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Mpegncnosune

Lenn v npuHuunbl cTaHgapTusauum B Poccuiickoli degepauny ycTaHOB/EHbI
defepanbHbIM 3aKOHOM 0T 27 fekabps 2002 r. N° 184-d3 «O TeXHUYeCKOM perynMpoBaHumn», a
npasvna MNPUMEHEHUS HauWoHalbHbIX cTaHAapToB Poccuiickoli degepauum - FOCT P

1.0—2004 «CtaHgapTusaunsa B Poccuiickoii degepaynun. OCHOBHbIE MOOXEHUA»

CBefleHNs 0 cTaHjapTe

1 MOATOTOBJIEH Jlabopatopueii npob6aemMm KAMHUKO-NabopaTOPHOW AMATHOCTUKMN
HNW o6wecTBeHHOro 340p0OBbSA W ynpaBieHWA 34paBooxpaHeHMeM [ocyfapCTBEHHOro
60 KeTHOro 06pas3oBaTe/lbHON0 Y4YPEeXAeHUS BbICLIEro npodeccMoHanbHOro obpasoBaHus
«MMepBblii MOCKOBCKUI rocyfapCTBEHHbI MeAUUUHCKWIA yHUBepcUMTeT uUM. U. M. CeyeHoBa»
MwuH3gpaBa P® Ha ocHOBe COGCTBEHHOro ayTEHTUYHOrO MNepeBOja Ha PYCCKU 3bIK

MeXAYyHapoAHOro CTaHAapTa, yKasaHHOro B NyHKTe 4

2 BHECEH TexHuyeckum komuTeToM Mo cTtaHgapTtusauumm TK 380 «KnuHuyeckwne

nabopaTopHble UCCNef0BaHUS N MEAULMHCKIWE U3LeNNA ANS JUATHOCTUKK in vitro»

3 YTBEPX/JEH W BBEAEH B AJEMCTBUWE Tpukasom PeepanbHOro areHTcTa no
TEXHWYECKOMY peryiMpoBaHuni0 U MeTposiormm ot 28 aBrycta 2013 r. N° 621-cT

4  HacToAwwni cTaHAapT UAEHTUYEH MeXAyHapoAHOMY cTaHaapTy MCO 15194:2009
«3penns  MeguLMHCKUE [NA  AUMArHOCTUKKM in  vitro. W3mepeHne BenMuMH B npobax
6100rMYECKOro MPOUCXOXAeHUSA. TpeboBaHUA K aTTeCTOBaHHbIM CTaHAapTHbIM o6pasuam u
COAEPXXKaHMIO CONPOBOAMTENbHOW fAOoKyMeHTauum»  (ISO 15194:2009 «In vitro diagnostic
medical devices — Measurement of quantities in samples of biological origin — Requirements
for certified reference materials and content of supporting documentation»).

Mpy NpMMEHeHWM HacTosLWero craHAapTa PeKOMEeHAYeTCs WCMoMb30BaTb BMECTO
CCbINIOYHbLIX MeXAYHapoAHbIX CTaHAAPTOB COOTBETCTBYHOLWME WM HaLMOHalbHble CTaH4APTbI
Poccuiickoii ®egepaunn, cBefeHUA 0 KOTOPbIX MPUBEAEHbI B AOMONHUTENIbHOM MPUIOXKEHUN
OA

5 B3AMEH I'OCT P NCO 15194 - 2007
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WNHopmaumsi 06 M3MEHEHWsIX K HAcTOsIWeMy CTaHZapTy My6nuKyeTCs B e>XKEerofHo
n3gasaemMom MHBOPMaLMOHHOM yKasaTene «HauyoHa bHble CTaHAapThl», a TEKCT U3MEHeHMiA
M MONpaBoK - B €XKEMECHYHO W3faBaeMblX WH(OPMALMOHHLIX yKasaTensax «HaumoHanbHble
cTaHAapTbi». B cnyyae nepecMoTpa (3ameHbl) WM OTMeHbl HACTOSLIEro cTaHgapTa
COOTBETCTBYylOLIEE YBeJOM/eHMe 6yaeT OnyG/MKOBAaHO B E€XKEMECAYHO M3[aBaeMoM
MH(OPMaLUMOHHOM  yKaszaTene  «HauuoHanbHble  CTaHgapThi».  CoOTBeTCTBylOWas
MH(hopMaLnsl, YBEAOM/IEHUE U TEKCThl pasMellalnTcs TakXKe B WH(POPMALMOHHON cucTeme
06LL,ero NoMb3oBaHWsl — Ha oULManbHOM caiTe ®efepanbHOr0 areH TCTBA M0 TEeXHUYECKOMY

perynMpoBaHuo U MeTpPoNorum B ceTu VIHTepHeT

© CTtaHpapTHudopm, 2014
HacToAwmin cTaHfapT He MOXeT 6bITb MOIHOCTLIO MAM YaCTUYHO BOCMPOU3BEAEH, TUPAXMNPOBaH
M pacnpocTpaHeH B KayeCcTBe 0PULManbHOro n3gaHusa 6es paspewleHnsa defepanbHoOro

areHTcTBa HO TEXHNYECKOMY PerynnpoBaHMo n MeTposiornn
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BBeneHue

Cuctema pedepeHTHbIX M3MEPEHMI HeobxoAuMMa ANns MOMyYeHUs TaKux
pe3ynbTaToB U3MepeHUi ANA Hay4HbIX, TEXHOMOMMYECKUX U NPaKTUYeCKUX Lienen,
KOTOpble [OCTOBEPHbI, CPaBHVWMbl W METPONOrMYEeCKN MPOCNEXMNBAKOTCA A0
3Ta/lOHOB  n/unn pedepeHTHbIX ~ METOAWK  WM3MEPEHMs HaHBbICLLErO
MEeTPO/I0rMYeCcKOro YpoBHS.

CTtaHfgapTHbiMM  0o6pasuamMu  SBAAKOTCS  BeWleCTBA WAM  YCTPOMCTBA,
ncnosib3yemble A8 NOMYYEHUS TAKOW NPOC/EXMBAEMOCTM, HECMOTPS Ha Bpems,
paccTosiHMEe W pasMuns MeTOAMK BbINONHEHUS W3MepeHuUs. ATTecTOBaHHbIe
CTaHAapTHble 06pa3uybl HEOOXOAWMbI Ha BbICLUMX METPOMOMMYECKUX  YPOBHSAX
nepapxuu KannbpoBKu.

Kaxablli aTTecTOBaHHbIN CTaHAApPTHbIA o6pasel, AOMKeH OblTb CHabXeH
AOKYMEHTaLMeRn, cofepxalleli CBefleHns 06 MUCTOYHMKAX MmaTepuana, onucaHue,
pe3ynbTaTbl U3MepeHWid, MeTPOIOrNYECKYO MPOCNEXUBAEMOCTb, UHCTPYKLMKA MO
MPUMEHEHWNIO, [AaHHble O CTabUNbHOCTU U YCNOBUAX XPaHEHUs, a TakKxe
npegynpexaeHns 06 onacHOCTM ANns 340pOBbS M O Mepax 6e30MacHOCTW.
HacToswmin ctaHgapT onpeaenseT Tpe6oBaHUA K KayeCcTBy TaKMX MaTepuanos W
COAepXXaHuto 1 hopmaTy COOTBETCTBYIOLLEI COMPOBOAUTENbHOW LOKYMEHTAL MW,

CTaHaapTHble 06pa3Lbl MCMONL3YHOT A5 OHON M3 TPEX OCHOBHbIX LENe:

a) KanMOpOBKM 3HAYEHWIA BENMYUHBI, BblfaBaeMbIX W3MEPUTENbHOM
CUCTEMOW MM NPUNUCAHHbLIX APYTOMY CTaHAApTHOMY 06pasLy;

b) NOATBEPXKAEHUS NN KOHTPOAA MPaBUIbHOCTU 3HAYEHWIA, N3MEPEHHBIX B
KOHKpeTHOI nabopaTopuv unu rpynne nabopaTopuii:

MpumeyaHune — B TepMuHonoruu, npuHATon WMCO. TepMUH «NPaBUSIbHOCTb»
cBA3aH co «CMelleHnem», «CUCTEMaTUYHECKUNM 3(fp(i)eKTOM>> n «CUCTEMATUYeCKOW
NOrpewHoOCTbO», TOorga KakK TEPMUH «TOYHOCTb» CBA3aH KaK C «MNpaBU/IbHOCTbHO» (VI
npucywmnmn el XapaKTepVICTI/IKaMVI), TakK n C «Npeun3moHHOCTbH», KOTOpasa cCBA3aHa CO

CTaHZAPTHbLIM OTK/IOHEHMEM», «KO3(PMULUEHTOM Bapuauum», «CaydanHbiM SPHeKTOM» 1

«C/ly4aliHON NOrpeLwHoOCTbO»
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C) OLEHKM (PYHKLMOHA/bHbIX CBONCTB HOBOW METOAMKM U3MEPEHUS.

MakcumanbHO npuemneMas HeonpeAeneHHOCTb  W3MEpPEeHWUA  3HayeHus,
NPUNUCaHHOIO CTaHAApTHOMY 06pa3sLy, 3aBUCUT OT TpeboBaHWA K WU3MEPEHHbIM
3HAYEHUAM BENNYUHbI, MOMYYEHHbIM C MPUMEHEHUEM METOAUKUA W3MepeHus ¢
MCNONb30BaHMEM CTaHAApTHOro obpasua.

MocKonbKy NpaBWbHOE MPUMEHEHWE CTaHAapPTHOro obpasua 06yCn0BNEHO
ero onucaHuem, HeobOXOAMMO CnefoBaTb YKasaHWAM Mpuiaraemon K Hemy
AOKYMEHTaLuN.

MpeumyliecTBa HanMumMs  CTaHAApPTOB  MpuBefeHbl B PykoBoacTse
NCO/M3K 15 [7].

BTOpoe n3gaHne HaCTOALLErO CTaHA4apTa OTMEHSET M 3aMeHSAeT TEXHUYECKM

nepecmMoTpeHHoe nepsoe n3gaHue - nco 15194:2002.
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HAUMWOHANbHBLIN CTAHAOAPT POCCUNCKON ®EALEPAL WA

MN3genna meauuUMHCKME ANs AMarHoCTUKMK in vitro
MN3mepeHne BENNYMH B Npobax 6MON0OrM4YecKoro NponNCXoXaeHuns
TpeboBaHMA K aTTeCTOBaHHbLIM CTaHAAPTHbLIM obpasuam n

COZlePXXaHNI0 CONPOBOANTENLHOW AOKYMeHTaLUM

In vitro diagnostic medical devices.
Measurement of quantities in samples of biological origin.
Requirements for certified reference materials and the content of

supporting documentation

farta BBefeHns — 2014-08-01

1 O6nacTb NpUMeHeHus

HacToswmin ctaHfapT ycTaHaBAMBaeT TpeboBaHMS K  aTTeCTOBaHHbIM
CTaHAapTHbIM 06pasuam 1 COAEP>KaHUI0 CONPOBOAUTENbHOW AOKYMeHTauuu Ans
TOro, Ytobbl OHM OTBEYaM BbLICOKOMY MeTPOJIOTMYECKOMY YPOBHIO B
cooTBeTcTBUM ¢ CO 17511. TpeboBaHWsA pacnpoCTPaHAIOTCA Ha aTTeCTOBaHHbIe
CTaHZapTHble 06pasubl, KnaccuuUuUUpyemble  KaK  MNepBUYHbIE  3Ta/IOHBI,
BTOPUYHbIE 3TaNOHbl U MEXAYHapofHble COrnacoBaHHble KanubpaTopbl, K
NMPUMEHsAEMbIE  KaK  KanubpaTopbl, /MO0 KaK KOHTPO/IbHble  MaTepuasbl
npaBunbHOCTU. HacToAwmMiA CcTaHAapT TakXe YycTaHaB/iMBaeT TpeboBaHMA K
MoNy4YeHuIo AaHHbIX 419 OnpefefieHnUs 3HayeHUa 1 npeacTasieHns NpUNmMcaHHoro
3Ha4YeHnsA 1 ero HeonpenaeneHHOCTU U3MepPeHus.

HacToAlwmin crtaHapT  NPUMEHSIeTC K aTTeCTOBAHHbIM  CTaHAapPTHbIM
obpasuyam  C  MPUMNUCAHHBIMW  3HAYEHMAMM  AUPPepeHLManbHbIX UK
pauVoHanbHbIX BeNNYUH. B npunoxeHun A COLepXWUTCH UMHGopmauus o

CTaHAaPTHbIX 06pa3liax KayecTBEHHbIX CBOMCTB M NOPAAKOBbIX BE/IMYMH.

M3paHne ohmymnanbHoe
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HactoAawmin ctaHgapT  He nNpPUMMEHSieTCA K CTaH4apTHbIM 0b6pasuam,
BXOALUMM B COCTaB W3MEPUTE/IbHbIX CUCTEM AN AMArHOCTUKWM in Vitro, XoTs
MHOTU1e 3/1eMeHTbl MOTYT 6bITb UCMO/Ib30BaHbI.

