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Mpegucnoeue

1 NoOOroTosNEH NaScpatopuel  npofness  kKnuHvec-nabopatopHol  gwarsocTies HAK
OOWECTEEHHONS 300POBRR W YNDEBNEHMA  a0papooxpaHeHses  [ocynapocTEeHHOrs  BoawmeTHom
oEpPaI0BaTENsHONT YHREROSHW: BeicWers npodrecorodanesnore obpazosadna  «llTepesid  MockoBCEWR
rOCYOAPCTEEHHLIH  MEOWMUWHCKHE  yHUuBepouTeT W, WM. M. Cedsdosar Muuzgpasa PO Ha ocHoBe

COBCTREHHOMN AYTEHTHYHOND NEREE0Oa Ha PYCCKMA BakK MERDYHAPOOHOMD CTAHOARTA, YEATAHHOND B NYHKTE
4

2 BHECEH TexHuM4eckds EOMATETOM No cTadgapTiiagud TH 380 cKnedwwdeckse nabopaTopHee
HCCNEA0BAHAA M METWLMHCKHE KIOENKWA ONA JUAMHOCTHEA in vitros

3 ¥TBEPH/IEH |1 BBENEH B JEMCTBWE MNpukazom PegepancHoro areHTcTea No TEXHAYecKomy
DEMYNHPOBAHKMIO M METRONOMMH oT 28 asrycta 2013 r. Me 621-C1

4 HacToAWWA CTAHZAPRT WOSHTHYEH MENOYHapogHORY cTaugapTy MCD 15194 2000

«Magnenva MegvuMHCkWe ONA OWarHocTHEK in vitro, Mamepedue BendYye 2 npoSas BronorYeckonn
NoOoUCKOMOEHAA. TpeGoRaMua K ATTECTORAHMEIM  CTAMOAPTHEM  obpaijdad W COSeDMaHMW
CONPOBOOMTENEHOR QokvsenTaymuy {150 151842008 «In vifro diagnostic medical devices — Measurement
of quantities in samples of biclogical origin — Requirements for cenified reference materials and content of
supparting documantations).

Mpy NguMededry HACTOAWEro cTaHdapTa  PeKoMEeHOYeTCA WCNoNu30BaTs GMECTE  CObUNOYHLIX
MEMIYHAPOOHLY CTAMAARTOR COOTRATCTEVIOWME WM HALMOHANLHLE CTAHOARTH Poccuickoid danepagqa,
CREOEHHA O KOTODLIX NOHESOEMEl B OONGNHATENEHOM NPUnosedn 04

SB3AMEH MOCT P MCO 15194 - 2007

Moaauna NPUMEHENLT HacMoSILes0 omandapma yomasoaneker @ FOCT P 102012 (paaden B).
HuchopMayus of UIMeNeHURX K HaCMOoAWeMy cmakdapmy nyBnukyemcs 8 exeaodnom (NS CoomasRrug 1a
1 anaapa mexyweao 2odal UHoDMaUUoHKONM YE3ZEMEens sHayuoHans ele cmandapme s, & OULLaTEHsL
MEKCT USMEHERUD U DOAPSEoK — @ SXEMECAUNOM UHBoDMaUYUoHHOM yralzamens «HalyuoHanbMae
cmandapmeis. B cnpyyae  nNepecMompa  (3aMemkl WY OMMedsl  Hacmofdiyeso  cmandapma
CONTESMCMayiiee paedoMienus Bydem onyOnUKoeano &8 GnUESOWeM GeTyCKE UNHEODMaLLOHROSD
yrazameas «Hayuosansqse cmakdapmers. Coomaamomayiowas UHhapmanus, yasdoMneHus U mekcmiss
PAIMELLAIOMCA MaKKe @ UMbopMaUUaHHoD cucmeMe OBWWEE0 NONLICEARUS — Wa OobuluansMo calme
Tadepanbtosn a2esmomEa M0 MeXHUYECKOMY Deayupoeanuid o Mempoiosuy 6 cemy MamepHem
rgoskrf

© CrangaptuHdopm, 2014
HacToAWMWA CTAaHOAPT He MOMET DTk MONHOCTE WM YacTUYHO BOCTDOMIBEOEH, TUDaMHWDORaH K

pacnpocTpaded B KadecToe OodMUManeHoro WagadwA Bel paspewedws DegepaneHoro aredToTEBa no
TEXHWHECKOMY PETYNHPOBAHMID W METROMOMMK
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BeegeHune

CrcTema pedepeHTHLIX HaMepesni Heolxoauma SNA NoNY4YeHMA TAKKE PEIYNETATOS HIMEPEHWMA aNA
HaydHBIX, TEXHONOMMYECKAY o NPAKTHYSCKHY Uenel, KOTOpPRE OCCTORERHE, CRABHMUMEL M METDOMOTHYECHA
NPoOCREsHBNTCA 00 ITANCHOE WMNKY pedepeHTHEX METOQHE HIMEDEHWA HAWBBICWErD METRONOMMHECKoro
YOOBHA.

CTavgapTHeiMyg 0Dpazyamiy ABNKIOTCE BEWECTES WNW YOTPORCTEE, WCNONBIYEMBIE ONA NONyHeHHa
TAKOH NPOCNEKUBasMOcTH, HECMOTPA Ha BREMA, PACCTOAHME KW PAANWHWA  METOOHK BbINCMHEHKS
M3MEPEHHA. ATTECTORAHHEE CTAHOAPTHEE obpasysl HEeobXoOMMbl HE BEICLWIHK METDONOMMYECKME  YPOBHAX
MERADKAA KANMEDOBKK.

Kawoeld  artTecToBadibld  CTAHOApTHER obpazey aomeed  OelTe  cHabmeH DOKYyMEHTILWEH,
COQEepalled chedeHHA o MCTOYHMEAX MaTepHana, OnHcAHKE, PEAYNbTATE HIMERERWH, METRONOMHYECKYR
NPOCREXWUBEAEMOCTE, MHCTEYELMM MO NPAMEHEHKKD, JaHHEE G CTAEUNEHOCTH M YCNOBWAK XPaHEHUE, 8 Takke
npeaynpesxaesss of ONacHoCTH ANA J00poBeR W © Mepax 0e30NacHoCTH. HacToRwMa cTangapT
onpedendeT TpeboBaHuA K KadqecTBy Tarkx MaTepWanos W CoOJepHaHHis W opMaTty COOTRETCTEYIOWEN
CONPORBSOMTENBHOR AORYMEHTALMK.

CTangapThile 0BpasUsl MCNONEIY0T ANA OOHMOR W3 TREE OCHOBHGRIX LIEMENA!

a) KanvBpoBKK AHAYEHKA BENHHHHL, BEIABASMBIX MIMEDHTENLHOR CHCTEMOR WNKM NDWRKCEHHEX
Opyromy cTadgapTHowMy obpaady,

B) NooTBREDMOSHHS UM KOHTRONA NPABWMNLHOCTH SHAYEHIMA, KIMEPEHHEY B KOHKDETHON NabopaTopii
WA TRYTINE NaSopaTopuiE,

Mpumadaune =— B tepmudonariy, npadAton MCO, rapeid anpaseneHoCTed CER3IAH GO #CMELLEHASMS,
HCACTEMATHHECKHM ShHekToMs 1 ACHCTEMATHHECHOR NOMPEWHDCTES, TOMOA KAK TEPMAH STO0MHOOTEH CBA3AH KAk o
SNPEEBMNEHOCTERN (M NPACYLWMMYN B8R XSpaKTEpUCTHEREMHA), TAE W C #NPEUMIMOHHOCTEHS, HOTOPAR CHR3AHA Co
CTAHOAPTHEM OTENOHEHHEM:, SR0EhhUUWMEHTOM BEPRELWH R, SCAyHRRHEM ShihesTame M aCAyHaAHoA NOMPELEHCCT EE

Ch oUEHER PYHELHOHANEHLIX CEOACTE HOBOR METOOHKA WIMEDEHWA.

MarkcHsManeHo NDHEMNEMAR HEONPELENEHHOCTE HAMEDEHKA AHAYEHHA, NPHUNHCAHHOTO CTAHOAPTHOMY
obpaigy, 3mEKcHT o7 TPEOOoRAHKA K HIMEDEHHDIM IHAYEHAAM BEMNEYHHEL, MONYHEHHBIM C NDHMEHEHHEM
METOOHKA KAMEREHWA C MCNONLICEAHKENM CTaHdapTHOMD obpaada.

Mockonsky NPaBANEHoE  NEUMEHEHWe  cTaHgapTHore ofpasya  ofYCnoBnNEss ero  OnEcaHEek,
HEOBX0OMMe CNEOcEATE YEAIAHWAM NPKUNAracMon K HEMY QORYMEHTILNK,

MpeHMYWECTEa HANWYKA CTAHOAPTOR NPHEEdeHsl B Pyrosogeree MCOM3K 15 [7].

Bropoe WigaHWe HACTORAWErD CTAHA3ApTa OTMEHAET K JAMEHAET TEXHWYECKEM MEDecMOTREHHOE
nepeos Migadue -MCO 15194:2002.
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HAUWOHANBHBIW CTAHOAPT POCCHMWCKOW ®EOEPALMWM

Mapenua megduMHCKHe ONA OHaArHocTHEN i vitro
HamepeHue BeRKYAH B Npobax BHONOrHYecKkoro NpoWcXomne M

TpeSoBaHMA K ATTECTOBAHHLIM CTAHAAPTHEIM 0BpasUam U ConepHaHHWw
CONPOBOAMTENLHON OOKYMEHTILHW

in vitra diagnasiic medical davices.
Maasurament of quaniibas in samples of biolegical origin.
Requirements for cerlified relaranca malanals and he confent of
supparting decumantation

Oara seenennAa — 2014—0E8—01

1 ObnacTe NnpUMeHeHHA

HacTtoAwsMi cTangapT yoTasapnyeaeT TpeboBadns K aTTeCcTORaHHEM CTaHOapTHeIM obpaiauam w
COQEEHAHN  CONPOBOOMTENEHO OOKYMEHTAUMK  ONA  Toro, «YTobsl  OHK OTBEYANK  BRCOKOMY
METRONOTHYECKDMY  YDOEHID B COOTBETCTBHMM < WMCO 17511, Tpebopawus pacnpocTpaHAioToA  Ha
ATTECTOBAHHEIE CTAHJApTHEE 00pasusl, KNAcCHRHUMDYEeMEE k3K NEePEMYHBE 3TANOHB,  BTODHYHBE
ITANOHL 1 MEXIYHADOOHLIE COrMAacoBalHEE EANMOpaTopel, W NPpMMEHAEMEIE Kak kanwbpaTope, nvio kak
KOHTRONEHEE MaTEDWaNs NEABMNEHOCTH. HAcTCOAWMA CTadgapT Takke yocTadasnueaet Tpebopadds K
NOMYYEHAED JaHHL ON8 ONPEOeneHds IHA4eHMA J NQEACTABNEHMA NPANACAHHOID IHEY2HWA W ero
HEONPELEMEHHOCTA HAMEDEHKA.

HacToAw«id cTanaapT NpHMEHAETCA K aTTECTOBAHHEIM CTAHOARTHEIM OEpaiuam © NPHNMCaHHLIMA
FHAYEHAAMK QWb DeDeHUHANEHEX  KWTH  PAUHOHANBHEIX  BEMAYHH. B npunosedss A coOgpsWTea
MHEBODMAUKE O CTAHOAPTHEX 0GpasUax KAYECTECHHLIX CRORCTE W NoOPAIKIBGLIX BEMHHHH.

HactoawMit  ctasgapTt HE MNPHMEHABTCA B CTaHOARTHeIM  obpajuamM, BXOJAWMM B COCTAR
MAMEDUTENBHBX CUCTEM ANE AMArHOCTHEW i WIRD, XOTA MHEOTWE SNEMEHTE MOrYT CbiTh MENOMNBEA0BAHGI.

2 HopmaTHBHLIE CChINKKA

B HacTofwen CTAH0ApTe MCNoNsICBAHL COBMKA HA CRSOVIOWHE MEXIYHAROOHLIE CTAHAARTL!

