHE NPANKCAHHOND 3HaYeHHs KankbpaTopa (HexXBaTka pedepeHTHOMD MaTeprana Gonee BelCokoro
YOOBRHA M OTpaHHHEHHA peDepeHTHON METOOHKEM HIMEDEHHA, DEKOMEHAoEaHHCHE BO3), painvymna GaxkTopa
HYBCTEMTENEHOCTH, PAINHMYHMA MEXIY NADTHAMK DEAKTHER, HECTASHNLHOCTE DEAKTHES ¥ HENDELHIMOHHOCTE
HIMEBDEHWA.

MpaMmesaHea

1 Coeyddurka WHTERERHDYHWLWY BERIECTE W 3D Me kTR WI0NUWPOBAHHEIX OehHUMTeE ELTOPOR KOAryNALRK He
WEYSENTCA NP BEPMDHEE UMK PAGOY X XA PEKTEPHCTHE CHOTE MBS

2 MpegnvcaHHan pefepesHTHAR MeToOrEE wimepedna. MeTod BOS daxnosdold npofisped, RENAETCA TRYOHS
BRNONHWMORA, B BolCOX0R CTENEHW 38BHCHMOA 0T HABRIKOE NONEIOBATENA # SR CTEHTENEHE TONBED 4NA 0yeHEW MHD smex-
Ay 1.0 wd 5 NoneiTee paspadoTaTe HCTHHHEA KanBBpaTop He Ox=ink yonaw Heitds. PedepaHTHEA METOOHMEE RIMEREHUR 1
HANHEPETOR MOMYT BHECTH 3H3MMTENEHER BENA0 B YEENWYEHWE HECNPEOSNEHROCTY HEMEDEHUA NRoTRoMEHOBOMD BRE-
MEHH.

8.3 MNpoeepka pabouyny XapakTEPHUCTHE CHCTEMEI

Mposepka paBounyx XapakTepHCTHE CHETEMEB: A0MHHE Dbl Th BRINOMHEHA COrNAcHD NHCBMEHHOR NROrgam-
pe. Mporpasima QomesHa, K3 MAHAMYS, SNPEOeNHTe A8 TaNH AKCIHEDHMEHTS, METOOMKH AHANKIA JaHHBIX 0 KpW-
TERHH NPHEMNEMOCTA. CTATHCTHYECKHE NPOSKTE, BEMIOYEA YHCN0 HHCTRYMEHTOB, 20WHMU peakTHEa,
napannensHilx NpoS KW EPUTEPWH NEHEMNEMOCTH, A0NHHE BblTe 0B0CHOBAHL B Nporpamse. PeayneTaTe npo-
BEPKA AD0YHX XAPAKTEPUCTAR SOM#HL DEITe 3aDErMCTOMPOBaHEl B OTYETE,

Boe KOMNOHEHTE: CHCTEMBL, OTOBREHHOA QNA OUSHKNA, BKMGYAR HHCTRYMEHTE, DEAKTHBG M NPAHA0NEH-
HOCTH, ONHHE GLITE NPEGCTABMTENEHBMA ONA NPOOYKTA, TPEdHaIHaH e HHONS ONA NPoEaA.

CHCTEME MOHHUTORHHE i WD Nepopane ol TERAnKA AHTHEDENYNAHTAMK DOMEHA Gbl T OTLIOCTUROBAHA
00 NPOBEPEA, COrNacHs HHCTRYRUKKA HaroTOBMTENA (HanpHMED YEpEa KOOWPOBAHKE, YHNLl). HUKaRoe perynm-
POBAHWE HE O0MHHD NPOBOAMTECA MERDY NOBTOPHGLIMA HIMEPEHHAMA, SCNH WHCTPYEUAK HIrOTORMTENS HE
ONPELEnANT PEMYMHDOEAHME NEDel KR ObIM HIMEDEHHEM,

PetoMeHdoBaHHbIE MAITOTOBMTENEK METOOMKW KOWTPONA OOMmEHel ObiTe BeIMNOMOHEHE 00 k&¥A0H
NPOBEDKH.
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YHUEANEHEA £3paKTED MIMEDEHAA NRCTROMEBMHOBOTS BREMEHH, KADAKTEPWUCTMEY ONDEJeNeHHON CHCTE-
Mbl CAMOTECTUROBAMKMA W HECTABMNEHOCTE OAPAIU0E A0N¥HE DeTe NPHHATE BO BHAMAHKE NP paspaboTa
NOCTPAMMBl IKCOSEUMEHTA GNA NPoSEepi paboYux KapakTEpHMCTHE CUCTEMEL.

CooteeTcTayiowdi ofpaiey Ans Kasgoro NpoBEpoYHOrs WoCchegosadws onpegensd 8 8.4 w 8.5,
ANeTEpHATHUEMLIA 0BPAIEY MOMET BRITE MCNONEIOBAH, YTODbI OUEHNTE ONDEJENEHHBLIE NEPEMEHHRIE [HaNDH-
MED, NPEUHMIMCHHOCTE OT WHCTPYMEHTA-HE-HHCTRPYMEHTY ). BCNAW  HYMHO NPOGEMOHCTOMPOBATL 3HBHBA-
NEHTHOCTE CREME N KANUNNARHOH KPOBK.

NMpuMedaHdn

1 XOTE NUUA. NDWHUMAEKLLWE BHTAFOHUCTEl BMTEMMHA K, RENAWTCA NPeJNONarBeMeMH NOMNBIOBATENAMM
YCTPOWCTEE, NpoTokon TpedyeT, YTobsl ofpasus of rpynne NIDGEA, HE NDUHAME0W MY GHTEFOHACTH BUTEMUHE K. Gunw
BENIO-EHE B MCCNEL0BaHME AAA NPGEEPEH NPYEMNIEMOA TOH=OCTH {NDEUMZHOHHOCTH M NPABMABHOCTH) N0 BCEMY MHTERBA-
Ny MIMEPEHHA, BKNEYARA S3HEYSHWA He¥E TEPANSETHHECKGTO WHTEPAADE.

2 DEyqaeMbele CNEQETOPEl MOTYT BHNCNHATE NPoERpEY p2B0uKY X3PEKTEQHCTHE CHCTEME . HenpodeCCMOHENE
BEINCMNHAKRT MCCNegoBaHRA pafoqns dapaKTepecTHE CHCTEM B, ONMCAHHEE B pazaene 9.

8.4 MNpoeepxa NpeyWIMoOHHOCTH HAMEDEHWA

8.4.1 OBwHe NoNoweHWA

MNpeUMIMOHHOCTE MIMEPEHKA CACTEME] MOHATORWHEA 11 Vo NepopansHoR TEPanKk AHTUESAryMAHTaMM,
WENONESYEMOR ANA CAMOTECTHROBAHKA, BONHHA BETE BEPHEMUMPOBAHS B PaKTHHETKAN MNH MOGE MDY kX
YENOBWAX MCNONEI0BAHMA.

MoBTORAEMOCTE H NPOMEMYTOUHSA NDELMIHOHHOCTE HIMEPEHW R QONMMKHE Bl TE NPODE PEHE NG OTHOWE-
HMID K EDHTEDMAM pabouny XapakT SDMCTHE, NoNYYeHHBIM M3 KDUTERPHEE TOYHOCTH CHETEME N0 8.5, KpuTepim
MNEMEMNEM0CTIA D0MEHEl DBiTe 3AREMMCTRHPOBAHE B NPOTEanMMe,

DUcnepCuoHHER auanis ABNASTCA NPEORoYTUTENsHER CTATHCTHYECKMM METOO0M OMNA OUEHEH MHO-
MECTBEHHEY harkTopos. Bebop 9Hcna HCTRYMEHTOR, NADTHA DEAKTMEA W NOBTODHER HWOCNEOoBaHMA GnA
WCMBITAHMA NPELUMSM0HHOCTH QOMEEH GbiTh GCHOBAH HA MCTOYHMKAX BADHAGENBHOCTH, NONYYEHHBIX M3 DEIY M-
TATOR AMCTI@PCHOHHOTD SHANWIA

Mpumesan e — OTHOCUTEN=HD OSWEE NDWHLWNOE OWEHEE NPEUAIHACHAOCTH METOOS dasmepaH@a oM. [3).
Cnpedenesds M NOHATAA NOSTODASMOCTH, BOCNPOMAS00MMOCTE M NDEMERYTOHHKE YPOEHEA NPSUMIMOHROCTH ONECaHEl B
[3]. [6]. [18].

MockonsRy NPOBEREa NPELUMINOHHOCTH TPEEYET MCXODWMTE U3 OBLMHOR NpoLEOY PR MIMEDEHHA, BEINO-
HEHMA MHOMMX HIMEPEHKA W3 0aHoro Ny Bonee cOpasuos, gaHHEE 0OMEHS Gkl T NEOEE0EHE: NDOTHE 06 bek-
THBHBIX KEPUTEOHER BANWAHOCTH NA BeABNEHAA adihakTon HecTalMNeHOCTH Npof.

MpuMeYEa=HA

1 Tonekd orpaHAYEHHAA NPOBEPKa NOETOPASMOCTH H3MepaHHA MHO moxeT BeTe NPOBEEQEHA HENOCPE ACTEEHHD B
TEHEHWE QONTOTS BREMEHE, ANA MHOTHX NEETAR, W MHOTMME BHANWTHEIMA BCNESCTEME HecTabnneHooTe 08pasnoe kpoan.
Mposepka ToMHCCETHA (oM. B.S) NpeOHA3IH3%EHa ONRF BENDYMEHWA HEONDEQENEHHOCTH, BRISBAHHOA 3THMW NEPEME HH BIRW.

2 CypporaTHsie npofs (HANPAMER, KOHTRONsHBIS NEO6H6N), 4 ANETEPHETHEHSIE NOOE00H K OUEHES MOTYT BETE neob-
MO0 MMBIMKA NA OYEHEW EKNALA 0NPESENEHHEIX NEpeMeHHBE. TEIHES OUEHKA — CYWBCTEEHHEA 40T NPOBE PR NPOSETA,
HO NOCEONEKY, HEHWHAEA ¢ $CCNEJ0BEHHWA NPOEKTE, GHW WMESIT TEHOEH UMK GRTE CNEUHEMHHEMKY ONA YOTPOACTES, OHW —
EHE OBNACcTH NDMMEHBHWR HECTORLWEMD CTAHGAQTA.

8.4.2 Mpopepka NOBTOPASMOCTA HIMEDEHKA

8.4.21 Obwwme nonoxalua

MeBTORASMOCTE HIMEDEHAA ACMHKHE BRiTE OUEHEHA HA OCHOBE NAPANNeNsEHEX OFRaIUCE Kan|MMnApHOM
KPCEH. TOEE NPHENH3MTECR K Y CNOBKAM NOBTORASMOCTH, 08PEau b SONMRHE DhITe B3ATSE M HAMEREH bl B NpEae-
Nax KoPOTRGTS NPOMERYTED BOEMEHH,

DB BACHEHKE NNAHA JHCNEDHMEHTA QOMHHO DblTh 32PErHCTRPHRDORAHD B NEOrDaMaE.

Mpumesdaswe — Pydosoisugse NEAHLWNE ONPS08NEH WA NOBTORAEMOCTH METOLHEN HIMeReHWR cu_ [16].

8422 Obpasus

MNposepya NoBTOPASMOCTH JONHHA DHTE BRHNONHEHS GO CEEMMMK C0PaILAMK KANHNNAPHOR KPOBW, NG
ppadied mepe, 0T 30 NAUMEHTOR, NONYYARCWKME TEDANKID AHTArOHKUCTEMH BUTaMHHa K, 1, No kpafHel mepe, o1
15 yenopek, He Nonysamwix nederus. NayuedTel 2onsHe Bl Te 0ToSpam bl TaKkM 06pa3om, 4Tobk AHaAYEHHA
MHO 0XBATHNW BECH MHTEPEAN HIMEDEHKE CUCTEME NPK, N0 KPARHEA MEPE, 15 NaLWEHTaX B K3 I0M M3 MHTED-
ganoe, onpenengsiex B Tatnnge 1.

Jeaobpaiua qomeHsl SeiTs BIATE OT KAWAT0 MALKEHTA © NOMOLWEKD NROKOME KOKKA {HANDHMED, M3 O8YX

ManeUes).
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Aravedne MHO kamaoro obpazya gonwHo GbiTe CNPeIEnew, MCNONBIYA CACTEMY MOHMTORWHIA (T wilro
NepopaneHoH TEDANKK aHTHESaryIaHTaMK,

CEeeMHan JONA IPATROUKMTOR B KPORK [MeMaTORpHT ) 4oN¥HA OwiTe 8 npegenax o 0,35 0o 0,50 nin (o7
35 % oo 50 %)

TeEnuWya 1 — WMuTepeans= MHO gna npoBsspsEd NOBTORAEMOSTY HIMEBDEHWA

Airapaan IHayanun MHO
HeTepansBTHHSCKEA Hime 2,0
HuakHd TEpaneETHYSCREA o7 2040030
Bricokmit TEpaneeTHUSCKEA 07 3,1 a0 4.5

M FPAMBWHaAH®E— MaTe PHANE CYPROraTHoro chpasga MOy T WCNONEICEATeCR BMECTD (PAKTHHECKKRX DEPEJIJ.I:IB
NaUHEHTOR, 4TODL NPoOEEREATE BECOKWA TEPANSaTHHMECKWA MHTEp EAN.

8.4.2.3 MUCTDYMEHTEI K PEIKTHBEI

MoaTopREMOCTE HIMEDEHHA MOHET G TE NPOBEDEHA C MCNONLICEAHHEM OGHOTS MNK BONee HHCTRYMEH-
TOBE W OHGE 1Nk Bonee napThi peakThea. Ecnu vononeayetca BonNplUE, Yem OOuH HHCTRYMEHT WNK NapTha
PEAKTHRA, MIAH JECTEDHAMENT S JOMHEH NOABCMATE NPORECTH AHANMI NOBTOLASMOCTI B NPEAENax 0 HCTBEH-
HOMD WHCTRYMEHTZ WHNKW B Npejenax egWuHCTEEHHOA MapgThK (HAanpUMep, MeTOSWKa OHCNEepCHOHHOD
aManKaa).

£.4.3 MpoBepra NPOMEXYTOYHON NPELHIAOHHOCTH HIMEDEHMA

5.4.3.1 OGwme NonoKeHKs

MpoeepKa NPOMEEYTOHHOR NDEUHMIHOHHOCTH HAMEDEHUA J0NHHA NPOBOAKMTECA B HODMANbHLIX YCNOoam-
A% HCNONBLAGBAKKA [TO S8CTE MHAWBMAVANEHLIA NONBIORATENE B TEYEHWE MHOTHE OHER © OOHAM H TEM He
MHCTRYMEHTOM ).

MaraToBMTEN JONHMHEl MCNONE30BATE JUCHEPCHUOHHER aHands Ans onpegeneHHA CyLLECTBEHHbIX
HCTOMHMEOR HESNPELENEHHOCTH HAMEDEHKA, HT0DE! BEMKYATE WX B HCTBITAHHE NPOMERYTOSHON NEEUHIK0H-
HOCTH. OBRACHEHKE NNEHA AKCHEPHMEHTE J0MHHO DelTh 2aPEMUMCTRHMEOBAHS B nporpamme. Kak madnnys,
HAMOTORMTENM AOMMHE BKMICHATE KOMMOHEHTE HEONDEOSNEHHOCTI «0T NAPTHH KNapTHRS, €8T MHCTPYMENTA K
HHCTRYMEHTY v 1 00TO JHA KO OHIK»,

MpomMeiy ToYHAA NPELNAMTHHOCT b HIME DEHH R GOMKHA Gbl Te NPOBEDEHa HA NPOTAMEHAW BCEMD MHTEpBa-
A HIMEDEHKA HHCTRYMERTA.

Mpumevyadse— PYRBOGALME MPEHYWNE N0 ONPEOENERH TPOMERYTOMHOR NPELWIMOHHOCTH HIMEDEHHRA
cm. (6]

8.4.3.1.1 Obpazue

MpoMeky TOYHAR NERUNAKOHHOCTE J0MHHE GRTE NPOBEREHA C MENONEIOBAHUEM KOHTDONBHOMS MaTER-
aAna B HH3KOM TEpaneaTHYeCKoM HHTepeaneg (MHO ot 2,0 ao 3,0) W BRICOROM TERaANSETHHECKOM UHTEDBANE
(MHC o1 3,1 po 4.5).

