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Mpeaucnoewne

Llenu, ocHoBHLE NEWHLKNEL @ NOPALOK Npobededrs paboT No MesrocyJapcTREHHOR CTaHaapTHaaLnK
yvoTamoenene NOCT 1.0—82 «MewrocygapcraenHan cucTema cTasgapTriausy. OCHORHLIE NoNoMEHHA? K
MoCT 1.2—2009 s MexrocygapcTEEHHAA CHCTEMA CTAHAADRTHAALWA . CTAHOADTb MEXTOCY AAPCTEEHHLIE, NDE-
BWNE 1 PEEOMEHIALNWA N0 MESroCy1APCTEEHHOR CTaHgapThaaywd. MNoaewna paspatoTer, NDUHATHA, NEMMe-
HEHHA, OBHOBMEHUA H OTMEHDI»

CeansHWA 0 cTaHAapTe

1 MOOANSTORNEH fegepaneHbM rocydapcTBeHHEIM YHUTAPHLIM NRednpHATASM «Boepoccicyii
HaYSHO-WCCNEO0BaTENLCKMA  MHCTWTYT  CTAHJADTHIAUWMH 1 CepTHOMEALMM B MallMHOCTROEHW
(BHMMHMALL)

2 BHECEH PegepaneHeiM aréHTCTEOM Mo TEXHWHECKOMY PEryIADOBIHAI0 1 METDONST M

3 NMPHUHAT MexrocydapCTEEHHEIM COBRTOM MO CTAHAADTAIAUNAK, METDONOMK U CEpTUdMKALMK (Npo-
Tokon Me 40-2011 ot 29 wosbBpa 2011 )

3a NpUHATHE NPOroNoCoBand.

?:I'.I.!THGE HAHMEHOBIHWE CTREH Hﬂﬂ ETHAHE M CGHDHLLI‘EHHGE HAHMEHIEAHWE HEAYHOHANERITD ORrRAFHE
na MK (HCO J1EE) D04—37 ME [WCO 3148} 004—57 Mo STEHGAPTHIELAN
Benapycs B MococTasnapT PecnylBneks Benapyce
KazaxcTad [ MoccTasnapt PecnyBnees KazaxcTad
Khip s 3cTaH KG KeipreacTasaapT
Foccwickas Benepauua R FoccTangapr
TanHHKEACTEH Tl TagwukcTaHZapT
Y EpauHa LI MEHSKOHOMPAIBWTHA YEDAWHE
YabexwoTaH LhZ ¥ICTARIADT

4 Mpukazom DegepansHors areHTCTEA No TEXHUYECKOMY DEMYIHPOBAHHI0 W MEeTROoNoTHK 0T 13 perabpr
2011 r. Mg 1365-CT MERMOCYOAPCTESHHEIA cTadgapT FTOCT IS0 15197 —2011 peedeH B JEACTEWE B KAYECTEE
HAUWMOHANLHOrD cTangapTa PoccrAckol Ceaepaukd © 1 Aaxeapa 2013 1.

5 HacToAWKA CTAHSADT MOSHTHYEH MesdyHapogHomMy cTadgapTy 150 151972003 in vitre diagnostic
test systems — Reqguirements for blood-glucose monitoring systems for selftesting in managing diabetes
melitus (CHoTeMsl JUarHocTUYeckike i wiro. TpeGoBaH A K CACTEMAM MOHWTODHOMD HAaBNKOEHHA 33 KOHUEH-
TRAUMER rMIoKOARI B KPORKW ANA CAMOKOHTRONA NPK NeYeHdy caxapHora guabeTa).

CTengHes COOTEETCTEHA — WOeHTHYHaa (IDT).

CTanaapTt NnogroToRnNad Ha ocHoae npamededna NOCT P MCO 15187 —2008.

CeregeHua & COOTEETCTRMH MERIOCYIARCTREEHHEIX CTAHGADTOR CobINOYHbIM MENIYHAROOHEIM CTAHIAD-
TaK NOHEEOEHE B AONONHUTENEHOM NPHNOKERAd A,

& BEEJEH EMEFBLIE

Mighapialua o egedenuy & delicmaue (NpeKpalesuy dedomans) Hacmorileso cmandapms myEnuky-
EIMCA 8 @XSMECAYHO UFDaSaeMOM UMD ODMALLONHOM FR2aMeNe s HAUUoHANLKEIE Cakdapmbis,

Mirbopanus of uaMeHaHuRx K Hacmoaemy cmakdapmy pinukyemcs 8 esezodng uadasaomom
UHDOPMALLOHHONM YRFaMEene sHauuoHanbHee Cmandapmiek, @ MEeKcm LIMEHSALD — § SxeMacavn0 usda-
SASMELR UHBGEMALYLUOHHEY PRAZaMEnax « HayuosaneHeie cmandapmels. B ciyYas Nepecsdarnipa Wl omve-
Mbl MACMOALWEZ0 cmaMddapma coomesmomayiolwas uhihopauyus 6ydem onydnukogals 8 eMeMEcTYHo
UF0aeaeMaM UWDODMaLUONRO Vkazamane vHayuoranssbie crmasdapmeis.

B CravgaptuHdops, 2013

B Poccuidckod Defjepaudi HACTOAWWA CTAHOAPDT HE MO¥ET BeiTe NOMNHOCTBI0 MK 43CTHYHD BOCTEDOHS-
BEOEH, THPSMWDOBAH W DACNIPOCTPaHEH B KaYecTEe 0 MUMANsHOTro MagarKA bea paspeweda PedepansHong
SreMTCTES N0 TEXMEYSCKOMY PEFYNTHPOBAHMID W METRONOMAN
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BeepeHue

CHCTEMBI MOHHTOPHHTE KOHUEHTRALMI MGESSE B KPOEW ABNAKOTER MEQMUHHCKHME OWUarHOCTHYSCHM MK
wagenuamk in wiro (IVD-magenua), NEAMEHASMEIMK NEPSUMYLLECTBRHHD NAUMEHTaMM, CTRASAMWMM K caxap-
Hildd gdabeTos. CaxapHiei grabeT BelasBaeTeA OTHOCHTENbHEIM MNK aBCoNKTHeIM J8QHUUHTOM CERDELLW
HHCYNAHA, STO BEEET KAHOMANLHOA KOHLEHTDALMK MK SR B KPOBM B XPOHAHECKAM OCnoMHEHKAM. [TpK npa-
BANEHOM WCNONE3I08EHEKW CHCTEME MOHWTOPWETE EOHLEHTRELWA MMKDKO3E B KPODK NO3IA0NAET Mok S0BaTanH
CREQHTE 33 KOHUSHTDALWER MTIDKO 3kl B KDOBH W NPHHAMATE MEDL! ONA KORTRONA B8 HIMEHEHHIA

HacToslWwWd cTaHAapT NpegHaidaqes ANA CWCOTEM MOHWTODMHIE MK03E & KPOBW, ACTIONBIYEMbX
HenpofeccuoManasii. NeproodepeaHoi 3a0a4ei ABNASTCR YeTaHOBNEHWE TREGOBAHME OGN 8 NoNyYeHHA Npx-
EMNEMbLIX DA00YHX XApaKTEPMCTHE W METOOQ0E ONA AEMOHCTDAUAK COOTRETCTEHA TpeboeankAm 3TOrD cTau-
aapTa.

KpuTepud 3desTHEHOCTH Y HELHOHWDOBAHKE CHETEM MOHWUTORWHMIA FMIOK036! B KDOBH GBNA YCTaAHOR-
NEHBl MCXOSA KA TOSHOCTH (NPEUMIHOHHOCTH W NPAsMNeHocTH ), TpeByermod QA HHOHBROYENbHBIX PEIYNETS-
TOBE COOEPMAHHA MMCKD3M B KPOBM. KPUTeDHH TOMHOCTH CUCT Ml TAKNKE MABECTHL B DWardocTAke in vitra (IVD)
KA KDHTEDMH CYMMADHOR NOMEWHOCTH H KCNONBIVIOTCA B GaHHOM CTAHAAPTE, NOCKONLKY HEKOTODBIE METDO-
NErAHECKHE TEPMUHLL, COBIMHO KCNONBIYEMEIE B MEXAYHAROOHEY CTAHAARTAY (HAMNPHUMED, HEONPEDENEH-
HOCTE), HEIHAKOMEl NPOCTOMY NONBEI0BATEMNND. TOYHOICTE CACTEMBl. HA KOTODYK BAWAET CUCTEMATHYECKIA
NOTEEWHOCTE K HEONPELENEHHOCTE MIMEDEHWA, ONHCHBaET CTENEHE BNWACCTH OTOENEHLIX DEIYNLTaTos,
Bl aBaE MK CHCTEMOR MOHATODWHIE MIKKKC3E! B KPOEH, K HCTHHHBIM JHAYSHKAM COOEDMAHKA MTHI0RDAbLI, SCH
OAHHAA CHOTEMA HONCNLAYETCR MO HASHAYEHKID HENPODECCHOHANAMM.

KPHTEpHA TOMHOCTIA CHCTEME: OCHOBAHbL! Ha TOEX CYHOSHWAN:

a) adebeKTHARHCCTE COBPEMBHHON TEXHONOMMK ONA HAGMKOeHka NALKEHTOR, CTPASAKILME CAXapHEM
AralfeTos, NPooeMOHCTPHDCRAHHAR B KNHHMHECKME HCCNEA0BAHWAK C NOMOLL LI COBDEMEHHBIX MOHHTODHH-
FOBLIX YCTRONCTE,

b} peromengadmd vocnegoraTenad guaderta, a Takke CYWeCcTEYWKME CTAHGApTH Ha NEpoayELHIo M
OYKOBOOCTEA TEXHHYECKOND PeryNUpoBaHHa;

C) COBREMEHHRIE TEXHONOTHKA, MOATEEDKOEHHEE SRhEKTUBHOCT B MAMSKOLLMECA B NDOOaMe MaaenHi.

MK BRINCAHERKA KpUTEpKEs HesTHRHOCTH MENATENEHEBE KPHTEDMKA TOUHOETH SOMEHB BbITE CONOC-
TABMNEHL] © BOSMOMHOCTAMKA CYLLECTBYHIWWA COECTB MAMEDEHMA (CORDEMEHHONS YROBHA ) W 1y 3hderTHEROC-
T B OTHOWEHKA KITHHRYECKWY HCX0408. BENO NPHHRTO pelleHine, 4T0 Bonee cTporke TPeSoBaHH A K TOMHOCTH
MEABEAYT K TOMY, 4TO HANOTOBRKTENM NP MOLEDHH3ALMA KOHCTRYEWAK DYOYT KOHUEHTDH DOBATLCR HA aHAMMTH-
YECKHK XaPaKTepUCTUEAX 33 CHeT ADYIMX BamHbl X CBORCTE Nprbopoe. Hanpursen, 4actoTa BenonHEH va 3HANK-
3a AnA QHabeTHEOR MOMET OKA3ATLCR TAKOW HE BAMHON, KAK TOMHOCTE OTQENEHOr0 DEIYNBETATA, 2 48 Gonbile
YyACDCTES CAMOKOHTRONA FMKOEGIE B KPOaKA, TeM BonbWe YE0BNeTEODEH NaKeHT.

KpHTEpHM TOYHOCTH CHCTEME ONPEQENSI0T MUHKMANBHEE NEWEMNEMEIE PEB0YHE XEDAKTEPHUCTIARMA M-
fGopa, NpeaHAZHAYEHHOND GNA CAMOKOHTPONA COO8RMaRMA FMKEDILI B KPOBRK.

OwroaeTch JansHeRWes PAIBHTHE TEXHONOMAM, KOTOROE AONMHO NPUBECTH K YOOBEDWEHC TECBRHIKG
EDEKTHEHOCTA NPHUDODOR ONA MOHWTODKANE COOQERKaAHWA MNKESSE, DTH YCORSDIWEHCTRGEAHMA By OYT HMETE
KOHEYPEHTHLIE NPEMMYLLECTES, BYSCTHOCTH, 38 CHET Y EHELLEHWA 388WCHMOCTH OT HABBIKOE NONLICEATENA.

HacTosWwKaA cTangapT yoTaHasnueacT TpefosariA HENOCPEACTREHHD K NEpWEOoDam CaMOKOHTDOMNS KoH-
USHTPALWA MMKEDI0 B KDOBK, BENHYAR CAeeHHA, NpefocTaBNAeMble aroToauTanen. Obwwe TpebopanHia,
KOTOPEE NEHMEHAME] KO BOEM MEOMUHHCKHA M QHArHOCTHYSCKHM H3OenAAM i1 wing (WVD-Magendam) 4 OnucaH
Bopyruxcradgapras (Hanpumep, |50 1348510 S0 14097 1), pKModeHB NYyTesM CoRNEM, Tamrae Heobxoaumo.

XOTAHACTOAWMA CTAHSAPT HE NPUMEHAETCA K METOOHKEM HIMEDEHHA, 02 0W WM PEIYNLTaTe B NOpALKD-
BOWA WKane (HanpumMen, BUIyansHse KNd NoNyKoNHYecTEE HHBIE METOOHEM MAMEDEHWA), OH MOXEeT OKa3aTeCA
MENEIHbIM B KAYECTEE PYROBOACTES ONA paspaboTed MeToaoB OUBHKW 3HMEXTHEHOCTA TAKHY CHUCTERM.
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M E X 0 C ¥ O APG CTIBTEMHHbB W C TAHIOIAPT

CHUCTEMBI AMATHOCTUYECKUWE IN VITRO

TpeGoBaHMA K CHETEMAaM MOHHTODHOM HABMNIOAEHWA 33 KOHUGHTPALKWEN FAIOKOIL] B KPOBM
OMA CAMOKOHTROMA NPM NEYeHKKM caxapHoro auateTa

In witrg diagnostic test systems. Requirements for blocd-glucose monitarng systems for self-12sting in managing
diabetas mellitus

Nara peenesna — 2013—01—01

1 OBnacTb NPUMEHEeHWA

HacToAWKMA CTAHAAPT yoTAaHABNMEAET TReDOBAHKA K CHCTEMABM MOHHWTORWHIE TMKKS3E T vilro, ©
NOMOLWERD KOTOPEX MAMEDAINT KOHUEHT DauWE MKkoskE B Npobax KanMNNARHON KPOBH, 3 TAKKRE METOOE NpO-
BEPKM K NoATEEDHOEHHA JHOEETHEHOCTH 3THX CHCTEM NONLICEATENAMK. TAKKME CHCTEMBl NPEIHAIHAYEHE
ONA CAMOKOHTROMNA NONBI0BATENEH (HenNpodecCHORaN0R), CTPANAINWHY CAXADHEIM DWatET oM.

HacToAWMA CTAHLaRT NPMMEHAETOA HATOTOBMTENAMK TAKME CHCTEM W ODYIAMA OPraHHIaUHAMK [ HANP-
MED, OPFAHWIALWAMK MO TEXHAYECKOMY DPEMYIADOBIHKIO W OUEHKE COOTRBETCTEHA), HECYLUAMKH OTBETCTREH-
HOCTE 33 oUueHEY HphekTHBHoCTH patoTe! TAKKE CHCTERM.

HacToAWMWA cTaHgapT

= HE 0GeCnevYrBaeT BCECTOPOHHEN OUBHKW Boax BOIMONHEE DakTopos, KOTODLIE MOTYT NOBNKATE HE
paboYke XAapAKTEPUCTHEN TAKKX CHCTEM,

- HE OTHOCHTCH K WAMEDEHWN KOHUEHTDALMW FNECGSE ONA OHarHocTApoBaHKMs caxaproro guabera,

= HE KACAETCA MEQWLWHCKMX ACTIEKTOR NEYeHHA CaxapHoro auateTta

- HEMNPAMEHAETCH K METOLAM HIMEDEHHA, DALWMM DE3YNLTATE B NOPALKOBON WKANE [HANDHAMED, B 3y-
AnNbHLIE, MONYKONIWYECTBEHHBIE METOQ ).

2 HopmaTHBHLIE CChINKK

B HACTOAWEM CTAHGADTE MCNONBAOEAHE CCbIMKM HA CRedyWHE CTAHGADTb.

IS0 134852003 Medical devices — CQuality management sysiems — Requirements for regulatory
purposes (Magends MeqHUuHCEHRE. CACTEMEB! MEHELMMEHTA KAYeCTEa. CUCTEMHRIE TRPEDOBAHHA ANA Uener
PEMYNHPOBAHAA}

150 149712000 Medical devices — Application of sk management to medical devices (HMagenuka mMegi-
UHHCKWE, TTRPHAMEHEHWE MEHEDMMEHTE DHCKS K MEQWUHHCKHE HIOENHAM)

IS0 175112003 in witro diagnostic medical devices — Measurement of guantities in biological
samples — Metralogical raceability of values assigned to calibrators and control materials (Magenka Meguduiae-
CEWE ANA OHarHocTrgEn i vilra, Masmepasna BeNHHH 8 Bruonorkyeckdx npotax. MeTponori4eckan npocnesn-
BAEMOCTE IHAYEHHEA, NEMNIMCARHBIX KANHODATOPaM M KOHTRONBHLIM MaTEDHanam)

IEC B0068-2-64:1993 Envircnmental tesfing — Part 2: Test methods — Test Fh: Vibration, broad-band
random [digital control) and guidance {McneiTadka Ha Bo3NefiCTERE BHEWHKWY dakTopos. HacTe 2. MonsiTaHus.
Moneitadue Fho WWpokononockas cnydaiian esbpauda (UWBpoeoe yNpasnesye ) ¥ pyKoRodCcTan)

IEC 61000-4-2:1995 Electromagnetic compatibility (EMC) — Part 4 Testing and measurement
techniques — Section 2: Electrostatic dizcharge immunity test {(3nNexTpoMarH{ THaA COBMECTHMOCTE. HacTe 4.
MeTogueM noneTasui ¥ namepedai. Paagen 2. McneiTasue Ha HeBoCNPHMMUYHBOCTE K INEKTPOCTaTUYECKDMY
paxpaay)

MagaHue o PHUMaANLHDE
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[EC 81000-4-3:18995 Electromagnetic compatibility (EMC)— Part 4: Testing and measurement
echnigques — Section 3: Radiated, radio-frequency. electromagnetic field immunity test [SnekTpoMarHuTHan
COBMECTHMOCTE. HacTe 4-3. MeToOHKn MCNBITaHWA M M3MEDEHWA. FICNBETaHKE Ha YCTORYKHBOCTE K BO3OERCT B
INEKTROMErHATHOND NoNA © MANYYEHUERM Ha PEOWMOYACcTOTAX)

IEC 81010-1:2001 Safety reguirements for electrical equipment for measurement, control, and
laboratory use — Part 1. General requirements {Tpeboaaqus ¥ Sea0nacHocTH anekTpoobopy NoBaHHA N8 npo-
BEOSHHA HIMEDEHHA, YIPAENEHHA 1 NabopaTopHoro Menonesoaanda. HacTe 1. ObwMe TpedosaHHA)

IEC 81010-2-101:2002 Safety requirements for electrical equipment for measuremeant, control and
laboratory uze — Part 2-101: Particular reguirerments for in witro diagnostic (VD medical equipment {Tpebopa-
HAA K GeIONACHOCTA JNesTooobopygoeanka ONA NposedeHHa WIMEDEHWA, YyNPAaNeHnAa 1 NabopaTopHong
Menonesoeaddd. YacTe 2-101. YacTHeie Tpeboaadna K MeddU-MHCEod annapaType ANa AWardocTEM i wino
(D)

IEC 61326:1997 Electical eguipment for measurement, control and laboratory use — EMC
requirements { 3nNeTpooSopyACEAHKWE ANA KIMEREHHA, YNDABNEHWA W NabopaTORHOrD HCNONEI0BAHWA. Tpe-
GoRAHWA K ANeKTROMATHMTHOR COBMECTHMOCTH]

EM 376:2002 Information supplied by the manufacturer with in witro diagnostic reagents for self-testing
(PeakTHBe AWarHocTHYECEHE (h Wilro AN\ camokoHTRonA. Mredopiagka, NocTAaNASMan W3roToRHTENEM )

EM 13612:2002 Performance evaluation of in witro diagnostic medical devices (OueHka TEXHHUEECKKE
KADAKTELUCTHE MEQHUHHCKHAE OHarHoOCTHHECHHX YoTRONCTE in wilra )

EM 13640:2002 Stability testing of in witro diagnostic reagent (Ouenka cTabuneHocT peasTHECE GNA
OUardHocTHER i witr)

3 TepMHHbI W OnpenenedHun

B HacToAweM cTandapre NoUMEHEHSEl CNEOYI0WHe TERMAHE ¢ COOTBETCTEYHIUMMK OfDeOanaHAMM;
3.1 TouYHOETL (accuracy). CTenéHe GNU30ocTA PEIYNETATA MIMEDEHKA W NPUHATON ONOPHOMND a4ade-
HuA [1].

Mpumesaunne 1— !EFIMHH ETOMHOCTE NMPHMEHHTENEHD £ CEpAM DEIYNETATOE MIMEDEHHA BENOMAST Ko it
HELWED EGMNOHEHTOR CNYYaAH0A NOrPEWHICTH A KOMNOHEHTA o Wed CHETEMETHYECKO® NOTDEWHOCTH (MMM bias] [2]

Mpuwmesadne 2— B OTHOWSHAW KPATERHA TOHHGCTH PEIYNETATOR CACTEME MOSHTODMHTE FNERO3H B KDOSH
cM. 324,

3.2 CHCTEMATHYECKAA NOMPEWHOCTE (Dias). PaiHocTe MEKDY MATEMATHSSCKHM CHHDAHWEM DE3y M-
TATOR M3IMEDEHMIA U NEPMHATEIM CNOPHBLIM IHAYSHMaM [3].

