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NMpeancnosue

Lienun n npyHumnel ctaHgaptusaumm B Poccuiickon ®eaepaummn yctaHoBneHbl PenepanbHbiM 3aKOHOM OT
27 pekabps 2002 r. Ne 184-d3 «O TeXHNYECKOM PErynMpoBaHnm», a NpaBuna NPUMEHEHNA HaLMOHaNbHbIX
crangaptoB Poccuiickon Pepepaumm — FOCT P 1.0—2004 «CraHpapTtusaumsa B Poccuitckon denepaumm.
OCHOBHbIE MNONOXEHNA»

CBepeHuA o cTaHaapTe

1 NOArOTOBJIEH Na6opaTopuei npobnem KNMHMKO-NabopaTopHOM AnarHocTUkn MockoBckon meaun-
uMHckon akagemun um. .M. CeyeHoBa Ha OCHOBE COGCTBEHHOrO ayTEHTUYHOIO NepeBoaa CTaHaapTa, yka-
3aHHOrO B NyHKTE 4

2 BHECEH TexHn4ecknm KOMUTETOM MO cTaHAapTu3aumm TK 466 «MeanumnHckue TeXHONormmy

3 YTBEPXXOEH W BBEOEH B OEWCTBUE Mprkasom defepanbHOro areHTCTBa N0 TEXHUYECKOMY
perynupoBaHuio n MeTponorum ot 27 nekabps 2006 r. Ne 347-ct

4 HacToawmin ctaHAapT naeHTM4eH mexxayHapogHoMy craHaapty MCO 17511:2003 «M3penua meaun-
LIMHCKME ANA ANarHoCTUKM in vitro. amepermne BennymH B Guonorndecknx npobax. Metponornyeckas npocne-
XMB3EMOCTb 3HAYEHWI, MPUMNUCAHHBLIX KanubpaTopam M KOHTPOnbHbIM MaTepuanam» (ISO 17511:2003
«In vitro diagnostic medical devices — Measurement of quantities in biological samples — Metrological
traceability of values assigned to calibrators and control materials»).

HanmeHoBaHWe HacTOALLEro CTaHAapPTa N3MEHEHO OTHOCUTENBHO HaUMEHOBAHWUS YKa3aHHOMO MexXay-
HapoAHOro cTaHaapTa Ansa npueeaeHus B cootetcTBue ¢ FOCT P 1.5—2004 (noppasaen 3.5).

Mpy NpYMeHeHnn HacToALLEro cTaHaapTa PEKOMEeHAYETCA UCNONb30BaTh BMECTO CCbINOYHBIX MEXAYHa-
POAHbIX (PerMoHanbHbIX) CTaHAaPTOB COOTBETCTBYOLLME MM HauMOHanNbHble CTaHaapThl Poccuiickon ®eaepa-
LMK, CBEAEHNS O KOTOPbIX NPUBEAEHB! B AOMNONHUTENBHOM NPUNOXEHNN A

5 BBEJEH BMEPBbIE

UHghopmayuss 06 usmeHeHusIx K HacmosweMy cmaHOapmy nybnukyemcsi 8 exe200Ho uzdasaemMoM
UHGbOpMayUOHHOM yKasamene «HayuoHarnbHble cmaH0apmbly, a meKcm u3MeHeHUl U ronpaeok — 6 exeMe-
CAYHO U3dasaeMbiX UH(HOPMAYUOHHbIX ykasamensix « HayuoHasnbHbie cmaHOapmsi». B cnyqae nepecmompa
(3ameHbl) unu ommeHb! Hacmoswezo cmaHdapma coomeemcemeyioujee yeedomneHue 6ydem onybnukosaHo
8 exxeMecsiyHo uzdasaemMoM UHGhopMaUyUOHHOM ykasamene «HayuoHanbHble cmaHdapmel». Coomeemem-
syroujasi uHghopmayusi, yeeGoMeHue U MmeKCmbl pasmMew,alomesi makke 8 UHghopMayuoHHoU cucmeme obuje-
20 r1onb308arust — Ha oghuyuansHoM catime ®edeparnbHO20 a2eHMCemMea 1o MeXHUYECKOMY peeynupoeaHuio
u Mempornoauu e cemu IimepHem

© CranpaptnHgopm, 2007

Hacroawumi ctaHaapT He MOXeT GbITb MONMHOCTBIO UMK YaCTUYHO BOCMPOU3BEAEH, TUPAXUPOBAH 1 pac-
NPOCTPaHeH B KadecTBe opnumanbHOro usgaHusa 6e3 paspelueHns deaepanbHOro areHTCTBa Mo TeXHNHECKo-
MY PErynupoBaHunio n METPONorum



rocTt P UCO 17511—2006

CopepxaHue
1 OBnacTb MPUMEHEHWIS. . . . . . . o ot e i e e e e e e e e e e e e e e 1
2 HOPMATUBHBIE COBIMKM . . . . o ot e e e e e e et e e e e e e e e e e e e e e e e e 2
3 TepMUHBI M ONPEAGMAEHUA . . . . o ottt et e e et e e e e e e e e e e e e e 2
4 Lleno4ka MeTPOMNOrn4eCcKomn NPOCNEXMBAEMOCTN U NEPAPXUA KanUBPOBKN . . . . . . . . . . . . ... .. .. 7
A1 TIPUHLMNDBE . . . . e e e e e e e e e e e e e e e e e e 7
4.2 CTPYKTYPAMHOMEHKINATYPA . - . .t ottt et e e e e e e e e e e e e e e e e e e e e e 7
4.3 TpeboBaHWA K YCTaHOBNEHUIO METPONOMMUYECKOW NPOCNEXNBAEMOCTI . . . . . . . . . . . . . . . ... 12
4.4 TMpepHa3HayeHWe CTAHAAPTHLIXOOPA3LOB . . . . . . . . . . . . ittt e e e 13
5 MpoTOKOMbI MEPEHOCAKAMMBOPOBKM . . . . . . . o oo e e e e e e et e e e e e e e e e e e e e e e 13
5.1 JOCTYMHOCTB UCTPYKTYPA . .« « o o et e e e e e e e e e e e e e e e e e e e e e e 13
5.2 WNepapxuma kannbpoBku NpyU HanM4Mmn nepsru4HON pedepeHTHON MeTOaNKN BbINONHEHNSA
n3MepeHuin N NepBUYHOro Kannbparopa (kanubpatopos), 0becneynBaloNX METPONOTNYECKYIO
npocnexuBaemMocTb A0 eaAMHNMUL CU . . . . . . L 14
5.3 Vepapxus kannbpoBK1 NPU HANUYUN MEXAYHAPOAHO NPU3HAHHOMN pehePEHTHON METOANKN
BbIMOMHEHNA U3MEPEHWIA (He ABNAIOLLENCA NePBUYHON) U MEXOYHAPOAHO NPN3HAHHOTO Kannue-
paTopa (kanuGpaTtopos) 6e3 MeTponormyeckon npocnexmeaemoctm go eamumy CA . . . . . . . . .. 15
5.4 Vepapxus kannbposkn NPU HANUYNN MEXAYHAPOAHO NPU3HAHHON pehePEHTHON METOANKN
BbINONHEHNA M3MepPeHUi (He ABNAIOWENCA NePBUYHON), KanmbpaTopa, He ABNAIOLLETOCA MeX-
AYHapOAHO NPU3HAHHLIM, 1 6e3 MeTPONOrM4YeCcKon NPOCNEXUBAaEMOCTN A0 eanHnuCn . . . . . . . . 17
5.5 Vepapxus kannbpoBK1 NPV HANUYMN MEXAYHAPOAHO NPU3HAHHOTO Kanubpartopa (He ABNAlo-
LLleroca NepBUYHbLIM), pethepeHTHON METOANKU BLINONHEHNS N3MEPEHUI, HE ABNAIOLLEHCA
MEXAYHapOAHO NPV3HAHHOW, 1 663 MeTPONOrnieckon NPOCNEXMBAEMOCTV 0o eanHny CU . . . . . . 18
5.6 Vepapxus kannbpoBkun NPU HaNU4MK BbIBPaHHOM NPOM3BOANTENEM METOANKN BBINONHEHNSA
M3MepeHUn, He ABNSIOLLENCA MeXOYHapOAHO NPU3HAHHOM pedepeHTHON METOANKON BbINOM-
HEeHVA N3MepeHuii, KanmbpaTopa, He SBMAIOLLEroca MeXayHapoaHO NPU3HaHHLIM, U 6e3 MeT-
ponoruyeckon npocnexmeaemoctn goeavHnu CU . . . . . L oL L 19
5.7 KOHTpOmbHbIe Matepranbl MP@BUMBHOCTM . . . . o . v o vt i e e et et e e e e e e e e e e et e e 19
6 BbipaxeHve HEONPEOENEHHOCTU MBMEPEHMNS . . . . . . . o i it et e e e e e e e e e e o 20
7 MNoaTteepxaeHne MeTponorMiyeckomn NPOCNEXNBAEMOCTN KAMUBPOBKM . . . . . . . . . . o oo oo .. 20

8 VHdopmaumsa 0 MeTponornieckoin NPOCNeXXnBaeMocTu, MPUBOANMANA B MHCTPYKLMW NO NPUMEHE-
HUIO MEANUMHCKOrO M3Aenna ANAANATHOCTUKN IN VIO, . . . . . . . . o e e e e e e e e e e e 21

MpunoxeHne A (cnpaBoyHoe) CBeaeHWst O COOTBETCTBUM HALMOHaNbHbLIX CTaHAapToB Poccuiickol
®denepaunm CCbINOYHbIM MEXAYHAPOAHBIM (PEMMOHaNbHBLIM) CTaHAaPTaM . . . . . . . . . 22
BrBnnorpadma. . . . . . . . e 23



rocT P UCO 17511—2006

BBegeHue

Ona namepeHuin BenuumH B NnabopaTopHoOn MeauLmHe CyLLECTBEHHO, YTOOLI BENuYMHa Gbina anekBaTHO
onpeaeneHa n pesynbTaTtbl, COOOLUEHHbIE BpaYaM v Apyromy MeauuMHCKOMY NepCoHany u nauueHTam,
6biny TOUHbI (NPaBUIbHBI U NPELM3NOHHBI), 4TO NO3BONUT 0GecnevnTb NPaBUNBbHYI0 MEAVLIMHCKYIO MHTEppe-
TaLMIO U CONOCTABUMOCTb BO BPEMEHW U NPOCTPAHCTBE.

Iina nOCTUKEHUS NPaBUNLHOM MeANLIMHCKON MHTePNpeTaLmn He06X0aMMO yHeCTb He TONLKO METPONO-
rmyeckue (aHanuTUYEcKUe) acnekTbl Lenovkn npocnexmBaemMocTn. MockonbKy pesynbTaTbl U3MEepPeHUn
UCnonb3yloTca BpaydoM B UHTepecax NauneHToB, Bpa4y AO0MKeEH YyHUTbLIBATb Mchopmau,mo OTHOCUTENbHO MHO-
rMX acnekToB, TAKUX KaK Npe- U NocTaHanuTuyeckas asbl, AMarHocTMHeckas 4yBCTBUTENBHOCTbL U cneundmny-
HOCTb U COOTBETCTBYIOLLMI pediepeHTHbIN UHTepBan (MHTepBanbl). Hactoawmi craHgapt paccmartpusaet
TONbKO aHanNNTU4eCkKne acnekrbl MsmepeHuﬁ B naﬁopaTopHoﬁ MeauuunHe.

I/IamepeHMe BenNU4MH B Guonornyecknx npoGax Tpe6yeT UCNnonb3oBaHNA CUCTEM pe(bepeHTH bIX n3Mepe-
HWW, BKNIOYan:

- onpepeneHue aHanuta B 6MonorMyeckon Npobe No OTHOLLEHUIO K NPEANONaraeMoMy KIMHU4ECKOMY
WCMOMNbL30BaHMIO PE3YNbTATOB;

- pedepeHTHYI0 MeTOAMKY BbIMOMHEHNUA M3MePEHMNIA BbIGPaHHOM BENWYMHBI B YenoBe4eckux npobax;

- noaxoasiue CTaHaapTHble 06pasibl AN BbIGPaHHON BENWUYUHDI, T. €. NEPBUYHBIE 3TANOHbI M OCHOBAH-
Hbl€ Ha MaTpuULe BTOPU4HbLIS KaﬂVIGpaTOpr, KOTOPbIE OOIMKHbI ObITb KommyTa6ean bIMWN.

MpaBUNbHOCTL M3MepPEeHNA 3HaYEHWUs, NPUNNCAHHOTO ONpeaeneHHON BeNMUMHE KanubpaTopa Unm KOHT-
PONbLHOrO Matepuana, 3aBUCUMT OT METPONOIMYECKOM NPOCIEXMBAEMOCTU 3HAYEHUS Yepe3 HeNnpepbIBHYIO
uenb anbTepHATUBHbLIX METOAWK BLIMONMHEHNA U3MEPEHNI U 3TANOHOB (CTaHAaPTHbLIX 06pa3uoB, kannbpaTto-
poB), 06bIYHO UMEIOLLINX CYLLIECTBEHHO MEHbLUME HEONPeaeNeHHOCTM U3MepeHnn (CM. pucyHok 1). Heonpeae-
NEHHOCTb MPUMUCAHHOTO AAHHOMY KanubpaTtopy Wnn KOHTPONbHOMY MaTtepuany 3HaudeHus 3aBucuT OT
YCTAHOBMEHHON LEMNOYKN METPONOrMYEeCcKOn NPOCNEXMBAEMOCTM M CYMMapHbLIX HeonpeaeneHHOCTeNn ux
3BEHbLEB.

MpeanbHON KOHEYHOM TOYKOMN LIeNOYKN METPONOrMYECKON NPOCNEXNBAEMOCTH ABNAETCA onpeaeneHne
COOTBETCTBYIOLLEN eanHNLbI MexxayHapoaHom cuctembl eanHny, (CU), onHako BbiGOp 3TanoB 1 ypoBHEW, Ha
KOTOpbIX 3aKaH4YMBaETCA METPONOrMYeckas NPoCneXuBaemMoCTb ANs AaHHOTO 3HaYEHUS, 3aBUCUT OT AOCTYM-
HOCTV METOAMK BbINONHEHNS U3MEPEHUI U STANOHOB BbICLLETO YPOBHSA. BO MHOrMX Ccny4yasx B HacTosLlee Bpe-
MA MeTpOonornyeckaa NpocneXXnBaemMoCTb He MOXeT ObITb npoeeaeHa Ao ypoBHA 6onee BbLICOKOro nopAaka,
4eM MeToAuKa, BbiGpaHHas npoussoanTeneM, unu pabounin kanubpartop nponssoautens. B Taknx cnyyasx
NpaBUNbHOCTb OTHOCUTCH K TOMY YPOBH 0 MepapXxum kannbpoBku, Ha KOTOPOM CTaHOBATCA AOCTYNHLIMN MEXAY-
HapoAHO NPU3HaHHas peepeHTHaA MeToaMKa BbIMONHEHVA N3MePEeHUI /MnNnu cTaHaapTHLIM 06pa3el (kannb-
patop).

O6beKTOM N36paHHON METPONOTMYECKOW NPOCNEXMBAEMOCTHN KaNNGPOBKN ABNAETCA NEPEHOC CTENEHN
nNpasBMNbHOCTN CTaHAapTHOro obpasua nnnu peepeHTHON METOANKN BbINMONHEHNSA U3MEPEHNIN A0 METOANKN
HU3LLIEro METPONOrMYECKOro YpoBHS, T. €. PYTUHHOWN METOLMKMN.

MeTpornornyeckas NpocnexnBaeMocTb KannGpoBkn TpeGyeT, YTOObI METOAMKW BLINOMHEHUS peddepeH-
THOTO M PYTUHHOIO M3MepeHUi Gbinu NPUMEHEHbI ANA N3MEPEHUA OQHON U TON e 3MepPSeMon BENUYMHbI C
aHanuToM, obnaaaloLmm OAHUMMN N TEMW Ke COOTBETCTBYIOLLIMMU XapaKTepUCTUKaMK.

BaXHO yuMTbIBaTb, YTO Pa3nuyHbie METOAMKN, MPeaHa3Ha4YeHHbIe ANS U3MepPeHNiA OLHOM U TOM Xe BeNu-
YWHbI, MOTYT Ai@aBaTh pa3nuyatoLimecs pesynbTaTbl NPU UCCNEea0BaHUM KOHKPETHOM NPOGbl NV CTaHAapTHOrO
obpasua. 3To BO3MOXHO, HAaNpUMep, Koraa Aee Unn Gonee UMMyHONPoLLEAYPb!, NpeaHa3HaYeHHbIe ANA n3Me-
PpeHUA KOHLLEHTpaLMM ropMOHa, HanpuMep TMPOTPONUHA [TuponacTuMynupyioLlero ropmona (TCI)], npumeHe-
Hbl ANA NCCNEeaoBaHUA CTaHOAapPTHOro obpasyua ropMoHa, NOCKONbKY COOTBETCTBYIOLME peareHTbl B pa3HoM
CTeneHy pacno3HaloT pa3nnyHble 3NUTOMbI (AHTUrEHHblE AOMWHAHTbLI) MaTeprana  HEOANHAKOBO PearnpyoT c
HUMMU, Y4TO NPMBOAUT K PE3yNbTaTam, XapakTepPUsyoLWMM pasnnyHble, XOTS U CBA3aHHbIE BENWUYWHbI.

Na6opaTopHas meanLMHa NOBCEAHEBHO BblAaeT pesynbTaThl Ana 400—700 BMaoB Benn4ymuH. Ans 60nb-
LUMHCTBA U3 HUX METPONOrn4yeckas NPOCNeXmnBaeMoCTb NPMNUCAHHOTO 3HaYeHNsA KanubpaTopa NpoayKTa npe-
pbiBaeTCA BCEro Yepes OAHY MeTponornyeckn Gonee BbICOKYIO CTYNEHb, NPeacTaBneHHY0 pedepeHTHOM
METOANKOM BbINMONHEHNA U3MEPEHNI, UMK Yepes ABE CTYNEeHW, COCTOALLME N3 METOAMKM BbINOMHEHUS N3Mepe-
HWI N (cTaHpapTHOro obpasua) kanubparopa. MpryrHa 3TOro 3akNYaeTCa B TOM, YTO TaKMe BENUUUH LI CBA3a-
Hbl CO CMECbIO Pa3HOBMAHOCTEN MONekyn, o6naaaLumx o6LWUMN KNMMHUYECKM 3HAYMMbIMKM CBOMCTBaMU, HO
pPasnuuaroLLmMXCca no CTPYKTYPE M MONEKYNSAPHOM Macce B pa3nvyHbIX NPONopLMsX, HaNpUMep MUKONPOTENHBI.

B 3aBUCMMOCTM OT BO3MOXHOCTEN METPONOrM4eCcKon NpocnexmBaeMocTn o eanHu, CU v ot goctmkm-
MOCTW Pa3MnUYHbIX METPOMNOrM4eckUX YPOBHEN METOAMK BbINONMHEHWS M3MEPEHUA M KanMBpaTopoB MOXHO

v
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naeHTUMLUMPOBaTL Crieayowwme NATb TMNWYHBIX BEPXHMX NPEAENOoB Leno4ku MeTPOrornyeckon Npocnexu-
BaeMOCTH.

a) BenununHbl, ANS KOTOPbIX pe3ynbTaThl USMePEHNIn MeTPONOTMYECKN NpocnexmBaeMbl 40 eanHnL, CU.