HOHTRONEHEE MaTEpHank AonHE DbiTe NOQrOTOBMNEHE COMMACHD HHCTPYELWAM MO NEHMEHEHHID
HArOToBMTENA. CTaGMNeHOCTE KOMTPONBHLE oDpaiIuoBe 3a nepWod NPOBEOeHAA CUEHEA SOMEHd OkiTkb
NOATEEDHEIEHS,

84,312 HHCTpYMEHTE M pRAKTHERI

Mo kpalHed Mape, Jon#HHel BbiTes OTOSRAHLl 8CATE WHCTPYMEHRTOR, YTO0LI NPOBEDHTE NDOMENYTOYHY IO
NPEUHIMOHROCTE MIMEDEHMA CHCTEME MOHMTORKHMR I wilro NepopaneEHoN TEDANHA aHTHKOAry NAHTakIA.

MpoBepka MOKeT BeiTe BLINONHEHA HE SQUHCTESHHDON NAPTHH PEAKTUBOE, BCMW A0CTYNHEE OaHHBE
DEMOHCTOHPYIOT, 9TC NPOMERYTOYHAR NPELMIHOHHOCTE (BEMOYaR NOBTOPREMOCT ) HE JABHCHT CYLECTEEHHD
OT MNARTHW pearTHea. B gpyrdx cny4any JonmHe enonsEI0BaTeCH MEOHMECTBEHMHEIE NAPTHK, X JKCNEDHMENT
pon#ed DeTe paspaboTad TakuM obpasom, 9Te0kl BENKHETE HEMEHYHBOCTE «OT NAPTHHA K NapTHKe. Huocno
HCNONEIYVEMEX NAPTHA J0MEHD DRTE ONDEEGaHs (KaK MEHAMYM, DeiTe DABHEM TREM).

DonwHa BeiTe HOCNEAOBAHA NAPTHA MNWYACTe NARTHK. ECNK NONHaA NAPTHA HEQOCTYNHA, 884aCTe M CTa-
TYC MATEPHANE ACNKHE BETE 3a0ErMCTPUDOBaAH .,

EquHnLEl pEakTHEa OONHHEl GRiTE EIRTE, MO EDaRHER MEQE, W3 OeCATH fNakoHoR WNK naseToR. MNpor-
pamMmMa NpoBEPKA DONMHA FAPAHTHRPOBATE, YTO JaMHble O PAIANWYHLIX NEPEMEHHBIX (HANDHMED, NapTHA,
HHCTRYMEHNT ) HE NEPENYTaHb.
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8.4.3.2 Mpousgypa NpoBepEK

MUHHMANEHAA CHEME NDCBEREH NPOMEMYTOYHON NDEUAIMOHHOCTH B TEYEHHME MHOMMX JHel TpebyeTt
OOHOMS MIMEDeHWA B JeHs kaxaoro obpazua a Tederwa 10 QHER ANA KAHD0M0 M3 QECATH HHCTRYMEHTOR.

MeToguea MoseT BblTe MaMeHeHa, 4Tobbl KCNONLICEATE MHOTHE NAPTHA PEAKTHES. EQMHWLE PEaKTHRA
OoNHHE GETE B3ATE M3 OQHOMD | TORD #e dnakoHa MK NakeTa gna kaxgoro obpasya.

B.4.4 AHaNW2 AAHHBLIX

8.4.4.1 BanuoHocTe JaHHLIX

Oo vavana aHandia gadHsiE JoMsHe BbiTe oUueHeHs, YTo0sl WOeHTUKUMPOBAaTE OWKHOEY W CBWOE-
TEMNBCTES HECTAGMNEHOCTI NpoE. OYeBMOHRIE OWWGER (HANDUKMED, CWHEKK TPaHCKPUNUWK, HEOOCTaTOHHLIN
05 EM NEoSs ) DoN¥HSE DbiTE ZJAPErHcCTPUPCBAHE! M MCRPABNeHsl. HUEIKRE DaHHEIE HE MOTYT Dbl Te HCENIOYEH I
Be3 NpHYHHE [HANPAMED, N0 OOHWM CTATHCTHYECKHM NpHYHHan . HecTabuneHocTe Npoh, BelpakedHan B gpei-
e peaynNeTaTos, MOKeT DulTe HOEHTHDALHMPOBARE © NOMOLWBL CTATHCTHYECKOND AHANKIA De3vNeETaTOR
napanneneHes TEob vl kaaoro obpaiaga. NpuMesanT CReayiwme DyK0aogALHE NDUHL NG

= [NA gaHHsX NOBETORAEMOCTH BEYHMCNANT NPEOen A4anaicHa napannensHsx HIMepeHHd Ha ocHopa-
HWH BCEX DaHHBx. ECNA NPeUHIMOMHOCTE CBA3ana ¢ MHO, To npegen OHanaioHa NapannensHsx MImMe e i
GyoeT Tamke JaerceTe 0T MHO, nockoneey Bonee BLWpameHHLIe DAaNMYra MEKdy PelyNLTaTammn Napannenks-
HiblX HIMEDEHHA MOryT OMMOaTECA NDH Gones BRCOKKE aHadednay MHO., ObwAcHeHWE NS 3T0r0 Npeaena
OCHOBAHD HA CTATHUCTHSECHKOM PACnNpedene i SUanasoHa v TAKKE JABUCAT OT NPELWINOHHOCTA CHOTEMEI.
Mpagen BeSUcnAKRT CReqyiowms obpaiom:

1} BulHWCNANT PAINAYHE MEKOY NapannensHsMa M3MEDEHUAMK AN Kawacro oSpaaua.

2} BalducnaioT cpegHes IHaYeHHE NapannenkHex H3MepeHdia ANA aaoro obpaiya.

3} Mony4acT OUeHKY NPEUHIMGHHOCTIA B Npedenax obpaiya Ha oCHORE PAINHYHbIX ACCNe oaaHIKA KK
cheurdrEaU Wi CHeTeMel. ToCKDNERY NPEUMIMOHHOCTE O0b4HO yMeHewWwaeTos C MHD, 3To gonsHo GuTe Buipa-
WEHO EAK koapuUBeHT Baprad e (G,

4} Ona kamgoro oBpaya NauxseHTa ysMHOHET CRedHes IHAYeHHE NApannentHeEx MasMeperdin va OV e
aaTem Ha 4.2, MNony4eHHoe YHCNo AaNSeTeR NPegenom JHanaiora NapanneeHeER HIMePEHKHA ANA JaHHons
MayMeHTa.

5} Hanpumep, npegnonarasT, 4To gea pedyneTaTa gna naunenta — 2.4 » 26, Cpeones adade-
Hue — 2.5 Ecni CV 5 % MCnone3IyeTod K3k OUeHKa NpeUMIMoHHoCTE B Npefenax NaykasHTa, Torga npegen
OuanaioHa ayonueatoe2,5= 0,05 =4 2 unuw(.525. Tax kak dhakTyuHeckos paznidde — 0.2, cTabunNeHOCTE Npod
Beina bul npdeMneMas. ECcnd avadye KA napannenessix npod Beinn 2 2 W 2 8, TOrga cpedHes IMa4eH e DoE SLe
Bynet 2,5, HO ATO PaiNHYMe NPEBsICHNe Bel NPEOen GUanasoHa napannensHblx WIMepeHrE.

Mpumeswasde— BepoATHOCTE PASNHYMMA DEIYNETATOR MARANNENEHEY WIMEDEHWA, NEESE WAKWETD NPegen
OMANE3I0HE NARENNENEHEX H3MEPEHWA, cocTaanAeT $8.7 %, 4To YHa3LEAET HA HEJERCTEMTENEHOCTE B3 HHE X M3-33 HECTE-
Gune=ocTi npod ann apedda [12];

- ONA NpOMERyTOHHOR NDELHIHOHHOCTH HCNONB3YIOT BOE JAHHEIE, YTODE BEYKCMHTE NP Oen MCKnioye-
HAA DaHHBX. 3TOT Npegan ocHOBaH Ha woeonenoeanyy 10 obpaiuce W paspaboTad, YTobkl oBHapyHUTE Kak
BEICOKME, TAK H HHIKME BENAOAIOWME PEIYNLTATE. 2TO IHAYEHHE MOMET GbTE BbiHHCIIEHD CNEdyrW MM
OSpaIoM:

1) Ons kawnoro oSpails BeHHCNSnT CpaiHes AHAYEHKE M CTAHOaPTHOE OTKNOHeHWE [ S0} 0nA cepud Ma
10 oBpaauce.

2} Tawes onpeaenAinT MAHEMANLHOE K MAKCHMANEHOS AHAYSHHE B capun W3 10 obpasuca.

3} BeMHMCOAKT CRegyinwyio CTAaTHCTHEY. (MakcumyM — Cpegdes anaderie fCpeaHekeanpaTiYeckos
oTknoHeHne W (Cpegyes avasedde — MidkuMmym) CpegHernannaTiyeckos oTHNOHEHHE .

4} bepyT BoNbLUEE M3 ITHX J8YX YUCEn. 3TO NPELcTAENAST BOIMONHBIA NYHET NOOL030DE BAERMOND De 3y Nis-
TaTa.

5} Ecnd pesynetar wara 4 Sonewe, Hem 248, To NOOOADERASMEE DPEIYNeTAT NOEERWAET Npegen
HCKMIYE HIAA SR bl

MpumMedasun

1 BepoATHOCTh SHEMEHWA DSHHEIX, NPEBLIWADLLEE NPAOEN HCKNNYEHUA JaHHRE, ConTaanaeT 90 % Toro, 410 WX
KOARHWE IHEYEHWA HE BEIBEHb DCHOBHOR HENPEUUIAOHEOE TR CACTEME. X HYSHO PACCHATRMEAT: KEK Boibpock. OHK
NEencTRENAKT CHYYad Mpe3BaMERHE X YEN0BHA pEGOTE, HOTOPRIE HE GHADSHOTCR NEM AODMANEHOM WCNoNB30EAHUK [17].

2 PykoBODAWME NPEHUSENE ANA WASHTAQ LALLM Bebpoccs — o [16], [18]

MEW MCKMEYEHMA OaHHE TRAMEHAKT CREOYWWe TpeGoBaHMA:

« OaMHBIE, ONpedenedHblie KaKk CTATHCTHHECKHS BeDpoCckl, HE A0MMHE ACEMNIOYaTLCA, AHANKMI JaH HEX
O0nHeH DETE BRIMOMHEM, M pedyNbTaTkl CooGWEHEl C BEMOYeHBeM 1M Gea axnindeHda ssbpocos;
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= OMA NOBTORREMOCTM NPERLIWEHWE NOWEMNEMOTS NPELENE PAINHMYKA MEKDY NapanNenHe MK HIMe-
LEHHAMH YEAILIBAET HA HECTADUNEHOCTE NpoG. O6a WaMmepeHda OyoyT CHATATECA HEBSDHbLIMA H HE O0MMHMHE
HCNIONEICEATECA NPK BbIHWCNEHHA NOETORASMOCTH,

- OMA NPOMERYTOYHOH NPEUMAMOHHOCTH, TEHGEHLKA, NPEBLIWAKLLAA NPHEMNEMBIA NPESEN,. YHAILIBAST
Ha HecTabuneHocTe Npob. Boe nasmeperna gaxdHoi npobsl Gy ayT CUMTATLCA HEBEPHBLIMK W HE QOMEEHL NpHse-
HATLCA B BLYHCNEHHAAK,

= BCNW METOOWYECKAR OWHBKa MK CE0R HHCTRYMEHTE NDOKIOLNK B0 BREMA MCMEITAHKA, LOMHHO DiiTe
NPOBEAEHS WCCNEedoBAHWE ANA GNPEAeneHMa NPKHYHHLL Moonenssade W ero JaknkHeHds JonHHL BeiTe
AAPETHCTLUDOBAHB] B OTYETE;

- BCAA NpMYHHa 0BHAPYHEHA, PRAYNBETAT OT 3ATROMYTOMD 0B pasua GYQeT CHMTATECA HEBEDHEIM W HE O0M-
HEH DBITE NDHMEHEH B BoIMHCTIEHHAX;

= DAHHBIE, CTENCHEHHBIE MO ONPEOENSHHOA NEUYKHE [HANPWMED, NOOTESpHIeHHEA CWHbKa aHanuTn-
ka}, MOryT DisiTh 33MEHEHL HOBBIMKA DEIYNTETATAMA HIMEDEHHA,

- BCAA NPHYHHA HE MOoKeT BeiTh ONPELENEHS, aHAMNKS JaHHEX 0NMeH BTy BRNONHEH, M a3y NbTaTk
coobledt ¢ BEMYaHren M Gea BENIOYEHKE PACCMATPHUBAEMbIX JaHHBLIX.

8442 AHanwia NCETOpAEMOCTH

CpegHee aprMeTHYECKDOE IHaYSHMe, CPedHEKEaADaTHHRCKDE OTKNOHEHKE W ko MUMENT BapHaLKK
ONA NOBTORASMOCTH QONMKHE BblTE BElHUCNEHE C NEHMEHEHAEM IADEMMCTRHPOBAHHBIX CTATACTHYECKHX NpO-
uenyp.

Nna gawgoro vatopa obpasuos cnedyeT coobWaTe CRegywyo Mudsopsacsin:

a) obwee copaHee apupmeTHeckoa adaderwe Habmogaemeix asavedni MHO,

b) cTaHoapTHOR CTENOHEHWE NOBTOSASMOCTH C 35 % 00BEDUTENBHEM HHTEDEANGM H MHTERRANOKM 3Ha-
YEHHA [MUHAMANBHOE 1M MAKCHMANLHOE 3HadeHua ) 1 koadchuuredT Bapuausan [ CV) ana kaxgoro Habopa aka-
qeHrid MHO;

c] peame Nodby HEOERCTEMTENEHE OaHHEY, HOSHTHEHLUADPOBAHHBLIX W HCETIOHEHHEX 3 CTATHCTH-
HECKOND AHANKMAA, BENIOYEA METOD WIEHTHRMKALMK W PEIYNLTATEH MCCNeO0RAHWA!

d) CouINKK HA CTATUCTUHECKKE METOOWKW aHaNWaa.

MprmedyaHse— YTobk BEYMCTATE CPEOHEKEA0PATHHECLOS OTENOHEHME WIMEDEHHA UMK pedePEHTHOR CHE-
Tessl (M), Heobxogua cneayowsn pag [19):

148 2
Sl= J—% (x, + 55,0,
v 2"2 1 2

UTofb NonyHTE DOBSEATEN EHEIA MHTERBEN NA o UK 0, MENONL3YHT ERB0N: W3 §akTe, wTo nad *e® pacnpenene-
HO KAK XM-KEAOPAT C0 CTRAEHAMAK caofogu 2n—n = a.

MeaTory BEpXHEA [1 — ol NpeaeEn QOB PETENEHGCTH (US ) NONYHa0T M3 CREay D ero:
n-sd?,

uf ':n'l-l.,:' = —_—
' ¥

L E 1|'u.f|:¢-,jf., h.

8443 AHANHI NPOMERYTOHHBIE NPELMIMOHHOCTIA

CpegHes aHaYeHie, CTaRgapTHOE OTRNOHEHHE 1 KoM DAUKEHT BADHALHMK ONA NPOMERY TONHOR NDegn-
INOHHOCTH BOMEHE GhiTe BblYHCNEHS ANA KaKA0ro COpasUa C MCNONEICBAHWER DOKYMEHTHDOBAHKEIX CTATHC-
THHECKHE METOOME,

NucnepcHoHHLid avanka (ANOWVA) — npegnodyTUTeNkHEE METOO ANA aHANHIE NaHHBE ONA NPOREHY-
TOSHOA NPELWINOHHOCT .

Nna kakaoro obpaila DomeHa BeiTe cO0SLEHA CRenyslan MHPopMaLHa:

a) oblwee cpegHes aHaYeHHe Habnmogae ey sHaqdednid MHO gna kasgoro obpaaua;

bl cpegHEesBagpaTHYECKDE OTKNOHEHWE NPOMENYTOUHON NPEUMIMOHHOCTH © 95%-HbiM JOBEDHMTENb=
HEIM MHTEDEANOM W K03 DULHMEHTOM BEaprala { CV) anadenuia MHO kaxnoro obpasua;

c] peamte NOOLIY HEOeACTEUTENEHEX OaHHE Y, HASHTUEHUWPOBAHHBLIX ¥ HCKTIOHEHHER B3 CTATHCTH-
HECKOTD aHanMaa, BRNoYan MeTod MOeHTHEHEAULHK W PEIYNETATH MCCNeO0BAHHA,

d) CouINMKA Ha METOOMKK CTATACTHYECKOTD aHAMNH3a.

