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rocT P ACO 15194—2013

Mpeaucnoeue

1 NOQroToBNEH Natopartopdeld  npobnes knHHWEC-nabopatopHol  anardoctess HAK
OOWECTEEHHOND  300p0BRR W WOPEENEBHWA  3OpasooxpaHoHden  [ocyoapoTeeHHors BogweTHORD
OGpaInBaATENeHONS  YYHPEKOSHWA BhiCWIEro npodeccHoHanerore obpasopadna  «(epewid  MocKkoBCEMNA
rOCYOapcTEEHHBIA  MEJWUWHCKRE yHHBepokTeT Wa. M. M. Cededosar Muuzgpasa PO wWa ocHoBE

COACTBEMMOMD AYTEHTUHHOND NEPEa00a Ha PYCCKMA AaklK MEOYHAPOAKOMD CTAHOADTA, YEALBHHOMD B MyHMKTE
4

2 BHECEH TexHH4eCKMM EOMHTETOM NO cTaHfapTHiagud TK 380 «Knunudeckwe nabopartopMbe
HECMEACEAHNA M MEOWUMHCEHE K3O8NUA ONA JHArHCCTHEN in vitros

3 ¥TBEPHIOEH W BEEOEH B OEMICTBWE Mpurkazom $eqepansHoro aredTCTBa NO TEXHAYECKOMY
DETYNIHPOBAHMID M METRONOMK 0T 28 aprycra 2013 1. Ne B21-cr

4 HacToAwMiA cTaHgapT WOeHTHYeH MEMIYHapoQHomMyY cTasgaoTy WMCD 151842009

sM3nenna MeguUMHCKRE ONA QWarHoCTHEW in vitro, MaMepesne BenyyYWE B npodax BuonordYeckorn
NooHCXoROeHHA. TpeSoBaMMA K aTTECToBAHMHBIM  CTaHOApPTHEM  oDpaiuaM W COQepMaHHW
CONPOBOOMTENEHOR DokyseHTayrds (150 151842009 «ln vitro diagnostic medical devices — Measurement

of quantities in samplas of biclogical origin — Requirements for certified reference materials and content of
supporting documentations ).

|_||]I-'I NpUMEHEHWMKA HACTOAWErD CTadiapTa pEROMeHAYETCA WMCNOMNLI0BATE BMECTE CObINOYHBLX
MEXIYHADOOHEIX CTAHOAPTOR COOTRETCTEYHOLLME MM HALUWOHAN:HEE CTaHIapTe Poccuickoil Denepauum,
CEEOaHWR 0 KOTOPRLIX NpMBEOeHEl B DONCOHWTENEHOM MpURoHaHn 4

BBIAMEH MOCT P MCO 15194 - 2007

Mpasuna NpUMENBHLUS Hacmoqinaso cmandapma yomakoanesdsr @ FOCT P 1.0—-2012 (paaden 8).
Hugbopmayua of UIMeHSHURY K HACMOAWEMY cmankdapmy myEnukyemcs 8 exeaod oM (110 CoOCaRHLIKg Ha
1 Anaaps mexywjesa 2oda) uHghopMEULUGHROM YRaZEMEaens sHauuoHansele cmandapmel s, & oghuLuansisil
MEKC UsMesanll U JoNpascrk — &8 aWeMecAYHoM  UHopMaUyLUoHHoM yialamene o«HayuoHanbbise
cmakdapmeis. B choywae  NEpecMompa (3aMedbll  UNu OMMeHEl | HI3ocmoAleso  omaddapma
cocmaasmomaysyes pesdomnedue Bydem oybnukoeann @ Grusalen snycke uHEODMaULIOHROES
yrazamens «Hauuolansree cmandapmeis. Coomaemomayaiyas UHbapMauur, veedodneHue U meKkcmsi
DAIMELLEIOMCA Makwe @ uboDMaUUoHNDD cucmeMe obllEso NONLITEakUR — Ha OgILanbLHoM calime
PadepalsHos0 S2EHMOCMEa Mo MEXHNUYSCKOMY pEIyIUpoSanyE U Mempodosuy & cemu Mamepwem
(gestry)

2 CrangapTuHdgeopn, 2014

HacToAWKA CTAHOAQT e MOMET GLiTe NOMNHOCTEK MW HACTHHHO BOCTIDOM3BEOEH, THDaMUDORAH K
pAcCNpOCTpaHEH B KadecTee odMUuaneHoro vagadwA Gea paspewesuA DedepantHoro aredTcTBa no
TEXHWHECKOMY DETYTHDOBAHMI0 W METDONOMMME
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FOCT PUCO 151942013
BeegeHue

CHcTeMma pedepaHTHeX MIMEDeHIn HeohxodMmMa QNA NoNyYeHvA TAKMX PEaYNeETATOR MIMapeHMi anA
HAYYHBIX, TEXHONOMHMYECKHE M NDaKTHYSCKHY Uenel, KOTOpRE ACCTOREDHE, CLABHWME! 1 METRONOTMSE G
NPOCNEXUERNTCA 0 ATANCHOB WMNKY pedepeHTHER METOOME WAMEDEHWA HAWBBICIUSro MeTRONOrMYecKord
YOORHA.

CTaugapTHbiMy 0Dpaiyasi ABNAKINTCA BOWECTEa WA YCTPOWCTRA, WCNONBIYeMLIE ANA NonyHeHHnA
TAKOH NPOCNEMUBASMOCTI, HECMOTPA M3 BpeMA, PACCTOAHME W PIINMYMA  METOOWE BLINCAHEHKR
MEMEDEHMA. ATTECTORAHHEE CTAHOAPTHEIE obpaiym HeoBXOOMMEl HE BRICLMY METDOMNOMMYEcKy  YPOBHAX
HMERADNHA KAMHMEGDOBKIA.

Kasoblia  atTecTosanHeld  CTAHOARTHRIE obpazey Jgonmsed  DOeiTe cHabwed JOKYMEHTALWER,
cogepsalei ceeqeddd of MCTOYHMKAX MaTepMana, onucadue, peayneTaTk HAMEPEHMN, METDONOMMYECKY
MPOCNEKMBAEMOCTE, MHCTRYELWA N0 NPAMEHEHXK, JAHHEE O CTADWNLHOCTH W YCIOBWAX KPaHeHda, a Tame
npedynpexdesds of onNacKoCT ANA 300poesA W ¢ Mepax BeiocnacHocTd. HacTOAWMWA cTadgapT
onpefenaeT TpefoBaHHA K K3aYacTBy TakMx MATEepManos W CcoOepHaHdin 1 QopMaTy cooTRETCTRYIOLEN
CONpOBOAMTENEHON OOKYMEHTALMK.

CTangapTHee 0Bpaslsl MCnoneEIyoT ONA OOH0H M3 TREX OCHOBHBIX LLEMei.

4) KanWMBpOoBRKH AHAYEHHA BENWYKMHL, BHIABAEMBIX WIMEDHTENLHOK CHCTEMOH WNKW NDWNWCAHHEX
OpyTomMy cTasgapTHomMmy ofpaayy;

b} NogTBeKIEHKA WK EOMTRONA NPABUNLHOCTH JHAYEHWA, HIMEDEHHEY B KOHKDETHON NabopaTopHK
WM rpynne naGopatopiiia;

Mpumavarune — B mepmuHonarmy, npusAtoR MCO, reapMyE NpasuneHOCTES CERIEH GO SCMELLEHHSM:.
HCACTEMATHHECEHM ShhekTome 1 ACHCTEMATHHECHOR NOMPEHDCTESS, TOMDE KAK TERMWH £ TOMHDOTES CEA3HH KAk ©
HMPEEMMEHOCTER (M NPACYLYMMY  BR XSpaLTepHcTAHEMA), TaE W C #NPEUMIMOHHOCTLHY, KOTOPSR CEA3aHa co
CTAROSPTHRM OTEMNOHEHHEM: , ¢¥03bhUMUWMEHTOM BAPMALUKKME, ACAYHRAHEM HhihegTomMD M aCAYHEAH0A NOMELHCCTEES

C} oUeHEY PYHELKOHANEHBIX CEONCTE HOBOKW METOOWEN HIMEDEHNA,

MarkchuansHo NpHerMneMan HeonpegenesHocTs MAMEBDEHHA IHAYEHWA, NPANHCAHHOND CTAHIAPTHOMY
obpayy, IaEMCHT oT TPeDoDaHWA K HAMEDEHHLIM IHIYSHWAM BENHYMHE, NONYYeHHLR © NPHMEHEHREM
METOAWEA HIMEPEHWA C UCNONBICBARWER CTAMJARTHOMD oBpaiya.

Mockonexy MpaenneHcs  NpMMENEHKE CcTadjapTHore obpazuya ofycnoBneso ero  onucaHkuem,
HEOBX0OKMGe CNEQCBATE YRAIAHKWAM NPUNAracmMon & HEMY JORYMEHTALMH.

MpexmylecTEa HANKMYKMA CTRHOAPTOR NpHEEgeHsl B PyrosogeTes MCOMM3K 15 [7].

Bropoe @igadde HacTOALWEro CTaHJapTa OTMEeHAST H JAMEHRET TEXHWYECKW MEepecMOTPeHHOE
nepeos kagadue -MCO 151942002,

i
Pa3spaboTka anekTpoHHOWN Bepcun - nopTan GostExpert.ru 3/24
CTpaHuua nokymeHTa - https://GostExpert.ru/gost/gost-15194-2013



https://gostexpert.ru?utm_source=pdf&utm_medium=48324
https://gostexpert.ru/gost/gost-15194-2013?utm_source=pdf&utm_medium=48324&utm_term=page

Pa3spaboTka anekTpoHHOW Bepcumn - nopTan GostExpert.ru 4 /24
CTpaHuua OoKkyMeHTa - https: tExpert.r t t-15194-201


https://gostexpert.ru?utm_source=pdf&utm_medium=48324
https://gostexpert.ru/gost/gost-15194-2013?utm_source=pdf&utm_medium=48324&utm_term=page

rocT P NCO 15194—2013

HALULMWOHANBHBIA CTAHOAPT POCCHMHUCKOW @EOEPALMWNM

Mapenua MegMUMHCKHE ANA GHArHOCTHKK in vitro
Hameporue BoAUYKHE B npobax GRonoriYacKoro NpoWcxomnnEua

TpeGoBaHHA K ATTECTORAHHEM CTAHAAPTHLIM 0GRAILAM W CONE PHAHMID
CONPOROAMTENLHOR OOKYMEHTALIMK

in vitro dhagrastic medical davicas.
Maasurement of quamiibias in samples af biclegical origin.
Heguirements for certified refarencs matanals and the conten! of
supporing documantation

[Oata egenedns — 2014—08—01

1 O6nacTe NPUMEHEHHA

HacToAwxK cTasgapT yCTadaen«voaeT TpeboBaHWA K aTTEeCTOBAHHLIM CTaHOapTHeIM obpaiuam W
COOEQHMARKI  CONPoROOMTENbHONR OOEYMEHTaUMK  ONA  Toro, Y9ToBbl  OHKM  OTBEYENK  BLICOKOMY
METRONOTHYEBCKOMY YDORHID B cooTEeTcTEWd < MO0 17511, TpefSopanmka pAchpocTpaHAKTCA Ha
ATTECTOBAHHLIE CTAaHgapTHeEe 00pasUsl, KNACCUOHUWDYEMEE K3K NepBMYHLIe 3TAnoHe,  BTORMMHbIE
ITANOHLI W MEFIYHADOAHLIE COMMAcOBaHHEIE RANWBLATOPEl, W NPWMEHAEMBNE KaK KANUBpaTopR, NWEo Kak
KOHTPONEHEE MaTepHans MpasunsHocTd. HacToAWWA cTamgapT Takke YoTaHaBMWeasT TReboBadds K
MOMYYEHWED DaHHbLX ANS ONpeoeneHds IHAYEHWA o NPSOCTABNEHHA NPUNACAHHOTD IHIYeHHA W ero
HEONPEGENEHHOCTH HAMBDE KA.

HacToAWw«E cTaHgapT NPUMEHAETCH B ATTECTOEAHHEIM CTAHGAPTHLM ODpaIUaAM C NPHMACIHHEIRMA
IHAYEHMAMEN S DEpEHUHMANBREBE  KNY  PAUMOHANSHBIX BENHYWH. B npunomesws A& conepsWTcA
MHDODMAaL MR O CTAHOAPTHRIX 0BpaILax KaYeCcTESHHLIX CEOWRCTE W NOPAIKIBLIX BEMHYKHH.

HacToAwdi cTasgapT HE MNpUMEHARTCA K CTaHJapTHeM oOpa3suaM, BXOJAWWMM B COCTaE
MEMEPWTENEHBIX CUCTEM A8 OHArHOCTHEM JT Vilrg, ¥0TA MHOMME ANeMEHTE MOMyT DeTh MCNoNBEIA0BAHEI.

2 HopmaTHBHbIE CCbINKKW

B HacToAwenM CTaHOAnTe MCnoNLA0BRAHE CCBMNEN HA CReOYIOWMe MERIYHAPOAH LIS CTAHOARTL!