2 HopmaTuBHbIe CCbIIKN

B HacTofllem cTaHZapTe MCMOMb30BaHbl  CCbIIKM  Ha  Chnegytolune
MeXAyHapoHble CTaHA4apTbI:

MCO 31 (Bce yactu)l BennumHbl 1 eguHALLI

NCO 5725-2 TouyHOoCTb (MpPaBWbHOCTb W MPEUM3NOHHOCTL) METOAO0B U
pe3ynbTatoB M3mepeHuin. Yactb 2. OCHOBHON MeTO4 ANA  onpefeneHus
NMOBTOPSEMOCTU 1 BOCMPOU3BOAMMOCTMN CTaHAAPTHOrO MeTofa U3MepeHus

MCO 17511:2003 W3penusi mMeAMLMHCKME ANS AMArHOCTMKKM in vitro -
N3mepeHne BennumH B OGuonornueckmx  npobax - MeTponoruyeckas
NPOCNEXUBAEMOCTb 3HAYEeHWA, MPUMNNCAHHbIX KanmbpaTtopaM W KOHTPO/bHbLIM
marepuanam

MCO 18153 UN3penusa MefuLUMHCKUE ANa AUArHOCTUKK in vitro - Vi3amepeHue
BE/IMYMH B OMONMOrMyeckux npobax - MeTponoruyeckass npPOCNEXNBaemMOCTb
3HaYeHMi KaTa/IMTUYECKON  KOHUEHTpauuu  (PepMeHTOB,  MPUMUCAHHbIX
KannépaTopaMm M KOHTPOJSIbHbIM MaTepuanam

Pykosogcteo KMCO 31 PethepeHTHble MaTepuanbl - CopepXaHue
CepTUHMKaTOB U MapKUPOBKM

Pykosoacteo WNCO 34 O6wue TpeboBaHUS K  KOMMETEHTHOCTU
npon3BoanTeNein pedepeHTHbIX MaTepuanos

PykosogctBo WMNCO 35 PethepeHTHble matepuanbl - O6uwume wn
CTaTUCTUYECKME MPUHLMNBI ANA CepTUPUKaLmm

PykosoactBo WMCO/M3K 98-3:2008 PyKOBOACTBO MO  BblPaXXeHUIO
HeornpegeneHHoCcTH usmepeHnsa (GUM 1995)

Pykosoacteo MCO/M3K 99:2007 MeXayHapoAHbliA  cnoBapb N0

MeTponorun - OCHOBHble 1 06LLME NOHATMS U COOTBETCTBYIOLLME TepMUHbI (VIM)

1B HacTosLee Bpems cepus MICO 31 nocteneHHo -3ameHserca ICO 80000 n M3K 80000.
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3 TepMuHbI 1 onpeaesieHns

B HacTofillemM cTaHgapTe MPUMEHEHbl TEPMUHbI, MNPUBELEHHbIE B
Pykosoactee WMCO/M3K 99, a Takke cnegywouwme  TepMUHBI c
COOTBETCTBYIOLLUMMN ONpeaeneHNIMN:

3.1 nepBUYHbIN 3TanoH (primary measurement standard): 3TanoH
N3MepeHNns, 3HavyeHWe BeIMYMHBLI U HeOonpedeNeHHOCTb W3MEpPeHUs KOTOpOro

YCTaHOB/1EHbI C MPUMEHEHNEM I'IepBl/I‘-IHOVI METOANKN N3MEPEHUA.

MPUMEP - MepBUYHbIA 3TaNOH KOHLUEHTPaLMN KOIMYECTBa BELLECTBa, NMOArOTOB/EHHbIN
nyTem pacTBOPEHUA U3BECTHOIO KO/IMYECTBA BELLECTBa XMMUYECKOTO KOMMNOHEHTA B U3BECTHOM
06beMe pacTBopa.

MpunmeyaHne | — Pykosogerso MCO/M3K 99. 5.4.

MpumeyvyaHue 2— lOHATUE NEPBUYHOIO 3Ta/IOHA NPUMEHNUMO KaK [/l OCHOBHbIX, TaK U
4191 NPOU3BOAHbLIX BENUYVH.

MpumevyaHune 3 — OObACHEHVE POV MEPBUYHOIO TasI0HA B MePapxXmMn KasmbpoBKu

npusefeHo B MICO 17511 n NCO 18153.

3.2 BTOpWUYHBLIA 3TanoH (secondary measurement standard): 3TanoH,
3HayeHWe Be/IMUMHBI MU HeoMnpefeNeHHOCTb WM3MEpPeHUs KOTOPOro MpuUnucaHbl B

pe3ynbTtate cnnvyeHna ¢ nepBUYHbIM 3TaJIOHOM BEINYMHBLI TOIO XKe poja.

MpumeyaHnune 1— OTHOWeEHNEe MOXeT ObITb MOMYHYEHO HEMOCPEACTBEHHO CIMYEHVEM
MeXxay nepBuYHbIM U BTOPUYHbLIM 3TaVlOHaMuU 1AM C NPUMEHEHUEM I'IpOMe)KyTOLIHOVI I/I3MepI/IT9fIbHOI7I
CUCTEMbI, OTKa/IMGPOBAHHOW MO MEPBUYHOMY 3Ta/IOHY U MPUMUCLIBAIOLLEN pesynbTaT WU3MepeHus
BTOPVYHOMY 3TasIOHY.

Mpumeyanune2— PykoBogeteo MICO/M3K 99. 5.5.

MPUMEP - CtTaHgapT NIST. PedepeHTHbIi MuTepwn 1951b, ninnvabl B 3aMOpPOXKeHHOM
CbIBOPOTKE  YE/IOBEKM SABAAOTCHA BTOPUYHbIM  3TAIOHOM, KOTOpPbIA OTKa. IMopoBaH ¢
ucnons3oBaHneM CTaHgapTa NIST PedepeHTHoro muTepuunu 1911c, XonecTepnH W3BECTHON
YNCTOTHI.

MpumMmeyaHwune3— TepMyH «3Ta/IOH» BK/OYAET B Ce6S TEPMUH «CTaHAAPTHbIA 06paseL».

MpumevyaHnne 4 —. O6bACHEHWE PO BTOPUYHOIO 3Ta/IOHa B MepapXum KasmbpoBKU

npusegeHo B MICO 17511 n NCO 18153.
3.3  MeXAyHapo[HbIi cornacoBaHHbIl (06LLLENPUHATLIN) KannbpaTop,
MeXAYHapOAHbIN cornacoBaHHbI KannbpoBouHbli MaTepman (international

conventional calibrator, international conventional calibration material):
3
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Kanu6paTop, 3HaueHne BeNMYMHbI KOTOPOrO He MPOC/EXEHO METPONIOFMYEcKN [0
MeXXayHapoAHOW CMCTEMbI eAuHWL, a MPUMIMCAHO Ha OCHOBE MEXAYHapOAHOro

cornaweHus.
MpumeyaHune! — BennunHa ycTaHoB/eHa NPUMEHUTENBHO K NpejHasHa4YeHHOMY
NPYIMEHEHNIO.

Mpn mevaHne2 — MNCO 17511.3.11.
3.4 CcTaHfapTHbIA o06pasely, o6pasey [A1s CpaBHEHUA (reference
material, RM): MaTepunan, OCTaTOYHO FOMOTEHHbI U CTabW/bHbIA B OTHOLLEHWN
OfIHOrO  WAN  HECKONbKWX  CBOWCTB, WCMONb3yEMbIA  MpU  Ka/nmbpoBKe,

NPUNUCbIBAHUW 3HAYeHUA APYroMy maTepuany unm obecnevyeHMn Kadvectsa.

MpumeyaHwmne! —ToHATVE «CTaHAAPTHbIV 06pasel» BK/IOYAET B cebs MaTepuasisbl,
NpeAcTaBAAOLLME BEMNUMHDI, & TAKOKe KaUeCTBEHHbIE CBOMCTBA.

MprumeyaHwune 2 —.Pykosogctso MCO/M3IK 99. 5.13.

MPUMEP | - CbIBOPOTKM 4YefioBeKa C MPUNUCAHHLIM  3HAYeHWEM BeIMYUHbI AN
KOHLEHTpauny KOMMyeCcTBa BeLLECTBa XOMeCTepuHa, MCMofiblyemas TONbKO KaK Ka.luépaTop.
nepejatoLLMii eMHNLY BENNYNHBI.

MPVMEP 2 - CocTas [AHK, cogep>kawmii cneundmyeckyto  mnocnegoBaTelbHOCTb
HYK/TEVHOBOM KWCNOTbl, NepefatoLLmii KauecTBEHHOe CBOMCTBO.

MpumMeyaHne 3 —.B HaCTOsLLEM ONpefeNieHN TePMUH «3HAUEHME» BK/OYaeT B Cebs n
«3HaYeHMe BENNUYMHDBI» N «3HAYEHMe KauyeCTBEHHOr0 CBOMCTBaY.

Mpume yaun n c 4 —.HekoTopble CTaHZapTHble 06pasubl WMEKT BeMYMHbI, KOTOpble
METPONOrMYECKN NPOCNEXMBAIOTCA [0 efAUHWUL, U3MEPEHUS, He BXOAALLMX B cucTeMy efuHul, CU. Takue
maTepuasibl MOFYT COfepXKaTb aHTuUTena, Ans KoTopbix MexayHapogHble eguHuubl (ME) npunucaHbl
BceMupHoi1 opraHusaumein 3apaBooxpaHeHus.

MpumMmeyaHune5—.CraHgapTHbIN o06paseL, NHOTAa BK/IHOUEH B CNELMa/IbHO N3rOTOB/IEHHOE
n3genune, Hanpumep, cregyoLee:

- CTeK/0 C M3BECTHOW OMTMYECKON MNAOTHOCTBIO BAepKaTene (unbTpa NpornycKaHus:

* LUAPWKM YacTuL, O4HOI0 pa3mepa, HaHEeCEHHbIe Ha cnang Ans MUKPOCKOMuu;

- Ka/IMBPOBOYHYHO NNALLKY A1 pudepa nualleKk Ans MUKPOTHTPOBaHMS.

3.5 aTTecToBaHHbIA cTaHAapTHbIN ob6pasey (certified reference
material, CRM): CTtaHpapTHbIi 06pa3el, COMNPOBOXAAeMbIi AOKYMEHTALUENR,
M34aHHON YMNO/MIHOMOYEHHbLIM OpPraHOM W OCHOBAHHOM Ha MNOATBEPXAEHHbIX
npoueaypax, WCNONb30BaHHbIX AN MNOAYYEHMS 3HAYeHMs  cneundryecKoro

CBOWACTBa C HeonpeaeneHHOCTb0 U NPOCNEXNBAEMOCTLIO.

MpumeuvaHune! — PykoBoacTBo MICO/M3IK 99. 5.14.
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MPUMEP - CbiBOpoTKa 4enioBeka, cofiep>katliast XonecTepuH C NPUMNUCAHHBIM 3HAYeHVEM
BE/IMUMHbI W HEOMPeAeNeHHOCTbI0 M3MEPEHUS, YTBEPXKAEHHON MNPUIO>KEHHbIM CEPTURUKATOM,
npegHasHayeHHass [/ WUCMOMb30BAHUA KaK KanmbpuTop WAM  KOHTPO/bHbIA  MaTepuai
NpaBubHOCTW.

MpumeyvaHue2— B aTom onpefeneHN TepMUH «HEOMNPeLENIeHHOCTb» BK/IIOYaeT B cebs 1
«HeonpefeneHHOCTb WM3MEPEHNST» U «HeOoMNpeAeseHHOCTb KayeCTBEHHOrO CBOWCTBa», TaKoro Kak
WOEHTUYHOCTb M NOC/EeA0BaTeIbHOCTb, BbIPAKEHHbIX KaK BEPOATHOCTU. TEPMUH «MPOC/EXMBaEMOCTb»
03Ha4aeT «MeTPOJIOrMYECKYHO NMPOC/EXNBAEMOCTbY» 3HAYEHWNS BENVUMHBI U NPOC/EXNBAEMOCTb 3HAUEHNS
KayeCcTBEHHOrO CBOICTBA.

MpumeuyaH ne 3 — «ATTECTOBaHHbIN CTaHAAPTHbIV 06paseLy» SABASETCA CreumnpuUecKUm

NMOHATMEM B paMKaX TepMUHa <<CTaH,U,apTHbII7I 06pa3e|_|,».

3.6 matpuua (maTtepuanbHoi cuctembl) [matrix (of a material system)]:
Bce KOMNOHEHTbI MaTepUanbHON CUCTEMbI 33 UCK/HOYEHUEM aHa/HTa.

3.7 maTpuuHbii addekT (matrix effect): BnusHue cBoiicTBa nNpooGbI,
He3aBMCMMOe OT TMPUCYTCTBUA aHanHTa, Ha W3MEepeHue W, TeM CcaMbiM, Ha

N3MEPEHHOE 3HAYEHWNE BESIMYUNHDI.

MpumeyaHwne! — 3afaHHON NPUYMHOA MATPUYHOIO 3dheKTa ABMSETCA BAMAIOLLANA
BE/IMYMHA.
MpumeyvyaHwMne! — MaTpuuHblii 3(hheKT 3aBUCUT OT AeTanell CTaguii U3MepeHWiA,

OMUCaHHbIX B NpoLeaype N3MepeHus.
MPUMEP — Ha u3mepeHVe KOHUEHTpauuuM KO/MMYecTBa BellecTBa HaTpus B Mnasme

nAamMmeHHOM 3MWUCCUOHHOM CNEKTPOMETPUN MOXKET MOBMSATb BA3KOCTb MPO6bI.

3.8 KOMMYTaTMBHOCTb CTaHAapTHOro ob6pasya (commutability of a
reference material): CBONCTBO CTaHAApPTHOro o06pasua, oTpaxatollee 6IM30CTb
COOTHOLUEHNSA pe3ynbTaToB W3MEPEHW A OMNpeAeNeHHO BeNMYUHbI B MaTepuane
[AHHOT0 CTaHgapTHOro o6pasua, KOTOpble MOMyYeHbl [ABYMS MeTOAUKamu
N3MEepPeHU, K COOTHOLLEHNIO Pe3yNbTaTOB WU3MEPEHWIn TEMU Xe MeToAuKamun ans
APYTVX onpefenieHHbIX MaTepuanos.

MpnmeyvyaHune 1— OueHnBaemMbIM 06pa3LLOM, KaK NpaBwso, SBMSETCS Kaambpartop, a
APYTMMKN COOTBETCTBYHLMMM MaTepmranaMm 06bI4YHO Cy)KaT Npobbl 6uomaTepranos.