3.3 CHCTEMAa MOHMTOPHHIA rM0KoIkl B KpoBd (blood-glucose monitaring system): CHCTeMa namMepe-
HMA, COCTOALLLAA M3 ROPTATHEHON NPUE0PA W PEAKTHEOE, MCNONEIYEMAR 0NA HAGN0geHKa in wiro KoHUeHTRa-
LKK FMIOKO036 B EPOBMK.

NMpumewasne— CHoTEME MOCHUTOPHEHIE TNEDED3E 8 EPOEH HEMERRT COOBDMERNE TNHDEO3E B I'IPI:IﬁE! HannAm-
MNARHOA KPOBA W MOTYT BRIDE3WTE PEIYNETATE nubo gax KOMUSHTREYH K MIDE03E B KPOBY, NHO0 8% pAEHOUSHHEY D EOHLE H-
TPAUWH MHEX03kE B Cel EQDOTHRES I:-'1 naame}. B HACTOAWSM CTAHGA PTE KOHUSHTRAUWA OTHOCHTCH & THNY fE3YNeTaTos, coobwa-
EMEN CHCTEMOR.

3.4 npvBop ONA HIMEDEHHA KOHUEHTPALWA rM0Koa3kLl 8 Kpoer (blood-glucose meter), KomMnodeuT
CHUCTEMEl MOHWTODMHIE MMIOKO36 B EDOBW, KOTOPRE NpeobpalyeT peayNeTaT KHMAHYECKON DEaKLKK B HOHLEH-
TRALMD MMIoKoan 8 npobe.

3.5 HOMMYTaGeNLHOCTE MaTepdana (commutability of a material). CnocoGHOCTE MATEpHANS BABATE
OOWHAKDBLIE YACTEHHLIE COOTHOWEHWA MEXOY DE3YNETATAMA HIMEREHHUA, BLINCMHEHHBIMK C NOMOLER OaH-
HETO HADOPA METOOME HAMEDEHHA NPH HIMEPEHH O0HOM | TO ME KONHYECTER, AHANCTHHYHEIR COOTHOLEH HAM
MERDY MATEMATHYECKHMA OMHIAHUAMN IZBACHUMOCTERA, NONYYEHHBR, BCNA TE #E CAMble NEOUEaYPE NpHMe-
HEHBE K ADYTHIM MaTeplanam cooTBETCTBYIOWERD Tna [4].

Mpumesase — B OTHOWSHEH CTAHIADTHEE I:IEFIE!-HDE. MONONe3YeME X QNR KEnWBPOBRM METOORK WiMepe-
HEAS, TPHEMEexASEMEL K BUOROTAYECEdM -DEFI-H.!'..;EM. APYITAE MATERHANE COOTERTLTEYHIWEND TANE S BN OHAHT GonkLese Hec-
no cfpasyos ot ANOPOELIE MONBIOBATENEA W DAYWEHTOE. CTRANA OLYHE COOTEETCTEYHI L Ml 1EBONEEEHHEM.

3.6 HOHTpONLHLIA MaTepran (control material); BewecTeo, MaTepMan unK Magense (npenapart), nped-
HAZHAYEHHOE MIATOTOBMTENEM ONA NPUMEHEH KA TP NPCEEPKe PAtOYMY XADAKTEDHUCTHE MEOWUHHCKOTD QMars
HOCTHYECKOND Wagenus i witro [S)].

2
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37 nucpopmayma, npunaragMan MIroTOBMTENEM K MEeOWUMHCKOMY yoTpoWctey (informaltion
supplied by the manufacture with the medical device): Miofas HaNKWCaHHAR, OTNEYATAHHAA WNW rpadvdeckan
HHEOPMAUWA HA MEOHUWHCROM OD0PYATEAHWA HNW BMELLAKIWENM Br0 KEOHTEHHERE HNW YNAKOBHE, 3 Tamwe
CONpPOBOOMTENERAER HHDOLMALWMA, KACAKWARCA MOSHTAQMKALKWKA, TEXHHSECKSTO ONMCaHHA K NPAMEHEHIKA
MEQULKHCKOMD  HIZENKA, 33 WACKMNIDYEHHER TORADOCONDOBOAMTENEHON QOKYVMEHTALUHK W DEKNamMHBbIX
MATEPHUANGE.

MprrMedaannse 1 — Bapto ks [E]

I pPHAMEBYIHES 2—8 HEHOTODRY CTREHEX WHRODMALWE, NEeL0CcTasnAaMysl MIMOTOBMTENEM, HA3ILIBIWNT
BATHHETHROBIHME =

3.8 WMHCTPYEUWH NO NpHMeHedio (instructions for use) MedopalyWa, NoCTAENAeMan HaroTOBHTENEM
H NpUNarasmMan & MedHUMHCKOMY QUarHocTHYEcHoMY Magenkk in wivo (IWD-nagenw ), oTHoOCAWaACS K Geao-
NACHOCTH K NPABANEHOMY HCNONBI0BAHKIO DEAKTHES WM DEI0NACHOMY M NDABRNLHOMY TEXHMYECKOMY 0Gcny-
HABAHKKD, IECNNYATALWA W BHABNSHWKD OCHOBHEIX HEWCnpaasocTed nprbopa.

MpharMedanse 1 — Bapto Wz [&]a [

MpumevaHre 2 — VIHCTRYEYHA N0 NPAMEHEHHK PRAKTHECE GNA JHAMHOCTHEW & wilio QNA CRMOKOHTPONA
onEcanel B EMN 376,

MpumevyadH=e 33— MHCTPYRYWA MO NPAMEHEHWD NPAGOROE ANa SJHErHOCTAER &7 w0 30A CEMOKCHTRONA Ond-
CaHe B [B)

I pAMBYAHWE d— FIHCTRYKUMA MO NDAMEBRAHEHID MOKHD NOAYY4HTE B IOpME NAKETA OOKYMEHTOR (HA O0THENs-
HbiX MHCTEX) WHNE CNREECHHAKE NoNE3ICBATENA.

39 npoMesxyTOYHAA NpeUMaIKoHHoCTE [infermediate precision): MpeyranoHHOCTE B MPOMESYTOMHBIX
YENORUAR MENTY YENOBAAMA BOCNPOWMABO0MMOCTI W YCNOBHAMM NOBTODASMOCTM.

Mpumeyads» e — KOHUENYAA NPOMERYTOMHBEE YPOBHER NPEUHIMOHHOCTA ONMCaHa B [B).

310 yonoBMA NPOMEXYTONHOR NPpeUHIMOHHOCTH (intermediate precision conditions): Yonosua, npu
KOTOPLIX HEIABWCHMBE DE3YNETATE MCNETAHWA MO0 T SOHNS H TEM HKE METHEOM, Ha MOEHTHYHEE obbekr-
Tax HCNBITAHWA, B CAHOM M TOM HE MECTE, HO KOrOa Apyrde NepemMeHHBIE NACAMETREl HENLITAHWA, TAKHE Kak
onepaTopel, 0Bopydosanue, KanwbpoRKa, OKDPY MK WHE YONSEHA W MM K NPOMEKRYTEN BREMEHI, DRINWHAMITCA.

[ pPAMEYEHYE— MaMepReMBEd PEGHIMOHHOCTE B YONOBHAK, BEAYLLIWE K M3MEHYWBOSTH, NpegoTagnAeT pakTn-
HECKYID NoNs3y. KONHYECTEEHHLIE KPMTEDKA NPOMEHYTOMHOR NDELWIA0HHOCTA 3JBE@CAT OT OroE0PEH HeIX YONOE WA,

311 aruketka (label). OTneyatanHan, HanWcaMHan vnu rpadwyecsan MHgopMaUMa, HaHecaHHan Ha
HAOENHe WNK CoOeERALLMA 8ro KoHTERHED.

Mpharedads e — Baate wa [5).

3.12 wenpodeccronan (laypersan): NAUo, He NpowWeglues CreUdankHye NooroToEky B KOHKPETHOR
CBNACTIA WA NS KOHEPETHOR OHCUANNKHE,

Mpruredanse 1 — BIATo W3 ONPEOSNeHAA «lay WEars (MPOCTOR NONe3oEaTENR) 8 EM ATE.

MpumevuadHee 2— MNEUMEHATENEHD K HECTOAWEMY CTEHEAPTY NONB30BETEN: YOTPOACTES ONA MOHATODMETE
TMHEDSE B KPOBH, MOTODE A HE HMEST CNEUMENEHEX MEQWLHHGHRY, HAYHHO-TEXHWYBIKMYE SHEHWR, racan whics Hatinmae-
HHA COGepHAHMA MNHKKo36E0 B KPOEH.

313 napmua (lof, batch): OgKWH HNKW HECKONBED KOMTOHEHTOR MNKW FSTOBLIX NPUEODoE, KOTOpRE Npeg-
CTABNAKT OGO 00K THN, MOAENE, KMNACE, DAIMED, COCTAR MNH BEOCHI0 NPOTPAMMHOND ODRCNEYEH KA K NPoKa-
BEOEHE NPEUMYLLECTESHHS B O0UHAKDELX YCNOBWAX, W 0GNA0AKT OOMHAKOBEIMK XADAKTEDUCTAKAMMK K
KAYECTEOM B YCTAHOBMEMHEL NDegenax.

MprrMedadse—B QupakTiae 98 7HEC [10] v 8 BpOnNeACKAX CTAHOARTAX NPELANOHTHTENEHSIM TERMBHOM A8-
NAETCA TRpMUH «batchs.

314 MeTOOWMEa MIMepeHMA, BeIDpaHHan WaroTosdTenes (manufacturer's selected measurement
procedure ) MeTooMka naMepeHia, KankbpoBasHan C NoMOWER 0OHOMS MITH HEGKONLEAX NEREMYHBIX MNW BTO-
PHYHED IDCTUPOBOYHED MHCTRPYMEHTOR M YTEEDMISHHIA ONA NRAMEHEHKA N0 HAZHAYEHRIO.

Mpuredadse —BISOITST, nyseT 4.2.2, nepesncnarde f), NOK333HE BRGPAHHER WATOTOBATENEM METOOUES
HIMEDEHMA B UENOMEE NPOCNEMUERSMOCTH.
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3.15 NOCTORHHO OSHCTEYIOWAA METOAMEa WaIMepEHMA waroToBuTena (manufaciurer's standing
measurement procedura): MeToguea HaMepadia, EanMGpoBaHHaR C NOMOLWLID OOHOND WKW HECKONEKMY pabo-
YK KCTHRPOBOYHEIX MHCTRYMEHTOR MNH KCTHROBOYHEX MHCTDYMEHTOR BONge BRICOKOrD KNAcca K yTEEDHOEH-
HAA GNa NPUMEHEHKA NG HEAHAYSHWD.

NMpumesaswe— B ISO 1751, nyHer 4 2.2 nepedrcnedde h), NOKA3AHA NOCTOASHD OSACTEVEILAR METOOMKE
MAMEPEHUA HAFOTOBMTENA B USNOHKES NPOCNesdEaSMOCTH.

3.16 swnageiw B ynakoBsry (package insert): MHCTRYELMA MO NDUMEHEHMI0 M Spyrad HHopmMaywna ona
CHCTEMbl DEAKTHBCE MK KOHTDONEHOTO MaTEPHana, KOTORaA NOCTABNASTCA BROKEHHONR B YNAKORKY, HO He
HAHOCHTCA HA KaEyI0-NHbo 88 YacTe,

317 obbemMHan QONA KPOBAHLIX TENaU B KpoRH (remMaTorpuT) (packed cell volume | OhwesHan oona
IPUTROUMTOR B KDOEK,

Mopumesagsne 1— BelpakaeTch NAE0 8 DECATHYHEIX DonNax [cuoTema CW), nuibo B npousHTax (yenoBHEE
EnuHEUE ). EQuHiue CW [min) nogpasymeasoTon.

Mpumesarne 2— MHOMLA HEIEBEWT *FEMATOKPATOM s, NC HIWMEHOBEHHHD N paE ana onpenensHHa ofik-
EMA KpDEAHRIX TEMeY B K08k,

318 NpeUHIHOHHOCTE WaMepeHWA (precision of measurement). CTeneHe BNWAOCTH ODYE £ JpYTY
PEIYNETATOR HIMEPEHHA, NONYYEHHEHE B OroBODeHHRIX YyCNnoBMax [1].

NMpumesasnme 1— CrensHs APEUAIHOHHGITH BREPAKAST YUCNEeHHD © NOMCL B CTATHCTHYECKAXY KpHTEDWER
NOrPELHGCTH H3MEBDEHHR, TAKHE KA CTAHASRTHO0S [CPEAHSKBRAPATHYECKDE ) OTENOHEHWE W K03 W UREHT BE3pHALMKM, KO-
TOpEE A'_'IEIFIS:TH{I NPONOEUMEosANsHS TPEUAIHOHHGCTY. KONWYMBCTEEHHEIE KPATERHA NPEU@AIMOHHDCTH 32BUCRAT OT OraEODEH-
Hul¥ YOMOEWA.

Mopumesasne 22— NpRUMIMOHHOCTE JAHHOM METOORKE HAMBDEHHA NOODAZNSNRETCR COMACHD YETAHOBNEH-
HelM FCNOBMAM NPELUMIMOHH0CTY. KORKDETHEIA PAG NPELENbHEY YCNOBWA HEIE BSOT «NCGETHPAEMOCTE {3.20) v sBoCNpO-
MIBOOMMOCTE [322)

3.19 cHcrema peakTHBoB (reagent system). HYacTe MEQUUMHCKDID OAarHOCTUHECKOND W3genua in wiro
(IWD-"3gennA), KOTopasA NoposOasT CUHAN B PaIyNETaTe XMMUYECKON MMM 3NeKTPOXUMKYECKON DEakLiM,
YTO NOABSNAET COHADYHHTE AHANKIADYEMOE BELLECTED (HaNPHAMED, IMIOECAY) B NEo0E W MIMEDHTE 80 KOHLEH-
TRALM.

3.20 NOBTOPAEMOCTE [CXOOMMOCTE) (repeatability ) NpeUHIMoHROCTE B YCNOBKAX NOBTORREMOCTH[1].

3.21 ycnoBWA NoBTOpREMOCTH (repeatability conditions) YonoBuAa, NpH KOTOPBIX HEIABWCHMBIE
pEIYNETATE OB TAHHR [HIMEDEHAA) NOMNYHAI0T OOHKM K TEM HE METOOO0M, HA WOEHTAYHLIX OO LEKTAX HCNBITA-
HWA, B OOHOA 1 TOR ®e Nafopartopil, OOHUM | TEM RE ONEpaTopoOM, © HCNOMNLIOBAHKEM OOHOTO 1K TOM #e
OS0OpYOCEIAHUA B NPEJENax KODOTKOMD NpoMExyTEa BpeMedn [1].

Mpumesaumne 1—B OCHOBHOM, HEW3MEHHEE YONOBEMA ANA NRPe0CTaaneH#A YCNoBnd, Q8sWHE MUENMENE-
HYEY MEMEHYHEBOCTE PRAYNETETOE WCNBETAHWA.

Mpumesagane 2— PAMEHHTENLHO K HACTORWEMY CTAHRAPTY TEpMEH «NaBopaATOpEAS CNeayaT WHTeRnpE-
THROBATE EBK aGNpejeneHHDe MeCTox.

3.22 pocnpoMiBoauMocTe (reproducibility): NMpeurnadodHocTe B YCNOBMAX BOCNDOHIBOOWMOCTE [1].

3.23 ycnoBua Bocnponieogumoct [reproducibility conditions) YonoBpwA, B KOTOpRIX peayneTaTel
WCTISITAHMEA NOMYHAIOT OOHHM U TEM M METOL0M, HA HOEHTHYHEY O LEKTAX MCNBITAHKMA, B PATHLIY NAGOPATO-
AR, PAIHLEAM ONEQATOPAMK C MCNONLICEAHWEN paaHore obopygosanna [1].

Mpumesasune 1— NONHOCTERD HIMEHEHHRE YCMOEWA ONA NPSACTAENEH WA YCNOBWA, OBKLIKWE MEKCHMaNk-
HYE} M3MeHYHEOCTE PEIVAETATIE WENBITAHWR.

Mpumesasme 22— pdMeHdTENEHD K HACTORWEMY CTAHGARTY TEPMAH «NaGoOpATOpWA s CNEOYeT WHTEpNpE-
THROBETE KB 0 ONPELENEHHOS MECTO..

3.24 TOMHOCTE CHCTeMEl (system accuracy): CTencde GNHI0CTH DENPEIGHTATABHLIX DEIYVNETATOE
HAMEPEHHA [MENLITAHKMA), BBINGNHEHHBIK C NOMOLWEK CHCTEMB HAMEREHHA, K COOTRETOTEYIIWHM KM ONODHEM
IHAYEHAARM.

NMpumesaune 1— IEFIM-‘-!H ETOMHOCTe® NPAMEHHTENEHD K CEDHA PEIYNETETOE WIMEDEHHA [WCN:ITAHWA)
BRMHIHAET COMETAHNE COCTEENRADWWE CNYHAAHOA NOMPElsHoCcTH ¥ COCTaENAWER ORISR CHCTEMATHHELE0R NOrpEWHOCTH [.EI

Mpumesaunmne 22— DI’IIZIFIHHE IHAMEHWA NPACEBAMEEHITCA C NOMOWEKD MeTOdnKn WaMepaHWa, Npacnexueas-
MOE No pedeDe HTHOA METOONKE HaMe pEHER Gones BeICOKOND NopARAED.

4
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I PAMEBYEH®SE 3 — ToOMHOCTE GHETEME! MOHHD Bep3idTe K8 MHTEpEAN, E0TODEY BENKYMEET LE o pacxosge-
HHA, HESBNOOREME X MEROY PEIYNETETAMM, NONYYEHHE MW OULEHHEZSMOW CACTEMON, ¥ MWL ONOPHE MA SHEYEHURAMUK, ATOT WH-
TEPBEAN TEAKEE BEMIDYAET HEONPSOeNeH HOCTE MAMEPEHHA METOGUEN WAMSDEHHA, HCNONEIYEMOW AR NPACESEHWA ONOpHEX
IHEYMEHUA.

3.25 npocnexuBaemocTe (traceability). CroncTEO peayNETaTa MIMEDSHUA MK IHAYEHKE CTAHQARTHO-
ro ofpasua, NocpeacTEoM KOTOPOrS O MOMET DbiTh OTHECEH K odbHMUMaN MBI, GBEYHO HALWIHANEHbIM WK
MEMIYHAPOOHEM 3TANOHAM, YE&DED HEDASDLIEH YK LETE CIAHEHHA, KARO0E M3 KOTOPBL MAMEET YOTAHORIE HHYID
HeonpegeneHHocTE [2, onpegenauwe 6.10].

326 NPpaBHMNBEHOCTE (tfueness): CTengHe BNKMancTi CPeaHers IHAYEHAA, NoNYHSHHOTD Ha 0CHOBaHHK
CoNeWol cepri pRIYNLTATOR HIMEPEHAR [HCNLITAHWA), £ NPUHATOMY ONOPHOMY IHaYeHHo [1].

Mpumaeyadse— Mokalarensy NpEEANEHOCTH OHEYHD ASNAETEA IHAYEHWE CHOTEMATHHECHOR MNOMNDEeWHoD-
Ti (3.2

3.27 crangaprHoe MCnkiTanse (fype test) VcNeTadke ogHOND MW Heckonkekky obpasyos obopyooesa-
HIA (MM KOMNOHEHTOE COODYOOBAHHA ], MANOTOBNEHHEX N0 KOMKRETHOMY NPOEKTY, 4T00 NOKa3aTE, 4T0 Npo-
BKT W EOHCTRYELMA yO08NeTEODAIINT OQHOY HNd Gonee TpefoBalnAM NDMMERSEMOr0 CTalgapTa.

MpumevadHdwe 1— Qna npulopos, KONTDONUPYHILKE COOEMMEHWE IMHOE030 B KPOEM, CTATMCTUMECHOR Aol
AOpEA HE TRabyeTon.

MpurMedadnre 2— Barto w3 IEC 61326,

328 HACTPOWKA CHCTEMEl MOMMTORWHNA FMIOKO3LI B KPOBM NoNbloBaTenss (user adjustment of
blocd-glucose monitoring system]: MNpouegypa, ONMCAHEAA B WHCTDYELHAY N0 NPWMEHEHMID, NOCDEOCTEOM
KOTOPOH NONLICEATENL BECOWT HOMED, BCTARNAEST KOOQOBYH NONOCKY (CTPWN) MK 3AEMEHT KoQa X T. 4. AnA
OOCTHREHAR CHCTEMOR NPWEMNEMEX DADOYMX XapakTEPHUCTIHE.

4 NMpoexkTupoeaHue u paspaboTia

41 O6wwe TpebSopaHma
MpusieHAnT TpeDoBankua, yoeTaHoEneHHbe B 150 13485,

I pPHMEYAH®S — B pEIGenax b, F2W T3 0nMCaHE npokenyps NEDaEspEE HA CTAANd NPOSETUROEAHWA, HANDAaE-
NeHHEE HE ODBCmeqeE He FAPEHTHA TOMD, YTO CHCTEME MOMET BRNONHATS TFIED-EIEEHHH H NPEUHAMOHHOCTA, NPABUNEHCCTHA,
HE30NACHOCTY W HADE®HOCTR. B paigens g onMCEHE NPOYeSYPREl BANHAEYMH 23 CTAOMY NRPOEKTE, HAUSNeHHEE Ha checns-
HEHWE TAPAHTHR TOMD, YTO TOMMOCTE CHCTEMEl COOTESTCTEYET TP foBaHMAM NONsICBEATENA.