WCO 31 (Bce qa-:m]'. BenuuuHiel 1 eguHMUE

VOO 8725-2 TouwocTe (NpABKNEHOCTE W NPEUMAMOHHOCTE) METSO0E W PEIYNBTATOR WAMEDEHHNA.
UacTe 2. OCHOBHON METom ANA onpeaeneH-a NoRTOPAEMOCTI M BOCNPOHABOAMMOCTH CTAMOARTHOMS MeToaa
MIMEPEHHA

VOO 175112003 WMagenva MeguuUHcE[e OnA O4arHocTHEW 7 v - Vasmepedue BendHdsd B
Buonord-eckuy npobax - MeTponori4eckan npocrekuBassocTs IHAYeHii, NpUNKCantLX kanubpaTopas 1
HOHTROMEHEM MATEEHANam

HMCO 18153 Magenwa meguuWHCEWE ONA  GQHardccTeed 0 vilre - Mamepedsue BenWduH B
Buonorddeckiy npobax - MeTponori4eckas NpocnemuBassincTe IHASEHUA KATANKTHYRECHON KOHLEHT DAL
PEpEAeHTOR, NPHNWCAMMEY KANAEPATODAM W KOHTDONEHEK MATERHANAM

Pykopogctac MCO 31 PedeepedTHeie matepuans — Cogepkanne CEPTHRMEATOR M MapKUPOBKK

Pyiopogctes WMCO 34 Obwwe TpeGoRadHWa K KOMOSTEHTHOCTA NPOWMIBOgUTENEn pedepeHTHbIX
MATEpUANoD

Pykosogctae MCO 35 PedepedTHee martepuans — OOWMe W CTAaTMCTHYECEME NPWHUMNE ANA
CEPTADMEALLMIA

' B HacToAWes BpemA cepus MCO 31 nocrenenHo sameHAeTcs MCO BO000 w M3K 80000,

HznaHwe othwuymwaneHog
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Pykopogeten MCOMISK SE8-3:2008 PyKOBOOCTED MO BLIDAMSHHID HEONPELenNeHHOCT H3MEeDEHKA
{GUM 1985)

Pyeocpogetes MCOWMMSE 992007 MexgyWapoiuel i cNosaps No METPONOMAM = OCHOBHEE W o0WHe
NOHATHA W COOTBETCTEYIOWHE TEpMEHE | VIR)

3 TepMHHBl U onpegeneHMA

B HACTOALWEM CTAHOAPTE NPHUMEHEHE TEDMHHE, NpHBEOeHHsIE B PykopogeTee MCOMOK 89, a Takea
CNEOYHOLWLWME TEPMUHE C COOTRETCTEYIOWMMA ONPeOeneHHAMA:

3.1 neperYHLIR 3Tanod (primary measurement standard); 3Tanod KIMepeHia, IHEYEHUE BEnH4HMHkI
W HEONPEAENEHHOCTE  MIMEDEHWA KOTODONS  YCTAHOBNEHBl © MDAMEHEHHEM NEDaMYHCl  MEeToSuKK
HAMEDEHMA.

MPHMEP - [MepauyHeIl 3MAanoH KOHUEHMpaYUL KOTUHecnias eeWecmes, nodasomosnenHeld Ay meM
pacmMeopedUs UISECMHD20 KROMUYSCIIEE BOWECIEd XUMUYECHDSO HOMMONEHMI & U3agecmHoM ofneme

pacmeopa.
Mpuemesadnwne 1 — Pyroeagores WOOM3IK 59, 5.4,

n FRAMEHEaHKS 2 — MoHRTHe NEped~<HOM ITAMNIHE NPAMEHAMO EdE GNA OGCHOBHBD, Tdé 1 ONA ApOA3B00HBIX
BENM-HHH.

Mpumedadwme 3 — DOLACHEHWE PONK NEPEHHHOIND 3TANDHA B KepapxXin kanubposkn npueegeqso 8 MCO
17811 w MCO 18153,

3.2 BTOpWYHEIM 3tanod (secondary measurement standard). 3Tanod, aHaYEHKE DEnR4rHBl W
HEONPEOenNeHHOCTE WIMEDEHWA KOTOPOrD MNpUNWCaHE B pe3yNLTATE CRWYSHWA C NEPRMYHLIM ITAN0HOM
BEMNHYHME TOMD ME poga.

Mpumedadne 1 — OTHOWEHKE MOMET DblTh NONYHEHD HENOCPEACTEEHHO CIIHHEHAEM MERLY NEPEA-HbIM W
ETOPMHHBEIM STANCHAMH KMNH © NPAMEHEHMEM NPOMERYTONHOR H3MEDUTENEHOR CHUCTEML, OTEANWEPoBAHHOM mo
MERBEMHHOMY STANOHY W NEAMACESA0WER PEIYNETAT MAMEPEHAR BTOPMUHIMY 3TAN0HY.

Mpuemeyaduws 2— Pywosogores WCOMEEE 99, 5.5

MPHMEP - Cmawndapm NIST. Pegepesmuysii Mmamepuan 1957, nunudel 8 3aMOpOReNHOl ChIE0pOmEs
YyenoSeKa RANANNTICH BIMOPUYHEIM JMAN0HOM, KOMOped omyanubpoaan ¢ ucnons3osanves Cmawdapma NIST
Peghepermuozo mamepuana 1917c, Xonecmepud w2eecmyol HUCMOME.

Mpuemesardrs d— TEPMHH C3TANOH: BEAKMAST B CE0R TEQMWH ACTAHOAPTHERA OOpaszaus.

Mpuumedadweae 4 — JOLACHSHNE PONW BTODMHEOMN 3TANOHE B HepapXad kandipoesu npueegeso B MCO
17511 w MCO 18153

3.3 memOyHapoAHLIA  cornacoBaHHLd  (0BWenpuHATLIA)  KanuBparop, MexOyHApoOHLIA
COrMacoBaMHbIA KanNUGpoBROYHLIM mMaTepuan (international conventional  calibrator,  international
conventicnal calibration material). Kanubpatop, 2uausHne BENMUYKMHEE KOTOPOrS HE  NPOCNEXeHo
METROMOMMHECKH 00 MewOyHapogHod CWCTeMB! e0WMHWL, a NDHNKCAHD Ha OCHOBE  MEsOYHAPOOHOMD
COrMawe ks,

Mpurwmewadws 1 — Banu4uHa yoTEHOBNEHE NPWMEHATENEHD K NP0 HIIHIHEHHOMY NEAMEHEHW.
Mpemesanws 2 —HMCO1TE11 311,

3.4 cranpapTHeld obpasey, obpaszey ana cpaeHenna (reference material, BM) Matepwan,
OOCTATOUHD MOMOTEHHED W CTABUNLHBIR B OTHOWEHWA OOHOMD MNH HBCKOMNLEWY CRORCTE, WCNONsIYeMBalA MDA
kanubpopke, NDUNWCEEAHKHA IHAYEHUA DPYIOMY MaTEpUany Wy obecneweHy KadecTaa.

Mepumeayanne 1 —MosATHE $CTAHOAPTHER O0pazeys BxmoYaeT & CEOR MATERHANL, NPSEOCTARNRHILME
BEMNWHHHEL, 3 TARHES KA4ECTEEHHEE CBORCTEA.

Mpuemesaduws 2 —Pysosonoren WCOUMEK 98, 513,
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MPHMEP 1 - Celeopomya 4Yenogexs © MAPUMUCAMMEM IHAYEHUSM SeMUYUNE! ONR KONYEeMmpayuy
NOTUMECITIEa BEWECIEd XOMNECMEBQUNE, UCHOMLIVEMAA MOALKD Kak RATuGpamop, mepedarmwuld eduHuLy
SEMUYUHLL

MPHMEP 2 - Cocmas QHK, codepwawud creguihuyeckyr  nocredosamensHOCIME HYKIeUHOSoU
KUCAOMEl, NEpedaRUiud HaYecmasHHoe caolcmen.

I PHAMEYaHHE 3 — B HacToRwsEm OnMpeganedHd TepMiH « 2HaYSHUE BENKDMDET B cefs 1 aaHaqeHue
BEMHYMHE ¥ W #3HEHEHNE EEHRCTEEHHDND CBOACTEa .

MpumwmedaHwe 4 —HaHOTOPLEIE CTEBHOEPTHRIE 0OPA3UL MMEHT BEMWYMHE, KOTOPLIE BMETDONEOMYSGHA
NpOCNERMBANTEA 00 BQMHAL MEMEDEHHA, HE BXOOAWME B cucTamy egeHiey CH. Takke MaTepwans MmoryT cogepsdTe
AHTATENS, ANA KoTopss MesgyHapogHea equeagel (ME] nprnecarel BoamepHoR praHn3aunen 30paacospanaHER.

NMpumesadne s —CTaHgapTHEIA 0DPE38Y MHOMOES BENKMSEH B CNEUMANEHD MATDTORNBHHOE  H3OENHe,
HENEPHMER, CNEOYEILEEa:

- CTE®ND C WIBSCTHOA ONTHHECKDA NNOTHOCTERD B OapsHatans hyneTpa NponycEaHns;

- WAPHKH HBCTL, OQHOMN PE3MEPE, HEHECEHHEE HE CNaRg ONA MAEROCKONAK,

- EANWMEPOE DAY NNAWEY ONS DUOSEE NN2UEE ONR MEKROTHTROBEHARA.

4.5 aTTecCTOBAHHLIA CTAHOAPTHLIA obpazey (certified reference matenal, CRM). CrawgapTHeA
ofpazey, CONpOBCHOASMBIA ACKYMEHTALUKER, HIOAHHOW YNONHOMOYEHHEIM OpPradHoM KW OCHOBAHHOK Ha
NOATEEDHOEHHEK NPOUESYPaX, HCNONBI0BAHHE AN NONYSeHAA 3HAYeHWA cneuudhHYeckors caolcTea o
HEONPEQEMEHHOCTEID W NEPoCNEMHBARMOCTRID,

MpumMmadaune | — Pywosogoreo WOOMEE 59, 514,

MPHMEP - Coizopomys 4wenogesa, codewawan Xonecmepuy © MPURUCAHHLIM IHIYEHUEM BEMTUIYUNE! U
HeoRPedeNeNHOCIMEN UIMEDEHUR, yMespwdessol NpUnomeHHsIM cepmudurkamon, npedHazHadendan dns
UEMONEI0SINUR KaN Fanuipamop LAy KoM poOnLHEID M3MepUaT ApSeuWTeHOCTIL.

n PHME4YaHWAE 2 — B aram anpedJengHud TepMiH #HEOMNDEOENEHHOCTEN BHMODYaSBT 8 cabA M
SHEQNMPEOENEHHOCTE: HWIMEpeHAAs ¥ aHeONPEJENSHHOCTE 3“4 CTEEHRDND CHOACTEEY, TEXOMD HAK WOSHTHMHODT: B
NOCrEagoEd TENEHOCTE, BhIPAXEHHEX KBE BEPOATHCCDTH. TE‘PI‘-‘IH:H AMNPCCNEEHEIEMOCTEE D3HAYERT «METRONDN-ECHY H
NPoCNEME3EMOCTE ZHEYEHWA BENHMYMHE! M NPOCNEXMBEEMOCTE IHAYSHWE Ka4aCTBEHHOM CHOBCTEA.

Mpuwmedyarnnad — oATTACTOREHHEA CTAHOSPTHEA 0OpAzeUr RENASTCH CNEUMIMYECKHM NOHSTAEM B8
PAMEEX TEQMUHE KCTAHOADTHEIR obpalags.

3.6 marpuua (MaTepHansHod cucTembl) [matrix (of a materal system)]: Boe wOMOOHEMTE
MATEPHUANEHONR CHCTEMBI 33 MCKMNIOYEHHEM aHANATA.

3.7 matpuyneld adrdert (matrix effect), Bnunadne ceoncTea npobel, HE3aguoHumoe oT MPUCYTCTEMA
AHANKTA, HA WIMEDEHME K, TEM CAMBIM, HI HIMEPEHHOE 3HAYEHHE BENHYMHBL

Mpurmadadne 1 — 3agaHHOR MPYHRHOA MBTREAYHOTD ShthesTa ABNABTCH BNMAKIWEA BEMHHMHEA.

Mpumeqad a2 — Marpuyddbi 3hdekT 33BMCHT OT GETANSH CTAAMA WIMBEDEHA, ONHCAHHEIE B NpOLEaypa
MaMBDEHIA.
MPHMEP — Ha ussmepeHus KOHUBHMPAWUU KONUYBCMEs BSWBCITTEE HAMPUA & MNa3Me nnaMedHou

IMUCCUOHHOO CReKMPOMEITDLUL MOFEM NOEMUAML 8AIN0CITIE ITP\D\EH.

3.8 HOMMYTATUBHOCTE CTaHOapTHoro obpaszua (commutability of a reference material): CeoicTeo
cTavfapTHoro obpazya, oTpawawwee BNUI0CTE COOTHOWEHHA De3yNLETATOR WMIMEPEHHE ONPEegensHHoR
BEMWHMHEl B MATEpWANE [OaHKOoro CTawdapTHore obpasua, KoTOpbIE NOMYYeHsl OBYMA  METOLMKARK
MIMEPEHHR, K COOTHOWEHKIO PEIYVNETATOR HIMEDEHWA TEMK ¥e METOOMKAMK AN8 OPYIHY onpenenss iy
MATERHANCE.

NMpemesanue 1 — OusHuesaxerm oBpa3U0M, KK NPAEBANG, ABNASTCR KAMWOpATOR, 8 APy
COOTEETCTEYHILMMK MaTepranamy obe-Ho crysat npobs Oromarepuanosg.

Mpumedarnuwe 2 — MeTogwkamK HIMEDEHWA, YTOMAHYTEMH B HECTUALLENM OTNPESENSHAW, CNYEET
METOOWKE, NPEgWeCTEYHILER CTaHAapTHoMy obpaigy (kanwipaTtopy), w cNegyriWan 28 MM B WERA0RKHE KENHDpoR9.
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Mpumesardwes 3 — Pyrosageres WCOMSK 88, 516,

3.5 order (report) OoKyMEHT, COOEpPEAWWA JETAMNBHYID WHOOPMAUMD O CTaHJapTHOM obpasue,
OONCNHAKWYIO Codeprawyiocs B cepTudueaTe.