WMCOD 31 (Bce Llacm]'. Benuduni 1 20MHnLG

MCO 5725-2 TouwocTe (NOABMNEHOCTE W NPEUMIKOHHOCTE) METOO0E W PeayNeTATOR WaMEepeH i,
UacTe 2. OCHOBHON METOD ANA CNPeJEnaHHA NOBTOPASMOCTH M BOCMPOMIBEOIMMOCTH CTAHOapTHOS MeToaa
MIMEDEHHAA

MCO 175112003 Mapgenwa MeZWUMHCEMe ONA OWarHocTHEW i Wil = MaMepeHue BervddH B
Buonorpdeckus: npobax - MeTponorideckas NpocnexnEassiocTs AHSYSHMNA, NDUNKCAHHLIY KanKubpaTopas K\
KOMTDOMEH M MATEDMANIM

MCO 18153 ManenuA MEJWUMHCKWE ONA OWarHOCTHEW 0 vilre - Masepedse BenWdUH B
BUonoryHeckks npobax - MeTponorv4eckas NpocnesvBasMOCcTE IHAYSHUA KATANKTHHYECKOR KOHUEHT DAL MK
pEpMeHTOR, NEWNMCAHHEY KANMEPaTODaM M KOHTDONEHEM MaTEpUanam

Pywoeogctao MCO 31 PedepedTasie MaTtepuans — Cogepkadne cepTribMEaTos M MapkrpoBKH

Pykopogctas MCOD 34 O6wwe TpeSoBadWA K KOMNOETEHTHOCTH NPOWM3AESQWTENSH pedepeHTHRIX
MaTepManon

Pywoeogctao MCO 35 PedepedTHoie saTepuans — O0WKWE ¥ CTATHCTHYECEWE NPWHUMNE A0S
CEpTHRHEALMI

' B HECTOALLEE BpEMA capua MCO 31 nocTeneHHo aamesretcr MCO BOOOOD w M3K B0000.

Hznanwe otmunaneHoe
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Pykocaoacteo MCOMIK S8-3: 2008 PykoROACTEO NO BbIJEEEHWID HEONPELENSHHOCTH M3MEDEHWA
{GUM 1995)

Pyrocaogoreo WCOMMSBE 992007 MexgyHapodselin cnosape Mo METPOMOMAM — OcHoBHEEe W ODWHe
NOHATHR W COOTEETCTEYIOWME TEpMHHE: (VI

3 TepMiHbI ¥ ONpeaeneHnA

B HacToAweM CTaHdapTe NpWMEeHeHEl TEPMUEHE, NpHBEOeHHEIEe B Pykopogeree MCOMIK B9, a Taksa
CNEqyoLIWMe TEPMUHE C COOTERTCTREVIOWMMY ONPeaenaHUAMH!
3.1 neper4yHbid aTanol (primary measurement standard). 27anod AIMEQEHAA, IHAYEHHE BENHYHHEI

W HEONPEOEnEHHICTE WIMEDEHWA HKOTOPOND  YCTAHCEMEHLl C© NPUMEHEHWEM NepBHYHOR  METOOMEW
HIMEDEHINA.

NMPHMEP - MepauyHbild 3mManod HOHUEHMpIYUD HONUYECHTas 8eWecmes, nodzomosfeHHEIL  Aymewm
pACME0PEHUR UISECMHOS0 HUWYECIMIEd SPUWECITIEE XUMUYECHOS0 HOMMOMSHITE & UJEEcmHoM obueme

pacmaopa.
Mpumesadues 1 — Pyrogoacres ACOMSK B8, 5.4,

M PAMBYEHUKSE 2 — MoHATHE NEPEASHDIND 3TANDHE NPAMBHUMO E3E QMR OCHOBHLIE, Tek W ONA MpOM3BOOHEIX
BanE-HH.

Mpumesadne 3 — JORRCHEHME PONH NEPEAYHOND 3TANCDHE 8 wapdapxdy kanubposre npueegaqo 8 MO
17511 W MCO 18153.

3.2 BToOpAYHLIA JTtanod (secondary measurement standard). 3Tanod, aHaYeHWE DENHYMHE W
HEONPROENEHHOICTE HIMEDEHWA KOTOROMD NDHNWCaHE B PEIYNLTATE CNWYEHWA © NEpPEWYHEIM ITANOHOM
BENWY MHB TOMD e poaa.

MpumedaHue T — OTHOWEHWE MOMET BhiTh NAONYUEHD HENOCPESCTEEHHD CIIMYEHAEM MEELY NEPEAYHBIM H
BTOPVHHEM STANOHAMN KM © NPAMEHEHEEM NPOMERYTONHOA HIMEDUTENLHOR CHCTEME, OTHAanWBpoRaqHEoR no
MNEREMHHOMY 3TANDHY W NPANHCHSERWER PEIYNILTAT MIMEPEHWA BTOPWHBOMY 3TaN0HY.

Mpumeysaduws 2= Pyrosogores MCOMASK 295, 5.5

MPHMEP - Cmandapm NIST. Pegepesmusit Mmamepuan T851b, nunudel 8 3amMOpReHHON Cole0pomEe
YENOEeKs HAMAKNTICH BMOPUYHEIM 3MANCHOM, KOMOped omyanuipogan © ucnons3oeanues Cmandapma NIST
Peghepenmuozo mamepuana 19717c, Xonecmepun wzsecmHol YUWCMIOMbLIL

Mpumeyaduws d— TEpMHH C3TENOH: BEAKMEET B Co0A TepuMuH scTaHnapTHeW oipassuys.

Mpiwmedadnea 4 — JDORACHEHNE RONK BTOPWHHOM ATANDHE B nepapad kannbpoess npuesaexso B MCO
17511 W MCO 18153.

3.3 MeMOyHADOOHLIA COrMAcoBaHHbLIA  [ODWENPHHATEIA] KanHBpaTop, MexIyHaIpOaHLIA
COrNacoBaMHLIA KANWOPOBOYHLIA maTepwan (internaticnal conwventional calibrator, international
conventicnal calibration  material). Kanubpatop, IHaYeHWE BENHYMHE KOTOPOMD HE  NPOCTIEMEHS
METpONOMMHYEcKM 00 MewOyHapogHon CHCTEMb 80WHUL, a MNpMNMCcCaHD Ha OCHOBE MEmgyHapodHoro
COrMaweHna.

Mpumeyadws 1 — Banw4uHa yOCTEHOSMEHE NPHMEHATENEHD K NPS0HAIHASSHHOMY MPUMEHEHIH .
Mpuemesadnws 2 —MCO 17511, 311,

3.4 ctangapTHeIA obpazey, obpazey ana cpaedHedwa (refergnce material. BM) MaTtepsan,
OOCTATOMHO MOMONEHHEIA M CTADWNLHBIA B OTHOWEHKKY OAHOMD WNH HECKOMBEWK CBOWCTE, MCTIOMNBAYEMEIA NP
KanMBpoBEKE, NPMNWCHEAKKH 3IHAYeHWA OpYToMY Matep9any Ny checnedeHr KaYyecTaa.

Mpumeyqdanne 1l —lodATHe «ctangapTHem abpaieys BxnNO4asT 8 CEDR MATAPHANL, NPEOCTABNAHILME
BEMEHMHEL, 8 TAKHS KAYECTESHHLIE CEORCTRE.

MpumeyadHuws 2 —Pyrosogotes MCOIMSK 98, 513,

2
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FMOGCT PUCO 15194—2013

MPHMEP 1 - Crie0pmimka HeAO8Erkd ¢ APUTUCAHHGIM IHAYEHUEM SENUSURE! OAF KONUEHMPaLuU
KOTUYECITEd SEWECTTEd KONSCMEepUNd, UCMOALIYEMan MOoNLKD Kak KanuSpamop, mepedarud eduHuLy
SEMUYLHEL

MPHMEFP 2 - Cocmas MK, codepwmawiud cnequguyscryr  nocnedogamensHOcme HYKANEUHOSO0U
KUCAOMGI, NepedariUl KaYecMBaHH0e CaolCmEeo.

n PAMBYEHWR 3 — B HacToRwEmM ONpEfeEnEHEY TERMAH 4 IHIYEHLRET BEKNKMEET B cefis 1 aaHadeHwe
BEMAYWHELS K & 3HESEHHE KEBHECTBEHROND CEBOACTEAS.

Mpumeqa s d —HewoTopes CTAHIADTHRE 00PAZUS MMERT BEMWHMHE, KOTOPBIE METDONOMHECKNA
NPOCTEHMBERNTEA 00 BOWMHAL M3MEDEHWA, HE BX0ORILME B ccTaMy agwHiy CH. Takve MaTepuans Mon'T codepsaTh
AHTATENE, 4NA KoTops MesuggyHapoges eguesgel (ME)] npunecansl Boameprol Opradyzaudel anpapnaspaHaHiR.

Mprmeyadneaid —Cradgaprded obpaiay MHOMDa BENKDSEH B CNEUMANBHD MIMOTOBNEHHOS  WaOanHe,
HANPMMED, CNEOYEILLEE:

- CTEHND C MIBSCTHOHA ONTHYSCKDA NNOTHOCTERD 8 OSpHaETane funeTpa NPonycHaH1E;

- WAPWEA 35T OQHOMD PE3Mepa, HEHECEHHBE HE CNaRg ONA MAKDOCHROMHL,

- EANMBpoBOHMHYID NMNAWKY ONS pPUOSPE NNEWeK ONA MUKEOTHTPOESHAA.

4.5 atTrecToBaHHLIA CTAHOAPTHLIA obpalew (certified reference materal, CRM): CravgaprHs@
obpaely, CONpOoBROMOIeMbIE JoKyYMEHTAUMER, HIJAHHON YNOMHOMOUSHHEIM OpPradcM KW OCHOBAMHONA Ha
MOJTESPMOSHHEE NPOLEqYPaX, HCNONBEIOBAHMLX AMA NOMY4EHAA IHAYEHKA CReUrdMYeckons CaolcTea o
HEOMPEENEHHOCTEIO W NEoCNERHBaSMOCTRED,

Mpumedanne | — Pyroeodores MOOMIK 59, 514,

MPHMEF - Chigopomya Yyermosesa, codepwallyan XonecMepud C NPURNLCIHHLIM 3HAYBHUEM SeMUYUHE] U
HEeORPedeNeNHOCEM UIMEDEHUR, ymaspwdenHol RPUNOHEHHEIM Cepmughukamon, npedHazdavenyan dan
UCMOLI0EAHUA KaK Kanubpamop Wil KOHMPOTEHEID MaMeDUuaT ModeLwTeHoCTIL,

n FHEMEY3aHHWE 2 — B arom anpedanedHel TepMnE  $HeODnpDe0enedHOCTEN BHIHIYABET B cabA W
EHEONPEO2NEHHOCTE BIMeEpeHMAs M sHeDNpeeneHR0CTE KA“SaCTEEHHDTD CHOWCTHAY, TA¥ID KA MOSHTWSHOCTE W
NoCraeJoEd TENEHOCTE, EbIDa¥BHHEX KEE BEROATHOOTH. TBPMH:H GNPCCNERNEABMACTER 03HAYABT «MATRONON-ECHYH
NPOCNEAB3EMOCTEY ZHEEHAA BENHYMHE! M NPOCNEXHMBEdEMODCTE IHAYSHAR Ka4YaCTEEHHOND CEBORCTBA.

Mpumumevysa el — cATTSCTOREHHEA CTAHO3pTHEM OOpazeus RBEARSTCR CNEUWHHBIHMM NOHRTHEM B
PAMESN TEPMUHE CCTEHOAPTHBIE ODpazags.

3.6 martpvua (MaTepHansHoW cucTembl) [matrik (of a materal system)]. Boe HOMNOHSHTE
MATEPWANEHOR CHCTEMBI 33 WCEMIOHYEHHEM SHANWMTA.

4.7 MaTpuuHsIA adgupert (matrix effect); Bnuadde cooclcTea npobbl, HEIABHCHMOE OT NPHUCYTCTEKA
AHANKTA, H3 WIMEDEHWE W, TEM CAMBLIM, HA HIMEPEHHOE IHAYEHHE BENAHHHbI.

MpumadaHe | — JASAHHOR MPAHMHOA METRHYHOMD ShiiesTa ASNABTCH BNMAKLWEA BEMHYMHa.

Mpumedad e — Marpuddblid kT 328MCHT OT JETANSA CTAOHA HIMBLREHWH, ONHECAHHEX B NpOLEOYRE
MAMEDEHWA.

MPHMEFP — Ha usmepeHUS KOHUSHMPIUUL FOAUYSCMEd SEWECITEa HAMPUA & MN332ME IaMeHHou
IMUCCUONHOD CRSRMPOMEMDULY MONET NOSMUAML SAIK0CME APoL.

3.8 HOMMYTATHEHOCTE CTaHgapTHore obpazua [commutabilty of a reference material): CeolcTeo
CTAHOAPTHOrD oBpasya, oTpawanowes BNKA0STE COOTHOLWEHWA DeiyNbLTATOE WAMEREHME cnpenenaHHoEd
BEMNHMYMHEL B MaTepWane OadHoro  cTadnapTHore obpasug. oTOPRIe NOoMyYdeHbl OBYMA  METODMKERM
MEMEQEHAN, K COOTHOWEHWIO PEIYNETATON WIMEDEHAN TEMI ¥e METONMKAME IN8 ORYTHY ONPEDENEHHEIX
MATERHUANCE.