4.2 BEIONACHOCTL
MpumensoT Tpebosanma, yeTanoanedHee g IEC 610101 w |[EC 61010-2-101.
4.3 MNpocnexHeasMocTe

MpumesAioT TpefoBadnA K NPoUECccyY KanWEpoDKA, BeNONHASMOR HITOTOBKTENEM, YCTAHOBNEHHEIE B
IS0 17511,

I pAMEYEHRE 1 — C nosouess Ehlﬁp EHHOA HATOTOEMTEMNEM UMK MOCTOAHHD SeACTEY WS METONHHER Waa-
DEHWR MOMHD HEMERWTE KOHUBHTRAUNK MOE03 B N20 fie nubGo kpoan, nnbo nnezme. Ecnn WONONe3Y0T I'IFI'EIE-H- NNAZME .
CHCTEME MORMTOPRWHNE TNHRED3EI B ERDEW MOHET BRlQATe PE3YNeTATE RS SXEWEANEHT COJRDMEANR MMKOEDZE 8 NNaaWe, J3-
HE 200N CHCTEME MOHWTOPWHIE MMsZEO3a] 8 KPpOBK ASMEDRANG 0 Flﬂlﬁbl Ep-DBH

MpumedyadHse 2— Uenouka NPoCNeXABaeMOCTH LOMNKHE BENOYATE DEIYMHDS YMCN0 ATanoe, 4 Todsl caecTn &
MAH@MYM Y CyMMEPHY D HEONPEOSneH HICTh.

1 pHMedaH®e J— Uenouks NDOCNEXHEEAEMOICTH ONA THNWMHOA CHCTEME MOHHTORWHENE, I:EJ'I:-'IE:FIEIEEHH-DIH E
IFBOACKHE YCNOBWAK, NPABSAEHE B NPUNOHEHAR B. 3ror NEpHasep =8 NoO2asyMEEIeT QEMOHCTRAUWKD W HCTEE HHD BO3-
MO HEOW NOOXOORULER USNoRRE NpOCHedBERSMOCTH.

4.4 ACNeKTel IPproHoMUYeCcKOro/dyenosedYeckorno hakTopa

Mp NPOEKTMPOBAHIKN CHCTEMBI MOHWTODKKIE MMIOKO3E] B KPOEKH HEODXOOMMO YHECTE DTOHOMAYECHIAR 1
COOTEETCTEYOLWMA YENoBadeckii (DakTopkl B OTHOWEHMA CIeyiwero:

8) NerkocTe SKCANYaTAUMMK:

b} nNpocToTa TeXHWYeCKors OBCNYKHMBAHMA,

C) 3alMTa 0T MIHDCE, OGLMHO NDOMCKOARLETD B YCNOBWAK WCNONbIOBAHAA,

d) CUMTRIBAEMOCTE MIMEDEHHLIX PEIYNETATOR,
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2} NOHATHOCTE (HEJBYCMBICNSHHOCTE) COoSWeHME NoNsaoeaTeng, Hanpamep «low batterys («nogcag-
Ka Garapers ) WK clow results (aHHIKAA DEYNETAT ) BMECTO COODWeHHR alows [aHHIKMRAD ).

Mpumesanne 1— CHCTEME MOHWTODHHIE TNOKOIsI B KDOEH, NpedHazHEYaHHEe QN CAMOKOHTRONR, MOTYT
HENONB308ATECA HENPOPECCHOHANAMK C PAINWHE M DU IHHECEMMA W MEHTENBHEME B03MOKHOCTAMA

NMpumewanne 2— ITHCUCTEME YACTOE NPHMEHAKTCR OTHENEHEMW NONEI0RETSNAMHM, HOTOD I8 MOMYT BN Om-
HATE HIMEQEHAR NPH PAINWYHRIE YCTEHOBOMHEIX MEADAMETREX

Mpumewasmne 33— He npegnonaraeTcs, “T0 20HE CACTEME MORWMTODHHIE MEIEO3e B EQOER yO0BNETECPAT
BCEY B0IMOMHEE NONEI0EATENEW WIW 808 BOIMOEHE A FOTAHOBIMHEIS NAPaMEaTDRI-

4.5 Ananuz pucKoR

MermeHAeT TPRGoBaHMA, yoTaHoBRNEHHEE 8 |30 14971,

MaroToEMTENs SONMeH YCTAHODHTE NPUEMNEMOCTe NOTEHUMANRHEIX DHCEOB, MCXOQA K3 JHAHKA CNegyio-
WX PAKTOPOa, HO HE OrPaHHYHEIACE ITHM.

a) HaHaveHne NpoayKTa;

b} ym@Hue NONEIOBATENA M OrPaHMYEHIAA;

C) 33WWTa OT HECAHKUHOHWDOBAHHOTO MAMEHEHMA OCHOBHLIX NADAMETPOE (HANDHMED, COODLLAEMEIX
EOMHKL) WNH

d} BNMAHWE NONAOAHNA MELLIAMILAK BEECTE.
n PHMEYAEHNE— P'!,'-IQHD,J_ETEE: NG OUEHES2 NOTERUAINEHD MEWAKLWHY BEWSCTE OM. []1]

MpK BENONHEHMHE AHANMIA PACKOE WITOTOEMTENE SOMKEH OUEHMTE!

&) BEPOATHOCTE BOIHMKHOBEHIA HEUCNPAEHOCTIH [HANDWMED, HEAOCTaTOUEH OB ke NPoGkE MM Henpa-
BUNEHOE PACTICNOMEHKE WCNBTYEMOR NoNocKK (cTprnal],

fl BEPOATHOCTE TOMD, 4TO CHCTEMA HE ODHADYMHERET HEWCTIPARHOCTE M
g} nocnegcTEWA HEohHADYHEHHDH HEMCNPARHOCTHA.

Mpume«asHne— HacToRwKA CTAHOBPT HE 330887 YOOEBEHE PHCKE H NPHeMNEeMOCTE PUCEOE.
4.6 MNpoeepka, BLINONHASMAA NONLIOBATEMEM

KOoHCTRYELMA CHOTEME! MOHMTODMHIE MIIOK0A%| B KPORK O0MHHE NO3B0NATE NONEI0BATENH OCYWECTENTE
NpoBepKy:

a) NpaBMneHOng EyHILMOHRPOBAHWA CHCTEME MOMUTODMHES [TO BCTE KOHTROME CHCTEME] W

B} NpaBUNBHOND BRINOIHEHAA MIMEPEHWA, BHNKYARA NOCNEI08aTENLHOCTE ATAN0E NPOULEIYREI.

n DHMEBYHAEHHNE— MonszoeaTens PEECMEHOYETCR BeINOMNARATE NROESPEY EO BREMA ACNONEICEAHWA CACTEMEI.

a B BpEMA MCHONEIDBEAHHAN DIHAYEST OO, 8 NpoOUSCCE UMK CPA3Y NOCNE BeINONHEHHA WAMSDEHHA. Pea EOMEHOYETCH BHAE,-
PHTE NpOBEpEY, GCYLLBCTENASM YD NONEICBATENEM, B WIMEpaHSEe, 80N TAKOE BOIMIKHD.

Mpopepka, BLNONHAEMEA NONBI0BATENEM, DONKHA ZEBATE COHOIHAYHYD MHEODMALMKD,

5 Wudpopmauma, npegocTagnAeMan UIroToBUTENEM

51 ITHKETEM ANA NpRBopa, HIMePAKLWErs KOHUSHTPALWID MKOK03LI B KpOBM

Mprbop, WasMepAIDLKMA EOHLEHTPAUMIO TMIDKDIL] B KPOEA (MIMERHTENE), DOMESH BhiTE KO8HTHMLMDO-
BaH © NOMOLLEID ATUKETOK, COOBDMALLMY, KAK MAHUMYSM, CRagyIowyio Muchopsiannin:

a4} HAWMEHCBAHWE WNK TOProBYH: MAPKY KITOTCBMTENA K Bro agpec,

B} HAMMEHOBAMUE KNK OBOIHAYEHHE HAOENWA [3Ta MHDODMALKA OONMHA HAXCAWTLCA HENOCPHENCTREH-
HO M3 ITUEETEE, NDAEDENNSHHON K 308 M)

C) HAIHAYEHWE [0NHKHA KMETLECA HHBODMALKWA, 4TS JaHHOE HAOENHE AENASTCA MEJUUMHCKMM Wagenm-
@i OnA i vitro adardocTes (YD-Magendest) ONA CAMOKOHTPONA, 8 TACKE MHPOPMALWA, KACAKILLARCA CHCETE-
Mkl PEAKTHROR, KOTOPEE ACMONEIVIOTCA C 3THM MIZENUan],

d} HOMED NALTHM HNH CEPHUAHBIE HOMED HA ITHKETRE, NPHKPENNEHHOR K MI0ENMK,

@) YyornoBHA XpaHedda W obpallediva, ecnii Heobxooumo;

f] cowiney Ha CNPABOYHME NONBICBATENA MW MHCTRYELMI N0 NEMMEHEHKIO.

Tam, rge Heobxogume, KHgXDPMaUKIo Ha ITHEETKE CNegyeT NPHESOWTE B opMeE CHMBONCE. CHMBONLI
OON#HE COOTRETSTEORATE NDUMMEHABMOMY DETNAMENTY M MEXEYHADOOHEIM CTAHAAPTAM. Boe CHMBONSL A0NHK-
Hisl BT ONWCaHE 8 HHOOPHMALKWK, NPUNArASMOH K MIMEDHTEMO COASERAHNUA MIOKO3kLN B KDOBIA.

G
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5.2 MHCTpYHLMK NO NPUMEHEHHIO CHCTEMEI MOHMTODHHIA FMOHO3LI B KPOBW

HIHCTRY ELMA MO NTHMEHEHHD DONHMHE GTE NPESCTABNEHE! B HETECR W MaKoHRYSHOR DODME © HCNONE3I0-
BAKWEM TEQMUHOE, NOMATHLIX ONA HenpodeccroHana. MedopMauxa gonsHa GelTe YETHD NpeSCcTaBneHa |
NErko YuTaema. MNedate (WpddT) DonwHa DeiTe EpYNHCHE [Hanpumep, wpwdT Courier 12 nyHKToR), a cogepsa-
HIKE NEMKOASCTYNHG D07 NOHKMaHKA NAuany Gea HayYHoH KA CeuransHonl TEXHMYBCKON noaroTosxd. Tam,
roe HenGxoouso, DoNHHL HeNoNBEI0BATECA CUMBOMNLI MW MNMFECTRA LMK

HIHCTRYELMA MO NEPHMEHEHHD DONKHE S8TEG YCTAHABNHWBATE, KAKWE QEACTEWA HE0SXOQHMO NDEanpHHK-
MaTk, SCNK NPOBEDEA NOKAILIBAET HEQOCTOBEDHLIA PEIYNLTAT.

HeobxoOMmMo HCNoNE30BEaTE A3kIK{M) TOW CTRaHE, B KOTODOR DEANKAYIOT CUCTEMBEl MOHHTODMHIE TIHIKO 35
B kpoBr. JononHATENLHEIE A3LKN HeohAIaTENbHI.

MHCTRYELMA N0 NPHMEHSHN O0MHHE COQERMaTE CNeay Wy rHdopman g,

a) HAKMEHOBAHKE KNK TOPrOBYIO MAPKY HAITOTOBUMTENA M 8Mo a0pec; HAUMEHCBRHME M a0pEC QUCTRHDEK-
Tepa {ecnvumeeTca) (B Esponefckom Cowse, Dupektuea 987 HEC [10] TpedyeT 8xnioYaHHa HaMMEHoEaHKA 1
AAQECA CNONHOMOYHOTD NPESCTABKTENA », SCNK HATOTOBKTENE HAXOOWTCA BHE EBPOCOKaa), ¥ PAIbACHEHKE,
KaK OBpaTHTLCR 38 NOMOWLEK,

bl HaHMEHOBAHKE WNK CO0IHAYEHHWE WIOENWA,

C] HAAHAYEHWE W30EnKA,

d) NpHHUMN MeToaa;

2] METOQWEH HIMEREHHR WHNKW RANWSROBOYHBIE MATEPWANE [CNeOYET YHa3aTe, @CNK MMEETCA, NpOcna-
HABAEMOCTE B COOTRETETEHM & METOOMKON NONYHEHKA HCXOOHOMD MIMEDEHRKA [GNA KOHTRONA NOCNEaYIoLWK]
WM No cTasjapTHoMy obpasyy Gonee BuCOKOro NOpRAKA], KCNONEI0BAMHBLIE HITOTOBHTENEM ANA YCTAHOE-
MEHMA W OUEHEN JECINYaTAUWMOHHEL XapakTepcTHE,

fiy Tdn npo, KWCNONLACEAHHGIX WANCTOBKMTENEM ONA kanHBpOBKM, HANPDUMED, KPOBL WKW ChIBODOTES
(Nnaama);

Q) COOTBETCTEYKILLYEY CACTEMY PEakTHBOa;

F) METOOMKY HAMEDEHHR, B COOTREETCTEHMK ¢ KOTOROR BeINONHAKT WAMEREHKA HAE JaHHOKM NPUEGopE,
BEMNHYEA.

- MOCNEO0BaTENLHOCTE PEMYNIHPOEEN (HANDUMED, MCNONBEI0BAHWE HOMEDS, KOOOB0H NONOCKK WMNK
INEMEHTE K T. 0.} MAMEDEHWA | NPOBEDKK, 3 TAKKE DACNDERENEHHE NDOMEHRYTEOR BREMEHA MEMIY
HIARM,

- NOCNEOoBaTENsHOCTE NPOUEOYD No NoAroToBKE NPpUBcREa K BeINONHEHHKD HAMEEEHMA, Y4Tobk
BbiMONHWTE 3TO MIMEDEHWE {BENHYAR YHCNO W DEKOMEHA0BAHHEIA BHEWHHWA BHO 0GpaIL0oe). 1 0Gony-
HHBAHKKD NEpWEoPa NOCNE BRINONHEHHE WIMEDEHMA;

- BOMHWUEl MaMepeHna, conBwaeneie NprubopomM, HANDKEMED MMONET WK MIAan;

= SHEHBANEHTHE! WK HET PEAYNETATE, COODILAEMEE NS KPOBKW M N0 MIAsMe,

= COBETE, KK NOCTYNaTs B ToM chy4as, ecnyu npubop Began owrbodsoe coobueHne,

i} CHpYHELWME YCNOBHA (HANEUMED, DWaNAI0H TEMOERATYE W BNARHOCTE ), B KOTODLIX CHCTEMa O0NMHHE
HCNONEI0EaTECA,

i} noapobHoe cnWcadde NPoUedyPel, KOTODYI JONMEH BeNCNHATE NONEI0EATE L NPK HACTDORKS MPK-
Dopa, SChnM NEUMEHASTEA,

k] nogpobsos onMcadie NpoUeayn GNA KOHTPONA, BeNOMNHASMOTD NONLIOEATENEM, BRKNKYAR MOEHTH-
PHKALKI0 COOTRETCTRYIOWETD HOHTRONLHOTO MATERHANG, KOTOPEA HEOGROOMMO HENoNLA0RATE, YTOOR YEe-
OWTECA, 4TO CHCTEMA MOHWTORMHIE MOKO3E B KDOBK pabOTAET HOPMANBHD, M COBET, KAk MOCTYNHTE B TOM
CNYYae, BCcnd PEIYNLTATE HOHTRONA HENPAEMNE MBI,

[} TN ucnoneayemol npobel, a TAKKEE CNeUMansHBEIe YCNOBKMA 88 BIATHA U NpeJBEapUTeNEHC A oDpaboTiM;

M) MEDbl NPEAoCTOPOMKOCTH, KOTOPEE HECDX0OMMO NPEaNPHHATE B OTHOWEHHK PUCKa M HUKpoBa-
HIWA Neped npUMeHerken npubopa;

n) MEpbl NPeGoOCTOROHHOCTH, KOTOREE HE00X00MMO NESaNDHHATE B OTHOWEHWWA ANeKTROCTaTHYECROrD
FAPALA, MATHATHBEIX MOMERA M ODYTHX IMEKTDHYECEHX YCNOBKE, & TAKKE Bo30eACTEWE TEMIEDATYD b, BIAMHOCTH
M OQYMX CERYHaWKs yenosyi, no oboranoeke (cwm. IEC 61010-2-101, paagen 5§,

0) ONHCAHKE K NOACHEHWE BLEX CUMBONOR, HCNOMNBAYEMEX HA ITHEETEAX W B HHCTRYKUKAX MO NEAMEHE-
HIAKD,

Pl pYKOBOOCTED K ABACTEMED, HOTODOE QOMNMEH NPEANPUHATE NONLICEATENE K3K CNEqcTEME NonyHeHHo-
ro pesyneTaTa, BENKNYan:

- CCBIMKY Ha PEKOMEHIAUMA Bpada WHNA KEANAQHUWDOBaHHONS NaTpoHasHore paboTHAa K
NEeOYNpEROEHKE O TOMHOM COBMEEHHK HHCTRYHUKA Ha CCHOBE peaynNeTaTa Dea KoHCYNETALKK C
BRaH0M WK ApYTHM KBanyguUHpoBaHH by paBoTHMKOM 10PaB0oxpaHeHHA,

- COBET, KaK DeRCTEOBATL, BCMW De3YNETAT HE ACEH NONbI0BSTEMNK,
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- MHOWHEAUWMED, © NOMOWEKD KCTORoH CHMCTeMa MOHWTOPWHMA NpegdynpexgaceT nonsIceatensd, Y4To
peNETAT BRIXCOUT 38 PAMKK «MHTEPEANE MAMEDEHHA R (HANPUMED, OWADOYHEIE COOBWEHMA, NoN-
Hul& yBEgomMIeHna);

g} MHEopMalnn O Be30NaCHOR YyTHNHWIAUMW CHCTEMEl W 88 KOMNOHEHTOR, BCNW HEOSXOOKMO;

) rogn MecaAl H3O03AHKWA HHCTRYELKMK NO NRPAMEHEHMD HWIANK HOMED NepecMoTpa.

5.3 ITHMKETKM ANA CHCTEMLI PEAHTHEOR W KOHTPONLHOMO MaTepWana

CHCTEMA DEAKTABOR M KOHTPONBHER MaTEDHan JonsHe! BelTe MOEHTHEHNUKDOBAHE C NOMOLSLK OQHOMA
HITH HECKONEKHE ITHEETON.

MpHreHAKT TRESOBaHHA, YCTaHoRNEHHEe B8 EN 376,

B acnondedwe, Ha aTHEETEE(ax) JomiHa BeiTe pasmeleHa cnedyowas MHpopMauMa;

a) YEAZAHWE NDOMEMYTES BREMEHN, B TEYEHHE KOTOPOND CNEayeT WCNoNLIoEATE PEAKTHEL NOCNE Nep-
BOFG BCKPLITHR KOHTEAHEDE C PEAKTHROM, BblPEMEHHITO B MECALAX WHMNK JHAK,

B} COBINKA Ha MHCTRYELLMK NS NEAMEHEHWIO,

C) WAMEDHTENE MMKKOdE B KROEK, KOTODEA NPHMEHRIOT C JaHHLIME DEaKTHEAMA,

MpeaynpesdeHna B OTHOWEHAKY NDHMEHEHHA CHCTEME DEaKTWEOR C KOHEDETHEIM HWIMERHMTENEM W
MR OpMaLKI0 08 YTHNHIALKK CHOTEME] PEAKTHEOR NOCNE KCNONBICBEAHHA CNEOYET BENKYATE B CEEOEHHA Ha
ITHEETHEE ANA NONYHEHKE HAOEMHLIX DEYNETATOIE HIMEDEHHA W DEIONACHOR YTUNWIAUMK OTX0G0E.

HeofxoguMo MEnoNLICEaTE AabE{A]) TOA CTRAHE:, TA8 PEANMAYIOTCR 3TH PEAKTHER M KOHTRONEHBIE MaTE-
pansl, QONCMHATENEH IS A3kiKA HEoDAZaTEN LHE.

5.4 WHCTRPYKUMH NO NPUMEHEHWID PEAKTHREOD M KOHTRONLHOMD MaTepWana

MeumeHaeT TpeGoeadMA, yoTanoenadHee 8 EN 376,

Kpowme Toro, LonsHa OeTe BRNICYEHa CNeayiowas KHgopMagHa.