4 CucTemaTH4ecKOe OnWcaHWe CBOWCTE B CONpoOBOAUTENBHOW AOKYMEHTALWKA
dTTeCTOBAHHOrNO CTAHOAPTHOMD GEPHSLI-H

4.1 OnucadMe croMCTE

4.1.1 Cucrema
CUCTEMOR RENASTCA MaTERHAN WNK CNeUMdHUYECcEan YacTe MaTepuana.

NMPHMEPL| - BoccmanoenesHan nuopuauiuposadHan mTaidma (kax cucmema), dnR Komopod UMesmcH
AMMECMOSANHAR KOMLSHITIDALUR KOUYECITIEs SeWeCTIEa U HeonpPedeTeNNoCTE uamepesun 178 -3cmpaduana
(kAR KOMMONENITIA); BOCCMAaN0aNEHHEID AUOHUIUILPOSaNNLIL 28MONUIAM (Kax Mamepuan), codepsawiud 5-
Uemr 2emM0znoBUNa (KaK cucmeMa), OnR KomopeY UMBSITICA aMMBCMOSaNNaR OONR KOTUYECITIEa 8elecmesa u
HeonpedensNHocme uaMepesun N T-0ezoncugpyrmoz-1-una) B-uened semoznobuna [KaK KOMIOHENTIA).

4.1.2 KoMNOHEHT [KOMNOHEHTEI)

KOMMIOHEHT (KOMNOHEHTE) CHCTEMBl, HMEHYEMBIA TAKKE IHANKTOM (AHANWTAMK}, O0NHEH (Hs) BbiTh
HAZEAH [Hbl) B COOTEETCTEMKM C NPHHSTOR MEMOVHAPOOHON HOMEHENATYDON, BENOHYEA B Ce08, HanpumMep,
mobse HeoBX0OWMLIE YXAIAMKA ANEMEHTADHEX YACTHLY, OTHOCHTENLHON MONEKYNADHON MACCH WK
MONARHONA MACCH, COCTOAMWA OCEWMCNeHWR, MUoHecTEeHHLX opM;, O4nA  fepumedTos HOMED B
Knaccudbriaunu epmeHTos.

MPHMEPL! — Anugbamuveckud kapboxcumam [C.p do Cae HEICMepuULUpOBANNLIL); ubpusozen
(F40000); memeao (i), vaodepmenm 1 nakmamdezudposenazer (EC. 1.1.1.27); ocnoenod gharmop pocma
gubpobnacmoa {Yenoeeyeckuil, pexosmBuHupoaandan [JHK).

4.1.3 Pog aend4mHisi

Pog Bendqddk, HanpUMep, Macca, HKoNWYecTBO BRWEecTBEa, YHCNoBas O0nA. KoMUeHTRauWA
KONWHECTEA BEWECTEa, AMTHEH ObiTe YCTAHOBNEH W yHalad BO BCeX onyLaqAx. Ecnk ve mMomeT GeTe
BEIDAMEHD NDOCTOR OTHOWEHWE BMEMTY KOMNOHEHTOM W CHCTEMON, OONKHa CeITE NPHBEOEHA CCLINKA HAa
pedrEpEHTHYED METOOMEY MIMEDEHHA,

Mpumedanwne — CoOTRETCTEYVHILLWME HEHMBHOBAHWA H CHMBORLI OMA POOOB BENAYMHE NpuBsisHs B MCO
31w mybnesauwax MesnyHapogHon  GanepauWe ENHHAYNECKOR  XHMeM W nabopatopHal senkuens (IFCC) w
BlemOyHapOOHO M COR2E TEOPETHHECKDN W NDHUENaaHoA canum | ILUPALC).

4.1.4 IHaueHAe BEAHYMHEI

4.1.4.1 Ecnw caolcTteo aenAeTcd gvdepepeHuMansHoRl BEnHYEHoRl [Hanpasep, TeMmnepaTypa no
Lenscdio) UMW payHuoHansHoE BENWYHHOA (HANDUMED, TEPMOOWHAMPYECKAA TeMNEPATYPa), OHO JOEHo
HMETE IHAYSHWE, COCTOAWEE W3 YHCNIOBOMND IHEYEHHA W BORHMUSLl HIMEDEHWA, A TAKKE HENDEOENEHHOCTE
HIMEDEHHA.

4.1.4.2 Yucno auadalny uupp B aHadeqdl BENUYlHEl BRGUpaioT Tak, Y9Tobbl HeonpegeneHHoCTE
HIMEDEHMA DACNONAranacs Ha NOCNEOHER WK, SCK NEDBCE JHaYaWeR urdpol Mepbl HEONPEdenEHHOCTH
ABNAETCA 1 WNK 2, Ha OBYX NOChegHuy usppax. YMcnosss sHaqeHHa Dones em C© YeTelDhME Lndipamy no
TY WK ODYTye CTOPOHY OT QECATHYHON OTMETEA, QOEHsl ObiTe OTOEMNeHE PACCTOAHMEM | DACHONOHEHSI
MEYNNAMK N0 TRH UHDPE CREBa MO cRpasa oT Hee.

4.1.4.3 MaGpauHod eQWHAUER HIMEPEHHA JOMEHa DeTE edPHaua CF, ecnd 3TO BOIMOMHD, WK
OpYran MemdyHaApoaAHO-NDHEKAHHAR BOMHKLA MIMEREHIA.

4.1.4 4 HeonpeaeneHHooTs WAMEDEHKA O0MKEHE GRiTe PACCHMTAHS H DblipaHEHa B COOTRETOTBMW C
PyiosoocTtec MCO/RMIK 98-3.

4.2 MocTposHwe CHCTEMATHYSCHOND 0BOIHAYEHKA

CHCTEMATHYSCKDE HAWMMEHOBAHKE WM IHAYSHWE OONMHE COCTOATE W3 INEMEHTOE, YEaianHex & 4.1,
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MPHMEP 71— CucmemMamuYecKkUM HIUMEHOEaMUeM xanuBpamopa OnR  2eMamonoIuYecKoso

AHAMUIAMOPE MONEem LM YEMopUYHEIl cmandapmusid obpazey dnr kanubpoary (OMESMCMEsHHLIU Op2ay
NN: npodykm Ne 4132=:), nanpumep:

Spumpoyumel; YUCNOE3aR KOHyeMmpauus = (@71t 0LO0WM10%0n; cpeddRR U paclUpEHHaR
weonpedenewnocme (k=2, ¢ ypoeresm JosepumensHoU eepormuaocmuy 0,95);
fMedroyumel; YUCAOEaR  KoOMUEMMpauus = (6,52% 0.25)10/n; cpedwan U pacwupennas

weonpedenennocme (k=2, ¢ ypoexem dosepumensHol eepoRmuocmuy 0.95);
TpomGoUUMEN; YUCTOEaR KOHUEHMpauus = (240212 10°n; cpeduan U pacliUpeHHaR HEONPedETeHHOCME
(k=2 & ypoasen dogepumensHol gepormyccmu 0,95).

MNPHMEP 2 - AmmecmoeanHsid cmandapmusid obpazey (Yenoeeveckan cweopomea; BCR; CAM 303)-
Kansyud{ll); koHysimpayur KoOuYecmas eelecmead (soccmadoanedpiu)l o= 2,472 mmonedn, (Us 0, 78
muronen, k=2), ede U - pacwupedHan HeonpedeneHHOCME UIMEPDEHUR © UCROMNLI0SaNUEM KO3MEUUUENHTE
oxgama K.

4.3 PaSoude HaMMaHOBAHMA

Pabovee (TpHMBWANEHOE) HAKMEHOBAHWE O0NMHC GblTh CHOHCTRYWPOBAHO NYTEM  WCKNKYEHMA K3
oOWENpEUHATONS HAKMEHOBAHWA JNSMEHTOE, HE ASNKIOWHECA HeoDXoOuMEIMKE BNA NOHMMAHKE QyHELHK
aTTecTOBAMHOMD CTAHOaRTHOMD oGpaiua npud WIMEDEHAM.

Mpumep — Pafovee Haumeroeanue 8 obwed hopwe dna Mamepuana, npueedennozo e 4.2, npumepe 1,
MOMEM BslZNAdens CAedyowuM oBpazom:

= wHanuBpamop [omeemcmeeHHbid opzan NN; npodysm Ng  4132) — spumpouumed, nedrouUmsl,
mpaAMbouumsy; AU

- elanubpamop [omeemcmeensed opzan NN, npodysm Ne 4132) — kmemey gpoaL.

Pabowee  HIUMEHDESIHUE OFA COGMEEMCMEyoUEa0s NPOMBIWTEHHOZO Npodykma mowem Gkime

npedcmasneno cnedyruusM obpazom;
- rKanuBparmop (vosmnasus NN; rpodyermn No 4132; cepus Ned132-2) — kmemiu kpoeus.

5 CeoWdcTBa, NPoOyKUMA W XapaKTEPMCTHKA aTTECTOBaHHOrMO CTaHOAapTHOro
obpazua

5.1 HepapxnuecKoe NonokeHue

CrangapTuelid obpaley paccMaTPWMEIETCA K3k THN «3TANoHas W CTAHAAPTHEE 000a3IlUE BECLLErD
YRORHA O0MKHE ObTE KNACCUPUUWpOaansl K3k ITANOMHE B COOTRETCTEMH C WX NONGMEHWEM B CHCTEME
peapeHTHOND KIMEPEHNA KOHKDETHON BENMYMHE, KAk ycTadoanaso s MCO 17511

a) Neper-HblA aTanod (os. 3.1

b} BropudHbi aTanos (o, 3.2)

Cl MENOYHAPOOHEIA COMAacoBaHHEA kanKbpaTop (oM. 3.3).

5.2 CoodcTRa

ATTECTORAMMEIN CTaHdapTHeIE obpalel gonsed o0NajaTte METRONOMAYECKAME W EOMMYTATHEHERK
CEOACTREAMK, NOIBCNAKWKME EMY BeINONHATE QYHELME  CTAKOAPTHOMS  OO0pAlLa  BLICWErd YPOBHA &
pamMEax HEPARXAA KEANWEDOBKKY MNK KAK KOHTRONLHSIA MATEPUAN NPABHNEHOCTH BECIUIETD METRONOMMYECKSTo
YPOBHA B CooTReTCTEMM © MCO 17511 w MCO 18153,

5.3 MNpoMIBoOCTED W XAPAKTEDHCTHES

ATTECTORAMHEIN CTEHOADTHEIA 080aIey Qon#ed BhiTe WIMOTOBRNEH B COOTRETCTEWA C TPeOoRAHKMAMK
CHCTEME! KAYECTEA, YCTAHOBNEHHBIMHA B Pyropogctee MCO 34, W oxapakTepWiosad B COOTBETCTEMWA C
TpefoRAHMAMI, YCTAHORNEHHEIMA B Pykoaogctee WMOO 35,

NourogHocTs ATTECTORAMHOND  CTAHGADTHOMND ofpaiya K BnNOnHEHAR EANUOROBKK KM KOMTRONS
NPABUNLHOCTH  OONMHO  BelTe  MOATEEDWOEHO OUEHKOR Bre  KOMMYTATHEHOCTH W COOTEETCTEMA
NPEOHAIHAYEHHOMY NDHMEHERMKD, Kak ycTawoenewo 8 6.4.4 » 6.4.9. Mudopmagus of aTom gonmea GoiTe
NPUBELEHA B CepTHMEATE (NACNOPTE) MNK B CONpPOB0aMTENEHOR OOKYMEHTALMA.
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6 CogepmxaHue cONpoBOAMTENLHOW OOKYMEHTALIMK
6.1 ConpoBoonTenLHan OOEYMEHTALMA

ATTecTOBadHbIR CcTaHdapTHe@ ofpaszed JOMseH WMEThE JTHEETEY, HADeHEHMd JaEpenneqHHyi  Ha
YNAKOBKES NPOOYETA — MHOWBHXOYANEHOH SOHMHMUE aTTECTOBAHHON CTaHnapTHorD obpaiua.

K aTTecToBRaHHOMY CTAHOAPTHOMY 0Dpasuy OoMmeeH DeiTe NPWUNOMEH cepTUOWEAT (nacnopTt). Kpome
TS, K ATTECTORAHHOMY CTaHOapTHOMY obDpasyy gonseH DbiTe NDUNOKEH OTYET 0b aTTECTaUMd HNd BCR
HHPOPMAUMA, CTHOCAWAACA K NonHosy oT4eTy of arrecTauwn, KoTogas aosHa OwiTe nonyv4eda oT
HATOTORMTENA ATTECTOBAMHOIO CTadjapTHors abpaaya.