Mpermevarnwese 1 — OusHMEseMer ODpazuom, KaKk NPEEWND, ABNASTCH KAMMOPATOD, & PYTHMH
COOTEETCTEYWAMK MaTepHanamy oBerHo cryiat npobs Bromarepranoe.

Mpumedaduwe 22— METOOWESMH WIMBDEHWA, YOMAHYTHIMH B HACTORLUEM ONPESSENSHAK, CHYEET

METOOWES, NPE0WECTEYIOWAR CTAaHAapTHoMy abpaayy (kanwlpatopy), W CNegyHLER 28 HIM B MEpapEiE KEnMBpoam.
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Mpuwmesaduwes 3 — Pyrosogcress ACOMSK B3, 5156,

3.9 oryet (report). Jdokymedt, cogepxallki OeTansHys WedopMaywn o cTasgapTeomM obpasue,
OOMNOMHAIOW Y0 COOSpHaLLYIOcA B cepTHdHEaTe.

4 CUCTEMATHYECKOE OMNWCAHWE CBOWCTE B conpoBoAWMTENLHOM OOKYMEHTAUWH
ATTECTOBAHHOND CTaHOAPTHOrO GEFIH3I.I,E

4.1 OnucaHMe CROMCTO

4.1.1 Cucrema
CMCTEMO®R ABNASTCA MATERMAN HNW CNeUWdHUecyan 4acTe MaTep1ana.

NMPHMEPL! - BoccmaHoeMeHHan MUcuAUIuposasHan mTaiMa (Kan cucimema), dnR Romopod UMesmch
AMMEeCMOEaNHaA RONUEHMPALUR FOAUYECITIEa SRWECMEd U HeonpedemeNHoOCme tamepeHun 178-3cmpaduona
(KaF KOMMONENTIA); BOCCMaNORMEHHbLII AUOPUIUINDOSIHHLIL SeMaTuzam (kax Mamepuan), codepsawud -
yeny 2emoznofusda (kay cucmesa), dns KomopeX UMBSMCH AMMeCMOeaHHan GONR KOTUYeces aewecmes u
HeonpedeneHHOCME uaMepesus N-{1-0eaoxcugpyrmoz-1-una) B-uened semoznobuna [Kax KOMITOHeNTA).

4.1.2 KoMNoHeHT (KOMNOHEHTEI)

FOMMIOHEHT (KOMNOHEHTE) CHCTEMBl, HMEHYEMBIN TAKKE AHANKTOM (AHANWTaMK), DONHeH (Hiel) BbiTh
HAIBAH (Hbl] B COOTEBRTCTEMK C NDHHATON MEXOVHADOOHON HOMEHENATYDOR, BKNOHAA B CE0R, HanpvmMep,
nicBng HeoBX0OWMBIE VEAZBHKA JNEMEHTAPHEE YEcTHU, OTHOCMTENBHOH MONERYNADHCR Macchl WKW
MONAGHOW MACCH, COCTORHWA OCHEWMCMEHHA, MHOEECTBEeHHLIX dqwopM, ona fepMeHToE - HOMED B
Knaccuduiauns hepMeHTol.

MPHMEPL! — Anugamuueckud kapfowcunam (C,p do Cie HescmepuduyupoaanHsil); Puipudozed
(3400000, memeao [+); vzoghepmenm 1 naxmamdezudposenazer (EC. 1.1.7.27); ocnoewol gharmop pocma
thubSpobtnacmoa (yenoeeveckud, pexoMiuHupoaaHyan JHK)

4.1.3 Pog Bend4YHHbI

Fog BenwduHie:, HanpeMep, Macca, KoMWHecTEO BRIWECTES, YMCNoBas A0nd, EoHUeHTDauwA
KOMMHECTES BELWECTEa, AWMHEH ObiTh YCTAMOBNEH W yKalad Bo poex chnydasx. Ecnk we momeT OeiTh
BEIDAMEHD NDOCTOR OTHOWEHWE MEOY HOMNOHEHTOM W CWCTEMOR, OOMMHA GbiTe NPWBEOEHA CCLINK3 Ha
pedrEpEHTHYED METOOMEY MIAMEBEDEHMA.

Mpuwmeaeyddne — CooTRaTCrEyiWUME HEMMEROBAHHA W CHMBORLI ONA POOOE BENHHMHE NpUBEEdSH= B MICO
31w mybnesaudAys MesgyHapogHon  deegepaume KNHEAYECKOE XAMBH W nEatopaTopHan  medkuaes {(IFCC) w
BlEsEnyHApOOHDN COMREE TEOPETWHECKDN W NDRENaaHoR e (ILUPAC).

4.1.4 ZHaYeHWE BenHYMHEI

4.14.1 Ecnu cooldcTeo aendeTcd gudebepesHudansHon BenHddHcl (HanpAsep, TEMNepaTypa no
LenecHin) vnd payrMoHaneHoR BENHYHMHOR (HANDHMER, TERPMOOWHAMKYECKAR TEMNEPATYRA], OHD OONEHO
MMETE THAYEHWE, COCTOALEE M3 YKMCMOBOrD IHAYCHWA M BOHHWLEl MIMEDEHHA, 3 TAKKE HEONPEIENeHHOCTE
HIMEDEHINA.

4.1.4.2 Yuono sHadalky uidp B aHAYEHEKA BENHYMHEl BROWDaIoT Tak, YTobe HEonpeoeneHHocTE
HAMEDEHA PACNONAranacs Ha NOCNeaqlel ||, ecni Nepaoid aHaYawen uMhpol Mephl HEoNPeaeneHHOCTH
ABNASTCA 1 WNK 2, Ha ABYE NOCNegHKy uedpax. Yucnossis sHaqeHdA Gonee eM C YeTeipbis Ladepame no
TY WM Q0TI CTOPOHY 0T DECATHYHON OTMETEH, J0MeHsl BeiTe OTOENEHL PACCTOAHMERM W DACHONoHEHS
rpynnamK No ToM UHGpE CReaa MNK CNPaea oT Hee.

4.1.4.3 HaGpanHoil eguHUUEl M3MEepeHHA aomeiHa DeiTe eguanua T, ecny 370 80amMomHD, WK
OpYras MEXIyHADOOHO-NDHIKAHHAA 0MHMUA HAMEDEHA.

4.1.4.4 HeonpedeneHHoCTE WIMEDEHHA QONKHa CwiTk PaccHWTaHa W bblpaweHa B COOTEETCTEBWH C
Pywoeogctaom MCO/MOK 98-3.

4.2 MocTpoeHWe CHCTEMATHYECHOrD oboaIHaAYEHMA

CUCTEMATHYECKOE HAWMMEHOBAHWE W IHAYSHME DONKHE COCTOATE M3 INEMEHTOR, YEAIaHHbX & 4.1,

4
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MPHMEP 1 — CucmesmamuYyeckusM  HaumeHoeanuew kanubpamopa OnR  ceMamonosuYecKoso

GHAMUIAMOPa MoMEem GLITE FeMopUYHEIl cmandapmueid oBpazeu AR kanubpoas (omesmcMesH bt opead
NN, npodysm Mg 4132x), vanpumep:

SpumMpOYLITEI;,  YUCAOE3R KOHUeHmpauus = (4,71t 00910%0; cpedwAR o pacwupeHHan
HeonpedenenHooms (K=2, ¢ ypooHes SoepUMEensHoU eepormuoccmuy J0,95);
fMedrouyuwmel; YUCAoeas  KoMyewmpayusr = (652t 025170/ cpediAaR o pacllupeHHas

HEONPEdeIeHHOCTE (k=2 © yposHeM JosepumMensHor aepormaocmy 0,95);
TpoMBoLUMES; YUCTO0BAR KOHUBHMPaLUuRA = [240212) 10%0; cpedHAR U pacWUpEHHER HEOMPEOETeHNOCTE
(k=2, ¢ ypoaxHes dogepumensHol eepormHAccmu 0,95).

MPHMEP 2 - Ammecmosankbitl cmandapmusit obpazey (Yemoeeveckan cweopomya; BCR; CRM 303)-
Kansyuo{lll;xoHyesmpayuR sonudecmas eewecmea (goccmanoanendbil) o= 2,472 mmonwsdm, (U= 0, 78
maonedn, k=2, zde U - pacwupeHHaR HeonpedeneHHOCME UIMEPEHUA C UCHONLI0EANUEM KO3 gHILLEHITIA
oxgama K.

4.3 PadouyMe HaMMe HOBRAHMA

Pafodee (TpPMBWMANEHOR) HAMMEHOBAHWE OOMMHD BbiTh CHOHCTDYUDOBAHO NMYyTEM  WCKIKUSHWA 13
ODWENPUHATONS HAMMEHOBAHWA JNEMEHTOR, HE ABNRWHAKCA HECDKOOMMEBIMK SNA NOHAMaHHE hyHELMK
ATTECTOBAHHOMD CTAHZARTHOM obpaua NpM HaMepeH.

Mpumep — PabBovee Haumerosanue 8 obwed dopwe dnr Mamepuana, npusedennozo & 4.2, npumepe 1,
MOMET enlznAdems caredyowusm o6pazom:

- wKanuBpamop (omeemcmeednHbii opzan NN npodyem N 4132) - spumpoyumel, DedROEUMb,
mpoMEoLyUmsL; WU

- Kanubpamop (omeemcmesr LU opzan NN; npodyxkm NP 4132) — knemku spoau.

Pafiowee  HauMeHoSaHUue OFF COOMEEMCMEYMOWEE0s NPOMBIWIEHHOZ0 Mpodykma Mowmem Geimb
npedcmasneHo CnedyriLuM o8pazomM:

- Kanubpamop (vomnasur NN; npodywm N8 4732; cepur Ned132-2) — kmemku kposus.

5 CeoWCTBa, NPOAYKUMA W XapaKTEpPWUCTMKa aTTeCTOBAHHOro cTaHOapTHOro
obBpazua

5.1 Mepapxr4echoe NONoOKEeHWS

CTangapTHe il obpalely, pacCMaTDMBAETCA KAK THN «3TANCHar W CTAHAARTHEE ODBDAIUE BLICLLEFD
VOORHA OONMHE DBTE ENaccUgUUMpoBaHel KaKk 3TanoHdel B COOTEETCTEMH C MX NONOMEHHEM B CACTEME
pedEeHTHOMNS HSMEPEHWA KOHKDETHON BENWYUHLI, KAk yeTanoanerso s MCO 17511

a) NeperdHbE aTanod (oM. 317

E) eTopudmHb@ aTanod {owm. 3.2)

C) MEXOYHAROOHLIH COrMacoRadKBEA kannbpaTop (oM. 3.3).

5.2 Cooscrea

ATTECTORAKHBIN CTAHIAPTHRIE cbpazed gomsed obnagaTe METRONOMHMYECKMAMKE 1M EOMMYTATHEHEIMK
CEORCTRAMM, NOIBONANLMME BMY BRINONHATE QYHKLMKY  CTaRHOapTHONS  OBpasus  BeICLISNS YPOBHA ©
paMEay HEPARXHA KANUBDOBEKM WNH KaK KOHTDONbHEIA MATERWaN NPABMNBHOCTH BRICIETD METROMOMMYECESTD
YPOBRHA B CoOTRETCTEMM ¢ MCO 17511 w MCO 18153,

5.3 NpouapoacTES W XapPAKTERUCTHES

ATTECTOBIHHELIA CTAHOAPTHEIA 0Gpa3el Jomsed BelTe HIrOTOBNEH B COOTBETCTEMM C TpeSoBaHWAMMK
CHMCTEME Ka4YECcTBa, YCTAHOBMEHHsIMWM B PykopogocTee WOCO 34, v oxapakTepioRad B COOTBETCTEMM C
TpefoBaHKAMK, YOTaHOBNEHHBIMA B PykopogoTee MCO 35,

MourogHocTe ATTECTORAHHOND  CTAHgapTHoOro o0pasua K BnMoNHEHMID K3NWOpoBKKN MKW KOMTPONA
NPABMMLHOCTH  OONMHO  BeiTe NOATEEDWOEHO OUEHKOR 8ro  KOMMYTATHEHOCTH W COOTBETCTBMA
NPEAHSIHAYEHHOMY NOHMEHEHKID, KaKk ycTamoBneqo B 6.4.4 v 6.4.9. Mudopsauus 0 aTom gonkHa GeiTe
NPpHBEaeHa B cepTUUEaTe (NACNOPTE) MNK B CONPOROOWTENEHOR DOKYMEHTALMM.
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6 CogepxaH1e CONPOBOAMTENEHOW OQOKYMEHTALMM
6.1 ConpoBoguTensHan OOKYMEHTaLKHA

ATTECTORAHHLIA CTaHDapTHLIl OBpasey OOMHeH MMEeTe JTHEETHY, HAOEMHO ASKpenneHHy Ha
WIAKOBKE NPOOVETS — WHOMBIOYANEROE B0MHALEL ATTRCTORSHHOTD CTadaapTHomn abpaada.