149

FOCT 10CTISO 17593-2011 Crpanuua: 25/58

E[(H|[id GostExpert.ru


http://GostExpert.ru/gost/gost-17593-2011
http://GostExpert.ru
http://GostExpert.ru

rMocT 150 175932011

B.5 Mpoeepra TOUYHOCTH CHCTEMI

8.5.1 OBwwue TpeSopaHMA

TOUHOCTE CHCTEME A0AHHA BkiTe NRPOBEEEHE B DAKTHYSCKHE MK MOOENKPYEMLIX YCNOBKAR MCMONEI0-
BAHKA.

MpoBepEa TOYHOCTH CACTEMEl OMHHA BRMIOYNTE CHCTEMaTHYECknE JPEerThl (CMEWEHWE | 1 CRYYARHBIE
IPDEKTE (HENPEUKAMOHHOCTE), KOTOPBIE BeiMK Bbl MCNBTAHE KHOMBUOYANEHEM NONLICAATENEM B OMKIAS-
ML YCNOBKRY HCTSNBAGBAHKA.

Mopuwmesas e — BiavMooTHOWEHWA MeELY TOMHOCDTRED, NPABUNEHOCTRE W NDEUHIAGHHOCTER RACCMOTPpE-
Hui @ [3].

MeToguEa HaMeDeHUA, MCNONEBIYEMAR KaK OCHOBAHWE GNA NDCEEPEK TOMHOCTH CHCTEMBIl, DONHHA GbiTe
BonNes BolCOKOND METROMOMMYSCKOTO YOORHA, YEM HCNCNLIYEMaa ONA KANKEDOBKW DY THHHOA METOOMKM HaME-
PEHWA EOHEYHEY NONEI0BATENSA WNKA, BCNWA OHa TOMD Ma YPOBHA, TO J0NHHa BeTe CER3aHA C MeToqMKon BO3
MOXAYABAHWA NPOSHPKA HEEEes O0TO AN BHYH HENDEPRIBHY IO LENDHKY.

MprreHART TpeGoBaHUA, onpedeneHiee B EN 13612,

8.5.2 MccnegoBanue NnonynawMm

CybberTe, 3aperHcTpMPoEaHHBE B HCCNES08a kM, A0NKHL COJTRETCTEORATL KpMTERHAM 0TEOpa, voTa-
HOBMEHHBIMB T 1.

CTo BOCEMBAECAT NAUHEHTOR, NONYYAWKE NEDoPANLHYH TEDANAK AHTUEGAMYNAHTAMK, OCNHHE GblTe
JALETUCTRHDOBAHE], KAK MUHHMYM, B TPEX MECTAX MocnedoeaHya. B gonondedde, 20 anopobslx moaei gon-
WHE BBITE 33DETHCTRUPOBANE BO BCEX MECTAX KCCNEOoBaHKA,

ONA Kasaoro NayHuesTa JonHE BelTe 33 peEricTRHPoBaH Bl QEMOrpadn-eckkne JadHse, wenease MHO
MOKAIAHKA GNA TEDANKK AHTHKOANYNARTaMK, 2 ANA A00P0ELIX NOOEH — QEMorDafruHeckbe GaH b e,

3xaderna MHO v obcneqosanHeEy MUY QonmHE NOKPETE HHTEREan wasmepeHna ot 1.0 o 6,0 MHO np«
HAMEDEHHA NOCTOAHHON METOOMESH HIMEDEHKR HITCTOBMTENA KINW ANETEDHATUEHO R METOOWEDHR HIMEDEHWA.
Auaverua MHO aewe 6,0 gonsHel GETE MCKNEYe HE.

Mo kpalisel Mepa, ¥ 5 % obcnegoBadHex ndy (1= 100 Aonwme BeiTe 3HadeHda MHC mexay 4.6 W 6.0
fcwm. Tabnugy 2 8 5.5.3). Ecnk HeoBxogusos yicno nagdedTos ¢ MHOD eeiwe 4.5 He MOoseT bl Tk NOMyYeHs Ha
HAYANEHBIX MECTAR HCCNSO0BAHKA, MOMET GeTe HEOEXROOWMO PACILUMDEHHE UCCNESO0BaHHS B AONONHWTE M-
Hislx MECTaX.

Oorcees Dol Te 3apErdCTRHPOBAH KHIHBMOYANEHLIA TERANEBTHYECKHMA AHTEDBAN KOO0 NALWEHTE.

B8.5.3 Obpazyk

OnA npOBEpkd TOMHOCTH CHETE MBI AGMMHE MCNONBIOEATECR MNK 0BPaaUE CEEME A KAaNMNNARHOH Kpos9,
WK o pasile CEEXEH MM CTASUNHIMDOBAHHOH BEHOIHON KPORIA.

[OnA BetBpanHoR HaroTORMTEMEM METOOMKN MIMEDEHUA AOMMHA HCNONB30OBEATEER UATPATHAR NNasMa.

Chpaiubl CEEHER KEANHNNADHOW KpoBM DOMEHbl BeiTe CcobpaMsl NPOKONOM KOXK (HANDUMED, KOHYHE
Maneya). Kaxoed obpaley gonsed SeTe COSpad Wa OTONLHOr0 NPoKona Nansua. JomsHsl MCnoNs30BaTECH
THNOBEE KOHTERHEDE, PA3patoTadHble ANA cBopa KaNHNNAPHOR KDOBK, 80N 3TO NPMMEHH MO,

CBpasusl 4oMKHs BblTe NOArOToRNEHE 1 o0paGoTaHl COrMacHD HECTRYELWAM N0 NPUMEHEHRKID, BEMTIO-
YanA npegeapuTene yio obpabtotky Npodsl, ecny TpedyaTcH.

Kawasd obpasey AoHeEH HMeTE Q0CTaToH HBA 0D beM N7 HAMEPEHKE W, NO KpadHER Mepe, 4nA napan-
NENLHOMD MAMEDEHWA B COOTBETCTEMH C METOOWKOA MAMEDEHWA HArOTOBMTENS.

KpUTE P MCKNIOYEHIWA, THNE 00BLEMHOR JONK 3DUTPOUNTOR (TEMaTOKPKHT), J0MHHE DBiTe OCHOBAH LI Ha
HMHCTEYHUMAY MARSTOBMTENA N0 NEHMEHEHKKD KW ONpegeneHel B NpeToRone. OgHaks abpailbl & 05 bet bl
OONAMH IPHTPOLKTOR OT 35 % 0o 50 % onmHEl GhiTe BRMMYEHE

SHadeHs MHO gomnessl BeTe pacnpegenadsl, KaK onpeaeneHo s Tabnyue 2.

JHadenrs MHO gomesis BbiTe ONpegeneHsl CHCTEMOA ON8 MOHHTORHHTE iR VIR NepopansHoR TEDanH
AHTHHEOANY TAHTAMIA.
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Tatnuyga 2 — 3waqedna MHO B ofpaayax ANA NPOESEEH TOMHGCTE CHCTEME

MOCT IS0 175922011

Hwcnosar gaaa npad”, % Inayanmn MHO
10—15 Hime 2,0
15—A4il OT20 0028
15—ail 0T 2% 00 3,7
10—30 Ot 380045
S—10 OT 4,6 00 6,0

' Ecne EBTEMIPWA 33N0NHEHa [TD 8C0TE MAKCHMANEHD JONYCTHMBIA NPOUEHT QOCTAMHYT) Bonsiwe npol He MOoReT
GkiTe QONONHEHS B O&H HYH) £EaTETODH.

8.5.4 HHCTPYMEHTEI W PEAKTHEL

MpoBepka TOYHOCTH CUCTEME B 5.5, 7 NpeanonaraseT, 4To 4nA kasgoro oScnenyesiors By0eT Hononesao-
BAH OOMH HHCTDYMEHT. MCNoNe30BaH W GONLWE, 981 O0HOMD MHCTDYMEHTA, 0NA 0GCNe0YeMors MO%eT OkiTe
HEO0EXOOUMEIM, YTODGL BMUHHMHIMDORATE BDEMA MEMOY NAPANNENEHRMY KIMeperuane. EcnunpeanonaraeT-
CA UCNONBIOEATE GONSE OAHOM0 HHCTDYMEHTA, TO MHCTRYMEHTRE CNEAYET POTHLOBATS B NPOLUBCCE BRINGNHEHKS
NPOrparMmsl Takum obpaaos, 4Tobk YMeno 00PaILoE, NIMEDEHHEIX KA EIM UHCTDYMEHTOM, DRNG pABHLIM.

lTpraMevyaH e —HMoNONEZ0BAHME GoneWwero “Mena HHCTRYMEHTOE YESNHHUEIET NMPOMERYFTOMHYEY BEPHAEHCY
HIMEDEHAR, NOTOMY YTO BE3PHAEUHA OT HHCTRYMEHTE K AHCTRYMESHTY He Hafnoganacs Gk NEH BeINONHEH AW BCCNeJoEasne
ONA OGHOMD NEGWEHTA HE GOH0M A TOM =& HECTPYMEHTE. AT0 TEEHE YOpEO=AST ZNpejanaHH el e ENMAHUA HHORBEROYBRREHE X
WHCTRYMEHTOS (NOTEHUMWANES0 YEEMHY MBAKWESCR WNH YMEHBLLSK WEETH CMALIEHWS WAMeDEHARA ).

Ecnu pasHeie obCneyessie MCnonsIYoT O0MH W TOT HE MHCTRYMENT, MOREeT BulTe HECDXOOKMOR OdKc-
THE HHCT DYMEHTE BO MaDemaH9e Nepelad i c KpoBek BONeaHeTEODHE X MUKPOOEraHAIMOB. MaroTOBMTENW O00N-
HHEI YTEEPAHTE METOLMEY GHHCTEN W BEMNKYATe MHGOPMaLMIc No OHMCTES B DYKOBOGCTRED 4NA NONEI0BATEMNENA.

Mo kpadHed Mepe, ABE NALRTHA DEAKTHES A0NHH B Bl Th BEMKYEHBl B MCCIEA0BEHAE NO NDOBEDEE TOHHOS-
TH CHCTE M.

8.5.5 BLIBbpaHHan HIrOTOBWTENEM METOOWKA WIMEDEHWA

MaroToBUMTENE AOMHEH YCTAHOBHTE BRBDaHHYIo WHNK NOCTOAHHYIO METOOKKY MAMEDEHWA, NRPOCNEKMEa-
EMYH A0 DYHHOR METOOW KK DROEDEHTHOND M3MEDEHAA NOKAYHBAHAA NDODHUDKK, HCNONLIYIOWER MEKOYHa o=
HEA peepeanTHEIR NpenagaT TpoMEoNNacTrHE.

MaToguKa 0on#Ha coepsaTs onucar1e ngoyegypel chopa npobsl OTHOCHTERNEHD KOHUEHTRAUMK COMNK
MAMOHHDNA BHCNOTER W MapkK yoTpOoHCTRa onA chopa.

MpuresRoT TpeboBadWA, onpeiengdHsLe g 150 17511,

MpumessoT Tpebopadua, cnpeiengHHEe B paagenas S w6 [449].

lTpMedYyaHse 1 — Nma MNEANACLIBEH A PEPepaHTHE X 3834 eH AR MOEET WCNONs3IDBEATECA PYTAHHAR METOOUKS
WAIMEDEHWA CEEDTeI8E=HA [HANpUMED, 8 BONEHAY=0R WM aMbynaTopsod I'IEEIGFIETEIEAHH:, L£0TOpAR NpochasdBEasTCA Qo
DY HHOW peepeHTHOA METOOHEY HIMEPEHHA NOLAYMBAHHA 'IFIGE-MC-H'.* CHCNONa30EEHMEM MEXAYHAPOOROTO peddle PEHTHOM
Mpanapata TFII}ME':IIIII'IJ'EI:THHE H NoOTEEpEIARHE B OTHOWEHAN NPEEBAABHDCITH A NPEULAZHOHHOCTHE NyTesM CPABHEHAA C Bl
"leEa-. HOW AZMOTOEM TENSM MNK NOCTOARHOW METOOREOR W3IMEDEHWA HEAMOTOEMTENA.

OeTankHos onNUCaHWE METOOHER HIMEPEHKE, 0FbIYHO ONPEOENAKLLER pefepaHTHEIS JHAYSHWA, DEMHD-
Ya8 NPOCNEXMBAEMOCTE 00 PYYHOR pedepeHTHON METODMEN H3MEDEHHR NOKAYMBAHMA NPOBMDKM CMCNonesan-
BAHWENM MENOYHADOOHOrD PEMEPEHTHOND NPENAPAaTa TPOMBONNACTAHA MNK JKEMBANEHTHOLTE BulGpaHHoR
WK NOCTOAHHON METODMEN HIMEDEHHE MINOTOBMTENA, BOMHHD Bkl Te JAPEMHCTOHPOBAHD B NDOTOKOMNE.

lTpMEYEHHE d— r'l-'_'-HMEI.'IH NoOXoOAWKE Usned NpocnesdeaeMocTd Anm BislBpE HHOR negogenypsl HaMepea-
#UE WATOTOBWMTENR NpE0CTABNEHE B NPAMGHE HEH B,ﬂl-'lf:.‘ﬂrcr" B.Z2aB3

ECnu MaroToOBKTENE 3AEMI04YWT KOHTPaKT ¢ nadopatopvel pedbepenTHEK HAMEREHKA, TO DosHb BTk
NPeanpUHATE COOTEETCTOYOWIME ME DR ANA NoATEEDMASHUA TOM, YTo NafopaTopks OCTATOYHD KBanUoHuM-
poOBEHA, YTOF bl BRNONHATE NPOUSIYDY HIMEDEHHA.

Mparmedanwe 3— BrauecTse pYROBOGCTEA MOoKeT Bl Te nonones3oead [20].
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B.5.6 MNpoekT vccnegoBanun

TOHMHOCTE CUCT e BAOKET GhiTl NPOBEDEHS, HCNONLIYA WK GOHG- KN DEYECTYNEHYATOR CRABHEHHE.

MNeKogHoCTYNEHYATOM CRABHEHH KANUNNAEHY IO KRB CPABHHBAINT C AEHOIHOH KDOBLI0 e aHTHKOAry-
NAKTA [@CNK TPEDYETCA KAK NPAEMITEMEIA THN NPOSE ) W UUTRATHON NE3s0H.

MpK 48y XCTYNSHYATOM CO2BHEHKN KANWINARPHYID KPOBE COABHMBANT C BEHAIHOA KPOBLM Be3 aHTHROAMN-
NAWTA, 1 BEHOIHYID KPOBL BE3 AHTHESATYNANTA CLABHHMBAINT C UWTPATHON NNAIMOR. 3TOT OO0 MOXET BolTe
WCMIONEIOBAH B CIYYAE, GCMd OTHOWE HUA MENTY BEHOIMOMA 1M KANMANAPHOA KROBBIO YETAHORNEHBI.

Mpumesasne— Moban npousayna NosEcNAET BeINONHHETE HECKDN KD NERANMENEH B X HIMEPEHHEA M3 KEXHIOMND
EIﬁFrEﬂ-LIS. BEHOZHOA KPOBK. |1{l:3'|'l'_‘lh|:" OUSHKA PaINKYHEX HCTOMHMKEOE BADHALME {HANDUMED, NADTAN PEAKTHER, HHCTRYMEH-
T, D sEMEER 40N SPATPOUNTOR ) MORET Bkl Te NpOEEOE=E © YEEMAMEHHON CTATUCTHYSCKOA CANOA.

MHOHBHOYANEHBIE AIMEPEHAR CHCTEMON MOHHTODHHTE 11 w0 NepopansHoA TEDANKK AHTHECarynAMTa-
W SON#HL DEiTe CpagHeH C pediepeHTHE MK aHaYeHramkn MHO, onpegeneHHb Mg 8 CooTEETCTBMH © NpOoUe-
OYDoR MIMEREHMA WITOTOBMTENR (TO 8CTe BelOpaHHOR WNK NOCTOAHMON METOOWESH WAMBDEeHWA WNd B
COOTEETCTEWM C ODYTOH YTEEDHIEHHOR METOOWUECH MAMEDEHWA, KOTODAR JAET IKEHEANEHTHEIE PEIYNETATE ).