6.2 ATHKETHA

MpedcTapnedHan  Ha  ATHEETEE  HHQOPMAUWA NPeOHaiHaAYeHa ToNbKO ONA  WOEHTHHEIL MK
aTTecTOBaHHOID cTadMgapTHore obpaiua o QosEHa OrpasdYMBEaTECH HAMMEHOBEAHWEM WITCTOBWTENR W
MATEDKHAND, MASHTHUHMEALWMOHHBIM KOQOM MATEpMana, YCTAHOBRNEHHEIM MITOTOBMTENEM, HOMEROM CEDM
(MApTHK], SCNK KOO KAMGTOBUTENA HE OTHOCATCA OOQHOIHAYHO K ONPEdensHHOH CepMA, H COOTRETCTRYKILLIHKA
NpeQOCTEREHEHHAMK OTHOCHTENEHD BEIoNacHocTy W Bpeda gna agopoees. CM. Pykoeogcteo WSO 31, [8]
W QEACTEYVIOLWEE 3aK0HOAATENeCTED O MAPDKMDOBKE ONAcHLY TOR3POE.

Mpumedadne 1 —HMenaTensHo HE BEMOHETE JAHHEIE O AHIAHSHAM {3HE4EHMAL] STTECTOBEHHOND CBOWACTEA,
4T NPegOTERETHTE BCNDNEIDEAHME MAaTEDWANA De3 yyeTa MeIoPMALWK, KOTOPAR NPEgCTAENEHa 8 capTuthuxaTe.

Mprmesadns 2 — ITHEETEE MOMET COASPRATE MPaiMHECHHE CHMBOMKL, Ka8¥ YE23aHO B [15].

6.3 Ceprudukar (nacnopr)

CepTudukar (nacnopT) O0M#eH COOJepaTe painens, yocTadosnedHse B Pykopogctee MCO 31. No
MEHBELWEA MEDE, OH ACMMEH COOBRMaTe CNEdyl e CYLeCTREHHLIE PaiLesl

a) HauMeHoBsaHWe Matepydana (obpasual;

b) HaMMEHOBAHIME HATOTORMTENA ¥ KOO WOSHTHHES LWM KArOTOBMTENA ATTECTOBAHHOTS CTAMOADTHOMD
GOpaaUa C KOOOM CEDMK, NPH He0SXOQHMOCTH,

c) 0fWes ONUCaHMe MaTepyuana;

d) NpeAHAsHAYEHHOE NPHMEHEHKE, BRNDHYAA HHEDODMALWK O KOMMYTATUBHOCTH obpaaua;

&) MHBopMadnio of YCNOBWUAYK TPAHCNODTHPOBAHHA M WHCTRYELWA GNA COOTRETCTRYIOWHX YoCNOoBMA
XPAHEHKA, NPARANEHOMD COPALEHKHA W CTADHNEBEHOCTH,

f) MHCTRYELIMK Mo B2 30NacHOCTH,

g} MHCTRVELMK MO NpaBHNsHOMY TRWMEHSHAK,

h} aTTecTopaHKOE aHaqes e CROUCTEA (CRORCTR) C NPUNATaEMBIM K KAEACMY IHAYSHAID IAARMNEHHEM
O HEOMPEOENeHHOCTA HAMEPDEHHA (B CNYYas NEHMEHKMOCTH),

i) Neobkie NOKAZaTENbHBIE WK DEKOMEHOCRAHHEIE IHAYE WS,

i} MeTOOHEY (METOOHEH] HAMEDEHMA, HCNONEIYEMYID ONA NONYHEHHA 3HAYEHHR CBORCTEA (CO BCEMM
OETANAMK, B CNy4as, 8CnK JHAYEHHA 3ABWUCAT OT METOOWEN KIMEDEHWAT,

k) DavHeie 08 atTecTaud ¥ NepHOOE BaNWOHOCTH, SCMK - 3TO NDHMEH MO,

[} Ccobinky Ha OTHeT 0f aTTecTayHH.
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6.4 OTyeT ob aTTECTALMH

6.4.1 OBWwKe nonoxeHHA

FOCT P UCO 15194—2013

WMuchopMayka, OTHOCALAACA K OTYeTy ob aTTecTaUMK, QONMHA BRNOYaTE B Ceba, No MeHslUei Mape,

ANEMENTR, OB0IHAYEHHBIE KaK 0BAIATENeHLIE B TAGMALE 1.

TabGnuua - CHoBHEE ANEMEHTE! [PE3GENE) OT4ETA OF ATTECTAUMK ATTECTOEAHHOND CTAHSAPTHOM 0bpaszua

JnEmeHT Craryc anemaHTa MyHET HACTORLWETD
CTaHOApTE
TUTyNEHLIA THCT DER3aTaneHLwn -
ConepsaHwe JononHUTENEHEIR -
MNpeguonoeue CbssaTansHLE =
Prcil n NpeaccTeperaHis O BazonacHocT CEssaTaneHLE 6.4.2
Beagedua JononHUTENEHEIR 6.4.3
HaumeHosaHHe arieta DERIaTanNEHEA -
DENACTE NDHMEHSHNR STTECTOBEHHON COERaTaNEHLA G.4.4
CraHgapTHorg obpaaus
TepmuHL W ONPESENSHARA CBR3aTaNEHLIA -
CHMBONG W CORPELLEHAR CER3aTansHLE -
TEpsMHHONDTAA JenonHUTENEHBEIR 6.4.5
CCHOEHBEI® CEOMCTER CIERIaTaneHEMN 4.1; 646
CnewndwmHeciuns CRBORCTRE CERsaransHmiA 4.1;64.7
XEPAKTEPMETHES OBR3aTENLHEIR G548
MpaaHAZHEYEHHOE NPARMEHEHKE OBR3aTENLHEIR G549
MIBCTRYELEMA NO NEAMBEHEHED DBR3a TENEHEIR G.4.10
Crprad arTecTagnM DIBA3aTENEHEIR 4.1
Bubrmorpadms HononHeTensHsm 8412
MpH oo H s OBA3aTENLHEIR 6.4.13
Cpord pa3paleHia M NEpEcMoTpa DGR3 TENGHEIR G.4.14
Mpuamesadwa — MNopAgOE 3NEMEHTOR. NEpeqBCNEHHER B TABMMUE 1, MomaT BeiTh HAMEBEHEH ©
MONONHEH O0MTAONHATENBHEMHA PE308NaME, HENPUMMED DE30ME, SN 310 TpebyeTcs.

6.4.2 MpegocTepexeHda 0 PHCKAX M MEPLI BRI0ONACHOCTH

6.4.2.1 DonwHo GelTe NPHENEYEHD BEHUMaHKE K NI0BoR ONacHooTK,

CEAIAHHOA C ATTECTOBAHHLIM CTAHAAPTHEM COpaILomM ¥ ero npusmeHeden. JomsHel GbiTeE ONKCAHE
poe Heobxogusmbe mepw DGeaonacHocTW (ow. [2] [11], [12]. MoryT NpUMEHATECE PErMOHANBHEE W
HELMOHANLHLIE CTAHOA0TE W NPasHna Bel0nacHoCTH.

6.4.2.2 WMudopMaywa o puckax ¥ mepax 02aonacHocT, KOTOPaA NPUEELEHE B HAUWOHANBHOMM
CTAHOADTE. A0NHHA BT HaANe4YaTaHa MUPHLIM WpudToM 8 Cnegyiolles nopagLe:

a) HEROCREACTREHHD NOCNEe HAMMEHORAHKSE HAUMOHANBHOIS CTAHOARTA, BCNM ONAcHOCTE CRAZAMA C
CAMMM ATTECTORAHHEIM CTAHOADTHEIKM ODPAALOM, HANDHMED, BCNK CTAHSADTHER O0Gpazey NpeaCTaBnseT
CobOl HATHMBHEIA MaTEpWan YenNoBeYecrIrs NPOWMCKOMOEHWA, BOIMOWHD C HANWYHEM WHEKLWOHHOMD
areHTa (Ho C OTPMUATENBHBIMKA DEIYNETATAMM TECTOB Ha adTuTena £ B4, nosepxHoCTHBIR aHTHIEH BApYCa
renatiTa B ¢ autdrena & adpycy renatura G, paguoakTHBHER MaTEEWan Mnd kapUuHOreH;

B) B RAYECTBE NPegynNpekdedna B HHCTEYKUMK MO NPAMEHSHAN, HANPUMED ONA WIMEDEHHA, NDH
KOTOROM MCNONBAYETCR YREaEHOREWWBaAHWE rasos (obpazosadye aspoiona CAVE).

MNpegocTepekeHra ob ONACHOCTH K MEDEl G2ICNACHOCTH HE CNEOYET HYMEDOEATE.

TerCTE HCTOHHHEKCE, MHEOPMUAPYIOWWE o0 ONacHocTy ONA 300P0BLA, CNEayeT UMTHPOBATE, SC 3T0
HeoBx00MMo

ﬁ.4.3 BeegeHWue

BoenoHwe O0MEHS CONEDMATE PACNONoMeHHee B NoGoM NopALKE CRegyiwwe CEEIaHHA;
a) CUCTEMATHYECKDE ONACANWE aTTECTORAHHON cTaHgapTHoro ofpaila B cooTReToTarY ¢ 4.1,
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D)  HAMMEHOBRAHWA  BENWYMH,  ANR WIMEDEHKAE  KOTODLIX  NPEJHAIHAYESHD  WCRONLACBAHME
ATTECTORAHMOMD CTAHLANTHOMD 0Opa3uA, © YEASAHWEM CHCTEME!, KOMNOHEHTE M PO BENUHMHEI.

6.4.4 OGnacTe NPUMEHEHKA ATTECTORAHHOTO CTaHOapTHOMo oGpajya

Paigen gonsed CO0epwars Onpegengdue Noeamera OOKYMEHTA W JAaTPOoHYTRIX B HEM ACTekToR o
YEAIAHASK NDEQENOR NPUMEHAMOCTIA.

Mpumesadwes — [NyHEr paagena cogspseT B cebe:

al MCNoneayemMyly pedepenTHYRS METOOUKY (MeTOOMKW) WHIMepeHHMA  [3] “AW  WCNons3ye bl
OOWENPHHATEIA METOO [METOOE) HIMEPEHHA HMH METOOWEY [(METOOMKM]  HIMEpEHWA, ONA KoOTOpoH
ATTECTOBAHHEA CTAHOAPTHER obpaley MaraToRNEH,

b} meTog (MeToAbl) MAMEDEHHA WKW METOOWEY (METOONEA) WIMEpEHHA, N8 KOTOPOA ATTeCTOBAMHEIN
CTaHJAPTHEIN CDpaley 3a8eg0M0 HENDWIoOEH,

C] BAWAKWLWE Ha ATTECTORaHMBIA #CTaHOapTHuiEd o0bpalely BendYkHb, HanpdMep nNesapcTea,
METASONHMTE, AODABKH, MHUKPODHBLIA pOCT;

d}  WHpOpMaUHID 0 BANHBIX  He0BNOOWMMbIX  NpoUBOYpaEx NpedEapuTensHol  obpaboTel
ATTECTORAHMOMD CTAMAARTHOMS ofpaiua, KoTopLIE HE BRMNONHAKT B oTHOWeHK Swonormdecks: npod B
COOTBETCTEWA © 330aHHOA METOOMKOW WAMEDeHHR [(HanpuMep, BOCCTAHOBNEHHE NHOMWUNMIMDOEAHHOMD
sMaTepuana).

6.4.5 TepmuHonorua

6.4.5.1 O6wme TpedosaHdA

Paagen gomkes CogepHaTh ONWcaHWe CYLWHOCTH W NDHMEHEHHA NOHATAR W TEDMHHOE, NPHMESIEHH LIX
B ONHCAHMA M HE IHAKOMbIXY BOIMOEHOMY YHTATEMO N HI0PaHHBIX W3 PAOA BOIMOMHBIX NO YEAIEHHBI
CODDPAMEHHARM.

Mpumesadnne — MNogpazpen «TEpMUHONDIMAR HABNAETCHA OONONBEHMEN K pPaageny o TEpMEHE M
ONPEOEmEHER: W MDA Takke K pazgany «CuMmeonsbl W cokpawedsas (ca. tabnugy 1), 8 mapMusel MoryT OeiTe
EXMH4EHE B M0B0@A M3 HUE MK PACNPSOENEHE MEXOy oBouMn pazgenanm.

£.4.5.2 HoMeuknatypa

HauMeH0BaHHA WAMEDASMEIE BEMWHUH, 3 TS WY HANACAHAE W CTRYRTYDY NPWBCOAT B COOTRETCTRMM
C NOCNEegMAmMKE  DEEOMEHTAUMAMA ABTODHTETHEIXY HCTOUMHKCE, NPEONOYTHTENLHD COOTEETCTAYIOWMY
B OYHAPOOHLIY CETAHMIALMA.

HauMeHoBaHHA POOOE BENWYUH, WYX CUMBOMNBE W e0MHULLL MAMEDEHWA O0N¥HE COOTRETCTROBATL
MEROYHAPOOHLIM CTAHZapTaM, B acobenHocT MCO 31,

£.4.5.3 PaBoune HaMMeHoBaHMWA

B cnydae ynoTpelnedks pabodyx HavMEeHOBAHWR WX NpUBSOAT B cKkoDKax nocne nepeoro
YIOMUHAHKA B TEKCTE CUCTEMATHYECKOMD HAKMEH DBAMAA.