MpumeyvaHune! — MeTogukamu U3MepPeHWUA, YNOMAHYTbIMW B HACTOSILLLEM OMpesesieHnu,
cny>xat MeTOofAuKa, MpeALlecTByOLLas cTaHAapTHOMY o6pasuy (kanubpartopy), W cnegytoulias 3a HUM B

Mepapxmm KanmGpoBKMu.

Mpumeyali ne3 — PykooacTBo MCO/M3IK 99. 5.15.
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3.9 oTyeT (report): [LOKyMeHT, COAepXaliuil aeTanbHYH MHHOPMaLnU0 0
CTaHZapTHOM 06pasLe, AOMOHAILLYI0 COAepXalLLlyoCcs B CepTUimMKarTe.

4 CucTtemaTnyeckoe onncaHuWe CBOWCTB B COMPOBOAUTENLHOM
AOKYMeHTauum aTTecTOBaHHOIo cTaHAapTHOro obpasua

4.1 OnwucaHue CBOICTB

4.1.1 Cuctema

CucTtemoli sBnsieTcs MaTepuan nnn CI'IELI,I/IdJI/IHeCKaFI 4acCcTb MaTepuana.

MPNMEPbI - BoccTaHoBneHHas MMouaTUPOBaHHAM NANLWK (KakK cucTema), Ansi KOTopoi
UMeeTCA aTTecToBaHHad KOHLEHTpauma KonnuyecTBa BellecTBa W  Heonpefe/eHHOCTb
usmepeHnsa 179cTpagmnona (Kak KOMMOHEHTA); BOCCTMWHOB.1EHHbIN  NNOGNAN 3POBAHHbIN
remonnlam (Kak mMaTepuan), cogep>kawuii fi-uenu remornobuHa (Kak cucTema), Ans KOTOPbIX
UMeeTCA aTTecTOBaHHAA [0NS KO/MMYeCTBA BellecTBa W HEOnpeAeneHHOCTb W3MepeHusa JT'-(7-

Ae30KenpykT03-1-u.iu) fl-uenein remornobmHa (Kak KOMNOHEHTA).

4.1.2 KOMMOHEHT (KOMMOHEHTHI)

KOMNOHEHT  (KOMMOHEHTbI) CUCTEMbI, WMEHYEMbIA TakXe aHaIuToM
(aHanuTamu), fosmkeH (Hbl) OblTb Ha3BaH (Hbl) B COOTBETCTBUM C MNPUHATOW
MEXJYHapoAHO/W HOMEHKNaTypoil, BKnwouyas B cebs, Hanpumep, nwoobble
HeoOX0AMMble YyKa3aHUA 3/1IeMeHTapHbIX 4acTWL, OTHOCUTENIbHOW MOMeKyNspHOi
Maccbl U MOJIAPHOM MAacChl, COCTOAHUS OKWUCIEHUS, MHOXECTBEHHbIX (hOpM: A5

(hepmeHTOB - HOMep B Knaccudukaumm hepMeHTOB.

MPUMEPbI — AnnduTuueckmn kapéokcunaT (Cie go Cu, HescTeputmuMpOBaHHbIR);
thunbpuHoreH (340000); >kenezo (11+UI); m3odepmeHT 1 nakTaTgerngporeHaw (EC. 1.1.1.27);

OCHOBHOWA (hakTOop pocTa (hnbpobnacTos (4enoBeyeckuii, pekombuHuposaHHas [HK).

4.1.3 Poj Be/INYNHbI

Pog BeNMYMHbLI, HanpuMep, Macca, KONMYeCcTBO BELLEeCTBa, YncnoBas LON4,
KOHUEHTpauna Koan4dectea BEWECTBA, AO/TKEH ObITb YCTaHOBJ/IEH N YKa3aH BO BCEX
cnyvyasx. Ecnm He MOXeT OblTb BbIpaXeEHO MNPOCTOE OTHOLUEHWE MeXay
KOMMOHEHTOM W CMUCTEMOWA, JO/MKHA ObiTb NpuBEfEHa CCbiIKa Ha peepeHTHYHo

METOANKY U3MEPEHMUS.

MpumeuaHune — COOTBETCTBYIOLME HAMMEHOBAHMS U CUMBOSIbI A1 POAOB BEMNUMHBI
npveegeHbl B VCO 31 u ny6nvkaumsix MexayHapoaHoW dedepauuy  KAMHUYECKON XUMUK 1
na6opaTopHoin MeanumHbl (IFCC) 1 MexayHapOoAHOro coto3a TeopeTUUECKON U MPUKNagHOW XUMUK

(1UPAC).
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4.1.4 3HayeHune BeNNYUHbI

4141 Ecnm cBoilcTBO  sBnseTca  AuddepeHuManbHOW  BEIVYUHOM
(Hanpumep, TemnepaTypa no Llenbcuo) waM  pauvoHanbHOW — BEIMYUHOWA
(Hanpumep, TepMOAUHAMUYECKas Temnepatypa), OHO LO/DKHO UMeTb 3HAuyeHue,
COCTOAILLLEE W3  YMUC/IOBOTO 3HAYeHWS U efuHWLbl  U3MEPeHUs, a Takxke
HeornpeaeneHHOCTb U3MepeHUS.

4.1.4.2 Uucno 3Havawnx UMpp B 3HAYEHUU BeMYMHBLI BbIOMPAKOT Tak,
4yTOObl HEOMNpeAeneHHOCTb WM3MEPeHUs pacronaranacb Ha MocnefgHel WaM, ecnu
MepBOI 3Havalleil UMgpPoin mMepbl HEOMNPeAeneHHOCTN ABAseTCS 1 unn 2, Ha ABYX
nocnefHux ungpax. Ymcnosble 3HaUYeHUs 60s1ee YeM C YeTbIpbMA Uugpamu no Ty
WAK OPYTYH CTOPOHY  OT AECATUYHON OTMETKWU, [AO/MKHbI OblTb OTAENEHbI
PacCTOSHWEM W PACMO/IOXeHbl rpynnamu no Tpu uudgpbl cneBa uauM crpasa oT
Hee.

4.1.4.3 N36paHHOW eMHULIEA M3MEPEHUS [OMKHA 6bITb egnHuua CU, ecnm
3T0 BO3MOXHO, WM Apyras MeXAyHapoLHO-NpuU3HaHHaa efuHULA U3MEepeHus.

4.1.4.4 HeonpeaeneHHOCTb W3MepPeHWs [O/HKHA ObiTb paccuMTaHa U
BblpaXKeHa B cO0TBeTCTBMU ¢ PykoBoacTtBom MCO/M3K 98-3.

4.2 TocTpoeHMe cncTeMaTnyeckoro 0603HavyeHns

Cuctematmyeckoe HauMMeHOBaHWe M 3HauyeHWe [AO0/MKHbl COCTOATb M3

3/1eMEHTOB, YKa3aHHbIX B 4.1.

MPNMEP 1— CucTemMaTHU4eCKMM HauMeHOBaHMEM KanubpaTopa Hs reMaTo/0rMyecKoro
aHaAMLWITOPN  MOXKEeT  OblTb  «BTOPUYHBLIA  CTaHAapTHbIA  oOpuiett 1A KanMbpoBKu
(oTBeTCcTBeHHbIM opraH NN; npogykT Ne 4132»), Hanpumep:

3pUTpoUMTbI; uncnoBass KoHueHTpaums = (4,71t 0,09)1(r2n; cpefHss M pacLuupeHHas
HeonpeaeneHHoCcTh (K-2, C YPOBHEM [0BEpPUTe/bHON BepossTHocTY 0,95);

NleiKounTbl; uucnoBas KoHuUeHTpauusa = (6,52 0,25)I(f/n; cpegHAs v pacluvpeHHas
HeonpeaeneHHOCTb (K=2, CYpPOBHEM [0OBEpUTE/IbHOW BepossTHoCTK 0,95);

TpomMOOUMTBI; uYMCNoBas KOHUeHTpaumss = (240+12) 104n; cpedHAs W pacluvpeHHas
HeonpeaeneHHOCTb (K=2, C YPOBHEM [0BEPUTENbHOM BeposTHocTM 0,95).

MPUMEP 2 - ATTecTOBaHHbI CTaHAapTHbIN obpan’y (Yenoseveckasi cbiBopoTKa; BCR;

CRM 303)- KanbuwniA(M);KOHUEHTpauusi KouyecTBa BewlecTBa (BOCCTAHOBMEHHBIA) c= 2,472
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mMonb/n, (U= 0, 19 mmonb/n, K=2), rge U - pacluMpeHHas HeonpefeneHHOCTb W3MepeHusi ¢

MCMONb30BaHVeM KoaphmLmeHTa oxBaTa K.

4.3 Pabo4yne HaMMeHOBaHUSA

Pabouee (TpuBMANbHOE) HaMMEHOBaHWE AO/MKHO OblTb CKOHCTPYMPOBAHO
nyTem NCKHOYEHNS M3 06LLENPUHATOIO0 HAMMEHOBAHUS 3/1EMEHTOB, He
ABNAIOLMNXCA  HEOOXOAUMbIMW  ANA  MOHUMaHWA  (YHKUMU  aTTeCTOBaHHOIO

CTaHAapTHOro obpasua npyu U3MepeHun.
Mpumep — Paboyee HavMeHoBaHWe B 06Leli hopme A1 MUTepuarLl, NpuBeseHHoro B 4.2,
npumMepe 1, MOXKeT BbIFNSAAeTb Cleayowmum 06pasom:

- «KannbpaTop (oTBeTCTBeHHbIA opraH NN; mpogykT M 4132) - spuTpounThl,
NeKOUMTbl, TPOMOOLMTbI: UK:
- «KannbpaTop (oTBeTCTBeHHbIV oprv NN; NpofyKT Y 4132) - KneTKu KPoBK.
Pabouee HavMeHOBaHMe [ANS1 COOTBETCTBYIOLLErO MPOMBILLIEHHOMO NPOAYKTa MOXKET
6bITb NPeACTaBNEHO CeayoLLMM 06pas3oMm:
«KannépaTop (komnaHna NN; npogykT Ms 4132; cepus Ne4132-2) - KNeTKU KPoBU».

5 CBolicTBa, MNPOAYKLMS UM XapaKTepucTMka aTTecTOBaHHOro
CTaHAapTHOro obpasua

5.1 Nepapxnyeckoe NonoxeHue

CraHpapTHbIA  o6pasey, paccMaTpvMBaeTCs Kak TUM  «3TaloHa» U
CTaHZapTHble 06pasLbl BbICLLIEr0 YPOBHSA AO/MKHbI OblTb KNacCM(uLMpoBaHbl Kak
3Ta/IoHbl B COOTBETCTBUM C WX MOSIOXKEHWEM B CUCTEME PeEPEHTHOr0 U3MepeHus
KOHKPETHOW BeNWYMHbI, Kak yctaHoBneHo B MCO 17511:

a) NepBMYHbIA 3TanoH (cm. 3.1);

b) BTOPWYHbIV 3TanoH (cm. 3.2):

C) MeXAYyHapOAHbI cornacoBaHHbIn kanuopatop (cm. 3.3).

5.2 CBoiicTBa

ATTEeCTOBaHHbIl CTaH4apTHbIN o6pasel, [OKEH obnagaTb
MeTPO/IOTMYECKUMN U KOMMYTATUBHbIMWA  CBOMCTBaMM, MO3BONAIOWNUMY MY
BbINOMHATL (DYHKUMM  CTaHAapTHOro obpasla BbICLUEr0 YPOBHA B paMKax
nepapxmm KannmbpoBKM WM KakK KOHTPO/bHbIA MaTepuan NpaBW/bHOCTU BbICLLErO
METPOJIOrMYeCcKoro ypoBHs B cooteetctenm ¢ MCO 17511 n NCO 18153.
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5.3 Mpon3BOACTBO U XapaKTepucTuka

ATTeCTOBaHHbIA CTaHAapTHbIA o06pasel, A0/KEH ObiTb W3rOTOBNEH B
COOTBETCTBUM C TpebOBaAHMAMM CUCTEMbl KauyecTBa, YCTAHOB/IEHHbIMW B
Pykosoactee MCO 34, n oxapakTepus3oBaH B COOTBETCTBUM C TpeboBaHUAMM,
ycTaHoB/eHHbIMY B PykoBoacTee MICO 35.

MpurogHoCTbL aTTeCTOBAHHOIO  CTaHAAPTHOro o6pasua K BbIMOIHEHUIO
Ka/IMOPOBKM WM KOHTPONS MPaBUIbHOCTU AO/MKHO 6biTb NMOATBEPXKAEHO OLEHKOM
ero KOMMYTaTMBHOCTM W COOTBETCTBUA MpefHa3HaYeHHOMY MPUMEHEHUIO, Kak
yCTaHOBNeHO B 6.4.4 n 6.4.9. Nudopmauus 06 3TOM A0/MHKHA ObITb MPUBEJEHA B
cepTudmkarte (macnopTe) Uan B CONPOBOANTENbHONM LOKYMEHTaL MW,

6 CopepxaHue CONpPoBOANTENbHON AOKYMEHTaumMmn

6.1 ConpoBoguTtenbHasa LOKYMeHTauns

ATTeCTOBaHHbI CTaHAapTHbIA 06pasel, AO/HKEH MMETb 3TUKETKY, HafeXHO
3aKpen/ieHHyl0 Ha  YyMakoBke MNPOAyKTa -  WHAUBUAYaNbHOW  eAUHWULbI
aTTecTOBAHHOMo CTaHAapTHOro obpasya.

K artectoBaHHOMY CTaHZapTHOMY 06pa3suy AO/MKeH OblTb MPUIOXeH
ceptudukaTt (macnopt). Kpome TOro, K aTTecToBaHHOMY CTaHAApTHOMY 06pasuy
[JO/MKEH ObITb  MPUIOXKeH OT4YeT 06 arTecTauMyv WM  BCA  UH(oOpMauus,
OTHOCALLAACA K NMONHOMY OTYeTy 06 aTtTecTauuu, KoTopas LOo/DKHa ObITb MOy4YeHa
OT M3roTOBUTENA aTTECTOBAHHOrO CTaHAapTHOro obpasya.