K aTrecTopaHqHoMy CcTaHAapTHOMY obpasuy gonwed DeiTe NPUNOMEH cepTrdukaT (nacnopT). KpowMe
TOrD, ¥ aTTECTOBAHHOMY CTaHIapTHOMY O0Bpasyy Oonsed BuiTe NDWUNOKEH oTYeT 06 ATTECTaUMH MNd Bca
MHPODMALUMA, OTHOCALWARCHE K NONHOoMY oTueTy of aTTecTauMl, KOTODaR A0MEHa BTk DONYYEHS OT
MAroTORMTENS ATTECTOBAHHOrD CTaHAapTHOMS obpaaya.

6.2 ITUKETHA

MpeocTagnedHan  Ha JTHKETHE  WHEOPDMAUWA NpegHaiqaqdedHa ToMbKo OAA  WOSHTWMESLMM
ATTECTORAHHOMD CTaHgapTHoro obpaiua o JoMEHa OrpaHqYWpbatbCcd HAWMEHOBEIHWEM WITOTOBWTENR W
MATEpMANA, WIEHTMGMEALWMOHHEIM KOOOM MaTEpWMana, yCTaHoRMEHHSIM KIOTORATENEM, HOMEPOM CEDHM
{MapTAK), SCNK KOO MArSTODUTENA HE OTHOCHTCA GOHOIHAYHD K ONPegeneHHOR CEPKMW, ¥ COOTBETCTRYFLLKMMA
NpegocTEpekeHHAMI OTHOCKTENEMD BeIcnacHoCtTH M Bpeaa gnAa agopoeer. CM. Pykopogcteo WCO 31, [6]
W GEACTEVHOWEE 3AKCHOAATENLCTED O MADKWDOBKE ONACHBX TORAPOR.

Mpumedadne ]l —HanaTensHo HE BEMOYETE OAHHEIE O JHIYSHHK {ZHEYEHMAK] STTESTOBRHHDND CBONCTEA,
YToHE NPESOTERETHTE KENONEIDEAHWE MATEDWENE Dea yyeTa MHPODMELMH, KOTORER NPSQCTAENEHA B CapTibrxaTs.

Mprwmeyadus 2— ITHHETEE MOEET COOSPHXATE rPathrHECEKHE CHMBOMLL, K3% YEa3aHo B [15].

6.3 Ceprudpmrar (nacnopT)

CepridukaT (NacnopT) Qonsed CogepMaTs paidens, yeTaHoBneHHse B Pykosogetee MCO 31, Mo
MEHBLLIEA MEDE, OH JON%EH CoQepHaTk CNEqYLME CYLUSCTEEHHEIE PA3 ek

al HaKnMEHOBAHKE MaTepyana (obpasua)l;

b HaWMEHOBAHWE HITOTOBWTENA W KOO MOBHTWDMEI LW WITOTOBMTENA ATTECTOBAHHOTO CTAKOapTHOND
0Spa3Ua © Ko00M CERKM, NPK HEoDXoOMMOCTH;

¢l ofwees ONACaHME MaTeprana;

d} npeJHasHaYeHHOE NPUMEHEHKE, BINKYAA HHOODMALWID O KOMMYTATWBHOCTW GBpaaUa;

g} MHDopMauWio of yCnoBWAX TPAHCMODTHPOBAHKMA M WHCTPYELWW ONA COOTRETCTEYIOWMX YCIoBMA
KpaHEHWA, NPABMNEHOND oD paweEHda W CcTabMNBHOCTH,

f} MHCTDYELIMM M0 BEI0NacHOCTH,

) HHCTRYELIMIA MO NPaBMNEHOMY TEAMEHEHAN,

h} aTTECTORAHKOE IHAYEHKWE CROMCTEA (CAOWMCTA) C NPUNATAEMBIM K KAMACKMY IHAYEHAD IARBNESHHEM
O HEONPeqenadHocTi MIMepeEHHA (B CNy4as NpHMEHRMOCTH),

i} Mcfeie NokazaTenbHsle WNH PEKOMEHO0BAHHEIE IHaYaHWE,

i} MeEToOMIGy (METODWER] WIMEDEHNA, HCNONEIYEMYIO OA NOMYHEHWA SHE4EHWR CBORCTEE (o0 BoEMK
OETANAMK, B CNy4as, eCni IHAYEHHA IABWCAT OT METOZWEN HIMEPEHWA),

k) OaHHee 08 aTTecTaudk ¥ NepUoge BanHOHOCTH, 8ClK 3TO NDHMEH MO,

[} coeinky Ha oT4aT of aTTecTalMH.

&
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6.4 Oruer ob aTTecTaLMM
6.4.1 OBWHe NoNOKEHKMA

VHdopmayna, OTHOCAWBACH K OT4eTy of atTecTauwu, JOMmKHA BRMCHaTE B ceba, No MEeHbLLER Mepe,
ANEMEHTR, 0G03HAYEHHEIE KaK 0BAIaTENEHLIE B TABMmWue 1.

Tabnurua - GHoBHRE 3INEMEHTBI [PA3RENs) oT4ETE 00 aTTecTauny aTTetTOBaHHOMD CTERHaPTHOM oOpasua

SNEmEHT Craryc anemaHTa MyHET HACTORWETD
CTaHOEpTE

TUTyNEHBIA BHCT DER3aranbHLA -

CogepmaHus JononHUTENEHLIR

Mpegncnoews DBRzaTanbHeR -

Frtkn ¥ npaaccTepeRsHia O BasonacHocTu DiEs3arankHsi 6.4.2

EBaaeH1E JononHWTENEHEIR 6.4.3

Haumerosanwe otTieTa CERIaTansHRN -

OBNACTE NPUMEHEHHR aTTECTOEEHROMN DERIaTankHLIR G.4.4

CTaspapTharo obpaaya

TepsMuEL M ONpasenSHnA DERsaraneHLin

CHMBONL! M COKPSLLEHNAR CDBszarankHsi -

T e PO AR JononHWTENEHBIR 6.4.5

JICHOBHEIE CEOACTEN CDER3aransHeM 4.1.64.6

CneuapeHecKwe CEOACTRS DErRIaTanLHLIA 4.1;6.4.7
AAPSKTEPWCTHEE CIBA3ATENLHEIA 6.4.8
MpaoHazHaYEHHDE NPAMBHEHIE DEAzZaTENLHBIA 6.4.9
MIHCTEYRLEMIA NGO NEAMBEHEHWD DIEA3a TENEHEIA 6.4.10
Croras arTectagqe DEH3a TENEHEIA 65.4.11
bubrmorpading OononHuTenbHER 65412
MprnoHEHng DIEAZA TENLHEIR 6.4.13
Cpomi paspeluaHda M NepecMoTpa OEA3ATENSHEIA f.4.14
Mpuwmevwaduwa — MNopRGOE INSMEHTOR. NEPESYCISHHEX B TAEMRMYE 1, MowaT OuiTe HIMEHEH H

MONON=HEH JOMONHATENEHRE M DEa208NaMK, HanraMmen pa3sne, ecrE a1 T[_'lEﬁ'fE‘TCH.

6.4.2 MpegocTepexeHMa O PHCKaX M MEpLE BE3oNacHGCTH

6.4.2.1 NonsHo SeiTe NpUENEYEHS BHMMaHKe kK N0BoH ONacHocTi,

CEA3AHHON C aTTECTORAHMLIM CTAHAAPTHEIM oBpasyomM ¥ ero npuMesesnen. JonsHel GRTe ONWCaHbl
BCg Heobxopumee mMepk DeaonacHocTw (oM. [2]. [11]. [12].  MoryT NprMeHATeCE DErHOHANBHEE K
HBLMOHANLHBIE CTAHOADTE K NPARANTa Be30NACHOCTH.

6.4.2.2 WudopMauwa © puckax d Mepax 0eacnacHocTd, KOTOpad NpuEedeHa B HAaUWOHAMNbHOM
CTAHOADTE. O0MHHA DuITh HANESYATAHS KHDHBIM WPKGTOM B CNERYIOWENM NOPALKE!

a) HenoCpelcTREHHS NOCAE HAMMEHOBIRMA HAUWOHANLHOTS CTaHOApTa, BCcnW ONacHOCTE CBAZAMA o
CAMUM ATTECTORIHHEIM CTAHOADTHEIM ODpaILOoM, HANDHMED, BCNM CTAHSADTHRR 0Gpazely npaacTaanser
cobol HATUBMEIA MaTepran YenoBEYEcKOrs NPOWMCKOROEHMA, BOIMOWHO C HAMWYKEM MHOEKLWOMHOMD
areMTa (W0 ¢ OTPHUUATENEHBIMI DEIYNETATAMA TECTOR Ha aHTUTEena K BMY, NoRepxHOCTHEIA AHTHNaH BUDYCa
renatvTa B W anTuTena & aupycy renatura C), paguoakTHEH N MaTEpHan Mnn KapUuHores;

b) B KavecTBe NPeOyNpeNOEHUA B MHCTDYHLMKW Mo NDAMEHEHMD, HANPWMED 08 WMIMEREHMA, NDH
KOTOPORM WCHONLAYETCR YPABHOBEWWBAHWE raaos (obpasoeamHde aaposona CAVE).

MpegocTepeMeHra ob ONAcHOCTH KU Mepkl Ge3IoNACHOCTH HE CNeayeT HYMEepoRaTE.

TescTel MCTOMHHEKOR, WHOPMUDYICLWLMY 08 ONacHOCTH 08 300p0BRA, CRBOYET UMTHPOBATE, SCN 3TO
HeoBX0 oMo

6.4.3 Beegenne
Bagoeqwe JOMHD COOEPMATE PACMONOMEHHLIE B NODOM MOpAQKE CredywWe CESIEHHA]
a) CHETEMATHYECKDE ONMCAHKE aTTECTORAHHOND CTAHGADTHOMD ODpaiLa B COOTRETCTEMK © 4.1,
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b] HanmeHOBaAHME BENWHMH, 0N WAIMEDEHME  KOTORBLIX  NEEOHAIHAYEHO  WCRONLICBAHME
ATTECTORAHHOMND CTaHAapTHOMS 0BDaIUa, © YEAIAHWEM CHCTEMB], KOMIGHEHRTE W DOOA BEMHAHMHE

6.4.4 CBnacTe: NPUMEHEHWA aTTECTOBAHHOrO CTaHOapTHOro obpazya

Faagen gonesd CO0epsaTte ONpeieneHduE NpedMeta JOKYMEHTA M 3aTPOHYTRIX B HeM acnekTos ©
YEAZAHMEM NOEQENOR NPHMEHAMOCTH.

Mpuwmeyaduws — [yHer paanena copepser B ceda:

3} WCNoNeayeMylo pe@epeHTHY MEeToOMKY [MeToOWKk) WaMepeHdA [3] 4Nd  MCNonb3yemsii
COWENPHHATEIA MeTod (MeTogk} HIMEPEHHA WAH METOQWREY (MeTOoOMKd)  H3MepeHdA, ONA KoTOopoH
ATTECTORAHHBA CTAHOAPTHEIA ohpaley MaroToORMNEM,

b} MeTen (METoOL) MAMEDEHHA KW METOOMEY (METOOMEN) MIMEDeHHA, ON8 KOTOPOA ATTECTOBAHHLIN
CTAHOAPTHEIA CDpaley JaneG0oM0 HENDUIDOEH,

C) BAMAKILKE Ha ATTECTOBAMHBIA CTaHgapTHsi@ ob0paizey BenvueHe, HANpUKMeD NekapcTea,
METAECNHTR, O0GABKK, MUEPOBHLIA pOCT:

d}  wedopMaUdis © 2 BaWHBLIX  HEODXOOWMLIX  Npouedypax  NpedpapurensHor obpaboTEu
ATTECTORAHHOMD CTAKOARTHOND OfpaiUa, KOTOPLIE HE BRINONHAKNT B OTHOWEHHE DUONOrYMeckks nNpod o
COOTBETCTRBMA C 330aHHON METOOMEOR WIMEDEHKS [HaNpWMep, BOCCTAHOBNEHHE NAODMNKIMpPOBAHHOID
MaTepsana).

6.4.5 TepMHUHONOrAA

6.4.5.1 O&wme TpedoBaHda

Paagen gomdeH CogepHaTs ONHCaHKE CYLHOCTH M NPHMEHEHKS NOHATAR W TEDMUHOR, MPHBEOEHHBX
B OMACaHKH W HE IHAHOMBIX BOIMOEHOMY HATATEMNO MWW HIDpaHHLIX W3 PAOS BOIMOMHBIX NO YEAIAHHBIM
conbpameHHan.

MpHime4dadne — [(Mogpazpen «TOPMAHONDMMAR ABNASTCH OONODNHEHWEM E paigeny o TepMuHsl W
ONpEOSnNSHURS W MHDTOE TaKHe B pazgany «CuMeonel W CcokpawedHdas (s Tabnueuay 1), 8 mapudHEbl moryT BeTe
BXNHYEHE B MODoR W3 HUX MMM PACNPSOENEHE MEXRDY DOOMMA pE3Oemama.

6.4.5.2 Homexknatypa

HaumeHOBAHHA HAMEDAEMEX BEMNWHHH, 3 TAKKE WX HAMWCAHWE W CTPYETYDY NPWBOOAT B COOTEETCTEMM
C NOCNEOHAMKE PEKDMEHGALUMAMA AETOPHTETHEE WCTOYHWMECE, NPEANCYTHMTENLHD COOTEETCTEYIOLLMY
MERIVHEPOOHLIX OPraHnIALWA.