6.4 6 O6wme ceolcTRA

£6.4.6.1 JomeHsl SETE YE3IAHE NPOMCKOHIEHNE M NPUPOLE KCXOQHOMD MaTeprana.

6.4.6.2 Donsue DbiTe yEa3aH CYWECTEEHHLIE JETANM MCXOQHOND MaTeprana, NocToNsLKY, NOCHINEKY
H¥ BAMAHWME CHAILIBAETCA HA CRORCTRAX  KOHEYHOMO MATEDRWAnNa, HANpHMEep, BoApactT W Non QoHopos,
TEMNEEATYDA W ONHTENEHICTE COBMECTHOMND XPaHEHHA CHIBODOTEA KROBM ¥ CIYCTEA Neped paijgeeHies,
CPOK | TeMNepaTypa xpadervA. JonkHs BTy yHTeHbl acnesTel BeIonacHocT, Hanpusep, MecnedoeaHne
MATEDKAND YENOBEYECKOrD NEPOMCKOHOSHKR Ha ANTHIEH BUPYCa renaTyTa B, aHTHTena Kk BUpYCY renaTtuta
C, autitena £ BHMY W gpyrig Maprepel MHQeKUHMoHHOMD Japasenins, TakuK o0paios, Kak 3To obyCnoaneHo
NEABKNAMK, NEKMEHWTENLHO K KARO0R HCCNedyeson NopLMi.

B.46.3 [Jomtds OwTe ONWMCadel JETANM NPOUSOype! NPHOTOBMSHWA WCXOOHOMD  MaTeguana,
NOCKOMNLKY 3T0 HEOGXOOUMO ONA NpUsMeHeHHs MaTeprana. JomdHa ObiTe YEAIAHA NPOUEOYPE  OYMCTEW
HCXCOHONS MaTEpWana © KoHTPOMEM HE JarDAIHEHWA.

B6.46.4 B onucadkl cTaddaprHore obpaida OomeHbl DeTe YEa3aHel BEWScTEA 4 KoHUSHTRAUHH MW
Hanu4re miobex qobaaoy.

Mpumep — Hofaeku K aMMeCMOBaHHEM CMaddapmyend oSpazyan, UCITONEIVEMEIM 8 KAUHUYSCKOLT
nabopamopuy, BRKMTONANNTI & CcebR aHMUKoazZyNAMMEl, aHMUOKCUGEHME!, aNmuMukpoBHsie cpedomea,
cmabunu3Iamopesl, CHaYUEaILIUe Cpedomea, aelecmea, MOKDEIEIMO LS MOSRPX HOCITIL WaPUKOE.
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Mpumedandwne —Npasa HI BHTENNEXTYANBHYH CODCTEEHHOCTE M NATEHTHEIE OMPEHWHEHHA MOTYT NO3E0NHTE
M3rATOBHMTAND ATTECTOBSHHIND CTEHAEPTHOM 00paszua He NpHBOOMTE BCE OETAMNK EM0 NPUIOTOEMEHHE WNW OSHHGE
HAasHTHEMEALMY qoDasox.

6.4.6.59 Puaknueckos cocToARMe 1M dalsl ATTECTOBAMHONS cTangapTeoro obpaaua gomsssl OuTe
YREAAHEI, HANDHMED, «NHOEUNHIMPOBARHAA CLIBOPOTES .

G.4.6.6 Honsva ObiTe 3I3ABNEHa OUEHKA TOMOTEHHOCTH BHYTPH npobel W sexay npodSasu no
OTHOWEHKIC K MHHMMANsHOR aHanqTueeckol nopuur (cs. 6.4.83). Paamep npobw, B2 KoTopolk Owina
YETAHOBMNEHA FOMOTEHHOCTE ATTECTOBAHHONS CcTandapTHoro ofpaada, nonwed GblTe YHA3AH, kak o
MAHMMANEHEA DAMED NPHMEHASMOR Npobisl.

Mpumep —Ammecmosannsll cmawdapmyeld obpazeu npedcmaanmem cofold NoOpowoK
AUOhUNUILUPOSIHHOLE MKaHL, NOMBWEeHHEID 20 dhiakonel. E20 20M02eHHOCTIE eHympu dinawoma Oeina
wecnedogawa & mpex dyfnupoeanHeix npobax, kaxdan Maccold 200 Mz, 3AMeIx U3 Mamepuana e kawdom U3
20 hnaxoroe. MewdwTavonHan eapuayus Geina vccnedoeana e odHod npobe maccod 200 w2 uz kawmdozo uz 60
hAaKoHDE, BEODAMHEIX U3 PAINUNHEIX  MECITT H3 JUohuAuUZaquoNHOD naowadwe, Weocmpysyow  no
APUMEBHENUM FCMAHASNUBINNT], YN0 FPERDMENCFEMAR MUNIMANEHER HANUMUYSCKan NOPYUR GOTHNE LIMETs
macey 200 mMaw.

6.4.6.7 Ecny BOIMONHO, OOMEHMa OuTe onWcada duiddeckan dopMa cTadpapTHore obpaada,
Hanpusep, GopMa, PasMmepsl, YHCND W KONKYECTEO,

fpumep — AmMMEeCMOosaHMLIl CMaddapmysil 08pazey - CMEeRNAMHED hunemp OfR caamosol
CMeNMpOMEMPUL, NPedHa3HaYEeH & KIYeCIes IMAMoNNOS0 UCmovYHUKa 4ng ranufposky wrans! abcopbuuu
crnesmposmempod. ON CoCMOowm U3 mpex uddueudyancusix unompos u odyozo Oycmoso depwamens
thunsmpa, pazmepase (10 x 10 x 50) vm. Kawdeid grunemp usmeem udenmUudrURayUuoHHE Homep. Bepxnuld
neasll Yol (hunempa Criuned, YA326I8aA 820 NPASUTEHOE MOMOXENUE 8 MEIMANTUYECKOM depxamens.

6.4.8.8 B onucadvM gonwHa SeTe NPUEEOeHa NpMMEHEHHAA NEoLedypa CTepHNMIanK,

6.4.6.9 B onvcadud J0MneHel GbiTe Jagadel TN, Matepdan, cnocol repMeTHIaudd W atdocdepa
BHYTEHM KOHTEAHEDA WIANA YNaAK0aKA.

5.4.8.10 Jomsra BeiTe yKalada cTabuneHocTeE ATTECTOBAHHOMD CTAHOApPTHOrS obpasua. JonsHes
ObiTe NPUMBEOEHE YCNOBWA XPAHEHHS JAKDHETOMD KOHTERHEpE, HANDUMEeD TeMNepatypa. BNamHoCTE,
OCREWEHHOCTE. JonKHa ObiTe YCTAHOBNEHA CTENEHE HECTADHUNEHOCTH B NPSSNMCaHHLIX YCNoBrAx. JonmHes:
ObiTe YEA3AHEI BCE NOCNEdYIOWWEe NpoBEPEd cTabuNeHocTH sMaTeprana. Jonweo SeTe YEaIaHo, WMEET Nk
aTTECTOBAHHEIA CTAHOADTH B 0BDAIEL CrpaHHYeEHH VD CTA0MNBHOCTE NOCNe OTHPRIBAHWA KoHTEAMERa.

OonseH GelTe YEA3IaH CROK MOQHOCTA NDH 32KPETOR yNakoaKe.

Mpumasaduea— Taswe arTecTOBaHHBIE CTAHOSPTHEE 0Dpazus 0DLIMHD NOCTARNAHIT B JISNSHETEHHLX
Enokax.

6.4.6.11 B onucammm cTadgapTroro cbpaaya gomusHsl SeTe MOeHTHMUMpoBaHsl CHCTEME! KaYECTRES,
KOTOPEIM CNeOoBRANd B NOCUECCE NpOoWIBOOCTEA, 0OpatoThK, XpaHeHWA, PacnpocTpaHEHWA CTaHOApTHOMD
ofpaiua, HanpyiMep 8 cooTeaTeTEMK ¢ Pykoeoacteos WSO 34, [1], [4] wnua [5].

6.4.6.12 JonkHel GeTe YRa3aHe BOE DHUCKH, ACCOUMWMPOBANNME CO CTAMOADTHEM ODDaIyoM WM« ero
NPHMEHEHAER W MEDR VIDARNEHAA WK (os. B.4 2.

6.4.7 CneurdHyeckde cEOWCTEA

6.4.7.1 Cnedudy4deckie COORCTBA ATTECTOBAHHOND CTAHgAPTHOMD 00pasya, BRMSOWWE Ha Nodyio
BEMAHHHY, QNA KOTODOH NPHBEOEHD IHAYEHHE, A0NMHE GbiTh ONHCAHE, N0 MEHBELER MEDE, B COOTRETCTBMM
cE4.72-684711.

G.4.7.2 MNpy BOIMOKHOCTH, MONESKYNAPHEIA COCTAE WAM  GMONOMMHeckan Wi GHOXHMAYEecKan
EYHELWOHANEHAR AKTHEMOCTE KANMAOMND CYWECTREHHOMD KOMMOHEHTA ACMHHA BalTe YHAIAMa B COOTEETCTRHK
cd.2.

6.4.7.3 DonwHa GeiTe YKAIaHa BENHYHHEA, KOTOROR NPMNKCAMG IHAYEHME,

G6.4.7.4 HUcToTa OCHOBMOMD KOMNOHEHTa B 4ACTOM: ATTECTORAHHOM CTaHOapTHOM obpazle NoniHa
OEiTe yRaJaHa kak maccoeas gong, obbemEan Q0NA, J0nA KoNAHeCcTER BEWecTEa WnK Yucnoeas gona. B
OTHOWEHKKE  HECTabUNeHo  OWONOMMYEcKOrnD KOMOOHEHTa  A0fsHbe  OelTh  yE323aHbl  JAHHEE
NEPBOHAYANEHOMD HIMELEHMA M CHOPOCTE pacnansa.

G.4.7.5 Matpuua sMaTepuana 0oreHa GelTe onucada. OnA oyHx ¥ NHofAnEIMpoeaH Heix MaTepyanocn
AoreEHa DeiTe YEAIAHA NPONOPUMA CCTATEA PACTEORWTENA.

9
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£6.4.7.6 Bend4dHa, OnA KOTOROA NpHBEOSHD IHAYEHWE, DOMeHa CuTE YeTED IABNEHa C© YEasaHKem
CHCTEMBI, KOMNOHENRTA, DOGa BENHMYMHE H COOTRETCTRYIOWAX cnedudrimkalma gna Hus (om. 4.1}

6.4.7.7 Donskiel ObiTe NPUBEASHE JAHHBE O CTEMEHW WIYHEHHOR KOMMYTATUBHOCTHA, HanpUsMep Ona
KOHUEHTDALMM onpegeneHHors Denka.

6.4.7.8 DonweH DbiTe YHAIAH THM WEANG, H3 KOTOPOH MCCNEO0BaAH0 IHAYEHWE KOHEDETHON BENAHIAHE,
HANPHMED, KAMECTEEHHAR, NoPROLoBan, AuddepeHUManeHaa (Tak HAkiBAEMan HHTEPBANLHAR]) UK WEana
OTHOLLE AR,

Mpk HeoDXxCQMMOCTI OoMEeH BuITe NPUBSOEH PRO BOIMONHEIX IHASSHWN.

Mopumep — [MMpobGa cmabunu3IUposaHHOT KPOEU Mowem ObME UCHONLIDBEAHE KIK CIMAHOIPMHEIT
ofpazey 0nR UZMEPEHUA PAZHULL! KOHUEHMPaYUD KONUYECTIEa SEUIECITIEE, CER3aHNBIX C OCHOSaHURMU Py
{euzbepimox ocHOSaHLUL) 8 Kpoey u, ecnu mpebyemcr, e duhpeperyuanerold wrame .. 4.2 471 ... <07
o0 o7 ... 47 42 L) mMmOone; HONUEHMPAUUR KOMTUYSCIMEd SeLlecimed uoHa kapbonama sodopoda,
UIMEDEHHAA 8 WKane omAowesud (0.0 0,1 0.2 ..} smonedn.

64759 CnegyeT NPpUMEHATE egWHMLL cHcTeMsl CH Bo BCEX chydaAx, Koroa ato eoasioseo. Mpu
NDHMEHEHKA  NPOMABSNBEMEE  SOMHWL  A0N#HL GbiTe MPUBEOSHEl WX MERIYHADOAHS-COTNACOBAHHLIE
CpeaeneHHa Wk onpedeneHdin, ONUCaHHEE COOTRETCTEVIOWER MeTOOMKON MIMEDaH KA.