6.2 OTnkKeTKa

MpeacTaBneHHas Ha 3TUKETKE WHMOpMauusa MpefHasHavyeHa TO/bKO AnA
NOeHTUPUKaLUMM  aTTecTOBaHHOro  CTaHZapTHoro  ob6pasua UM [JO/MKHA
orpaHuMymBaTtbcs HaVMeHOBaHMEM N3roToBUTENA 7 marepuana,
NOEHTUPUKALMOHHBIM  KOLOM  MaTtepuana, YCTAHOB/IEHHbIM  W3rOTOBUTENEM,
HOMepoM cepuu (NapTum), ecnn KOL WU3roTOBUTENS He OTHOCUTCA OLHO3HAYHO K
onpeLeneHHOW cepun, U COOTBETCTBYIOLWUMU NPELOCTEPEXXEHUAMU OTHOCUTE/IbHO
6esonacHocTM W Bpefa And 3poposbsi. CMm.  Pykoeofcteo WMCO 31, [6] wu

[eicTBytOLLEE 3aKOHO/ATeNbCTBO O MapKMPOBKE OMAaCHbLIX TOBAPOB.
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MpumeuvaHnme! - XenarenbHo He BKAKOYATb AaHHble 0 3HAYEHUN (3HAYEHMSAX)
aTTecToBaHHOIoO CBOVICTBa, yTOGbI npeaoTeBpaTtTnuTb WMCNONb30BaHME MaTepuana 6e3 y4yeTa
MH(opMaumn, Kotopas npejcTaBsieHa B cepTugmnkare.

MprnmMeyaHUWe 2 - ITUKETKA MOXET cogepXaTb rpauyeckme CMMBOSbI, KakK
yKasaHo B 1151.

6.3 CepTudmkat (nacnopt)

CepTtuthnkatr (nacnopTt) [AO/MKeH cofepxkaTb pasfenbl, YCTAHOBJIEHHbIE B
PykoBogctee MICO 31. Mo MeHbLUeil mepe, OH LOMKEH cogepXaTb cnegytouime
CYLL,ECTBEHHbIE pasfjenbi:

a) HaMMeHoBaHMe MaTepuana (o06pasua);

b) HaMMEHOBaHWe W3roTOBUTENS W KOA WAEHTU(DMKaUUM W3roTOBUTENS
aTTecTOBaHHOI0 CTaHAAPTHOro o6pasua ¢ KoAoM cepuu, npu HeobXoLMMOCTH;

C) obLliee onucaHue matepuana;

d) npegHa3HauyeHHOE TMpPUMEHeHWe,  BKKWOYas  UHMOpMaLuto 0
KOMMYTaTMBHOCTM 06pasLa;

e) uHpopmaumio 06 YCNoBUAX TPaAHCMOPTMPOBAHUA W WMHCTPYKUUW Ans
COOTBETCTBYIOLMX  YC/IOBUW XpPaHEHMsi.  MNpaBUIbHOMO  obpaleHus n
CTabUNbHOCTH;

f) MHCTpYKUUKM No 6e3onacHoOCTY;

g) MHCTPYKLUMM MO NPaBUAbHOMY NMPUMEHEHUIO;

h) arTecToBaHHOE 3HauyeHWe CBONMCTBa (CBOWCTB) C nNpunaraeMbiM K
KaXAOMY 3Ha4YeHWI0 3asaB/IEHWEM O HeonpefenieHHOCTU W3MepeHus (B Cryyae
MPUMEHUMOCTHN);

i) ntobble NokasaTesibHble UM PEKOMEHA0BaHHbIE 3HAYEHUS;

J) MeTOoAMKY (METOAMKW) W3MEpPEeHWs, WUCMNONb3yemyto A8 NOMyYeHUs
3HaYyeHWii CBOMNCTBa (CO BCEMW AeTansiMu, B Cnyvae, eciiv 3HA4YeHUs 3aBUCAT OT
METOANKN U3MEPEHMSA);

K) jaHHble 06 aTTecTauuv 1 nepuoge BaanLHOCTU, eCM 3TO MPUMEHUMO;

I) ccbinKy Ha 0TYeT 06 aTTecTayuu.

6.4 OTueT 06 aTTecTaymu

6.4.1 OO6LLMe NONoXKeHNSA



FOCT PMNCO 15194-2013

WHdopmauus, oTHocsWascs K 0TYeTy 06 aTTecTaluuu, Ao/KHA BK/OYATh B

cebs, MO MeHblUeil Mepe, 3MEMEHTbl, 0003HAYeHHble KakK 0053aTeflbHble B

Tabnuue 1

Ta6nuuya! - OCHOBHblE 3MeMeHTbI (pa3gesnibl) oTyeTa 06 aTTecTaymm

aTTeCTOBAHHOr0 CTaHAapTHOro o6pasua

nemMeHT CTrartyc anemeHTa MyHKT
HacTosLLero
cTaHfapTa
TUTYNbHbIA AUCT O69a3aTeNbHbIi —
CopepxaHue [.onoNHUTENbHBIN —
Mpeguncnosue O6a3aTeNbHbIN —
PUCKMN 1 npefocTepexeHns o O69a3aTeNbHbIiA 6.4.2
6e3onacHocTH
BeeseHue [onoNHNTENbHbI 6.4.3
HavMeHoBaHMe oTyeTa Ob6s3aTenbHbIl —
O6nacTb NpYMeEHeHUA O6s3aTeNbHbIi 6.4.4
aTTecTOBaHHOro CTaHAapTHOro
o6pasua
TepMuHbI 1 onpeaeneHns O69a3aTeNbHbIi —
CuWMBO/IbI 1 COKpaLLeHns Ob6#s3aTenbHbIi —
TepmuHonorms [ononHUTEeNbHBbIN 6.4.5
OCHOBHble CBOWCTBa O69a3aTeNbHbIN 4.1;6.4.6
Cneundgmyeckne cBoincTaa O6s3aTeNbHbIN 4.1;6.4.7
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OKOHYaHve Tabnmubl /

DNeMeHT CraTyc aflemeHTa MyHKT
HacTosLLEro
cTaHgapTa
XapaKTepucTumka O6s3aTeNbHbIN 6.4.8
MpefHa3HaYeHHoe O69a3aTeNbHbIi 6.4.9
NPUMEeHeHne
VIHCTPYKUMW MO NPUMEHEHUIO 0O6s3aTeNbHbI 6.4.10
OpraH aTTecTaymm O69a3aTeNbHbIN 6.4.11
Bubnnorpagus LONoNHNTENbHbIN 6.4.12
MpunoxeHns O693aTeNbHbIi 6.4.13
Cpoku paspeLleHnsa un O69a3aTeNbHbIN 6.4.14
nepecmoTpa

MpuMeyvaHne — [OPAOOK 3IEMEHTOB, MEPEUMC/IEHHbIX BTaONLE 1 MOXET GbITb V3MEHEH
V1 MOMNO/HEH [OMOHUTENbHBIMA Pasaeriavi, Harprvep pestovie, e/ 3To TpebyeTcs.

6.4.2 TlpefocTepexeHUss 0 pUcKax U Mepbl 6e30MacHOCTH

6.4.2.1 [O/MKHO ObITb MNPUBNEYEHO BHUMaHME K NHOOOIM 0MacHOCTH,

CBA3aHHOMN C aTTecTOBaHHbIM CTaHAapPTHbIM 06pa3LOM M ero NPYMEHEHWEM.
[omkHbl ObITb OMMCaHbl BCE HeobxoAuMble Mepbl 6e3omacHocTw (cm. |2], [11],
[121. MoryT NnpMMeHATLCA PernoHasnbHble Y HaLMOHa/IbHble CTaH4APThl U Npasunia
6e3onacHocTH.

6.4.2.2 VIH(opmauna o puckax n Mepax 6e3onacHoCTH, KoTopas npreefeHa
B HalUMOHaNbHOM CTaHAapTe, [AO/MKHA OblTb HameyaraHa XWPHbLIM LPUDTOM B
crefytoLemM nopsake:

a) HemocpeACTBEHHO MOC/e HAUMEHOBaHWA HaLMOHa/IbHOro CTaH4apTa, ecnu
0MacHOCTb CBA3aHa C CaMUM aTTecTOBaHHbIM CTaHAapTHLIM 06pasLoM, Hanpumep,
eCcnn CTaHAapTHbIA  o006pasel, npeacTaBNsieT CO00OM  HATMBHbIA  MaTepuan
4e/I0BEYECKOr0 MPOUCXOXKAEHNSA, BO3MOXHO C HA/IMYMEM MH(EKLMOHHOIO areHTa

(Ho ¢ oTpuuaTenbHbIMKM  pe3ynbTaTaMi TECTOB Ha aHTMTena K BWY,
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MOBEPXHOCTHbIA aHTUreH BuMpyca renatuta B un aHTuTena K Bupycy renatuta C),
PaAMoaKTUBHbIA MaTepyan UAnM KapuuHOTEH;

b) B KauecTBe NpesynpeXxxaeHns B UHCTPYKLUN NO NPUMEHEHUIO, Hanpumep
AN M3MepeHus, npuv  KOTOPOM  WCMONb3yeTcd  ypaBHOBELUIVMBAHWE ra3oB
(o6paszoBaHue aspo3onsa CAVE).

MpepocTepexxeHnss 06 0NacHOCTM W Mepbl 6e30MacHOCTM He cnefyet
HyMepoBaThb.

TeKCTbl WCTOYHMKOB, WHMOPMUPYIOLWMUX 06 OMacHoCTU AN 340POBbS,
cnefyeT UATUPOBATb, €CAIN 3TO HEOBXOAUMO.

6.4.3 BBepgeHue

BBegeHve [OO/MKHO cofep)KaTb pacrnofioXXeHHble B l0O60M  nopsgke
cnefytoume ceefeHns:

a) cucTematmMyeckoe onucaHuWe aTTeCTOBAHHOrO CTaHAapTHOro ob6bpasuya B
cooTBeTCcTBUN C 4.1;

b) HaMMeHOBaHWUSA BENUYMH, A8 WU3MEpPeHUs KOTOpbIX MpefHasHayeHo
NCNoNb30BaHWe aTTeCTOBAHHOINO CTaHAapTHOro obpasya, C yKasaHWeM CUCTEMBbI,
KOMIMOHEHTa U pofa BeMYMHBI.

6.4.4 O6nacTb NPUMEHeHUs aTTeCTOBAHHOr0O CTaH4apTHOro obpasua

Pasgen [O/KEH cojepxaTb onpefeneHne npeameTra  [JOKYMeEHTa MU

3aTPOHYThLIX B HEM aCMneKToB C YKa3aHWeM npenenos npuMMeHUMMOCTH.

MpumMmeyvaHune — TIyHKT pasgena CogepXuT B cebe:

a) ucnonb3lyemyro pedepeHTHY METOAMKY (METOAUKM) M3MepeHus |3j uam mncnosb3yemblii
06LLENPUHATLIA MeTod (MeToAbl) M3MEPEHUS WM MeToauKY (METOAMKM)  M3MEpeHUs, A1 KOTOPOW
aTTecTOBaHHbIV CTaHAAPTHbIV 06paseL, N3roTOB/EH;

b) meTof (MeTodbl) W3MEPeHWs WM MeTOAMKY (METOAMKW) W3MepeHus, AN  KOTOpoW
aTTeCTOBaHHbIN CTaHAAPTHbLIN 06paseL, 3aBe0OMO HEMPUrodeH:

C) BAMSIOWME HAa ATTeCTOBaHHbIA CTaHAapPTHbIN 06pasel, BeNMYMHbLI, Hanpumvep JfieKapcTea,
MeTabonnTbl, [O6ABKM, MUKPOBHLIV POCT:

d) uvHGpopmMauuio 0 BaXHbIX HeO6XOAMMbIX MpoUeAypax npeaBapuTelbHOM 06paboTKM
aTTeCcTOBAHHOr0 CTaHAAPTHOro 06pasLia, KOTopble He BbIMOIHAT B OTHOLLEHWN B1ONOrMYecKnX npob B
COOTBETCTBUM C 33faHHOM METOAVKON n3MepeHus (HanpuvmMep, BOCCTaHOB/EHWE MMOMHAN3HPOBAHHOIO

mMaTepuana).
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6.4.5 TepmuHonorusa

6.4.5.1 O6uwue TpeboBaHUA

Pa3fen JO/MKEH CofepXXaTb ONMcaHne CYyLUHOCTU W NPUMEHEHUS MOHATUIA 1
TEPMWHOB, MPWBEAEHHbLIX B OMWCAHWM U HE 3HAKOMbIX BO3MOXHOMY 4uTaTento

nnn M36paHHbIX M3 paga BO3MOXHbIX MO YKa3aHHbIM COOGp&)KeHVIHM.

MpumeyvyaHwne — Tlogpasgen «TepMUHOMOTUA» SABNAETCA AOMOJIHEHNEM K pasgeny
«TepMUHbI 1 OMpedeneHns» N MHOrAa Takke K pasgeny «CMmBO/bI U COKpalleHus» (cm. Tabnuuy 1). a

TEPMUHbLI MOTYT 6bIThb BK/IOUEHbI B M0G0 13 HUX UK pacnpeaenieHbl MeXay 060MMuy pasaenamu.

6.4.5.2 HomeHKnartypa

HaumeHOBaHMA M3MePSAEMbIX BEMIMUMH, a TAKXKe UX HanucaHue U CTPYKTypy
NMPUBOAAT B COOTBETCTBAWM C  MOCMEAHUMW PEKOMEHAAUUAMU aBTOPUTETHBIX
NCTOYHWKOB, nNpeanoyYTUTENLHO COOTBETCTBYHOLMX MeXAYyHapOAHbIX
opraHu3sauuii.