HaWmMeHOBaHWA POOOB BEMWYHH, WX CHMMBONBl W e HWLLL WAMEDEHWA OOMMHE COOTEETCTEOBATL
MERIYVHAPOOHBIKM CTaHZapTam, 8 ocobeHHocTI KOO 31,

B.4.5.3 PaGoure HanMeHoBaHKA

B cnysae ynoTpebnedka paboddx HAWMEHOBAHMA WX NpHBESOAT B ckobKax nocne nepeorc
WIOMEHAHWA B TEKCTE CHCTEMATHHECKOND HAKMEHDBAHWA.

6.4.6 DGwMe coolcTREA

6.4.6.1 Domessl GRTE yEA3AHE NPOMCXOHMASHWE W NPUPOLE MCXOOHOND MaTepKana.

£.4.6.2 Donsrbl BbiTe yEa3AHE CYWESCTEEHHLIE JETANM HCROOHOMD MaTEPMAana, NoCToNEKY, NOCKONBKY
WX BIHAHWE CKAILBAETCA HA CRBORCTEAX KOHEYHOrD MaTephana, HanpdMep, BO3IpacT W Non SOHCpos,
TEMNENATYDA M GNMHTENEHOCTE CORMECTHOND XPAHEHWA CHIBODOTHM KDOBA M CTYCTHA NEpel pasfenedies,
CPOK W TEMNEpaTypa XpadevA. Jomksel BeiTe ydTaHbl ACNEKTH BEI0NacHOCTH, HANPUMED, WCCNEdoBAHKE
MATODHANA YenNcagqYeckors NpoMCKOKOeHHE Ha AHTHIEH BUPYCA renatdTa B, adTiTena K BHUpyCy renatiTa
C, aurutena k BHY 1 gpyrie maprepil MHPEKLMOHHOID 3apaseHna, Taku obpaiaos, Kak 3To obycnopneHo
NOABKNEMW, NDHMEHMTENLHO K EEHO0H WCCNeOyeMon NopusMH.

6.4.6.3 [JonkHbl ObiTe ONWCIHML J8TanNW NPOUSOYPEt NPAMOTOBENSHWA WMCXOOHOMD  Matepuana,
NoOCKOMNBEY 3T0 HE0SX0gUMO ONA NpYsMededss Mmatepwana. JonmsHa OuiTe ykalada Npousgypa  oqucTEW
WCXOOHOTS MaTeprana c KoHTPOMNSh Ha JarpAIHeHIuA,

B.4.6.4 B onucaduK ctakpaptHorng obpaida aomsHbl BeiTe yEa3aHE BELLECTRE ¥ HOHUEHTRALHKE KW
Hanmuue mobex gobasck,

Mpuwep — Mofaeku K aMMecMOBaHNEIM CMaHdapmyem obpazyaM, UCTONbIVEMLIM 8 KIUHUYSCROLU
naffopamopul, SKTHHEOM 68 CcelA aHMUKDaZYNANML], aHMUOKCUZaHmel, anmuwukpobhee cpedomea,
CMabunUIamopsl, CHMAYUSIOLILES Cpedomea, Bowecmes, MOKPLIE0LEUE MOSEDXHOCTIE WaPUKOE.
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Mpumeyadne —Npasa HE WHTENNEXTYANLHYH COOCTEEHHOGTE W NATEHTHRIE OIPEHWHEHWA MOTYT NOIB0NWTE
MAraTOBMTENK: ATTECTOBAHHOID CTaHgapTHom 08paaua ve NpMBcOWTe BOE OETAMM &0 NPUroTOEMEHHE ANK O3HHBIE
HOSHTHEWEALMA QUDaB0K.

6.4.6.9 PHU3AYECKDE COCTOAHKWE W alsl ATTECTOBAHHIND CTaHJARTHOM oGpaiua QormeHbl GhiTh
YESAAHLl, HANPUMED, #* NHOEUNMIMDOBARHAR CRIBOPOTEE b,

6466 Nonwua BoiTe 33ABMNEHE OUSHKA TOMOTEHHOCTH BHYTPW Npodel W Wexay npodaMd no
OTHOWEHHEID K MUHHMMaNsHOR aHANHTHYSCKDWE nopuMiK (cm. 6.4.58.3). Paamsep npobel, B kKoTopoil Owina
YCTAHOBMEHE (OMOTEHHOCTE ATTECTOBAWHOID CTaHwgdapTeoro obpaiua, gonwed DwiTe yeasad, kak W
M HERANEHBA DASMED NPUMEHAERMON NEobis.

Mpumep —Ammecmosannsil cmawdapmusd  obpazed npedcmaensem cofod  TOPOWOK
AUOHUNUZUPOEIHHOU MKaHU, NOMBWEHHBID 80 (nakonel. E20 20MOZEHNDCTIE SHYMPpU gimaxona Geuta
uccredosana 8 mpex dybnuposanyeix npodax, kawdan araccol 200 Mz, 83RAMLIX U3 MaMEpUana & KamoomM U3
20 thrnakonoe. MexghrakonHan eapuauur Seina vccnedosana @ odwod npobe maccod 200 Mz uz kawdozo uz 60
ghnanoros, SEIGDAHMLIX U3 PAINUYHBIX  MECITI Na NuUothunuzaguodHol  nnowadwe. Muecmpysyuy no
APUMEBHERLIK YCMaHaSTUEaRNT], Y0 FPERDMendyeMan MUNLMANsHAR aHATUMUYECKan NOPUUR JomyxHa LMaTls
maccy 200 mae.

6.4.6.7 Ecnw poamowmHo, DomsHa CeTeE Oonwcada ddadvecsan dopmMa cTawpapTtHore obpaaua,
Hanpusen, ©OopMa, PASMEDE!, YHCTD W KONWEECTRS.

Mpumep — AmmecmogadHell cmadHdapmysid obpazey - CMeKIAHNBILD chunemp dnA ceamosol
CexmMpoMempUl, NpedHazHaYes B KaYecMas IMATONNOZ0 UCMoYHUKE OnR kanubposry wkank! abcopbuuu
cnesmpomempos. OH COCMOWT U3 Mpex uHOUeUdyansHbix unLmpos u oodHO20 AyCmMozZo depwamens
punempa, pazmepamy (10 x 10 x 50) aMm. Kaxdsild hunemp umeem udermugiUkayUOHHEIT Homep. Bepxruld
negell yzon uaLmMpa cNUfeH, YEIZLIGaR 820 NPAEUMNEHOE MOMONENUE 8 MEMAMTUYECKoM depwamena.

5.4.6.8 B onMcadiK QomkHa SeTe NprBegeHa NpHMEHSHHAA NpCUELyDa CTEDHNAIEL0NN.

6.4.6.9 B onvcadkd JoMeHsl ObiTe 38gaHel TAN, MaTepdan, cnocob repMeTHIausd W atMocdepa
BHYTDM KOHTERHEDE WMWK yNakong.

5.4.6.10 Jomsra GuiTe ykalada cTabdneEHOCTE ATTECTOBAHHOMD cTaHIapTHore obpaada. donsHe
OkiTe NPUMBEOEME YCNOBWA XPAHEHMA 33KPETOMD KOHTEHHepa, HanpUMep TeMnepartypd, BAaMHOCTE,
OCEEILEHHOCTE. JonMHa DeTe YCTAHOBNEHA CTENEHE HECTADMNBHOCTH B NEENNMCAMHBIX YCROBWAX. [onwHi
ObiTh YKa3aHsL BOE NOCNEOYI0WWe NPCESPEA CTabUNLHOCTI Marteprana, Jonweo GbiTe YES3aHo, MMEET N9
arTECTORAHHBIN CTAHOADTH B 00pA3eL CrpAHHYEHHYI0 CTABWNLHOCTE NOCNE OTKPRIBAHWA KOHTRAHEDa.

Oonwed GbiTe YEA3AH CPOK TOQHOCTH NDH 33KPRTOA yNakoaxs,

Mpuma~aHdwae — Takwe ATTECTORAHHBIE CTAHOSPTHRE 00pazUE 00BIMHD NOCTABRNAMKT B 3ANE4ETEHHBIX
Bnoras.

6.4.6.11 B onucaddy cTadgapTHoro ofpasua oonsHsl DeiTe MOEHTHOMUKPOBAHSL] CHCTEME KAYECTRA,
KOTODEBIM CNeloBANd B NpOUECes NpOWABOOCTEA, 00paboTHM, XDaHEHMA, PacnpoCTPaHEHHA CTAHOARTHOM
obpazua, Hanpymep 8 cooTRETCTEMM © Pykoeoacreom VOO 34, [1]. [4] vnu [3].

G.4.6.12 DomgHol GeTe yEaIaHk BOE DUCKH, ACCOUMVPORARHEE GO CTAHJARTHEIM ODDa3yomM Wnn ero
NPHMEHEHWERM W MEDE! YWIDARNEHWA MMM (k. B4 2],

6.4.7 CneundmdeckHe cRORCTRA

6.4.7.1 Cneuddr4eckwe COOWCTEA AaTTECTORAHHOMD CTadgapTHoro obpasya, anuRkwke Ha modyio
BEMWMYMHY, ONA KOTOROR NPWBEGEHD IHAYEHHE, ACNKHE TblTh ONWCAHE, N0 MEHBLLER MEDE, B CODTRETCTEMM
c64.72-647.11.
6.4.7.2 MNpd BOIMEKHOCTH, MONSKYNAPHBIA COCTaE WA BAONOMAYECcKan WNd  GHOXHMHYEcKas
PYHELMOHANEHAS AETHEHOCTE KAWAOTD CYLUSCTREHHOID KOMMNOKEHNTA Jon#Ha BulTe YK233Ha B COOTRRTCTEMM
cd.2
5.4.7.3 DonkHa GbiTe YE333Ha BENAYMHA, KOTODOR NPUNUCAHO 3HAYEHHE.
6.4.7.4 HectoTa CCHOBHOMD KOMOOHEHTA B «4WCTOM» ATTECTORAHHOM CTAHOAPTHOM 0B0aIue OonMHa
ObiTe yHa3aHa Kak MaccoBaq gons, ofbemMEEaA O0NA, QonNA KoNWHEecTER BEWECTEa WNK Y4wcnoeas gona. B
OTHOWEHWKY  HECTaBMNeHOrD DHOMOMAYEcKOrD KOMMOOHEHTA  O0fdHbl ObITe  YE&I3Hb  JaHHBE
MEQBOHAYANEHOND HIMEPEHWA W CHOPOCTE pacnana.
65.4.7.5 Marpdua sateprana aornsHa OelTe onucasa. 0nAa cyxuy 8 NACQUNHIMPOBaHHLIX MATELHaNoE
A0EEHA BhiTe YEI3AHA NPONSPUMA CCTATEA PacTBOPUTENA.
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6.4.7.6 Banvduua, ONA KOTOPoi NpHEEOEHD aHAYEHWME, JOMEHA GhiTh Y2TED I3ABNEHa C YHAIAHKEM
CHCTEMEl, KOMNOHEHTA, DOSa BEMHYMHE W COOTRETCTRYIOWMX Ceurdukaumri ona Hug (oM. 4.1).

6.4.7.7 Donsksl BeiTe NPUBEIEHE JAHHEIE O CTEMEHA WIYIEHHON KOMMYTATHBHOCTHA, Hanpusep ond
KOHUBHTPAUMK onpeneneHHors Genka.

6.4.7.8 Jorsker GoiTe yKa3aH THN WEINE, HA KOTOPOHR MCCNEANBAHD AHAYEHME KOHEDETHON BENHMYHHE,
HANEUMER, KAYECTESHHAA, NoOpAakoEaA, AnpdepeHurantHad (TaKk HAILIBAEMAA HHTEPBANLHAA)} MNM WLaNa
CTHOLLEHIARA.

Mpk HECGXoOAMMOCTIH orMKeH BolTe NEKBEOEH DRO BOIMOMHEX IHA4EHMM,

Mpumep — [MMpofa cmabunU3UpDOBaHADE KPOBU MOWem OGbimb UCHONLICEAHE Kak CMaHdapmuLIT
ofpazey ONA UZMEPERUR PAZNULL! KOHNUSHMPIYULD KONUYSCMaa BelIECad, CeR3aHHBIY C DCHOSaNUAMY SOYNn
(euzbeimoy ocHOBIHULM] & KPOEW U, ecnu mpebyemcr, & dughbepesyvanerod wrame (... 42 =41 ... 01
o0 0,7 ... 47 42 ..) MWMOALS; RONUSHIMDAUUR KOMUYECITEE SelWecimed UoHa kapborama eodopoda,
LUIMEDBHHAR 8 Wkane omyowesud (0.0 01 0.2 ...} seomedin.

6.4.7.9 CnegveT NPpAMeHATs EQMHHMUE CHCTeMsl CH BO BoEx CNyHanAx, KOr0a 3170 eoamoxeo. TpW
NoWMEHEHWA  NPOMIBONEHEX  BOHHWL  O0M#HE GbiTe NPWBEOEHLI WX MEEIYHADPOOHS-COTNACOBaAHHLIE
CIDEASNEHHA WM ONpedeneHin, ONHCaRHBEIE COOTEETCTRYIOWER METOOMKOH HaMEpaHKa.