B.5.7T Meroauka

8.5.7.1 ODwMe nonoweHua

HarotoaTens MOMeT NpegnoYecTe OOQHOCTYNSHYATYE MW OBYXCTYNeRYaTyio Metoguey. [Mpeumy-
WECTRA W HEQOCTATEA KAMI0A METOOWKM ONMcads 8 857 285 7.3,

MprBedeHHLIE 0anee NNaKe IKCNEgHMENTa NpEZCTABNANT MUHUMAaNEHEE TpeboBaHHe QNA NEOBEPEM
TOMHOCTH CHCTEME! . MeToaukn moryT GbiTe BHACHIMEHEHbI, STOGE NDHCNOCOENTEER K MHGTAM NALTHAM DeakK-
THBOB WNK ARYTAM crakTopam.

8.5.7.2 OgHOCTYNEHYaTan MeToguka

[ea 0bpaiua Kanunnapiod KEpoaKM Aon#Hel BelTe cobpanbl OT KA 00oro 0ScnedyeMors CornacHo MHCTRYK-
UKAK MIrGTOBMTENA MO NPAMEHEHMK N8 NE0ANMENEHEY HIMEDEHKA CHCTEMON MOHKTODKHHIE i1 Wiro Nepo-
paneEHOR TEQANKK aHTHEOAry TAHTaMHM.

CoHoBpeMeHHo obpased UMTDaTHOW BEHOIHDN KPOBK J0n#eH DeiTe COSpaH ¥ 0GCNe0yemors Okl THEs M
FnefoTOMHUCTOM B COOTEBETCTEMK ¢ TPpeboRaAHWAMKA peepeHTHOR MeToOukk HaMaepeHHA (oM. B.53.5). Ecnu
HATCTORMTENS NPEOHATHAYAET UCNONE308ATE YETRPOWCTEO ANA BEHOIHON KPOBK, HE CONSDEALLEH aHTHKOAry-
NAHTE, gonHa GeTe cobpada npoba nanHors Tna. Besoasan Kpose Dea SHTHESEMYNAKTS MOKET KCNoNbLIo-
BaTLCR ONA HCCNEGOBaHMA NNa3Mel NOCNe ZoO3BNEHKA UWATDATHOMS anTHEDAryNadTa 1 oTdeneHna DegHom
TROMBOLUMTAMKA NNE3MEL.

OEpaaubl EANWNNERPHOHE W BEHOIHONR KPOBK (SCiM NPHMEHKMO) JoNMHE BuiTh HAMEDEHE OUEHHEIEMEM
YETROWCTEOM COMMAacHs MHCTDYRLUAAM HIFOTOBHTENR N NPHMEHEHMKD, W PE3yNETAT Q0MNseH Dbl Te 3aperdcToH-
POBAH B MWCTE NaHHs chopa obpaiuos.

Mocne HaMepeHRA CHCTEMOH MOHU TORMHIE T wilra NEpopaneEH0R TEDANMA AHTHEOANYNAHTAMK { 2CIH NDH-
MEHAMC | 0EpaIey BEHOIHDH KpOBM gonseH BeTe obpaboTal n Npoasanvanposas B COOTESTCTENA C NOCTOAK-
HOW METOOMEKOA HIMEDEHHR WITOTOBWTENA WAH anbTEPHATHEHOA METOOHKON WIMEepeHdA (cs. B.5.5) M
peayneTar MHO gornoses BelTe 3aperdcTRUPORAH B NHCTE DakHx cDopa.

OEbemMHan gQons IPATROUMTOR (IHAYEHWE MeMaToRpUTa) JonkHa DeTe MaMepesa B Kaxgos obpasue,
YTOGE NOOTEEDOWMTE, YTO 3HAYEHHE — B NPELENa% NPHeMNEMOrs HHTEpBaNa, onpeneneHHons ONA yerpom-
cTea. Peaynetatel gonsHe OuiTe 2apericTRHMpoRaHE: B NUCTe AadHex cbopa npod.

8.5 7.3 NeyxcTyneHd4aTan MeTogussa

B OpyXCTYNEHYaTOH METOOHES!

a) B TEHEHHE NEPRCre aTana Jon#Ha DbiTe NOKAZAHA IKBMBANEHTHOCTE BEHOIHOA K KANWMNAPHOA
KPOEH, 1

b} B TeveHde BTOPOrD 3Tana Oy YT HCNONE30BATECA BEHOIHAR KpoBE D3 aMTHKOAryNAKTa Kak obpazey
ANA YyCTRORCTEA MCCNeaoBanra KPOBY W BEHOIHAA UHMTPATHAR NNA3a K3 TOro Me BeHoawcro obpaaua ona
COOTRETCTRYKILUErD METO0a COABHEHHA.

Ha nepeom atane opa obpasua kanunnapHor KpoBr JomkHe DelTe cobpane v kaxgoro oboneayemons
COMMacHs HHCTREYELKA MAroTOBMTENA N0 NPAMEHEHHED ANA NapannensH R K3MEDEHUA CHCTEMODA MOHHUTORKHR
i VitFa NepopaneHoH TEDaN WA aHTHKOArY NEHTAMA.

CoxoBperMeHko 0Spalel BEHOIHOA KpOBK A0NMMEH GuTe CoBpaH ¥ ACNLITYEMOIND NMULE ONbITHRIM nedo-
TOMHCTOM B COOTBETCTENN & TRE008aHMAMK CHCTEMBL CAMOTECTHPOBAHKWA 1 Wlrs,

OEpasubl J0NHHE DeiTh H3MEDEHE OUEHHBIEMb M YCTRORCTREOM COMMAaCcHD MHCTRYELWAM HAroTOBMTENA
MO NEAMEHEHKIO, 4 PEIYNLTATE A0NKHE BRTE 380eTNMCTPWBCRAHEl B NWMCTE gaHHbix chopa.

Mocne Toro, Kak NpogeMoHCTRUDORAHE IKBHUBANEHTHOCT b K3 NMANADHOA M BEHOIHON KpoBK De3 auTyroa-
MYNARTE, MOKET GblTh NPOBEAEHD BTOROE CRABHEHIKE 3TANA (TO CThe MEXy 0GPaILamii BEROIHOR KpoBKk Dea
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AHTUEDANYNAHTA K UATPATHOW NNa3Morn). 370 CPABHEHNE MOHET GHTE NPOBEQEHD B MECTAX. KOTOPRIE ARNAKT-
CA OTAANSHHBIMA N0 BREMEHK M MECTY OT OPUrMHANEHOMD HCCNEQ0BAHKA JKEWMBANSHTHOCTH KaNANMADHON UMK
BEHOAHOW KpoaN.

MprMeyadse 1 — B HACTOAWSM CTAHOAPTE #3KBMBANEHTHEN: OIHEYAET HE OTNWYEOLEMACA IHEYHTENEHD
lyrnoech Ko3gpHUHEHT NHHERHOR perpecous (Slope) = or 0,95 go 1,05, oTcekaemeld OTREI0K HA OCW OPAMHAT (Miercept) =
=1 0, 1MHD] 8 aKCNepUMEHTE © CODTBETCTAYMILLER CTATHCTHHECKOR CHNOR.

Ha sTopow atane obpaiey BeHOIH0N KROBK DBa AHTHECATYNSHTA O0MKEH BbITE MIMEDEH OLUEHUBAE Milb
YETPORCTROM COrMAacHD MHCTRPYEUHMAM HArOTOBMTENS NO NPHUMEHEHNID, M PEAYNLTAT JADEMTMCTDHPOBAH B NHMCTE
COOpa GaHHbIX.

CiSpased BEH0IH0R KDOBK gon#eH DeiTe 08paboTad HeMeaneHHs W HaMepaH pedie PEHTHON METoOHKDR
H3mMepeHda (cK. B.5.5), 4 peayneTat MHO gonsesd SelTe JAperdcToMpoRaH B NHCTe Co0pa SGaHHBX.

CObeMHAA O0NA IPUTROUWMTOR {IHAYEHWE reMaTOKDHTA) JOMmeHa GbiTh HAMEDEHA B KAXO0M 0Spaiue,
HToDbl YOOCTOEEDHTE, 4TO JHAYEHWE — B NPEgENax NEHesMNeMoro MHTepeana, ongedene iors 4na yoTpon-
cTEa. PeaynbTalk LONHHL DeTe 3aperMcTPHPoBaHEl B MMCTe Chopa GaHHbix.

OByrCcTyNEHYaTan METOOWED DEROMEROYETCA ONA YYACTHOR, KOMOa NPOKON NansUes HE BBNCIHAM
{cm. [21]).

Mpusmevanne & — MNpokons NankUues MOryT CEEZATECHA HE BRINONHUME W3-38 HeyooBoTE, Qob0EENASME K
NAUWEHTY M3-33 OBYX NAQENNENEHHE NPOLGNOE ONA NONYHEHHA ANUNNARHONR W BEHD3HO® KDOBM, 8 TEKHE:

- HE NZMHATEI TAUASHTAMH, S0TOPEIE HE DAAyT COMMAcHE HE OCHOEE WA OPMALHA, HiANW

- HEMpPWHATE MCCNEQ0EATENEM, ECNEACTEHE MCNBTHESBME X TPYAHOCTEA M3-33 PACKO A3 BPEMAHM Ha BxiNONHEH HE
NpoULEdYDbL.

8.5.8 AHaAMKI OAHHEIX

8.9.8.1 Obwme nonoKeHKs

Oo anandaa NHCTel DaHHLIX QOMEHB BbiTe GUEHEHE:, YTO0EI MOEHTHOHMUMPOBSTe OYEBMOHEE OWHEKK
[HANPHWMED, OWWEKH TRAHCEDHNLHK, HEQOCTATOYHEA 06eem 0Bpaaua kpoan ). JonsHe OuiTe BHECEHEl COOT=
BETCTEYHILUWE HCNDaBNEHMA.

Huea ke gaHHee, NoHHATEE NoNsIcEATENEM KA QEACTENTENEHEIE, HE MOMYT DTl MCKMBHEH B M3 GUEH=
KM TOMHOOTH CHETEMBI. TR NDOBERKE TOYHOCTI CHCTEME! NPHMEHAIOT CNEOYIOWHAE Dy KOBO LALAE NEMHL WM

a) BeoenpouegypHiee 0wrSEN, COOW MHCTRPYMEHTA M OTKA 3B KOHTRONA A0NHKHE! B Te MCCNeJoRaHRI, YTO-
Okl ONPEJENATE NEHMYMHY. MCCNeLoBaHHE W 8o 3aknYeHHa 00NHHE BeiTe 3a0erMecTPHECBaHE B OTYETE.

b) Ecnu peayneTaT Gein NpMHAT NoNL30BATENEM K3K GRACTEBATENEHEIA, JAa%a NpY TOM, 4T0 JaBanocs
OWKBoUHOE CODDLLERWE, @CMKNPEOEN KOHTRONA SN NPEB bIWEH KW @CNK NPOoKM30WNa NgoyeqypHan ownbka,
TAKOW pe3yneTaT He gomsed OuiTe oTenosed. NpruerHa Toro, 910 NoNeB30BATENs WHOPWpoBaN owwbodsoe
coobwenne, oTKa3 KoHTPONA IKNK NPoLeayDHY o OWHDKy, QoMHHa OblTe HCCNE00BaHa.

c) JaHHee gomsHel GelTe HCCNEqoBsaHb6l HA CTATHCTHYECKWE BeIGPOCE B COOTRETOTEAM C METOIMKOH,
onpefeneHHod B nporpamie. Jonmed BolTe BEINGNHEH aHANKS DErPECCHA ¥ KOPPENALUMK, 4 OTHET NEeacTan-
NEH C BEMKYEHAEM BelDROCOoB M Be3 Hux, MyHET:l aHHBX BRIBpOCOa A0nN#HE Dbl Te BKNMYSHE B rpad il C NpK-
MEHEHWEM PAINMHHEX CHMBON0E. PyroBo0Awne NpuHLKne Gna nges THguga yue b pocos npreaneHe e[ 18]
H[22].

PeayneTartol LoMHHE BETE CONCCTARNEHE HA MDAEMEE W NROAHANAIMPOBAHE, W O0MHHS GeTe NPUBERE-
Ha CReqywan HHbopMauma.

= OGUEE YACTO NECAHANMIHW POBaHHE X cOpaIL0e,

< MHTepBan aHaderiai MHO, namepetibiX B COOTBETCTRNKA C pede DEHTHON METOOMKON HAIMeDEHHE,

< rpadiyeckoe NPeqcTaBnNedne JAaHHLIX C COOTEETCTEYHIWEN CTATWCTUEDH (CM. NpuMepsl B 8.5.8.2
M 8.5.8.3)

- PEIYNBETETE CUEHEA TOMHOCTH CUCTEMB {(CM. B 6 2 WE.5.3);

= PEIIOME BbLGPOCoB, MOGEHTHEPUUMDOBAHHEY W HCENIOYEHHLIX W3 CTATHCTHYECKOND aHanyaa, BrnnYan
METOOKKY ONA KOSHTAPMEALMK BBDOCOR B MTEMM MCCNEOOBAHHE WX NPHYHHE, KW

- BUENHOrDaEEEcKAE CobINEM HE METOOMEM CTATHCTHYECKOrD aHANKIE .

8.5.8.2 MNpadw paanuima

PaanyuHa Mey HHOMBAOYANLHGIMA DEIYTETATAMKA, NONYHEHHEME C NOMOLEK CHCTEM Bl MOHUTODHHE
VIS NEpORANEHONR TERANMH AHTHEOAMY TAHTAMA, M DEEepEHTHEIMK SHAYEHHAMK J0N#Hb BHTe NpeacTasne-

Ml Ha rpamiee KaKk JaEHCHMEIE NepeMerHiEe. PefepeHTHLIe IHAYEHRA MONYT ShiTe CPEOHMME IHaYEHMAMK
napannensHex WIMepe 1A,
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Mpafui paInuivA — PeECMEHdoBaHHEE Noaxoq AnA Toro, 47obsl MaodpasvTe TOMHOCTE CHCTEMB,
MOTOMY YTO CTATUCTUHECKHME OONYWEHWA MAHKMANLHSE!, M NPOLUEHT TOYEHE JaHHBK, OTREYIIOWMHY KPMTEDHAM
TOMHOCTH CHCTEMb, TAK HE, KAk M OUEHKS CMELWEHMA, MOMYT BiiTh NErKO BolHMCneHe. Tm. [22] nnwn [23].

[paduy paznwuua NPoUeHTa C akadyeHuAmMe MHO [npu ero HHakKkx sHadeqnax ) soobye He nogxoouT NA
rpadWHeckol CUEHER TOYHOCTH CHCTEM B, JomniHbl SHTE MCNoNEI0BaHE hakTU4eckke paandy4ua MHO, Pero-
MEHODBAHHOE OTCEYHOE aHaYeHue 2,0 MHO.

fMpumep — Fpadius pesyneMamos ycenedogaHUA MQOESPKL CUCTIEME MOHUMOPUHEE MepOpansHal mepa-
MUY BHMUKCE2pARNMaMy ngedCcmasned Ha pucyHye 1. BepxHRR U HUMHAR AUHUD npedCMAasnRom KpUmepuy
moueMIEMOCTY U3 8.6.1.
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n o5 10 15 #0 25 30 A5 40 45 50 55 ED X
x ptheper A svavanan MED; ¥ — pazneuee nafnpgaemes pechepitrtrme snaqerna BMHEHO);
1 DEEKHAA RPEGEN APMEMAEEOETH, 2 — HASEAE DL S0 NPAERAEMOETH
PucyHoE 1 — [pades pasndvsa MHO

OUeHEa TOYHOCTH CHCTEMbI JONKHA BbiTh OCHOBAHA HA BCEX JaHHEX, NPRHATLX Nonbicsatenas. Jon-
WHE BbiTe NPHBEOEHEI CNEOYIOWHE CTATHCTHYECKWE JaHHBE ONA Kawaoro mHTepeana MHO e Tabndue 3:

a) CMEWEHAE [BblHHMCNEHHOE KAK CPEOHEE IHAYSHHE DasnHYHi MeRy PeayNbTATAMME CHCTEMED MOHK-
TOQRHHME NEPORANLHOA TERANWH BHTHECArYNAHTAMK W PEDEDeHTHLIMA IHAYEHAAMK | TAK e, K3k CTaHgapTHOE
OTEKNOHEHKE DAZNHYHA W CTAROAPTHAA OWKBKA COBAHErD PaanHYHa.