A} YEAIAHAE, KAK NONYYUTE NOMOWE OT HATSTOBWTENA WKNK aMcTpHbeOTOpa,

B} KOMKDETHEIA HIMEDMTENE MOKOSE B KDORH ZNA NDHMEHEHAR CATOH CHCTEMON DEAKTHEOB KM KOHTDOMk-
Hilb MaTEpHanomM,

C) YCMOBWA XPaHEHWA (Hanpusen, TEMNEDaTyDa, BNasHoCTe, BOIJeRCTERE CBETA ¥ ApyIHs akTopon
KDY A IOWEA Cpedis), HEODXOLUMO TEKHE BEMIOHYMTE B HHCTRYRLKIO N0 NPHMEHEHHIO DEAKTHEDE NPEaYNDEmIe-
HWA, KACAIOWHECcA HeoBX0QMMOCT NNOTHO 33KpHEaTE NPOEKY KORTERHEPa, YToDE 3aWKTWTE NONOCKK, NPONK-
TAHHEE DEAKTHBOM, WK JATHYYEH OT BOAGERCTEWA BO3OYXA,

d} MHTEpBan HMAMEDeHKA, YEAIBIRAKWAA BEREHIDKN W HIEHDK TDaHALE KOHUEHTRAUKK, B Npeganax
HOTOPEE PEIVNETATE TOYHE W COODWETCA NONEIOBATENID,

) pafovre XapaKTepHCTHEHY (CRAIAHHEIR © TOYHOCTE CHUCTEMEl XBPAKTEPUCTUEH, OCHOBAHHLIE Ha
pPE3yNETATAX MCNBETAHWA, BINCNHEHHOND B COOTEETCTEWM © Da3Oenom 7, 3aABNeHHBIE HE AJLIKE, MOHATHOM
ONA NONs3I0BATENA, W NOKAIATENN TOYHOCTH CACTEMEl (CHM. 7.4.2), H3rOTOBHTENE O0MHEH Co0DWKTE,

< ONA EOHUEHTRALMMA FNIoED3s Menee 4.2 mmone/n (Medewe 75 mrign) — npouedt pesyneTaToR B8
npegenax £ 028, £ 0056 ¢ 2 0,83 maone/n (L5, £ 10 8 £ 15 sarfon) oT ONOpHLIX IHAYESHAA,

- ONA KEOHUEHTLALMEA MMIOK03k, pABKRCA KN Bonee 4,2 mMuMone/n (pasHod Wnd Ganee 75 mrian), — npo-
UEHT pe3yNETaToOR B Npedenax L5 %, 2 10 %, £ 15 % 9 £ 20 % OT onopHBbIX aHaYe 1A,

f] BOEMEWEKWWE BRUBCTES, COCTOARKE NPOG (HANPUMED, TEMONKA, SHUNHPYEHH, NANEMAA ] AN DAIH0-
NOrMYEcKHE YCNOBUa [HANPUMED, MAMEHEHWA NepHdepUAHON WPy NAUWK ), KOTOPRe HEBNAranpUATH BINKE-
FIT H3 TOMHOCTE DE3VIETATOR,

g} METOOMKA H3MEPEHHA, HCNONBEIYEMAR ONA OUSHEK pA00YHX XapakTepUCTHE CHCTEME., 3 TAKKE 3a88-
NEHKE O NPOCEXHBASMOCTH B COOTBETCTEWM C METOOHMECH BRINCMHEHKA KCXOLHOTD MIMEDEHWA KOHLEHTDA LM
FMICKDAL WM cTaHgapTHOre ofpasua Donee BeICOROTD NopAOKa;

N} KOHTRONBHBIA OWANAI0H IHAYHEHKA KOHLEHTDAUKEA MMIOK03kI B KEANWIUMADHOA KDOBK ONA HeddabeTi-
YECKMY HHTERBEANOE W THN Npob, KCNoNsIYeMEE ONA KEANKOpoakd (Npoba KPpoBW MK NNa3ke ),

i} METOOHES HIMEPEHHA, KOTORYKD HE0GXOOMMO HCNONB3I0BEATE, BEAKYEA;

= NoCNeaoBaTensHOCTE QEACTEME N0 NOSroTOBKE CHCTEMbl DEAKTHREOE M BEINONHEHHIO HIMEDEHH,
- WHTEQBAN BReMEHH MEkxdy OTASNEHERMI DEACTENARMK, 8CNHW MMEETSA;

i} nogpoGHoe ONMcaHke NPOoUeIYD KEHTDOMA HKOMTRONbHEIX MATEDHANCE, NDHMEHSEM B ZNA NEOSE DR
patoTel CHCTEME! MOHWTODWHTAE MHOKD3LI B KDOBK B OCNYCEIEMbIX NpEgEnax,

HeobxoQuo MCNoNEI0BATE A3bIK[HM) TOR CTPaMHEl, B KOTODOH PEAKTHBE M KOMTPONEHEIE MaATEDUaN pea-
NR3YIOTCA, NPEGCTABNEHME KHPODMALKMK Ha JONONHWMTENEHEK A3LIKaX HE0GR3aTENBHO,

Tpebyeman MHQOPMaUHR B OTHOWEHRA DEAKTHEOB WANK KOHTRONEHBIX MATEDHANOE MOXET DkiTh BKMIO-
HEHA B AHCTDYRLMF N0 NDHMEHEHA N MPWE0DE WM CHCTEMEB!, BCNW HAMOTORKMTENE NRPKBoRE MNK CHCTEM B TOT Xe

g
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CAMBIA, TS W WATCTOBMTENL DeaKTHMEoE. Ecnv B 270 MHOOPMAUMK NPOMCKOOMT WaMEHeHnE, Heofxogumo
HCNONLIOBATE ITUKETKM Ha pPeakTBax, YTobE YBEO0OMMTE NONLI0BATENA, 8 TAKKE NOMECTHTE WIMEHEHHYID
HHDOPMALWID B MHCTRYKUMH N0 NPHMEHEHWID CHCTEME DREAKTHROD.

6 HMcnbiTaHWA HAOEMHOCTH M BelonacHoOCTKH

6.1 OBwwre TpeSopanmna

6.1.1 Mporpamma

SHCNEPUMEHTANEHEIE NPOEKTEL METOAMEY AHANWIA JAHHLE 1A KDUTEDMM NPHUERKKA OO0MEH bl BbiTh ONMca-
HEl B NPOTRaMe.

MporpamMma QonHHa YeTAHABMMBATE YHCNO MIMEDUTENESN, 80UHHL DEaKTUE0E M YACNO NAapannenkH X
HAMEDEHHEA HA HIMELHTENS.

Ona aKcnnyaTaudoHMbX MCNBTAHWEA NDOrPasMMa JONKHA CONepHaTE CTATUCTMYECKDe oBocHaBaHME.

YoTaHoaneHHse TReBoBaHua K MCNETAHWAK ABNAKTCA MAHUMANSHEME ToehoBaHuamia.

Mpumedadnse 1 — NenwTaHWA, onMeaHEEE B 6. 9—B5 12, ASNAKTER WoNeTAHWRMKH ANR onpedenadie pabo-
HME KADELTERHCTHE,

Mpuredadde 2— MeNeTAHKA, GNWcaHHse B B.2—6.3, ABNAOTCA CTEHOBRTHSIMH WCNETEHWAMM.

6.1.2 Mamepurenn 1 cHCTEMLI pRaAKTHBOR

MaMepdTeny 1 CHCTeME DEAKTHEOE QONHKHE SHTE PENDEISHTATHBHBIMA ONA 80AMHKL NPOOYELMA NNaHo-
BOM0 NpOMABOOCTRA.

Ona onpegensHdf pabodus XapakTepucTy HEoDXoOHMO MCNONEI0BATE B KAKGOM WCNBTAHHWH HE
MeHea 10 HaMepHTeNeA.

Ona cTaHAapTHBI Y CNBITAHKA 8 KAHAOM HCNBITAHWA PEKOMEHOYETEA HCNONBAGBATE TPW HAMERWTENA.

6.1.3 KpWTepuM npvesMEl

KpHMTEDHK NDHEMEY ONA CHCTEMATHYECKOR NONQeWHOCTH W NOBTORASMOCTH B ONpedenesiiy pabodmnx
XAPAKTEDHCTHE, OnMcadHom 8 6.10—8.13, cnegyeT BeBoguTe NO KDMTERKIO TOYHOCTH CHCTEM! B8 7.4, ObocHo-
BAHWE HEOSHOOUMO BHECTH B NPOTOKOA.

CHCTEME MOHHTOPWHTE MIHKDSE B KPOBM ACMHKHE BRINOMHATE KPUTERMA NDHEMEM B EAMI0M NDOTOKONE
HCNBITAHWA. B NOOTHBHOM CNY4Yas 9Ta CHCTEMA QOILEHA CHUTATRCA HEdYHELHOHANEHDA, HE NOKa3EBaKLLERA
HHCNEHHBIA PEIYNLTAT KOHLEHTDAWWM [MHKO 36,

HecooTEETCTEKHE KRHTERWAR NDHEMER JOMMHD GblTe NPOaHANH3KpORAHD.

6.2 3alKTa oT INEKTPHHYECKOro yoapa

MperesAnT Tpebosanna, yeTaoaneHHee g [EC 610101, paagen 6.
6.3 3alKTa OT MEXAHHYSCKAX NOBPEmOeH A

MpurerrnT Tpedopanna, yeTadoaneHHee g [EC 810101, paagen 7.
6.4 INeKTPOMArHHTHAA COBMBCTHMOCTE

MpareiaoT Tpebopadna, yeTadoaneHHee & [EC 61326,
Hpome Torg, NpuseHAieT Tpebosaina, YCTaHoBNEHHLIE B NPMIToHEHKY A

6.5 TepmMocTORKOCTE

MpusenanT Tpebopanka, yeTadoanesHee & [EC 61010-1, paagen 10.

6.6 CTOMKOCTL K BOZOOACTEMKD BNAMK M MUOKOCTEN

MpusenAnT Tpebopanud, yeTadoanesHee g IEC 81010-1, 11.1, 11.2 w 11.3.

6.7 3awuTa oT AecopiHpoBaAHHEIX MA308, BAPLIBA W WMNNOIWA

MpuriesAnT Tpebopanis, yeTadoaneHHse B [EC 81010-1, 13.1 0 13.2.2.

6.8 KOMNOHEHTEI HIMEPHTENLHOMD YCTPOWRCTEA

MpuriesAoT TpeDoBaHKWA, yeTaHoaneHHee B [EC 81010-1, 14.1. 144, 14 51 14 6.
6.9 OnpegeneHie padtouynx XapaKTepUMCTHE

Onpegenedue pabodus XapaKTepucTHE JOMEHO BRMONHATECA 00 # NOCNE KaMO0Ns onpegensHMA mMexa-
HHYECKDID CONPOTHBENEHAA YOapy. BUGPaLMA W COTPACEHWD (Ca. 6. 100 W 3aWWTE OT BOIGEACTEHA TEMNEDATY=-
Dl W BNEMHOCTH (C. 811 1 B.12). CooTReTCTRHE/ HECOOTRETCTEWME KDHTEDHAM OOMHHG BbiTe OCHOBAHD Ha
BAWAHKKA BOAZEACTEMR Ha CHCTEMATHHECKY IO NOMPELWHOCTE CHCTEMB! W NOBTORREMOCT L.
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MNepen Kakasis onpedenedres 0abodMy XapakTepucTHE MIMERMTENE [MOKES3E B KPOBW JonseH BulTe
MEUBEOEH K PABHOBECHON TeMnepatype (23 + 2} °C.

Ona onpegenesikna patouny XapakTepUcTHE CNegyeT WCNoNLIceaThs PeKOMEHOYEMEIA HArOToRHTENEM
KOMTRONBH LR MATEDHAN WK NoAXOOALYI0 ANETEOHATHEY.

MoseT oKasaTLch 3aTPYOHHTENEHEM OTIKYHTE MIMEHYHBOCTE, BOIHHMKIINWYID N0 BUHE 03pa3ua 1 C1c-
TEMEI PEAKTHROR, OT MAMEHYHEOCTH, BRIILIBASMON KOMNOHEHTAMM UIMEPUTENA. 3TO HEOGNOOHUMO YYECTE MPM
MNAHWEOEAHAK MCNETAHHA 1 DAIPABOTHE KOHUTEDHEE NDKERKA.

Ofpasubl AGMHHE KCNBTHBATLCR B COOTRETCTAMM C NOPANKDIM, YEAIAHHLIM B NPOTOKONE.

CpeoHas KoHUSHTPAaUMA MoKoakl W NOBTOPASMOCTE BOM#EHL GhiTe PACCHWTAHE! 00 W NOCNe Kawgoro
IANPEOCA, W PACKOMASHWE OONHKHE BbiTh COMNOCTARNEHO & KPATEDWUEM NDHEMKN

a} CpegHas KOHUEHTPAUKA MMEGHoaL! PACKOMOSHKE MEXOy CReOHER KOHUSHTRALMER MMI0K0ds NoCne
IANPOCA W CHELHEA KOHUEHTRALWER MMOEDSE 40 33NPoca O0MEH BbiTs DACCYUTAHS W CONOCTARMEHD C KPUTE-
PSR NPUERKA B OTHOLIEHKE CUCTEMaTHYECKDN NOrPEWHICTH.

by MoBTOPASMOCTE, KBAODATHLIA KOpEHL W3 PACKOWOEHWA MEXOy OUCNepCHEi NOBTODASMOCTH NOCHa
IANPOCA H GUCNEeDCHeR NOBTOPAEMOCTH 00 3aNPoCca, BoMHsl Bbl T DACCYMTAMBl M COMOCTABMEHE C KDHTE0HEM
MOHEMER B OTHOWEHWH NOBTORASMOCTH.

610 Maxanv4YyecKoe CONPOTHENOHWE YOAPY, BAOPALMH W COTPACEHHID

6.10.1 MpoTokon WCNBITAHMA Ha BREPpaLMID

BeiNONHAKT onpefenadive pabodds XapakTepucTHE B COOTEETCTRMM ¢ 6.9,

BeINOMHAKT HCNLITAHWE HA BoagedcTave Bnbpauni B cooTeeTcTEMM © IEC G0065-2-64, 8.3,

Mecne 3apepluieHHA BUEDALMOHHEIX MCNETAHWA NOBTORRIOT CNpeaEne e paboquy XaparkTepruoTHE.

MeumedaeTeA TpeboradmA, yeTadoanequee B IEC B00688-2-64 5 3.

6.10.2 MpoTokon KCNLITAHKA Ha NageHWE

Urofk OUEHHTE ¥I8aponpOYHOCTE NEE NAgGEHHK, BeINONHANT onpagengHue padodny XapakTeprucTie B
COOTRETCTEWH ¢ 6.9,

BLNONMHAKT HCNBTaHWe Ha Nagedkue, onpegenedHoe B IEC 61010-1, 8.2, MNocne 2apepuleHds HCnbITAHWA
Ha Nageqne NoETORAKT ONpegeneHMe patoqyny XapaKT epHCTHE,

MpusaHAwRTeA TpebopanwA, yeTadoanaMdse B [EC B0010-1, 8.2.

6.11 Mpegens BoageAcTENA TEMNEPATYPLI HA NpRBOop

6.11.1 MpoTokon ACNLITAHKA HA BOZQEHRCTEXE NOBLIWEHHON TEMNEpaTYPLI

BeiNONHAKT onpegengsie pabours XapakTepycTHE B COOTRETCTRMA ¢ 6.9,

MoMEWAKT KAaKOLIR HIMEDHTENE B MEDMETHYSCKH AAKDETYI0 KNUMaTHYECKYIO KAKMEDY, TEMOepaTypy
BHYTRH KOTODOH MOMHO OTCNENHBATE,

YEENAYHERIOT TEMNEpaTypy BHYTPH kamepk 4o {50 £ 23 °C W ocTan[aKT NpW 2ToR TeMNepaType Ha 846
repMeTHYHOR KaMEepe.

MaanexaioT WaMepHTENb U3 KNAMaTHYSCKDH KaMepbl W O30T OXnanyTeca 00 TeMnepatypel (23 + 2) °C,
JATEM NOETOLRIOT ONpedenaH-He paboYry KapasTepHCTHE.

OnA Takuy CHCTEM, B KOTODLIX CHOTEMA DEAKTHBOR RBNAETCA HEOTBEMMEMBbIM HOMIOHEHTSM MIMEDH-
TENEHOMS NEWE0Pa W HE MOXET DbiTe OTASNEHa OT HErD, YONOBWA BOJOSRCTEHSA NOBLIWUEHHOA TEMMEDaTYD
OCNHHE GhlTE OrpadMYeHsl 40 YoNOBWA JECNNYaTALWK, YCTAHOENEHHEX KArOTORHTENEM,

6.11.2 MNpoToKon WCNEITAHKA NPH NOHHEXSHHOW TEMNepaType

BeiNONHAKT onpefenedie padours XapaiTepyucTHE B COOTRETCTREMK ¢ 6.9,

MoMEWAKT KAHOLIA AIMEDHTENE B MEDMETHYSCKE JAKDLITYI0 KNUMaTHYECKYI0 KaMepy, TEMOepaTypy
BHYTRH KOTODOH MOMHO OTCNEHHWEATE.

YEENHYHBAIOT TEMMSDaTY DY BHYTPW Kamepsl 00 suHyc (20 L 270 ¥ oCTaenADT NpWATOR TEMNEDATYRE HA
8 Y B repMeTYHOH KaMepe.

HMapnexaoT HaMEpHUTEN: M3 KNAMaTHYECKDR KAaMEeDR W 0arT HAarpeTeCA 00 TeMnepaTypel (23 L 2) °C,
JATEM NOETOLANT ONpeasneHe paboYny KapasTepHCTHE.

OnA Takkx CHCTEM, B KOTODLIX CHCTEMA PEAKTHBOR SBNAETCA HEOTBLEMMEMBIM KOMNOHEHTOM HIMEDH-
TeneHOrS NDUHEODa M HE MOMET BbiTe OTOENEHA 0T HEro, YCNOBWMA BOALEACTAEMA NOHHMEHHON TeMMepaTyDE
OoNHHE GhITE OrpaHHYeHE 00 YENOBWA JKCINYATALWH, YOTAHOBNEHH B HArOTOBHTENEM,

6.12 MpoTokon MCNLITAHKMA HA BO3IOEACTEME BNAXMHOCTH Ha oBopyaoBaHue

BeINONHAKT onpefanadive pabodds xsapakTepyucTHE B COOTEETCTEMM ¢ 6.9,
MNoMewanT HIMEDHTEN: B KEAMEDY BNAMHOCTH.
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CTaGunUanpyioT OTHOCHTENEHY IO BAMHOCTE, DE3 KON HCAWWA 00 ZHaveHMA (23 L 3) % 1 TemneapaTy Pl
(23 + 2) "C.

CCTaBnAKT MIMEPDWTENL B KAMEDE BNAMHOCTH Ha 48 4,

MaenekarwT HIMEDUTENS W3 KAMEDE BNAXHOCTH W 20T NDHATH B pPABHOBECHE A0 BOCTUMEHHA TRMNEpa-
Typel (23 £ 2)°C v oTHOCHTENERON BRamHocTi 60 % B Tededue 15 Muy, 3aTem NOETORAT onpegenaqwe pabo-
KX KAPaKTERAG TR,

6.13 OnpegeneHne YCNOBWA XpPaHEHHWA M NPAMEHEHMA PEAKTHROR

YENOBA A XPAHEHUA W NPHMEHEHHA CHCTEME DEAKTHROE M KOHTDONEHOMND MaTEDKANa O0M#HEl GRITE ONpe-
DeneHal 4 NoOTRE PHEEHbI.
MpurenAnT Tpebosankua, yeTadoaneHHee B cTadnapTe EN 13640,

7 OueHKa aHaNWTHYECKWX XdpakTepHCTHK

7.1 Obwwe TpebopanKA

CHiesEa aHANHMTHYECHAX XADAKTEDHCTHE 0MMHA GbiTh BRMNOMHEHA B Y2CTH CUCT 2kl KOHTPOMNA HA ATaNE
NPoeKTHPOBAHWA MATOTOBKMTENA.

MpumeHAnTes TPES0BaAHKE, YOTAHoORNEHHEE B 150 13485,

ChiesEa ¥apAKTEDHCTHE A0MIHA BRINONHATECH COMMACHS MUCERMEHHOBMY NPOToKSNY. MpoToKon OonweH
IANARATE JLTANK IKCNEDUMERTA, NPOLEaY P AHANKIA AAHHLIX W KDATEDHE MPHEMEM.

B npotokone Takse Heodeoguao ciocHo8aTE CTATUCTHHECKME PACYETE, BIAYER YHMCNC MAMEDUTENEA,
EAMHWL PEAKTABORE K PENMHMLKPOEAHHEY 00RAIUOR, & TAKKE EDUTE0HAN NDHEMEA.

Boe HoMNOHEHTEl CHCTEME!, BENIOYAA MIMEDMTENLHLIE YCTRPOACTEA, CHCTEMEl DEAKTHRE0E 1 AKCECCY APk,
[onsMbl OpiTe DENPEIEHTATARHLIMA B OTHOWSHKK NROAYKTE, NPEAHAIHAYEHHOND ONA NPOLaHK.

CUCTEMA MOHATODHHIE MMICKO3E! B KPOSKM GONHKHA BETE OTREryNMPOEaAHa Neped NEMMEHEHWEM COrNAcHD
HHCTRYELWAR MIrOTOBMTENS [HANPUAED, CNOMOWBID KOAKPOSAHKA, KOA0BLIX MMIYNLC0E ). Mewdy nagannens-
HEIMH HIMEDEHHAMA HENEB3IA NPOBOOMTE NOOCTROAKY, BCMM B WHCTDYKUMAY WIrQTOBMTENS HE OroBopena
HACTPOAEA NEPEen KAaKaLIk UIMEDEHUEM.

Mpoueaypsl KOHTRONR, DEKOMEHAOBAHHLIE M3CTORBMTENEM, NOMEHE BRINOMMATECA NERET KAWAOA
CUEHEOH.

I pHMEYEHRE 1 — B 7.2 A T3 oueHs MNaHHDYHOT B NONHEHWE BEpAPHEELUWA, E0TORER NReOHEZHAweRE ANA
ToOro, YTofk :.IﬁE.EIv'.TbGFl. 4TS NpoOy=T cnocofied CoOTEETOTEGEATE TRREDSEHHAM H NPEUAIHOHHOITH W NPABUNEHSCTH
a paigensa B oyeHk NnpafcTEENAKNT cobol BANWABLMED H3 3Tane MpoEKTHROBAHAA, UENEKD KOTOROR RANASTCA YESDEH-
HOLThR, 4TO FIEE-EI'-IWH EAPAKTERHCTHEN CHCTEM B COOTEETOTEYHOT YOTEROBNSHHEIM TEehoEaRHAM.

MfpAamMedadse 22— YoTAaHABNMEAT THN olpaayos, Tpebyamels ONA C8HI0A OUSHEN.
1.2 OUueHKa NPeUHIdoHHOCTH

7.2.1 ObBwMe NonoMeHHA

MoBTORAEMOCTE [CXOOMMOCTE) M NPOMERYTONHAA NDELHWAKOHHOCTE A0NHHE Bl Te SUEHEHE N0 KPATERI-
Al P OEETHEHOCTH, BelBEOEHHEIM M3 KDATEDWEE TOHHOCTH CHCTEMEI B 7.3, KPUTEPHA NPHEM KK O0NHHE DTy
2A00KYMEHTHPOBAHEN B NPOToKRDNE,

AHANAI QUCNEDCHK ABNASTCA NPEONOYTHTENEHbIA CTATACTHYECKHM METOOOM, KOTODEE HCNONBIYIOT,
KOMOa HEOSXOQHM0 GUEHKTE MHOMOHHCIEHHEE akTopbl.