6.4.7.10 HeonpegengHHoCTe HIMEPEHWA OOM#Ha OwTe BLIPEMEHa Kak  KOMOWHWMPOBRAHHAA
CTAHOAPTHAA HEONPEgENeHHOCTE MNK KaK WHTEPRAN, PACCHMTAHHEIA I PACWKHPEHHOR HEONPEQENEHHOCTH ©
YCTAHODNEHHRIM  YPOBHEM  JODEQWTENEHOR  BepoATHOCTH.  [oOTEEE#OeHHAA  METOOWEA  OUSHEW
HEQMNPEOENEHHOCTH WIMEBPEHWA JCN4HA COCTEETCTECRATE ONWMCAHWED, NpuaegeHsoMy B PyxosogcTae
MCO/M3K §8-3.

Mpume<adte — KoMnNoHeHTE HEONDEQEMNEHHOCTH HIMEPDEHUA BhIZBEHE! HEMMOMEHHOC TR METEOMANE W
Brg ONPEgEnsSHWA,  HECTESWNLHOCTLN  MATEpWana W e onpeganeHsd B NPOUseccs NPUIRcCHBEHWE JHAYSHWR.
Mocnegses YaCTO OTPA#SET  BHANVTHYECKYH BAPMAEUMKD  MEMOY DEANMYHLIME NAGOpaTOpWAME, ONEpaTopamMi,
HANUWBPETOPEMH M3MEDHTENEHRIY CHOETEM, METOSUKEMA W3MSPEHR 1 BHENWTHYECKAME CEpUAMY. HEONpEOSMEHHDCTE
BEMHI4EET B CE0R HaK CHCTEMATWHECKHE, TAK H CNYYEAHEIE HOMDOHEHTE.

Mpuwmep T —AmmecmosadHar ofpajucead ceieopomsa (BCR 348 NN, soccmadosnewwan) —
NpOZecMEepoH, KONUEHMPaWUA RoNuvyecimea sewecmea ¢ = (40,3 £ 1,0) HMOMLA, HEEISEWEHHOE CpedHEs
AHAYEHUE U PACWUPEHHER HeonpedenerHocms (K=2), npusedenHan & UHIMEpEane ¢ yposHeM JoeepDUmMensHOL
eepormaocmy 0,95,

Mpumep 2 —AmMImMecMoBaHHER YUCMOME OOpedenseqHHOS0 Mamepuana yomaHDeTeHa  HaK
OMHGCUMEentH0E COGEpRANUE RONUYECITIEa BSWEcMEea (armyansnoe'meopemuyeckoe) = 0,996 3 {0,993 6; 0,997
5); meduana (0,25 u 0, Fh-hparmune).

6.4.7.11 Jonsua BelTe ONWCaHa METPONOrMYECKanA NMPOCNEXHBASMOCTE NPUOMCAHHONS IHAYEHHA
ATTECTOBAHHOMD cTaMgapTHoro obpaiua.

6.4.8 XapakTepHcTHKa

B.4.8.1 OSwme NnonoseHKs

OrA Toro, 4TobDel OX3apakTepWanEaTe W NOOTEEPOMTE MNPMIOOHOCTE ONA  NDeSHAIHAYEHHON
noWiMeHeds  aTTeCTOBaHMOMND  CTasdaptHore obpazuya, Jonske OkiTe  WCRONBA0BAHL  TEXHWYECKH
NOOTBEHASHHBIE METOOMEM.

£.4.8.2 MNNaHHpoBaHHe IKCNEPHMEHTANLHOMD QUaakHa

Homsed OeiTe ONACaH aTTECTALWOHHEIR TeCT.

Mpuuwesa e —TecT GyoeT JAEMCETE OT NPVMPOSEI STTECTOREHHON CTaHOapTHOMO obpaaus v cnocoba aro
NpAMEHEHAR. KK Npaennd, pErRamMeEHayeTer, STobs mmMomEHEIcTs 1 CTalineHocTe BRINK MCNTEHE 00 APWMNIMCLIESEHWMA
FHaMeHrR. Heofxogmmo TAKsE YOTEHOEWTE MAKCHMMANEHD QONYCTHMYR) HEONPEOENEHHOCTE WAMEDEHWA NPANACAHEOMR
AHEYHEHMA, NOCKDMGREY 3T ORE3LIBAST BIMAHWG HE MNAH MCNLTEHWA,

£.4.8.2 OueHKa romMoreHHoCTH

MeneiTasde roMoreHHoCTd aTTeCTOBaAHHOND CTAHGARTHOM 0Gpasya, BknoYan roMoreHHocTe B npobe
W Mewmay npobas, gonsHs ObiTh NPOBESEHD, OUEHEHD M OOKYMEHTHROBEHOD B COOTBETCTEMM ©
PywoeogcTaom MCO 35,

£.4.8.4 CTaTHCTH4ECKSA OUEHKa peayneTaTos
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DonwHa OwTe NPOBEGEHA CTATHCTHYECKAA OUEHEA O3MHBX, NOAYHEHHEE NPW  BINonHEHNK
MonbiTawkA. MeTog ouedkd SomKed BeiTh ONWCEH W COOTBETCTROEATE NOOXKOOAM, ONHCAHHLIM @B
Pykopoactee MCO 35 w MCO 5725-2,

6.4.8.5 Oueska cTaGWUNBHOCTH

MeTogrka oueHkW CTabWNeHOCTH O0MMHa ObiTe NPODEOEHA, OUEHEHA W JOKYMEHTHpPOBaHA B
COOTEETCTEMK © PykopocgcTeoM MCO 34 w PykosogcTeom WMCO 35,

Mpumesadua !l — OnA AaTTECTOBAHHEIA CTAHOAPTHEE ODPa3UOE HENETENEHOR BENASTCR CTAENNLROCTE.
oBeCNEHWEaHILER BOMMIKHICTE WX XDAaHEHEA B TedeHwe B-10 net.

JchchakT, OKAIRBISMEIR Ha CTabWNBEHOCTE WMEKRWWMWCA CEOWCTEaMM, O0rtEEH ObTE OUeHEH
HOMMYECTERHHO ¥ OCKYMEHTUDORAH,
DonwHa GolTe ONMCAHA METOOMKS MAMEPEHWA, BKNKHAA &8 KAnHOpoBKy ¥ KOHTPOME TOYHOCTH.

NMpumeda a2 — MeTogHEd MOHUTORAPOBAHNA CTAEMNEROCTH TTECTOERHHOND CTAHAADTHOM ohpa3ua Ha
NPOTAMEHWH CPOKE 810 FOOHOCTH BRNDHAT B oA namepedun Hawbones BEMHLIE BENAHMH YEPS2 3aNTaHHDOBEHHES
MHTEDEANE B TEYEHWE BLEMEHW NPMMEHEHWA STTECTOBAHHOM CTAHOAPTHOMD O0DpaIua, HENpUMED, NZMepaHde
EOHUEHTPELUMM resornabnHa B mnaane pefepaHTHOND Npenapara cTabuniuanpoBa HHRDA KpoRa.

Mpumep — @naroHkl ¢ obpazyaMu xpanunu opu 20 °C, 37 °C, 45 °C v 56 "C U uIMepRAUY 8 Mapa/uTensHbix
deodnsix npobax nocne xpadenur & mesesue 110 dred, 244 dred u 504 dred. Cmamucmuyecky GOCmMosepHEIX
UZMEHBHID COOMEBMCMEYHILIUX IHIYEHULT NO OMHDWEHUK K 3H3IYBHURM npobsl, xpasusweldcA npu
mesmnepamype 20 °C, npu komopod obpazey OKazaTcH CMabumsNBM NPU CPasHerUr ¢ Apofod, XpaHUEelcR
Apu 70 °C, me obwapyweso (p=0,05). Mamepuan nporewn docmamoydyro cmabunsrocms. CmabunsHocme
domsna NpOeepRMLCH 8 MEYEHUE 80820 CPORa XpaHeHURA Mamepuana.

Mpusmedanneld — CnocobdocTe 0DHAPYHWTE BOIMORHYH HECTABMNEHOCTE 0Bpaxya Tpebyar goocTaTodHo
HWEOr D K03dbMUMEHTa BAPWALKA CROOMMOCTH METOLHEN KIMEDEHWMA.

6.4.8.6 Npynucoipadde aHaYeHHa
Donwrel BelTe ofWcadsl NNaHs  JECNEDUMERTE W METOOWMEM  WIMEDEHWA, NpMMEHASMbIE ANA
MPMMTACEEAHAA IHAYSHWA.

Mpumavanne | — Cu racks Pysosogoreo MO0 34 v Pyrosogoren MCO 35,

Mprmedsadune 2 — JHEYEHKE OAHHDH BEMAYWHE MOHET DbiTs NPHUNACEHD HE OCHOSE KOHEDETHOW XOPOLWD
OOEYMEHTHPOBEHHDA METOOMKA M3MEPEHHA B 0gHoR naGoparopun. Bo MHOMMX CNydYaAx. ogHako, Gonae To4HAR OUEHEA
IHAHEHNE HEMMYEHL MOMAT GeiTe NOMHEHE NP YHECTHA MHOME ONBITHEX Nabopatopwd & wexnabopatopHelx
CNH4EHNAXE HE BEICOHOM METPOMNOMWHECKOM YDODEHS |, BCNH BOAMONHD, © HCNONLIDSIHASM PE3HEIE METOOOE HIMEDEHKA
MITA OEHE PEIHEE MTPWHLEHNDE W3MBREHIEA.

5.4.8.7 3Ha4eHAe BEMAHYMHE 1 HEONPEOENEHHOCTE MAMEDEHKS
OonwHe GhiTe NPABELEHE]  IHAYGHWE BeNWYHHE W HECNPEOENEHHOCTE HAMEPEHWA [CCHOBAHHAA Ha
GrogmeTe HEONDEdENeHHOCTA) ONA K0 NPHMEHEHHTE METOaNIM.

Mprmesvanre 1 — ChagyeT eecty pAD0HHR RYPHEN, B ¥E0TOPOM CEOSBREMEHHD DHECHPYHIT BHECEHHLIE
nonpaesy, 3anwc of obcnysueadey OBOpYOOBAHMA, OTHETH O $OOTHEDEDEHWE METOOWEY W3MBEDEHMA W O3HHBIE
KOHTPOMA.

B otyete Tamke D0M%HO DbiTe OTRaMEHD:

a) WACND NOBTORHBY SHANKI0B B CE DM,

B} 4ncno cepuit;

C} HHCNS KanUGpOBOK,

d) YACNo DaINHYHBLX WAMEPHTENBHEIY CHOTEM, NDHMEHEHHBX ONA OOHMOE W TOWHR XE 3303494,

Mpumadaxnne 22— HononHutansHels gartans cx.e Pyrosogcras WMCO 35 w MCO 5725-2.

5.4.8.8 PerdoHansHoe npraHaHqe
OonwHe BalTe NEQeYHCiEHEl DETHOHE, B BOTORREE ATTECTORAHHEIN CTaHOAPTHEIR obDasey NpHIHaH.

6.4.9 MpeaHazHaYeHHOS NPMMEHEHHE
OonwHo GeiTe 388BNEHS NPEAHAZHAYEHHOE NDHMEHEHWE ATTECTORBAHHOMD CTAHOAPTHEMD 0bpasUua.
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ATTECTORAMHLIA CTAHOADTHEIA OERAIEL MOKET BEINONHATE WVHELMM:

a} kanubpoBOYHOrS MaTepkana (kanmBpatopa) - ONPEeSENATE KANWGROBOYHYIS DYHKLWK KOHKDETHOA
METOOWMEM WIMEDEHHS (KOTOPaA MoMeT DuiTe TAKHe WCNoNBE30BaHa ONA KandGpoBkd OpyToro CTAHgapTHOrD
CSpaILE) WK

b} KoOHTpONBEHOrD MaTeprana - CUueHWBaTy CMELEHHE MAMEDEHKA WK HEONPEASNEHHOCTE HIMEDEHIA
YOTAHOBNEHHCGH WKW HOBOHE METOOWKA HIMEDEHWA B KOHEDETHOW NabopaTopHK WNK B rpynne natopaToprid.

B paMkax KOHEPETHOW WIMEDHTENBHOW CHCTEMbB B KOHKpETHOW nabopatopdd aTTecTORSHHLIA
CTAHAADPTHEIA COpa3ey MOMET BRMNONHATE TOMBEO OOHY M3 YEAIAHHBE Boiue  YHKLAA, 330386
TERMAHAMA «KanHbpoBOYHBIR MATEPHaN (KEANKWERATORI NHE0 «ROHTRONbHEIR MATERKMAN NEEBMNEHOCTH .