HavmeHOBaHMA poOLOB BENMYMH, WX CUMBOMbI W e4UHWULbLI U3MepeHns
[IO/KHbl COOTBETCTBOBATb MEXAYHapOAHbIM CTaHgapTam, B ocobeHHocTn WCO
31.

6.4.5.3 Paboune HaMMeHOBaHMUSA

B cnyuae ynotpebneHns paboumx HamMMeHOBaHMI UX MPUBOAAT B CKOOKax
nocne NepeBoro ynoMmHaHms B TEKCTE CUCTEMATUUYECKOrO HaUMEHOBaHUS.

6.4.6 O6uine cBONCTBA

6.4.6.1 [o/mKHblI ObITb YKaszaHbl MPOUCXOXAEHME W MPUPOJa WCXOAHOro
martepuana.

6.4.6.2 JloMmKHbI OblTb YKasaHbl CYLIECTBEHHbIE fAeTanin WUCXOAHOr0
maTepuana, MNOCTONbKY, MOCKONbKY WX BAUAHME CKa3blBaeTCA Ha CBOWCTBaXx
KOHEYHOro Martepuana, Hanpumep, BO3pacT W MO [OHOPOB, Temnepartypa W
[A/INTENbHOCTb COBMECTHOIO XPaHeHUs CbIBOPOTKM KPOBWM W CrycTKa Mepej
pasgeneHnemM, CpoK U TemnepaTypa XpaHeHus. [Lo/MKHbI 6bITb YUTEHbl aCnekThbl
6e3onacHoCTK. Hanpuwmep, nccnefoBaHne marepuana  4esl0BEYeCKOoro
NPOVCXOXAEHNSA Ha aHTUreH Bupyca renatuta B, aHTuTena K Bupycy renatuta C,

aHTUTena K BUY u apyrve mapkepbl MHDEKLMOHHOIO 3apaXKeHUs, TakuM 06pasoMm.
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Kak 3TO 0O0YCNOBMIEHO MpaBunamu, MNPUMEHUTENbHO K KaXAOW wuccnegyemoi
nopuuu.

6.4.6.3 [o/mKHbl 6biTb OMNWCaHbl AeTann npoueaypbl NPUrOTOBEHMUS
NCXO4HOrO mMartepuasna, NMocKosibKy 3TO HeoO6X0AMMO A1 MPUMEHEHUSA MaTepuana.
[omkHa ObITb YKasaHa npouefypa OYMCTKM MCXOLHOTO Martepuana ¢ KOHTPOseM
Ha 3arps3HeHus.

6.4.6.4 B onucaHumn cTaHZ4apTHOro o6pasua AOo/MKHbI OblTh YKa3aHbl

BELECTBa N KOHUEHTPauun nanm Hannyne N6bIX p,o6a30|<.

Mpumep — [l06aBKM K aTTeCTOBaHHbIM CTaHAapTHLIM 06paslam, WCMoMb3yeMbiM B
KNMHUYecKol  nabopaTopuu, BK3lUalT B cebsa  aHTUKOArynsaHTbl, aHTUOKCUAAHTbI,
VMHTVMWKPOGHbIE CpeacTBa, CTabuM LWTOopbI, CMayMBatoLLMe CPeACTBa, BELLECTBA, MOKPbIBAOLLME
MOBEPXHOCT b LLIAPUKOB.

MpumeuaHune — MNpasa HA UHTENEKTYa/IbHYIO COBCTBEHHOCTb U MATEHTHbIE OrPaHUYeHms
MOTYT MO3BO/IMTb U3rOTOBMTE/IK0 AaTTECTOBAHHOIO CTaHAAPTHOro 06pasua He NPUBOAWTL BCE AETa/N ero

NPUroToBNEHNA VNN faHHbIE MAeHTMCbMKaLLMM ,qOﬁaBOK.

6.4.6.5 ®du3anyeckoe CcOCTOAHME W (ha3bl aTTECTOBAHHONO CTaHAAPTHOro
06pasua AoMKHbI ObITb YKa3aHbl, HANPUMEP, «TMOPUNN3HPOBAHHAS CbIBOPOTKA».

6.4.6.6 [omkHa ObITb 3asBfieHa OLEHKA FOMOreHHOCTW BHYTPU MpPo6bl U
MeXay npob6aMu No OTHOLIEHWIO K MUHMMASbHOW aHanMTMYecKoin nopuuu (Cwm.
6.4.8.3). Pasvep npobbl, B KOTOPOW Oblfa YCTaHOBMEHa TOMOrEHHOCTb
aTTecToBaHHOro CTaHAapTHOro o6bpasua, [fO/MKeH ObITb  yKasaH, Kak U

MWUHVManbHbIA pasmep NpPUMeHsieMoli NPoGbl.

Mpymep —ATTEeCTOBaHHbIN CTaH4apTHbIA obpasel, NpeacTasnsieT €060 MOPOLUOK
NMOGMALLMPOBAHHOW TKaHW, NOMELLEHHbI BO (h1akoHbl. Ero roMmoreHHOCTb BHY TPy hiakoHa 6biin
nccnefoBaHa B Tpex Ay6nmpoBaHHbIX npobax, Kaxkgas maccoii 200 Mmr, B3fTbIX M3 MaTepuana B
Ka>KAoM 13 20 himkoHoB. Me>knakoHHas Bapmaums 6bina ucc/efoBrHa B 04HOW npobe maccoin 200
MT 13 Ka>Koro 3 60 hnakoHoB, BbIGPaHHbIX U3 Pa3NNYHbIX MECT Ha IMOMANSULMOHHON NIOLLaJKe.
VIHCTPYKUMM N0 MPUMEHEHWIO  YCTaHaBNMBaHWUKM, YTO  «PEKOMEHLyemMast MWHWINHbHUA

aHanMTUYecKas Nopums JONMKHU nmeTb maccy 200 Mr».
6.4.6.7 EcnM BO3MOXHO, [o/KHa ObiTb onuMcaHa (u3nyeckas opma
CTaHAapTHOro obpasua, Hanpumep, ¢opma, pasmepbl, YUCNO U KOINYECTBO.

Mpymep — ATTECTOBaHHbIA CTaH4apTHbIA obpasely - CTEKISAHHbIA QuabTp ANS

CBETOBOI CNEKTpPOMETpPUK, npegHasHayeH B KayeCcTBE 3Ta/lOHHONo0 UCTOYHUKa AnAd KaJ'IVI6p08KI/I
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WKanbl abcopbumm cnekTpomeTpoB. OH COCTOMT U3 TPexX UHAMBMUAYA.1bUbIX (DAL TPOB U OAHOIO
nycToro fgep>katensa ¢uabTpa, pasmepamn (10 x 10 x 50) mMm. Kadkgpliii ¢hmnabTp umeeT
NAEeHTU(HMKALMOHHBIA HoMep. BepxHwuii neBbili yron mabTpa CNWeH, yKasbiBas ero npaBuibHOE

NONIO>KEHME B MET a/l/IMHECKOM Aep>KaTene.

6.4.6.8 B onucaHMM Ao/mkHa ObITb MPUBEAEHA MPUMEHEHHas npoueaypa
cTepumsaunn.

6.4.6.9 B onucaHuM [O/MKHbI ObITb 3afaHbl TWM, MaTepuan, Ccnoco6
repmeTu3aLumn n atmocepa BHyTPU KOHTeHepa U/Mnmn ynakoBKM.

6.4.6.10 [JonxHa ObITb yKasaHa CTabWNbHOCTb  ATTECTOBAHHOIO
CTaHZapTHOro ob6pasua. [o/mKHbl ObITb NPUBEAEHbI YCNOBUSA XPaHEHUS 3aKpbITOro
KOHTeNHepa, Hanpumep Temnepartypa, BNaXXHOCTb, OCBELLEHHOCTb. [o/MKHa 6bITb
YCTaHOB/MEHA CTerneHb HecTabu/bHOCTU B MPeAnUCcaHHbIX YCNoBUAX. [LONXKHbI
ObITb YKa3zaHbl BCe NOCNefyloLine MpPoBepKy CTabubHOCTU MaTepuana. [O/mMKHO
OblTb YKa3aHO, UMEET /M aTTeCTOBaHHbIA CTaHAAPTHbIA 06pa3el, OrpaHNUYEHHYIO
CTabubHOCTb MOC/e OTKPbIBAHUA KOHTeliHepa.

[onkeH 6bITb yKasaH CPOK FOAHOCTY MPY 3aKPbITO YNaKOBKe.

MpuMmeyaHne — Takne aTTecToBaHHble CTaHAAPTHbIE 06pa3u,b| 00bIYHO MOCTaBNAKT B

3aneyaTaHHbIX 6/10Kax.

6.4.6.11 B onucaHunM cTaHgapTHOro o6pasya AO/MKHbl  OblTb
NOEHTUPULNPOBAHbLI CUCTEMbI KayecTBa, KOTOpPbIM CnefoBanv B npoLecce
Npoun3Bo/CTBa, 00PabOTKN, XpaHeHWUsi, pacnpoCTPaHeHMsl CTaHAApPTHOro o6pasua,
Hanpumep B coOTBeTCTBMM ¢ PykosogcteoMm VCO 34, [1), [4) wm [5].

6.4.6.12 [OomkKHbl ObiTb YyKa3aHbl BCE PUCKW, AaCCOLMUMPOBAHHbLIE CO
CTaHZapTHbIM 06pas3LoM WM ero NPYMEHEHUEM W Mepbl YNpasieHus umn (Cwm.
6.4.2).

6.4.7 Cneuynduryeckune cBoicTea

6.4.7.1 Cneymnuyeckne CBONCTBa aTTeCTOBAHHOIO CTaHA4ApPTHOro obpasua,
BAMSAOWME HA NOGYH BENUYMHY, AN KOTOPOW MPUBEAEHO 3HAYeHWe, AO/KHbI

6bITb OMKCaHbl, MO MEHbLLER Mepe, B COOTBETCTBUMK € 6.4.7.2 - 6.4.7.11.
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6.4.7.2 Tlpn BO3MOXXHOCTU, MONEKYNSIPHBIA COCTaB UM BMOOrnYeckas um
onoxmmmyeckas (yHKUMOHaNbHas aKTUBHOCTb KaXA0ro CyLIeCTBEHHOIO
KOMMOHEHTa I0/MKHa ObITb YKa3aHa B COOTBETCTBUN C 4.2.

6.4.7.3 [omkHa 6bITb YKazaHa Be/iMunHa, KOTOPO MPUNNCaHO 3HayYeHue.

6.4.7.4 Yuctora OCHOBHOIO KOMMOHEHTA B «4YUCTOM» aTTECTOBAHHOM
CTaHAapTHOM o6pasue Ao/mkKHa 6bITb YKa3aHa Kak MaccoBas [0/5, 00beMHas
[ons, [ONA KO/MMYecTBa BeLWecTBa WM 4ucnosasg f[ons. B oTHoWweHum
HecTabuIbHOro 6MONOrMYECKOro KOMMOHEeHTa [AO/DKHbl ObiTh YKa3aHbl [aHHble
nepBoHaY4YanbLHOro0 M3MEpPEHNs U CKOPOCTL pacnaga.

6.4.7.5 MaTtpuua matepmana [o/HKHA OblTb onucaHa. [ns cyxux u
NNOMUIN3NPOBAHHBIX MaTepuanoB [O/XHa OblTb yKaszaHa MNponopums ocrtaTka
pacteopuTens.

6.4.7.6 BenunuuHa, Ang KOTOpPOW MPUBEAEHO 3HaYeHMe, AO/MKHA ObiTb YETKO
3afBfleHa C  YyKaszaHWeM  CUCTEMbl, KOMMOHEHTa, pofa Be/IMYUHbI 1
COOTBETCTBYHOLIMX cneyndmkaumii ans Hux (cm. 4.1).

6.4.7.7 [o/mKHbl ObiTb NpUBELEHbl [AaHHble O CTENeHW U3YYeHHOMN
KOMMYTaATUBHOCTU, HanpumMep 415 KOHUEHTpauuy onpegeneHHoro 6enka.

6.4.7.8 [omkeH OblTb YyKaszaH TUMN LWKanbl, Ha KOTOPOW MCCNeaoBaHo
3HaYeHMe KOHKPEeTHOM BeNUYMHbI, HanpuMep, KayecTBeHHas, MopsAKoBas,
anddepeHumanbHas (Tak HasblBaeMasi MHTEPBa/bHas) MW LKana OTHOLLEHWIA.

|_|pVI H€'O6XO,£I,VIMOCTVI [O1KeH ObITb npuBeaeH pag BO3MOXXHbIX 3HaAYEHWIA.

Mpumep — TMpoba CTWUOMAULIPOBAHHOW KPOBM MOXKET 6blTb WCMOMBIOBAHM  Kak
CTaHapTHbI obpasey, A1 W3MEepeHWs paTUHbl KOHLUEHTpauuii Konn4yecTBa BELLECTBa,
CBA3AHHBLIX C OCHOBaHMAMMW Trpynn («W6bITOK OCHOBAHWIA®») B KPOBU W, eciu TpebyeTcs, B
anbdepeHymansHon wkane (... -4.2 -41 ... -0,1 00 O01.. 41 42 ..) mmons/n;
KOHLEHTpauus KonuyecTBa BellecTBa WOHM KapboHWTa BOAOPOAA, WLLepeHHas B  LUKane

oTHoweHwuid (0,0 0,1 0,2 ...) MMOnb/A.