64710 HeonpegengHHoCTe MaMepeHdA  DomsHa  OeTe  BhIpa#eHa  KaKk  KoMOWUHWPCoBAMHAaA
CTAHOAPTHAA HEOMNPEABNEHHOCTE MK KAK MHTERRAN, PACCHUTAHHER WA PACLUMPEHHOR HECNDEENEHHOCTH &
YCTAHOBRMNEHHEIM  YPOEHEM  AOBSPUTENEHONR  BEQOATHOCTH.  [OATEEpHOEHHAA  METOQWER  OUESHEW
HECNPEOeneHHOCTH HMAMEPEHHA ACM#Ha COOTBETCTECEATE OMWCaHWE:, NpuaeteddHoMy B PyxosogcToe
WCOMOK B33,

n PHMEYAHHE — KomnoHeHTE HEONPDeOaneHHICTH HAaMePpeHMHA BelI3BaHE HEMMOMeHHCOTRED MaTEDHRANEG W
ara onpeganseHuA, HECTAOWMSHOC TBH MaTapyanag W Bro anpegansHER 8 NPOUescs MNpUnAcEEEHWRE  IHaYSHAR.
MocnegHes HacTo OTpasaaT BHEMATHYSCKYD Bapyalni MeEdOy PEHINHYHBIMEA ISHEIDPE.TDPI.-'IHMI.-'I, aNaparapamMA,
H-HJ'IH&:\E.TDPHMH H2ZMEDHTENEHLIE CHCTEM, METOSMEEMA Ir'I3MEIFIEHHI‘-'l W BHENMHTHHECHAMKA CERRAMHA. HEDI’IF‘EJ:IEIHEHHDETE-
BXNOHAET B ces KAk CHOTEME THHBOKHE, Tax W C."Ij"-lﬂ.l-'thlE' HOBMMOHEHTEL.

Mpumep 1 —Ammecmosadsan obpajuosan ceeopomsa (BCR 348 NN, soccmadosnedwan) -
Npozecmepon, KOHUEHMPAUUR Konuyecmeaa eewecmea ¢ = (40,3 £ 1.0) nMonen; HeeleewWeHHDe cpedHes
IHAYEHUE U pacWupeHHan Heonpedenesnocme (k=2), npusedennan 8 UHIMEQEane © ypoaHew JosepumensNon
aepormHacmy 0,95,

Mpumep 2 —AMMecMO8aHHER  YUCITHMNTIE ONpedensHHOE0  MEmMepuand  YomMaHDameHa  Hak
CIMHOCUMENEH0E COOBOMANUE RONUYECIMEd E8WBCMES [armyansros/meopemuydeckoe) = 0,996 3 (0,993 6; 0,997
5); meduana (0,.25- u 0, FS-ghparmunt).

6.4.7.11 Honxua BeTe OonMcaHa METPONorvYecsad NMEoCNeduBasMocTe NPMOMCIHHONG IHAYeHHA
ATTECTORAHHOMD CTAMOARTHOM obpasua.

6.4.8 XapakTepHCTHEA

6.4.8.1 OSuwKe NnonoseHna

Orma Ttoro, YTofbl OXADAKTEPWMAOEATE W NOATEEPOWTE NPHMICOHOCTE GNA  NDeSHSIHAYeHHOrD
NOHMEHSHKWA ATTECTOSAHHOMD cTauaptHore obpazua, JcnsHe ek WMCMONBA0BAHL  TEXHHYECKH
NOOTEEOHASHHBIE METOOMKM,

6.4.8.2 MMNavupoBaHHe ICNEDHMEHTANLHOND JUIaRHa

OonseH ObiTe ONWCaH aTTECTALWOHMBIA TECT.

n PHMBEYEHAS —TeoT ﬁ'_IH.'IEIT J2BMCATE OT NPHEISE ATTECTOREAHHEITD CTAHOapTHOM l'_'lE-FlE aua W cnocoba aro
MPHAMEHEHKAR, HKak Npaenng, FEROMEHOYETCH, TR MOMOTMEHHIGTE W CTaEMNEHOCTE BRINH MONLITaHE 00 MPHNACEIBEHAR
aHaHeHrA. Heobxogumo Takse YCTEHOEWTE MAKCHMANEHD Q0NYCTHMYED HEONPoQENeHHICTE MEIMEDEHMAA NMPANHUCaHEarg
JHEHEHMA, NOCEDTLEY 3T OXKdALIBAET BNWAHADS Ha Mad MCNETEHAA.

6.4.8 3 OusHKa rosMoreHHoCTH

MoneiTanse roMoregiHocTd aTTeCTORAMHOND CTAHGARTHOM 0Bpasya, BENIOYAA roMOoreHMocTs & npode
W Meway npobami, OomsHs ObiTe NPOBEOEHO, OUEHEHD W JOKYMEHMTHPOBAMO B COOTBETCTEMM o
PykomogcTaom MCO 35,

£.4.8. 4 CTaTMcTUYeckan OUeHka peaynsTaTos

1d
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DonwHa ©GbiTe NPOBEOEHA CTATHCTHHECKAR OUEHEA  JaHHLIX, NOAYYEHHEY NPW  BelNCIHEHHK
MENBITaKMA. MeTog ouedsd gomsed BuiTs ONWCad W COOTBETCTECBATE NOOXOOEM, ONMCAHHEIM B
Pykcpopgetee MCO 35 W MCO 5725-2.

6.4.8.5 DueHka cTabuNeHOCTH

MaTogdka oueHeKd cTabWNeHOCTW OonwHa ©ObiTe NPOBEOEHA, CUSHEHA W OOKYMEHTHpOBaMA B
cooTEETCTEHMM © PykopoacTeon WMCO 34 1 PykosogcTteom WCO 35.

Mpumeyadue 1l — OnA aTTEcTORAHHEIX CTAHOQAPTHEE ODPA3U0R HENATENEHOW RENARSTCR CTAENNEROCTE,
OheCNEYMBEHLEAR BOIMOIKHOCTE WX EDEHEHMA B Tededwe §-10 neT.

JohdherT, oKAILBAEMEN HA CTADMNBEHOCTE WMEWWMWCA CROACTEAMME, O0mEeH OuTe OUSHEH
KOMHYECTBEHHO W O0KYMEHTMDOBAH,
OonwHa GelTe ONWCAHA METOOMKS WAMEDEHWA, BKMKYAA &8 KANWEpoBKY 1 KOHTROME TOYHOGTIA.

Mpumedard e 2 — MeTOZMEH MOHUTORHPORaHAR CTRBANLHOCTY STTECTOEEHHOND CTEHSEPTHOM 00pa3La Ha
NpOTAMEHMH CROKE B8T0 rOOHOCTE BENHHEKT B CobA namepedun rawionese BaMHbI BENAYMH HEPSE 3aNNaHHDOBEHHES
MHTEPEANE B TEYEHWE BPBEMEHA NPHMEHEHWA STTECTOBAHHOMN CTaHDapTHore obpaiya, HanpuMep, HIMepEHHe
KOHUEHTPA UMK resornabuHa B nnasse pedepaHTHOND npenapara cTabunneasposaHHDR Kpaamn.

fMpumep — @naxkoHel © 0bpazyamMu Xpanunu npoe 20 °C, 37 °C, 45 °C u 56 "C v uamMepRau 8 NapannensHsix
deolHsix npobay nocne xpadenun g mevesue 170 dwed, 244 dred u 604 dred. Cmamucmuyecky GO0CMOEEpHEBIX
UZMEHEHUD COOMESMCMEFOLNE IHAYEHUT N0 OMHOWEHUKN K 3H3YBHURM Opobel XpaduswencR mpu
mexnepamype 20 °C, npu xomopod oBpazey OKaZANcH CMabUunBHEIM APU CPaGEMeHUD ¢ NPobod, XpaKuewelics
npu 70 *C, nme obuapywedo (p=0,05]. Mamepuan npoReun SOCMamoydyy cmabuneHocms. CmMabunsHoCms
dorgra NpoaepRMLECH 8 MeYSHUE 80820 CPOHA XPAHEHUR MAMMepuana.

NMpumedanned — CpocobHosTe ODHAPYHNTE BOIMOKHYH HECTEDWNEHOCTE 0bpazya Tpelyar gocTaToxHG
HAHOT D BO3EHHUMEHTA BEPMALMA CROOAMOCTH METOOHEA HIMEDEHAA.

G.4.8.6 MNpUNUcCLIBaHHe IHAYEHHS
Oonwke: BuiTe ONACaHLI NNEH  JHCTIEDWMERTA W METCOWEM  HIMEDEHWA, NPWMEHASMbIE ONA
NPHIACEEAHAA 3HAYEHHA.

Mpumadadne | — Cw tacke Pysoeogores MCO 34 w Pyroeogcren WCO 35,

Mperweadadue 2 — IHEHSHUE OAHHDH BEMAHMHE MCHET BhITh NPUNMCHHD HE OCHOBE ROHKDETHOW XOpoLws
OOEYMEHTHPOBEHHON METOOMKY MEMEPEHHA B OOHOR maboparopud. Bo Mo cnydanx. ogHakn, Bonas TodHas oUsHES
IHEHEHWA BEMAHAHE MOEET DLiTe NOMyHSEHE NPY YHECTHA MHOMAY ONeITHRX naboparoped B MesnadoparopHelx
CNHHEHWRY HE BEICOKOM METRONOFWHECKDM YROBHE 1, BCNE BOIMONHD, C MCNONbIOBAHWEM DA3HEIX METOODE HAMBLOEHIR
MINA DE#E DAIHEE NPWHLHIDE HAMEDEHWA.

5.4.8.7 3Ha4eHHe BENUYHHE W HEONPEJENEHHOCTE HIMEDEHKS
OonwHe: GETE NPUBEOEHSE IHAYEHME BENHYHHE W HEONDEJENEHHOCTE HAMEDEHHA (OCHOBARKAA Ha
GrogseTe HEONDEAENEHHOCTH) ANA Ka%O0H NEPHMEHSHHOH METCOMEM.

Mpremesarnuwe 1T — CnagyeT eeCcTH pADOHHIA HYEHADN, B KOTOROM CEOSBREMEHHO HECHPYIOT BHECEHHLE
nonpasse, 3anecd of obonysmsadey oBOpyOoBIHMA, OTHETE 0 NOATEEQEOEHWNA METOOMEM W3MBEDEHMA W D3HHBIE
KOHTROMA.

B oTyeTe Tame A0nNsHO BTy OTPaMEeHo:

a) HACNO NOBTOPHER AHANKI0N B CERUM,

B HAcno cepui;

Ch HHMCND KAan|GpoBok,

d) HHCND paZNAYHbIX HIMEDHTENEHEN CACTEM, NPHMEHEHKEBD ONA OOHOW 1 ToR e 38034,

Mpumadadne 22— MononHATENEHEE QaTany cu.e Pyrosogsres MICO 35 w MCO 5725-2.

5.4.8.8 PerioHaneHoe NpuaHaHde
DonmHe: DblTe NEQEYHCNIEHE DETHOHE, B KOTOPLX aTTECTOBAHHEIA CTaHdapTHelR obpaley NonIHaH.

6.4.9 MpaaHaIHAYEHHOS NPHMEHEHWE
OonsHo BeiTe 3aABNEHE NPEIHASHAHEHHOE NDHMEHEHWME aTTECTORAHKOMD cTaHjapTHoro obpasua.
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ATTECTOBAHMLIE CTAHAADTHEE 0GDaieU MOKET BeiNONHATE EYHELAK.

a} kanubpoBoYHOre MaTepuana (kanubpaTopa) - onpegendTe KaNMopoBouHyss DYHELMID KOHKDETHON
MAETOOMKM WAMEDEHKS (KOTOPAaA MOMeT DhlTo TAKHe WCNONBI0BAHA ANA KANKEPOBKK OpYIors CTAHOADTHOMD
obpaiua) 1N

b} KOHTPONEHOMD MATEPHANA - CUEHMBATE CMELWLEHHE MAMEDEHKA UMK HEONDEASNEHHOCTE HIMEDEHMA
YCTAHOBMSHHONW MW HOBOH METOOMM HAMEDEHWA B KOHKPETHON NabopaTopki WNK B rpynne natopaTopii.

B pamMeax KOHEPETHOW HIMEDUTENLHOW CHCTeMbl B KOHKpETHOH nabopaTopdi aTTecTORaHHEIN
CTaHOApTHER obpaley MOMEeT BeNONHATE TOALKD COHY W3 YESIAHHEE Buiue DyHELWEA, 330aHHbIX
TELMAHAMA *KaNHBpoaoYHBIR MaTepHan (KanKUEpartop)s NHE0 «ROHTEONBEHEIA MATEDHAN NEABMNEHOCTH S .

OomsHel BeiTe  JOOKYMEHTHDOBAHE! MWABECTHRIE OFDAHUYEHWS  NPUTOOHOCTH, HANDHMED, SCnM
KANMBDATOR WNK KOKTPOMNEHER MATEPWAN, NPeqHasHaqYeHHBEE AN HENoNsI0BaHKE C KOHEDETHOR paGodei
METOAMKDN HIMEDEHHA, 0AI0T IHEYEHHA MIMEDEHHR, KOTOPHE TpeByioT KOPPEKWMI OTARYMIR OT aHaqeHHia,
neny-HeqHblix Nod NPWMEHEHEKY K HATHBHOMY MATEPUANY (OUSHES KOMMYTATUBHOCTH). B MHCTPYRUMM No
NoAMEHEHKIKD OONMHD COOSDWMATRCA 33ABNEHME O NPEAHAIHAYEHHOM NDAMEHEHKK, OCHOBAHHOE Ha
NoOTEEp#IEHHEX  JAHHEIX O §DAMCOHOCTA  aTTecToBaHHOre  cTangdapTeoro  obpaaua.  Mpusededke
ATTECTORAHHOMND CTAHJARTHOMO 0Bpasus BHe 0BMNacTd ers NPegHaIHaAYEHHOrD NPUMGHEHKS npeancnaraaT
BanMaaure aTTeCTOBAMHONS cTadgapTHors obpaiada noneloaaTenem ONA OQaMHoR  YacTHOMR  Wenk.
PeromeHgoaanian B oNdcanyk cTaddapTHore obpaaua cratdcTideckan cbpaboTha aHaseHnd, NonyHeHHLx
NonNBEI0EATENEM, JoMHHE GLTEe YEA3aHa ONR KaMOoW NpegnonarasmMon QyHELKY cTandapTHore oSpasda, no
EpARHER MEDE, B BHGE CCbIMKK HA HOTOYHHEN B NATEPaTYDE.