JomsHel OeiTe  OOKYMEHTHDOBAHE! WABECTHBIE OFPAHWYMEHWA NPUroOHOCTH, HANDHMER, BCiM
EAnMBDATOD WNKW KORTPONBHER MATEPKAaN, NPEOHAIHAYEHHEIE QN8 WCNONEI0SAHKE C KOHEPETHOR padosel
METOOWMKON HAMEDEHWA, OAI0T IHAYEHHA WIMEDEHKA, KOTOPLIE TPEBYIOT KOPPEKUMK STIHYWR OT IHaqeHii,
NonyHeHHbix Npd NPAMEHEHKW £ HATHEBHOMY MATEpHany (OUSHEA KOMBYTATWBHOCTA). B MHCTPYELWA No
NpWMEHEHWID OOMKHD COASQ¥ATECE IAABRNEHME O NPEOHAIHAYEHHOM NPAMEHEHKW, OCHOBAHHOE Ha
NogTESp®AEHHLIX  OaHHBIX 0 §NpUMrogHocTd  ATTECTOBaHHOTS  CcTadgapTHoro obpaiua.  [pyseHadiks
ATTECTOBAHHOMD CTAHOARTHOMD 0bBpasua BHe oBMacTH erns NPegHaIHaYeHHOrNo NpWMeHeHds Npeancnaraat
BanMaaunsy ATTECTOBAHHOND cCTaHgapTHoo obpaiaya  nonelcsaTtenem ANA QaHHOR Y4acTHOW LenW.
PeromMeHaosaHHan B ONyHCaHyMi cTangapTHoro obpasua cTaTieTrHeckan obpaboTa IHAYEHMA, Nony-HenHbx
NoNbEI0ETENEM, 0MHHa GHTE YE333Ha ANS Ka%00d NpegnonarasmMon diyHrkUM cTaHgapTHore oSpasada, no
Kpaisel MEpE, B BHEE CCLIMKK HA HCTOMHUEY B NMTEpaType.

Mpuvep 1 — HeonpedemewHOCME WIMEPEHUR Hanubpogasru sMomem  Oeime  paccuumala U3
HeEoNpedeneHHOCIMU KaNUBPOoaRy, MOAYYEMHOL © MpUTUCAHHLIM IHaYEHUENM KanubpoeoyHo20 Mamepuana, u
cpedHeKeadpamuUYecko20 CIMKIONEHUR CXoduMocmy Memoduny UIMEDeHUR, © YYSMOM YUCTa uIMepenud,
nonyYeHNeix HE kanubpamope. Popsmyna dne pacyema npedomaanena e Pyrosodemae WCO 33 [10].

MNMpumep 2 — fnr mozo, ymobed npogepumes NPeYUINOHHOCTIE NpoUsdypEl UIMEQEHUR, SLINOTHASMOL 8
nabopamopuy, HUCTO MOBMOPHLI UIMEpDEHUL ammecmosakkozo cmawdapmuozoe obpazya uzbupaemcs
COMMERMCMESHHD MPUEMTEMOL S8D0AMACCMU OWURioYHDZ0 NDUNAMUA WY TNKHDS0 OMOpaceigaHus cepuL.
DyeHka Mp@EUNEHOCITIL MPOS0CUMCE CAUYEHUEM CPE0HEZ0 IHAYEHUR MOTYYeHHBIX OaHHBIX G MPURUCIHHEIM
IHAYEHUEW © JYEMoM HecnpedenesHocmeld UIMEpesuUs ofoux 3Havesud. Mowem nrompelSogamech
UCKTHIYERUE eaimTadarmiiux anavenul. Sopmyna dnr pacyema npedcmasnerna & Pyxosodemes MCO 33 [10].

Mpuwep 3 — [Mpy UCNONLICEAHUL AMMecTOEaHNH030 cmandapmuoae obpaszya ONR KOHMpOAR
NpasuMBEHOCMU & Kawmdou aHanumUYeckod CEpUU, BKMIOYAR Yemblpe ONpedensHUR amMmMecmosaHHoZ0
cmaxndapmyozo oBpasna, MoOMEMm Belime ADUMEBHNEHO CABOYIOLLSE KOHMPOTLHOE ADIEUND: HU 00UN pedymemam
He donwend eelxodume 38 Npeden npuemnesmocmu 35 B amom criyyasg CUCMeMamuyeckan NoZpeiiHocme 25
onpedensemcR © eepoRmMAEccmers 055 U SepORMHOCMLN  fomWoac  ombpaceraawur 0, 01
(cpedHereadpamuyecHoe OMENONERUE CXOTUMOCITIU NPoUYedy Pl UAMBPEHUR DEOZHAYARITICH CUMEOA0M 5.5

6.4.10 MHCTpYEUMA NG NEAMEHEHWIO

6.4.10.1 BeacnacHoCTe

MepBRiA NYHET WHCTRYELMAK N0 NRPAMEHERAN JOMEEH COOEDMATE NDEayNPE%IeEHHE O HEOBXOHMOCTI
cofimoerua ocToposHoCTd (om. 6.4.2). B wHCTRYHUHD N0 NPAMEHEHRD  O0MEMbL BLITh  BEMIOYSHI
COOTEETCTRVIOLME Mepsl BE30nacHocTH, Kacawmwecn obopyooRaHWA, MaTephuanoe, npod 4 0TXooo08.

6.4.10.2 OOWwKre NonomeHna

JongHa OelTe NpeiocTanneds JeTansHaA MHCTRYELIMR No NPAMEeHEHWo, Bgnoysaowad s celda, no
MEHBLEA MEpe, CNeaYIWyYIo MHgopMaLneg.

a) Tpebyembie YCNOBWA XPAHeHs M CTADWNEHOCT: ATTECTORAMKOND CTAMJADTHOD 0Bpazua npy erg
MY HKI,

b} npouegypy OTHDEBEAHWA BHYTREHHER YNAKDRKM,

c] Tpefyemoe ofpaweHne c ATTECTOBAMHBIM CTAHOADTHbIM 00pAIU0OM  NOCNE  OTEDLIBAHMA
BHYTREHHER YNAKDBEH,

d} nogroTopry Npobi;

B} TEXHONOTMID OTTAMBEAHWA M BOCCTAHOANEHWA C NOCNEQYI0 MM CMEBLUNEAHWER,

f} npouegyDy NONY-EHKE MEHKMANLHOE HANKTHYECKOR MPoSel KW AHANUTHYECKON NODUWK,

O} METOOMEY MIMEPEHWA [DEKOMEHOYEMAR UNK 0OAZaTENLHARA];

b} yoanedue nnboro OCTARWErocA MaTepMana nocne HenonEIoaaMMua,

6.4.10.3 PearenTel

Bog vEalaHHEE B HHCTDYELWA NO NRAMEHEHMIO DEArEHTEl JONMHE BbiTh HOeHTHOUUWDORAHE.

6.4.10.4 [NpUHagnexHocTA
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DonwHel OpTe NEpEYMCNeHE NPMHAONEXHOCTE, HeolX0auMele ANA NpUMEHREHWA aTTRCTOBAHHOMD
CTAHOADTHOrD 0opaaLa
54105 MNpubopwl
OonwHel BelTe Nepe4YncnedHs NprBopel, HeoGXoOWMBEE ONA HCNONB30BAHWA  aTTECTORAHHOND
CTAHAARTHOM OGpaaLa.
6.4.10.6 Cpega
Ecnid nprMeHeHWe aTTecTopadqoro cradfaprtdong ofpasua TpebyeT CcheudansHeR  Yornosdi
OEPYHEKWER CPe0bl, OHE Q0MEHB GblTe YEA32HE.
64107 Mamepreniole 0bbaMBl
MpH HEchXoaWMoCTH JonwHa OkiTeE yEalada TeMneparypa (QNA raich — JaaneHne), NpK £0Topor
(NEH KOTOROM) MIMEPAETER OGhEM.
PasBaanedna, NpUroTORNEHHEES NyTer A0baBneHHs oaHoro 0bbeMa MHIAKDCTH K GPYToMY, A0MHHE
ObiTh YE33aHe CNEOYKWEM oBpazom.
a) epazbaanerte  Vi— Vo, ecnd ofbem V) aagauHore pacteopa pasbasnend Takke obpaaom, 4Tobs
NOAY4HTE OBWHA 0GbeM Vs KOHEYHOW CMECK, HANDHMER, PalBecTH 25 M — T N UnK
b) spasbapneHve V.+ V.o, ecni ofbed V), 3a0aHHOro pacteopa goGasned k obbemy Vi
pACTEOPUTENS, Hanpumep 25 + 975 mn.
Takwe ocboadadeHus paaGasnedda, kKak « W, 0 Won o ownk o« V) ) Vo, NPUMEHATECA HE OONMMHE,
MOCKINBEKY OHW MCNONLIYIOTCR © PaIHBIMK IHAYEHHAMM.
6.4.10.8 BococTanoBneH e NModunyanpoBaH-oro aTTecTosaq oro cTasgaprHorg obpaaya
Don#Hb BeiTe NpHBEgEHLl GETANW NDoLEdyPbl BOCCTAHOBNEHWA.
5.4.10.9 CobngM Ha NaTeHTORAHHEE H3aenuA
Ecn#, B MCKNKHMWTENEHEX CNY4aax, TEXHWYECKMME CoolDpameHHAMM onpasians MCnoNe3oeaHue B
WHCTPYELMK M0 MpWMeHEHMD cTaddapTHoro obpasua TepMMHOBE CO CChINKOR HA NPeoMeTbl, 3aWMIeHHBIE
BETOPCKHMK NpaBamd, HeobioguMo NPUBneYe BHMMaHWE K TOMY, 94TO B COOTBETCTEMW © MHCTRYEUMER No
MNPWMEHEHHID NPE0YCMOTPEHD MCNCNBE30BAHWE NaTeHTa.

Mpumedadde— ONA onucaqds STTECTORAHHOID CTEHAEPTHOMD aBpa3Ua B MEROYHAPOOHOM CTAHISPTE CM.
[13] = [14].

6.4.11 Oprad atTecTayMm

HavseHopanwkme oprada atrecTaudd, TO BCTh OPraHa WA OpraHqagauMH, KOTODGIE NDUHHMAINT
OTBETCTREEHHOCTE 33 WMQMOPMALMKD, COOSD¥aALYOCa B CONPOBOAMTENEHON J0KYMEHTALWK, 0ONKHD DeiTk
VESIZHO © NPUBEIEHWEM NONHOMD NOYTOBOND agpeca, HoMepoR Tenadowa W akca, W, ecni BOIMONHD,
IMEETPOHHOrD agpeca.

6.4.12 BuGnworpadgmna

JoKyMeHTe, conepsaliue NONCnHUTENLHYIO WHEOPMAaLMe, HO HE ABRNAIDWHWEcA HesDxXoaMmMeIMd
ANA  MCNoNL30BaMMA ATTECTOBAHHOND cTaMoapTHoro ofpaiaua nNo ero NpeqHaIHadeHiin | JonHE GbiTh
nepeducnedsl B Subnuorpadomn.

Mpumeysadnne 1— BubnworpaduA Moxet DuTe npegocTaanesa B hopme npunosedwA (oW, §.4.13,
napayucnande g). OnA ONMCEHMA STTECTOERHHOMN CTaHgaprHors obpaaga e cradgapre OwbnuorpadieR  sowat
COOSEMETE CORMEM HE OO0KyMEHTEL, HOTOPBIE TOMBHO WMTHROBEHEL KEE HCTOSHUEM WHIDOPMEULAK, KOTOPEIS Coysar
ODUHOEHEM METEMENOM 1 KOTOPEE JO0CTYNHLl TONEKD No 3gnpocy. T, Tasa [14].

Mpwymme +aHMa 2 — Myonusauymy MoryT OeiTe PRINWHHOrG TWNE, HESMEWMEER, PardoHanbHLE
HEUWDHAMLHES  CTEH0APTS, MPESE0HEBIE  HETE, DEXOMEHIZAUMM  MENOyHEPOOHEX W0 PEFMOHANEHEE  HEYYHBIX
OpraHM3aurd, CTETEM K3 HEYHHEIX MYPHENOE, PYROEOLCTES, CTEHASPTE MIrDTOEBUTENSH 1NN BHOOPMALHE O NPOOYELKH,
OTHETE O MaMnabopaTopHEN MEMLITAHARK.

6.4.123 [lMpunoxeHnA
Mudopmayma, He BENDYEHHIA B OCHOBHYK YacTh OTYETa, Jon#Ha OLiTe NpMBEEgEHa B
MpHNoHEEH KA,

Mpumadanne — JUNyCHEATOA BHOCATE B NPHNOHEHWA:
8] QaHHEE O FosMoreHHeCTH (chub.d B3,

) gaHHEE o cTatunsHoCTH [Cw. G4 8.5)

G} O8HHEIE O NPHMACEEIHAN IHa4eHdR (ceB4.86 1 §4.8.7);
d) Bubnnorpadiuo (cME9.12)
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6.4.14 Cpokn paspelwesny 1 NepecrMoTpa
OonsHe: ©GblTe NpHEBEASHE CBEOEHHMA O BBEEOEHHM B JSACTBME SadHoRl  nyDnekaunud w
NpegwecTEYIWErD Magaqua (HIgaHuin).
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Npunosexues A
{cnpaBoyHoe)

ATTecToBaHHILIE CTAHOADTHEIE GEPEEL[EI HAYacTREHHLIX CROWCTE MAK NOpAOKOBLIX BENMHYHAH
A1 OBume NnonoseHKWA

A.1.1 HacToswmwa cTasiapT yETAHAENWMESET TREDOBAHEA K ATTECTOSaHHEIM

CTEHAARTHEM ODpasuan BeICIIEra METPONOrMYEcHora ypoeHA. Hamaos IHAYSHWE BEMHYMHE, NRWMMCHHHDE
TakoMy 0bpasly. NPROHSIHEHEHHOE ANA NPUMEHEHHA © METOOMEIME MEMEDEHNA, HAXNOOHTCH B WHANES DEANW-HA MK
WEAMNE OTHOWEHWA M BLIPAHASTCA YMCNOBEIM  3HESEHMEM, YMHOBEHHEM HI BOWHALY WamapesHds [os. 4.1.4) n
CONPOBCHORETCH HEONDEOSMEHHOCTEED MAMEDEHHA.