L} MpoueHT pe3yNETaAToR BENPEOSnas KDHTEDMES NPHEMNEMOCTA 0NA TOYHOCTH CUCTEME!, ONMCaHHEX B
8.6.1.Cm. 8.6.2.

C) WIHTepean, KOTOpbIA OXBaTeiBaeT 95 % pasmu4min,

8.5.8.3 Auanwa perpeccu

MuguedayansHse pesyNeTaThl CHCTEMB MOHWTOPHHNE 0 vilo NepopansHoM TEDANKY aHTHKESarynAHTa-
M DON#HL ObiTe NPEOCTAENEHEl KAK 3aBHCHMBIE NEDEMEHHBIE, 8 pedepeHTHLIE IHAYEHWA KaK HEIABHCHMLlE
neperMeHHele, PE@epenTHEE IHAYEHHA MOTYT DbiTh COBOHHME IHAYEHMAMKA MAPANNensHBX HIMEDEHURA.
MOeHTHYHBIE WEAN L M AHTERBANE D0MHHE GbiTe MENONEICEAHE ANA X- W F-0C8H.

YrnoeoHd Ko PHUMENT HAKNOHE NAHKK DErPEcCHIA (SI0pe) M ¥ — OTCeKaEMuld OTDE 30K HA OCH OpOWMHAT
(intersept) gonsHel BelTe BelYMCNENE B COOTEETCTEMM C NOOX0AAWER METCAMKDON PerpeCcCHONHONg 2HaNKMaa.
Hononeayesld MeTod QomeeH DulTe 3803 B NDOrpaMMe.
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Mpumeswanua

1 MpMmMeps BENGY30T B co0A HEMMEHBILWE KBAOPATH NHHEAHOR DETDECCHR @ perpeccun JesaHra, opToroHens-
HOA PEIPECoHW {CNeUMENEHEIA CNyuad perpeccui JemMusra ) ind perpeccHi Passing/Bablock. CooTEeTOTAY LWMA D rpec-
CHMOHHEA B4aNA3 388 MCAT OT COOTERTOTEHRA DAHHLIK ONPEIENSHHRIM CTETHCTAYECKMM QONYIEHWAM. PeroMerngauns no
OLEHKEE PErpeCeWo HH B X METOOME ONA HECNSA0BaHUA CRAEBHEHHA METOGOE U N0 86 G0pY COOTEETOTEYSILLEA METSAHEY par-
DECCHOHHOMRD AHaNM3A, oM. [24] nnk [25).

2 CmeweHEe MosaT e Ts BeMHCNEHD W3 YRREHEHMA PEFPEGCHEN Mo CTOBPaHHRIM JHa4esrrn MHO (Hanpuumep, no
LOHUBHTPALMAR, NEHHWMASMER 40 oB0CHOBIHEA MeaMURHCKO D pewerna ). Cm. [22)

Mpusmep — Mpaghur pezpeccuu Mo denHBlM Uccned0BEHUR MPOEEPEY CHCMEMB! MOHUMOPUHEES NEPOPANE-
Hol mepamuy SHMURGS2YITRHM aMy ngedemaanes Ha pucyHie 2_[ae eHew iy NUHLY npedcmagnAK M Kpumapuy
npuerneMocmy i3 §.6.1. ¥enoaod koaghgbirlreHm HAKMOHE AurelHol peepeccuny — 1,132 - 0,054, y — movka
AgpeceyeryR ool opdunam — Munye 0.2 - 0.1 kosd huryuendm koppemanuy — 0,943,

¥i
8.0

1E
8,0
4B
403
3,6
a0
&b
20
1.5

P

i0 15 28 26 a0 3F 40 4F BD BE &0 X

X pedepantiwe drasendn MHO; Y — nabnoaassee anauenss BHO; 1 BEREHAR NPEDE N MDA NEMOCTI;
F— NHHEAR QEFPECCAN, J — NHHRA WI8HTHYHaSTH; o HHMHHH PRS0 e NSO T

PucyHox & — [Mpa@ue pEFPECCHK

B OTHOWEH MK KOO0 MECTE GLEHKA BOMKHE BTk NPUBE0EHE CNEOYI0WHE COE0eHIAA

- rpadeuk pacceaHda aHHEX C NREANSNATASMOA NAHASA DErPEccHi 1 MMMEed ¥ = X

- HAEnoH [slopa) ¥ TOMES NepecedYsdna (intercept) NMHAKM NUHeiHoE DEMPECCHA © DOBEDMTENEHBIMIA
HHTEDBANAMHM,

= KoMpRALHENT KoppenawmE Nupooma r.

DauHeie BeIDpOCOE MOMYT OKATATE HEMENATENEHOE BNHUAHWE HA3 OLUEHA WEHTRANLHON TEHOEHLWA 1 OKCc-
nepck. CTATUCTUHECKKE NAPAMAETDE OOMEHb BbiTh BRIYUCNEHE & BENMYEHWEM BRODocon i Bel MY, K Boe
OaHHEe 00MsHE OB Te NPegCTABNeHE Ha rPadiHKe PEMDECCUA C OTMETEAMNY JaHHsX Bubpocon, oboaHaueHHsl-
MK PA3NHYHEIRN CHMBONAMH.
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8.6 MuHumansHaa npUemMnemMan TOUHOCTE CUCTEMI

8.6.1 TpebopaHWe TOYHOCTH CHCTEME]

MuUHHMaNEHaA NpHEMNEMan TONHOCTE ONA PEIYNETATOR, MONYYEHHbIX CHCTEMON MOHKTODWMHIa N wiro
MNeQopaneEHol TEDandE aHTHEOSrYNAHTAMK ONA CAMOTECTHRORAMWA By0eT cneny e

= 80 % pasnHYHF MERTY DEIYNETATAMEA, NOMNYHSEHHEIMA CHCTEMOE MOHWUTODWHNE T Vilro NepopansHo
TEQLANWA AHTHEOATYNIAHTAMH, U PEIYNLTATAMKE pedbepeEHTHON METOOHKA HIMEDEHHA B KOMBHHWPOBAHHLIX
WHTepeanayx MHO Huxe 2 0w ot 2,0 go 4,5, GyoeT B npeganas, yEalanHsy B Tadnaye 3;

= CAMELYEHIAE [CREOHEE DAINHYHE ) MENKDY CHCTEMON MOHHUTORKMA N WIiro NEROPANBHONA TEDANKKA AHTHKD-
arynAHTamK 1 peepeHTHOR METOOMKCN MAMEDEHHA B Tepanestvdackom uuTepsane (MHD ot 2.0 go 4.5)
BYOET MeHbLIE WM pasHo < 0,3 MHO,

- CMEWeHws PEIYNLTATOR ANA CynparepaneaTrdecsors nuTepeana (MHO ot 4,6 go 6,0) gonsHo BelTe

COOSLWEHD,

Tabnwuse 3 — KpWUTepHd EAMSCTES BHNONHEH@EA

Minreppan MHD

Jonyctimos painsque
(B0 % peayneTaTOB)

JanyCTumos Caeuen e
{opin R pasnene)

Huwe 2,0 v 0,5 HenprmMeH Mo
Ot 2,0 oo 4.5 a0 % + 0,3
aT1 4.6 ao 6.0 HenpHMeH#M O HEn pu MEH s

FOCT 10CTISO 17593-2011

Mpumedyasne 1 — HpATEpaH MAHHMANEH0A NPASMNEMOA TOMHOCTY OCHOEAHE HE pES0UUY X8 PaKTEDUCTR-
KX, NOeOCTEENSHELIY 8 HACTOALGE BREMA HA PeIHLE CHCTEM MOHMTORWHTE (1 Vilr NepopansHoR TERAanHE 3HTUEGAny NAsH-
TEMY, KOTOQHE X3QEETEQASYHDT COBDEMEHHOE COCTOAHME HKadecTea paboTe. 3TW CHCTEMEl NPEGOCTEENRNT
CYUSCTEEHHE S BRIFOOH NAUASHTEM. Cm. [26], [27]. Cwm. npanoxenne F ona QononHMTENsHOR MHQIpsan v

XOTA HUKEKWE KPUTERMK IKCNNYATALMOHHLIX XADakTepUMCTHE HE YEA3aHE! B MHTEpRANE aHa4venuin MHO
o7 4.6 00 6,0, paznddie 1 CMelleHie J0MNHHE GiTE BEHUCIEHE W NPHBSOEHE B OTYETE.

Mpumewas e — KPUTEQHH NPAMEHADT NPY NPOBEDEKE TOMHOCTH CUCTEME, pabioTe a LoTopod npodeccua-
HENEHEE GNEPATODLI CHCTEME RAGNeXa W9dM obpasosm ofyueHsl, KOTOpPaA LonkHeM chpazos oBonywueaercr, v Heobxo-
AMMEIE NPOUESYPE PEMYNMDOERH M EO0HTPONA NOOEGOATCA B COOTEETSTEMM & MHCTRYKLLMAM M WArOTOE MTEMR MO NEMMEHEHA .

B8.6.2 OueHKa TOUHOCTH CHCTEMEI

MpreEneMocTe CHCTEME MOHMTORMHMR 1T Vilre NepopansHod Tepanyk aH THROAry NARTaM K A0KHa GbiTe
ONpeaenaHa ¢ MeNoNsaoeankes aoex 400 peayne TATOR, NoNyYeHHbix oT 200 cbonegoaandeey noged. Hucno
MNpHEMMNEMEY DEIYNETATOR B KamOoM WaTepaane MHO gonmiHO BelTe CROMEHD, 9To0RE onpeaendTe oblyesa
YACAD NPHEMNEMBIX DEIYNLTATOB. [TPOUEHT NPAEMNEMEBX DE3YNETATOR BLIYHCNRIOT KAK YHMC0 NPHEMMTEMEIX
PEIYNETATOR, yRHOMEHHOE Ha 100 ¥ paigeneHHoe Ha oBWee YMens peayneTaToR.

8.6.3 MNpegcrapnedde JaHHeX

PeayneTaTk & dHuTepeanax MHD B Tabnuue 3, gomsHsl BelTe NpegcTagNEHsl PA3gentHo, NOTOMY 4T K
KEWOAY WHTEDBEANY NPHRMEHHAME DAINWHHEIE KDATEPHA padoTe; oM. 8.6.1.

PeayneTaTe Jon¥HE BelTe NpeacTaaneqHsl B TaGnHe 4na kawaoro derepaana MHO.

PekosmeniosarHmbe ropMarte Ona MedMurEckds paboTHARDE ¥ NoNEIoBaTeNad-HenpodeccnoHance
YEAZEHE B TAENMUAX 4 W 5. Jaddeie B3RTe 43 8.6 2. MyTepean npegcraenAeT idaqdeHda MHO, cusHeHHbie
g 8.8.1. Bepxuvi npegen MHTEpEana namMepeHna MOKeT DuiTe Beiwe; oy, 4.2,

lTatbnwue 4 — ltpaMep NPELCTAENEHAA PEIYNLTATOR TOMHOCTH CHCTEME ONA NPpO@ECCHOHANBHOW MAPEHDOEKR

HWurepsan MHO B npegenax 0.3 MHD B npengenas 0,5 MHO Cpapnas pazmeyda MHO

Hiwee 2,0 100 % 100 % .1

WMurepsan MEO B npeasenax 10 % B npepanas 30 % B npagenax 30 % Cpepnes pangane MHD

5%
65 %

Or 200045
OT 4.6 go 6.0

o0 %
40 %

1040 % 0.3
100 % 0.3
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Tednu wa 55— r||:lHME:u NEERCTAENEHAR PEAYVNeTATOE TOMHCGLTH CACTEME ANA MAPKAROEER ONA HeNpo@edoldHan e-
AR NONEIDBATENERA

HMurepoan MHEO® T NpEeENEMEE pEIFnLETaTe

Or 1.2 gods ay

TO4HOCTS CHOTEMEl BHNa OUEHEHE NS 3TOMY WHTSpRAany pe3yNs=TaTos MHO,

9 OueHka paboTel Nonb3oBaTens

8.1 Ofwre nonoxeH A

Chyeska paboTel NONE208ATENA J0NHHE BulTh BLNOMHEHA WITOTOBMTENEM 00 DASMELLEHKE HI PhIHKE
HOBOW CHCTEMBI MOMWTORWHIE in WilFo NepopanesHol TEpandd adTHoarynAUTamMK. NMpukeHaeT TpeboBaius,
onpefenardHee B EN 13612,

Llans cuyedkn paboTel MONLICEATENA COCTOMT B TOM, YToD NDCOE MOHCTRMPOBATE CcNOCOBHOCTE NaNB3I0-
BATENEA NPUAMEHATE CHCTEMY MOHMTODMHMA i Wi N2gopankHoN TEDANHKE AHTHECANYNAHTAMA M NONYHATE NEM-
EMMEMEIE  DEIYNETATE HA OCHOBE TONLHS HMHCTRYELMWA N0 NpAMEeHedrs W obydenud, oSeduo
CEECNEYHBABMONT KIrOTORMTEMNEM.

Chyeska paboTel NONEI0BITENA ASMKHA GLITE BEMONHEHE COrMAcHD NMCEMeHHoA nporpamme . Nporpam-
MA JOMHHA, KAK MUHUMYM, ONPE0EnuTe 0DyYeH9 e i 00pasosaHie, MecTa oueHiM, cBop OAHHBIX 1 METOOHKK
AHANKWIA, W KPUTEDMA NEWEMNSMECTA. PEIYNLTATH OUeHEd RaloTe NONBI0BATENA A0NHHSL T 3I3DErMCTRN-
pPOBAHEI B OTYETE,

PeayneTarkl, MONyYaHHbIE NONEI0BATENEM-HENPODSCCHOHANOM, GONMHL BeiTh CPARHEHE C DE3YNETa-
Tk, MONYSEHHEIMA ONLITHEME TEXHHEZMH, C MCHONLIOEAHNEM TOR HE CHCTEMEl MOHUTORKHEE N wiro nepo-
panLHoW  TEDANKM  SHTHECArYNAHTAMM, W MOrYT OkiTe CpaBHEHL © pEIYNLTATAME, NONYYSHHERK
HAMOTORMTETNEM C MPAMEHEHHEM NOCTOAHHON BEISPaH HOR MITOTOSHTENE M METOOMKH HAMEDESHKA.

9.2 MectaMccnaqoBadmA

WMoocnegopadna pabotel None3ceaTenad Jon#Hel DeiTe NpoeegeHel B TReX NpoeccioHane e yac-
Thax. HacTpoika gonsHa RoansnvTe NoNeBI0saTemo-Henpode coUoHany BuINoNHATE HAMEREHHA, KCNoNBAYA
TONBKD MHCTRYKLAM N0 NRAMERSHN M 0DyYeH ke, 00YH0 0GeCNeu BEaeMOE NONEI0OBATEMNAM MITOTORMTENEM.

CHbACHEHHE ANA BLIGORa YYACTROB GUESHEH JO0MHO GblTh SORYMEHTHDOBAHO.

1 PHMEYEHHAE— FEOTOBUTENE MOHET EhlﬁpETb MECT3, KOTOPLIE NPEACTABNAKT FrAKTHHSCHOE WENONEI0EA-
“HE NpOOYETa (HANpAME D, KNAHAKE, B KOTO sl NPOBOOAT NeYaHUE SHTHRDArYNAHTAM .

9.3 YYyacTHHEW ACCNegoBanMa

Mo kpaduein ssepe, 80 none3osaTensd, no 20 Ha YYacToK, JoMsHb DeITh BRNKYEHE B MCCNEA0RAHWE, ©
WHETOM BOIRACTa, NONa W ypoBHA 00paiIcBRaHWA, DenpPeIeHTATHEHLIX ONA NPegnonarasmod nonynauuMm
NONEACEATENEA. YYACTHHEA HCCNedoRa ke J0MHHE KMeTe Wenerod netepsan MHO smewgy 2.0 W 4.5 W oon-
HHBl COOTBETCTEOBATE TREGOBAHHAM CHCTEMBI CAMOTECTHDOBAHKA 111 WD NEPORANnEHON TEDANHK AHTHEOAry-
MAHTAKEK [HANPAMED, JHAYEHWA OB BEMHONA O0NH IPATROUKTOR SOMHHE HAXOOWTECA B NPELENax HHTepBana,
ONPELENeHHOTS B MHCTRYELUMAR MO NDAMEHEHA).