[locTynHbl nepBuyHas peepeHTHas METOANKA BbINMONHEHWNA N3MEPEHNI M OAUH UM HECKOMBKO aTTECTO-
BaHHbIX CTaHAAPTHbLIX 06Pa3LIOB, UCNONb3YyeMbIX KaK KanmbpaTopbl. 3TV YPOBHM CYLLECTBYIOT NPUMEPHO ANS
25—30 B1AOB BENNYMH, UMEIOLLIMX XOPOLLIO ONpeaeneHHblE KOMMOHEHTbI, BKNoYas 3NeKTponuTbl, Metabonu-
Tbl, CTEPOMAHBLIE TOPMOHbI U HEKOTOPblE TMPOWAHbIE FTOPMOHbLI. OTU BUAbLI BEMWUYMH OXBaTbIBaOT OONbLUYIO
YacTb PYTUHHBIX PE3YNbTaTOB, NPeAoCTaBnNAeMbIX MEANLIMHCKUMU NabopaTopnammn (4.2.2, 5.2, pucyHkn 1n 2).

b) BenuumHbl, ANA KOTOPbIX pe3ynbTaTbl U3MEPEHNI He MOTYT GbiTb METPONOrNYECKN NPOCNEXeHb! A0
eanHny, CU.

1) JocTynHbl MEXAYHapOaHO NpusHaHHaa pedepeHTHas METOAMKA BLINOSNHEHWS n3amepeHuit (3.12)
(koTOpas He MOXxeT 6bITb Ha3BaHa NEPBUYHON pehepeHTHOM METOAMNKON BbINMONHEHNSA U3MEPEHWIA) U OONH UMK
HECKOMbKO MeXAYHapOAHO NPM3HaHHbIX CTaHAapTHbIX 06pa3LoB (kannbpoBoYHbIX MaTepranos)(3.11) co 3Ha-
YEeHNAMK, NPUNNCAHHBIMW 3TOW NpoLeayPOr. DTV YCNOBUSA OTHOCATCA K BENWYMHAM C TAKUMW KOMMOHEHTaMK,
KaK rMMKUPOBaHHbIN remMornobuH HbA (5.3 n pucyHok 3).

2) VimeeTca MexayHapoaHO NPU3HaHHaNA pedepeHTHas METOAVKAE BbINOMHEHWS N3MEPEHWIA, HO OTCYT-
CTBYIOT MEXOYHapOAHO NPU3HaHHble KannbBpoBOYHblE MaTepuanbl. AT YCNOBUA OTHOCATCH MPUMEPHO K
30 Bnpam BennYMH C KOMNOHeHTamu, Nofo6HbLIMK hakTopam remMocTasa (5.4 1 pucyHok 4).

3) MMeeTcs 0anH MNM HECKONBbKO MEKAYHAPOAHO NPU3HaHHbIX CTaHAAPTHBLIX 06Pa3LoB (MCNoNb3yeMblX
Kak kanmbpaTopbl) C NPOTOKONOM AN NPUINMCLIBaHUS 3HAYEHWUSA, OAHAKO OTCYTCTBYET MeXOYHapOoaHO npu-
3HaHHasA pedepeHTHas MeToarKa BbIMONMHEHNA N3MepPeHnn. OTU YCNOBUSA NPUMEHUMbI B OTHOLLEHUW Gonee
Yem 300 BMAOB BENWNYWH, HaNPYMepP BENWYMH, OLEHNBAEMbIX B COOTBETCTBMMN C MEXOYHAPOAHLIMN CTaHAapTa-
MW BCeMUpHOI opraHnsaummn 3apaBooXpaHeHns, Taknx Kak 6enkoBble FOPMOHbI, HEKOTOPbIE aHTUTENA, OMyXO-
neeble mapkepbl (5.5 n pucyHoK 5).

4) OTcyTCTBYIOT M pecbepeHTHas MeTOAMKa BbINONHEHNS U3MEPEHUI, N CTaHAaPTHble 06pas3ubl Ans
Kannubposku. B 3TOM cnyyae npon3sBoanTenb MOXET CaM YCTaHOBUTb METOANKY (METOANKWN) BbINONHEHUA N3Me-
peHuii n kanubpaTtop (kanmbpaTopbl) ANA NPUNNCHIBAHWA 3HAYeHMs NPON3BOAMMOMY M kanmbpatopy. Otm
YCNOBWA MOXHO OTHECTU NpuMepHO k 300 BUAaM BENWYMH C TAKMMM KOMMOHEHTaMW, Kak Mapkepbl ONyxonen 1
aHTuTena (5.6 n pucyHok 6).

MpUHUMNBI COOTBETCTBEHHBIX NPOTOKONOB NEPEHOCa pa3MepPoB BENUUWH (Mepapxum kanubposku) npea-
cTaBneHbl cornacHo nonoxeHnam MCO 15193:2002 06 onncaHnm pedbepeH THON METOAWKM BLINONHEHNA U3Me-
penuii n UCO 15194:2002 06 onrcaHum cTaHaapTHbIX 06pasLoB.

Llenbio meTponormm B nabopatopHOn MeanLMHe ABNAETCA YNy4lleHne METPONOrMYecKom Npocnexmsa-
€MOCTU pe3ynbTaToB U3MEPEHUI BENNYMH TeX BUOOB, YCNOBUSA ANS KOTOPbIX ONWCaHbl B nepedncnennsx b2),
b3) nb4), no ypoBHeW, koTOpble onMcaHbl B nepeyvncneHnn b1), nytem paspaboTkv HegocTalowmx pedepeHT-
HbIX METOAMK BbINOSIHEHUA N3MEPEHNI U NPEeAO0CTaBNeHNA CTaHAaPTHbIX 0O6Pa3LI0B, OCHOBaHHbLIX HA MeXAayHa-
POAHOM KOHCEHcyce.

CneumanbHble Npobnembl METPONOrM4ECKOM NPOCNEXNBAEMOCTN 3HAYEHUIA KaTanUTUYECKON KOHLEHT-
paumnm bepmeHToB paccMoTpeHbl B UCO 18153:2003.

BblaeneHHble KypCUBOM CHOCKW B TEKCTE HACTOALLEro CTaHAapTa npmBeAeHbl ANS NOACHEHNA HEKOTOPbIX
NONOXEHUN NPUMEHEHHOTO B HEM MexayHapoaHoro ctaHaapTta MCO 17511:2003.
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HAUMWOHANBbHBLIA CTAHAAPT POCCUMUCKOWN OSOEREPALUMN

U3penua meauLMHCKMe ANA ANarHOCTUKM in vitro
U3MEPEHUE BEJIMYNH B BUOJTIOTMYECKUX MPOBAX

MeTponoruyeckan NpocnexmBaeMocTb 3HaYeHHH,
NPUNUCaHHbIX KanuGpaTopam U KOHTPOSIbHLIM MaTepuanam

In vitro diagnostic medical devices. Measurement of quantities in biological samples.
Metrological traceability of values assigned to calibrators and control materials

OaraBBepneHna — 2008—01—01

1 O6nacTb NpUMeHeHus

Hacroswwui ctaHaapT ycraHaBnvBaeT npaeuna obecneyeHns MeTponornieckon NpocnexmBaeMocTu
3HaYeHWUI, NPUNUCAHHBIX KaNMBPaTOpaM U KOHTPONbHLIM MaTepuanam, npeaHasHa4eHHbIM ANA YCTaHOBMe-
HVSA UMK NOATBEPXAEHUS NPaBUNBHOCTM n3MepeHnii. KanmbpaTtopbl M KOHTPONbHbLIE MaTepuans! NpeaocTas-
NATCA NPON3BOANTENSAMM KaK COCTABHASA YacTb MEAULIMHCKMX M3Oenuin ANa AWarHoCcTUKKM in vitro nnn ana
NPUMEHEHNSA BMECTE C HUMW.

O6pasubl, Ucnonb3yeMble AN BHELLHEN OLEHKM Ka4eCTBa (KPYroBbiX OMNbITOB) C NOATBEPXXAEHHON KOM-
MyTaGenbHOCTbIO, 3Ha4EHNA KOTOPbIX AOSHKHbI 6bITh NPUNNCaHbI C TOMOLLILIO MEXAYHaPOAHO NPU3HAHHLIX CUC-
TeM pedepeHTHbIX U3MEPEHUA UNU MEXOYHAPOAHO MPU3HAHHBLIX OOLENPUHATLIX CUCTEM pedepeHTHbIX
N3MepeHui, OTHOCATCA K 06nacTv NpUMeHEeHNst HAacTOSILLIErO CTaHaapTa.

HacTosaLui cTaHAapT He NPUMEHSIOT B OTHOLLEHWHN:

a) KOHTPOSbHbIX MaTePUaNoB, KOTOPLIE HE UMEIOT MPUNMCAHHOTO 3HAYEHWUA U UCNONB3YIOTCA TONLKO AN
OLIeHKM NPELI3NOHHOCTU NPOLIeAYpPbI U3MEPEHNS, €€ MOBTOPAEMOCTU NN BOCNPON3BOANMOCTH (KOHTPOSbHbIE
MaTepuanbl NPeLn3VoOHHOCTH);

b) KOHTPONbHbLIX MaTepManoB, NpeaHa3HavYeHHbIX AN Lenei BHyTpUnabopaTopHOro KOHTpONs Kavec-
TBa W NOCTaBMAEMbIX C Npeaenamun npeanonaraeMblixX MPUEMEMbIX 3HA4YEHNI, KOrAa KaXAblA MHTEpBan nony-
YeH nyTeM MexnabopaTOPHOro KOHCEHCYCa B OTHOLUEHMWM OOHOW 33AaHHOW METOOMKM BbIMONHEHUS
M3MepeHni, a 3HaYeHNa NpeaenoB MeTPONOrNM4ECKN He NPOCHEXeHb!;

C) COrnacoBaHHOCTU MeXay pe3ynbTaTaMu ABYX METOAMK BbINONHEHNUA 3MEPEHWI OIHOTO U TOFO Xe
METPONOrn4ecKoro YPoBHA, NpeaHasHavYeHHbIX A4NA N3MePEHNs OAHON N TOW Xe BEMNMYMHBI, MOCKOMbKY Takan
«FOPU3OHTaNbHaA» KOPPENALMA He AaeT METPONOrM4eCcKon NPOCNeXNBaeMOCTH;

d) kannbpoBkK, BbITEKaIOLLEN U3 COFNAacoOBAHHOCTM MeXay pe3ynbTaTaMu BYX METOAUK BbiNOMHEHUS
N3MePEeHNIN Ha Pa3nNYHbIX METPONOrMYECKMX YPOBHSX, HO C BEMMYMHaMU, UMEIOLLMMY aHan Tbl C PasnnyHbIMn
XapakTepucTukamu;

€) MeTponorn4yeckon MPOCNEXNBAEMOCTN PYTUHHbBIX Pe3ynbTaToB A0 U3rOTOBNEHHOMO NPOU3BOAUTE-
nem kanmépaTopa 1 UX OTHOLLEHWIA C KAKUM-NNGO MEANLIMHCKMM NPEAEnOM NPUHATUA PELLEHNS;

f) cBoOWCTB, ONMCAHHbIX B HOMUHAMNBHOW (KNaccuUKaLMOHHOM) LLKane, T. €. TaM, r4e He yCTaHaBNvBaeT-
¢ pas3mep (Hanpumep, OSHTUNKALNS KNETOK KPOBK).

WspaHue omumansHoe
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2 HopmaTuBHbIe CChINKN

B HacTosllleM cTaHaapTe UCNOonNb3oBaHbl HOPMATUBHBIE CCbIMKM Ha crneaylolme HOPMaTUBHbIE OOKY-
MEHTbI:

NCO Pykosoacteo 35:1989 Ceptudmkauus craHpapTHbiXx obpasuoB. O6wme u cratuctTudeckue
NpVHUMNbI

EH 375:2001 WUHdbopmauus, npenocraBnsemas NpoM3BoanTeNeM, C peareHTamMmv Ans QNarHoCcTUKK in
vitro pns npodecCcMoHanbHOro NCMONb30BaHUS

MexayHapoaHbIi CNoBapb OCHOBHLIX U OBLWKUX TepMUHOB B MeTponorun (MCM), 2-e napanue, UCO,
XenHeea, 1993

3 TepmuHbI U onpepeneHus

B HacTosleM cTaHaapTe NPUMEHEHb! cneayioLne TEPMUHBI C COOTBETCTBYIOLLMMM ONpeaeneHUaMU:

3.1 TO4YHOCTb U3MepeHunsa (accuracy of measurement): CteneHb GNM30CTM pe3ynbTaTa U3MePEHNs K
MCTUHHOMY 3Ha4EHUIO U3MEPSEMON BENNYMHBI.

[MCM, ctatbs 3.5]

NMpumedaHune 1— TOYHOCTb U3MEpPEHUA CBA3AHA KaK C NPaBUNBbHOCTHI U3MEPEHUs, Tak U C NPEeLn3UoH-
HOCTbIO U3MEpPEHUA.

MpumevaHne 2— ToHHOCTU HE MOXeET ObITb NPMAGHO YNCIIOBOE 3HAYEHNE B TePMUHAX U3MEPSEMOiA BeNnU4Yu-
Hbl, MOXET ObITb AaHa NULWb ONUCaTeNbHaA XapakTepucTuKa Kak «4OCTaTOMHOM» UMM «KHEAOCTATOMHOMY» ANS YCTaHOBMNEH-
HOW 3aaa4n.

MpumeuaHue 3— OueHKoi 0BPaTHON Mepbl TOHHOCTU MOXKET BbITh «CMELLeHUEe», onpeaensieMoe Kak «3Ha-
YeHne MUHYC NPUHSATO. UCTUHHOE (ONOPHOE) 3HaYEHNEY.

NMpumeyaHue 4—B mexayHapoaHoM ctaHaapte UCO 3534-1[1] BMECTO «UCTUHHOTO 3HAYEHUA» UCMONb30-
BaHO NMOHATUE «MPUHATOE OMOPHOE 3HaYeHUe», KOTOPoe MOXET ObITb TEOPETUHECKUM (UCTUHHBIM), NPUNUCAHHBIM, COrNa-
COBaHHbIM KOHCEHCYCOM, METOA-3aBUCUMBIM 3HaYEHNEM.

NMpumevaHune 5—BHacToseM CTaHAAPTE NOHATHE KTOYHOCTb U3MEPEHUNS» CBA3AHO Kak C NPaBUNbHOCTBLIO
(trueness) nsmepenus (3.33), Tak 1 ¢ NPELM3NOHHOCTLIO (precision) nsmepexus (3.23).

3.2 aHanuT (analyte): KOMMNOHEHT, NPeCTaBEHHbIN B HAMMEHOBAHUN U3MEPAEMON BEMUUMHDIZ).

lMpumep — B HaumeHoB8aHUU 8eNIUYUHBI «Macca 6e/1ka 8 24-4yacoeoli Moye» «6enoK» Aenaemcsi aHasluMoM.
B «xonuyecmee eeulecmea 2/110K03bl 8 rIasMe» «2/110K03a» AeNIsiemcs aHanumom. B o6oux cnyyasx eecb mep-
MUuH npedcmaensiem cobol usmepsieMyio eenuyuHy (3.17).

3.3 ananuTnueckan cneundmnyHocTb (analytical specificity): CBoncTBO Npoueaypb! naMepeHns name-
PATb TONLKO M3MEPSIEMYIO BENTUYMHY.

3.4 cmelweHmne namepenusn (bias of measurement): PasHuua mexay oxxuwaaHueM pesynbtata nsmepe-
HUS U UICTUHHbIM 3HaYEHNEM N3MEPSIEMON BENWUUMHDI.

M p n M eyaH 1 e — OUEHKO ABNAETCA «CTaTUCTUYECKas Npoba CMeLLeHNs U3MepeHUs», KOTopas NpeacTaBnseT
cofoi «cpeaHee 3HauYeHUe MUHYC e€ ONOPHOE 3HaYeHne».

3.5 xanubpogka (calibration): CoBOKynHOCTb Onepauuvi, YCTaHaBNMBAIOLNX B 3aAaHHbIX YCNOBUAX
COOTHOLLUEeHUA MeXxay 3Ha4YeHNAMN BENMNYNH, NOKa3aHHbIX CPeaACTBOM M3MepeHMl71 nnn Mamepmenbuoﬁ CUCTe-
MO, UNW 3HaYEHNAMK, NpeACTaBNEeHHbIMWM MaTepranbHON MEPOo NN CTaHAAPTHLIM 0OPa3LIOM, U COOTBET-
CTBYIOLLMNMMU 3HAYEHUAMMU, BOCNPON3BOANMbIMUN 3TAlNIOHaAMMU.

[MCM, cratba 6.11]

" 3ror cnosapb MOArOoTOBNEH U U3AaH oT umeHu: MexayHapopaHoro 6iopo BecoB u mep; MBBM (International
Bureau of Weights and Measures; BIPM); MexayHapoaHoOn anekTpoTexHudecko komuccum; M3IK (International
Electrotechnical Commission; IEC); MexayHapoaHoit cheaepaummn KNMHMYECKON Xumun u nabopaTopHOM MeAULUHDI,
M®KXJIM (International Federation of Clinical Chemistry and Laboratory Medicine; IFCC); MexxayHapoaHoi opraHusaumm
no craHaaptmsauum; MUCO (International Organization for Standardization; 1ISO); MexxayHapoaHOro cotosa 4nMcTomn u npu-
knagHoi xumumn; MCUMNX (International Union of Pure and Applied Chemistry; IUPAC); MexxayHapoaHOro coto3a YnucTomn n
npuknagHoii comsmnku; MCUM® (International Union of Pure and Applied Physics; IUPAP); MexayHapoaHoi opraHusaumm
3akoHoaaTtenbHoi meTponorum; MO3M (International Organization of Legal Metrology; OIML).

2 BrocCT P 52361—2005, cmamss 17, npusedeHo cnedyroujee onpedeneHue amMo2o mepMuHa: «KomrnoHeHm, uc-
KoMbil unu onpedensembili 8 npobe sewecmesa unu Mmamepuana 06Lexma aHanuMU4ecKo20 KOHMPONay.

2
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3.6 npoTtoxon nepeHoca (kanubpoBku) [(calibration) transfer protocol]: JeTarbHoe onncaHne npunu-
CbIBaHWNA 3HAYeHNA BENUYMNHBI CTaHAAPTHOMY 06GpasLly ¢ MCMONb30BaHMEM 334aHHON NOCNeA0BaTENbHOCTU
METOANK BbINONHEHNS N3MepPEHNI, KanMGPOBaHHbIX CTaHAAPTHLIMUN 0GpasLia MU BbICLLETO YPOBHA ANt BENUYK-
Hbl TOTO e BMAa.

3.7 xanubparop (calibrator) [kann6poBo4HbIN MaTepuan (calibration material)]: CtaHgapTHbIN 06-
paseL, YMCNoBOe 3HayeHne KOTOPOro UCMOMb3YETCA Kak He3aBMCUMas NepeMeHHasn B KaNMGPOBOYHON (DYHK-
umn.

3.8 atTecTOBaHHbLIN cTaHAaPTHLIN ob6pa3el (certified reference material; CRM): CtaHaapTHbI 06pa-
3eL, C MPUMOXEHHbIM K HEMY CEPTU(ONKATOM, OOHO UMM HECKOMBLKO 3HA4YE€HNI CBOWCTB KOTOPOIO YCTaHOBMEHbI
npu aTTecTauum no MeToauke, oGecneunBaioLLeit METPONOrMUYECKYIO MPOCNEXNBAEMOCTb €ANHULbI pa3Mepa
CBOICTBA, a KaXkaoe aTTeCTOBaHHOE 3Ha4YeHVe CONPOBOXAaeTCA 3Ha4YeHNEM HEONPeaEneHHOCTH C 3aAaHHOM
[OBEPUTENBHON BEPOATHOCTLIO.