MpamMedadnse 1 — B OTHOWESHMA 0OUGAE NEAHUANOE GUSHER NPEL@IMOHHOCTH MAaTOLE WaMepeHna o, [3].

I pPAMEBYAHAS 2 — MomHo NRaHWPCEaTE NPOBEdEHHE SKCNEDHMEHTOE W ANA GUeHEH B0I0EMCTEMA TaKWX
PEKTOROE, KAK PRIHEE NBRTHA, PAIHLE MATEDWENL ONA nﬁ-pas:-_-.cs, PESHRE NONBICEATENN WNHE OPYTHe NEDEMEHHEE (Ha-
npaMen, BEOINSACTERE TEMOEDATYDBl, BNAXHOCTA ).

T.2.2 OUgHEA NOBTOPAEMOCTH

7.2.21 OBwme NnonoseHMs

MosTopReMOCTE A0NHHA CeiTh CUEHERA B BMOE NATH IHAYEHWHA KOHLEHTREWMK MIODK036, pPAcnDeqenasH-
HER MO WHTEDBANY HIMEDEHHA.

MoBToRAEMOCT B QOMNAHA Dbl Te MAMEDEHS B TEYEHME KODOTKOMD NPOMEKYTED BOEMEHK, HE NPEBLILaIOLLE-
Foo0MH OeHBHA HEMEDHUTENE, OOHKM M TEM ¥E ONepaTopoM, & HENONbICEAHWERM OO HOMD MAMEDHTENR W DEaKTH-
BOR OOHCHE NApTHH. DECNEDHMENT JOMEeH DeTE CrNaHUpoBaH Takm obpazon, 4ToDEI CEECTH K MHHHMYMY
BRWAHKE HECTADWNEHOCTH FMIOKD3L B NERO0e,
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CUeHKY MO¥HO BRINCNHATE HA COHOR NAPTHA KKK OOHOM NONE30BATENE, BCNK DAHHSIE EMOHCTRUDY-
T, 470 NOBTOPASMOCTE CACTEME HE SABWCHT OT KOHKDETHX NapTIANR PEarTUEOS WM NoNEI0EATENA. B MHoM
CIYYAE IKCNEDHMENT QOILEEH NNEHWPOBATLCA TAKWM 0Bpaiom, uToG OUEHKRTE TAKYH 32BHCHMOCTE NOBTODAR-
MOCTH OT YKa3aHHEX aKkTopo.,

MpuMesasde— B OTHOWEHAH PYEOBEOACTEE NG ONPSOSNEHWH NOBTOPASMOCTH METOLA HIMSREHHA oM. [3].

7.2.2.2 Npobe

OueHEY NOBTORPAEMOCT HEOEX0AMMO BEINONHATE Ha Npodax kpoen. MNpegnosTuTensHoW npobor gna
OUEHE NCETORASMOCTH ABNASTCA BEHOIHAR KPOBE.

Mpobsl JonHHE BelThe NPATOTOBMEHL] M3 BEHOIHOR KDOBK Yenceeka, cobpanHon B npoSKpen, coepsa-
LM AHTHEOAMYNAHT, YEAIAHHEIA B MHCTPYEUMAX N0 NEHMEeHEHRI0. DEbeMHaA 00NA KPOBRHBIX TENE B KPOSH
(TEMaToEpKT) JonHHa BeiTe B npegenax &, 35—0,50 n'n (o7 35 % oo 50 %)

HeofxogumMo HCNonNsaoRaTeE NATE Npoh © KOHUEHTRALMER TMKLK030H B MHTEpBaNGR, YCTAHORNEHHLIX B Tab-
nrue 1. KoHUBHTPaUKIOD MMEKo3s B KaE0d npobe cneqyeT onpegenaTe, HCNoNsays CUCTEMY MOHWUTORKHIE
FMICKDAL B KROBM.

Tatnwua 1— HHTe PEENE KOHYEHTPEUWWA MMHED3EI 4R OYeHEKH NoOBTORASMOCTH

WMHrapman BFLEH TRALEA TAHAE 30, MMONE N (pmrign )
1 O7 1.¥ go 2.8 (ot 30 go 509
2 Cr 2.9 a0 61 {o7 51 go 110)
3 01 6,2 0o 8,3 (o7 111 go 150}
4 Ot 84 oo 139407 151 o 250}
5 01 14,0 a0 22.2 (o1 251 ao 400)

KOHUEHTDAWWD TNOECSE B Npobax BEHGIHON KDOBK MOMHD DETYNIMPOBATE NYTEM palBederda npobsl
BOOHEIM PACTEBODOM TMKES3E, NPAMOTOEMREHHBIM Ha 0.9 %h-HOM DacTEOpPE COnK.

PaaGapnesns He JomHo JHAYUTENEHD HAMEHATE MATRHUY Npobbl.

MonydeHHse npode cnegyeT BeOepsaTs B TeHeH e HE MEHEE 15 MHH 00 MCNONEI0BAHKME, YToDR Npon-
AGLME NANHARA MYTADOTALUMA W BeING QOCTUIHY TS PABHOBECHE ONTHYECKHK D- 1 L-vaomepos.

Momro gobaenTe 8 npoby KOHCEDBAHT, KOTOPLIM HE MEWAET WIMEDEHWAM KOHUEHTPAUMA THIOKDILI
(Hanpumep, GTopHa MNK MOHOROOAUETAT), B COOTRBETCTEMH C DEKOMEHIALMAMA HITOTOBWTENA, B GOCTaTOHHOM
O EEME, 4TODH CEECTH K MHHKMYMY TNHKOMNHS,

YOG NONyHUTE GoNee HHIKKME KOHUEHTDALWK MT0KOaL!, JONYCKAEToA COCTapHBaHHe NEob KpOBW C aHTH-
KOAMYMAHTOM, NOKS COQE0HAaHWE TTIOKOIEI HE YMEHBLWKTCA 00 MENaeMore YRoeHs.

7.2.2.3 CUucTema peakTUBEoR

Tpebyertca 500 eMHAL CHCTEMEl DESKTHAO0E M3 HE MeHee 10 amMnyn (NPOSKPOoR] WK E0HTERHE DO,

7.2.24 MameputensHele yoTpoicTES

OnA cueHE NOATORREMOCTH CHCTE MBI MOHWTORWHIE FIKHO3E B KPOBH HECDX0OMMS BulBpaTe HE MeHEa
10 wamepuTenai.

7.2.2.5 Mpoyeoypa oUe KA

Crneoyiowan npoUenyDa AENASTCS MAHWMAN bHEIM IKCTIE D MEHTANEHLIM NNAHOM OUEHEW NOBTORASMOCTH.
Da TpebyeT BRINonNHeHMA K OsLM wamepuTenam no 10 nasmepedni npod B Ka¥0om MHTEpRaNe KOHUEHTDaLMa
FRICKOAL, NpUBEdEHHoM B Tabnuae 1.

NMpumesasne— nFIDUE',ﬂ_yﬂ!f' MO HD Mo EUMpOBaTs, uTOfEl CEBETHTE HECKONERD NapTad pPeaxTRBECE WHNA
HECHONEED NONL30BATENEA.

Mpobsl JonN#KHE DEiITE NPUBE0EHL B COCTOAMKE DABHORECHA NPH TeMNepaType (23 + 5) °C W nognepsu-
BATLCH BO BREMA IKCNSDUMENTa B Npetenax + 2 °C oT cTARTORON TEMNEDaTY P

Mpexne Yem B3ATE KAOKAYIO NODUKED ANA Maseperra, npoby HeoBxoOMMe CCTOPOMHD W TIAaTENLHD Nepe-
MELWATE NEREBODAYHBAHAEM NROBUPKK.

EanHKUbl cMCTEME PEakTHBOR CNeayeT Bpath 3 00RO M TOH Ke NPoBKpENYNakonEd 0NA KAMA0To Hame-
pATENA.

a) HysmepyT edqHALLEl CHCTEMEl DEAKTHRECE (NLOoDMPKW KOHTERHEDE ) 3NA KaHI0MD H3MEpUTEenA.

b} BepyT eguHELY CHCTEMBl PEAKTHEOR M3 NPODMPKWKOHTERHEDA W HAHOCAT Ha npoby.

PeaynbTaT 3anAcLBaHT.
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Mo#HD MCRONEICEaTE NUNETEY 4NA NEPEH0CA (TO BCTe DaIHBIE MERHEIE NANETKK), checnaqraawyio
nepeHot chwemon Npodel B NPEQENax PEKCMEHDYEMOrD HATOTOBHTENEM MHTEPRANS, YTODE WMHUTHLOBATE
CTAHAAPRTHOE HAHECEHWEe Npobi.

c] MoeTopAwT 3Tan b) ewe 9 pas, MCNONE3IYA O0WH M TOT ME HIMERWTENL.

d) MononeayA oguy | Ty #e Npoby, NOBTOPAKT 3Tank B W C) C KamabiM Ma 3 0CTaBWMECA HAMepHTEned 1
NEPoBUpOE UMW ECHTEAHEPoB. JTC PEIYNLTATH Boes 10 nasepeHd Ha Npody Ha MAMEDRHTENL.

2] BepyT cnedyelyio Npody | NOBTODAINT 3Tankl a) — d).

fi PaccuynTeingioT cpedHes IHa4eHie, CTAHOapTHOE (CPpedHekBEalpaTAYESCKoE ) OTHNOHEHIWE M Ko3ddii-
LUHEHT Bapdagxs (CV = KB) ans kawgoro wasmepuTens no 10 HamepeH9EamT.

g) PaccynTelipanT ofles cpedHes, COBORYNHYI0 OACNaporI0, CORDKYNHOE CTAHOaPTHOS (CoeaHeKBan-
LATHHECKDE ) OTHMOHEHHE [Ha 95 Yo-HOM JOBEDHTENLHOM KHTEDEANE] W COBOKYNHLIA OV

I pAMEBYAHAS— CrasaapTHOoS OTENGHeHR®e W OV RENRKOTCA KD TEpUAMW NOATORASMOCTH.

SHCNEPHAMEHT MOKHO CNNAHKPOBATE TAKKK 0DpaZomM, YTobE NONYHHTE CTAHOARTHOR OTENOHEHHE NOBTO-
pPREMOCTH, a TAKHE GPYIWME COCTARNAKWMWE JUCT2PCHA NYTEM aHANAIa JHCNepcHl BMecTo aTanoa ) gl

AMNWEBOTE JOMKHL OTBMPATECA OT Kaao# NEpobbl HENOCPEACTEEHHD NEDEA NEPREbIM HIME DEHHER W Cpa-
Iy #e NOCNE NOCNeaHers MIMEDEHNA, BeNONHASMOTD CUCTEMON MOHKTODHUHIE MNI0KOIR!I B KPOBK {MHHWMYM B
napannensHosM DEXMME) B COOTEETCTEMH © BhIGLaHHON WIATOTORMTENEM WK NOCTOAHKD O8ACTEYIOWEN Npo-
LEnypol nasepeHna.

Ecnu aTy peayneTaTh EMORCTPHDYVIOT BOAOSACTEWE peAda Ha OCHOBE NPe LB TENLHD ONDeaenesH-
HER KPMTEPHER CTABMNEHOCTH [HANDHUMED, A3MEHEHWE MEHKAY NERBEIM M NOCNEOHUM peayneETaTamMy Gonea 4 %
NpH COOeDwaHHN TMIoKo 3R Donee 5,5 Maonin (100 Mrion) wnd Gonee 0,22 Mronsm (4 mMrion) npy cone paaHn
rMOEG 3B, DONes UNd passos 5,5 Muons {100 sr/on), To pesyneTaTel ANA GaHH0A NPoBLl HENE3A HCNOMNBI0=
BaATE M BCE MAMEDEHWA ONA TR Npobet HEoDXoOUMO NOBTODHTE.

T.2.3 OUsHEA NPOMENYTOMHON NPELHIMOHHOCTH

7.2.3.1 Obwme nonoweHMa

MpomMeRyToOYHYID MPELHIMOHHOCTE HEODXOOMMO OUEHKTE OMA TREX EOHWEHTPALMEA MM0E0aLI .

CyeHEa 00n#Ha BRTe NOMYYEHS M3 M3 PEHHA NPEUMSHOHHOCTH B HOPMANbHBIX YEOBHAK NEMMEHEHKA,
T. €& OOHHM OTOEMNbHEIM MONEI0EATENEM, B TEYEHME HECKOMBKHY GHER, CUCNONB30BAHMWEM OOHOM0 W TOMD: ME
HIMEDHTENA # CHCTEMbl DEAKTHEOE SAHOR NATHK.

CyeHka QonsHa BENONHATECA GNA HECKOMNLENX MAMEDHTEMNEA W PAIHLIX NONEICBATENEA B TEYEHWE HE
mawee 10 gHel.

DMKy MOMHD BaIMOMHKTE HE OOHONA NADTHW, BCMW GaHHLE NPOLEMOHCT DM DOBANK, 4TO NPOMEKYTOYHARA
NEELUHIMOHHROCTE [BKNKYaA NOBTODASMOCTE | HE 33BKHCHT OT NAPTHH PEAKTHEOE. B NPOTHEHOM CNYy4as Heobxo-
SWUMO ACNONE3I0BATE HECKONEKD NAPTHA M NNAHKDORATE IKCTIEDHMEHT MCXOOR M3 HIMEHSEMOCTH OT NADTHA K
NapTH#.

MprredyaH«e— B oTHoWEHWA DYEDS0ACTER NO ONOSOENEHH NEOMEHYTOHHOM NEELWIE0HHOCTH METOAA Wi-
mepeHia os. [9).

7.2.3.2 Mpobwl

CyEHEY NPOMERYTONHOA NEPEUHIMOHHOCTH HEODXOAHME BEMONHATE ¢ KOHTPONEHEIMIA MATEDHATAMEK.

Mpegno4TiTeNbHBMA NEOBaMM SENAKTCA KOHTDONLHBIE MATEPWANE, NPEACCTABNAEMBIE KIMOTOBHTE-
ness_ ANETEpHATHBHEIE KOHTDONEHEIE MATERHAN B MOKHO HCNSNLIOBATE, BCNKH OHA YTRE e HI ANS NEHMEHE-
HHA WITOTOBMTENEM CHCTEME! MOHATORWHIA MMIOKD3L] B KDOEK.

HoHTponeHsR MaTepuan HeobRoauMmMo roTOEMTE B COOTRSTCTEHMM € MHCTDYKUHAMH MO NpUMeHeHne. Cta-
DUNEHOCTE NPOG B TEYEHWE NEDHOOA BRNONHEHAA CUEHKH J0M#Ha GelTe NOOTESDHOEHA.

HeobxogMmMo HeNoNe308aTE TRW NPOSE C KOHUEHTREWMA MA TNKECI L B HHTEDEANAX, YEAZAHHLIX B TaGnm-
ue 2. KoHUSHTPauMA Mo k00N Npode GoesHa GeiTe CNPpeaeneHa ¢ NOMOLWE CHCTEME! MOMWTODHHIE
RO B KPOBM.

fTeGnuwya 22— FMHTEREANS! KOMUBHTRAGWA MMDES3E ONA OUEHKEW NPOMEXYTOYMHOA NPE UMIHGHHDCTH

Mutepean KOHUEHRTRILAE FIORDIE, MEonsn (8rian)

1 Ot 1.7 a0 2,8 (o1 30 a0 50}

2 Or 8,5 oo 8,0 (or 96 oo 144)
3 07 15,5 go 23,3 (o7 260 no 420)
13
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7.2.3.3 Cucrema peakTveca

HeofxoguMo HCCNeaoBaTe NARTHE MKW 43CTe NARTHA. ECNK HE MMEETCA NONHOA NARTHN, HEODXOOM MO
JANHCATE B NPOTOHON, 4TC MCNONLACEANAcs, HacTe NADTHK, A TAKKE CTATYC MaTtepgrana.

Tpetyetcs 300 80MHKL CHCTEMB DEAKTHE0E K3 HE Madee 10 NPpoSUPoK MMM KOHTERHEPOR.

Ecri Monone3yeTCR HECKONBED NADTHA, JKCNEDW MEHT HEQDXoOM MO CNNAaHKDOBATE TAKKM COpalom, 4To-
Gkl BoE pEIYyNLeTATEH OT QOHOMD H3MEPWTENA DEUTM MOMYYEH bl C MCNoONEICEAHNEM CUCTEME! DEAKTWBOR OOHOH W
T e NapTHM.

7.2.3.4 Wamepdtens

L0na oueHKK NPOMERY TOUHOR NTRPELM3MOHHOCT CHETEME! MOHHTODMHME MMIOKDaE B KpoBM HeoBxogumMo
BROpaTe He Menge 10 HaMepuTenen.

7.2.3.5 Mpoyegypa oueHKK

Chnegyiollan npoueaypa npeactasnseT cobol MUHKMAaNeHEIA NNaH J8CNepMMEHTa ANA OUEHKH NpoMe-
HYTOHHOA NPEUMIMOHHOCTH B TEYEHKE HECKINBKKE JHEA. [Tnak TpebyeT BENONHEHNA 0OHOMD MIMEDEHNA B
OeHe NPoGs B KEXO0A KOHUEHTRAaUMK MTI0K03s| B COOTRETCTEMA ¢ Talnwued 2 B Tededue 10 gHen gna Kaxgorno
W3 10 varepuTEmeEA.

Mpouegypy MOMHS MOQUEHUMDOBATE, YTODE MCNONLICEATE HECKONEKD NADTHA DEaKTHBOE,

EOMHWLE CHCTEMEl DEaKTHB0E 0NA 33000 NPobsl HEohXoaUMo SPATE W3 OO HOE M TOW ¥e NpoSHpEH KoH-
TEHHEPE.

a) OnpelenasT NPoSHpRYKOHTEAHED 0MHML CUCTEME! DEAKTHEOE ONA kA0 HaMepHTens.

b} BepyT egUHHLY CHCTEMBl DEAKTHEOR M3 KANA0H NPODHDEW KOHTEAHEDE W HAMOCAT Ha Npody.

PeayneTaT 3andcLIBanT.

MOosHO MCNONEIOBATE NANETHY ANA NEpeHoca (T. €. PaJHBIe MEDHBIE NWNETEW), O0SeCnedrHBaLYH
nepeHoc oibemMop Npobsl B NPEAENax DERSMEHOYEMOND HATOTOBKTENE M MHTERRANS, YTO0LI MMWTHUDORA T CTAN-
OApTHOE HaHeceHKe Npobibl.

) MoaTtopRKT atan by Ana kasnoi Npode .

d} MoBTOPRIOT 3Tane b) M C) oOWH pad KaKOsIN DEHb Ha KaXO0M K3 QEEATA OCTABLLMXCA WAMEDHTENEH M
NEoGUpoK MNKW KoHTEAKEpoR Boero B Tedenke 10 guel. [ns kaxaoro HaMepuTensHoro yeTpoRcTEa B TeYeHne
BCEMD NEPMOLA OUEHEH HCNONBIYIOT GOHY W Ty e NpoSupEy KoHTERHED,

e} PaccyuTeiBaKT CpedHes IHaYEHWE, CTaHOapTHO (CPea e BaNDaTHHE KOS OTKNOHEHHE) 1 Koadidu-
UKEHT BapuWauikn {CV) GNA Kaw00rs HIMepuTeNsHors yoTpoRcTEa no 10 naMepeHinas.

f} PaccuuTeiearwT obies cpefHes, CORDKYNHOE CTAHOAPTHOR {CPe0HeKBANRATHHECKOR | OTHNOHEHE
(Ha 93 Yh-HOM AOBEPHUTENLHOM METEpBANE) U coBokyNHEA GV, CTandapTHoe (CoeaHekRadpaTHYeCHOR | OTENOS-
HeHKE W CV ABNRKTCA KPHUTERHAMKA NPOMEKYTOMHON NESUHMIKOHHOCTH OTOSNEHOR CHUETEME B TEYEeHWE
HECKOMEKRE OHEA,

Ecnv ou@HEa BENIOHAET HECKONLED NARTHA MIMNK HECKON BRD NONLICEITENEN, MOKHO ONPEOENHTE HIME-
HASMOCTE OT NADTHA K NARTHH 4 0T NONBI0RATENA K MONLI0BEATENK, 8 TAKHKE NPOMEHYTOYHY IO NEEUHSMOHHOCTE
ANA CRHOTD MAMEDHTENA,

T.2.4 AHANWa AAHHLIX M NPpEACTARNEHME OAHHLIX ONA NOBTOPASMOCTH H NPOMEMYTOUHOH NpeL M-
IHOHHOCTH

CrangaprHoe (CcpedserkBaipaTAYeckos | OTENCHEHHE W Ko3DEMUMeHT BapHauMK 0NA NOBTOLASMOCTH M
MDCMERYTOYHOA NPELUMAMOHHOCTA QONHHbl GolTh PACCHMTARE G NOMOLLED NOGTBEDHASHHBIX O0KYMEHTANLH
CTATHCTHHECKNE METOOMK. AHANKA JUCNEPcHA ABNAETCA NPEANOYTHTENEHEIM METOQOM PACHETa NDoMEHYTON-
HOR NPELRIHOHHOCSTIA.