YHACTHWEH DOMKHE JSK0HYHTE NEOrpaMay 0GpaicaaHda HIroTOBMTENA, HO HE O0NMHE ONYSaTe J0non-
HUTENEHOMD OBYHEHRA, HHCTRYELAA, NOBMOLLH MW YHeGHEE MaTEDHANCE KDOME TEX, KOTODbIE 0BRYHO NpKMNara-
WOT B CHCTEME ONA CAMOTECTH POBAHKA In vitrd NepopankEHONA TEDANHK aHTHKOSM A KT aMKA.

Hak ToNeKD yHacTHWEM 33K0HYWN K NPorpamsy 08 paioBadva MAaNOTOBKMTENA ¥ CHUTAKTCA QUCTATOYHS KBa-
NAHUAPOBAHH I, YTO0B BRINCNHATE CAMOTECTHROBAHWE, OHK MOMYT yY4aCTEOBATE B HCCNEQ0BAH MK paboTR
NoNLEICEITENEA.

Ecnu nporpasma chydyedda TpeyeT, 9Tobbl NONLACEATENK NPUMEHATH CHETEMBl CAMATECTHROBAHKA
I vilro Ha gomMy, TO YHACTHMKA O0MHHBl GRTE NPOMHCTRYETHPOBAHE! O 3aNPeTe HENoNLACRATE PEIYNLTATE ANA
NS0 MeaMLMHCKDR UenK. ¥CTpoRcTEa Oon#Hbl BblTh NOMEYeHsl COOTBETCTBEHHO (HAaNpUMep, « ToONLKS ANA
CUeHKH paboTels, «[ANA HCNONEIOBAHWA B HCCNegoBaHMi =)

9.4 MHCTPpYMEHTE M MATEPHAN LI

Woocnenoeadna No oyesH ke paboTe NoNLIoEATENSA A0MHHE BbiTh NPOBEOE Hi © ACNOMNEI0BAHKEM OOHOR
NapTHk pEakTHEES.
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9.5 OueHkKa ymeHMA NoNkL30BaTENER

B MECTE OLESHKA YHACTHRER SONEHS BEINONHATE NPORONE COBCTEEHH bIX NANLUES M HIME PN T SHAYEHKA B
KPOBH C MCNONLI0RAHWEM CHCTEMBl CAMOTECTUDORAHKA 1 VIO NEpODansHo TEPANAK AHTHEOAMNYIAHTA MM,
Ham OB YHACcTHHE DONHKEH BeiNOMHKTE KAMEDSHAE QEANOR, NOMNYHWE DA peayneTarta MHO.

DByYHEHHBIA MEAWUHMHCKKUE paboTHHK DAHHOMD YYACTHA OOMEeH TAKHE HIMEPUTE AHAYEHKE B KDORK
YHACTHMKA, HCNONEIYA TY e CHCTEMY CAMOTECTHROBAHKA i w0 NeSopaneHoON TERANKA SHTUESATYNRHTAMKA W
Ty 8 NapTAD peakTHea. MeaHUuMHCKWA paboTHUE OMKEH KIMEDWTE IHAYEHWE B KPOBH YHaCTHWES OBaw b,
MNaNy-He 083 peayneTaTa MHO.

HeMeaneHHS ocne aT0ro MeaHUHHCKWA paboTHWE BMOMET NONYHKHTE 0D pasey BeHOIHON KDOBK YHACTHH-
Ka ONA MIMEDEHKA B COOTRETCTEMK C pediepeHTHON METOQHEDH HAMEDEHHA.

Urofk HE BEOSGWTE B PACHETH CMEBLEHKE, NOPALOE MAMEDEHWA NONbICEATENAMKE M ME LALLM HCHH MK
pAtOTHHKSMH D0MKEH DBITE PAHS0MHIHDOBAHHEIRM HMW Y& Da Ly e .

Mpuwmesasune 1 — Ecnv UMENDTCA ABA HHECTRYMEHTE W 2CiK OONYCTHMO CACTEMOW CAMOTSCTHROREH WA, OEA
MAMepaHwa MOryT fisiTe cOenaHs B Npoba, 33ATOA #3 SAWHCTREHHOMS NpoKona nansuUs, HCNonkeE3ya OB NOCNeoBaTeneEHE e
HEnne KpoBd.

YIMEHMA NONLITBATENA NPHMEHATE ¥ OBCNYKWMBATE CHCTEMY, HAHOCHTE NEOBY K YWMTaTE peayneLTarT gon-
HHbB GETE OUEHEHE Oy HEHHBIM MEOKUMHCEXM PADOTHUEDM JaHHOMD YHOSRAEHNA, PesyNbTaTel OUSHKK GOM-
WHE! Bl Te 38PETHCTRUPOBA K.

Cpenu yYacTHUESE MCNETAHKE MOKET DblTh NPOBEAEH AHKETHRIA ONDOC ANA OUEHKH MOHAMEHKS MMM
CHCTEMEL.

Mecne sa@epleHda NPOTPaMMel NONBA0RATENM LON%HL BolTe NPOHHCTRYKTHUDORAHEl OTHOCHTEMNEH
BEINGNHEHAA HAMEDEHRA Ha OoMY.

KawObiH YYacTHEE JoN¥eH DelTe NPOHHBOPMEPOEAH O HE0BX0DMMOCTH BRINONHATE, N0 KPAAHEA MEepe,
10 H3MEDEHHA Ha NPOTAMEHHH 10 gHelr, Ho e Bonelwe, 9es 30 gHed, 1 He BONLLUE, 48l 00H0 HIMEDEHHE B
AEHb, CNEQYR MHCTRYKLMK MATOTOBMTENA No NPHMEHEHKID, BENKHAA KAMEDEHKE KOHTPONBHEE MaTEpHanoa.

Kamasld y4acTHuk aonseH OeTe NPOWHCTRYETHPOBaH O HEOBX0OMMOCTH HIMEDATE OBA KOHTRONbHEIX
OSpaIUa © KEasObIM MAMEDEHWEM KPoBK, NonyYad B obweld cnowHocTd 10 aHadediiil Qna £asaoro ypossa
KOMTRONBHOTD MATEDHANA, ECIM NDHMEHIAMO.

MaroToaMTen s AoMkHE NPELOCTABM T YYACTHHEAM hODMbl JaMHER BMA SO0KYMEHTAL MM WX DE3vNETaTOR
CAMOTECTUDOEIHMA H PEIYNLTATOR KOHTPONA.

Mocne OoMaL Hero NeprO0a MAMEDEHKEA K2 DbIA YY4ACTHAK QOMHEH BOABDATHTECA B yUPEMIeHHE [ MECTO
MNpCBESOEHWA WCMNBTAHMA), 4ToDb JEECPWHTE OUEHKY paloTe NONBE3I0BATENA MEJWLMHCKMM PasoTHHESM,
30ech YHACTHHEW MCNBITAHKE J0MEHE BEMOMHKTE NPOKONBl COBCTEEHHEBIX NANLUEE K HAMEDWTE 0GRAALL MX
KOOEH, MCMONEIYA CUCTEMY CAMOTECTHDORAHMA /N WIS NepoiansHod TEDANHK AHTHECAryIAHT MM,

HeMeanesHHo Nocne NposeaeHHA CamMoTECTRPOBAHHA YYACT HHEA MK OBy YaHH bl MESWUKHCKKA DAGOTHHE
OAHHOTD YHDEROEHARA [YHACTES MCNBTAHKS ) O0MHEH MIMEDHTE KPOBE YHICTHHES HCNBITAHMA TOH e CHCTEMON
CAMOTECTUOOBAHMA N Wlro NepopankeHol TERPANHH aHTHECAryMAHTIMM.

HeMeaneHHs nocne aTord paGoTHHE A0PaBcoxDaHEH|a MOKET NONYYHTe oOpaiey BeHoIHOR KpoaK
YHACTHMKA OMA HIMEDEHKA B COOTRETCTEMK C peiepeHTHON METOQWMEOR MAMEDEHWA.

YMEHWA NONEIOBATENA NPHMEHATE KW OGCNYAHWBEATE CHCTEMY, HaHOCWTE Npoby KW YMTaTe peaynwTaTt
OCNHHE BRiTE OUEHEHBI O0YYEHHBIM MEORUMHCHHM DABOTHRKOM JAHHOMNS YHESROEHHA. PeayneTaTel OUeHEH
OonNHHE GHTE 3aperMCTRHPOBAHE B OTHETE,

NMpumesagumne 2 — EFIE'_CI,H VHACTHRHEOE ACNETaHWA MOHeT GETe NPOBEAEH AHKETHLIR Gnpoo, HTobbl OYEHHTE
NOHAMABHEHE BMH CACTE MBI .

Npumewasne 35— Ona pAacHeTA OTHOWAHUR DESYNETATOR WAMEDEHARA NALASHTOM @ NPOMECCHOHAN0M MOKET
feiTe HCNONB308EHE NUHEAHER perpeccuir ANy -TECTH.

9.6 KpuTepuu npresmneMocT M OLEHKA JaHHLIX

BocnpoMaecgnmocTe NapannensHes vanmepeHni gonmHa SelTe Belyrcneda, kak onvcado e 8.4 4.1, Ha
OCHOBE AB0HHEK PEIYNLTATOR NOMNLACEATENA W DesyNETATOR NapannensHaly WIMEPeHHR MEedHUHHCKOnS
paboTHHES.

CpelHekEanpaTHYeckos OTENOHEHHME NROMERYTOYHON NPELWIHOHHOCTIA Q0MKHD BbiTe BhlY4HCNEHD HA
OCHOBE PeayNeLTaATOBR KOHTREONA NONLICEATENS C HCNoNLITEAHHNEM METOOWEN JACNEPCVOHKOND aHannaa gna
HAMOOTO YPOBHA MATEDHANE KOHTPOMNR, SCNH NPHMEH KO,

2B
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Hononeaya nepesil peaynsTaT kasioro Habopa QeORHEE PeayNeTaTOoB, COOTBETCTEME peayNuTaTos
NONeISEATENA C PEIYNLTATAMM MEIHUHHCKONS pADOTHHKA O0MKHD BHTE BRYHMCNEHD, KK onHcano B 8.5.8.

Tor we camuli aHanna gonses SuiTe BRNONHEH, HCNCNL3YA NEPELA peIyNeTaT NONLICEATENA KW COOT-
BETCTEYEULWA PEaYNeTaT pedePeHTHOMD HAMEREHHA, BCMH NEUMEHHMO.

A peayneTATOR NONLICEITENA W MEQUUMHCKON patoTHMKa 95 % pocex peayNeTaToR 8 HHTepeana MHO
o1 2,000 4.5 6yger enpegenax + 0,5 MHO,

CpegHes Dasndyqe Mexly peiyneTaTamy None30BaTENA W PeayNeTATaMKM MedHUMHCKOrS paboTHHKa
OON#HO BelTe MEHEWE MNH pasHs 10 % peayneTaToR MEOMUHHCKOTD paboTHHES.

ToYHD Tak #E COOTEETCTAME DESYNETATOR NONBEI0BATENSA C COOTRRTCTEYH MMM PeayNLTATAMK pede-
PEHTHOMD HIMEDEHHA J0MHHD BblTe PACCHWTARO, 8CIH 3TO NPMAMEHMIO,

PaayneTatel MCCNEoRaHKA QONHHEl GTE coobWeHEs B hopMaTte, onucadqom B 8.6.3,

Mprarmedadae—MNpunoxedne F cogepsdT ofacp onySnNEDEEHHBIX OUeH0E pEOOTE, K KOTOREM 3TH KpHTERHE
patioTel Gaine NpEMEHasE DETHOCNEKTHEHG.

9.7 OueHKa AHCTPYELWIA NO NPAMSHSHHHD

MIHCTDYELMKM MO MPAMEMEHAKD 0NMKHE BRiTe CUEHEHE YYACTHUEAMA WCCnelopadia. MNons2osaTenwd-
HENPOMECCHOHATN b M METULMHCKWE pAGOTHHEM Q0 Hb PACCMOTDETE M NPEA0OCTABMTE KOMMEHTADMH OTHOC-
TENLHD NPOCTOTE MOHHMAHWA MHCTRYRLMA N0 NDHMEHEHHI0.

J7a oueHEa MOXET DTk 00 REAMHEHE C MCCNEA0BIHHEM, ONMCAHHEM A 9.3 unu MmokeT BulTe NpoREaeHa
OTOENEHO.

KomMMEHTapMK NoNs3oRATENEA MOMYT Dkl Th NOMYYEH L MY TEM AHKETHOMD GNPOCE, MK K3K Y43CcTh MCCnego-
BAHKWA Yenosedeckons dakTopa. WaroToBuTene ACNMEH YCTAHODWTE KPWTERMW ONA pEe3yNeTaToR OUEHKK
HHCTPYELWA MO NpHMEHEHKI0. ECid peayNeTaTe NoNEI0BaATENSA HE OTEEYIIOT KDUTEDHAM NPUHEMMSMOCTI, TO
HAIOTORWMTENE OCMHEH DECCMOTRETE NoTpedHOCTE NEPECMOTRAE PAIAEN0A HHCTEYKLWA M NOBTODMTE OUEHKY.
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MpHnoweHwea &
{oBAzaATENLHO®)

OononHWTenbHLIE TpeGoBAHMA ANA 3NEKTPOMATHWTHOR COBMBCTUMOCTH

A DEwHe nonoXeHHA

JJ,E HHOE NpANEESHHAE CNDe0snaer MAHEMENsH:=IE TFI'E'EIGEE H#A ANA YoTOAYWMBOCTH W SMUCCHA OTHOCHUTENEHO
SNEKTPOMATHNTHOA COBMECTHMOCTH I:EM'::I}'GTFIDH CTEA ANA MOHHTOPHEHTE M Wi NepopaneHOR TEPANKN AHTHESBMYNAHT&-
MW, NP2OHEZHEYSHHCND 4NA CEMOCTECTADOEIHWA, B OONONHesWEe K TDe boaaHrAM 6.4,

Ecnu ananua pucEE {CM. 4.4} NOKA3EIBEET, 4TO BO30EACTEWE Gones BEeICORAME YROBHAMKA NYHEECA IHSQDMH UNKA
SMNEKTROCTATHMECKOTD DAIPAGE NPedCcTEENAET HEOONYCTHMBIM DMCE GNA NONL30BEATENA, TGMGE YCTPORCTED A0ONKHD Dl Th
NECESPEHO HAE ATHE fones BECORME YPOBHAX.

A2 TpedoBaHWA TECTA YCTOMYMBOCTH

A2 YCTORHMBOCLTE K 3N YHeHH

Mpumesa0T TpeboB3HKA, onpedensHHse B IEC 61000-4-3,

HpoMe Toro, yeTOAYMBOCTE NPOTHE K3NYYEHH B HECTOT ONHHE OsiTe PRCWHPEHE HE QEANA30H YacToT 0o 2.5 My
Mo ypoBEHRE WCNEITEHHA 3 Bl

AZ2.2 YETORHMEOCDTE K ANEKTPOCSTATHHECHOMY paspAay

Mpumesa0T TpeboBaHWa, onpegensHHse B IEC 61000-4-2,

OnA pazpaos B BO30YEE yCTOAMMEOCTE K 3NECTROCTATHHECHOMY DAIRALY OONKHE DEMOHCTPEPOBETECA HE WCNE TE-
TENbHLIE YROBHAX = 2, 1 4 W 8 ¥B.

OmA KOHTAKTHOMO pA3SANE YETORYMEOCTE £ ANEKTROCTATAME CROMY PE3PAAY JONHHE ASMOHCTRHDOBATECR HE MCNL-
TATEMN:H=IX yROBHAL £ 2, + 4 W+ 6 kB,

A3 TpedoBAHWA TECTA CHCTEMBI

Ecnu goyroe ofopyQOoEAHAE CEAIAHO C HHCTRYMEHTOM WM MOKET BETE CBA3AHO C MHCTpPYMEHTOM, 08 pa30EA B AR-
CACHCTEME TACHE LONHHA COOTEE TCTEOEATE ToeboBaHHAM JME.