[MCM, cTtaTtbs 6.14]

3.9 kommyTabenbHOCTbL MaTepuana (commutability of a material): BNM30CTb COOTBETCTBUA MeXay
MaTeMaTM4eCKUM OTHOLLUEHWEM Pe3YNbTaTOB U3MEPEHUI, MOMNYYEHHbIX ABYMSI METOAVMKAMWU BbIMOMHEHUS
M3MepeHn AN yCTaHOBMEHHON BENUYMHbBI B JaHHOM MaTepuane, h MaTeMaTuyeckuM OTHOLLEHNEM pe3yrbTa-
TOB W3MEPEHU, NOMYYEHHbIX TEMM XE& ABYMA METOAMKAMW BbINOMHEHUS W3MEPEHWI ANns BEenNWYUHbI B
PYTUHHBIX Npo6ax.

MpumMeyaHune— ITo NpaBUNO OTHOCUTCSA TaKKe K NePBUYHBIM 3TanoHaM U BTOPUYHBLIM KanubpaTtopaM C yye-
TOM MaTpuLbl.

3.10 enuawwan BenuuuHa (influence quantity): BennumHa, kotopas He ABNAETCA M3MEPAEMON, HO OKa-
3bIBaET BNUSTHUE HA PE3YrbTaT U3MEPEHNS.

[MCM, ctatba 2.7]

3.11 mexpayHapoaHoO npu3HaHHbIM kanuBpaTtop (international conventional calibrator); [mexayna-
poAHo Npu3HaHHLIW KanMGpoBoOYHbLIN MaTepuan (international conventional calibration material)]: Kannt-
paTop, 3HaYeHne BENUYMHBLI KOTOPOro METPONOrnHeckn He nNpocnexeHo Ao eaHnubl CU, a npunucaHo Ha
OCHOBE MeXAYyHapOAHOr0 CornaLleHus.

n pumMmedHaHune — BenunuunHa onpeaeneHa no OTHOLWEeHWUIO K npeanonaraemMomMmy KNMHU4ECKOMY NPUMEHEHUIO.

3.12 mexayHapooHO MNpuU3HaHHaA pedepeHTHAA MeToAuKa BbIMOSIHEHUA  U3MEpPeHUM
(international conventional reference measurement procedure): MeToauka BLINONHEHUS U3MEPEHWUI, AialOLLAn
3HaYeHNs, KOTOpble ABNAIOTCA METPOMNOMMYECKN HE NpocneXxnsaeMbiMy A0 eanHnl, CU, HO KoTopble Mo MexXay-
HapOOHOMY COrNaLLEHMIO UCNOMb3YIOTCA KaK 3TaNOHHbIE 3Ha4YEHNUA AN onpeaeneHHON BENNYNHDI.

MpumeyaHne— BenuuuHa onpeaeneHa No OTHOLWEHUIO K npeanonaraeMomMy KnMHUYeCKoOMy NpUMEHEHUI0.

3.13 mexayHapogHbIW 3TanoH nsMepeHumsa (international measurement standard) [MexxayHapoaHbIi
atanoH (international standard)]: 3TanoH, NPU3HaHH bl MeXayHapOaHbIM COrnalleHneM Ans Toro, YTobbl cry-
XUTb HA MEXOYHAaPOAHOM YPOBHE OCHOBOW AN 3HaYEHUM APYrnx 3TanoHOB €ANHULbI AaHHOW BENUUMHBI.

[MCM, ctaTtba 6.2]

3.14 martpuua(MaTepuanbHou cucTeMbl) [matrix (of a material system)]: COBOKYNHOCTb KOMNOHEHTOB
MaTepranbHOM CUCTEMbI, 38 UCKMIoYeHeM aHanuTa’) [2].

3.15 maTtpuyHbIin achdexT (matrix effect): BnmsHne ceoicTe Npobbl, OTNMYAIOLLMXCS OT CBOWCTB U3Me-
psieMoW BEMWYMHbI, Ha U3MepPEeHNE N3MEePSEMON BEMMYMHBI B COOTBETCTBMW C 3a4aHHON NpoLeaypon namepe-
HWA 1, CNeoBaTeNbHO, Ha 3HaYeHNe N3IMepPAEMON BENNYUHbI.

MpumMmedvyaHune 1— Cneundmnyeckoit NpUL4MHON MaTpUUHOro 3achdekTa ABNAETCA BNUAIOLLAsA BENUYMHA.

NMpuMmeyaHune 2— MaTpuuHbIM 3hPEKTOM UHOrAA OWNGOYHO Ha3bIBAKT OTCYTCTBUE KOMMYTabenbHOCTH,
Bbl3BaHHOE leHaTypaLueil aHanmTa unu nobasneHnem HeCBONCTBEHHOMO KOMMOHEHTA («CyppOraTHOro aHanuTa) ¢ Lenbto
CUMYNMpoBaTh aHanurT.

3.16 BenuuuHa (M3amepumasn) [(measurable) quantity)]: CBoicTBO ABNEHMS, TENa UMW BELLIECTBA, KOTO-
poe MoXeT BbITb Pa3NNYNMO Ka4eCTBEHHO W OMNpeaeneHo KONMMYEeCTBEHHO.
[MCM, ctaTtbsa 1.1]

" BrocTP5236 1—2005, cmampbs 40, npusedeHo cnedyrujee onpedeneHue 3mozo mepMuHa: « KoMrnoHeHm unu
COBOKYITHOCMb KOMITOHEHMO8, 06pasyoujux daHHoe 8eujecmso unu Mamepuan 06beKkma aHanumu4eckKo20 KOHmMpPons u
AGMAUUXCH €20 OCHO8OI».
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n puMevaHune 1— CeoliicTBa, KOTOpbIe BblpaXeHbl B HOMUHaNbHOM LUKane, He SBNATCA U3IMepuMbiMu BENU-
HYNHaMW.

NMpumevyaHne 2— «Mamepumyto BENMUUHY» HE CnepyeT NyTaTb C «aHanuToM» (3.2).

3.17 namepsieman BenuumHa (measurand): KoOHKpeTHas BENUYMHA, ABNAIOLLAACA 0GBHEKTOM M3Me-
peHus.
[MCM, ctaTtbs 2.6]

MpumevyaHne 1—Cwm.3.2, npumep.

3.18 MeToauka BbinonHeHUA uamepeHunn (measurement procedure): COBOKYNHOCTb KOHKPETHO OnK-
CaHHbIX onepaLmin, ICNONbL3YEMbIX MPU BbINMONHEHNN KOHKPETHLIX U3MEPEHMIN B COOTBETCTBUN C AaHHbIM METO-
OOM.

[MCM, ctaTtbs 2.5]

3.19 astanoH (measurement standard): MatepuanbHasa mepa, CpeacTBO M3MEPEHUI, CTaHAAPTHbIN
obpaseL, NN N3MepUTENLHasA cUCTEMa, NpeaHa3HadYeHHas aAnsa yCTaHOBNEHWA, peanu3aumnn, XpaHeH!s U BOC-
npounseeaeHna eanHNULbI M 0AHOIo NNK 6onee 3Ha4YeHNS KaKoOW-TO BENUYUNHbI.

[MCM, ctatbs 6.1]

MpumevyaHune 1— [JaHHblih 3TaNOH (M3MEPEHUIA) C MPUNUCAHHBIM 3HAYEHMEM AN OAHOWN BENUHYNHBI MOXET
MHOTAA CNYXUTb CTaHAapTHLIM 06pa3sLOoM AN METOAVKM BbIMONHEHUS U3MepeHuii, AaloLuei 3HadueHns ana 6onee yem oa-
HOro TMna senuyunH. (Hanpumep, cTaHaapTHLIN oGpasel Ans XonecTepuHa BLIMONHAET TY e poNnb ANs 3hMpoB XonectTepu-
Ha npu X onpeaeneHun B BUAE XonecTepuHa nocne ruapon1sa.)

MpuMmevyaHune 2— TepMUH «CTaHAAPT» UCMONb3YETCA B ABYX 3HAYEHUSAX: «CTAHAAPT U3MEPEHUSI» U KHOPMa-
TUBHBI AOKYMEHT». MOoNHbIe TEPMUHBI A0IKHBI GbITb UCMONB30BaHbI, KOTAA BO3HUKAET COMHEHUE.

3.20 metop usmepeHuna (method of measurement): Jlormueckas nocnenoBaTenbHOCTb ONepaLyi, onu-
caHHas B obLweM Buae, NCMonb3yeMas Npy BeINONHEHUN M3MEPEHWNIA.
[MCM, ctaTtbf 2.4]

NMpumevaHnne 1—MeTon N3IMepeHns, 6y,qum onucaHHbIM B o6LEeM BUAE, He UMEET 3aAaHHBIX YMCNOBLIX Xa-
pakTepUCTUK BbINONHeHWA. [laHHbI MeToa MOXeET GbiTb OCHOBOIM OAHOW MMM HECKONBbKUX METOAUK BbINONHEHUS unmepe-
HWIA, KaXkaas U3 KOTOPbIX UMEET NPUCYLLIME el YUCNOBbIE 3HaYEHWUA XapaKTepUCTUK BbINONHEHUS.

3.21 meTponoruyeckas npocnexuBaeMocTtb (metrological traceability): CBoiicTBO pesynbTaTa name-
PEHNA UNW 3HAYEHNA STANOHA, 3aKNIoYaoLLEECH B BO3MOXHOCTM YCTAaHOBNEHWS €70 CBSA3W C COOTBETCTBYIOLLM-
MW 3TanoHamun, O6blMHO MeXAyHapOAHbIMWM WNW HALUMOHaNbHbLIMKM, MOCPEACTBOM HEMpepbIBHOW Lenu
cnunyeH Mﬁ, NMMe LWKnX yCTaHOBNEeHHbIe HeonpeaeneHHOCTU.

[MCM, ctatba 6.10]

MpumevaHune 1—Kaxgoe cnmyeHne OCyLLECTBNAESTCA METOAUKON (pedepeHTHON) BbIMONHEHUA U3Mepe-
HUIA, oNpeaeneHHOoN B NPOTOKONE nepeHoca kKannbpoBKK.

MpumevyaHne 2—VmeTCA pasnuyHbie TUMbI npocnexmsaeMocTu. B HacTosWweM cTaHaapTe UCnonbL3oBaH
TEPMUH «MeTponorndeckas NnpocnexxmBaeMocCTby.

3.22 metponorua (metrology): Hayka 06 namepeHusix.
[MCM, ctaTtbn 2.2]

n pnmMmedaHne — MeTponorvm BKNtoyaeT B ceba Bce TeopeTnyeckne n npakTnyeckne acnekTbl, CBA3aHHbIE C
n3MepeHnamMn, HesaBUCUMO OT NOrPELLHOCTN N obnactn HayKn Unn TeéxHnKn, B KOTOpOVI nx NnpoBoAAT.

3.23 npeun3MoHHOCTb U3MepeHunsa (precision of measurement): CteneHb 6NM30CTU MeXAY He3aBUCK-
MbIMW pe3ynbTaTaMn M3MepeHmnii, NoNy4eHHbIMY B ONpeaeneHHbIX ycnoeusx [1].

NMpumeyaHue 1—TPeUNsSMOHHOCTb U3MEPEHNA HE MOXET ObiTh NpUBEAEHa B UNCNOBOM 3HAYEHUN B TEPMU-
Hax U3MepsiemMoil BENNYNHbLI, @ TONbKO B onucaTenbHoW hopMe, HanpuMep «aoCTaTodHas» UNN «HEROCTaToOYHas» ANs
HaHHON 3aaaun.

NMpumevyaHune 2— CreneHb NpeLmn3noOHHOCTN OBbIYHO BbIpaXakT YUCNEHHO CTaTUCTUYECKMMU MepaMn He-
NPeUn3noOHHOCTN Msmepenuﬁ, TakuMK Kak cpeaHee KBaapaTtnieckoe OTKINOHEHNE U KO3MULMEHT BapyaLum, KoTopble Ha-
X0AQATCcA B OﬁpaTHbIX OTHOWEHNAX C NPELMU3INOHHOCTbIO.
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MpumeuyaHune 3—MpeunsmoHHOCTb AAHHON METOAUKM MOAPA3AENSIOT COOTBETCTBEHHO CMeungUUECKUM
YCNOBMAM NpeLm3nOHHOCTU. MOBTOPSAEMOCTL ' CBA3AHA C CYLUECTBEHHO HE MEHSIONMUCS YCNOBUAMM, €€ YacTo HasblBa-
10T BHYTPUCEPUIIHON MPELIN3UOHHOCTLI0. BOCNPOM3BOAUMOCTL CBA3aHa C U3MEHEHNAMU YCNOBUI, HAaNpUMep BLINONHEHNE
MCCNEeAoBaHuWii B pasHoe Bpemsi, B pasHbix nabopaTtopusix, pasHeiMiU onepaTtopamu, pasHbiMM U3MepUTEnbHLIMU CUCTEMa-
MU (BKNIOYAA pasnnumus KanmbpaTopos 1 NapTUiA peareHToB).

3.24 nepBuuHbIA cTaHAAPTHBLIK 0Opa3el (primary reference material): CtaHaapTHLIN 06pa3eLl, KOTo-
PbIf LLIMPOKO NPU3HAH Kak 06naaaloLLmnin HAaMBbLICLLIMMKW METPONOrMHECKMMIN CBONCTBaMM U BOCNPON3BOAUMOE
3Ha4eHne KOTOPOro onpeaeneHo ¢ NOMOLLLIO NePBUYHON pedepEeHTHON MeTOANKWN BbINONTHEHNA N3MEPEHWIA.

NMpumevyaHune 1—TloHATHE «NEePBUYHLIN KanubpaTtop» noaquHeHo kanubpatopy (cM. 3.7) u nepBUHHOMY
cTaHAapTHoMmY o6pasuy.

NMpumevyaHnune 2— Cwm.3.26, npumeyaHue.

3.25 nepBuuHan pedepeHTHaA MeToAMKa BbLINONHEHUA M3MepeHuMW (primary reference
measurement procedure): PetbepeHTHas METOAVKA BbINONHEHNA N3MEPEHNI, NMEIOLLAA HanBbICLUNE METPO-
nornyeckne xapaktepucTUKm U COCTOALLIAsi M3 NOMHOCTLIO ONNCLIBAEMbIX M MOHATHbIX ONepaunii, ANsa KOTOPON
MOXeT BbITb YCTaHOBNEHA MNONHAA XapaKTepUCTUKa HEONPEeAENEHHOCTU U PE3yNbTaThl KOTOPON NO3TOMY NPK-
HMMAIOT 6e3 CCbINKW Ha 3TanoH M3Mep'ileMOl7l BEINMNYUHDI.

M p u M e 4 a Hu e — KoHcynstatmeHbIM KOMUTET No Konu4decTey BewecTea; KKKB (The Consultative Committee on
Amount of Substance; CCQM) npn MexxayHapoaHom 6ilopo Becoe u mep; MBBM (International Bureau of Weights and
Measures; BIPM) onpeaenun «nepBuYHbIA METOA M3MEPEHUSI» KaK METOA, UMEIOLUIN HaUBLICLLIME METPONOrMHeckue xa-
paKkTepUCTMKK, C NOAPOGHO U3NOXKEHHBIMU U NOHATHLIMU METOANKAMM, ANSA KOTOPOro YCTAHOBNEHWE NONHOIM HeonpeaeneH-
HOCTU MOXeT BbITh OnMcaHo B TepMuHax eanHuL, CU u pesynsraThl KOTOPOro NpUHMMaloT 6e3 CChiNku Ha 3TanoH n3Mepsie-
MO BenuuuHbl. [INA onpeAeneHWs KonMuuecTBa BeLlLecTBa B KauyecTBe MepBUYHBLIX pedepeHTHbIX MeToauK Obinu
YCTAHOBNEHbI CNeayiowme NpUHLMNLI U3MEPEHUS: MacC-CNEKTPOMETPUA C U3OTOMNHLIM pasGaBneHneM; KynoHOMeTpust;
rpaBUMepust; TUTPUMETPUA U KpuomeTpus. TepmuH «onpeaensiowmin metoay onyweH 8 MCM, oaHako ero uHoraa npume-
HSIIOT B OTHOLLEHWM TLLaTeNbHO M3YyYEeHHOMN 1 OLIEHEHHON pedepeHTHON METOANKN BLINONHEHUS n3MepeHuin (cM. 3.29) Bbl-
COKOMN TOYHOCTM.

3.26 nepBuYHbIN 3TaNoH [primary (measurement) standard]: 3TanoH, KOTOPbIN YCTAHOBNEH N LLMPO-
KO NPU3HaH Kak 06naaatoLmii HaUBbLICLLIMMKU METPONOrMYECKUMIU CBOMCTBAMM U BOCTIPOU3BOAUMOE 3Ha4YeHNe
KOTOPOro NPUHATO 6e3 CpaBHEHMA C APYIMMW 3TANOHAMM TOW XK€ BENUYNHDI.

[MCM, cTaTtbs 6.4]

MpumMmeyaHune—[ns craHaapTHLIX 06pa3LOB 3HaYeHne MOXeT BbiTb NONYYeHO C NOMOLLLIO NepBUYHON pede-
PEHTHON METOANKMN BLINONHEHWS U3MEPEHUIA.

3.27 xanubpartop npoaykTa (product calibrator). Kanubpatop, usrotoBneHHblii NpousBoguTenem m
npeaHa3Ha4YeHHbIV ANSA NPYMEHEHNA C KOHEYHBIM NPOAYKTOM NPOU3BOAUTENS.

3.28 craHpapTHbIN o6pasel (reference material; RM): Matepman unm BelecTBo, 3HauyeHns 0AHON nnn
Gonee KONMYeCTBEHHOM OLEHKN CBOMNCTB KOTOPOro AOCTaTOMHO OAHOPOAHDLI M onpeaeneHbl Ans UCnonb3oBa-
HWSA UX ANs KannbpoBku Npnbopa, OLLeHKN METOANKN BbINONHEHNS U3MEePEHUA NN NPUNUCHIBAHNUSA 3HAYEHUN
maTepnanam?),

MpumevaHue 1— ApgantuposaHo (8 MCM, ctatba 6.13, STOT TepMUH ONpeaeneH Kak «obpasLioBoe BELLECTBO).

MpumeyvyaHue 2—punaratensHoe «OAHOPOAHBINY OTHOCUTCA K (PU3NMYUECKON FTOMOFeHHOCTU MeXAyY Makpo-
CKOMUYECKMMI HacTsaMN MaTepunana, a He K MUKpOreTeporeHHOCTU MexXay MonekynaMm aHanura.

3.29 pedpepeHTHana MeToAMKa BbINONHEHUA N3MepeHui (reference measurement procedure): Twa-
TeNbHO M3y4YeHHaa MeToaMKa BbINOMHEHMS U3MEPEHNI, AAIOLWAA 3HAYEHNS C HEONpPeaeneHHOCTbIO n3mepe-
HWSA, COOTBETCTBYIOLLEWN MpeanonaraeMoMy NPUMEHEHNo, 0CODEHHO NPWU OLeHKe MPaBUNbHOCTU APYrnX
npoueayp n3aMepeHns AN ToM e BENUUYUHBI N NPY XapaKTEPUCTHKe CTaHAaPTHbIX 06pa3uos [3].

") OmeuecmeeHHbIM aHaN020M A8NAEMCS «CXOOUMOCMbY.

2 BrocT P 5236 1—2005, cmambna 30, mepmuH «reference materialy nepegedeH kaK «obpasel CpasHeHUs» co
cnedyrowum onpedeneHuem: «Mamepuan unu seujecmeo o6bexkma aHanuMUYecKo20 KOHMPos, ocmamoyYyHoO 0OHOPOO-
HOe 8 OMHOWEHUU OOHOU UMU HECKOJbKUX HaO0eXHO yYCMAaHOBMeHHbIX Xapakmepucmuk, Ymobbl 6biMmb UCTONL308aHHLIMU
npu kanubposke npubopa, oyeHke Memooda uaMepeHull unu Ana MpUNUCLIBaHUS 3HaYeHUll IMUX Xapakmepucmuxk Mame-
puanam unu seujecmeamy.



rocT P UCO 17511—2006

3.30 BTOpMuHLIN 3TanoH [secondary (measurement) standard): 3TanoH, BocnponssoanMoe 3HaueHne
BENUYMHBI KOTOPOrO YCTaHABNNBAIOT B Ppe3ynbTaTe CNINYEHUA C NEPBUYHBIM 3TANOHOM TOM Xe BENUYUHDI.