6.4.7.9 Cnepgyet NpUMeHATL eauHuMLbl cuctembl CU BO BCeX  cliyyasx,
Korga 3To BO3MOXHO. py NPMMEHEHUU MNPOU3BOJIbHBLIX €4VHUL, AO/MKHbI ObITb
npuBeAeHbl X MeXAyHapo4HO-COracoBaHHbIE OMpefeneHns uan onpegesneHuns,

OrMncaHHbIE COOTBeTCTBy}OU.LeVI METO,CI,I/IKOI7I N3MEPEHNUS.
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6.4.7.10 HeonpeaeneHHOCTb M3MEPeHWUs [O/DKHA OblTb BblIpaXeHa Kak
KOMOMHMPOBaHHaa  CTaHAapTHas  HeOoMpeAeneHHoOCTb WM Kak  WHTepBas,
paccUMTaHHbIl 13 pacLUMpPeHHOW HeornpeeNieHHOCTU C YCTAHOB/IEHHbIM YPOBHEM
[OBEPUTE/bHON BEPOATHOCTH. MoaTeepxaeHHas MeToAMKa OLIeHKM
HeonpezeneHHoOCTH M3MepeHnsa  [O0/IKHA  COOTBETCTBOBAaTb  OMUCAHUIO,

npueedeHHoMy B Pykosoactee MCO/M3K 98-3.

n pnmedyaHune — KOMMOHEHTbI HeonpeaeneHHOCTN n3MepeHnsa Bbi3BaHbl HEFOMOIFeHHOCTbIO
mMaTepuana W ero onpedefieHns, HecTabWbHOCTBIO — MaTepuana W ero onpegeneHWs B MnpoLiecce
MPUNMCbIBaHNS 3HaYeHUs. [ocneHee YacTo OTPAXKAET aHATUTUYECKYIO BapuaLMio MeXAy pasinyHbIMM
na6opaTopusMu, onepaTopamu, KasmbpaTopamMmu W3MepUTENbHbIX CUCTEM, METOAMKAMU M3MEPEHUN W
AHUTUTUYHECKNMN  CEPUAMMN. Heonpe,qu'IE'HHOCTb BK/IHOYaeT B cebs KaK CuUctemMatuyeckume, TakK U
cnyyaiiHble KOMMOHEHTBI.

Mpumep /| —ATTecToOBaHHas obpasuoBas cbiBopoTka (BCR 348 JTJT, BOCCTAHOBNEHHaS) -
nporecTepoH, KOHLUeHTpauua KonuvecTsa BewecTBa ¢ = (40,3 + 1,0) HMOMbL/N; HebIBELUCHHOE
CpefHee LUaYyeHne W pacllupeHHas HeonpedeneHHOCThb (K-2), NpuBeAeHHasA B MHTEpBase C YPOBHEM
[oBepuTenbLHOM BepoaTHocTM 0,95.

MpumMep 2 —ATTecTOBaHHAasi YUCTOTMW ONPeAeseHHOro MaTepLIMU ycTaHOBleHa Kak
OTHOCMTENbHOE Cofep>KaHne KOonu4vecTBa BewecTBa (akTyalbHoelTeopeTwuueckoe) - 0,996 3
(0,993 6; 0,997 5); megmaHa (0,25- 1 0,75-hpak TUb).

6.4.7.11 [LomkHa OblTb OMNMCaHa MeTPOnoruyeckas MpPOCAEXNBaeMOCTb

MPUNNCAHHOI0 3HA4YeHNs aTTeCTOBaHHOMO CTaHAapTHOro obpasya.

6.4.8 XapakTepuctuka

6.4.8.1 O6uwKe NonoXeHus

Ona TOro, 4tobbl OxapakTepu3oBaTb W MNOATBEPAWUTb MPUIOLHOCTbL AN
npeAHa3sHa4YeHHOro NMPUMeHeHWs aTTeCTOBAHHOMO CTaHAapPTHOro obpasua, 4O/KHbI
ObITb MCMO/Mb30BaHbI TEXHUYECKN NOATBEPXAEHHbIE METOLNKMN.

6.4.8.2 TnaHMpoBaHWe 3KCNEPVMEHTA/IbHOMO An3aiHa

ﬂ,Oﬂ)KEH ObITb ONKUCaH aTTeCTaLLMOHHbIVI TEeCT.

MpumedyaHne —TecT 6YAET 3aBUCETb OT NPUPOAbLI aTTECTOBAHHOIO CTaHAAPTHOrO o6pasua
1 cnoco6a ero NprmeHeHKst. .Kak npaBunso, peKOMeHAyeTCsl, YTOBbl FOMOFeHHOCTb U CTabU/bHOCTb 6bIN
UCMbITaHbl 40 MPUMKCLIBAHUSA 3HaYeHWU. Heo6XoAUMO Takke YCTaHOBUTb MaKCUMasbHO AOMYCTUMYIO
HeonpeaeneHHOCTb M3MEPEHMSI MPUMMUCAHHOIO 3HAYeHUs!, MOCKOMbKY MO OKasbIBAeT B/IMSIHWE Ha MniaH

ncnblTaHUA.

6.4.8.3 OueHKa roMoreHHocCTu
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McnblTaHe  FOMOTFeHHOCTM  aTTeCTOBaHHOrO0  CTaHAapTHOro  ob6pasua,
BK/HOYas TOMOrEeHHOCTb B Mpobe v Mexay npobamu, AOMXHO ObiTb MPoBeAeHO,
OLeHEeHO 1 JOKYMEHTNPOBaHO B cooTBeTCTBUM C Pykosogcteom VCO 35.

6.4.8.4 CtaTmucTmyeckasn oLieHKa pesy/bTaTtoB

[omkHa 6bITb npoBefieHa CTaTUCTUYeCKasd OLEHKA fAaHHbIX, MOMYYEHHbIX
npyv  BbIMOJIHEHWW  UCNbITAHUS. MeTof OUeHKM [O0/MKeH OblTb OMUCaH U
COOTBETCTBOBATH NMoAxofAam, onvcaHHeiM B PykosoacTtee VICO 35 n ICO 5725-2.

6.4.8.5 OueHKa cTabunbHOCTK

MeTogMKa OUEHKM CTabubHOCTW AO0/KHA ObiTb MpOBefAeHa, OLEeHeHa W
[LOKYMEHT/pPOBaHa B cOOTBeTCTBUM C PykosBoactBom WCO 34 n PykOBOACTBOM

NCO 35.

MpumeyaHue! — [Ina aTTeCTOBaHHbIX CTaHAAPTHLIX 0GPATHON XKenaTeNnbHOW ABsSeTCs

CTabuNbHOCTb, 06ecrevnBaroLLas BO3MOXKHOCTb UX XpaHeHUs B TeudeHue 8-10 ner.

AhekT, OKasbiBaeMblli Ha CTabWIbHOCTb MMEKLWMUMUCA CBOWCTBAMW,
[IOHKEH ObITb OLEHEH KOMNYECTBEHHO N JOKYMEHTMPOBAH.

[lo/mKHa ObITb OMMcaHa MeTOAMKa WU3MEpPEeHUs, BK/OYas ee KaJMOpoBKY U

KOHTPO/Ib TOYHOCTMW.

MpumeyvyaHune 2 — MeTOAUKN MOUUTEPUPOBAHUSA CTABWILHOCTM aTTECTOBAHHOIO
cTaHfapTHOro obpasua Ha MPOTSXKEHUM CPOKa ero rogHoOCTU BK/IIOYalOT B cebsi M3MepeHus Havbonee
BaXKHbIX BENMYMH Yepe3 3arn/iaHUpoBaHHbIE MHTEPBasbl B TeUYeHNE BPEMEHN NMPUMEHEHNS aTTeCTOBAHHOIO
CTaHAapTHOro obpasua, Hanpumep, M3MepeHre KOHLEHTpauun reMorsiobuHa B niasme petepeHTHOro
npenapaTa cTabuM3npoBaHHOW KPOoBY.

Mpumep — dnakoHbl ¢ oopuwamu xpanmunm npu 20 °C, 37 °C 45 °C n 56 °C n nsmepsanu B
napannesnbHbIX ABOMHBLIX Mpo6ax nocne xpaneHusi B TedyeHue 110 gHeid, 244 gHeidt n 604 gHeid.
CTaTWCTUWYECKN [OCTOBEPHbIX W3MEHEHWI COOTBETCTBYIOLMX 3HAYEHWIA MO OTHOLUEHWIO K
3HaYeHNsIM Npobbl, XpaHuBLIeca npu TemnepaType 20 °C, npu KOTOpoi o06pasel, OKasaics
CcTabunbHbIM MpW CpaBHeEHWM C MpPo6oi, xpaHuBleica npu 70 °C, He o6Hapy>keHo (p>0,05).
MaTepvan nposiBUA [OCTAaTOYHYI0 CTabunbHOCTb. CTabunbHOCTbH [O/>KHA MNPoBEPSTHCA B
TeuyeHVe BCEro CpoKa xpaneHuss maTepuana.

MpHMeuyaHe3 — CnocobHOCTb 06HaPYXWTb BO3MOXHYIO HecTabuibHOCTbL 06pastia

1peGyeT JOCTATOUHO HM3KOIO KO3(h(ULMEHTA BapuaLyin CXOAMMOCTY METOANKI M3MEPEHNSI.

6.4.8.6 TMpunucoiBaHWe 3Ha4yeHUA
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L O/MKHbI ObITb OMWUCaHbl NaaH JKCNnepnumeHTa " METOAUMKN WN3MEPEHUA,

npumMmeHsemMble Ana NpuUnucbiBaHNA 3HaAYEeHWIA.
MpumeuvyaHune! — Cm Takxke PykoBoactso MCO 34 n Pykosoacteo NCO 35.
MpumMeyaHne 2 — 3Ha4yeHVe [JAHHOWN BeMYUHE MOXET 6bITb MPUAMCAHO Ha OCHOBE
KOHKPETHOM XOpOLUO AOKYMEHTUPOBAHHOM METOAVMKM HaMepeHWs B 0AHOM nabopatopuv. Bo MHorumx
cnyyasx, ofHako, 6osee TOYHas OLEHKa 3HAYeHWs BeIMUMHBI MOXET ObITb MOJlydeHa npu  yyactum
MHOIUX OMbITHbIX N1ab0paTopuii B MeX1a60paTOPHbIX CIMYEHUAX HA BbICOKOM METPOMOrMYECKOM YPOBHE
W. ecni BO3MOXHO, C MCMO/Ib30BAHMEM pasHbIX METOLOB WM3MEPEHUS WM [aXe pasHbIX MPUHLMNOB

U3MepeHNs.

6.4.8.7 3HauyeHue BENMUYUHbBI U HeonpeaeneHHOCTb N3MepPeHNs
[O/KHbI 6bITb NPMBEAEHbI  3HAYEHWE BEIMYMHBI U HEOMpPeLeNeHHOCTb
n3mepeHmss (OCHOBaHHas Ha OwkKeTe HeONMpeAeNneHHOCTM) AN Kaxou

MPUMEHEHHON METOAMKW.
MpumevyaHune | — CnegyeT BeCTU pabounii XypHan, B KOTOPOM CBOEBPEMEHHO
(OUKCHPYIOT  BHECEHHble MOMpaBKMW, 3anucu 06 06CNyXUBaHUM 06GOPYAOBaHWSA, OTYETbl )

noaTBEPXKAEHNN METOAUKN N3MEPEHNA N AaHHbIE KOHTPONA.

B oTueTe TakXke LO/MKHO BbiTb OTPAXKEHO:

a) YMCNo NOBTOPHBIX aHaNN30B B CEPUU;

b) uncno cepuii;

C) uMcno Kannbposok;

d) 4Mcno pasNnMyHbIX U3MEPUTESIbHBIX CUCTEM, MPUMEHEHHbLIX ANS OAHON ©

TOW XXe 3agaun.
MpumeyvaHune 2— [lononHuTeNnbHble feTanu cM.B PykosogcTee VCO 35 n NCO 5725-2.

6.4.8.8 PernoHanbHoe npusHaHue

[O/MKHbI  6bITb NEpeyncsieHbl  PervoHbl, B KOTOPbIX aTTeCTOBaHHbIiA
CTaHAapTHbIA 06paseL, Npy3HaH.

6.4.9 [lpegHasHayeHHOe NMpuUMeHeHMe

[OMKHO ObITb 3afBNEHO nNpefHa3HaYeHHOe MNpYMEHeHWe aTTecTOBaHHOro
CTaHZapTHOro obpasua.

ATTECTOBaHHbIi CTaHAaPTHbIV 06pa3eL, MOXKET BbIMOMHATL (DYHKLUN:
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a) KanubpoBouHOro  matepuana  (kanubpaTtopa) - onpeaenaTb
KannbpoBOYHYH (YHKLMIO KOHKPETHOW METOAMKM n3MepeHus (KOTopas MOXeT
ObITb TaKXXe MCNOMb30BaHa A5 KanMbpoBKM APYroro cTaHAapTHOro obpasua) um

b) KOHTPONbLHOrO Martepuana - OLEeHUBATb CMELLEHUE W3MEepPEeHUs Wm
HeonpeAeneHHOCTb U3MePeHNs YCTaHOB/IEHHOW WM HOBOW METOLMKN M3MepeHus
B KOHKPETHOW nabopaTopun unv B rpynne nabopatopuii.

B pamKax KOHKPETHOW U3MepuUTeNbHOM CUCTEMbI B KOHKPETHOM
nabopaTopuy aTTeCTOBAHHbLIN CTaHAAPTHbIA 06pa3seL, MOXeT BbINOAHATb TONbKO
OfHY M3 yKasaHHbIX Bblle (YHKLUWUA, 3a4aHHbIX TEPMUHAMU  «KanMBPOBOYUHbIA
matepuan (kanmbpatop)» MO0 «KOHTPO/IbHbIA MaTepunan NpaBuUIbHOCTU.