Onpeaenan TpeBOBEHNA K CHCTEME TECTUPOBAHWA, HATGTOEWTEN: QONHEH DACCMOTRETE, ABACTEMTENLHD NIM BOS-
MOXHD BRINONHAT: HIMEPSHAE B TO BREMA, KEL CHCTEMA CERZEHE . KoM HEryPALNA CHCTEMBl, ONPELENEHHAA HATOTOBMTE-
nest, And cBo3pembe KoSmUIyPaU MY CHOTEMBl, AOSHTY WUAROBAHHE B BHANWI0M PUCHE, 00NHHE Ol Te NPOESPEHS, KK
ONMCaEHE B A 2 GCNW OHA NO3BONADT NONEI0BETENG Bl NOMHATE H3MapeHde MHEO.

T peGosasHA TECTE CHCTEMEl MOMHO HE NEUMEHATE, BCNHA NPOEET YCTRORCTES NRENATCTEYET NONB30EATE M 8 B NO-
HATE WarapeHms MHO, kor0a @HCTDYMEHT CEAIAH © OpYrMM oBopyaoEaHHEM.

Ad MHCTRPYHUHA NO NPHMEHEHAK

MIHCTPYELLAW MO NPMMEsE A {CW. 5.3 BONHHE COOABPHATE CNEa YW ¥ MHD R a s

3] YyTEEpHAEHWE, 4T0 OS0PYOOEAHWE BHNONHAET NpMMeHMse TpedoBadHka & IMC 3MWCCHM, W Y9TO 3MACCHA
HECNGAEIYEMOA IHEPI4M HUIKaRA 4 EPRI N BB 30EET NOMEXH ¥ COCRAHEND 3NEKTROHHOMD oDy l0BaHuA;

o] YTEEPHAEHWE, “TO OBOPYLOBAHUE NDOEEPEHD HA YOTORWUBOCTE & ANEKTROCTATHHACKOM Y BA3RRAY. B ONpage-
nesc [EC §1000-4-2;

) PEEOMEHIDBAHHEE MEQRE OrPAHAYSHHAA NRPHMEHEHWA, KOTOPBIE Q0NH#HEl BbiTe NEPEONPEHATH NONB30EATENEM,
WTofsl nzbexaTs HENpAdHNEHORA ONEREURH ANW NOBDEXGEH A yETROACTES.

Mpueep 1 — sHe vemonLaydme 3Mom FHEMPYMEHT 8 CyXod okpymamuweld cpede, ocofelHD SCTU MHLW-
CHMECMEYM CUHMeMUYNECKUE Mamepuansl. Cudmemuyeckan odexds, Roaps, U m. &, MO2YM esl3gamMs Paipy-
WM ETEHBIE CMIAMUYeckUe pATpAadel 8 Cyxol oxpyHamuiel coades;

d] yTEEpHAEHWE, 4TO 0OOpYOOBAHWE NPOBEQEHD KA YCTORYEBOCTE K PROUMOHACTOTHOR MHTERMEPeHY@H B HACTOT-
HOM JHENA30HE W HE HCNETATENEHOM YPOBHE, ONPEAENSHHOM E HECTORLYEM CTEHIADTE

2] PEKOMEHGOBSHHBIS MEpEl ¥MEHEWEHWA, KOTOPE e JO0NsHe BRTE MP2ANPUHATH NONL30EATENEM, “ToOM rabe-
HETE NOMEX PAJWOMBCTOT, C ONPELSAEHHE MY TPHMERAMH.

Mpumep 2 — csHe weMonsIFUme 3Mom UHEMpyYMeRm efnuiy comoselx uny Gecnpododiey memsaegonos,
MepeE0a0pHEIE yoMpoleme, yempodome dne omykpeimus deepel gapawed, paduomepedsmyukas Uy dpyeoao
SMEMTPUNECHOSE WAL INEKMPOHHo2s 06opyd0BaHUA, KOMOPLIE RENAMMOA UEMOMHUKIMU JTEHN DO MAsH UM NG -
20 USAFHEHUA, MOCHMTLKY OHU MOZYM yHmepdepupoeame ¢ Hadnexawied padom ol UHEM DY MEHM &2 .

an
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Npunoxense B
[cNpaBoYHOE)

MpuMepil WenK NpocnesdBasMocT

HuarpaMma Ha puoyHEe B.1 aaanTripoaasa 3 150 17871, uTobsl NOKE3ETE NONHYD YEN:e NPOCNEHWEAEMOCTH OANA
LANACPOBEY HIrOTOBMTENEM CHCTEME MOHHTORAHTE &7 WilFD NEpORankeEHOM TERENHH AHTH ECETYNAHTEM K

Marepsan T e S-ENEHEE NP e Marompes
Poas Ty D O
CRATIACTIAHHA R Pl DEHTHA
BT TR M
Meroteeamni
m--—m<
B B+ HAA MAOTORMTENEM
BT WA R
PoScrn i it
HEUTCHMTRN
Mo BTRRT
/ o
KAMERATOR MO
RETTSAATENR
Pynasan sty
NEMEIERH A RPHEROT
NOME-OETEEA
Pyrvisam npolia

" g ey Gy TeE el rediemeg w Pl o nwEmed winmes e iy B
mmmnmmmnmm.

FucyHok B.1 — lpUMeD uenu NEOCNEXMBESMOCTH ANA DEIYNETATE HIMEPEHHMA CHCTEM B MOHRTODWHIE
Nepopane=0A TEPANHN BHTEKOAryNAHTAMHA
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Npumed HE proysKke B.2 0@ MOHCTRUPYET 4ens NPOCNEHAEESMOCTY ANA pe3yNeTaToE MHD o peepesTHOA METO-
OWEW maMepeH#A B003 nokaq«eeadHna NPoDUpE A MeXOyHaDoOHOrD pedepesTHOND npenaparta TpoMonnacTeHoE o
HCMNONEZ0BEHAEM GOHGCTYNEHYATOR METOAWEW, ONHCAHEGA 8 B.9. 7.2,

Mamepman

[ip AEC BEHe 3HE-EGH PR UmBpoorn M e

PETRRIES MO SEINET
{HMTIOH Ol MR

Moyt sk

SR HHER NOTCEN TENSE
TN D RAAETH

Paficqwi curmSpaTop
RACTOSHTENH

IThCaCmomsas Bl TR JERTOYINL
KEASNDEHSN MN DTG BATE
(Pyyrmm i hal AATES, MESMRAN VR
C LATPETHG A Iursssseo )

Koo ngiymi

ATATA

PyTMHHER METOOMKE
MERMOSHNA EOHE-HEIT

NEPORAMRHON
TADGMES AHTENORYTIAHTRNEY

PrymHan npolis
(RIS USIPHER EpDSa)

PasyrsTar MHD

* PaSoasi I pTOR IERITCEWTENER WIS Bl Th COGTEOTCTEYWALIM CYPHG ETHR POcapaHTHIA RNTOPMEION

FrcyHox B.2 — llpdMap uend NEocnes HBEaeMosTy 4NA MCCNe00sasuA BERHEMEE UWAK TOUHOCTHE CUCTEMBI
MOHWTORMHTE (0 VilF0 ReDORENEHOR TERANWK SHTHKOAMNYNAHTAME B COOTESTCTEMAY C OGHOCTYNEHYATON METOOWE0A

3z
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lTpAsep 8 pUCyYHEEe B.3 NOKEZHMBERT Yank NPOCHEMABaSMOICTH NA pPeIyN:=TaTos MHJ 00 pefeDe HTHON METOOUER
AIMEDEHUA BO3 nokaurBaHHA NPoBRDE © MEMOYHAPOSHOM peepesTHOND NPenapaTa TPoMBONNAacTUHOR © MCNONL30-
BAHMEM DEYECTYNEHYATON METOOWKA, ONWCEHHOR B 8.5.7.3

Merepsan Mo saHe 208HeH N N carmefpos blaragum
M s R oI
MO
< ’
RS
PRihaDEHTHEN NPETSpET
ThEsnmit T [1PT)
Bl sapn MEOTORATENER
TR MO BN
MO
\ Moomorssmn Lerorpe
[nmnnhli‘lﬂw
BT, T
T - it
Kan npagyET
MEOTCHRTRT , 4
nmf
PyTHsSEn eNTOL K
W RO RED
BOHWTORMHITL MSRCHMHON
TAPE EHTLBGETTRIHTER W )
Pynessva nyehs
(il Em-od spoan )
< M
(T
NOMEACEETIA
HOHATOMETE NEPODEM-HDH
TEPEBS BHTISDEIYTIHTER )
PymaHAS NpoGA
{rolrmernn sl Ko}

Pengemar MHD

¥ Pafo-s9 ERareSORTOD FOTUTURMTENA MCHT BTl COCTITCTIVIOULY M CYFPONETHE M PEdmpeHTHRM HETOpNLTON

MITH YRECEN OO N OSDERION.

Frcy=ok B.3 — lpaMep yens npocnesyBa esMoCcTi GNA BepPrEEUMA TOMHOCTH CHCTEME MOHWTORMEIE M0 vilro

rocTt

NEpORaNEHOW TERENHE AHTHKOANYNAHTEMH B COOTBETCTEMM C OBYXCTYNEHYATOR MeTOLU KA
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Mpunoxerde
{enpagoqHoe)

BiivvcneHde pazsepa npobil 4NA OUSHKK CMewlwaHua [28)

B cooTaeToTEMA C TEENMUSA 2 B 8.5.3, no kpaiHed Mmepe, 150 obpaigoe gonkdel BeTs HCCNAQOESHE B HHTEREBANE
MHD 0T 2,000 4,5,

KosdubuyuesT Bapdausd 5% GyaeT nocTyNMRoEaH ONA CHOTEME MOSMTOPWHME NEQ0PANEHOW TEREAHA AHTHRGErY-
AAHTEMM M GN#A BeORAsHOR HITOTOEATENS M METOOMEN HIMEDEHHA.

Ona cpeadero MHO 3,0 cnegyeT cpedHerBanpaTeHeckoe OTkNoHeRWe S0 = 0,15,

MNockonsky EiNONH&HEl NADANNENEHEE WIMEDEHHA, PEekTHEHoR COEOHSREEARATHYALKGE OTENOHEHHE S0
YMEHBLWEHD 00 SD;..,;. = SEIEIJE_= 0, 106.

EcnuaonycTHmos cxmeweH@e 03 MAD, 95 % qoeepuTenbseR @HTepEan, CF (ol —w/2) = 2 somet bul Te BalMHCNEH0
creqyssugme obpasom:

Ci=hiaa+ 22 80, (150
TONEEDS ANKAHE MHTEBREANE
C = +of2 « 01084150
Cf=+03012.24;
Ci=+0,025

Ane 0,3 £ 0025 MHOD.

MoaTomy peaynsTaTsl nonynaysy npod us 150 cbpaayoe a wHTepeane oT 2,0 004 5 MHD B DOBERHTENEHOM HHTED-
gane+ 0 025 MHO, s0Topsi A ARNRETCR QOCTATOMHEM, YToO NOATESRANTE, “TO pAB0TA CHCTEME COOTESTCTAYET QONYCTR-
Momy cwmelgeH i 0,3 MHO.

34
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Npunoxesse D
(enpagoqvHoe]

MNprMep BelYACNEHWA HEONPpedeneHHOCTH Ona onpegenadda MHO npoTpomMGrHa
C MPHMEHEHHEM CHCTEMbLI MOHWUTORKHA 1N witro NEPOPaANEHONA TEDANKK AHTHKOArY NANTaMH

”Flld‘ﬂéFl EBoi*MCNEHHA HEONDed@NeHHOCTH RA Onpejenasia MHO HFIGTEFGMEI?HE C NpUMEBREHWEM MOHWTODEHNE
Wi Ne popaneHHOR TERENWE AHTHEOAMYNAHTEMA NPHEROEH B Tabnuue D1,

TefGanuwyga DA

Pazwep npe Tan Pacnpeaenaqne | Jenw-

Hauwmenaaanne annanmee
MHC 3,0 HEpOATHOETH TEME

Yacrheose | Kaaapar Kommantapun

Atan 1 — NocToAsHAA METOOMEE W3MEPEHWA W3rOTOBMTENA: MEXOYHAPOOHEA MHOBKC YYBCTEATENEHOCTH NBRTHH
ENagenesua

MexnyHEpogHER | Hone {no on- | — _ — — — —
pepepeHTHEA  Npe- | pegeneH i)

napar
AHANKTEYSCKAA CV¥ 8% waw A HopMane=Ds 1 — 002235 MexnadopaTopred
ownlka meToguen | 0,15 MHD CV MY onpegenedra ot
B3 (CTAHOAPTHOR 4.5 U oo 5.7 % [11], [29],
Baprnau«A, 3a8n- | GTENOHEHKHE] |30]
CHAWEA OT ONepaTops MpegnoceiNEd:  BHYT-
CoBoEyNHOCTE punefopaTopH A o
npot MY onpepsneske  wme-
Bapnausn wMero- Heg 3 %, COrMacHo yono-
AWEM MIMEREHWA, Bbi- EMAM MeTooMiM BO3 [11)
GpaHHow Mockonely YHacTaEVoRT
MArOTOBMTENSM Y nafiopaTopui, cTaHgap-
THOE OTKNOHEHWE CNegy-
&T pA3fEnaTe =a 1,73
DoHERD  MCNONE3ORENCH
KOHCEPEITHEHBIR Maaxaa
BapnateneHoocTe | MsTeEpean B MNpamo- 1,73 — -— BrvaH@e  HHASTGHHO
anropyTMa + 0,03 MHD YIoNEHOE 28]

3tan 2 —F YTHHHAR METOQUED WEIMEREHAR KOMEMHOND NENeI0BATENA: gia fipusHan Kanubposka

AHANKTEYSCKARA 0,10 MHD A HopMane=os 1 — 0.0 Boars feing oUeseHn
ownbra wanubpogen | (cTaHgapTHoE A4 npuqeHEl, HCRoNs3ys H
METOO®KE OTENOHEHHE] NapTHé peagTAEd, npo-

CoEOEyNHOCTE MIEEOSHHRIX 3B Nep@oq
npofi gna kanwBpoe- gpemesd Gones 1 roaa,
Hi ofpaiel SeHOIHOR KDOSK

CoBOEyNHOCTE (k]|
HHETPYMEHTOR

Crafune=ocTh
NapTHn  WEFOTOBWTE-
nalpearsHToe

CTafHneHocTh 0,10 MHD A Hopsane- 1 — | TpetopaHwa ¥ npo-
pEArSHTOE (CTAHOAPTHOE HO= OyETY, KOTOPEIS PECCMET-

OTENOHEHHE | PMESHIT KEK CTEHQEPT-

HOE CTENOHEHHE.

Daxe nps ToM, 4TO
CTAbMNEHOCTE pEAaKTHROB
YHE BANKYW2HaE B8 3TOoM
Eblllie, EhIEIFIEHHI:IM EOH-
CENBEATUBHEIM NOOgXONOM,
3T3 HIMEHYHWBOICT: O0-
fiaeneHa oTAENEHO

3%
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Oxaxvanue mabnoya D1

Paamap npa Pacnpenenemne T
Hnp Tun peas a Yaptros | Keagpar W BT ERHE

MM B BAHAE BITHAHAR
MHO 3,0 BEPOHTHOETE TENE

STan 3 — FyTHHHEA METOAMERE MAMEBDEHWA KOHEYHOMD MONB30BATENRA! GHPEHE‘J’EHHE‘ MHO nonezoBaTens

BrnnaHwe wMaETpH- | OV 5.5 % une & Hopm ans- 1 — 00258 HENpPALHIWOHHOCTE B
yhi Npois nayveHTa 016 MHO HioE [yKAX NAMEHsTa B Npege-

AHANWTHHECHER [CTEHOARTHOS nax Mewgy 5.2 % H a5 %
owwlka  onpesens- | OTENGHEHWE ) [31) (30]. |33]
HWA NONEIOEIBATENRA

Bapuefenssocte | O 1.5 % wne A Hopmans- 1 — 0,002 CW 1,5 5% ngM Mocnons-
WHETRYMEHTA 0,045 MHO HzE I0BEHHY 65T BMHCTRYMEH-

ToE [34]

Cymma wgagpatos 01,0701
HoMOMHMPOBAHHAR CTEHAADTHEA HEONpedeneHHocTe = 0,265 MHD (CTEHARPTHOE OTENOHEH e |

WeTtosHar: B Leinberger, W._ Flesch, B. Dcheffler, ©. Berding w 5. Arends, Roche Duagnostice GmboH, Masredm (se-
anyfnukoeasHan) FEPMAHWA.