[MCM, ctatbs 6.5]

3.31 nctuHHoe 3Hauenme (BenuumHebl) [true value (of a quantity)]: 3HaueHve, anekBaTHOe onpeaene-
HWIO NAaHHOW KOHKPETHOM BENUYNHbI.

[MCM, ctatbsa 1.19]

MpumeyaHune 1— 370 3Ha4YeHue, KOTOpOE MOrMO 6kl HbITL MONYHEHO NYTEM UASANBHOTO N3MEPEHNA.
MpumeyaHune 2— VICTUHHbIE 3HAYEHUA NO CBOSI NPUPOAE HEONpEeaAENUMbI.

NMpumMmeyaHune 3— B MHOCTPaHHLIX A3bIKAX C MOHATUEM «UCTMHHOE 3HaYeHWUEe» UCNONbL3YETCA, Kak NPasuno,
HeonpeaeneHHbI apTUKIb (a, une, ein, un), a He onpeaenexHbin (the, la, der, el), Tak kak MOXeT 6bITb MHOrO 3Ha4eHUIA, CO-
OTBETCTBYIOLMX ONPEAENneHUI0 AaHHOM KOHKPETHON BENUYMHBI.

MpumevyaHnune 4— «OnpepeneHne AaHHON KOHKPETHON BENUYMHBI» MOXET ObiTb BKNIOHEHO B NPUMEHSEMYIO
METOAMKY BbIMONHEHUS n3MepeHUit. NMo3TOMY UCTUHHOE 3HaYEeHUE MOXET 3aBUCETb OT KOHKPETHON METOANKN BINONHEHUA
U3MepeHui.

3.32 xoHTpONbHbLIM MaTepuan npaBuUNbLHOCTM (trueness control material): CtaHaapTHLIN 06pasel,
NpUMeEHAEMbIN AN OLLeHKU CMELLIEHNA U3MEePEHNA B U3MEPUTENBHON CUCTEME.

3.33 npaBunbHOCTL M3MepeHus (trueness of measurement): CteneHb 6NM30CTY CpeaHEro 3HaYeHns,
Nony4eHHOro N3 6onbLIOK cepym pe3ynbTaToB U3MEPEHNN, K UCTMHHOMY 3HAYEHWIO.

MpumedvyaHune 1— OnpeneneHne, apantuposarHHoe us NCO 3534-1[1], nyHkT 3.12: «... pesyneraThl TeCTa u
NPUHATOE OMOPHOE 3HaYEHNEN», KOTOPOE MOXKET BbITh TEOPETUHECKUM (MCTUHHBIM), NPUNNCAHHBIM, NPUHATHIM NYTEM KOH-
CeHcyca Unu MeToa-3aBUCUMbIM 3HAYEHNEM.

MpumevyaHne 2— OTHOCUTENBHO BLIPAXEHUA «UCTUHHOE 3HadYeHne» cM. 3.31, npumeqanue 2.

MpumeuyaHue 3 — MpaBUNLHOCTUN UIMEPEHNA HE MOXET BbITb NPUAAHO YMCNOBOE 3HAUYEHUE B TEPMUHAX U3-
MepsAeMoli BeNWUUHbI, 8 NULLIL NOPAAKOBOE (Hanpumep, AOCTaTo|Has, HefoCTaTo4Has).

NMpumevyaHne 4— CreneHb ApaBUNbHOCTU 06bI4HO BbIpaXartT YNCNEHHO Yepe3 CTaTUCTUYECKYIO Mepy «CMe-
weHue», KoTopoe OﬁpaTHO MO OTHOLUEHUIO K NPaBUNbHOCTU N NpeaACTaBNAET cobon pasHuLy mexay oxxunaaemMbiMn pesynb-
TaTaMn N3MEpPEHNa N UCTUHHBLIM 3HaYEHNEM N3MEPAEMON BENUYNHDI.

3.34 HeonpepeneHHOCTb M3MepeHUa (uncertainty of measurement): MapameTtp, CBA3aHHbIV C pe3ynb-
TaTOM U3MEPEHNA, XapaKkTepusyloLwmi paccesHve (pa3bpoc) 3HayeHn, KOTopbie MOTYT ObiTb 0GOCHOBaHHO
npunMcaHbl namepaemon sennumntHe .

[MCM, cTraTbs 3.9]

MpumeyvyaHune 1—BkayecTBe napameTpa MOXeT ObITb UCNONBL3OBAHO, HANpUMep, cpeaHee KBaapaTuieckoe
OTKNOHEHWNE UNWN KpaTHOEe eMyY, UNK NONOBUHA MHTEpBana ¢ 3aAaHHbIM YPOBHEM 0BEPUTENBHON BEPOATHOCTU.

MpumevyaHne 2— KOMNOHEHTHI HeonpeneneHHOCTU OLIEHUBAIOT 3KCMEPUMEHTanNbHO U3 CTaTUCTUHECKMX
pacnpeaeneHuii (Tun A) unu oLeHUBAIOT U3 AOMyCkaeMol BEpPOATHOCTM pacnpeaerieHnsl, OCHOBaHHOWM Ha 3KCNepuMeHTe
unu apyroin nHdopmauum (tun B) (cMm. [4]). Bce KOMNOHEHTHI BhIpaXaloT Kak CTaHAapTHbIE HEOMNPEAENEeHHOCTH, KOTopble
06beauHAKT B OAHY UTOTOBYIO HEONPEAENEHHOCTD.

3.35 Banupgaumna (validation): MNMoaTBepxaeHne Ha OCHOBe MpeAcTaBreHWs OOBLEKTUBHLIX CBUMAE-
TENbCTB TOro, YTO TPeBGOBaHWA, NpeaHasHaYeHHble Ans KOHKPETHOrO WUCMONb30BaHUS UMW NPUMEHEHUS,
BbINonHeHbI ([5], nyHkT 3.8.5).

3.36 Bepudpukauma (verification): MoaTBepkaeHne Ha OCHOBE NpeAcTaBneHns 06 bEKTUBHLIX CBUAE-
TeNbCTB TOro, YTO YCTAHOBMNEHHbIEe TPe6oBaHUA BbinonHeHb! ([5], nyHkT 3.8.4).

3.37 pabouunit atanou [working (measurement) standard]: 3TanoH, 06bIYHO UCMONL3YEeMbIN ANA Kann6-
POBKM (MOBEPKUN) MW KOHTPONA Mep, CPEACTB N3MePEHWI NN CTaHAAPTHLIX 0Opa3LIoB.

[MCM, ctratba 6.7]

" flononnumensas uHgopmayus codepxumcsi 8 FTOCT P UCO 17025—2006, nyHkm 5.4.6, [4], UICO 5725
[61—{[11].
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4 Lienoyka METPONOru4ecKoi NPOCeXuBaeMoCT1 U UepapXuA KanuGpoBKu

4.1 MpuHuMnoI

4.1.1 MNepepn ycTaHOBNEHNEM LIENOYKN METPONOIUYECKOM MPOCNEXUBAEMOCTH U3MEPAEMAs BENUYUHA
DomkHa GbITb ONpeaeneHa co CCbINKoM Ha NpeanonaraeMoe UCNoMNb30BaHue pe3ynbTaTta ANa NPUHATUA Meau-
LUMHCKUX pelteHnin. OCHOBaHWUAMM Ans TOTO onpeaeneHns AOMKHbI ObiTb cneayiowme:

a) npeanonaraeMoe UCMomnb30BaHME B OTHOLLEHUW KOHKPETHOIO MEOULIMHCKOTO pelleHus [Hanpumep,
xopuoroHapoTtponuH (hCG) B nna3me kak Mapkep OnyXornv Unv npy yCTaHoBNeHNN  MOHUTOpUHre 6epeme-
HOCTH];

b) Guonornyeckas cucrema (Hanpumep, YenoBeveckas nnasma) u Kakon-nmbo onpepeneHHbIN KOMMo-
HEHT (HanpuMep, UOH HaTPWA) ANA XapaKTEPUCTMKN BENWYMHDI, KaK 3TO YCTAHOBMEHO COOTBETCTBYIOLLMMN
MeXAYyHapOAHLIMW HayYHbIMW OpraHu3aumammu (Hanpumep, MexayHapoaHow denepaumen KNMHNYECKON
XMMHUK M NaBopaTopHON MeauLMHbI, MexayHapoaHbIM KOMUTETOM CTaHAAPTM3aunn B reMaTonorum) nimnm
nponssoanTeneM;

C) poA BENMYMHLI (HaNpUMep, KOHLEHTPaLUUA KONMYECTBa BeLLECTBa), onpeaeneHHblit eHepanbHoM
KOHbepeHumein no secam u mepam (FKBM), MexxayHapoaHoi opranmnsaumei no ctaigaptumsaumm (MCO), Bee-
MMPHOWM OpraHu3auven 3gpaBooxpaHeHus (BO3), MmexxayHapoaHbIMU HayYHbIMW OPraHN3aLMaAMK M/Mnv Nnpomns-
BoguTenem;

d) eavHuua nsaMepeHus (HanpuMmep, MMONb/N) NK nHas, onpeaeneHHas N'KBM, BO3, mexxayHapoaHbi-
MW Hay4HbIMW OPraHM3aLmuaM1 Wnnm Npon3BoaUTENEM.

4.1.2 Uenbio MeTponornyeckom NpocnexmsBaeMocTn SBNAETCA AOCTMKEHUE BO3MOXHOCTH BbipaXaTb
pe3ynbTaThbl, NONy4YeHHbIe C NOMOLLLIO KanMBpoBaHHON (aTTECTOBAHHOM) PYTUHHON METOAUKW BbINOMHEHUA
M3MEpPEHUI, B TEPMMHAX 3HaYEHWM, NONyYEHHbIX Ha HaMBbICLLIEM AOCTYMHOM YPOBHE MepapXxumn Kanubposku.
Llenb MeTponornyeckon npocnexnsaeMocTy 0MKHA 6bITb yCTaHOBMNEHa 0 Hauarna OKOHYaTeNbHOro n3mepe-
HUSA U ONUCaHa nepapxmei KanMbpoBKK, HUCXOASLLEN B NPOTUBOMNONOXHOM HAaNpPaBneHuu, T. €. OT METPONOrU-
YEeCKW BbICLLETNO 3TanoHa Ao pe3ynbTaTa KOHeYHOro noTpebunrens (CM. pucyHok 1).

4.1.3 Kaxgbii ypoBeHb B Mepapxumn kannbpoBkn AomkeH ObiTb NpeacTaBneH MeTOANKON BLINONHEHNA
M3MepeHn unu 3TanoHOM, NPUYEeM MOCNEaHUA ABNSAETCA U3MEPUTENbHOW CMCTEMOW UMW CTaHAAPTHBLIM
06pasLoM, BbINONHAOLWMM YHKLMK KannbpaTtopa.

4.1.4 [aHHbIV 3TaNOH U3MEPEHWS C €ro NPMNNCaHHBLIM 3Ha4eHNEM JOMKEH CAYXNTb KaNMBpaTopoM aTa-
NOHa crneayoLWwero HA3LWEro YPOoBHS Yepes MEeTOAMKY BbINONHEHNS 3MEPEHWIN NN HYepe 3 3aAaHHbIN NPOTOKON
nepeHoca.

MpumeyaHune— Korga kanmbpoBoyHas dyHKLMA OCHOBaHa Gonee Yem Ha ogHoM kanubpaTtope, Takue kanub-
paTopbl MOryT GbITb Pa3NUYHBIMU MO NMPOUCXOXKAEHUIO UMW GbITh NPUrOTOBNEHLI M3 OQHOMO STanoHa, HanpuMep nNyTem pas-
6aBneHus.

4.1.5 3HaueHve, APUNUCaHHOE 3ITAaNOHYy U3MepeHuna Ha AaHHOM YPOBHE, JO/MKHO COnpoBOXAATbCA
HeonpeaeneHHOCTLIO U3MEPEHUS, KOTOPas AOMKHA BKNYaTh B ceba Bce nocneaoBaTenbHble HeonpeaeneH-
HOCTN 3TANOHOB N METOAUK BbINONHEHNA MsmepeHwﬁ BCEeX BbICLUNX yposHeﬁ nepapxmum KannbpoBKK.

MpunmeyaHne— M3bpaHHas xapakTepucTuKa HeonpeaeneHHOCTM A0MKHa NPeanoYTUTENLHO GbiTh OLieHeHa B
COOTBETCTBUM C «PYKOBOACTBOM NO BbIPaXXeHMIO HEONPEAENeHHOCTU n3MepeHus» [4] (cM. pasaen 6).

4.1.6 Ons obecneveHns NoATBEPXAEHNA LIENOYKN METPONOrMyeckon NpoCneXMBaeMocTy BenuumHa
[omnkHa GblTb OQHOW 1 TOW XKe Ha BCEeX YPOBHAX. AHanNUTU4ecKas cneLndgUYHOCTb ONMCAHHOW PYTUHHON METO-
AVKN 1 pecbepeHTHON METOANKN BbINONHEHUS U3MEPEHUI METPONOrM4eckn 6onee BbICOKOrO YPOBHS, a Takke
CTabunNbHOCTL M KOMMYTabENbHOCTL KanNMGPaTOPOB AOMKHbI ObITb M3BECTHBI UMK U3y4eHbl. ObLWMiA uTor aon-
»eH GblTb ONMCaH B TEXHWYECKON AOKYMEHTALMN NPON3BOANTENS.

4.1.7 OTBETCTBEHHOCTb MPOU3BOANTENS 3a ONUCAHNE LIEMNOYKN METPONOrMYECcKON NPOCNEXMBaEMOCTH
OOMKHa HaYMHATBCA CO 3HaYeHUS KanmbpaTopa, N3roTOBNEHHOro NPOM3BOAUTENEM, U 3aKaHYMBATLCS HA 3Ta-
noHe MeTponormyeckn 6onee BLICOKOrO YPOBHSA, MCMONb30BAHHOM Npou3soauTenem. HeonpeneneHHoCTb
3TOro 3TanoHa AoMXkHa BKNIOYaTh B cebs HeonpeaeneHHOCTN BCEX NpeablayLLUNX YPOBHEN.

4.2 CTpyKTypa M HOMeHKnaTypa

4.2.1 TockonbKy CTPYKTYpa COBPEMEHHOWM LIeNOYKN METPONOrnYeckon NpoCcnNeXrBaeMoCcTn 3aBUCHT OT
METPOMOrn4eCcKNX BO3MOXHOCTEN, Nioboe onMcaHne 3NeMEeHTOB LLenoyky AOMKHO BKMoYaTh B ce68 (Mnn cCbl-
naTbCs Ha) onpeaeneHns TEPMUHOB U NOATBEPXKAEHNE METPOMNOMMHYECKUX CBOMNCTB N3MEPUTENBHLIX CUCTEM N
MCMNONb3yeMbIX CTaHAaPTHbIX 00pa3LoB.
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NMpumedvaHune 1— PagblaTanoHoB, onpeaeneHHbix B MCM, 0CHOBaHbI Ha He06xoAMMOCTU nepapxum kanmb-
POBKM ANs (PU3NHECKUX BENUYMH, TAKMX KaK ANUHA, BpeMs, TeMnepaTypa, AaBneHune, pasHoCTb 3MeKTpMYecknx notTeHuma-
nos, o6bem n abcopbumsa, v BkNOUaIOT B cedA:

- NEepBUYHLIN ATANOH,

BTOPUYHbLIN 3TANOH,
- OMOPHbIN 3TANOH,
- pabounii 3TanoH.

MpumeyaHune 2— nanpaktudeckux uenemn — ocobeHHO ANA BENUYUH B XMMUM — CReayeT yunTbiBaTb pas-
nudne Mexay anemMeHTaMmn uepapxum kanubposimn, KOTopbie ABNATCA U3MEPUTENBHBIMU CUCTEMaMU, ONUCHLIBAEMbIMU 1
OnepupyoLLMMUA COOTBETCTBEHHO METOANKE BLINONHEHUA U3MEPEHUN, U TEMU SNEMEHTaMU, KOTOpble UCMONb3YIOTCA AN
KanMbpoBKM M3MepUTENbHLIX cucTeM. MocneaHui TMN ANEMEHTOB nepapxumn KanubpoBKU Ha3bIBAETCA KanMBpOBOYHBLIM
MarepuanomM unu kanubpartopom. Mpn nmepeHnn BeNMYMH B XMMUU NOHATUE «CTaHAAPTHLIN obpaseL» BKMOYaeT B cebst
KanMbpOBOYHbLIA MaTepuan n KOHTPONbHLIN MaTepran NPaBUNbLHOCTY.

4.2.2 B paHHON nepapxumn kannbposkn, NPeACTaBNAIOLLEN METPOSOMMYECKYIO NPOCNEXNBAEMOCTb 10
eanHuy, CU, nomkHbl 6bITb MAEHTUONLMPOBaHBI Cneaytowme NOHATUA, COOTBETCTBEHHO (CM. PUCYHOK 1, a Tak-
*e4.2.3n4.24)

a) EavHunua namepeHna MexayHapoaHon cuctemol eanHnu (CU) kak OCHOBHas, Tak M Npon3BoaHas, Ao
KOTOPOM MPeAnovTUTENbHO A0MKHA BbiTb OCYLLIECTBNEHa METPONOrnyeckas NpocnexmsaeMocTb, Hanpumep
MOSb, KMMOFPaMM, MOfb Ha KyBUUECKUI MeTP (= MUNNMMOSbL Ha ANTP), FPaMM Ha Kunorpamm (=10-3).

b) MepBuuHas pechepeHTHan METOANKE BLINONHEHNUA U3MEPEHWIN AOMKHA 6blTb OCHOBaHa Ha NpVHLMNE
M3MepeHnsa, ABNAIOLLEMCA aHANUTUYECKN cneLmndUYHbIM, METPONOrn4eckn NpocnexeHa no eanHmubl CU 6e3
CCbIMKN Ha KaNMBpaTOop TOW e BENMMUYUHBI U OMNKHA NMETb HaUMEHBLLIYIO HEONpPeaAeneHHOCTb U3MEPEHUS.

MpumevyaHnune 1— MexayHapoaHblil komuteT Becos u mep; MKBM (Intemational Committee on Weights and
Measures; BIPM) B 1994 r. o6pasosan KoHcynstatueHbIN kOMUTET No konuyecTsy BellectBa; KKKB (Consultative Council
on Amount of Substance; CCQM ), koTopbii BpeMeHHO naeHTUUUMPOBaN BO3MOXHbIE MPUHLMMLI M3MEpeHns ANns nep-
BUYHBIX peepeHTHbIX METOAMUK BbINONMHEHUS U3MEPEHUIN: MACC-CNEKTPOMETPUS C U30TOMHLIM pa3baBreHneM, KynoHOMeT-
pus, rpaBUMeTpUsi, TUTPUMETPUSA, KPMOMETPUS (AN onpeaeneHns OCMONANbHOCTH).

MpumMmevyaHue 2— lNepBudHas pecepeHTHas MeTOAMKA BHINONHEHUS n3MepeHni obbliuHo oao6peHa mexay-
HapOAHbLIM UMW HALMOHAMNBHBIM METPOMOrUYECKUM MHCTUTYTOM MU MEXAYHAPOAHOM HayuHOM opraHusaLmnen. NamepeHns
npeanoYTUTENBHO AOMKHBI BbITh BHINONHEHLI METPONOTMHECKUM MHCTUTYTOM UNU naBopaTopuen, akkpeaMToBaHHON Npu-
3HaHHbIM aKKPEeAUTYIOLLUM OPraHoM B KayecTBe kanuBpoBoYHOM naGopaTtopun ANs Takoi METOAVKM BbIMOMNHEHUS n3me-
peHuiA.