[LOMKHbI 6bITb 4OKYMEHTMPOBaHbI M3BECTHbIE OrpaHWYEHUS MPUrOLHOCTH,
Hanpumep, ecnyv KanubpaTtop WAM KOHTPONbHbIA — MaTepuan, npegHasHayeHHble
AN UCNOMb30BaHUA C KOHKPeTHOW paboyeil METOAMKOW W3MepeHus, [aloT
3HAYEHUS U3MepeHWs, KOTOpble TPeOYHT KOPPeKuMW OTAMUUA OT 3HaYeHWui,
MONYYEHHbIX NpU  MNPUMEHEHUN K HaTMBHOMY  MaTepuany (oueHka
KOMMYTaTUBHOCTM). B WHCTPYKUMM NO NPUMEHEHWIO [AO/MKHO COAEpPXKaTbCs
3asB/ieHMe O MpefHa3Ha4YeHHOM MPUMEHEHUN, OCHOBAHHOE Ha MOATBEPXKAEHHbIX
[aHHbIX O NPUroAHOCTM aTTecTOBAaHHOro CTaHA4ApTHOro o6pasua. puMeHeHue
aTTeCTOBaHHOrO CTaHAapTHOro ob6pasuya BHe 06/1aCTM ero npejHa3HauyeHHoro
NPUMEHeHNs npeanonaraeT BanMAauMi0 aTTeCTOBAHHOrO CTaHAapTHOro o6pasuya
nosb3oBaTeNneM [AnA [aHHOM 4acTHOM Uenn. PeKOMeHLOBaHHas B OMUCAHWM
CTaHAAapTHOro o6pasya cTaTucTMyeckasd 00paboTKa 3HAYEHMUI, NONYYEeHHbIX
Nnonb30BaTeneM, [JO/MKHa ObITb yKaszaHa AN KaXAoh npeanonaraemon QyHKUuUn
CTaHAapTHOro ob6pasya, MO KpaiHel Mepe, B BWAE CCbINKM Ha WCTOYHWUKM B

nuTepatype.

Mpumep | — HeonpegeneHHOCTb M3MEPEHUST KW.LLUMPOMKMA MOXKET OblTb paccumTaHa w4
HeonpeaeneHHoCTW  KaMOGPOBKKW, MOMYYEHHON C NPUMAMCAHHBIM  3HAYEHWEM  KannbpOBOYHOrO
MaTepuana, W CpefHEKBaAPATUYECKOr0  OTK/IOHEHUN CXOAMMOCTW MEeTOLMKWA WU3MepeHus, C
YyY4eTOM 4MCAM U3MEPEHUN, MOMTyUYEHHbIX Ha KannbpaTope. dopmyna ans pacdeTa npedcmae.ieua B
PykosogacTse NCO 33 110/.
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Mpumep 2 — [ns TOro, 4T0oObl NPOBEPUTb MPELUSUOHHOCTL NPOLEaypbl M3MepeHNs,
BbINOSIHAEMON B NabopaTopumK, YMCNO0 MOBTOPHbLIX M3MEPEHWUI aTTeCTOBaHHOIO CTaHAapTHOro
06pVLWKN N36MpaeTCA COOTBETCTBEHHO MPUEMIEMON BEPOSTHOCTU OLIMGOYHOrO MPUHATUSA iliu
NIO>KHOr0 oT6packiBaHMsa cepun. OueHKa MpaBUIbHOCTMW MNPOBOAMTCH  CAMYEHWEM CPEAHEro
3HAYEHUS] MOMYYEHHbIX AAHHbIX C MPUMNUCAHHbLIM 3HAYeHMEM C YYeTOM HeonpeaeneHHOCTEN
n3MepeHnss 060MX 3HaveHMU. MO>KET MOoTpeboBaTbCA WCKIOUYEHME BbINALANLWNX 3HAYEHUIA.
dopmyna ans pacyeTa npeacTasneHa B PykosogcTee NCO 33 [10}.

Mpumep 3 — Mpy McNonb3oBaHWM aT TECTOBAHHOIO CTaHAapTHOro obpasua Ans KOHTPoNs
NpPaBUIbHOCTM B Ka>KAOM MLLIMATNYECKO Cepum, BKHOYAsA YeTbIpe ONpejeneHusi aT TecTOoBaHHOro
CTaHAapTHOro obpasua, MO>KeT ObITh MPYMEHEHO Chefytollee KOHTPONbHOE MPUBUMO: HU OfWH
pesynbTaT He [O/>KEH BbIXOAUTbL 3a Mpefen npuvemnemocTn = 3s. B 3TOM cnyyae
cucTemMaTUyeckas MOrpellHOCTb 2S OnpedensieTcss ¢ BepoATHocTbi0 0,55 M BEpPOSTHOCTbLIO
NO>KHOro oTo6packbiBaHMa Q 01 (cpegHeKBaApaTMYeCKOe OTKIOHEHME CXOAMMOCTM Mpoueaypsbl

N3MEPEHNSA 0603Ha4YaeTCA CUMBO/IOM S,).

6.4.10 VIHCTPYKLUMA NO NPUMEHEHNIO

6.4.10.1 besonacHoCTb

MepBblAi NYHKT  WHCTPYKUWMM NO TMPUMEHEHUIO [O/DKEH COLEpXKaTb
npegynpexaeHve o0 HeobxXo4MMOCTU COBNOAEHNS OCTOPOXHOCTM (CM. 6.4.2). B
WHCTPYKLMIO NO MPUMEHEHUIO LO/IKHbI ObITb BKNKOUYEHbI COOTBETCTBYIOLME MEPbI
6e3onacHOCTH, Kacatolmecs 060pyaoBaHUsi, maTepuanos, Npob 1 0TX0A0B.

6.4.10.2 O6wume NnonoxeHus

[omkHa 6blTb NpefocTaBfieHa AeTanbHas WHCTPYKUMS MO MPUMEHEHUIO,
BK/HOUalOLLAasA B Ce6S, MO MeHbLLUEA Mepe, CneayoLly MHHopMaLnIo:

a) TpebyeMble YyC/MOBMA XpaHeHUS U CTabWIbHOCTb aTTeCTOBAHHOIO
CTaHZapTHOro o6pasua npu ero Nosiy4yeHuu;

b) npoueaypy OTKpbIBaHWUSA BHYTPEHHEN YNaKoBKW;

c) Tpebyemoe obpalleHune ¢ aTTeCTOBaHHbIM CTaHAAapPTHLIM 06pasLoM nocne
OTKPbIBAHUS BHYTPEHHE YNaKoBKMU,;

d) noAroToBky npobbl;

e) TEexHONoru OTTaMBaHWA W BOCCTAHOBNEHUS C MNOCMeAYHOLUM
CMeLUVIBaHMEM;

f) npouegypy nonyyeHWs MWHUMaNbHON aHAIMTUYECKOW NpPo6bl K

aHaNMTNYECKOW nopumu;
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g) MeToAuKY u3MepeHus (pekoMeHayemas unmn obasaTenbHas);

h) yaaneHve no6oro octasLlerocs mMarepuana rnocnae Ucnosb3oBaHus.

6.4.10.3 PeareHTbl

Bce yKasaHHble B MHCTPYKLUMX MO MPUMEHEHWIO peareHTbl AO/MKHbI ObiTb
NAEHTUPULMPOBAHbI.

6.4.10.4 MpuHagnexHoctn

[OMKHbl  OblTb  MepeyncneHbl  MPUHALNEXHOCTU, HeobxoguMmble AnA
NPUMeHeHNs aTTeCTOBAHHOIO CTaH4apTHOro obpasya

6.4.10.5 Tpunbopbl

[OoMKHbI 6bITb NepeyncneHbl NPU6opPbI, HEO6XO0AUMbIE A8 MCNOMb30BaHNA
aTTecToOBaHHOr0 CTaHAapTHOro obpasya.

6.4.10.6 Cpega

Ecnu  npuvMmeHeHve aTTeCTOBAaHHOro CTaHAapTHOro obpasua Tpebyet
cneumanbHbIX YCI0BMIN OKPYXKatoLLein cpefbl, OHU AO/MKHbI OblTb YKa3aHbl.

6.4.10.7 M3mepsieMble 06bEMBI

Mpn HeobxoaMmocTM [OMXKHa ObITb YyKasaHa TemnepaTtypa (414 rasos -
[laBfieHnE), NpU KOTOPOI (Npy KOTOPOM) M3MePSIETCSH 0ObEM.

Pa3baBneHns, MPUroTOB/IEHHble MyTeM [06aBfeHUs OAHOro ob6bema
YXXUAKOCTM K ApYyroMy, AOMKHbI ObiTb YKasaHbl CneaytouMM o6pa3om:

a) «pasbaBneHne V\—»VS», ecnm o6bem Vi 3afaHHOro pacteopa pasbaBneH
TakuMm 06pa3om, 4To6bl MOMYy4YUTb 06WMIA 06beM VS KOHEYHOW CMecu, Harnpumep,
passectu 25 mn — 1n; nu

b) «pas6aBneHme V\+ Vi», ecnm o6bem Vi 3a1aHHOr0 pacteopa A06aBneH K
06bemMy V2 pactsopuTtens, Hanpumep 25 + 975 mn.

Takne 0603HayeHUss pasbaeneHns, Kak «V\ : VS unn «S [ VS,
MPUMEHATLCA  HE  [LO/DKHbI, MOCKO/MIbKY OHW  UCMOMb3YHTCA € pasHbIMU
3HaYEeHUAMMU.

6.4.10.8 BoccTtaHoBfeHKe NMohNIN3NPOBAHHOIO aTtTecToBaHHOIO

CTaHAapTHOro obpasua
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Lo/mKHbI 6bITh NpUBEAEHbI AeTann Npoueaypbl BOCCTAHOB/EHNUS.

6.4.10.9 CcblniKM Ha NaTeHTOBaHHbIe U34enns

Ecnn, B WCKNKOUYMTENbHBIX CAyyasX,  TeXHUYECKUMMU COOBparKeHUsMU
onpaefaHO WCMNONb30BaHWe B WHCTPYKUUW MO MPUMEHEHUIO CTaHAapTHOro
obpasya TEPMUHOB CO CCbIIKOM Ha npegMeTbl, 3aliulieHHble aBTOPCKUMMU
npaBaMmu, Heo6XOAMMO MpUB/EYb BHUMaHWe K TOMY, 4YTO B COOTBETCTBUM C

WHCTPYKLUMEN NO NPUMEHEHMIO MPeLyCMOTPEHO UCMO/b30BaHNe MaTeHTa.

MpumMmeydaHwue- [na onucaHna aTTeCTOBAHHOr0O CTaHAAPTHOro o6paTHa B MeXAyHapoAHOM
cTaHgapTe cm. [13] v [14].

6.4.11 OpraH aTTectaymu

HavmMeHoBaHMWe opraHa aTTectayum, TO eCTb OpraHa uam opraHusauuu.

KOTOpble NPUHMMAIOT OTBETCTBEHHOCTb 3a MH(OPMALNIO, COAepXXaLlyocs B
CONPOBOAUTENbHON [OKYMEHTauun, [OMIKHO ObiTb YKa3aHO C  MpuBeAeHueM
MOSIHOrO MOYTOBOrO afpeca, HOMEpPOB TefeoHa W hakca, W, ecim BO3MOXKHO,
3N1EKTPOHHOr 0 ajpeca.

6.4.12 bubnnorpapusa

[OKyMeHTbI, cofepXalwiue [OMNOJIHUTENbHYIO  WH(OPMAaLUI0, HO He
ABNAIOLMECA HEOOXOAUMBIMU [15 UCMOJIb30BAHUA aTTECTOBAHHOIO CTaH4APTHOro
obpasua no ero npefHa3Ha4eHMIo , 4O/HKHbI ObITb NepeuncneHbl B 6ubanorpadum.

MpumeyvyaHne I— bubnnorpadusa MoxeT 6bITb NpeLcTaB/eHa B (hOpMe MPUIOXKeHUA (CM.
6.4.13, nepeumcneHve d). [Ona onucaHuWa aTTecTOBaHHOr0 CTaHAApPTHOro obpasua B CcTaHgapTe
6mbnunorpadms MoXeT COAEPXKaTb CCbIIKM Ha JOKYMEHTbI, KOTOPble TOMbKO LMTMPOBaHbl KaK UCTOYHUKN
MHOPMaLK, KOTOpbIE C/YXAaT OCHOBHbIM MaTepUasioM M KOTopble AOCTYMNHbI TOMbKO Mo 3anpocy. Cm.
Takke 114].

MpumevyaHne 2— Mybamkauuy MOryT 6bITb PasIMyHONO TUMa, HaMpyYMep, PervoHaIbHbIe
HalMOHa/bHble CTaH4ApPTbl, MPaBOBble aKTbl, PEKOMEHAALUM MEXAYHAPOAHbIX WM PervoHabHbIX
Hay4HbIX OpraHu3auuii, CTaTbM M3 Hay4HbIX >XYPHa10B, PyKOBOACTBA, CTaHAAPTbl M3roTOBWUTENel um

I/IHCbOpMaLI.I/IFI 0 NpoAayKuwuu, oT4veTbl O Me>Kna6opaTopr|x NcnbITaHUAX.