MocToAHHAEA METOANEE HAMEPEHWA HATOTORMTENR MOMME GHTs KANMERCEARE HE HENOCREOCTESHHD NPOTHE MEHAY-
HEPOOHOG pedepe HTHOMS npenapata (MPIM), ek nosa3a40 B JUErpAMME NPHSHEE H aupesTa, 3 npoTHE 3w bpanHoe
HWATOTOBRTENEM METOLHKH HAMEBDEHHR, KAK NOKE3AH0 HA prcyYHEa B 1. DononHUTENEHSIA 3TAN B USNH HESNRE 08 NSHHEC-
T, KENHOROBKE BRIGPEHHON HAMOTOBMTENSM METOANKH W3MEDeRnR npoTee MPT, goaanaeT HeoNpeneneH HoGTs. Pas-
wep acheansH=oR HeonpedenesHoCcTH ByaeT WaeHTuses atany 1 B tefnvyy D1, stmo cooTeeToTEyeT (.14
CTAHAAPTHOIS oTENOHeHHA MHD, Benouerde BEalBpaHHOA MEMOTORATENEM METOOHEM WIMEREHHA B Wenk KENUOD0ERM
MOHET QHEZATRCA HEOoBXOOUMMEIM, SCNH DOCTYOHS HEQOCTATOMHOE HOMMYECTES PEASTREA MEHAyHAPOAHOMD pedee-
PEHTHOMS NpEnspaTa.

Mowmewanwe 1— ONA HCNONL30BASHA DWETPEMME NDHYMHE W 3P0EKTE ANA WOSHTHEMEALMA BANAL0E B
HEOMNPEOENEHHOCTE HAMEDEHHA, CM. pucyHor D1,

Mpuwmewade 2— OnR A0NONHATENEHOH HHDOpMaLEE, o [3d], [35], [38], [37]. [38]

FOCT 10CTISO 17593-2011 Crpanuua: 42/58

G ((H]|idl GostExpert.ru


http://GostExpert.ru/gost/gost-17593-2011
http://GostExpert.ru
http://GostExpert.ru

MOCT IS0 175922011

S 3
PymeHam Beropm
EQ M HOID NG SORATRINT
oo MHO
ML e SDEETIN
MeTpas
npo
_"Ml.-lm \7 B ol =T
et ] F
2 ]
Mept e T
Heonpagane+HsmcT:
VEEARTIEH B \
MHO
a=y rpolel RpOEN
oaslen
Camm npoll
vErTTAR TR | BT
Moynna wHOTEyweHTCE
Bepmaum noTE

Hmm} O irHIC T

RERDENEES PEETBHTE

ST

Bl CrafwneHo0Te ELMSROROI
LT
JIOTE FEGTOBITIRN

IR OISO AT
anpaosnsHH LA nepme o e

3ranz
PyThIH R BT A

halpnnn mmSpoars

Fucysok 0.1 — [Nuarpasaa NpisiiHb @ 3ap@ekTs 4end Npotne MBEaeocTn cnpagensadsn MHO npoTpomMb«Ha

FOCT rocCTIs0 17593-2011
FIHI[7dR GostExpert.ru

Y NERHESTE, NONYHEKD LIS TD SHTHEQEN YN AHT R

3¢

Ctpanuua: 43/58


http://GostExpert.ru/gost/gost-17593-2011
http://GostExpert.ru
http://GostExpert.ru

rMocT 150 175932011

MpunoseHus E
{cnpagoYvHoe)

ANeMEHTEI 0DBCNEYEHMA KAYECTEA CUCTEM MOHMTODKWHTA I vItFo NepopanLHo R TERanHA
AHTHKOAryNAHTAMMN

lTatnwua EA

FraManTy ofecnaUE R EEVECTEY CHETEM MOHHTSEHNE i Vil NEpopansHDR TERANAN SHTARDANY AT SMA
Mpacresw | —— Mpooepa
B MO T Banrgaywa - Mpoeepra Mpooeprx KanTpone kaweaTEs paboTw
eannEponsm cucTaMe (o, 4.1 ) HHCT Py MEHTA HAKE B HRA pAGOTE CHETEME | AONE3IDBATERN
SMCTEME W pasgeEn 9) | peTR Ry low. paagen Bl Jom. 4.8 2% fm. 4 B3] icw. dE4 1
(cw. pasgen &)
lowm. 4.7} 4. E.5]
FlaroToEMTEN: MaroToaMTEeNk MlaroToeaMTEN: MarmToEU TENkL Camosom- Monezoea- MeanyWHCEnd
TpoNE HHETRY- | TENE paBoTHHE
MEHTE
Nepem aanyc- | Mepea sanye- | Kamgaa nap- | TecTipoea- Mepen  kaw- | © kaw0old HO- | Kesawe B sec
HOM, ﬂﬁpa!-..hl KOM; I:I"_;IFIE3IJH THA Nepeq B - H#Eg HHCTPY- Ablfd HIMEepDe- EOR YNEECGE- KanWnnApHar
Nagde=ToOE nauweHTOo® o Ty CRoM MEHTE nepan HHAEM — BHYT- KOR pEaKTHEA KO BR,
NpoOTHE METO- CylaCTaaH- HOHTDONEHBIE Bl Ty T KM FE-H.HHH MH3M- n NoK Noaane- AHANK3E MNoMNe-
OWky¥ HaKmaH- Hil ki Ha3Me- -.'IFIDEbI W ob- HECKHHR EOHT- HitH HEDHH- opatena co-
HORA I'Iﬂl:tl-?:p"{l-'l HEHAAME NE0- [azue naud- PO # COnas- HBHHOGID pe- NoCTEENRETCHA
[+ WCNGNBe30- TwWE B-I:EE-FI-E.H- 2HTa TaaNeH K a G IYNLTATA; G AHANAIOM
sasHen MPT HOH MaroTogu- HPUTEpMAME KEOHTPONEH=IE BEiNONHaH-
Tenes MeTo- npayecca MBTERHANE W HEl M MEdW-
AWEM HaMepDe- AHTEMDWpo- UW=CGHEM  Da-
H#AA EAHHER BOTHHESM BAM
KOHTPOAE CoWCccnegqoeEa-
HHEM  DyTHH-
HOW  METOgM-
koR B neafopa-
TOPH#
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Npanoxerue F
(enpagoyYHoe]

MpuMeHeHWE KPUTEPHEE PABOYMX XapAKTEPUCTHE K onyGNMHOBAHHLIM OLEHKAM CHETEM
MOHHTORUHIE in vilro NepopansHoR TOPaNKHKM AHTHKOArY NAHTAMM

Uene sTore npancweHnd COCTORT B TOM, 4Tolk CYMMMPOBaTE JaHERe 0 palouny tapeRKTEpRCTHERY QOCTYNHHY B
HACTOAES BREMA CHOTEM MOHMTEREH TR/ WIF0 NepopENEHOA TERENHA BHTHEOAMYNAHTAMHA, NPEOCTEENEHALIS B MEAH URH-
CEOA NATEPATYDE, W CREEHHTE PEIYNETATH © MUHUMANEHD TPHEMNEMBIME ERHTERHEAME TOMHOCTH CHCTEMsl B B8, 3TH
LEIYNETATE — NOKAIATENs ADCTHIHYTOMD GOLANPHHATONS YO0 BHR TOMHOCTH CHCTEM MOHWTORRHTE 0 Wilra NepopaneHoR
TELANHM AXTHEOSNYNAHTAMH W YEE3aHWE HE He00X0ARMOCTE YNYHLWEHRA DeIYNETATOR Na e HTOR (os. [2 7], [39])

Koy K MHTepRpeTauds Tadnuubl Fo1 Hocnegosanne, OTPaMEHHOE 8 €awgof cosinke 8 Buineocrpadvia (1), npeg-
CTABNEHD CABAYHILWM 0Gpa 30 OUEHWBIEMOS YCTPORCTED (2), THN 0BpAEZUE KPOBH # ONepaTop (3}, METOAHEE WIMSDEHWR
naBopatopuu (4), AGTaNW HCCNE0BAHEA [5), METEMATHHECH0S (B )W KNMsH«Mecies |7 ) COOTEETOTEHE YCTPOACTEE & MaTOO M-
EOA MAMEpEHRA NEBOPATORHE M OHNGIEMEMA DPE3YNETATAMH, CUSHEHHEI MA NPOTHE pRTEDUEE palodds XapakTEpUCTHE B
HACTOAW AW CTAHGAPTE [H).

39
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NMpunoxesne 0A

{cnpaeoYHoe)

CEeqeHHA O COOTEATCTEWH MEXIOCYOAPCTROHHELIX CTAMAARTOE
COBIMNOYHLIM MEXOYHAPDOOHEIM CTAHOADTAM

Tatnwua QAN

OEIIHIUEHHE ¥ HAWMAHOBAHAE CORINOYHOID
MERQYHADOAHOrS CTasaapTa

Craneme
CAuTARTCTHHEA

= 1 & EHAR A
OHGIHEHHHE 1 HANMEHOBRHAL MEXIACYIARCTHEHHOM
CTAaHaapTa

SOCTHEM 0 WIrD. MaMepeHde BSNK-@EH 8 GHeNOrd-
HEeCKHE I'IFII:I"_'EEH. METRoNoOriYeckan npocnekeas-
WMOCTe SHEYSHEA, NMPANACEHHGLIR h:'l.l'l-ﬂ:i:-ﬂ'.l:lpﬂh'l W
LOHTPCNEHEIM MAaTepWanam

IS0 134852003 Manen«a MegduaHoEMe . CHCTeMBbI 0T FMOCT 150 13485—2011 WMagensa mMeldusEH-

MEHSOHMEHTA Ka4eCcTEa. CHCTEMHBIE TReloBaHRA B cEMe, CUCTEME MEHEQXMEHTE ka4ecTea. CHo-

YENAN PEryNApoEaHKA TeMHEEE TReBosaHHa E UENAX PErynHposasHE

IS0 149712000 Magen«a MegwunHcEle . [pamase- 1o FOCT 150 14971 —2011 Manensn MegdusH-

HHE MEHEQMMEHTE DHOEE K MEIHUWHEEAR WIGEN@A KM cune, MpUsMeHeHHe MEHEQEMEHTE DHCKA K MELH-
LWHHCKAM W30ETHAR

IS0 151982004 Knusw<ecean nabopaTopHas Me- — -

OHAUMHE. Wagen#n MeluU@HCEHE ONA OMSrHOCTH R

novitrn. NoaTeaepHQeHAe METOOUE KOHTRONA KaweC-

TEE, PEHOMEHAYEMBIE HATOTOEWTENAMA NONE30EATE-

Ak

IS0 175112003 Magenua MejWURHCEHE ONA QHar- 0T FOCT 150 AF511—2011 WMagensa mMeguus@EH-

CEWE ANA OW3rso0cTHER o7 vilro, HaMepesns aenn-
HHH B BE0NOriySchss npolax.

150 181151 KnuHuydeckse nabopaTopHee Accne-
LOBAHMA W OWEHOCTAHECKWE MAOWUMHCKES CHOTE-
Mal 1 witro.  Wsopdauysd, npegocT2ENAEMAR
HATOTOBWTENEM {MERKWPOEKa ). YacTe 1. TepMuHE,
cnpegenesua W ofwne Tpefozasna

IS0 18113-4 KnuHnseckse NefBopaTopHee @Wocne-
OOBAHHA ¥ QWACHOCTHYECKHE MeIRUMHCHME CHETE-
Mel 0 wiro, Meopsauss, npegocTaEnAemMan
HATOTORWTENEN [MAPHHpoEKa). HacTe 4. (RarHocT-
HECKWE PREKTHEL! (0 WIND ONA CAMOTECTUDOEAHUA

150 18113-5 Enusnsecans nabopaTopHsIe Wocne-
OOBAHMA W OHErHOCTHHECKME MedWLMHCHRE CHOTE-
Mal W0 Wiro.  AsdopMausn, NpegocTaENASMAaR
AITOTOBMTENEM (MApkHpoka). HacTe 5. fWardooTi-
MECKHE MECTRYMEHTE I WD 4NA caMOTECTHpOEa-
“HA

IEC &81010-1:2001 TpeboeadHsn £ Be30nacHOCTH
anekTpoolopyQoBAHUA ANA NPORELSHUR HaMepe-
4MA. YNpEENeHWA U NaGopaToOpHOMD WoAONs30EE-
#MA. YacTe 1. Odwue Tpebosadna

IEC &1010-2-101:2002 Tpefosasna ¢ Besonacsoc-
Td anexTpoofopyloBaHHE ONA NDOBELEHAA WIME-
DEHWA, ynpaeneHdA o nadopartopsone  Wonone-
s0BAHMA. HACTE 2-101. YacTswe TpeloBaHRA £ ME-
OAUNHCKOA BNNEpatType GNA OWATHOCTHEW (8 wilro
vy

IEC 61000-4-2:95 3neskTpoMErHHTHAR COBMEBCTH-
MOCTe. HacTe 4. MeaToaOMKn MCNETEHEA W WIMEDE-
“MiA. Faagen 2. MonaiTaH#e HA HEBOCAPHA M HEGCTE
B FNeHTROCTATHECA0MY PRZpA0Y
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OxoHuanye madnuue J4.7

DEOIRAYAHNE H HEMRE OIS CCR N0 EH S Cranenn D Eo3HAMBHNE W HaH W BN AHAE HMEETDOYOOPUTEERRIID
MENIYHAPDOKDIO CTAHOAPTS CODTRETITEMRE CTaRgapTa
IEC 61000-4-3:85 3InedTpoOMarsMTHIA COBMECTH- - -

MOCTE. HacTe 4-3. MaToOMKA MENBTASHE W @IMeps-
Hitd, MECNbITa#MEe HE YCTORYMUEOCTE & BOISERCTE D
SNEETROMAENHUTHOND NOAR © @ANYHEHMEM HE pEO4HO-
HALTOTaE

IEC B1326:97 3nexTpoofopyoaasie ANA Wameps- — -
H#f, ¥Npaeneswis W NaScpaTopsors WCNonb3nEE-
Hed. TpeboBAHHA H 3NEKTROMATHWTHOW COSMED-

THMOCTH
EM 13532:2002 Ofwue TRefoBEaHWA £ MEOWLHH- -— -
CHAM H30SNHAM SNA GMArHOCTERRE I Wil Qna camo-

HOHTROMA

EM 13612:2002 Ouedka 30CONYATAUWOHHEE %8- - -

PEETEDUCTHE MELWURHIKHX OHAMHOCTHYECKHX
YOTPGACTE I WIir

EM 13640:2002 OusHea cTEOMNEHOCTE PEakTHROR - -
ANA AHArEGCTHER 10w

" CED'-E&TC'.E:,'-GU,Hﬁ MEXMOCY1APCTERHHEIA CTAHAAPT OTCYTCTEYET. [0 &ro ¥TEEDEOSHAA PEKOMESAYETCA WCNONE-
I0BATE NEPSEO0 Ha DY CCHAW f 38K AasHOM MeXOyHEPOGHOMD CTasaapTa. | lepeBOn RAHHOMD MEw 0YRapoHord cTasaamn-
TE HAXOOWATCA B P2depansHoM @HPOpPMEUHOHHOM POHOS TELHAYSCHW L PETNAMEHTOE M STARAADTOE.

M PEMEYBEHAS—HBHACTORWEM CTAHAADTE HCNONEIOBEAHD CABAYKILLES YCIOBHOE ofozHaueEHHE CTENEHW COOT-
B2TCTEAR CTEHABRTOR
IDT — BOEHTHYHEE CTARAADTS.
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YK &1:006:354 MEC 1110020 P20 DT

Knioyensle cNoBa; CaMOKOHTROMNE NEYEHHA SHTIMOHWMCTaMIA BHTaMuHa K, CUCTeME MOHMTOPKMHRE in vilra gna
CAMOTECTHPOBAHWA, MENOYHADORHOE HOPMANWIDEAHHOE OTHOLWEHWE, MEMOYHADOOHLIA KHOSKS YYBCTRM-
TENEHOCTIE, NPGTPOMAUHOBOE BREMA
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