Mpusep 1 — HeonpedeneHHOGME UIMEPEHUR sKanubpoary MOWEm ORMEeE paccYumadHa U3
HeonpedeneNHOCITIU KAaNUGDOBRU, TOAYYeMHOT © MPUMUCAHMEIM IHAYEHUEM HaNupOoE0YH020 Mamepuana, u
cpedHeReadpamuYeckoa0 DMAAOHEHUR CXO0UMOCITIU MEMOOUKY UZMEDENUN, C FYSMOoM YUCTE UIMepeNUL,
nonyyYeHMHEIx Ha kanubpamope. PopsMyna dne pacyema npedemaenesa e Pyrosodomae WCO 33 [10).

Mpumep 2 — fna mozo, ymobel NPOSEpUME APSYUIUOHHOCTIL APOUedY DL UZMEDEHUR, BLITOIHIEMOT 8
madopamopuy, YUGCAT MOSMOPHLIX UIMEDEHUL ammecmosanHoas cmandapmyozo ofpazya uzbupaemcA
COMMEBMCIMEEHHD RQUSATEMOLT S8D0RMAEOCIMU OWEG0YHOS0 NDUHAMIUR WAL JTOHH020 OmEpacsiaaHun CepUL.
CeHka NpaeUNEHOCITIL MPOECOWTICA CAUYEHUEM COBINES0 IHAYEHUR NOMPYEHHEIX OaHHbIX © MpUNUCIHHEIM
IHAYMEHUBM © yYemoM HeonpedenesHocmed uzmepesus obourx awawenud. Mowem nompelosamescH
UCKTHIYEHUE ebiMadarmuux 3naverul. ®opmyna dns pacyema npedcmasnena & Pyxoeodomee WCD 33 [10].

Mpuwep 3 — [lpy ucNONEICEAHUL AMMECMOAaHHOI0 cmandapmuoao obpasya oA  KOHMpoRR
npasunsHocmUu 8 Kawdod ananumuyeckol CEpUU, SHMIOYAR Yemelpe onpedensHus ammecmogaHHozg

cmandapmyozo 06pasua, MoMem GelMs NDUMBHEND CAE0yIoWEs KOHMPOTEHOE NDGEUAS; HU 0OUH De3yTamanm
He donwed esixodume 3a npeden npuesmmesmocmu * 35 B 3mom cryyae CUCMeMamuyecian NoZpenocmes 25

onpedenAemcd ¢ GepoRmMHocmer 055 U SEpORMHOCMLN nowmnozo  ombpaceraawus 0, 07
[cpedHexeadpamuyeckoe OMIOHERUE CXOOUMOCTIY NpoyedyPel UAMEDEeHUR DB0ZHaYABMCA CUMEOIOM 5.0

6.4.10 MHCTPYELMA NO NpHMEHEH KD

6.4.10.1 beaonacHocTe

MepBr@ NYHKT WHCTRYELMK MO NRPAMEHEHANE Q0MHEH COOePHaTs NEeJyNPeEXIeHHe 0 HeoBXoOMMacTK
COBMOOeHNa CCTOPORHOCTH (oM. 6427 B WHCTPYEUHIO No NpHMEHEHWKD O0MEHb DbiTh  BEMOYEHSI
COOTBETCTEVIOLWME MEDLl SRIONACHOCTH, KAcaWWecs 0BopyI0RAKWA, MaTEpUance, npod ¥ OTXOA0E.

B.4.10.2 Obwme nonokesns

Jonsra GulTe NPEASCTARNCHA ACTANBHAR WHCTRYELME NO NDAMEHEHWD, BRNOYAI0WAA B ceBda, no
M2HELLEN MEpEe, CReayIowy o AHbopManneaG:

a) Tpehyemele YCNOBUA XPAHEHKA W CTADMNLHOC T ATTECTORAMMOND CTAHGADTHOM 0BpaIUa NpH ero
Noy4esHHM,

b} npouegypy OTHPHBAHWA BHYTDEHHER YNAKOBEMK,

c) Tpebyemos ofpawedue C ATTECTORAMHEIM CTAMOApTHsM  ODQA3UOM  NOCNE  OTEDLIBAHHA
BHYTREHHER YNAKDBKM,

d) noaroToBKy Npodk;

£} TEXHONOTHD OTTAWEAHWA H BOCCTAHOBMNSHWA C NOCAEdYH0LLMM CRELLNEAMKEN,

) npouegypy NONY4EHKE MHHMMANEHDR SHANTWTUYECKDA NPOGL 1M aHANWTHYECKON NORLMM;

O} METOOMEY MAMEDEHKA (PEeKoMeHdYEMas MNK 0BAIaTENsHAR];

b} yoanesie noboro CCTaBWEroCA MaTepuana Nnocne KCnoNeEIoBaHKA.

6.4.10.3 PearesTl

Boe yxalaMHEe 8 MHCTRYHUWA N0 NPAMEHEHMIO DeareHTsl GONKHE BbiTe MOeHTH MUY POBaHE.

B.4.10.4 MNpUHagnesHoCTA

12
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OonwHe BeTe NEQedHcnedts NPMEAONesHocTH, HeoDx0O0MMElE ONA NpHMEHEHAR ATTECTOBAHHOID
CTaHQapTHOro oopaaua
54105 MNprBopbi
OonwHe: BeiTe Nepe4dHcneHst Npubops, HeoGXoOWMEE O0A  HCNONBI0BAHHA  aTTECTOBaAHHOID
CTaHOARTHOD 0Gpaiaua.
6.4.10.6 Cpega
Ecne npMeHeHde aTtTecToRaHHOMD CcTanaaptHore obpaiua TpebyeT ChReudansHiEx  YonoBdi
CKPYHAKWE R CPedbl, OHKM ACMHHE BTy YEA3IEHEL
54107 Mamepaencle 06bame
Mps HeohXoguMocTi gonsHa OkiTe yEalaWa TEMNepaTypa [ONA raios — JaaneHds), Npd S0Topor
(NpH KOTOROA) MAMEPAETCH OGbLEM.
FPaabaanesna, NpAroTORNEHHEE MyTes Qo06aBneds 0aHoro obbema MuOKOCTH K SRYIoMY, OOmnsHb
ObiTe YHAZAHE CNEOYLMM O0pazom:
a) cpazbaanerne V,— Voo, 8cnd 0Bwer V) 380aHH0ro pacTeopa pasbasned TakuK obpaiom, 4Tobe
NOAYYMTE OBWME 00RemM Vs KOHEYHOR CMECH, HANDUMER, PAABECTH 25 MA — 1 1) unK
b} spazbapnedve V.+ V.o, ecnu obwewd V¥, 3anadHore pacTteOopa godapned K obwemy W
PRCTEOPWUTENR, HANpUKMep 25 + 975 wmn.
Tarre oboadadedds pailbaenevds, kak « ¥, @ Ve owne a VW ) e, NPHMEHATRECA HE  DONMHE,
MOCKONEY OHW MCMOMNBLIYIOTCA C PasHEIMM SHAYEHIEAMA.
6.4.10.8 BocoTadopneH e NHounuIupoeassoro aTTecTosan oMo cTaHaapTHorne obpasya
Jomsne OelTe NpHBE0EHE JETANK NPoOLEaYDLl BOCCTAHORNEHWA.
65.4.10.9 Copined Ha NaTeHToRaHHBE Wa3OEnHA
Ecnu, B MCKNKYATENEHBX CNYSERK, TEXHWHECKKME CooBpaMeHHAMA oNPaBaans WenoNsIosaHue B
HMHCTDYELMKA N0 NPAMEHEHKID CTAHIAPTHOMD 00pasua TERPMUHOE CO CCLINKON Ha NPEIMEeThl, AAWMLLEHHbIE
BAETOPCHEMKE NPABAMM, HEoDXogUMO NPUBENEYE BHMMaHWE K TOMY, 4T0 B COOTBETCTEWM C MHCTPYKUMER No
MPAMEHEHA D NPEOYEMOTREHD MCNONBIOBAHHE NATEHTA.

MpuuwayaHwe— [JnA onUCIHWE STTECTOBEHHOM CTEHAEPTHOM aBpasua B MEROYHAPOOHOM CTAHOAPTE CM.
[13] w [14].

6.4.11 Oprau aTrecrayum

HavmeHopadWe oprada aTrecTaudy, To eCTe Oprada «WhK Cpraqd3aud, KoToDeie NPAHAMaeT
OTBETCTEEHHOCTE 33 WHOOPMAUWED, COOep#allykcs B CONPoBoaMTENEHOR JOXyMEHTALWH, OOMKHD DbiTe
YRAAAHO © NPHBELEHWEM NONHOMD NOYTORGND agpeca, HoMepos Tenedona | QaKkca, |, ecnK BOIMOEHD,
IMEKTROMHOND agpeca.

6.4.12 Bubnworpadua

JdokymenTe, cogep®alwe OoNonHHUTENEHYID WHRPOPMAaLMD, HO HE ABNAINWHECA HeoDhXooMMeiMK
ANA MCNoNB30BaHKA ATTECTOBAHHOIS CTAHOARTHONG obpajua no ers NPegHAaIHaYeH o |, OonHHel GolTe
nepedrcned sl B SUBnuorpadivi.

Mpuwmesadne 1— Bubnworpadun moxeT GeTe NpeOcTaaness B hopme npuanosedHeR (o 64,13,
napeyncnasie d). JnA onucaduA STTECTOERHHAON CTaHgapTHom obpasya B cradgapre Dwbnuorpadivmer wower
COOSPMETE COBIMKM HE QOKYMEHTEl, HOTOPBIE TOMBKD LHTHROERHEl KK HCTOMHWEM HHOOPMELUWE, KOTOPES COymaTt
OCHOBHEM MaTEDMANOM M KOTORRE JO0CTYNHBl TOMBRD N0 3anpacy. S, Tacks [14)].

MpumeysaHnna 2 — Mybnesawyay moryT OuiTe PEINEHEOND TS, HANPUMEpR, PardoHanNbHLE
HAUMOHANLHEE CTAKOAPTE, MPABECHELIE  AKTH, DEROMEHZAUWH MEHOYHAPOOHBIX MMM PECMOHANEHBEN  HEYHHBIX
OpraHM3aUni, CTETEM U3 HEYYHBIX ®YPHAENOE, PYKOBOOCTES, CTEHOEDTH WAFCTOBMTENER MMM BHIOPMALWA O NPOOYKLKK,
OTHETE O MaxnabopaTopHLEX HONbITAHWAX.

65.4.13 [MpunoxeHnA
HMuopmauna, He BKMOYeHHas 8 OCHOBHYID YacTk OTYeTa, J0N#Ha OwiTe NpMBEOEHa 8
MPANOEEHKAX.

Mpumedanwe — JonyckaATOA BHOCUTE B NPHADKEHWAS
8] OaHHEE O roMoreHHos T [ch 8.4 B3]

b gaHHeE o cTabunsHooTy (oM. B4 B3]

C) QaHHBE O NPAMHCEBIHAK aHa9aHdA (o B4 86 n G487y
d) Bubnuvorpadiim (oM 6.4.12).
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6.4.14 CpoKd paspellieHdd ¥ NepecMoTpa

Don#He! GbuiTe MPHEEOEHE CBREOEHMA O BBEQEHHK B JBACTBWE SadqHci  nyGnueaugymn  «
NpeqUeCTEVIOWErDs WagamMMa (HagaHME).

14
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Npunomenue A
{cnpasoyHoa]

ATTOCTOBRAHH L& CTAHOARTHLIA 'ﬂﬁpﬂﬂuhl HAYBCTESHHLIX CROMWCTE WK NOpAOKOBLIX BEMAYHH
A1 DBuWwMe NONOKEHWR

A.1.1 HacToswma cTaH0apT YOTAHARNWBSET TREDOBEHMA K aTTasTOBaHHEIM

CTAHOEPTHEIM 0BpE3UaM BEICWEN METRONOr4YEckorg ypoaHA. KEmnos IHAYSHWE BENWYMHLL, NDWNHCEHHDSE
Takomy 0bpazly, NPEOHAIHSHEHHOE AR NDWMEHEHHRE © METOOHEIME MEMEPEHAN, HEXOZMTCH B WKANE DEInW-Ha 1K
LUKEME OTHOWEHWA W BLIPAEASTCH YHCNOBEIM  IHESEHHEM, YMHOSEHHEM HI B0WHALY Hasepesds (o, 4.1.4), n
CONpPOBOHOZETCR HEONDEOSMEHHOCTER HAMEDEHHA.