Heobxoguo ConBWKTE CRNegyiowyio WU OopaaL Mio;

4} KOHUBHTRALUWE MMeKSSE B Kamood npobe;

b} cpeaHes aHAYBHKE K3 HAGMKAAEMbIX PEIYNBTATOR KOHUEHTPALMI FMIOK03LI ONA KaXDod npobl;

C) CTAHOAapTHOR (CPpedHEKEARPaTHYSCKDE ) OTHNOHEHHWE NOBTORREMOCTI (Ha 95 J5-HOM OOBEDH TENEHO M
weTEpBans) 1 kodhduuredT sapradur (CV) ONA KawOoR KOHUEBHTPAUMK [MHOK03L Boiwe 4,2 MmN
(75 KMr/gn) ¥ CTAKOAPTHOE (COSOHEKEaAPATWHECKOE ) OTKNOHEHKWE NOBTODASMOCTHA (Ha 95 Ya-HOM J0BEDHTENE-
HOM HHTEDEANE) ANA £2MO0A KOHUEHTDaUHH [IKDaR Hexe 4,2 mmonesn (75 mo/an;

d} NpoMERYTOYHOE CTAHOARTHOE [CPeaHERBASPATHHECKDE ) OTENOHEHHE (Ma 95 Y-HOM JoBEDHTEN L HOM
WHTEpEane) W Ko3pM@UUEedT sapuadikd (CV) OnA Kamaod KOHUSHTDAUWK MMIoK036 Bbiwe 4,2 MMenNe
(TS Mrign} W cTaHgapTHoe (CpegHesRagpaTHYECKoR ) OTENOH2HKE (Ha 85 %-HOoM JoBepMTENEHOM NHTEpRANE])
AMNA KAMA0H KOHLEHTDALMH MMOKo3E HuMe 4, 2 MMonen (75 Mrion);

@} KpaTeHeé CBedeHHA OBeliBpocas (pyKoBEOACTES NO GNPeaena ik HaNW-|Aa asGpocoB NpueegeHs & [12]
W [13]), onpenenedHbls 4 WCKNOYEHHBIY M3 CTATHCTHYSCKDTD aHAnMIa, BENIDYas METoD WOeHTHEUESLKA 1
pEIYNETATE MCCNeSOBAHKA;

fl CoRNKyY Ha METOOE CTATHCTHYECKOTD AHANKIA,
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7.3 OueHKa TOYHOCTH CHUCTEM KL

7.3.1 Tpebomanua

7.3.1.1 O6wie nonoseH«a

TOYHOCTE CHCTEMB! OOMNKHA OUEHWBATLECA HA HE MeHee 100 pasn|YHb CyDbekTaAR B TEYEHKE HE MEHEER
10 gred. DyeHka gonHHa BeNoNHATECA B akTUHECKHE YCIOBHAX NDHMEHEHNA TAKMM 0Spaiom, 4Tobsl srnk-
YHTE BNAAHKWE CUCTEMATHHYECKOH NOMrPEWHOCTH [(Dias) M CNyYaiHoH orpewHocTi (inprecision ), KoTopkeIE MOory T
BHOCHTECA OTAENLHBIMKA NONEI0BATENAMA.

OTAENEHER HIMEPEHHA CHCTEME! MOHWUTORWHIA TMHKD3E B KPOBM O0MHHLl CONOCTARNATECA & ONOPHEIMK
IHAEHHAMK EOHLUEHT DALMK [NI0KOaL], ONPEOeNEHHERMK C NOMOLWEK METOOMKA WIMEDEHWA MArCTOBKUTENA (TO
SCTh BRHBpaHHOR HATOTORKTENEM MMM NOCTOSHHO ASRCTEYHOWENA METOOMKE HIMEDEHWA, MITH & NOMO LK MHCE
YTREDHOSHHOA METOOMKN HIMEDEHHA, KOTODAR NPOLEMOHCTRARPORANE DARHOLEHHEE DEIYNETaTEI).

CTaqaapTHER METoO HIMEREHHA MMIoK0ak! [(Hanpusen, B BoneHAUE wny ambynaTopHo B KAMHWYSCKOR
MaGopaTopK), KOTOPLINA YTEEQHOEH ONA ONPELEne WA NDEUNAHOHHSCTA U NEABUNEHOCTIA NYTEM CONoCTaBna-
HWA C BelBpaHHOR MarCTOBMTENEM MKW NOCTORKHD QEACTEYVIOWER METOIWETH MIMEDEHMA, MOMHO HCNONEI0-
BATE ANA HAIHAYSHAA ONODHBIX IHAYEHHEA.

MogpoSHoe ONACAHKE METO0a HAMEDEHKA, WCNONEICBAHHOTD GNA CNPEgEneH A AHAYEHMA, BRIIOYaR
2ro NEoCNEKHBIEMOCTE WHNK CABHOUEHHOCTE, HEOBX0OMMO BHECTH B NpOTORON.

7.3.1.2 MNpobl

CyeHEa TONHOCTH CHCTEME O0NKHE GbliTe BRMNONHEHa Ha He mernee 100 npobax caexed kanunnApHoR
EPOBA, KakOaA W KOTOPEX J0N+Ha BblTe B3ATA B JOCTATOMHOM O0bemMe, 4T00E NPOBECTH HAMEDEHHE QBYMA
HIMEDHTENAMK K. KK MHUHAMYM, B NapannensHom PERHME, C NOMOLW B METOOWKH HIME PEHWA MAroTOBHTENA.

KEHMTEDHK HCENIOYEHWA, TAKKE KaK 00 baMHAR 0ONA KPOBAHEIX TENEU B KPOAH (FEMOKDHT), O0MKHE Gaam-
POBATRCH HA MHCTRYKUMWAX MATOTOBWTENA MO NPWMEHEH I,

MpobEl KENHANSPHON KpoBK GoMEHBl BeiTe COSPaHR! MY TEM NPOKONE KoMK (HANDHMED, HA KOHYWEE NaNb-
ua), noaretoaneHsl KW obpaboTalel COrMAacHD WHCTRYELUMAM N0 NPHAMEHEHWK, BRMIOYER NPeOBapHUTaNsHY 0
obpaboTry Npobel., ecnw TpebyeTca, ChedyeT MCNoNEAICEaTE KOHTERHEDL © Npodamy, NpegHaIHa%eHHbIe ANA
CHopa KanUnNMapHoE KposH.

B HeknTODRIX CNYHaax MOXeT NoTRe5oaaTeCA BTODOA NPOKON KoMK, 4TOGE NOMYYHTE NEobsl A0CTATONHO-
ro 0SLEmMa ANA BeNONHEHKA NPOTDaMMEl.

Mo#eT OKa3aTeCA 3aTRYAHHTENEHEM NONYYEHKE QOCTATOYHOID YHcha NEpol CReHER KanHNNAPHOR Kpo-
B C OHEHb BEICOKOR M O4EHE HHSKON EDHUEHTRALMAMM MK KC3EE. B TARHH CRYYa8s MOKHO NDHMEHKT b HAMEHEH-
HEE NPODLl KANKNNAPHOK KPOBH, B KOTOPEBIX KOHUEHTDAWMA MO NOBLILWEHE MMM NOHWHEHS HCRYCCTEEHHD
(O, M)

KOoHUEHTRAWMA MK JO0MHHEl PACTREASNATLCA B OXANAICHER, YCTAHOBNEHHEX B Tabnkue 3. Kos-
LEHTRALMK MMIKO3sl HEOBX0OMMO ONEEAENATE C NOMOWSEHY CHCTEMb! BOHKTORHHIS FIIOKOILL B KROBIA.

Kak TONbED KATErSpKHA KOHUEHTDAUWK 3aNoNHeHa, K Hed Heneas gobaanaTe Bonswe npob.

Tabnuua 3 — KOHUEHTPAUWM FRHOE03E B NpoDax Ona oueskd TOMHOCTH CHETEME

Mpowent npob, % KoHuEHTREYEE FIOKDIE, MESnen (srian)

5 Menee 28 (meaHee 50)

15 Or 28 ao 4,3 (o7 50 oo 80}

20 Or 4,4 go &, 7 (or 30 oo 120)

H] O7 6,7 go 11,1 (o1 120 go 200)
15 071 11.2 o 16,6 (o1 201 go 300)
10 O 167 oo 22,2 (o1 301 go 400)

5 Bonee 3323 (Gones 400

OnA KoHUESHTRaUWEA MmokcisE oT 2.8 oo 22 2 smmone'n (o7 50 go 400 mrian) HecbxogkmMo WCnoNs30BaTe
TONLED HEHIMEHEHH IE NPODEI KANWUNNARHON KpoaK. ECNK HeoGXogre0 NoNYHuTe o0CTATOY HO NpoS B AManasc-
HE BONEE HHIKUK U GONEE BbICOKAX KOHLEHTRAUWA, KOHUEHTDALMK MMIKKS3E MOMHO OTReryNMpoBaTs CRedy-
WL oDpaiIoM:

1
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= yTobkl NONYYUTE ASNCNHUTENEHEE NPoDE C KOHUEHTRALMER MMoKo3s MeHee 2.8 maonen (MeHee
S50 mrfon), npofsl KANKANAPHOW KPoBK cnegyeT cobpaTe C COOTERTOTEYVIOWHM AHTHEOAMYMAHTOM M MHEYDHMpo-
BATE ONA TMOPCNA32 FMIoKD36. ¥enosra iy Gauun (HanpuMep, TeMnepatypa) ana nonydesna ngeld, coamec:
THMBIX C CUCTeMol (Hanpyuer, Des remMonuaa), Jo0N4He onpedenaTeca NITCTOBUTeNEeNM;

= YTO0B NONYHHTE JONONHETENEHEE NPOGel © KOHUEHTRAWKEA MMIOK0aL Bonee 22 2 MMonsn {Gonee
400 wrion), npobiel £KANWNNAPHoE KpOBKW CRegyeT CcoSpate © COOTBETCTEVIOWMM AHTHECArYNAHTOM, 3 3aTemM
NobaprTE MNKO3E);

- HEeobX0oWMO NOATEEDON T KOMMYTabENEHOCTE NPOG © OTPEryNHCOBAHHO R KOHUEHTDAWWER C© OUeHK-
BAEMOH CHCTEMOH.

O7 kasnod Npodel HeoBX00MMO BAATE ANWMEBOTY HENOCPEOCTREHHG NEDEn NEPBELIM W CPAEIY ME Nocne
MOCNEAHETD HAMEPEHHA HA CHCTEME MOHMTODRMHIA [MOKO3L B KPOBKM GNA NApannensHors WIMepeHda ©
MOMOLL B METOOHKA MAroTOBWTENA.

Ecri MeTogMea Mamepesna He paspabotana gna npol KDoBK M HE 3a0aeTeA NPOUeayDa CCas e HIA KNe-
TOK, ANWKEBOTE NPpoSk cnegyaT yedTpudyrvpoeate npu 1000 g B Tevenwe 10 mun, cpasy nocne aatopa, ytobel
MEMYHATE CRIBOPOTEY (NS ).

7.3.1.3 CucTema peaKTHeos

HeofxoQuMo HCCNENoBEaTE BCH NAaPTHR MNA HACTE NADTHH 80WHHL CHCTEME DEAKTHROE. ECMK HE MMEeeT-
CH NAPTHA UENAKSM, HEODXOOMMO BHECTH B NRPOTORON WCCNegyemys YacTe NAPTHA ¥ CTaTyC MaTepuana.

Tpebyetcs 200 e0MHWLY CUCTEMBE DESKTHEOR W3 HE MeHee 10 NpoSHpoR WNd KoHTekdepoB. Heobxogumo
HBAETE JONONHHUTENEHEE BOMHMLL] T TOH #E CaAMOR NBPTHIA ON8 BulNONHEHNA DONONMHKTENEHEE MIMEDEHWER,
Mo HeoBXoquMOoCTI.

MomHo HCNONLI0BEATE OOHY NARTHED BOMHAL CUCTEME! DEAKTHRCE, SCMNK XaApaKTEDHAYIOWWE OaAHHLIE
MOKAIENM, UTO MAMEHYMEOCTE OT NADTHY K RAPTHA ARNASTLA MUHHUMANSHEIM WCTOYHAEOM 0BWER MAMEHUHBOCTH.
B NpoTHEHOM CNYy-ae B OUEHKY TOYHOCTH CHCTEME HEoDXOaMMO BEMKHHTE HECKOMNLKD NApTHH PEaKTHEOR,

7.3.1.4 Mamepdtend

YTOG L CEBECTH K MAHKMY MY MDOMEHYTOK BOEMEHA MEXTY NapannenbHB MK HIMEDEHHAMK, MOMET NoTpe-
GoRATECA MCNONLIoEaAHKE Gonee 0gQHOMD MaMEpUTENA Ha cybiweT. Mpouenypa, ManokeHHan B 7.3 2, npeano-
NaraeT, YTO KaXabid CYBLerT HCNONBIYeT OB3 WIMEDHTENA.

EcnM Menonesye oA Gones OBYX MAMEDHTENEA, M MOHHO YEPe00RaTe B X008 IKCNEDMMEHTA TaK, 4TobbI
HEHOLIM HAMEDWTENEM WIMEDANOCE PABHOE YWCNo NEOG,

Mpume«sasHe— YBENHYEHHE YACNE WIMEDATENSH B SKCTIEPUMEHTE YMEHBLLAET HOHEPETHOE BNAAHWE KA Oo-
Mo AIMEDHATENR {CHCTEMATHMECEYD NOMPEWHOCTR), HO MOEET YESNWYYTE MMEHASMOCTE 8 PEIYILTATE WEIMEHREMOCTH OT
WIMEPUTENA & HIMERHTENK (MPOME=YTOMHAA NPEUAIHOHHOCTR).

EcniM 00uH 4 TOT ME MAMEDHTENL MCNONBIYETCA PAIHLIMA CYDLEKTAMK, MOMET NOTPEE0BATLCR NPOMbIBA-
He Nprbopa, 4ToD: MICEMaTE NEPEHOCa NATOMEHHEIX MAKDOODTAHMIMOE KPOBK, PeKoMerOyeTeA, YTOD L Waro-
TOBATENH YyTEESLOMNK NOOX0GALYID METCOWKY NOCKMEIBIHMA W BHNHH WA MHDOEMaUK 08 3TOM B CNPAB0HHHE
MoNE30BATENA.

7.3.1.5 Orpymamwpe yCcnosma

HMamepeHHa C NOMOLW LK CHCTEME MOHKTORHHNA FNKOKCI60 B EDOBH CREOYET BuINOMHATE NDH TEMNEDa Ty De
(23 £5)°C.

Harmepenwe npob kanynnADHoN KDOBH © NOMOLLEI CHCTEME MOHHTODWMHIE MIKKS3L B KRPOEW NPEMMyLWLEecT-
BEHHO BENONHASTCA NpH ambynaTopHbLIX MCCNeEJoaankax ¥ NALWEHTOB, CTRAgAKLWME CaxXapHEmM avabeTom,
WIMK B BOMsHAYHBIX yenosuax. MaTtepean Tednepatyp = 10 °C oxpaTeigaeT KonefadnA oKDy Hakwen TeMnepa-
Typd, 0OBIYHO NEOUCHOOALLME B ATHX MECTAX.

7.3.2 Mpoueaypa oLeHKK

Crnenysluan MeToOuEa ABMAETEA MUHWMANBHEM NNAHOM JKCNERAMEHTA ANA OUSHEW TOUHOCTH CHETE-
mkd. OHa Tpebyer ve meree 100 cyiRerTOR C KOHUEHT DAL WAMMA IMKKO3k5 B KPOBM, DACNDETENEHHbIMH MO MHTER-
Bany HIMEpeHKa B COOTBETCTEMW C Tabnuued 3.

Takas METOOHKa MOMEeT DulTe NPKCNoOCoBNeEHa GNA KCOCNedoBANKA DEAKTHECE HECKONBKMX NAPTHA.

Ona ka#gol npoSs e0MHMLE CUCTEMEl DEAKTVE0R CNedyeT Bpate 12 0QHOM 1M ToW e NpobMprwKoHTeR-
Hepa.

Atank a) — f) cnegyeT BeINCNHATE ONA K800l Npobs.

a} MpuceanaaT HoMepa NpobupEamMm MNW KodTeRHepas (Hanpumep, o1 1 go 10).

b} MonyuaoT NpoSy CEBEXel KanWnnapHon EPOBK NyTEM NDOKDNa KOWH.

) BepyT andesoTy NEpobbl ANA HE MEHSE OBYK NADANNENbHbIX KIMEDEHKA KOHUEHTPALMH MMHIOK03al C
MGMOWL B METOOHER MIMEDEHWA WAroTOBKTENA. ECNK 3Ta METOOKMKA NREdHAIHAYEHa 0NA Npob NNaimel, HEod-
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XOOWKMO0 ONA K300 Npohel BHMONHATE NPOUSAYDY NPUIoTOBNE2HKA NNaiMbl (HANDUMED, UeHTRWgYrMpoBaHre
npW 1000 g B TedweHde 10 s, 4To0R 0CaguTe KNETKI )

d) BepyT e @QHHHLGLI CHCTEME PEAKTHEOR WA NDOOWDKW KOHTERHEDA HOMED 1 W HIMEDAKT KOHUEBHTPE-
LMD MNECKO3R B Npobe, HCNoNLays 0Ba MIsepHTEnA.

Mpofe cNegyeT HaHoCHTE Ha BOMHALY CHCTEMEl PEAKTHBOR COQWUHAKOBLIM CNOCOGOM B COOTEETCTEBHM
HHCTRYELWAMA HArOTOBKTENA (HANDHMED, HENOCPEQCTEEHHO W3 NDOKONa KoMK CYOBeKTa). ECNK NpUaEHAIT
Npobel C OTRENYNMEOEAHMON KOHUSHTPALMER MMEoKoaE B COOTBRTCTEMM C 7.3, 1.2, WX HaHoCAT Takus cnocobom,
HTOOBI MMHATADOBATE METOLMKY, YCTAHOBNEHHYK B WHCTRYELWAX KArOTOBWMTENA M0 NPWMEHERH, NDHHAMaA B
pACYET BOIMOMHLIE BEOINEACTEWA, TAKWE Kak TemnepaTypa Npobe. MeusioT npobupr KoHTERHE DR YD K-
Oele QeCATe CYOREKTOR W OBECNeYrEanT, 4TODb B CUEHKE MCNONEIOBANHCE BOMHALE CHCTEME! DEAKTHBOR K3
poex NpobUpok. PeaynbTaTel 38NKce BaK0T.

@) MoeTopawT atan c), 4Tobkl NoNYYKUTE BTOPOR pE3YNLTAT N0 METOOHEE HIMEPEHRA KATCTOBMTENA.

fy CUeHHBaKOT PEIYNETATE MO METOLWEE WIMEDEHWA HAMOTOBHTENS, 4T006I NPOBEPHMTE CTABMNLHOCTE
npobil.

Ecnu aTy peayneTaTel QEMOHCT PUDVIOT BOAOSRCTEWE Jpeida Ha OCHOBE NPe QB3PI TENEHS ONDeaeneH-
HELR KPAUTERWER CTABKNBHOCTH (HANDHMED, HIMEHEHKE MEXY NEQBLIM U NOCNEOHMM De3yNETaTamMd Bonee 4 %
NpH COO8DHaHHN TMIoKo AR bonee 5,5 maonen (100 mrian) wnd Gonee 0,22 Mronsn (4 Mr/on) npy coaepeaHdm
rMeckoakl, Bonee WNd paeHom 5.5 Muvone'n (100 mrfan), To peayneTaTe ANA JaHHOro CyBhakTa He MBS WO k-
A0BATe. BpakosanHy o npoby HeoBX0OHMMO JaMEHUTE DRYION NRPOGE0R B TOM ME CAMOM WHTEpBANE KOHUEHTpA-
LM TIsEO3k .

KpuTepun apeidia CnenyeT OTHECTH K NDOMERYTOH HON NDEUHIMOHHOCTH MaTona Masepa e, ECnu kpu-
TERAH CNHMWKORM CTROMME, DYaeT oTHPOWEeHS CNUIWKOM MHOro Npob. ECnK KpUTEpHK HE MeCTEWE, KakyLWanacq
HEONDEOENEHHOCTE METOOMKY MIMEDEHKMA BYLET JaBbLIWeHa.

gl Monydawot npoby of cnegyiowers cySLekTa M NoRTOPAKT 3Tanks by — f.

7.3.3 AHANKI JAHHLIX W NPEACTARMEHWE TOUHOCTH CHETEMII

7.3.3.1 OBwie nonoseHHa

PeayneTatsal Aon#Hbl GblTe HAHECEHE HA TPAGHE M NPOAHANKIMPOBAHL! & NOMOLLEKR OEHOR 13 METOLKMK,
ONHCAHMBIX HIAME.

Heobxogumo CoODWMTE CNEOYIOWYE HHDOPMAL M.

a) obWee Yuoeno NEoaHanmaMpoBaHtex npob;

bl OHanazIoH EoHUEHTRAUWA MMoKoasl,

c] rpadHE GaHHBx,

d) CROOKY DaHHLIX CTATHUCTHEH © QOBEDHTENEH LM HHTEDEANAMH,

@) KpaTHHE CEEOEHWA O BRiBpocax ( pykoBOOCSTED MO ONDEeaeN2H 0 HANM4[A Bebpocoa npHesaeHo & [12]
u [14]), onpageng MBI 1 HCENIOYEHHBIX M3 CTATUCTWHECKONS AHaNKMIa, BENKYaA METOO MOeHTUdMEALMK 1
pEayNeTATEH MCCNENoBaAHWA.