A.1.2 CeoicTed, OTRKSHES 0T g epEHUMEMEHEY MNH PAUHOHANBHBLE

BEMMHHH, THIORES MOMyT BRITh ONPESENSHE HNK BOCTPpOMIESHEHE OBpaIYaMK, HO MPUNVMCEHHES WM IHAYSHWA HE
MOFYT OkITh BEIDEMEHE! SHCNOBEIM IHSHEHWEM, YMHDHEHHEIM HE SOHHHLY WIMEDSHMA, TEHMEe IHIYEHWR MOryT BRItk B
NOPROFDS0E MW KESECTESHHDN LKEME.

A2 NoprOKOBEEIE BENHYMHE! W KEYECTEEHHLIE CBOWCTES

A2l Ona nopAOROBOR BENWHHHE! 3HEYEHAR MOMYT BeiTe NPESCTERNEHE]

PAaIEME MAX HMCHEME, BEIPAMEHWAMKY DE3Me] COOTBETCTEYHILLME CEORGTE. 3TW 3HE4EHMA MoryT Beme
MCMONE30EEHEl ONF PaSHEWDOBEHKWA CEOACTE NO DE3SMBERY, O0HAED D3INWHUA W OTHOLEHWA N0 WHANE HE MMEHT
IHEHEHHA ONA CPEBHEHWA, HANDWMER, IHAYEHME $30 AN ANO0SLILUSHHRDSY , MPANKCEHHOE KOHTRONEHOMY DECTE0pY 4MA
OMEHOCTWHECKHA TECT-NONGCOK. MPEOHEIHAYEHHBIX ONA CUSHEN KOHUBHTREUMK ansdyruHa 8 moqe B S-aHaqH0R Wweana
(0, 1, 2. 3, 4 Ny aHS NOSLIWEHHEAY, $COMHHTENEHD NOBBIWEHHARS , aCNATHS NOBLILEHHAAR, #NOELIWLEHHARY, #CHNLHD
NEBEILEHHARY ).,

A2 OnA  Ea“ecTEEHROND CEORCTES  3HA4EHHA  BOFYT BhiTe  BpaseHbl  CACBAMA  HNW  TEDMMHSMA
(HawmoHoeaHKAMK} Oea cedan ¢ mobum paadepom. Jvadessa MoryT Bome npagcrasneds & MobDoM yOobHoR WM
COrMACOBAEHHOM NDPROKE. HANDWMED, DAL HAWMEHOESHWR THNOE NERAKDUMTOR B HOHTPONEHOM MAIKE KDOBH WM PAS
IHEHEHHA ONR TRYIN KEpOBKA.

A.2.3 CInMcaHne aTTecToBaHHE CTaHaapTHeIX chpaagoe ans

HAYECTEEHHEX CBOACTE MMM NODAOHOBLE BEMWHWH, SONEHD  MONHICTSH, HECHEONBRD 370 BOIMOKHO.
COOTBETCTEOEETE TPELOBAHNAM K 8TTECTOEAHHEM STEHOSPTHREIM DOpauan onas gndubepEHUNANEHRIX ¥ PALUHORANEHBIL
BEMHHWH, NPUBEOSHHEIM B HECTORLLEM CTaHOapTe. VICKMOUEHMA KacaToA:

2] HIMEHEHWA TapMHHOE:

1) #BENMHIEHEY HE $EI4ECTEEHHOE CEBOWMCTEOR, A TAKEE COCTEETCTHEHHD B

HOMMMEHCHBLE TEPMAHAX;

21 #HM3AMBPEHHE N HE SHCCNEO0BaHNE KAYECTEEHHOID CEORCTESED, 3

THHME B KOMNNEECHLY TEDMAHAE,

b TEXHMHSCHAR N3MEHEHNA

1) BENoNEIoESHEA 3HEYEHHA, HENPUMED CNHCaHHBIE B A2 1 w AT 2

2] heoNpaEasnSHHOCTEN BOCNaSOSaHER, BRIPEMEHHER YMCmnom

HEMPABMNBHD KNACCHMUMPOEaHHEIX DRasLHA;

3] HEBROIMOEHSETA KENWBPOBaTE KAYSECTEEHHYH LWKAMY.

FomorsHHoCTE W cTABMNEHOCTE 0Bpaawa oormedel OBITE NROOSMOHCTORPOBEHE Cnocobom,. CoOTESTOTEYHMLHM
CEOACTHEM 1 BEMMHAHAM.
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NMpunosenne 0A
(cnpagouHoR)

CoofoHWA O COOTEETCTEMMH CCLINOUHLIX MEKOYHAPOAHEIX CTAHAAPTOD HALWOHAMNLHLIM CTAHOAPTIM
Pocendcrkon Pegepaummn

Tabnwuya Al

[DBOIHAYEHNE CoRNOYHDNS - TENEHE DO0AHaYEHVE H HEMMEHOBAHWE CODTESTCTBYRILEND
MECKIVHADOOHOID CTEHAEpTS OO TEETETENA HELMOHANEHOM CTEHO3pTS
AC0 31 1882 i
ACC 5725-2: 1894 IoT FOCT P ACO 5725-2==2002 To4HOCTE (NPEBMNBHOCTS M
[PEUMIMOHHOCTE) METOODE W PEYNETATOE HIMEDEHNE.
facTe 2. OCHOBHOR METOD ONpEdsneHiR
NOETORAEMOCTH ¥ BOCAPOH3BOIMMOSTIA CTAIHOAPTHGEM
JETOOE HEAMEPEHHR
ACC 17511:20043 oT DCT P MO0 17511=2006 Magenys MegHUMHEEWE SIH
HETHOCTHEM I Wil M3mMepeHss BENHLHH B
nonormyecke npobax. Metponarnsaceas
POCNEHABREMOCTE SHEHEHWA, NPWNTHCEHHBIX
anybparopar H ROHTRObHBIM MATERHANEM
ACC 181532003 oT DCT P WMCO 18153=2000 MagannA MeQnumBCEWe QnA
METHOCTHEM I Wi, MaIMepeHue BeniHiH B
nonormdecke npobax. Metponarnsackas
POCNEXMBIEMOCTE IHIHEHIKA KATANMTAHECKDN
OHUEHTRAUMK apManToR, NMMTAGCEHHL
anyMbparopan M HOHTROEHBIM MATERHANEM
FyrosogcTes MO0 31 - i
P yroaonctea MO0 34 —
PyroeogcTes WCO 35 -
Fyroeogores MOOMIE S8-2:2008: MO0 [FOCT P 54500.3-2011 [PyxoeoacTao MCOOMSKE 98-
22008 HeonpaoaneHsocTh HIMBREHUA — PyROBOOCTEO
10 BbIPEHEHHED HEONPEdaneHHOCTH waMepaHEs (GUM
1 955])
Pyrosogotas WCOMM3K 882007 - i

CoOTEETCTEYHILHA  HALHOHAMNBHBM

CTAHgapT orcyToTeyeT. Mo er0  YTERpPMOEHWE  PEHOMEHSYETCH
CNONEE0BATE NEPEB0S HE PYCCEMA A3k GEHHOMD MEcHOyHAPOOHOM CTadpapta. [Mepeso] OBHHOMD MEXOYHADDIHDM
CTEHSADTA HAXDOMTCA B SEnEpansHoM MHEODMALHOHHDM UEHTDE TEXHW-ECKHY PEIMAMEHTOR ¥ CTAHOSDTOE.

GostExpert.ru

https://GostExpert.ru/gost/gost-15194-2013



https://gostexpert.ru?utm_source=pdf&utm_medium=48324
https://gostexpert.ru/gost/gost-15194-2013?utm_source=pdf&utm_medium=48324&utm_term=page

(1]

[£]

[

[4]

151

8]

[71

5]

e

(10

(11}

12

[13]

(14}

(15

(18]

Pa3spaboTka anekTpoHHOWN Bepcun - nopTan GostExpert.ru

IS0 13485

IS0 14971
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BuBnwuorpadma

Medical devicas — Qualily managament sysiams — Haguremsanls

for ragulatory purposas [Maganua megaunHckng, CucTeMsl MEHBOEMEHTS KAYSCTEEH.
TpeboEaHMA ANA LENeR paryMapoBaHne )

Medical devices — Application of risk management o meadical

davicas (Magenvs MeguurHoEe. TTDMMEHEHNS MEHEMEHTE PHCES K MEJULMHTHAM
WAOEMMAM )

In wilra diagnostic medical davices — Measurement ol guaniifies of

biological origin — Haguiramenls for content arnd presentation of relterence
maasurarmant procedures (Magenuws MEQWUMHCEWE ONR  SWArHOCTWEA 0 wilro.
HMamepedwsa pennqns B npobax GHONOrWHecKoro NpoMCXoHDass — TpebosaHeA K
COOEPHEHAR 1 NEPEACTAENSHAN METOOWE pethEpEHTHOND MEMEPEHHR]

Laboratory medicine— Raguiramants for relerence measurement

laboratornes  (NaboparopHan smegaguasa. Tpebogadvs © nabopatopuAm
pEdEpaHTHE HEMEDEHHA]

ISOMEC 17025  Ganeral reguirermants for the competence of tasting and calibration

IS0 18113-2

ISONEC Guide 15

IS0 Guide 30

150 Guide 32

IS0 Guide 33

ISCEC Guide 51

ISCVEC Guide B3

Labporajories  OBwue rpefoBaHns © ROMNETEHTHOOTH  WCNETETENRHBE
KaneEposasHER NAabopETOpAR)

Chinical labaratory testing and in vitra diagnostic medical systems

— Inlarmalion supplied by the manulacturar {fabeling) — Part 2: In vitre diagnasiic
reagents for professional wse (Knvswueckne nabopatopHee WOCNSSO8aHMR M
MELHLHHCRWME CMCTEME! AR AWarHocTHER i viiro, WHdopMaums, npegocTagnseman
WIOTOEMTENSM (Maprdposka). Yacte 2 Pearedts anA SHardocTakn in vitra gne
NPOPECCHOHASHOM NPHMEHSHAR )

ISVIEC code of principles on “reference o standands”

{Pymoaogoted MOOMEE 15 Ceoa npuauganoe ACCHMSEK mo

H#CCLINMEEM HE CTAHIEPTE: )

Terms and dehintions used 10 connechan with raference materials

{Pywosogoree MCO 30 TepsmuHel W anpeganeHsA & CERMA & CTaHOAPTHEMEA
ofpaIgamm

Calibrabon in analytical chemistry and use of carlifiad reference

maternals (Pysosoocreo MCO 32 KanwbpoBsa B aHENHTHYECHOR

AHMMM K NPHMEHEHWE ATTECTOBSHHLE CTAHOSPTHEX oOpayos)

Uses of relarenca malanials {Pywoeagores MCOMSK 33

FenoneaosaHMe aTTECTORBAHHEIX CTAHOEPTHEX a0pazuone)

Salety aspects — Guidedinas for their inclusion m slandarcs

(Pywoeogocres ACOMEK 51 Acnektel Bezonackocti — Mpaswna

Mo WX BENHIYSHWE B CTEHOARTE )

Guide 1o the devalopmeant and inclusion of salely aspects in

Irfermational  Standards  for  medical  dewices  [Pysoeooctec MCO/M3E 63
Pyroeogctes no pazpabotee W BHnedeHw acmeToBR  Oe3ondacHactH B
MEROYHARDOHLE CTAHOADTE ONA MEQHMLWHCEMXE M30S8nWA)

ISOAES Directivas, Procadures lar the technical work (Qupertues MCO/M3E,

Part 1, 2008
ISOVIEL Directives
Part 2, 2004

EM 880

EA-0414

yacts 1.2008 MeTogues gnA TesHuyeck: pador)

Rules for the structure and drafting of Internativnal Standards

{Dpekrien MCOMM3E, vacte 2, 2004, MNpasuna no CTRyETYDE W COCTABNEHWD
MEXAYHAROOHE CTAHLADTOR)

Graphical symbols for use n the labeling ol medcal cevices (EH

980 Tpadyeckwe CHMBONL ONF NDMMEHEHHA NP MAPKMPOBEE  MEOMUMHGHAX
HIgEnMR]

The selection and use of relarenca matenals, BEuropean co-

oparabion for Accreditation, 2003 (EA-04/14 BeiGop 1

NpHMEHEHKE CTAHOA0THRIX 0bpazuns, EBponenckan K0ONSpayrs Mo SrEDEmUTanmw.
2003}

1
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Moanycano 8 nedate 01.08.2014. Dopnar BOxE4 .
Yon. ned. no 2,79 Tupax 36 aka. Jak. 3220

MogroToRNeHD Ha OCHOBE JINEKTROHHONA BEDCHH, NPedoccTaBNeHHoR pailpaboTY«EaM CTaHdapTa

DY «CTAHOAPTUHO®OPM:

123995 Mocsea, MpanaTHe nep.., 4.
v gostinfo_ru info@gostinfo.
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