MpumeuyaHue 3 — MoxeTcylecTBoBaTb Gonee Yem ogHa NepeUYHas pedepeHTHas METOAUKA BbINONHEHUS
U3MepeHuii B JaHHOe BpeMs ANs NPUNUCHIBaHUSA 3HaYeHWid BENWYMH JaHHOMY BUAY NEPBUYHBLIX Kanubpatopos. (3Haue-
HUA, NONyYeHHble ABYMSA TakUMU MeTOANKaMU ANS AaHHON U3MEPSEMON BENUUMHDI, He A0KHbI CYLLECTBEHHO pasnnyaThb-
sl B Npejenax yCTaHOBNEHHON HeonpeaeneHHOCTU U Npy YCTaHOBMNEHHOM YPOBHE AOBEPUTENLHON BEPOATHOCTH.)

¢) MepBu4dHbIN KaNUGpPaTOp ABMNAETCA BOCNPOU3BEAEHMEM (MaTepNanuaaLmnen) eauHNLbI I3MEPEHNS C
HanMeHbLLEN JOCTMKMMON HEONPEeAENeHHOCTLIO N3MepeHust. NMepBUYHLIN KannbpaTop AOMKEH UMETb 3Ha4Ye-
HWe, MPUNUCaHHOEe UNN HENOCPEACTBEHHO C MOMOLLbID NEepPBUYHON pedhepeHTHON METOOANKN BbINONHEHUS
M3MEPEHUN, NN KOCBEHHO NYTEM ONpeaeneHns CTeNeHN YNCTOTbI MaTepnana cCoOTBETCTBYHOLLMM aHaNUTK-
YECKUM METOAOM.

MepBUYHLIN KaNBpaTop — 3TO MaTepuan, 0ObIYHO BbICOKOOYMLLEHHbIM M COAEPKaLLUi TOYHO onpeae-
NEHHbIN (ON3NKO-XMMUYECKMIMN METOAAMMN aHanuT, U3y4YeHHbI Ha CTabUNbHOCTb, LLENOCTHOCTL COCTaBa M
COnNpoBOXAaeMbl CepTUONKATOM [aTTECTOBaHHbLIVM CTAHAAPTHLIN 06paseL).

MpumevyaHune 4 — Ceprudmkaums nepemyHoro kanuépartopa obbIMHO ocyluecTensieTcs nabopatopuamu, ob-

naaavnwmMn HamebICLULMMU METPONOMMYECKUMU BOSMOXHOCTAMU, TAKUMUN KaK MeXaQyHapoaHble M HauuoHanbHble MET-
ponornyeckne UHCTUTYThbI.

d) BropuuHas pedepeHTHaa MeToavKa BbINOMHEHUS U3MEPEHUIT AOMKHa ONUCHIBATb U3MEPUTENBHYHO
cMCTEMy, KOTOPas KanubpoBaHa OAHWUM MMM HECKOMNBLKUMK NEPBUYHLIMU KanuBpaTopamu.

MpumeyaHune 5— BropuuHas pedepeHTHass METOANKA BLIMONHEHUA U3MEPEHUIA MOXKET ObiTb yCTaHOBNEHa
HaLMOHanbHbIM METPONOrMYeckUM MHCTUTYTOM unu natoparopuein pedepeHTHbIX U3MEepeHUA, akkpeaUTOBaAHHOW ANA
3TO NpoLeAypbl U3MEPEHUIA NPU3HAHHBIM aKKPEAUTYIOLLIMM OPraHoM.

MpumeyaHune 6— BropuuHas pedepeHTHasAs METOAUKA BLINONMHEHUA N3MepeHuii MoXeT ObiTb OCHOBaHa Ha
npuHUMNE U3MepeHnst, OTNUYAIOLUEMCS OT NPUHLMNA NEPBUYHON METOAUKN.
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e) BTOpM‘-IHbIﬁ KanMGpaTop AOSMKEH UMeTb 3HaYeHne, NPUNNCaHHOE C NOMOLWbIO OAHOW NN HECKONBbKNX
BTOPU4HbIX pehepeHTHbLIX METOAUK BLINONHEHNA N3MEPEHUI N OObIYHO AOMKEH UMETL cepTndukar.

NMpumeuyaHue 7— BTopuuHbiii kKanubpaTop 06bIUHO NepeaaeT eanHULY USMEPEHNS N3 HALMOHANBHOrO MeT-
PONOrN4ecKoro MHCTUTYTa B akkpeauToBaHHbIe kKanuGposouHble nabopaTopum u LeHTpbl kanuBpoBsku y NpoussoanTene.

NMpumeyaHune 8— BropuuHbiit kanubpatop MOXeT BbITb, HaNpUMep, MaTepPUanom ¢ MaTpulen, HanoMUHato-
wein matpuLy npob HenoBe4eCcKoro NPOUCXOKAEHUSA, KOTOPbIE AOMKHLI GbITb 3MEPEeHbI PyTUHHLIMU METOANKaMMN BLINON-
HEHWUA N3MepeHUit KOHeYHbIX noTpebutenei.

f) N36paHHaa npom3BoauTenem METOANKa BbiNONMHEHNS M3MepPEeHNI foMKHa onpeaenaTb U3MepuTenb-
HYI0 CUCTEMY, KOTopas kanmbpoBaHa OOHUM UNWN HECKONBbKMMUN NEPBUHHLIMU UMW BTOPUYHBIMW SOCTYMHbIMU
KanubpaTtopamw.

MpumeyvaHne 9— N3bpaHHasa Npon3eoguTenem MeToamKa BbINONHEHVA U3MePEHWIn MOXeT BbiTb BTOPUYHOMN
pedepeHTHON METOANKON BbINONHEHWUA U3MEPEHWI [CM. 4.2.2, nepeuncneHme d)].

g) PaGouni kannuGpaTop NPOM3BOAMTENA AOMKEH MMETL 3HAYEHME, NPUMUCAHHOE C MOMOLLLIO OAHOW
UNM HECKOMbKUX METOAVIK BbINOMNHEHNA N3MEPEHMI, BbIGPaHHbIX Npon3soanTeneM. IToT kanubpatop uHoraa
Ha3bIBaIOT «BHYTPEHHUM KannbpaTopoM NponssoanTens» . KoMmyTabenbHOCTL KaNnBPOBOYHOrO MaTeprana
AOMKHA 6bITb NPOAEMOHCTPMPOBAHA KaK B OTHOLLEHUN METOANKY BLINONHEHNA U3MEPEHWNIA, BbIGPaHHON NPOun3-
BOAWTENEM, TaK 1 B OTHOLLEHUN METOAMKM, KOTOPas AOIKHA ObiTb KanubpoBaHa (aTTecToBaHa).

NMpumevyaHune 10— Pabounin kanubpaTop NponsBoauTENs MOXeET ObITb, HaNnpUMep, MaTepuanom ¢ MaTpu-
Leit, HanoMuHatroLwen Npodbl HeNoBE4ECKOro MPOUCXOXAEHNS, KOTOPbIe A0MKHbI GbiTb M3MEpeHbl PyTUHHLIMK MeTOAUKaMU
BbINONHEHNS U3MEPEHUII KOHEYHbIX NoTpebuTenei.

h) YcraHoBneHHas Npov3BoaMTENeM MeToaMKa BbINMOMHEHUA U3MEPEHMUI AOMKHa ONnpeaensiTb MeToau-
Ky BbINOMHEHWUS N3MEPEHWA, NPeANVCHIBAIOLLYIO KanMGPOBKY OAHWUM UMW HECKONbKUMU pabouvmmy kanubpaTo-
pamMn npoussoauTena unu Kanuépartopamm 6onee BLICOKMX YPOBHEN, W AOMKHA UMETb NOATBEPXKAESHHYIO
aHanUTUYECKYIo CNneLUdUIHOCTb.

NMpuMmeyvyaHue 11— YcTaHoBNEeHHan NponsBoANTENEM METOAUKA BLIMONHEHUA U3MEPEHUIA MOXET ObITb OCHO-
BaHa Ha TOM X& NpUHLMNE U METOAE U3MEPEHUS, YTO U PYTUHHAS METOAMKA BLINONHEHUA U3MEPEHUIA, OOHAKO AOITKHA
MMETb MeHbLLYIO HeONPeaeneHHOCTb N3MepeHus, 0GYCNOBIEHHYI0 GONBLIMM YMCNOM NOBTOPHLIX U3MEpeHui unn Gonee
CTpOron CUCTeMOU KOHTpONA.

i) Kannbpatop, n3rotoBnaembiin npoussoauTeneMm, A0MKEH MMETb 3HavYeHne, NPUNMCaAHHOE B COOTBET-
CTBWUM C YCTAHOBITEHHOW NPOMU3BOAUTENEM METOANKOW BbINONHEHNSA U3MEPEHUA, M AOIDKeH ObiTb NpeaHa3Ha-
YeH AN KanMbpoBkK (aTTecTauum) pyTMHHOM METOANKMN BLINONHEHNS U3MEPEHWIN KOHEYHbIX NOTPEGnTEeNnen.

NMpumeuvyaHnune 12— Kanubpartop, U3roToBNEHHBIN NPON3BOAUTENEM, MOXET ObiTb Marepmuanom ¢ MaTpuLen,
HanoMuHaroLen Npobbl HENOBEYECKOTO MPONCXOXAEHUSA, KOTOPble A0MKHLI BbiITb N3MEpPEeHbl PYTUHHBIMU METOANKaAMU Bbi-
MONHEHUsI U3MEpPEHUI KOHEYHbIX MoTpebuTenei.

j) PyTuHHaa MeToanKa BLINOMNHEHWSI M3MEPEHNI KOHEYHOTO NOTPEGUTENA ONMCLIBAET N3MEPUTENbHYIO
CUCTEMY, YACTO MOCTABNEHHYIO NPON3BOAUTENEM, KANMBPOBAHHYIO OAHUM MNM HECKOMNBLKMMMN KanubpaTopamm
NpoayKTa NPou3eoanTens.
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Kanu6poska

MeToauka BHeppeHue ug(y)

Martepuan
MpunuceiBaHne

3HaveHus1

a) Onpenenexue
eavHnubl CH, gaHHoe
'KBM (CGPM)

A T
> b) MMepeuinas peepeHTHan MBBM, HMW®, ANPU®
. MeToAMUKa BbIMONHEHUs
c) MepBuuHbiA | =
Ka)mVIGppaTop AoNepe MBBM, HMK® —
d) BropuyHas pethepeHTHast
MeTOAMUKa BbIMONHeHUS
M3MepeHui HMW, AIPK —_
e) BTopuyHbIiA
b HMW, AITPK, 1NN —_
kanu6parop f) BoiGpaHHas npon3eoguTenem
MeTOAMKa BbINOINHEeHUs
U3MepeHui nn —_
g) Pa6ouwuit kanuGparop mn
npovssoauTers h) YcTaHoRneHHasi npouaBoauTenem
MeToanka FbIHOHHeHMH
i) Kanm6parop, vsmepenmn m —
M3rOTOBIEHHbIN
npovuaao;wlTeneMb
nn —
Jj) PyTuHHas MeToauka MpoussoauTens —
BbINOMHEHWUs M3MEpPEHUi W/WnNn KOHEYHbIN
KOHEe4HOro norpeburens notpe6utens
PyTuHHas npo6a KoHeuHbii -
notpeéurennb
PE3YNbLTAT KoHeyHbI _—
notpeéurennb

® Mpu yTBEPKACHUM MEXaYHAPOAHLIMUA HayYHBIMWMEAULIMHCKMMA OPraHn3aLmMaMi, Hanpumep MexayHapoaHom

henepaLmein KIMHNYECKON XMMnn n nabopaTopHoi MeanLUmMHbI, BcemnpHoii opraHusaLmeit 3gpaBooxpaHeHust.
Kanu6patop MoxeT 6bITb MaTepuanom ¢ MaTpuLeil, HanoMuHalLei NPpoGbl YeNOBEYECKOro NPOUCXOXKAEHNA, KO-
TOpble AOMKHbI BbITh N3MEpPEHbI PYTUHHLIMUA METOANKAMU BbINONHEHUS U3MEPEHUI KOHEYHBIX NOTpeGuUTEne.

CokpalueHus: AlIPU — akkpeauToBaHHaa naGopatopus pedepeHTHbIX U3MepeHuin (Hesasucumas naGopatopus
unu na6opatopus npoussoautens); MBBM — MexayHapoaHoe Gtopo Becos U Mep (International Bureau on Weights and
Measures; BIPM); TKBM — NeHepanbHas koHdepeHumus Becos u Mep (General Conference on Weights and Measures,
CGPM); NN — na6opaTopusa npoussoautens; HMY — HaLMOHanbHbIM MeTPONOrMYeCKnin UHCTUTYT.

OBosHaueHue U, (OCb y) YCTaHOBNEHO ANA CYMMapPHOI CTaHAaPTHOI HEOoNPeaeNeHHOCTU N3MEPEHUS.

op13oHTanbHbIE YEPTOUKM, PaCMonoXeHHbIe Crpasa noj 0603HaueHneM U, (0Cb y), He 0GpasyHoT LWKany.

OnpeAeneHnsa NOHATWI NpuBeAeHb! B 4.2.2, NepeyncneHnsx oT a) A0 j) COOTBETCTBEHHO.

OTBETCTBEHHOCTL MPOU3BOAUTENS 3@ METPONOMMHECKYH NPOCNEXMBAEMOCTb AOKHA HaYUHATLCA C MPUNMCaHHOTO
3Ha4YeHna ANA U3roTOBNSAEMOro kanubpaTtopa 1 3akaH4YMBaTbCA Ha BTOPUHHOM KanubpaTope Unm BTOPUHHON pedepeHT-
HOI MeToAMKE BbINONHEHNS U3MEPEHUIA B CNyYasnX, KOTOpble MOryT UMeTb MecTo. (lMocneaHWin cerMeHT orpaHnyeH ropu-
30HTanNbHbIMN NPEPLIBUCTBIMU NUHUAMK.) [POU3BOANTENB AOMKEH TaKXKe 0TBEYaTb 3@ UHCTPYKLIMIO MO MPUMEHEHWIO.

MeTponoruyeckas NpoCNeXNBaeMoCTb 3Ha4YEHUA, MPUNUCAHHOTO KOHTPONBHOMY MaTepuany NpaBunbHOCTI, AONX-=
Ha UCMONb30BaTh NePapPXMI0 KAaNUGPOBKM, MOKa3aHHYH B COOTBETCTBUM C NEPEYUCNEHNEM i) KaK «KOHTPONbHLIN MaTepuan
NpaBUnNbHOCTU, M3rOTOBNEHHBIV NPOM3BOAUTENEMY.

PucyHok 1 — 3KCcTeHcuBHas nepapxus kanMbpoBKU U MeTponornyeckas NpocnexmnsaeMocTb Ao eanuHuy, CU
(cm.4.2.2)
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MpumeyvyaHune 1— B 3aBUCMMOCTN OT AOCTYNHOCTU METOANK BLINONHEHWUSA U3MEPEHU n kKanmbpaTopos Lienb
MeTPONOrM4eckon NPOCNeXmnBaeMoCT MOXET 3aKaHYMBaTLCA Ha NDOGOM ypoBHE BBEpPX OT PYTUHHON METOAUKA BbINONHE-
HUSi U3MepPeHUiA (j)) KOHeYHoro NnoTpebuTens.

MpumMmeyvyaHune 2— Koraa He AOCTYNHbI HYU NEPBUYHBIN, HA BTOPUYHEIN KanubpaTopbl, kanubpaTopoM BhiCLLe-
ro METPONOrMYECKOro ypoBHS NPeanoyTUTENbHO AoMmkeH GbiTb MeXAyHapoAHO NPU3HaHHLIN kanubparop.

MpumevaHne 33— KoraaHe cylecTByeT HA NEPBUHHON, HU BTOPUYHON pedhepeHTHON METOANKMN BLINONHEHUS
n3MepeHnin, MeToamkon 6onee BbICOKOro YPOBHA NPEANOHTUTENBHO AOMKHA ObITb MeXAYHAPOAHO NpU3HaHHas pedepeHT-
Has MeTOAUKa BbINONHEHNS] U3MEPEHWIA.

MpumeyvyaHune 4 — SkcTeHCMBHAA nepapxusa kKanMBpoBkn MOXeT ObITb YKOPOUEHHON COOTBETCTBEHHO, HO BCE
e NpepaocTaBnATL METPONOrMYECcKyo NPOCcNeXMBaeMocTb A0 eanHuLbl CU, onyckas Aaxe HeCKONbKO NocneaosatenbHbIX
YPOBHEN, 3a UCKNIOYEHNEM YKa3aHHbIX B NepeducneHunsx a), b) ni).

4.2.3 Korga napbl nocnegoBaTenbHbiX YpoBHEN (kanubpatop n mMetoamka mnn HaobopoT) nepapxumn
KanuBpoBKKM NPONyLLEHbl, HeonpeaeneHHOCTb MOXET 6biTb yMeHbLUeHa. B npuHumne, aneMeHTb u3 4.2.2, nepe-
Jucnexmns a),b), i) cnegyet paccmaTtpuBaTh Kak He0O6X0aUMbIE, €CNN ANA 3HAYEHWA, NPUNUCAHHOTO KanubpaTopy,
M3roTOBMNEHHOMY MPON3BOANTENEM, NPEAbABEHa METPONOrMYecKas NPOCNeXNBaeMocTb A0 eanHuLbl CU.

4.2.4 KorpaBepxHuX ypOBHeN epapxuv KannbpoBku, ONUCaHHbIX B 4.2.2, He CYLLEeCTBYET, AOMKHA ObiTb
YCTAHOBNEHA CCbINKa Ha METOAMKY BLINOMHEHUA N3MEPEeHNN NNK KaNUGPOBOYHLIN MaTepUan MeTPONOrM4ECKN
Gonee BbICOKOro ypoBHS (CM. 5.3—5.6). B HekoTopbix cnyvanx aTo MoXeT ObITb pabounii kannbpaTop NponsBo-
avntens [cM. 4.2.2, nepedncneHne g)] unm ycTaHoBNEeHHaA NPoOM3BoanTenNeM MeToamka BbINONHEHUA n3aMepe-
HWi [cM. 4.2.2, nepeuncnenue h)].

4.2.5 Vcxoasa us TepMMHOB ANA KanubpaTopa, NpuseaeHHbIX B 4.2.2, nepevncnerns ¢, e), g) ni), ana
AaHHOro kKanubpaTtopa AomkHa ObITb MPeacTaBneHa cneayowan nHipopmaums:

a) npusHaHue (Hanpumep, MexXAYHapoaHOoe, PerMoHanbHOE, HaUMOHaNbHOE);

b) ebinycTvBlLas kanubpaTop opraHnsauma (Hanpumep, WHO, BCR, IRMM, NIST));

c) cepTndmkat (cepTndnLMpoBaH, He CepTUMULMPOBAH);

d) npoucxoxpaeHue (Hanpumep, HEOPraHUYecKoe, YeNOBEYECKOe UNKN XUBOTHOE, PacTUTENbHOE UNU
MUKpOBHOe);

€) n3roToBneHve (HanpuMep, CUHTETUYECKOE, HaTypanbHOE, PEKOMOUHaHTHOE);

f) mMonekynsapHas hopMa (hopMbl) MK CypporaT aHanuTa (Hanpumep, CTepru4ecKnii U3oMep ANA aMUHO-
KUCMOTbI UMK FMULEPUH ANst SPUPOB FNLEepuHa);

g) matpuua (Hanpumep, 3abydepeHHbI pacTBop Oblubero anbGymmnHa);

h) arperaTHoe cocTosiHWE [(COCTOAHMS) ra3, )KMAKOCTb, TBEPAOE BELLECTBO];

i) pasa (dhasbl) (pacTBop, B3BECH, NIMOGUNU3NPOBAHHOE COCTOSIHUE);

j) npepnonaraemoe ncnonb3oBaHue.