Oanuee Bebpocon MOMHD HE MCKMHATE M3 Habopa JaHHEX, KOTOPEIE WCNONE3YEST QNA ONpeaeneHikna
MAHMMANEHOHE NDHEMIEMON TOYHOCTIA {(7.4.1), HO KK CNeOYET HCKNKYWTE M3 PACHETa CTATHCTHHECKKE Napa-
METPOE, 4Tobbl MIGEXATE MCKAMEHWA COEaHEro IHAYEHAA PACNDEIENEHAR W OUEHOK GUCnepchd. Bribpoc
HEOGXOOMMO HAHOCKTE Ha rpadue ¢ Qpyram oBosHaYeHREM,

i ComINKy HA METOO4L CTATUCTMHECKONS aHannaa.,

EcnupesyNeTaTel CHCTEM bl MOHHTODHHTE MK KCAE B KPOaH cooBWLaKT B 8QMHMLAK A0 TOH MaTDHULI Npo-
Ot [HANDHAMED, NNAIMEL), HIFOTOEATENE OOMAKEH NPELOCTABKTE NONBICBATENAM, NG 33NEOCY, DETANK Npech-
pAICBAHMA W CROPHBIE JAHHEIE QOCTOBGDHOCTH.

7.3.3.2 AManui TOUHOCTH CHCTEME

PacxomgeHHe MeHay oTOSNsHBIMA PEIYNLTATAMK CHCTEME! MOHMTORMH MNI0K03El B KDOBK M CREgHAM
AHAYEHHEM ONOPHBIX AHAYE HAA J0MKHD BbiTh HAHSCEHD HA MpadME KAK ZABUCKHMAR NepeseHHas. Cpeases 3Ha-
HEHME ONORHBLIX AHAYEHHUA JOMEHO DElTe HAHBCEHD Ha rpadiKK KaK HeIABNCHMAR MEDEMaEHHaA.

Ipadpki pack o OeHUA ABNRIOTCA PEKOMEHTOBAHHE M NOOX3O0M ANA K30SDAKEHAA TONHOCTH CHCTEMES,
NOCKCNLEY CTATHCTHYECKAE JONYLWEHKS ABNAKTCA MAHKMANEHLIBN, W NDOUEHT TOYEH Ha rpadiMke. BEMONHAK-
WHE HEPWTEPHA TOMHOCT CHCTEMBI, 8 TAKEE CACTEMATHHYECKAR NOTPEWHOCTE CUBHEK NErko Bul4HCNAINTCA.
Cri. [14] vnw [15].

I pHMEYEHWEe— HaHeCeHWE Ha rpadHE NPOULEHTE PACKDHOEHWA B ZABACHMOCTH OT £OHUEHTREGMH NPH HH3KW X
IHEYEHUAL KOHUBHTRAU K oBpYHD HE NOOESOMT gnA FFIEEI:IHHE{‘[F.‘-I?I CUSHEN TOYMHOCTH CRACTEME.
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Mpumep — Fpagiue peIYNEMAMOE N0 OYSHKE CUCMEMB! MOHUM CPUHEE 2MMK0ILT & KDOAU NOKA3ZEH HE DL-
cyHvie 1. flae wupHeie MUHLY MpedcmasnAOMm KQUMepuy APpUeMEL U3 T4

PRSI D, MO

i 3

o

'aﬁ B 10
¥

20 =; 3k
KDHLSHTRELL TIOMDE., MG

PucyHok 1 — [pad Mk TOMHOSTH CHETEMsl

7.3.3.3 PerpeccHoHHsif aHanmna

OToensHEE PeayneTaTeH CHOTEME! MOHWTORPKHIA MKEOILE B KDOBM J0MHHE DeiTe HAHECEHL Ha rpadiK
KK IABACHMAA NEPEMEHHARA, 3 CRedHes NapannensHiix ONopHEX IHAYSHUA 3K HEIABWCUMAA NEpeMeHan.

Mameresan tHSLSHTTSLT [TROMDSS, REACTE/T

*

o I3 10 16 20 @
ONOPHON BLRNE- A EOH LURHTPELIN T, NSO
F=0584r + 0,1
A2 = 0,00600
= 200
Fucywor 2 — Mpadue perpeccam

FOCT ocCT IS0 15197-2011
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OnAocei £ 1y OoN#HE MCRONEICEATRECA MOEHT Y-
HiBlE LUKAMBl W MHTEPRAMNL.

HaknoH MHTepoenTa V¥ (KOHUBHTRALWA Tio-
KO3k, COOTBETCTBYIOWAR CNpeaeneHHoN TOYKE Ha
rpaduEe) 4onKeH PAcCUMTHEATECA © MOMOLSLKD
NOGXCOAWER METOOWMEH DEMPECCHOHHOND aHang-
aa. HeobxoouMo CooBlWMTE OUEHKY OTHMOHEHHA
(CTAHOAPTHYED MNOTPEWHOCTE) {8y, X1, echM
WCMONEIYETCA NMHeRHan perpeccha. TTWHMa per-
PECCHIA M MAHKR TORASCTEEHHOCTA () = X} oNHbI
MCNONE30BATLCA HA rpadMke.

Mpuwmesasue 1 — PEIpRCCHOHHEA AHE-
MH3 33BMCAT 0T COOTEETCTEHA NAMHEX ONPSaEneHHelM
CTATHCTHHECKEM QonyweH#as. fna ouesks parpecch-
OHHE X METOAHE NNA HoCNenoBaHHA MeTona conocTae-
AEHHA oM. [18] nnu [17)

Mpumesande 22— CHUCTEMETHYRCKYSE NO-
FPEWHOCT: MOKHD DECCHETATE W3 YpEBHEHWR perpec-
CHK NPpH BEGpaHHRY EOHUSHTRELWRE FNAKOIE (HENPK-
Mep, NpH MedWuMHcHOM Beifope pewedH#a 3agadd o
KOHUEHTRpAUMAX ). T, [14].

Mpumep — pagr  peEpeccuy N0 OUSHKE
CUCITEME MOHUM BPUHES EMIORG IS & KDOBU NPUBE-
den vuwe. fee aHewHue nuHuu Apedcmasniom
Kpumepry Tpuesky u3 7.4, HaxnadeigammeR mu-
HUY pezpeccUl U SHEUaaTeHMTHOCML.
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7.4 MuHAMaNLHAA NpUEMIEMAA TOUHOCTE CHCTEMEI

741 TpeboBaHHe K TOUHOCTH CHCTEMII

MAHHMANEHAR NDHEMNIEMAR TONHOCTE ONA DeIVNETATOR, NONYHYEHHBIX HA CHCTEME MOHKTORHHIE [TI0K0=
3k, 0oN#HHA GeiTe CNEQYIOWER. JEBAHOCTO NATE NPOUEHToR (95 %) 0TaenNkbHEX PEayNETATOR KOHUEHTRaULKK
MO 3B JOMEHE NONaaaTs B npegens L0 83 MMons (15 Mrign) oT pesyNeTaToR METOOW KW H3MEDEHHA Haro-
TOBWMTENA MPA EOHLEHTRAUMAR TI0ED 30 MEHes 42 MMOMNL (MeaHes 75 MION) 4 ENpeaens + 20 % npW £oH0esH-
TRAUHAK MMHC3E, Gones WNK paeHulix 4,2 MMonen (Gonee UK papues 75 Moan).

I paMEYaHRE 1 — KFI-HTEFIHH BMAHEMBNEHO0A NPHEMNEMDR TOMHOCTH OCHOESHE 3 MEJWLURHTEN TeedoEaHN-
X K MOSEWTODHHEDY TMEEDIE. CM. BaefesMe JNA AONONHETSNEHCA HH¢I{IFI-MELI.I-IH.

MpurmeydyaHse 22— KpATEQHA NPAMEHADT K OUSHKAM TOMHOSTH CHCTEME, B HOTODLE NGNs3I0BEATENA MME0OT
COOTEETCTEYHLUYYE NOOrOTORKY, YCTROACTED GONEHEM O0SQE30M OTREMyNUPOBAHG, BRNONHEHS TPedyEMaR HECTPOAKA M Ma-
TOOWEM EOHTRONA BRNONHAKTCR B COOTBETCTEMH © MHCTPYEUMAMY WATOTOBMTENA MO NDMMEHEHMH .

74.2 MNpegecrTagneHde OaHHbIX

PaayneTarsl GOMeHs ObiTh NPEACTARNSHL N0 OTASMLHACTE ANA MHTERRANOE KOMUSHTRALMK MKk
Menes 4 2 MMone/n (Medes 75 Mmrfgn) v Bones wnd paeqoin 4,2 saMonesn (Bonee wnd pasHol 75 sarfon).

a) [OnA KoHueHTPau3dn rmiokodbl MeHes 4 2 Mrons/n (Medse 75 Mrian) peayneTaTs on#He SeTe BeipaE-
WEHB KAk NpQOUSHT IHAYEHWA, NOMagakWyy B chnegyiowWe WHeTepeane: + 028 mmonen (= 5 srfon),
0,56 minone/n (210 srfognd | £ 083 suone (L 15 mrion);

b OnA KoHueHTPaU[dE riokoas, Sones Mg passoi 4,2 MMonesn (Gonee ind pagHsol 75 \mrgn), peayne-
TaTkl OOMHHE Bl Th BuIPAEEHE KE3K NROUSHT aHAYE HWA, NoNAdanwHx B CNeqyime MHTepeans: £ 5 %, £ 10 %,
=15 % m £ 20 %.

PeayneTarl A0MHHE SeiTE NDeACTARNEHE B TAGNULE ANR KAMISM0 KHTEDEANA KOHLeHTRAUWA. Pekonen-
OveMei GopMaT npueeges B npuMepa i Tatnuuax 4 1 5 Huse No TeKCTY.

Mpusep — Tadouuer 4 U 5 unnwempugylom npedemaanedue peipnsLmansd dNE oWenkly, NoNaIaHHOD &
7132w 7.3.3.3, 8 xode vomopad Se00 nonyyeqs 200 peaynemamoa om 100 cyfbenmos. QadHede U KpUMepuy,
UCROMbIYeMEle 8 oApedefeduy NPUeMITEMOENU, AEGENeHE] Ky PEUaoM.

TeGnuya 4 — MNpumep NpecTaEnesMA DESYNETATOE TOMHOCTH CMCTEME ONA KOHUSHTREUME [MHEDSE MEHES
4.2 rrdonsdn (Medee 75 mrign)

B npepenax & 0,20 mmonein B npegenaxs £ 0,548 mmane'n B npegenax = 0,83 mmans'n
|8 npanemax £ & uarfgn (e npeaenax & 10 mrign) {mnpeganax 2 15 mrign)
18/40 {45 %) 2HAGTD T JM0 (85 %)

Tednvya §5— MNpumep NPEICTEENSHAA DE3YNLTATOR TOMHOCTH CHOTEME ANA HOHYEHTPAUWW MM:H0is Gones wne
PaBHoR 4,2 MMone!/n (Bonee unk peesod 75 mriagn)

B npegaenax § % B npeasnax & 10 % B npepgenax &L 15 3% B npaaanax 4 30 %

36160 (22 %) 7B B0 (49 %) 136160 (85 %) 156160 (97 %)

7.4.3 OUuPHEA TOYHOCTH CHCTEMEI

HToDel oNpeSentTe Moo NRREsNeMsix DesyNETATOR, NPHEMMEMOCTE CHETEMBI MOHUTODHHIA [NEKOA
B KpOBW JON¥HA ONpegenaTecd ¢ Henonsacsanmes ecex 200 peaynetator, nonydedHes oT 100 cybwertop,
BEMKIHAA BCE PEAYNLTATE, ONPEZENEHHLIE KIK CTATHCTHYECEME BulBpOck. HHCno NpHEMNeMblx peIyNLTaTos
ONA KOHLBHTRAaUWMA TNoKoak Madee 4 2 MMOnen (Medes TS5 Mrian) HeoSxoan Mo CRosHTe ©YHCnos NpHemne-
MilX pEIYNETATOR 4NA KOHUEHTDA WA MMoKO36!, Bonee nNk paerex 4, 2 ssmone’n {Bonee nnv paaHoix 75 mrign).

Mpurmevanee | — B npavepe 8 7.4.2 38 wz 40 npof ¢ H#3KMM CoOQSpHaH@es rMoEois Bend 8 npegenax
+ 0,83 mmone’n (+ 15 mrian) gna KOHUSHTPEUKWA MOEo3e MeHea 4.2 mmonen (sedse TS5 arfan) « 156 vz 160 npod ¢ KoH-
WEHTPAURSA rMokoas, Gones wnu paesod 4,2 mmone'n (Bomes une peadch T8 urign) Gunn e npeaenax + 20 % 0T onopHex

IHEMEHWA. Cneqosatensda, 194 ws 200 npob (97,0 %) Osine 8 Npegenas MAAWMENEH B X NPHEMNEMsX SKCNNYATAUMGHH BX
NOazaTENRR, ONpegensHHex B T.4.7.

I pPpAMEYEHAS 2 — B Hamaom WHTE pEENE KOHYEHTPAUAM HMSETOR HEJ0CTATOMHOS HHMCma ngod, uTofbl No3E0-
NATE BRENCAHWTE GOCTOBEPHYHD OUEHKY NPHAEMNaMOCTH NPW E0HKZETHRIX KOHUSHTPaUHA L.
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8 OueHka nonb3oBaTens

8.1 OBuwMe NoNoMeHWA

LlEnik oL@ nokaaaTensi NnoNsaosaTtena ARNASTCA JEMOHCTRAUMA TOND, YT NONEI0BATENW CNocob-
Hil YNDEBNATE CUCTEMOA MOHWTODMHTE TMKO3L B KPORM, BCTH CHAGIMTE WX MHCTRYELMAMH 1 oByuaIowmMma
MaTepHanamu, obeIHHO NPHNATAE MEIMH KCHCTEME, M NONYHaTE GOCTOBSDHEE PEayNaTaThl COOSPHaHNA MK
Akl B EpOBK. OUsHKE YHELWOHHPOBAHWA NONBIOBATENA OONMHS GbiTe DLINONHEHS WATOTOBWMTENEM Nepen
NOCTYINEHME B NDOZAMY HOBEX CHCTEAM MOHMTOPUHTE MTHOKD3S B KDOBK.

il PHAMS2YaHNE— CHEUHEHHGTH-MEHHHH. HOTORE B £2Nal0T NpoaeMcHCTRRPOBEATR FI-H.E{ITQ,I' CHCTERM MOHUTOCHH-
ra CogepsaHdna rMioKozel B EDoOBM ANA KOHTRONA COCTOAHUA CPrAHMaME, MOTYT Dﬁflr_'l BTATECA On&a pYROBOQCTEA K MATEDHE-
nas [18].

PeayneTaTk, NonyYeHHee HenpodeccuoHanom, JonHel BelTe CONICTABNEHE C PEIYNETATAMM, Noy-
HEHHBIMK G NOMOLWER YTESDHOSHHONA METOLMKA H3MEDEHHE CONSDHAHAA MIDKDAI, A TAKKE G PE3yNeTATAMHM,
NENYHEHHEIMA NPODeCCUOHANBHBIM MEORUMHCEMMI DAB0THHEOM Ha OOHOR K ToA Xe Npobe, © MCNONBEI0BaHHEM
OOHOA W TOR HE CHCTEMON MOHKTODKHHIE COQEQMAHKA MMKKDIE B KPOBH,

MMaH OUEHEW Aonsed BelTe NOATEED®OEH QOKYMEHTANBHD B NOAROEHOM NpoToRONE. MNpUMEHAT Tpedo-
BAHMA, YCTAHOBNEHHEE B EM 13612,

B kasgyio HConNegyemy o Napryio BEMOYainT He Medee S0 cyDLesToR © paandYHBIMK JaHHBIMK (BOADACcT,
Mon W ypoBeHe 0Bpazoeands).

YUYACTHHEM WCCNedosadna QONEHLl yO0RNeTRODATE TREDOBaHKEM CHCTEMEl MOHATOPWHIE TIKESIbL
[Hanpussep, 0GbeMHAA GONA KDOBRHEX TENEL (MEMATEERWT) QOMNHHA GbiTE B NPELENaxX 38 0aHHO0 ONA CHETEM B
WHTEpBANRa).

Mecneqosadus NoNe30BaTENed AonsHe BulTe BuIMONHEHE! © DEAKTHEAMIA HE MEHEE YEM TREX Da3HIK
MADTHA.

8.2 MecTo BeINOMHEHKA OLUeH KK

CHOTEMB MOHKTODKEE FII0K03E B KPOBM ANA CAMOKOHTRONA DONMKHEl BETE OUSHEHSE! B Taksl 0beTaHoR-
K, KOTOPSA NOIBONKT HENROoReccHOHaNyY BeINONHATE WIMEDEHWA §R3 BNWAHWA WIBHE, TO ECTeE B COOTBET-
CTEMA C &.1.

DcHoBaMKa ANA BeEBopa MECTE NDOREASHHUA CLEHKM 0MEHE DEITe YEEIaHE B O0KYMEHTE,

DUeHES MOKET BENONHATECE B HECKON KN MECTAX,

8.3 OueHKa NoNLIOBATENA

YYacTHHEAM MCCNeO0BAHA SOMME DbiTe NPEOOCTADNEHE HHCTRPYELAA N0 NPAMEHEHID CHOTEME W
MaTapHans 4ns ofyYeHUA, KOTOREE DA LYHO NPMMAraITCR K CHCTEME MOMMTORKHIE TTHKOSR B KDORM.

Mocne NpOCMoTEa ITHE MATEPHANDE NONEI0BATENH LOMEHL NONYYRTE NPoGY KPOBK WA NanNsLa M KCCNe-
O0BATE 86 C NOMOLWED CHCTEME! MOHMTOPWHE MMIDKOIE B KDOEH.

Cpay we NOCNe CaMoRoHTPONA NONLANEATENA 06 YHEHHEIA MEAWUMHCHIAN DEPCOHAN YSPEMTSHIA, TS Npo-
BOOHTCA HCCNELOBAHNE, QOIMAHEH HIMEDHTE KPOBE NONLACBATENA HA CHCTEME MOHKTORWHIE MNKOAL B KR0S,

B TeqeHde 5 MMH HEOSX0GMMO NONYYHTE BTORYID Npofy kpoak. KoHTRONEHEBIE KOHUEHTPALMIA MMIOKD3 kI
HEOTNOAMMO ONPEIENHTE G NOMOWEK METODEK KIMENEHKA MITOTORWTENA (TO BCTE BRBDAHHOR MAroTOBMTE-
NEM UMK NOCTOAHHG JERCTEYIOWER METOLMKN HAMEDEHWA, KK MHOR YTEEPHIEHHOA METOOMEM WIMEDEHAA,
KOTOPEA 0aaT PARHOLUEHHEE PEIYETaTE).

CTauiapTHeli METOg WIMEREHHA COOEMHaHWA TMOKNaE (HANPUMED, B GoMeHUUE WNKW aMEyNaTopHo o
KMHHWHECKDA NaGopaTopuK], KoTOPLIA YyTEEDHIEH ONA OUSHKH NPOUWIWOHHOCT W NPABWNLHOCTH NYTemM
CONOCTARNEHWA C BIBPaHHONR MArOTORMTENEM MK NOCTOAHKD ASACTEYOWER METOORKDN MAMEDEHIAR, MOBHD
MCAONEZ0BATE ONA NPUCEOEHWA CNODPHED JHAYSHWRA,

MNogpobHoe oNUCAHNE METOLWKN MIMEQEHIA, MCNONLI0EAHHOA 4NA ONPEgeNeHWA IHAYSHWA KOHUEHTRE-
LMK TMI0KD36E, BEN0YEA &8 NPOCHEHMBAEMOCTE WANKN SHEHEANSHTHOCTE BRBDAHHOR HIrOTOBWUTENEM MM
NOCTOARHD JERCTEYIOWEA METOOMKE HAMBDEHWA, DONKHO GbiTe BHECOHD B NPOTONON.

YYaACTHHKN HCCNEeQoBaHnA HE QOMEHEl NONyYaTe DON0NHWTENEHOA NOGroTORKW, HHCTRYKLAA, MOMOLLYM
WK CRpasoUHER MAaTEPWANOE, KPOME TEX, KOTOPLIE OBLYHD NOCTADNRIOT BMECTE © CUCTEMON MOHMTOPRMHA
FMIOKOAk! B KPOBA.

YYACTHHKAM WCCNEaoRaHnA MOMET GTe BROAHA aHEETa ONA OUSHKH WX NOHWMEHWA CUCTEMEI.
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MpHMEME!, KOTOPEIE NDHMEHAET NONE30BATENS NEW paboTe  oBCnyRMEIHUM CUCTEME, HAHECEHMW NPOGk
H CHHTRIESHWH PEIYNLTATA, A0MNHHE OUEHHBATECA NDOEECCHOHANEHEM MEGWLMHCKAM paGoTHMKDM, yiacTay-
iDL B UCCIEI0EaH M

PeayneTaTel GonN#HE GETE 3aMECHPOBatEl B NPOTOKONE.

84 OueHKa MHCTPYELMA NO NPUMEHEH D

MIHCTRYELAK MO NPMMEHEHD O0MHHE BblTe OUEHEHE CAMHMA NONLICEATENRMH.

YUSCTHAKH WCCME00DaHWA W MEQUURHCKHE PAGOTHHEW LONMHL PACCMOTRETE MHCTRYELHK N0 NRAMEHE-
HIKD W NPEOCTARMTE JAMEYAHKE, KECAKLMECH NPOCTOTE! MOHAMaHKA.

Tauyio CUEHKY MOMHD CONPOBOAMTE MCCNEODEAHUAMA, ONWCAHHEIMK B 8.3, N UCCNegoBaHha MOMHD
NPOBECTIA OTOEMkEHO.