A.1.2 CeodcTed, oTni-HeE 07 g epeHUMEnsHER KN PALGHOHANEHELX

BAMNWHMH, THECKE MOMYT SeiTh ONPESENSHE KW BOCNPOMIESIEHE OBPAILANMK. HO NPWNHUCAHHEE WM JHAHEHWA HE
MOrYT BbiTh BEIPEMEHE! “HCNOBEIM SHEHEHWEM, YMHIHEHHEIM HE SOHHWUY MIMEDSHWR. TAKME IHAYSHWA MOMyT BeiTe B
NOPROLDE0A MW S24ECTESHHON LWKERES.

A2 MopRrOoKoBERIE BENWYHHE] M KAYECTEEHHEIE CEORCTEA

A2 [N\ NoOpRAOKOBOH BENH4YHHE] 3HAYEHRR MOMYT DhiTe NPESCTARNEHEI

fpaIaMH MAM  HWCOEMY, BeIPESS0WEMA PEINED COOTESTCTEVHIWME CEOBCTE. 3TW IHAYEHHA MOnyT BeiTs
MCNONE30DEAHE ONA PaAHHMPOBSHWA CBOACTE N0 PAIMEDY, O0HEHD PAINWHEAR W OTHOWEHMA NO WHANE HE HMEKT
IHEMEHWR ONA CPEEHEHWA, HANDUMER, IHA4EHME «30 MK 4NOSRILLEHHDS:, NOWNTMCAEHHOE KOHTPONEHOMY DECTEODY OnA
OMEMHOCTHHECKHME TECT-NON0CoE NPEOQHAIHAYEHHEIE ONF OUSHEA KOHLEHTREUMH SneByrpHa B Mods B 5-3HaUH0R WHans
(0, 1, 2.3, 4 MnW aHe NOSLILEHHEA R, SCOMHHTENEHD NOELILEHHSR S, SCNETHS NOBLIWBHHEA R #NOBLIWEHHARY, $OHNEHD
NOBEILEHHEAS ).

A22 OnA  E<ecTEEHHOrD  CBORCTER  3HA4EHMA  MOryT DeiTe  Bpasedsl  CROSamMW - WKW TEDMEH3MA
[HawmaHOoEaHWAMA} be3 carad & nobsiv pazsmepon. JRaqedHur MonyT Beme NPEACTABNEHE B NHODOM yOOGHOM WAW
COrMACOBAHHOM NODROKE, HENPUMED, PAS HAMMEHOESHHE TUNOE NERKOUWMTOR B HOHTRONBHOM MEIKE KPOBW WM DAG
IHEMEHWA ONRA TOYNN KPOBA.

A23 Onncanme 3TTeCTOREHHLE CTHHAAPTHRIX obpaagos ongs

HAYSCTEEHHLY CBOACTE WM NOPDRONOBELE  BENUHWH.  S0MHD NOAHOCTRR, HECHONEED  3TO  BOAMONHD,
COOTBETCTEOEATE TREEOBAHMAM K ATTECTOEAHHEM CTaHIaP™HEIM oBpazuan ons guddepeHUHENEHEIL ¥ BALUHOHANEHRLE
BEMHHAH, NPUEEOSHHEIM B HECTOAWEM CTaHDapTe. MOkmoYe A kacamTeR:

a] MAMEHEHWA TERMHHOE:

1) #BENMHMHED HE YES4ECTEEHHOE CBOWMCTEO, 8 TAKAE CODTBETCTHEHHD B

HOMMMEHCHBIY TEPMAHEX;

2} *MIMEPEHMED HA SMCCNE0DESHNE KE4ECTEEHHOID CEORCTES S, &

THEHE B KOMNNEKCHLE TEQMAHEY,

B TEEHHYSCHAE H3MEHEHHA,

1) HCNONEIDBEHWA SHEHEHHA, HANPAMED CNHcadHex B A 2.1 w AZZ:

2] HEONPELENSHHOCTEA RCCNES028aHHR, BRIPEMBEHHE HYMCnom

HEMPABMMEHG KNACCHMUMpOsaHHEE hpakLyHiA;

3] HEBOEMOMHOCTH KENWBPOBETE KASECTEEHHYH LUKETY.

MoMOrEHHOETE W CTAEBMNEHGCTE OBPAa3Ya QOMmEHEl DbiITh NPOOSMOHSTPRPOBEHE CMOcoBoM, COOTEESTCTEYHMLMM
CEOACTEAM W BENHYAHERM.
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Npunomenne LA
{cnpaso4HDe)

CoeneHMa 0 COOTRETETEMM CCLINOUYHLIX MEKAYHAPOAHLIX CTAHAAPTOR HALWOHAMNLHLIM CTAHAAPTAM
Pocevnckon aaapaiid9

Tabnwyadad

[DB0IHAYSHME CoBNOYHOND - TEnNEHE [0 CaHaYEHnE H HEMMEHOBAHWE COOTRETCTEBYRILWED
PO YHE DOOHIN D CTAHS30TA OO TEETETEMA HELWMOHANEHOM CTAaHO3pTa

T 31: 1992 - i

ACD 5725-2; 1994 oT FOCT P MCO 5725-2=-2002 To4HOCTE (NPEBMNEHOCTE M

PEUMIMOHHOCTE) METOODE M PEYNETATOR HIMSPaHHE,
HacTs 2. JoHOBHOR METOD, ONPEDSnEHER
OETOPAREMAOCTH W BOCMPOHIBOOMMOCTIA CTAHOAPTHOM
PETOOE HIMERaHWA

ACO 17511:2003 0T CCT P MCO 175112006 MagennA MeEONLMHCENE ONA
HEMHOCTHER I vilrg, Mamepedws BEnq-rH B
Honoradecknx npobax. Metponarisackas
POCNERWBIEMOCTE IHEHEHWA, NPHNHCAHHEIX
BNHEPATOREM H HOHTRONLHLIM MATERHAnamM

P IC 0 1815372003 oT OCT P PCO 181532006 Maganya MemmuaHCEe 4nA
AETHOCTHEA I vilrg, Mamepedws BEnv-uH B
nonormdeckr: npobax. MeTtponaruseckan
POCNERWBIEMOCTE IHAHEHWA KATANM THECKDN
OHUEHTRALMM (hEpMEHTOR, NPMNHCEHHLI
anvmBparopam W KOHTRONEHBIM MATERHANAM

FyrosogoTea MO0 31 —

FyroBogoTen MO0 34 —

FyroBogoTea MO0 35 —
Fyropogoren MOOMIK 58-2:2008: P00 FOCT P 54500.3-2011 [PysoeoncTen WCOVMISHE 98-
(22008 HeonpeganeHRooTe HaMepeHA — PyroBogoTan
N0 BLIPAMEHWED HEONPEOANEHHOCTH KamepaHKs (EUM
| EEEY

Pyropogotea MCOIM3K 892007 — [

COOTEETCTEYHALHA  HALGWOHANEHEA  CTaHgapT  orcytoreyeT. 00 &r0  yTEEPSSEHHR  PEHOMEHIYETCH
MCNONE30BaTE NEPBE0S HE PYCORMA R3LE SEHHOMD MeEOyHIpoOHorD crasnapTa. Mepeson AaHHOMD MEELyHEPOIHD
L THHARTE HAXDOATCA B SRmepansHoM MHEODMALHORHDM LEHTDE TEXHWSECKHY PEMMAMEHTOR M CTAHOSPTOE,

16
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BubnWorpadua

150 13485 Medical devices — Qualily management syslems — Raguiremants
for ragulatory purposas [MapanuA mMegryuHciee, CHOTEME MEHBOMMEHTS KH4SCTEA.
TpehoBaHWA MR UENEA PEryIMpOREHEAR )

15014971 Medical devices — Application of risk management 1o medical
devicas (Wanend MeguuuHCKe, TIDAMEHEHHS MEHBOMMEHTA PHCES K MEJHLMHCKHM
WAOEMHAM |

15015193 In witra diagnostic medical davices — Measuremeant of guantities af
biclogical orgin — Haguiramenis for content and presentation af relerence
maasuramant procedures  (Magenvs  MEOMUMHCEME 008 SUArHOCTARA  in vilro,
HMamepeHws BenuynH B NpoGax DUONorW=ecKorD NPOMCETHIaEE — TpebosaHuA |
COOEEHEHAK 1 NPEOCTASNSHAK METOOWE DEEEREHTHITD MEMapEHHR]

IS0 15195 Labaratory medicing— Aaguiramants for relerence measuremeant
labaratories (NabGoparopHar megagasa. Tpebosasns & nabopa TopuAm
RS PEHTHEE HZRMEDEHARA |

ISCHIEC 17025 Ganeral reguirernants for the competence of 1asting and calibration
Laboralones Obwue tpeboBaHKMs © KOMOSTEHTHOOTH  MCNETAETENLHEE M
KaneiposoyHeEs nabopaTopai)

150181132 Clinical laboratory testing and in vitra diagnostic medical systems
— Infarmation supplied by the manulacturer {labeling) — Part 2: In vilro diagnosiic
raagents for professional wse  (Knuendeckne nabopaTopHeEe KMCCNEqoBaHMRE MW
MEONLHHCEWME CHCTEMBl QA QUarHoCTHEM N vilro, Madopaauns, npegocTaenseman
WIrDTOEMTENSM (Mapkiposra). Macte 2 Pearedts anA SHArHOCTAEK novilrd ana
NPoPECEMOHAMEHOM NPHMEHEHARA)

ISCMEC Guide 15 ISOVIEC code of principles on “reference o standards”
{Pyropogores ACOMZE 16 Ceaa npuHuanoe ACOREIE mo
HCChUMKEM HE CTEHGEDTE ® |

150 Guide 30 Terms and defintions used in connection with reference materials
[Pywosoncras WMCO 30 TepmuHsl W ONPpEg@neHdA B CERIA & CTEHOSPTHEMK
obpaayama}

150 Guide 32 Calibrabon in analytical chemistry and use of carlified reference
materals {Pysosoncrao MCO 32 KannbpoBka B SHENMTHHECKOR
EHRHK M NEHMEHSHAE 3TTECTOBIHHEX CTRHO2PTHEE opaauos)

150 Guide 33 Uszes of refarenca matarials {Pywopogcres MCOM3K 33
MenonsaosaHuse 3TTECTORAHHEIR CTAHOAPTHEX 0bpaauog]

ISOAEC Guide 51 Salely aspecls - Guidelinas for their inclusion in slandards
(Pyropogores WCOMIE 51 Acnerre Besonackocty — Mpasuna
Mo Mx BENHYEHWKE B CTAHOERTS)

ISOAMEC Guide B3 Guide 1o the devaloprmant and inclusion of safely aspecls in
Infernational  Standards  for medsal  devices  (Pywosoporec MCO/M3K 63
PyroBogcten no pazpabotie W BENEMEHAN  gcneeToBR  De30nacHoctH B
MEHAYHARDOHEE CTAHOADTE QNA MEQHUMHCEMY M30SnHA)

ISCNEC Directives, Procadurss for tha tachnical work (Ouperties MCOIM3E,

Part 1, 2008 yacte 1.2008 MeTogued anA TexHndeck: pador)

ISVIEC Diractives Fules far the structure and drafting of International Standards

Parl 2, 2004 (Ownparrieem MCOOMIE, wacre 2, 2004, MNpasuna no CTRYETYDE W COCTEBRNEHWD
MEXAYHAROOHLE CTAHIARTOR)

EM 880 Graphical symbals for use in the labeling of medscal devicas (EH
980 Tpadwqecksws CHMBONL ONF NPARMESHEHHR NP M3PEHPOBEE  MELHLHHCHAL
WIOEMHI]

EA-D414 The selection and use of refaranca mabkenals, BEurapean co-
oparabon lor Accredilation, 2003 {EA-04/14 BeiGop u
NPUMEHEHIEE CTEHOAPTHRIE 0Bpazuos, EBpONeRCEEA KOONSPAUHA N0 SKEDEOATELWN.
2003)
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¥OK  64:003:054:006:354 OHC 11100

Kmioqesnie  Cnosal  Wagenda  MeJdudecede  OnA  JWardocTikd  in vitro, npoBeol GHonordyeckoi
NEOHCKOMAEHHA, ATTECTOBAHHLIE CTAKAARTHEE oBpaiUbl, MAPKKPOBKa, oBpailkl KAHECTEEHHLIX CEORCTE M
NODAGKOBEIX BEAYHH
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Yeon. ned. n. 2,79 Tupas 36 aka. Jak. 3220,
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123095 Mocksa, MpasaTHeld nep., 4.
www_gostinfo_r info@gostinfo.n

FOCT rocCTPUNCO 151942013 CrpaHuua: 23/24

M4 GostExpert.ru


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

FOCT rocCTPUNCO 151942013 CrpaHuua: 24/24

G ((H]|idl GostExpert.ru


http://www.tcpdf.org
http://GostExpert.ru/gost/gost-15194-2013
http://GostExpert.ru
http://GostExpert.ru