4.2.6 Onsawn3amepsemorn BeNUYMHbI, HE UMEIOLLEN 3HAYEHUI, METPONOMMYECKU NPOCMEXEHHbIX 10 €AVHN-
Ll CU, MOXET He CyLLeCTBOBaTL NEPBUHHON pedhepeHTHON METOANKN BbINOMHEHNA U3MEPEHUM NN NEPBUYHO-
ro kanubpatopa. B aTtom cnydae meTtooukon wnv KanubpaTtopoM BbICLLEr0 YPOBHSI [AOIPKHbI OblTb
MeXayHapOoAaHO NPU3HaHHaA pedepeHTHaa METOAMKA BbINONHEHUA M3MEPEHNIA (CM. 3.12) unu MexayHapoaHO
NPM3HaHHbIA KanMbpoBOYHbIN MaTepuan (cMm. 3.11), yTBep>XOeHHble MeXAYHapPOAHbIM METPOOrMYeCKUM
OpraHoM N1 MexayHapoaHON Hay4YHOW opraHnsaumen. Ix BHeapeHne A0mMKHO 6biTh NpoBEeAeHO METPONOIK-
YECKUMU MHCTUTYTaMMN NN aKKPeAMTOBaHHbIMK nabopatopramn pedepeHTHbIX U3MepeHU, OCYLLECTBNSIO-
LMK METPOOrUYECKYI0 NPOCNEXNBAEMOCTb 0 BO3MOXHOIO MEXAYHapOAHOro YPOBHSA.

NMpuMmeyvyaHune 1— PasnuyHble NPOTOKONbI NepeHoca kanubposku npueeaeHsbl B 5.3—5.5.

n pnMedyaHne 2— Me»myHaponHoe cornaweHue no TakmMm cuctemam pe(*)epeHTHle MsmepeHuﬁ, HEe UMeto-
wum MeTpOJ'IOFMHeCKOﬁ npocnexmneaemMocT 4o eauHnL CIW, HeoGxoauMo Anst Toro, YToObl n3dexxaTb MONOXKEHUs, npu KO-
TOPOM pasnu4Hble perMoHanbHble UNU HalMOHanNbHbIE CUCTEMBbI pe(‘pepeHTHbIX msmepeHmﬂ, nMverLme pasnuyarowmecs
uenn MeTpOJ'IOFI/l‘-IeCKOﬁ npocnexxneaemMoCcTn, MOryT AaBaTb pasnunyarmnecsa pe3ynbratbl Ha np06ax nauneHToB, TeM ca-
MbIM HapyLliasa COOTBETCTBUE BO BPEMEHU U NPOCTPAHCTBE.

MpumeyvyaHune 3— JKcnepTHbI KOMUTET NO Buonoruyeckomn ctanaaptTusauum BO3 (BKBC) ycTaHoBUN MeX-
AyHapoaHble Guonornyeckue ctaHaapTHble obpasubl, HasbiBaeMble «MeXayHapoaHbiMu cTaHaapTamm (IS)» (nepBoHa-
YanbHO — «MexayHapoaHble pedepeHTHble npenapartel, IRP»), Ana npumeHexuns ¢ Guonpoleaypamm 1 UMMyHoMpoue-
aypamu (cm. [12]). [Ons nepseoi napTum Takoro Matepmana «MexayHapoaHas eamHuLa» onpeaeneHa kak npoussonbHoe
3ajaHHOe KONMMYeCTBO MaTepuana, oxapakTepusoBaHHOe ero 3agaHHou Guonormyeckon akTMBHOCTBIO. Mocneaytowme

" WHo (World Health Organization) — BO3 (BcemupHasa opraHusauus 3apasooxpaHerus); BCR (Community
Bureau of Reference) — Btopo atanoHoB Coobulectea (Esponetickuii Cow3s); IRMM (Institute of Reference Materials and
Measurements) — VHCTUTYT pedrepeHTHbIX MaTepuanos u usmepexuin (Eeponerickuii Cotos); NIST (National Institute of
Standards and Technology) — HaunoHanbHbIn MIHCTUTYT cTaHaapToB U TexHonoruii (CLUA).
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napTMN KaNnUBPyYOTCS NyTeM COrnacoBaHHbIX MexNatopaTopHLIX M3MEePEHUI NO OTHOLLEHMIO K NpeAbIayLLeMy MaTepuany.
MapTumn MexxayHapoaHbIX CTaHAapTOB (3TanoHOB) B UX psAay 0603HauaoTea 3Hakamm «1-1 IS», «2-1 IS» n T. a. Mpunucan-
Hoe 3HaYeHune Takoro cTaHAapTHOro o6pasua, AaXe eCnm 3TO BbICOKOYMCTOE BELLECTBO, CBA3aHO C NpeanucanHoi 6uono-
rm4eckoin MeTOANKON BLIMONHEHUS U3MepeHUii 6e3 MeTponornyeckon npocnexxmsaeMocTi 4o eauHuy, CU. MosTtomy Takoi
MaTtepuan He MOXeT Ha3biBaTbCA NEPBUYHBIM CTaHAAPTHLIM 06pasLoM (cM. 3.24).

MpumevyaHune 4— MexayHapoaHO MPU3HAHHBIN KaNMGPOBOYHBLIM MaTepuan (Hanpumep, MeXAyHapoAHbIA
ctanpaapt BO3) moxeT 6biTb MCNONb30BaH Kak kannbpaTop ToNbKO B TOM Chyyae, ecnu Matepvan 6bin paspabotaH Ha OCHO-
BE YETKO OnpeaeneHHo BENUYUHBI, CBA3AHHOW C NpeanonaraeMblM KNMHUYECKUM NPUMEHEHNEM, U €CIIM NPUMCAHHOE 3Ha-
YeHne MaTepuana UMeeT HeonpeaeneHHOCTb, NpUeMNeMyto Ana kanuBpPoBKWN PYTUHHBLIX 3MepUTEeNbHbIX cucTeM. HekoTo-
pble MexxayHapoaHble cTaHaapTel BO3 6binv nepeoHaqansHo npeaHasHadveHbl CnyxuTb kanubpartopamn Ana npoueayp
N3MepeHns in vivo, OCHOBaHHbIX Ha BMONOrMyeckoit akTMBHOCTU (0cOBeHHO ANs TepaneBTUYeCKKX Leneit). icnonb3oBaHue
Takux MaTepuanos And kannbpoBkn UMMYHONPOLIEAYP U3MePeHUIA in vitro MoXeT Bbl3BaTb cepbesHble npobtnemsl (cMm. 4.3).

MpumeuvaHune 5— MeToauka BbINONHEHUA U3MEPEHUI, PE3YNETATHI KOTOPLIX METPONOrMYECKW He MPOCNEXK-
BalTCA Ao eanHnL CU, moxeT npeabsaensaTb TpeboBaHWs K 060pyA0BaHUID, ANS KOTOPOro HEOBXOANMO Takoe NPOCNEXi-
BaHWe, Hanpuvep Npy onpeaeneHnn obbema, BpeMeHu, Macchbl, AaBNeHuUs.

4.3 TpeboBaHMA K YCTaHOBEHUIO METPONOrMYECKOMN NPOCNEXMBAEMOCTH

4.3.1 I'Ipm YCTaHOBNEHUN MeTpOJ'IOFM‘-IeCKOﬁ npocneXxXmeBaemMoCTn OOSTKHbI ObITb y4yTeHbl cneaywuue
BO3MOXHbl€ OLIMBKM:

a) HeypnoeneTBoputenbHOe onpeaeneHne aHanuTa B Npobax YenoBe4eCcKOoro NPONCXoXAEHUS.

b) TexHnyeckne I'IpO6J'|eMbI npu peanu3aumn egnHULbl KONu4ecTea BellectBa — MONA — Kak ynbtpa-
4YUCTOro MaTepmnana AaHHOro XMMMYECKOro coeanHeHns (CM. Taeke 4.2.6, npumeyaHue 2).

¢) HeoaHopoaHOCTb (reTeporeHHOCTh) aHanmTa B kanmbpartope (M30hopMbl, NPOU3BOAHLIE), 3aTPYAHNA-
oLLasn ero hUaNKo-XMMUHeCcKoe onucaHme, Hanpumep B criydae pepMeHTOB, aHTUTEN, MUKONPOTENHOB.

d) MeToavky BbINMOMHEHUA U3MEPEHUIA, MMEIOLLIME Pa3NNYHYIO CNeundUYHOCTb M N3MPaTENbHOCTL B
OTHOLLEHWN aHanuTa B AaHHOM kanubpaTtope.

MpumeuyaHue 1— OTanpobnema kacaercs psaaa METOANK BLINONHEHNS U3MEPEHNII B AAHHON UepapXnm Ka-
NMBPOBKU, BKNKOUASA PYTUHHYKO METOAMKY, a Taloke COBOKYMHOCTU ABYX U Gonee pyTUHHBLIX METOAUK C MCNONb30BAHWUEM OA-
HOrO U TOrO e KannbpaTopa NpoAyKTa NPOM3BOAUTENS, YTO MOXET HapYLIMTL KOMMYTaBenbHOCTL kanubpaTopa.

MpuMeyaHune 2— 3Tanpobnema TMNMYHA AN UMMYHOMNPOLEAYP, FAe aHTUTena, UCMonb3yemble B pasnuy-
HbIX METOAMKAX, MOFYT UMETH Pa3HYH PEaKTUBHOCTL MO OTHOLLIEHUIO K 3NUTOMY (3NMTONAaM) aHTUreHa aHanuTa unm aHtTure-
Hbl, UICMONb3yEMbIE KaK peareHTbl, MOryT UMETb Pa3HyI0 PEaKTUBHOCTb MO OTHOLLEHUIO K aHTUTENY aHanuTa.

e) Namepsiemble NpoGbl HENOBE4ECKOro NPOUCXOXKAEHNSA, UMEIOLLME aHanNuTbl C MHAMBUAYanbHOMW pas-
NNYHON MUKPOTFETEPOreHHOCTLIO MO OTHOLLEHMIO KKannBpaTopy, HanpuMmep: U3MepeHne KOHLLeHTpaLmm (obLue-
ro) G6enka B cblBOpoTKe MO OwuypetoBon peakuun, KanubpoBaHHOW nNO pacTBOpy anbbymuHa,
MMMYHOXUMMNYECKOE U3MEPEHNE KOHLIEHTPaUWn (peppuTHHA B CLIBOPOTKAX C Pa3nM4HOM MUKPOreTeporeHHOC-
Tbl0 aHanuta, rae WHAMBMAyanbHble W30(POPMbl Pacno3HAOTCA B pPa3HOW CTEMeHW PasnNUYHbIMK
MOHOKINOHAMbHbIMW aHTUTENAMMW.

f) Mpob6bl YenoBeYECKOro NPONCXOXAEHUS, MEIOLLIME MaTPULIbI, OTAIMYAIOWMECA OT MATPULbI Kannb-
patopa.

g) Kanubpatopbl C HECOOTBETCTBYIOLMM «CYPPOraTHbIM aHanuToOM.

h) ®uanyeckas mnn xmmmyeckas MoanduKaumsa Npyu naMepeHun NPodel, BKNIOYAA aHaNUT, Hanpumep
AeHaTtypaums (cM. UCO Pykosoactso 35, nyHkT 9.3.1).

4.3.2 Korga psgHaTvBHbIX NPO6 4enoBEe4ECKOro NPOMCXOXKAESHUA MCNONBb3YIOT Kak BTOPUYHbIE Kanubpa-
TOpbI [cM. 4.2.2, nepeuncneHue e)] unn anbTepHATUBHO Kak paboune kanubpaTtopbl nponssogutens[(cMm. 4.2.2,
nepevyncnexune g)] aAnsa noaTeepKAeHNA KOMMYTabenbHOCTU Ha TAKOM YPOBHE Yepe3 COOTBETCTBUE COCTaBa
aHanuTa u MaTpuLbl, NPOObI 3TOrO PAAA AOIMKHLI OXBATbIBATL N3MEPUTENBHLIN MHTEPBAN COOTBETCTBEHHO €rO
AnanasoHy Ha NpaKTMKe NPU N3MePEeHN B PYTUHHLIX Npo6ax.

NMpuMmeyaHune 1— EcnuaHanut B npobe yBenuueH unu ymMeHblleH, AomkHa 6bITb NoaTBEpPKASHA KOMMYTa-
6enbHOCTb MOAMMULMPOBaHHON NPOObLI.

Ana kaxpoi Npobbl 3Ha4YeHNe N HeonpeaeneHHOCTb A0MKHLI ObITb NPUNNCaHbI METOANKOM BLINONHEHNS
n3MepeHni 6onee BLICOKOrO YPoBHS. Paa npob YenoBeveckoro NPoncxoXxaeHNa AOMKHbI ObiTb NCMOMb30BaHbI
ana kanmbpoBku (aTTectaunn) BbiIGpaHHON NPOM3BOAUTENEM METOANKN BLINONHEHWUA U3MEPEHUI [cM. 4.2.2,
nepeuncnenue f)] Unn yctaHoBNEHHOM NPOU3BOAUTENEM METOANKN BLINONHEHNA 3MepeHui [cM. 4.2.2, nepe-
uncnexue h)], kKoTopyio 3aTem NCNONb3yIoT ANA NPUNUCLIBAHWA 3HaYeHUS (3Ha4YeHni) paboyemy kanubpaTtopy
(kanubpatopam) npoussogutens [cM. 4.2.2, nepeuncneHne g)] unu kanubpartopy (kanubpatopam),
M3roTOBNEHHOMY NpounssoauTenem [cM. 4.2.2, nepedncnexue i)).
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Ecnun pag npo6 4enoBe4eckoro NPOUCXOXAEHUS UCMONb3YIOT B Ka4eCTBe BTOPUYHOIO kanubpartopa
[cM.4.2.2, nepedncnerie )] ANa kanubpoBkK (aTTecTaummn) n3dbpaHHON NPON3BOANTENEM METOANKMN BbINONHe-
HWA namepennii [cm. 4.2.2, nepeuncnenue f)] n paboyero kanmbpaTtopa npon3soauTens [CM. 4.2.2, nepeyncne-
Hve g)], To Ans obecneyeHnsa METPONOrMYECKON MPOCMEXMBAEMOCTV 3TU MpoBbl AOMXKHbI GbiThb Takke
M3MepeHbl COOTBETCTBEHHO BblGPaHHON METOAMKOW BbINONHEHUSA U3MEPEHNIA Gonee BbICOKOr0 YPOBHSA (Hanpu-
Mep, METOAMKOM BbINOMHEHUS U3MEPEHMI, UCMONb30BAHHOM ANA NPUNVCLIBAHNSA 3HAYEHNI psaay Npob Yenose-
4YeCcKOro MPOUCXOXAEHWS). 3Ha4yeHUsi, NOMyYeHHble MPU 3TUX M3MEPEHUSIX, OOMKHbl OblTb YKasaHbl B
TEXHUYECKON AOKYMEHTALMM Ha AaHHYIO NPOAYKLMIO.

MpumeyvyaHune 2— PesynstaTbl 3TUX U3MEPEHUI AOMKHBI 0GNerYnTh OLEHKY aHanMTUYeCKon CreLmuguyHOCTM
METOAMKN BLINONHEHUA M3MepeHuii, BbiBpaHHON npoussoauTenem, n obecneynTb oLeHKy kommyTabensHOCTU pabodero
kannbpartopa.

MpumedvyaHune 3— PabouniikannbpaTtop nponssoautens [cM. 4.2.2, nepeuncnenue g)] MoxeT ObiTb NpeaHas-
HaueH Ans Toro, 4Tobkl NpeAcTaBUTL NapTUIO U3FOTOBMNIEHHOTO NpousBoAuTeneM kanmbpaTtopa (N KOHTPONbHOro MaTepu-
ana npaeunbHocTH). B aTom cnyyae TpebyeTcs npamMoe nsmepeHue n3MepsieMoi BENUYMHLI B COOTBETCTBUM C BbIOPaHHON
MeTOoAMKON Gonee BLICOKOro YPOBHSA TONLKO eAMHCTBEHHOrO obpasua paboyero kanmbparopa U3 napTuu.

Ecnn psap yenoeedecknx npob ncnonb3ytoT B kadecTse pabodero kannbpatopa [4.2.2, nepeuncnenue g)]
ONs KannGpoBKW YCTaHOBNEHHON NPOM3BOAUTENEM METOAVKN BbINOMHEHNA M3MepeHun [4.2.2, nepeuncne-
Hue h)] ¥ M3roTOBNEHHOro NpomnssoanTenem kannbparopa [4.2.2, nepedncneHue i)] (MNn KOHTPONbHOro MaTe-
pvana npaBWNbHOCTK), TO ANs 06eCne4eHNs METPOMNOTNYECKON NPOCNEXNBAEMOCTN 3TN NPOGbI TAKKE AOMKHbI
ObITb M3MepeHbl BbiGPaHHON METOANKOM BbINMONHEHNA N3MepeHUi Bonee BbICOKOTO YPOBHSA (HanpuMep, MeTo-
OVIKOW BbIMOSNIHEHNSA N3MepeHUI, NCNOMNb30BaHHOWM ANs MPUMNMCBLIBAHUS 3Ha4YeHVn pagy Npob YenoBevecKkoro
NPONCXOXKAEHMSR). 3HAaYEHUs, NONYHEHHbIE MNP 3TUX U3MEPEHUSAX, AOMKHbI OblTb YKasaHbl B TEXHWYECKON
AOKYMEHTaLMN Ha AaHHYI0 NPOAYKLMIO.

MpumevyaHune 4— Korga napTmm U3roTOBNEHHOrO Npon3soauTenem kanubpatopa (NN KOHTPONbHOrO Marte-
pviana npaBunbHOCTW) BbINYCKaKOT NOCNeaoBaTeNbHO, COrnacHo cTabunbHon hopmMyre 1 Npon3BOACTBEHHOMY NpoLieccy, a
rOMOreHHOCTb U CTabUNbHOCTL AEMOHCTPUPYIOT OT MapTM K NapTum, NpsiMoe n3MepeHne 3HaueHUsA usmepsieMoil Benuyu-
Hbl B KanuGpaTope NpoaykTa (MM KOHTPONBLHOIO MaTepuana NpasunNbHOCTN) BIGPAHHON METOAUKON BLINONHEHUS U3Me-
peHwui 6onee BbICOKOrO YPOBHSA A0MKHO GbITb MPOBEAEHO TOMNLKO B OTHOLLIEHUM OQHON NpeAcTaBUTenbHONM napTun. [ins no-
cheayLWMX NapTuii M3roTOBNEHHOrO Mpou3BoauTenem kanubpatopa (MNKM KOHTPONBHOTO MaTepuana npaBUNbHOCTU)
3HaYeHWe U3MepsAemMoii BENUYMHLI, ONpeaeNeHHOe METOAMKON BLINONHEHUA N3MEpeHUA 6onee BLICOKOTO YPOBHS, MOXET
6bITb OLIeHEHO Ha OCHOBE NPEeALIeCTBYIOLLEro onbita. MeTponoryeckas NPOCNeXuBaeMocTb A0 kanubpaTopos n MeToAnK
6onee BLICOKOrO YPOBHS, ykazaHHas Ans NpeACTaBUTENLHON NapTUX N3roTOBNEHHOTO NpoussoauTenem kanubpartopa (Mnu
KOHTPONbHOrO MaTepuana npaBunbHOCTH), pUMeHUMa U AN NGO nocneayowei NnapTum.

Ina noaTeepXxaeHUs KOMMYTabenbLHOCTU COOTBETCTBYIOLMX KanMBpaTopoB (CM. 7.2) n meTponornyec-
KOM NPOCNEXMBaEMOCTHN NPUMNCAHHBIX UM 3HAYEHU (CM. 7.3—7.7) He AOMmKHA ObiTb NPMMEHEHa OAHA U Ta Xe
cepvst HAaTUBHbIX YENOBE4EeCKNX Npoo.