JameyaHA NonEI0BEATENER MOKHD CoBpaTe NYTEM ONPOCI, AHKETHROBAHHA WK KAK YACTE HIYUeHIS
YENOBEYECKOnD hakTopa.
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MpunoxeHne &
(oBAZATENLHO®)

OononHHTENLHEIE TPEROEAHWA K JNeKTPOMArHMTHOW COBMECTHMOCTH

A OBWwKHe nonNoxeHAA

.D,E HHOE NPpUNOEEHEe YCTAHAENHESET MUHEManNsHsIe TFIE'ﬁ O2aHMA K HEBOCNPWHEMYHBOCTH U H3NYYaHAAM, CBRZAH-
HEM G ANERTROMATHW THOR COBMEBCTHMOCTER I;EHC 1 ANA CHCTEM MOHWATODWHIA TMOKO30 8 KPOBKW, NPEOHAIHAMEHHE X ANA
CAMOKORTPONA B ACNONHEHHS K Tpa GosasMan B 4.

Ecnu asanus PHCEOE [CM. dE:I NOKA3LIBAST, 4TO BOZABACTERE BRICOKAY YPOBHER HANYHSHAR WNE ANSKTROCTATAYSC-
KO0 pAspAAA NPEACTARNRAET HENPWEMNEMBIA DACK ONA NONL3IGBEATENA, TO 3TO AA0ENWE HEoBXO0gAMO RCNE TEIBEA Ts WMEHHD
N TAKWE BICOKAY YRPOBHAK,

A2 TpedoBaHWA K TECTHPOBAHKMK BOCNPHAMMYHEOCTH

A21 HepoCnpHMMYHEBOCTE K HINYHEHHWAM

Mpumesa0T TpefoBaHAA, yeTaHoBneHERe B IEC 61000-4-3,

KpoMe TOro, HEBEOCNPWAMYHBOCTE K HANYUSE ME M HECTOTEM GONHHA SbiTh PACWHEEHE 40 AMANEI0HE “8ETOTBNNOTE
Ao 2.8 MMy npW TecToBoM ypoBHe 3 Bl

A2.2 HeBoCnPpHWMYHBOCTE K 3NeKTRPOCTATHYECHKSMY PEIPASY

MpumesanT TpefoBEaHEA, yeTaHoENeHERe B IEC &1000-4-2,

B OTHOWEH W@ MPOI0E0ra pA3DANE HESOCAPHM MMMBOCTE £ SNEKTPOCTATUHECKOMY PAIPAAY GoNHHA B Te NpOgeMOH-
CTPHPOBEEHA NP TECTOBRY YPOBHAX, pA3H=E + 2, + 4, + 3 «B.

B OTHOW BHWE KXHTEKTHOM PE3PpA0E HEBOCMPHWMYMMEOCTE K 3NEKTROCTAT M-S CKOMY Da3PAAY GonHHE BelTe Npoaer oH-
CTPWPOBEEHE NP TECTORRX YPOBRHAX, DE3HEIX + 2, + 4, + 6 B,

A3 TpeboBaHWA K MCNBITAHHWAM CHCTEMEI

ECnu £ HIMSPHTAENH NPHACOSGUHEHD “MH MOXET BeiTe NPRCOESUHEHD Qpyroe oS0py QOERHAR, NONYyHEHHEA CHCTAMA
TRKHE QONMHE BRINONHATE Tpeboaasua IME. Mo cnpegensHed TRES0BAHMEA £ WCNETEHHAM CHCTEME WAMOTORBMTEN & O0M-
HEH YECTE, BOIMOHHS @ HET BRNONHHTE HIMEPSHRES, KOFA KCHOCTEME NDACoEORHEHD ApyTroe oDopyQ0BaHHES, KOHpWHIy-
PALWK CHETEME . yETAHOBNSHALIS M3TOTORATENEM MNH NPOTHOIARYEME & KOHQATYREUMH CHETEM B HABHTHE W UAROSAHHE B
NyTEM BHANAZE PUCKOE, A0N#HE BETh MCNEITAHE B COOTEETCTEMM C A2, ECNW OHW NOIE0ONAKT NONLI0EI TENHK ERNONHATE
MIMEDEHWE CONSpHAHHA TMHIKDIE .

T peGosa+HA K MCNBITAHMED CHCTEME MOMYT HE NEWMEHATECA, 8CNA KOHCTPYEURA NpMBopa & NO3BEONRET NONEI0EE-
TENH BRNONHATE MIMSPEHWA B CNy4ae NpUcoeguHedna & npubopy gpyroro oBopydoBaHua.

Ad MHCTPYHLUMM NO NPHMEHEHWH

MHCTPYELHE NO NEpUMEHEHWID (06, 5.2} QONHHE BENKYATE CREAYHW Y WHDODMaLUm:

a) 3gAEneHWe, 4To ofopyao8aHWe CoOTEETCTEYET TReDoBEH AAM, NPAMEHAEMEIM & 3MHCCHEE IMC, U 4To HaRyYHEH#A
MCNONE3YEMON AHEPIWH BPAS NK BRIZOEYT WHTEpMepeHU#n BENKIH 3NeKTROoHOMD OBoDYN0BaHHUA,

D) 3EAENEHWE, 4TO OBCPYROEAH@E UCNEITEIBASTCA HA BOCNP UM YHEDCTe K 3NEKTPOCTATHYECKOMY PR3PALY 8 CooT-
geTcTans o IEC §1000-4-2;

C) PRLOMEMIDBAMHEE MAap:l N0 CHUXEH M YPOBHA 38TPAZHEHAA, X070 PRig HeobX 00U MO NPeANpHHATE NONE3I0EA TE-
n, dTobe HalexaTs sekoppekTHOA pAboTe WNe NoBReXgeHHEA nprBopa.

Mpurep 1 — «HeNb3IR UCNOMLICaamMEs JaHHEID UIMEPUMENE & CEAUY DKDYHA W UX YCNOSURY, DCOBEHHD 8
MPUCYMEMEUy CUMMeamuyeckuy Mamepuanoa, Culmemudeckan odemda, Koapsl v m. &, MOZYM GLI383ME S03-
HUkHOBEHUE Noapew AU Uy ANEkMPocMamuyackuy paspados a cyxod amMocthepes!

d] IBEABNEHHE, YT GﬁDFI FODBEHHE HCNETEIEAETCA HA BGCNDHMMYHADCTE K MHTERMERSHUMY PASHOYECTOT B Anana-
I0HE HECTOT W TECLTOBSIE YOOEHRX, YCTAHOSNEHHE & B HACTOALWEM CTAHGEPTS,

2] PEKOMEHOOESHHBIE MEDE NO CHEKEHW D YPOoBHA JATRAIHEHHR, £0TOPEE HEQBXOOHMO NpeaniMHATE NONs30BaTS-
nw, uTodie nabesaTts WHTEp@e pEHYMW PA0HM0HACTOT, C KDHKPETHRMW NPAMEDERMK.

Mpumep 2 — sHens3R UeNoNLI08aMEe danHeil Npuliop efpuiy comossix umy Secnpoaodisls Memego-
HOE, MEPEHOCHBIX PRULL, yempodcme dNR G8MOMAMUYECHOZ0 OMADEIGAHUA 2AQANHBIX SODOM Wiy Jpyeoso
SMEKMpUYECHOZS BALU ANeKMpoHHoee obopydoBaHUR, ROMODLIE RENRIMER WEMOYHUIKIMU JTEKT DO MAEHUTHO-
20 YINRPYEHUR, MOCKONLKY OHY MOEYT MoMewans admexaueld padome npuiopes.

22
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Npunoxedus B
(enpagoyvHoe]

Uenoyka npocnedHBEaemMocT

ﬂl’lpEﬂEHEHHE‘ BOMHHMUL!

CHY AnA rookose,
MaTepuan 1B Mot MeToOWKE HIMEepeHWA
MeToaWKa WIMEPEHWA
NepEMYHOID 3TAN0HA
Praton NMR 1 "G NMR
MepeMYHLIE ITAN0H
ONA KanHEpoBM
NIST SRM 9175 Mpoueaypa HamepeHun
(99,7 % £ 2 % risom) BTOPHMYHOMD 3TanoHa
BTopuHHLIH 3TANOH BLIBpaHHEA WIroTORMTENEM
ana m“wm METOOWMES HIMEDEHHMA
MeRcaKMHEIHER MeTon
HMH ITHOKCA00KCHOEEHEIA METI
Pafoqqd 3TAN0OH MIroToBWTENA
LR HEN A O
Tabnuua Np=nNapartos KpoEd Mocronuko geicTayiouan
e EERE METOOMKA MIMEBPEHHA
HINOTOBWTRMRA
Kanubpoaounsia 06paley CTaHGAPTHAR METOOMKS
NPORYKLAN HIrCTORHTANA HAMBPEHAR KOHOYUHBID
NONLICEITENHR
Cicrasa BGM
OBniuHan npaba
Mpoha kpoBE NEMeHTa
FeayneTaT

Mpuredanse

HOHUBHTRALAR MKk
B YanoBeecKoE Kpoan

OTBETCTEEHHOCTE

MIST

MNIST

MaroToEMTENE

HMaroToaHTENE

KioHe-sLIR
NOMLEINEATEMNL

KoHeuHRR
NONE3INEATENL

KoHEHRIA
NOME3I0EaTENL

1 — WNniKcTRayqe NoRHON LenoYEd NPOCNesHBRSMOCTH B2RTE @3 150 17511, 4 2.2 nepeunc-

neHwse o). 3Tane, KOTORR 8 HE WCNONB3YHTCOR B JAHHOR KOHKDAETHOA Crase [EI‘IHEIFIDEIH, JATEHEHEl CEREM LESTIM.

I pPHAMEBYIHAES 2 —[anHe i NpdMen He NPEOHEIHAWEH ONA NPEOCTaENSHEA SOWHCTEEHHD BOARMCEHOW LEnoy-

W NPOCNeXHEEEMOCTH CHCTEME] MOHWETODHHTA fMMIOKOER B KPOBA-

T MIAET SRM 9170 cesiNE2eTea M8 CepTH@ALET 2HENMIA, BEINYLLE HEEA HALMOHANEHE M WHETHTYTOM CTAHLAPTOE W
TexHanorme WA (NIST) anr cradgapTHore cbpasus (SRM) 9170, D-rioos (OSkeTpOSE | MCNENEIYEMOR 4NE Kanub-

DOEEW B OBHHOM NpEMepe.

PHE}'HDK B.1— n_:.‘-HM-E'ﬂ YenNoYHd NPpOCNEEHEREMOCT ONA CHCTEMEl MOHHTODHHNE TNHDED3L B EROEH, KEI'IHfIFIIZIﬂ-EHH-CI'F!l
B 3aBOOCHERAE YOCNoaMax
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[1] IS0 3534-1:1983

(2]

[3] 150 8T25-1:1904

[4] IS0 151842002

(5] EN 375:2001

(6] EN 1041:1098

[7] EN 581:2001

(8] EN 582:2002

(9] IS0 §725-3:1904

[1e]

[11]

[12] IS0 §725-2:1094

[12]

Buénuorpadua

Statistics — vocabulary and symbala, Part 1: probability and general statisticalterms (STateo-
THHECKHE MaTodw. CNOBERE @ CMMBONE. Y8CTe 1. BRpoATHOCTE W OBLWME CTATHOTHHELKHE
TEQMHEHBI)

MeXgyHapodHE A CROBaps OCHOBHEIE W oW Ky TEpMUE0E B meTponorn (MCM). Heseea,
2-8 #30., 1993

Accuracy {trueness and precision] of messurement methods and resuits, Fart 1. General
principles and definitions ( To4HOCTE [NEEEUNEHOCTE M NPEUASHOEHOCTE ) MEBTOAOE HIMEDEHHA
M peayneTaTos. HacTe 1. O8WHe NEMHELUANE W ONDE0enaH«s |

In witre diagnostic medical devices — Measurement of guantities in samples of blalogical
arlgin — Description of reference matarala (M3genye MeJEUMHCHAS ONA DRATHOCTHKA (7 Wi,
Mameparse Bendis B npobias BHONOrAYMSCHOrD NPORCEOHAEH WA, ONHACAHME CTEHASDTHEIX
ofipaaygoe)

Infarmation supplied by the manufacturer with in vitro diagnostic reagents for professional use
[(MHpOpMELYUA, NOCTABNASMEA HEATOTOBMTENAMK C DEATHOCTAMSCHAMM P2ATSHTAMM ANR ApO-
ECCHOHENEHOMD NPMMEHEHUA)

Infarmation suppled by the manufaciurer with medical devices (MadopMaLHA, NOCTAENAEMEA
HIFOTOBWTENAMM C MEOQHLHHCEMME HILENNAMH)

Inatructions for use for i wvitro diagnestic instruments for professional use (MHECTPYEUMA NO
MEUMEHEHAK D@ATH0CTEYMS0HRE HHCTPYMESHTOE ANA NPOScCd 04N EHOMRD MPAUMEsEaHER )
Inatruction s for uae for invitre diagnastic inatruments for self-testing {MHCTRYRURA NS NEHME HE-
HHH QHATHOCTHHSCHAE WHCTRYMEHTOR 1 Wil ANA CAMOTECTAPOSEHUA )}

Accuracy (trueness and precision) of measurameantimethods and results. Part 3 Interm ediate
measures of the precision of a etandard measurement method [ToYHOCTE (NPEEHNEHOCTE H
NZEUEZHOHHOCTE] METOA08 H3MEREHUA W DE3YNETATOE. YacTe 3. [pomMesy TOUH B E Mepsl Npe-
UMEMOHHOCTH CTAHGAPTHOMS METOS3 HaMEpeHHa )

Council Directive88TAEC of the Euwrcpean Parlament and of the Council of ihe
27 Dotober 1988 an in witro Diagnostic Medical Devices, Official Journal of the Eurcpean Unlan
L331, December 7, 1898

MCCLE EPT-A, Interference lesting in clinical chemistry, Approved Gudeline, MCCLS
document, Wayne, PA, USA, 2002

Aeocuracy (trueness and precision)of meesurement methods and resuits. Par 2. Basic methad
for the determinaton of repeatabllity and reproducibiity of & standard measurement method
[TOMHOCTE (MDABEMNEHOCTE W NPEUMIMOHHOCTE ) METOQOE WIMSPEHHA W RESYNETATOE. HACTE 2.
DI CHOBHOA METed onpeaensH MA NOBTORARSMOCTH @ BOCTIDOMZBOAMMOCTH CTAHLAPTHOND METa-
08 WAIMEREHUA]

MCCLES EPS-A, Evaluation of precision performance of clinicel chemistry devices,; Approved
Guedeline, NCCLS document, Wayne, FA, USA, 1098

[14] MCGLE EPY-A2 Method comparisan and Rias estimation using patient samples; Approved
Guideline, 21° Ed., NCCLS document, Wayne, PA, USA, 2002

[15] Bland .M. and Altman DG, Statistical methods for assessing greement betwesn two meathods
of clinical measurement. Lancet, 1, 1986, pp. 307—310

[18] Linmet ¥. Evaluation of regression procedures for methods comparison studiss. Clinical
Chemistry, 1093, 30, pp. 424—432

[17] Stocki 0., Dewille K. and Thienpont LM, Valldity of knear regeeasion in method compariscn
studi=es: ig i1 limited by the siatistical model or the guality of the enalybical input data? Clin.
Chem. 44 (11}, 1994, pp. 2340—2346

[18] MECLE C30-A2, Point-of-Care Biood-glucose Testing in Acute and Chronic Care Facllities;
Approved Guideline, 2™ Ed., NCCLS document, Wayne, PA, USA, 2002
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CoogeHWA O COOTEOTCTEMH MEHIOCYAAPCTEEHHEIX CTAHOAPTOR
CCEINOYHEIM MEXOYHAPOOHLIM CTAHAAPTAM

TeaBnuuya Oa1

C :
e DB EHAS | HAAMER OB e
OHoIHAMEEAE M HAHMEHIBAHME CERBOYHONS KERQYHADOAHANS CTAHAANTY | COUTaET- . - o
MERrICYAADCTEEHHONS CTAHAJNTA
[=ng: % B2
150 1348520035 Magen«a mejuusHcEne, CroTede: meHedxmer- | DT FOCT 150 134B5—2011 HMzoenur wme-
T3 KauecTaa. CUcTeMHsle TpeBOBAHWA ONA UEnN8d Derynupoea- JMy#HCEME. CACTEME MEHEIHMEHTA Ka-
HU A vecTea. CHoTeMHse Tpebosanna gna ye-
Neld pPerynipoeaHRA
1S3 148712000 Magensa Mesdu«dHCcEre. MpUMEHeEHWE MeHag- 1ov FOCT 120 14971—2011 Vaoenua se-
AMEHTA DHCKA K MBOMLWHCHAM MZ08nUAM AMy#HCEWe, MDUMEHEHHE MEHEISMEHTE
PHCEE K MEOWUMHCEAM RE0ENHAM
1S3 175112003 WMagensa MEeSUU@HCEME ON8  OWHArH0CTHEM 1ov FOCY 150 17511—2011 Magenda wme-

11 W0, MaMe peHW A BENWSAE B B ONarAYeCRME I'IFll:ltlEH. M'E'TFICII'IIZI-
MAYECEAR NPOCREXHEBAEMOCTE IHAYMEHHE, NPENHGEHHLIE H.E..I'-HEIFIE—
TOREM A EOHTRONEHEIM Ma3TEQAINEaM

AWUWHCEWE ONA GWErHOCTHEW I witro.
MaMepeHne BenwddH B GHONOIH4ECEAN
np-:l:ia:n. MeTponori-eckan NPoCneHHea-
EMOCTE SHEYSHHEN, NEWIHCEHHBIX KanWb-
PETODAM W KOSTDONEH=IM MRATEDEANEM

IEC BOOBE-2-64:19893 MonsiTaH«A =8 BO3QEACTEMS BHELHWX
maxTopos. HacTe 2. Mcneimadua. Menetadse Fho Wepokononoc-
Ham cnyYanHen subBpauns (UnppoBose YNREENSHEE] W pyko-
EOOCTED

IEC B1000-4-2:95 3nexTROMArHUTHAR COBMEBCTHMOCTE. YaCTs 4.
MeToOoHEN MCNEITaHWA @ Waepeddl. Faagen 2. MoneiTad«e Ha
HEECCARAMM4HBOCTE K SNekTPOCTE TWHECKOMY PaspRLY

IEC B1000-4-3:95 SNeRTpOMATHHTHAR COBEMBCTHMOCTE.
YacTe 4-3. MeTogwkHd WCNRTEHHA 1 HIMepeH#R. MenaTaHWE Ha
YCTORHHBOCTE K BO3OSACTEMI SNEKTPOMEMHATHON NONA C WIny-
HEHWEM H3 PAORIHACTOTEX

IEC B1010-1:2001 Tpeboranna v feaonacHocTh anekTpootiopy-
OOBAHWA ANA NpoOBEOSHWA WIMEpEH®EA, yNpEENSH@A W nafopa-
TORHOMS WCNone30BaHMA. HaoTe 1. OBwue Tpedoranun

IEC B1010-2-101:2002 TpebopaHwa & GesonacsocTd 3nekTpo-
ofopyLoEaHMA ONA NPOBEOEHMA M3MEDEHWA, YIPEENEHEA W N&-
GOpATORHOND WENGN:I0BAHMA. YacTe 2-101. YacTHue Tpefosa-
HUA K MEOWUNHCKOA ANNASpaTYPE ONA QWarsncTHE & vitro {IVD)

IEC B1326:97 AnskTpocbopyRoBaHEe LA HIMEpSHAA, yIpaEna-
HYA W NabopaTopHOrD WENONsI0BAHWA. TpeGoBEHHA & 3NeKTpo-
MEMHHTHOIA COBMECTHMOCTH

EN 3762002 PeauTrhes OMarH0cTHHECERS (T WIRG ONA CEMOKOH-
TRonA. MadopMayHa, NOCTEENASMAR HATOTORATENSM

EM 13612:2002 OUsHKE TEXHHMYECKHE XEPIHTEPUCTHEE MeaHLMH-
CEHE OWETHOCTHHECKAE YCTRORCTE In witro
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Owosvanue matnuya DA 1
CrEnsin
DELIHIEHAE § HARMEHCEAHAR
E’EU!HH.'-I‘EHHE H HAMMEHDBEA HA® CCRMNOYHDIo M‘EH,‘.‘I_}'HHDD}.‘.I'\-DID CTaHOQAPTE |C0DTRET:
ra—— HE‘H:TDL'}'F]L'IDI: TEEHHDIO CTARQAPRTA

EN 136402002 Oyenza cTESMNEHOCTH DEEKTHEDS ONA JWEMHOC-

THEMW 7 ¥ilrd

* COOTEETCTEYHW WA MaXloCyJapCTESHHBIR CTAHABRT oTeyTeTayeT. (o ero yTEEpHESHAA PEROMEHOYETOR WE-
NoNBEI0EATE NEPSB0d HA DYCCHAA A3K JEHHOMND MEXOYHEROOHOrD cTEHAERTE. MNepeBo] SEHHOMO MEXQYHADOgHOTD
CTEHO3RTA HAXOLUTCA 8 PenepanbHOM WHDOPMAUWOHHOM PoHEE TEXHUMECEWY BETMAMEHTOE M CTEHOARTOE.

n PHMEHEHME — B HacToAuemM CTaHgQapre WCNONEIDEIHD CNEdYH0Wes YINOEHDS OBOIHAYEHEE CTENEHH

COOTEETCTEMR CTAHOAPTOR!
- IBT — WQEHTHYHEIE CTAHQEPTRI
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YAK 61:006.354 MEC 1110010 P24 DT

Knio4essie CNoBa: CHCTEMA MEHEEMEHTA KAYSCTREA, MOHHTODWHT COOepHaHHa MMIoKDIL| B KDOBM, YCTROWCTRS

ONA CAMOKOHTRONA NAUMEHTOR, INSKTROMATHUTHAIA COBMECTHMOCTE 000DV AOEAHWA, MCNETAHKA HADEKHOCTH
# BeaonacHocTi, checneyesue EAYecTea HCCNeqoBatka
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