6.4.13 MprnnoxxeHns

NHhopmaLms, He BKIIOUYEHHas B OCHOBHYI 4aCTb OTYeTa, AO/MKHA ObiTb
npvBeAeHa B NPUNOXKEHNAX.
Mn pnmedyaHune — ,D,OﬂyCKaETCFI BHOCUTb B MPUJIOXKEHUA:

a) faHHble 0 roMoreHHocT (cm.6.4.8.3):
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b) faHHbIe 0 CTabUNbLHOCTY (CM. 6.4.S.5);
C) flaHHble 0 NPUNUCbIBaHMMN 3Ha4YeHns (CM.6.4.8.6 n 6.4.5.7);

d) bubnuorpadguto (cm.6.4.12).
6.4.14 CpoKu paspeLueHnn u nepecmorpa

[OMKHbI 6bITb NPUBEAEHbI CBEEHUS O BBEEHWM B [eiCcTBME [aHHOMN

ny6anKaumMm 1 NpewecTByOLWEro n3gaHns (M3gaHuin).
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MpunoxeHune A
(cnpaBo4yHOe)
ATTecTOBaHHble CTaHAapTHble 06pasLbl Ka4yeCTBEHHbIX CBOMCTB

nnn nNopAaaKoBbIX BENYUNH

Al O6uKe NoNoXKeHUs

A. 11 Hactoawumi ctaHaapT ycTaHaBAMBAET TPEOOBaHUS K aTTECTOBAHHbIM
CTaHZapTHbIM 06pa3uam BbICLLIEr0 MeTpPOJIOrMYecKoro ypoBHs. Kaxaoe 3HauyeHue
BE/IMUYNHBI, MPUNUCAHHOE TakoMy 06pasLy, npefHasHa4YeHHoe [NA NPUMEHEHUS C
METOAMKAMMN U3MEPEHUIA, HAXOAMTCS B LUKae pasnnynii UAn LWKane OTHOLLIEHNA 1
BblpaXaeTca YMCNOBbIM 3HAYEHUEM, YMHOXEHHbLIM Ha eAuHULY W3MepeHus (CM.
4.1.4), N CONPOBOXAETCHA HeonpeneNeHHOCTbIO U3MEPEHNS.

A. 1.2 CBOiCTBa, OTANYHbIE OT AN epPeHLNANbHbIX WX PaLMOHaNbHbIX
BE/IMYMH, TaKXXe MOTyT ObITb OMpejesieHbl UK BOCMPOU3BEAeHbl 06pasuaMu, HO
NMPUNUCaHHbIE UM 3HAYeHWUA He MOTyT ObiTb BblpaXKeHbl YMC/IOBLIM 3HAYEHUEM,
YMHOXEHHbIM Ha eAuHULY W3MepeHus. Takue 3HauyeHUss MoOryT ObiTb B
NOPSAKOBOW MM KaYeCTBEHHOM LUKane.

A.2 TopsiaKoBble BEIMUYNHbI U Ka4eCTBEHHbIE CBOMCTBA

A.2.1 Ona nopsaLKoBOW BEIMYUHBI 3HAYEHWUS MOTYT ObITb MPeACcTaB/eHbl
(hpazamu A YUcNaMm, BblpaXKatoLWMMK pasmep COOTBETCTBYHOLUX CBONCTB. ITK
3HayYeHUs MOryT ObITb WCMNO/b30BaHbl [J19 PaHXUPOBaHUS CBOWCTB MO pa3mepy,
OflHAaKO Pas3Numsg N OTHOLLEHMWA MO LWKane He UMEHT 3HAYeHUs ANA CPaBHEHWS,
Hanpuvep, 3HayeHue «3» WU «MOBbILEHHOE», MPUNUCAHHOE KOHTPO/IbHOMY
pacTBOpYy [ANA [AMarHOCTMYECKMX TeCcT-MOM0COK, MpefHasHaYeHHbIX AN OLUEHKU
KOHLEeHTpaymm anbbymmHa B Moye B 5-3HayHoi wkane (0, 1, 2, 3, 4 nm «He
MOBbILWEHHAA»,  «COMHWUTE/IbHO  MOBbLIWEHHANA»,  «CflerKa  MOBbILLIEHHANA»,
«MOBbILLEHHAsA», «CU/bHO MOBbILLIEHHAS»).

A.2.2 InA Ka4yecTBEHHOr0 CBOMCTBA 3Ha4YeHWss MOryT ObITb BpPaXeHbI
cnoBamy WAN TepMUHaMKU (HaMMeHOBaHUAMKU) 6e3 CBA3WM C NIOObIM pasMepom.

3HayeHns MOryT ObITb MpeAcTaB/ieHbl B MOO60OM yA06HOM WAM COr/1aCoOBaHHOM
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nopsgke, Hanpumep, psaf4 HaMMeHOBaHWI TUNOB NIEAKOLUTOB B KOHTPO/bHOM
Ma3Ke KpOBY UMW pAf 3HAYEHWUI Ans rpynn KpoBu.

A.2.3 OnucaHune aTTeCTOBaHHbIX CTaHAAPTHbLIX 06pa3LoB A/
Ka4yeCTBEHHbIX CBOWCTB WAN MNOPSAKOBLIX  BENYUH, [AO/MKHO MOSIHOCTBIO,
HAacKO/IbKO 3TO BO3MOXHO, COOTBETCTBOBaTb TPeOOBaHMAM K aTTeCTOBaHHbLIM
CTaHZapTHbIM o6pasuam ans AuddepeHunanbHbiX U pauvoHabHbIX BEIUUMH,
NnpuBeLEHHbIM B HACTOALLEM CTaHAapTe. VCKoUeHNa KacaloTcs:

a) U3MEHEeHW A TePMUHOB:

1) «BeIMYMHA» Ha «Ka4yeCTBEHHOE CBOMCTBO», a TaKXXe COOTBETCTBEHHO B
KOMMJIEKCHbIX TEPMUHAX;

2) «3MepeHne» Ha «UCCnefoBaHMe KayeCTBEHHOrO CBOWCTBax», a
TakXXe B KOMMJIEKCHbIX TEPMUHAX,

b) TEXHNYECKNX U3MEHEHWIA:

1) ncNonb30BaHNA 3HAYEHWNIA, HanpuMep onNucaHHbIX B A.2.1 n A.2.2;

2) HeomnpeAeneHHOCTEN nccnefoBaHns, BbIPaXXEHHbIX YNCIOM
HenpaBWbHO KnaccuuumnpoBaHHbIX hpakLuuii;

3) HEBO3MOXXHOCTUN KanMbpoBaTb KaYeCTBEHHYIO LUKasY.

[fOMOreHHOCTb n CTabnbHOCTb obpasua LOMKHBbI ObITb

MPOAEMOHCTPUPOBAHbI CNIOCO60M, COOTBETCTBYIOLLM CBOCTBAM W BENIMYMHAM.
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MpunoxeHune JA
(cnpaBo4HOE)
CBefieHMN 0 COOTBETCTBUM CCbINOYHbIX MEXAYHAPOAHbIX CTaHAAPTOB HaUMOHasIbHbIM

cTaHgapTam Poccuiickoin degepaumnm

Tab6nwnua Al

O603HaYeHMe CCbITIOYHOTO CTeneHb O603HavyeHne N HaMMeHOBaHue

MeX[YyHapoaHOro cTaHgapTa COOTBETCTBUSA COOTBETCTBYHLLEN0 HaLMOHA/bHOIO
cTaHjapTa

NCO 31: 1992 - *

MNCO 5725-2: 1994 HOoT FOCT PNCO 5725-2-2002 To4HOCTb

(NpaBMNBHOCTb N MPELN3NOHHOCTb)
METOLO0B W pPe3ybTaToB U3MepPeHUIA.
YacTb 2. OCHOBHOW MeTOg onpegeneHuns
NOBTOPSEMOCTU 1 BOCMPOM3BOANMOCTHU
CTaHAapTHOro MeTofa N3MepeHuin

MCO 17511:2003 IoT FOCT P UCO 17511—2006 W3genus
MeAULMHCKMNE AN ANarHOCTUKY in Vitro.
Vi3MepeHune BeNMYUH B GUONOTMYECKUX
npobax. MeTponorunyeckas
NpoC/eXXMBaeMOCTb 3HAUYEH WA,
npunucaHHbIX Kanmépartopam u
KOHTPO/IbHbIM MaTepuanam

MCO 18153/R003 0T FOCT PUNCO 18153-2006 W3penusn
MeANLMHCKWE AN AMarHoCTUKK in vitro.
Vi3mMepeHue BeNMYMH B GMONOTNYECKUX
npo6ax. MeTponoruyeckas
NpPOCNeXNBaeMOCTb 3HAYeHMNI
KaTaMTUYECKOWN KOHLEeHTpauuu
(hepMeHTOB, NPUNUCAHHbIX KannbépaTtopam

N KOHTPO/IbHbIM MaTepuanam
*

Pykosogcteo NCO 31
Pykosogcteo NCO 34
Pykosogcteo MCO 35 -
PykoBogctBo MCO/M3K 98- MOD FOCT P 54500.3-2011 [PykoBOACTBO
2:2008: MNCO/M3K 98-2:2008 HeonpefeneHHOCTb
n3mMepeHus - PyKOBOZACTBO MO
BbIPa)KeHUI0 HeonpeesieHHOCTH
namepeHnsa (GUM 1995)|
*

*

*

Pykosogcteo MCO/M3IK -

99:2007

* COOTBETCTBYIOLL NI HALMOHANbHBIA CTaHAAPT OTCYTCTBYeET. 10 ero yTBepXaeHUS
pPEKOMEHYeTCSt MCMO/b30BaTh MEPEBOJ HA PYCCKUIA SI3bIK JAaHHOTO MeXYHapo4HOro
cTaHgapTa. MepeBofg faHHOT0 MeX/YHapo4HOro cTaHAapTa HaxoauTcs B defepanibHOM
WH(HOPMaLNOHHOM LieHTpe TEXHUYECKUX PErfaMeHToB U CTaHAapToB.
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Bubnunorpadgus

Medical devices - Quality management systems - Requirements
for regulatory purposes (M3genna wmegmuunHckue. Cuctembl
MeHe[)KMeHTa KauyecTBa. TpeboBaHWNA 415 Ueneli perynnpoBaHus)
Medical devices - Application of risk management to medical
devices (M3penua wmeguumHckue. TIpMMeHeHWE MeHegXMeHTa
puCKa K MeAULUHCKUM N3LeNNsAM)
In vitro diagnostic medical devices - Measurement of quantities of
biological origin - Requirements for content and presentation of
reference measurement procedures (MN3genna MeauLUHCKWUE ANs
AnarHocTukuM  in  vitro. V3mepeHue BennuMH B npobax
6MONOrMYeCKOro NPOUCXOXAeHUA - TpeboBaHUA K COLEPXKAHUIO U
NpeacTaBieHNI0 METOANK pediepeHTHOro M3MEPEHUS)
Laboratory medicine- Requirements lor reference measurement
laboratories (JlabopaTopHas MeanLUHa. TpeboBaHuA K
nabopatopusamM pedepeHTHbIX N3MepPeHNIA)
General requirements for the competence of testing and calibration
Laboratories O6uwune TpeboBaHUA K KOMMETEHTHOCTU
ncnbITaTeNbHbIX Y KannbpoBoUHbIX NabopaTopuii)
Clinical laboratory testing and in vitro diagnostic medical systems
- Information supplied by the manufacturer (labeling) - Part 2: In
vitro diagnostic reagents for professional use (KnuHuueckue
nabopaTopHble UWCCMefOBaHUA U MefULUHCKUE CUCTEMbI ANs
OMarHoCTUKM in  vitro. NHdopmauus. npegoctaensiemas
nsrotoeutenem (Mapkumposka). Yactb 2 PeareHTbl  ans
OVMAarHoCTUKKM in vitro ans npoeccMoHanbHOro NPUMeHeHNs)
ISO/IEC code of principles on “reference to standards"
(PykoBoacTeo MCO/M3K 15 Csog npuHunnos MCO/M3K no
«CCbINIKaM Ha CTaHAapTbl»)
Terms and definitions used in connection with reference materials
(PykoBoactBo MCO 30 TepMmMuHbI U OnNpedeneHMsa B CBA3MN C
cTaHfapTHbIMK 06pa3syamm)
Calibration in analytical chemistry' and use of certified reference
materials (PykoBoactBo MCO 32 KannbpoBKa B aHaIMTUYECKOM
XUMWUKN 1 MPUMEHEHWNE aTTECTOBAHHbIX CTaHAapTHbIX 06pa3uoB)
Uses of reference materials (PykoBogcteo MCO/M3K 33
Vicrnonb3oBaHWe aTTeCTOBAHHbIX CTaHAaPTHbIX 06pa3sLoB)
Safety aspects - Guidelines for their inclusion in standards
(PykoBogctBo MCO/M3K 51 AcnekTbl 6e3onacHocTu - MpaBuna
Nno WX BK/IIOYEHUIO B CTaH4apPTbI)
Guide to the development and inclusion of safety aspects in
International Standards for medical devices (PykoBofcTBO
MCO/M3K 63 PyKoBOACTBO N0 paspaboTke U BK/IOYEHUNIO
acnekToB 6e30MacHOCTM B MeXAyHapofHble cTaHfapTbl AnA
MeAULUHCKNX U3Lennid)
Procedures for the technical work (Aupektuebl MCO/M3K,
yactb 1,2008 MeToanKun anst TeXHN4YecKnx pabor)
Rules for the structure and drafting of International Standards
(Aupektusbl MCO/M3IK, yvacTtb 2, 2004. MNMpaBnna No CTPYKType u
COCTaBJ/IEHUIO MEXYHapOoAHbIX CTaH4apTOB)
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115] EN980 Graphical symbols for use in the labeling of medical devices (EH
980 [lpathmyeckme cMMBONbI ANA NPUMEHEHUA MPU MapKMPOBKeE
MefULUHCKUX MU3Lennn)

|[16) EA-04/14 The selection and use of reference materials, European co-
operation for .Accreditation. 2003 (EA-04/14 Bbi6op u
npuMeHeHne CTaHAapTHbIX 06pa3uoB. EBponelickas Koonepauus
no akkpegutayuu, 2003)
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KntoueBble c/ioBa: M3gennsa MeauLnHCKMe AN UarHocTUKK in vitro, npobbl 6M0N0rMYeCcKoi
NPONCX0XAEHUS, aTTecTOBaHHbIe CTaHAapTHbIE 06pasLbl, MapKMpoBKa, 06pasLbl

KauyecTBEHHbIX CBOWCTB " nopAaKoBbIX BeNYUH

MoanucaHo B neyatb 30.04.2014. dopmat 60x84'/a

MoAroToBNEHO Ha OCHOBE 3/1IEKTPOHHON Bepcun, NpeaoCcTaB/IeHHONM paspaboTyMKoM CTaHgapTa

oryn -CTAHOAPTUH®OPM»
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