4.4 TMpepHa3HayeHWe CTaHAAPTHLIX OOpa3uoB

441 Kanubpatopb! (CM. 3.7), uMeioLme NPUNUCaHHOE 3Ha4YeHne ¢ U3BECTHOW HeonpeaeneHHOCTbIO
M3MepeHUs N NpPUMEHsIEMbIe A KanUMGPOBKU U3MEPUTENBHON CUCTEMBI, 0BecneumBaloT METPONOMMYECKYIO
NpocneXxneBaemMocTb pe3ynbTaTa, NoNyYeHHOro AaHHON CUCTEMOMN.

4.4.2 KoHTponbHble matepuanbl NpaBunbHOCTHU (CM. 3.32), nMeloLme NpUNMCaHHoe 3HayeHne, MeTpo-
NOrMYecKy NpocnexveaeMoe A0 METOANKU BbIMONHEHMA U3MEPEHNIn Unu kanmbpoBouHoro maTepuana 6onee
BbICOKOTO METPONOINMYECKOro YpoBHSA, NPUMEHSIOT AN OLIEHKN CMeLLEeHMSA n3MmepeHus. SHaueHne KOHTPOMNLHO-
ro Matepuana AomKHO UMETb HeoNpeaeneHHOCTb U3MEPEHNA, He NPEBLILLAIOLLYI0 HEONPEAENEeHHOCTb U3ro-
TOBMNEHHOrO NPON3BOANTENEM Kanubpartopa.

4.4.3 CraHpapTHbiit o6pasel B onpeneneHHon N3MepuTenbHoOn cucteme MoXeT ObiTb MCMOMNb30BaH
NNBO TONBLKO KaK KannbpaTtop, NMB0 TONLKO Kak KOHTPOMNbHLIA MaTepuan.

5 lMpoTokonbl nepeHoca KanMopoBKMU

5.1 [locTynHOCTb U CTPYKTYpa

MpoTokon nepeHoca KanUGPOBKU NpeaHasHavYeH ANA NPUNUCLIBaHWS (C NPUMEHEHNEM CTaHAAPTHbLIX
06pa3uoB u pehepeHTHbIX METOAMK BbIMONMHEHUS U3MEPEHUI BbICOKOTO METPOMOrMYEeCckOoro YPOBHS) 3Have-
HWUS, CBSAI3AHHOrO C AaHHON BENNUYMHON, AaHHOMY CTaHAapTHOMY obpasuy. OnucaHue NpoTokona nepeHoca
KanmbpoBKN AOMKHO BKNIOYATL B ceBA COOTBETCTBEHHO:

a) OCHOBaHMA ANA BLIGOpa CTaHAAPTHLIX 06Pa3LIOB M UX CTaBUNBLHOCTL M KOMMYTaGENLHOCTD;

b) ocHoBaHua ANa BbIGOPA METOAMKM BLIMONHEHUA N3MEPEHUI, BKNiouas 060pyaAoBaHuE;
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C) COOTBETCTBYIOLLME CTATUCTUYECKNE METOADI;

d) oueHKy BNnAHWA MaTpuLbl U NoBbIX MOANdUKaLMIA aHaNUTAa.

NMpuMedvyaHune 1 —OaHOM M3 NpobnemM, OTMe1aeMbIX Kak NPOU3BOANTENSMM, TaK M NOTpeduTensMmn MeauLuH-
CKVX U3aenuit ANs AUarHOCTUKM in vitro, ABNSIETCA OTCYTCTBUE CTaHAapTHbLIX 00pasLoB, Kak aTTeCTOBaHHbIX Tak M HeaTTec-
TOBAHHbIX, MPOSBNSOLLUMX B AAHHON U3MEPUTENBHON CUCTEME CBOMCTBA aHanuTa U MaTpuLibl, NoaobHbIe TeM, kakme UM
NpUCYLLM B PYTUHHBIX YenoBeYeckux npobax (kpoBb, NNasma, CbIBOPOTKa, Moya U T. A.) (cM. 4.3). Kpome Toro, ans MHOrMX
n3mMepAeMbIX BENUYUH HET pedePeHTHbBIX METOAMK BbINONHEHWUS U3MEPEHWA.

MpumMmeyvaHune 2— Koraa yucnonbsyemoro ctaHaapTHoro obpasua Ha AaHHOM YPOBHE nepapxum KanmbpoBku
OTCYTCTBYET KOMMYTabenbHOCTb, AONYCTUMO UCNONb30BaHWE psaa NPob YenoBeveckoro NPOUCXOKAEHUS, OXBaTbIBAIOLLIUX
BeCb M3MepuTenbHbI AnanasoH (cm. 4.3.2).

MpuMedyaHune 3— OkoHuyaTenbHbIN BLIGOP METPONOrUYECKUX YPOBHEN B AAHHOM Clyyae 3aBUCUT OT Npuem-
NeMOCTU HeonpeaeneHHOCTU N3MePEHUst KOHEYHOTO pe3ynbTaTa, HanMuna MeToaunk, kKanubpaTopoB, TEXHONOMIA U 3KOHO-
MUYECKUX BO3MOXKHOCTENH. OTW hakTopbl 0OYCNOBNMBAIOT TEHASHLMIO K HEOBGXOAUMOCTN MeXAYHaPOAHOro NPU3HaHUS U
METPONOrnyeckon npocnexmsaemoct Ao eauHuy, CU.

MpumeyvyaHune 4 — TUNMYHbIA NPpUMep NPOTOKONA NEpeHoca KanUbpoBkN ¢ uepapxmammn, MsGpaHHLIMUA U3 non-
HOro psia METOAMNK BHIMONHEHUA N3MepeHUii U kanmbBpaTopos, NepeHncneHHbIX u B obem Buae onncaHHbIX B 4.2.2 U Ha
pucyHke 1, npuseaeH B 5.2—5.6 1 Ha CBA3AHHBIX C HUIMW PUCYHKaX 2—6.

5.2 Uepapxua KanMbpoOBKU NMpU HANUUUK NEPBUYHON pecdepeHTHON MEeTOAUKN BbIMONHEHUA
M3MepeHUi n NepBUMYHOro Kanubparopa (kanu6épaTopos), o6ecneumBaloLMX MEeTPONOrMYeCcKyto nNpo-
crnexuBaeMocTb A0 eauHuy CU

B npyHumne, K TaKMM N3MEPVMbIM BEMWYMHAM, KaK SNEKTPONUTLI, METabonuTbl, FNIOKO3a, XONECTEPUH,
CTepOoMaHble FOPMOHbI M HEKOTOPbIE TUPOUAHbLIE FTOPMOHbI, & TaKKe NneKkapcTBa, NPMMEHNMA nepapxmna kannt-
POBKM MO PUCYHKY 2:

- MepBuyHas pedhepeHTHaA METOAMKA BLINOMHEHNS U3MepeHui [cM. 4.2.2, nepeuncnenne b)).

NMpumep 1 — Ons kopmu3ona e naa3me KPoOeU: 2paguMempusi, KOMGUHUPOBaHHasl C OUeHKO cmeneHu Yuc-
mombi XumMu4eckuMu Memodamu.

- MepBnyHbLIN KanubpaTop [cM. 4.2.2, nepeuncnexue c)].

Mpumep 2 — XonecmepuH kak CRM 911b u3 HayuoHnanboHo2o0 uHcmumyma cmaHdapmoe u mexHosioaull
(NIST, Gaithersburg, MD, USA); maccoeas dons 0,998 + 0,001, 20e «yucmoma u oyeHeHHas HeonpedesIeHHOCMb
OCHOB8aHa Ha HayYHOM CyXOeHUU U OUEHKe MHO20YUCIeHHbIMU aHaIuUMUYeCcKUMU mecmamu, NPUMEeHeHHbIMU K
amomy ammecmoeaHHOMYy cmaHAapmHoMy o6pa3yy e npoyecce cepmudpukayuu. lMpueederHHan HeonpedesieH-
Hocmb cocmassiiem npuMepHo dea cmaHdapmHbIX OMK/IOHEHUS OMHOCUMESIbHO cepmugulupo8aHHo20 3Ha-
yeHus». (3HayeHue 0,001 senissemcs pacuwiupeHHol HeonpedesieHHOCMbIO ¢ hakmopom oxeama k =2 npu ypoeHe
doesepumensHoli epossmHocmu npumepHo 0,95).

- Bropuunas pedepeHTHaa MeTOANKA BbINONHEHNA 3MepeHni [cM. 4.2 .2, nepeuncnexue d)].

Mpumep 3 — Onsa koHYeHMpPayuu Kopmu3osna e naasmMe: U3omonHoe pasbaeneHue — 2a3oeasn XpoMamo-
2padghuss — macc-cnekmpomempust (MP-IX/MC).

- Pabouwuit kanmbpaTtop (kanubpaTtopbl) npon3soantens [cM. 4.2.2, nepeuncnexue g)], onpeaeneHHbINn
npoun3soauTeneM N UMEIOLLMIA 3Ha4YeHne, NPUNNCAHHOE NYTEM:

a) nubo rpaBUMETPUM, T. €. B3BELLMBAHWEM aHanNUTa B popMe NepBUYHOrO KanMbpaTopa v B3BeLUNBaHN-
€M MaTpuLbl;

b) nnbo nsmepeHns, T. e. NPUMEHEHNEM NEPBUHHON NN BTOPUYHON pedhepPeHTHON METOANKN BbINOMHE-
HUA U3MEPEHNNA.

- YcTaHoBreHHasi Npou3BoauTerneM MeToamka BbiNonHEHNs naMmepeHni [cM. 4.2.2, nepeumncnenne h)].

- Kanubpartop, nsrotoBneHHbIM npoussoautenem [cm. 4.2.2, nepeuncnexne i)).
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Marepuan KannGposka N Meroauka BHegpeHue uy)
MpunucbiBaHue
3HaueHun
a) OnpepeneHue
A eavHuubl CU, naHHoe =]
FKBM (CGPM)
b) TlepBuuHasi pedepeHTHan MBEBM, HMW®, AnPW?  —
- METOAMKA BbiNONHEHUsA
¢) MepenuHbIi M3MEpeHUin
Kanubparop MBBM, HMW® —
d) BropuuyHas pedepeHTHast
MeToAuKa BbIlNMONIHeHUs HMM' AlnPU =
M3MepeHui
g) Pa6ouuit kanubpartop n ]
Npou3BOAUTENSA h) YcraHoBsneHHas npouasogutenem | SN —_
MEeToAUKa BbiMONHEHUs!
n3mMepeHun
i) Kanubparop,
U3rOTOBMEHHbIA nn —
npouaaonmenemb
j) PyTvHHas meToamka MNpoussoautens N
BbINONHEeHUs U3MEpeHWiA UW/nnu KOHEYHbINA
KOHe4Horo notpeburens notpeéutens
PyTuHHas npoba KoHeuHbii
notpeburens
PE3YINLTAT KoHeuHblit -_—
notpeéurenn

? TMpu yTBEPXACHNN MEXAYHAPOAHBIMUA HaYYHLIMI/MEANLIMHCKUMU OpraHU3aLMAMU, Hanpumep MexayHapoaHoil
denepaumein KNMHNYECKON XuMum 1 nadopartopHoi MeauumHbl (MPKXITM) n BcemMnpHOit opraHusaumeit 3ppaBooxpaHe-
Hus (BO3).

b Kanu6paTopom MoxeT 6bITb MaTepuan ¢ MaTpuLiei, HanoM1HaloLLel MaTpuLy Npob YenoBe4ecKoro NPoOMCXoXxae-
HUS, KOTOPbIe AOIKHBI ObITb M3MepeHb! C NMOMOLLILIO NPOoLIeAYpbl M3MepeHUit KOHEYHOro NoTpebuTens.

PucyHok 2 — BbibpaHHas nepapxusi kannbpoBku M METPonoruyeckas NpocnexmsaemMocTb Ao eamHny, CU
(cM. 5.2 n pucyHok 1)

5.3 Uepapxua kanMGpoOBKU NPU HANUYMK MEXAYHAPOAHO NPU3HAHHON pecepeHTHON MeTOANKN
BbINOMHEHUA U3MepeHUit (He ABNAIOLWENCA NePBUYHON) N MeXAYHAPOAHO NPU3HAHHOIO KanubpaTopa
(kanubpaTopoB) 663 MeTPONOrMYecKou NPOCNEXNBAEMOCTH A0 eAnHny CU

[ina BMOOB M3MEPUMbIX BENNYMH C KOMNOHEHTaMKn, NoaobHLIMKM remornobuHy HbA, (B8 npenapare),
nepapxus KannbpoBkK, B NpuHLMNE, AOMKHA GbiTb CneaytoLen (CM. pUCYHOK 3):

- MexayHapoaHo Npu3HaHHana pedepeHTHanA MeTOANKaA BLINONHEHNA 3MepeHuin (cM. 4.2.6).

Npumep 1 — Onsa donu konuyecmea eewecmea HbA . e 2zemoznobune kpoeu: npoyedypa-kaHdudam xuo-
KocmHasi xpoMamozpadghusi 8bICOK020 daeneHus — Macc-cnekmpomempust (BO-XXX/MC) [13].

- MexanyHapoaHO Npy3HaHHbIN KanubpaTop (CM. 4.2.6).

Mpumep 2 — [ina KOHUeHmMpayuu Kosiudecmea seujecmea 2emo2nobura (Fe) e kpoeu: abcop6yuomem-
pusi e2o YuaHuUGHo20 depueama, kanubposarHo20 CRM 522 zemo2n106uH yuarnud (HiCN) e nusame 6bi4beli Kpo-
eu om Bropo amanorHoe Coobujecmea (EU-BCR) c¢ koHueHmpayueil konudecmea eeujecmea (Hi(Fe)CN)
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(49,61 + 0,08) mxmonb/n npu GaHHOU pacuwiupeHHol HeonpedesleHHOCMU, cocmaessioulell No/I08UHY uHmMepaa-
na c ypoeHem dogepumesibHoi eepossmyocmu 0,95.

- BbibpaHHasa npoussoauTeneM MeTOAMKA BLINONHEHMA U3MepeHnii [cM. 4.2 2, nepeuncnenue f)].

- Pabouwuit kannbpaTtop (kannbpartopbl) nponssoantens [cM. 4.2.2, nepeuncnexue g)], onpeneneHHbIn
npon3soauTeneM N UMEIOLLIMIA 3HaYeHUe, NPUNNCAHHOE NYTEM:

a) nubo rpaBMMETPUN, T. €. B3BELLIMBaHNEM aHan1Ta B (9OpMe MeXayHapoaHoro kanubparopa v B3Be-
LWMBAHUEM MATPULIbI;

b) nnbo nsmepenus, T. €. NnpUMeHeHNeM BbIOpaHHON NponssoanTenem pedepeHTHOM METOANKW BbINON-
HEHWNA U3MEPEHNN.

- YcTaHoBneHHas NpousBoanTeneM MeToaANKa BbINONHEHNA naMepeHui [CM. 4.2.2, nepeuncnenne h)].

- Kannbpatop (kannbpatopbl), U3roToBNEeHHbLIN NponssoauTeneM [CM. 4.2.2, nepeuncneHuei).

Marepuan Kanu6poska \ Metoauka BHeapeHue uyy)
MpunuceiBaHue
3HaYeHus
MexayHapogHoO npusHaHHas pedepeHTHan —_
L METO/MKA BbIMOMHEHNA u3mepeHuin MexxayHapoaHon
HayJHo# opraHusaumn®, BO3®
MexayHapoaHas a
Me;myuapogno NpU3HaHHbLINA Hay4Han opraHu3aumus, —
kanu6parop BO3®
f) BoiGpanHas nponasoautenem nn _—
METOANKA BLINONHEHUS!
“3MepeHuit
g) Pa6ouunii kanmbparop P nn —
npoussoauTens h) YcraHoBneHHasi nponssoauTenem
METOAVKA BLIMNONHEHUS! nn ]
- M3MepeHun
i) Kanubpatop,
M3rOTOBNEHHbIA nn —
npowaaop,menemb
j) PyTuHHas metoauka MpoussoauTens —
BbIMNOMHEHUN U3MepeHui w/vnn KOHeYHbLIN
KOHeYHoro n0Tpe6MTen$| no-rpeﬁwrenb
PytuHHas npoba KOHEuHbIi —
notpe6urtens
PE3YNETAT KoHexHbiA —_—
notpebutennb

@ B cotpyaHnuecTse ¢ MexayHapoaHbIM 610po BECOB U Mep, HaLMOHaNbHLIMIA METPONOrMHECKUMMN MHCTUTYTaMu,
aKkpeaMToBaHHbIMM NaGopaTopUsAMU pedepPeHTHBIX M3MEPEHWIt U C MPOM3BOAUTENAMM.

® Kanu6paTop MOXeT GbiTh COOTBETCTBYIOLIMM CyppOraTHBIM CTaHAAPTHBIM OBPA3LIOM N NPOBOI YENOBEYECKOro
NPOUCXOXAEHUS.

PucyHok 3 — Vepapxus kanmbpoBku 1 MeTponornyeckas npocnexmnBaeMocTb A0 MeXAyHapOAHO NPU3HAHHOM
pedepeHTHON METOANKN BLIMONHEHNA U3MEPEHU N MeXAYHapoaHO NpU3HaHHoro kanubpaTopa (kanubpaTtopos),
He ABNSAILWNXCA NepBUYHbIMM (CM. 5.3 1 pucyHok 1)
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5.4 Uepapxua kanmbpoBKKU Npu HANIMYMM MeXAYHapOAHO NPU3HAHHOM pedepeHTHON METOANKN
BbINOMIHEHNA U3MEPEHNN (He ABNAIOWENCA NepBUYHON), KanubGpaTopa, He ABNAIOWErocA MeXxayHa-
POAHO NPU3HAHHbLIM, U 63 MeTponorMyecKkom npocnexmnsaemMocTu 4o eanHny CU

Nepapxua kannbposBkun, NPUMEHNMasA K BENUYUHAM C TAKUMM KOMMOHEHTAMW, KaK XONeCTEPUH NMNonpo-
TeNHOB BbICOKOM NNOTHOCTM (J1BIT), KNeTKv KPOBU M HEKOTOPbIE (PAKTOPbI FeMOCTa3a, B NPUHLUMNE AOMKHA ObITb
cneayiowen (CM. pUCyHok 4):

- MexayHapoaHo npu3sHaHHas pedepeHTHan MeToankKa BbINONMHEHNA U3MEPEHU (CM. 4.2.6).

Mpumep — Memoduka ebinosiHeHuUs usmepeHui, cneyugpuyuposarHaa MexdyHapodHbiIM coeemoM no

cmaHndapmu3ayuu e 2zemamosiozuu (International Council on Standardization in Hematology, ICSH) dna usmepe-
HUS KOHYeHmpayuu apumpoyumos u selikoyumoe e kpoeu Yyesnoseka [14].

- Pa6ouni kanubpatop (kanubpaTtopbl) nponssoantens [cM. 4.2.2, nepevuncnexue g)], UMelowmmn 3Haqe-
HWe, NPUMMCaHHOE MeXAYyHapOoaHOW pedepeHTHON METOANKON BbINONMHEHNA N3MEPEHNN.

- YcTaHoBneHHaa NponseBoanTenem MeToanKa BbINONHEHNs uaMepeHni [cM. 4.2.2, nepeuncnenue h)).

- Kannbpatop (kanmbpartopbt), U3roToBNEHHbLIN NponssoauTeneMm [cMm. 4.2.2, nepeuncnenuei)).

KanuGpoBka
l‘lpvnnucuBaHMe\\
3HaueHUs

Marepvan Metoauka BHeapeHue uly)

A MexayHapoaHo npuaHaHHas pedepeHTHas -
MeToAuMKa BbINONHeHns uamepeHnin MexayHapogHoin
Hay4HoiA opraHusaumu®, BO3?
g) Pabouwnin kanubparop
npoussoauTens n
h) YcraHoBneHHasi npoussogutenem
METoAMKa BHIMOJTHEHUSA n b
M3MepeHuin
i) Kanubparop,
M3roTOBNeHHbIN nn —
npovualao,u,meneMb
j) PyTuHHasa metoauka MpoussoauTens —_—
BbINOMHEHNA N3MEPEHNIA nW/unm KOHeuHbIN
KOHE4HOro noTpeburens noTpebutens
KoHeuHbIn —
PyTuHHas npoGa notpeGuTens
KoHeuHbI
PE3YILTAT noTpe6uTens —

¥ B coTpyaHuuecTse ¢ MexayHapoaHbIM 610po BECOB U Mep, HaLMOHaNbHLIMN METPONOrMHECKUMM NHCTUTYTaMMU,
aKKpeauToBaHHbLIMM NaGopaTopuaMmn pedyepeHTHbIX M3MEPEHNIt 1 C NPOM3BOANTENAMU.

® KanubpaTop MoXeT 6biTb COOTBETCTBYHOLLMM CYpPOraTHBIM CTaHAApTHBIM OBPA3LIOM Uk NPOBON YENoBEYECKoro
NPONCXOMAESHUS.

PucyHok 4 — Vepapxus kanubpoBku n MeTponormyeckas npocnexvBaemocTb A0 MeXayHapoaHO NPU3HaHHOM

pedepeHTHON METOANKMN BbINONHEHNUSA M3MEPEHUI, He ABNSAIOLLEICA NepBUYHON, 1 63 MexayHapoaHO NPU3HaHHOTo
kanubpartopa (cM. 5.4 n pucyHok 1)
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5.5 Uepapxusa kanubpoBxu Npu HaNU4YUKN MEXAYHAPOAHO NPU3HAHHOIO KanubpaTtopa (He ABNAlIO-
WerocA NepBUYHbLIM), pehepeHTHON MEeTOAUKHU BLINOSTHEHUA U3MEPEHUN, He ABNAIOWEeNCA MeXayHa-
poAHO NPU3HaHHOM, U 6e3 MeTpoNorMyecKon NpocneXxmeaemocTu go eaunmy CU

Nepapxus kannbpoBku, NPUMEHNMAA K BENUYUHAM C TAKUMW KOMNOHEHTaMM, Kak NOBEPXHOCTHbIW aHTU-
reH renatuta B (noaTvn ad) n XOpMOroHaaoTPONMH, a Takke aHTUTENa, B NPUHLMNE AOMKHA ObITb cneayioLLen
(cM. pycyHok 5):

- MexayHapoaHO Npu3HaHHbIN KanubpaTop (KannbpaTopbl) CO 3HAaYEHUEM, BbIPaXXEHHbIM B COOTBET-
CTBYIOLNX ONpeaeneHHbIX eAMHNLLAX, He ABNAIOWMXCA eanHuLamm CU (Takux, Kak MexayHapoaHble eOUHULIbI
BO3), n npunucaHHbIM B COOTBETCTBUMN C MEXAYHAPOAHO NPUHATHIM NPOTOKONOM (CM. 4.2.6) [15].

n pPUMedYyaHune — I'IpunucaHHoe 3Ha4veHne JOMKHO CoONpoOBOXAATLCA HeonpeaeneHHOCTbLIO.
- BbibpaHHas npou3BoauTENEM METOAMKA BLINONHEHNA N3MepeHuil [cM. 4.2.2, nepeuncnieHne f)].
- Pa6ouwnii kanubpaTtop (kannbpaTopbl) nponssoanTens [cM. 4.2.2, nepeuncnexue g)], onpeaeneHHbiinn

MU3roTOBNEHHbIN KaK yKa3aHo B 5.3.
- YcTaHoBneHHas nponssoauTenem MeToanka BbiNonHEHUs namepeHnn [cM. 4.2.2, nepeumncnenue h)].

- Kannbpatop (kannbpatopbl), U3roToBNeHHbIN NpoussoanTeneM [cM. 4.2.2, nepeuncnenuei)].

Marepuan Kanu6poska \ Metoauka BHeapeHue uyy)
MpunucbiBaHue
3HaveHus
MexayHapoaHbIi NPOTOKON ANA NPUNNUCHLIBAHUA —
] 3HaueHna MexayHapoaHo# Hay4Hol opraHusauum®,
BO3?
. MexayHapogHas
m:%gizzm rpHsHariib / Hay4Has opraHmsaums®, —|
BO3®
f) BoiGpaHHas npoussogutenem nn o
MeToAUKa BLINONHEHMS
n3MepeHui
g) Pa6ouwit kanubpartop s mn
npoussoanTens h) YcTaHoBnNeHHasi NpoM3BoAUuTEnem
MeToAuKa BbINONHEHUA n —
. n3MepeHuin
i) KannGparop,
M3rOTOBII@HHbI nn —
npovnae'o,u.vn'enemb
J) PyTuHHas meToauka MNpoussoputent
BbINOSTHEHUS| U3MepPeHWiA WVNNU KOHEYHBbIN —
KOHe4Horo notpe6urens notpeuTtens
KoHeuHbIi
PytunHas npo6a noTpebuTens |
PE3YNLTAT KoHeuHsit S—
notpe6utens

¥ B coTpyaHuuecTse ¢ MexayHapoaHbIM 610po BECOB U Mep, HaLMOHaNbHLIMN METPONOTMYECKUMMU MHCTUTYTaMM,
aKkpeaMToBaHHLIMM NaGopaTopusaMmn pedepeHTHBIX U3MEPEHNI U C NPOU3BOAUTENSMU.

® Kanu6paTop MOXeT 6biTb COOTBETCTBYIOLNM cypporaTHbIM CTaHAaPTHLIM 06pasLOoM UnK NPoGoit YeNOBEYECKOro
NPOUCXOKAEHMS.

PucyHok 5 — Vepapxusa kannbpoBku n MeTponornyeckas npocnexmnsaeMocTb A0 MeXAYHapOAHO NPU3HaHHOro
kanmbpartopa, He ABNAIoLLerocs NepeuYHbIM, U 6€3 MexayHapoaHO NPU3HaHHO pedepeHTHON MeTOaNKN
BbINONHEHUS U3Meperuii (cM. 5.5 1 pucyHok 1)
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5.6 Wepapxua kanubpoBKkn Npu HanNnM4YMmn BbiIGpaHHOW NPOU3BOAUTENEM METOANKN BLIMOSTHEHUA
M3MepeHUin, He ABNAIOWENCA MeXAYHapPOAHO NMPU3HaHHOW pedepeHTHOW MEeTOAUKON BbINONTHEHUA
n3MepeHuii, kanubparTopa, He ABNAIOWEroCA MeXAYHapoAHO NPU3HaHHbIM, M 6e3 MeTponornyeckomn
npocnexusaemMocT Ao eanHny CH

Nepapxua kanvbpoBKKn, MPUMEHNMAERA K BENUYMHAM C TAKUMW aHannTamu, Kak NpoayKTbl pa3pyLueHns
dnbpuHa (D-gumep) 1 mapkepbl onyxonen, NoaoGHble pakoBoMy aHTUreHy 125 (CA-125), a Takke aHTUTENa
NpOTMB TaKUX aHTUreHoB, kak Chlamydia, B npyHUMNe fonkHa ObiTb crneaytoLler (CM. pUCyHok 6):

- BbiGpaHHas nponssoguTeneM MeToauKa BhINONHEHNSA N3MepeHuii [cM. 4.2.2, nepeuncnenme f)).

- Pabounii kannbpatop (kannbpaTopbl) npon3BoanTens [cM. 4.2.2, nepeuncnenve g)].

- YcraHoBneHHas Npov3BoanTeENeM MeToaMKa BbINONHEHNA n3MepeHnii [cM. 4.2.2, nepedncnenue h)l,
MHOrAa MAeHTUYHaA BbIGPAHHOM NPON3BOANTENEM METOANKE BbINONHEHUS N3MEPEHWN.

- KanubpaTtop (kanmbpaTopbl), U3roTOBNEHHbI NponsBoauTenem [cM. 4.2.2, nepeyuncneHme i)].

Marepuan KanuGposka Metoauka BHeapeHue uly)
MpvnuceiBaHue
3Ha4yeHud
A f) BoiGpaHHas npoussogutenem nn =
MeTOANKa BLINONHEHNA
U3MepeHUi
g) PaGouwii kanuGparop P nn
a —
npoussoauTenst h) YctaHoeneHHasa NponssoguTenem
MeToAanKa BLINONHEHUA nn —
- U3MepeHui
i) Kannbpatop,
N3roTOBMEHHbIA Jin b
npoussoguTenem®
j) PyTnHHas metoamka I'Ipovnaaonmemg
BbIMNOSIHEHUS U3MEPEHWIA nnu KoHeuHbIN —_—
KOHEMHOIo noTpebutens notpeduTenb
KoHeuHbIn
PyTuHHas npoGa noTpe6uTens —
PESYILTAT nff::g::'eﬁb —

# KanuGpaTop MOXeT 6biTb COOTBETCTBYIOLUMM CyPPOraTHBIM CTaHAAPTHBLIM 06pa3LIOoM UNn NPoGoi YeNoBeUECKoro
MPOUCXOXAESHNS.

PucyHok 6 — WNepapxus kannbpoBkn U METPONOTNYECKan NPOCNEXMBAEMOCTb 0 BLIOpaHHO NponssoanTenemM
MeTOoAMKN BbINONHEHUSA M3MepeHUi, He ABNSIOWENCA NepBUYHOM (CM. 5.6 n pucyHok 1)

5.7 KoHTponbHble MaTepuanbl NPaBUNbHOCTH

5.7.1 KoHTponbHble MaTepnanbl NPaBuNbHOCTN AOMKHbI UMETh:

a) matpuuy, noaoGHyio TON, KOTopasn npucylla npo6am, noanexawmm N3MepeHunio B COOTBETCTBUM C
MEeTOANKOW BbINONMHEHUS U3MepeHWUii, NoABEPraeMoi NpoBepke.

MpumMmedyaHue 1 —B 3ToM 3aknNYaETCA OTNNYME OT KanubpaTopos Gonee BLICOKUX METPONOrMHECKNX YpOB-
Hel, rae NpeanoYTUTENEH BLICOKOOUMLLEHHBI KOMMOHEHT, YacTo B MPOCTON MaTpuLE;

b) 3HauyeHue c HeonpeaeneHHOCTLIO M3MEePEHNS, COOTBETCTBYIOLLEN NpeanonaraeMoMy NPUMEHEHHUIO.

MpuMedvyaHune 2— MpUHUMNUANEHO NPOTOKONLI NEpeHoca kKanMBPOBKN ANS NPUNUCHIBaHUS LIENEBbLIX 3HauYe-
HUI KOHTPONbHLIM MaTepuanamM NpPaBUNbHOCTK, NpeaHasHa4YeHHbIM AN rMoATBEPXAEHUS NPaBUNbHOCTU U3MEPEHUs], Ha-
NOMWHAIOT NPOTOKONbI, NPUMEHSIeMbIE ANSA KanUGPaTopoB.
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5.7.2 B 3aBMCMMOCTM OT MX NPeAHA3HAYEHNA KOHTPONbHLIM MaTepranamM NPaBUNbHOCTN AOMKHO ObITb
NpUNUCaHO 3HAaYeHNe TOro Xe unu 6onee BbICOKOrO YPOBHSA, YeM COOTBETCTBYIOLLIEMY KannbpaTopy (kanubpa-
TOpaM) B AaHHOW Mepapxmm KannbpoBku.

6 BbipaxeHue HeonpeaeneHHOCTU U3MEepPEeHUA

HeonpeneneHHOCTL U3MepeHna A0MkKHa GbiTb BbipaxeHa B TePMUHAX, MPUCYLLIMX NPUNUCAHHOMY 3HaJe-
HWIO KQXXA0W U3MEPSAEMON BENNYMHDBI, UMEIOLLIEN OTHOLIEHNE K CTaHAAPTHOMY 06pasLly.

NpwnmedyaHune—TpeanodTUTeNbHO CNeAOBaTL NPUHLMNAM, U3NOXEHHBIM B PykoBoaCTBE ANA BbipaXeHus
HeonpeAeneHHOCTU Npu usmeperHnu [4]. JomkHbl 6bITb YyCTaHOBNEHBI XapakTepuayiolue CTaHAapTHLIN obpaseL, npunu-
CaHHOE 3HaYeHune y 1 ero paclumpeHHas HeonpeaeneHHoCcTb U [unu cymmapHas cTaHaapTHas HeonpeaeneHHocTb Uy ()],
OTHOCALWMECS K u3mepsieMon BennunHe. [lomkHa 6b1Tb NpuBeaeHa cneayowas MUHUManbHast MHOpMauus:

(41McnoBoe 3HaueHue y + yucnosoe sHaqeHne U) eannHuu,
rae U = u (y) x k, npn pakTope oxeata k = 2, 4TO AaeT ypoBeHb AOBEPUTENLHON BEPOSTHOCTV NpumepHo 95 %.

7 MoaTBepXAeHUE MeTPONOrM4eCKON NPOCNEXUBAEMOCTU KanMbpoBKU

7.1 Ona MeTponorn4eckoro NPocneXxmBaHna KannbposBkn A0MKHLI BbiTb cobnioaeHbl cneaylowme yc-
noswms:

a) PecbepeHTHYIO M PyTUHHYIO METOANKMN BLINOSIHEHWA N3MEPEHWI TPUMEHSIOT ANA N3MEPEHNA OQHON 1
TOWN e BENUYMNHBI.

b) MaTemaTnyeckoe OTHOLIEHWUE MEXAY Pe3yNbTaTaMn U3MEPEHUN, MONYYEHHbIMU C NOMOLLbIO PYTUH-
HOM METOAWNKN BLIMOMHEHUA U3MEPEHNI, N Ppe3ynNbTaTaMn U3MEePEHNI, NONYYEHHBIMU C MOMOLLbIO METOAWNKN
BbINONHEHNA U3MEPEHNIN Gonee BLICOKOTO YPOBHSA, IOMKHO ObITb OAHO M TO Xe AN BCeX uccneayembix npob
4eNoBEYECKOro NPOUCXOXAEHNS.

c) Marematnyeckoe OTHOLIEHNE MEXAY Pe3ynbTaTaMn N3MEPEHNN M3MEePSEMON BENNYNHBI B A3HHOM
KanmbpaTope ¢ UCNonb30BaHWeM petepeHTHON N PYTUHHON METOANK AOSMKHO ObiTb TO XXe, YTO M OTHOLLEHNE,
oXunaaemoe Ana U3MepeHUn U3MepPREMbIX BENMYUH C UCNONb30BaHNEM 3TUX METOAMK B PYTUHHBIX Npobax
4YenoBeYeckoro npoucxoxaenus. 3To aonyuweHne 0603HaAYaOT Kak KOMMYTaGenbHOCTb CTaHAapTHOro
obpasua (cMm. 3.9).

MpumeyvyaHune 1— Lens NpUMEHEHNA METPONOIMYECKN NPOCNEKEHHBIX KaNUGPaToOPOB B PYTUHHBIX METOAM-
Kax BbINOMHEHUS U3MEPEHUN, TakNX Kak NpUMEHsAeMble C MeAULIMHCKUMU U3AENUsIMU ANA AWArHOCTUKK in vitro, — nony-
YUTb pe3ynbTaT U3MePeHUs N3MepAeMOoi BENUYNHBI HACTONBKO GNM3KMIA, Hackonbko TpebyeTcs, k pesynsraTy, KOTOpbIi
6bin bl NONyYeH NpW UCCNeoBaHUM TEX e NPOS ¢ NOMOLLLIO pehepeHTHOW METOAUKU BLINONHEHUA U3MEPEHWIA C METPO-
noruyecky npocnekeHHbIMn kanubpatopamu. Takum 06pasom, NpaBUNbLHOCTL PE3yNLTaToB, MONyYaeMbIX C MOMOLLLIO Ka-
nuBpoBaHHON (aTTECTOBaHHOMN) PYTUHHON METOAMKW BLIMNONHEHUS N3MEPEHUIA, SIBNSETCA NPON3BOAHON U3 NPaBUNbHOCTH
pe3ynLTaToB, NonyyYaeMbiX C MOMOLLbIO COOTBETCTBYOLLEN pedepeHTHOM METOAUKN BLINONHEHWUS N3MEPEHWIA.

MpumedyaHue 2— Ecnvycnosus no nepedncneHnsm a), b) n ¢) He BLINONMHEHbI, PUMEHEHWUE U3rOTOBNEHHOTO
npoussoauTenem kanudparopa ¢ NpUNUCaHHLIM 3Ha4YEHNEM He MOXET rapaHTUPOBaTb, YTO Pe3yNbTaThl PYTUHHON METOAN-
KM METPONOrMyecku NpocnekeHsl A0 pedepeHTHON METOANKN BbINONHEHWUS U3MEPEHMWIA,

7.2 KommyTtabenbHocTb paboyero kanwbpaTopa (kannbpaTopos) npoussoanTens [cM. 4.2.2, nepeunc-
neHve g)] nomkHa GbiTh OLLEHEHa NPON3BOANTENEM NYTEM NPUMEHEHUS KaK pedhepeHTHON METOANKMN BbINONHE-
HUA n3mepeHnin [cM. 4.2.2, nepeuncnenmne b) unu d)], Tak n pyTMHHON Mpoueaypbl usmepeHuns [cm. 4.2.2,
nepeuncnenue j)] k paboyemy kannbpaTopy Npov3BoaUTENA WU psay COOTBETCTBYIOLMX PYTMHHLIX Npo6
4enoBeYEeCKOro NPONCXOXAEHNS.

Ecnn matematnyeckoe OTHOLLEHWE MeXay pe3ynbTaTtaMu, MofyyYeHHbIMU pedepeHTHON MeTOoaMKOM
BbIMOMHEHNA U3MEPEHWI X, N pe3ynbTaTaMK, NONyYEHHbIMW PYTUHHOM METOAMKON ¥, ANSA NPo0 YenoBe4ecKoro
NPOUCXOXKAEHMS HE OTNNYAIOTCA CYLLECTBEHHO OT NONyYeHHbIX Ans paboyero kannbpartopa (kannbpaTopos)
nNpomnsBOAUTENS, 3TO AEMOHCTPUPYET KOMMYTabenNbHOCTL KannbpaTopa.

MpumeuaHune— Ecnupasbpoc ToHeK (X, y) BOKPYr MMHUN PErPECCHM UM UX OTKNOHEHWE OT Hee Henpuemne-
Mbl, MPUHWHOI TAKOro UCX0Aa MOXET GbiTb pa3nuume aHanuTUHeckon CneLngUUHOCTU Mexay ABYMSA NpoLeaypamm nave-
peHus.

7.3 KoMMmyTaGenbHOCTb KanmbpaTopa, M3roTOBIEHHOro NpoussoanTeneM, A0MkHa BbiTb NPOAEMOH-
CTPUPOBaHa NyTeM CPaBHEHWS Pe3yNbTaToB U3MEPEHUIA, BLINONHEHHBIX KakK pethepeHTHOWN METOANKON, TaK 1
PYTVHHOM METOAUKOWM Ha psafe peanbHbIX NPo6 TOro TMNa, Ans NCCNeaoBaHuns KOTOPbIX NpeaHasHadeHa pyTvH-
Has METOAMKA BbINOMHEHWS N3MEPEHMWIA.
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MpumeyaHune 1—[ns yacTeh M NOcCnNeaoBaTeNbHO BhIMYLLEHHbLIX MapTUi KanubpaTtopa, U3roToBNEHHOTO
npoussoauTeneM, nepeoHa4anbHoO MOXeT 6biTb NpoBeAeHO NoNHOoe UX NOATBEPXKAeHWe, a ANA NocneayLmMX Yacten — B
COKpaLleHHOM Buae, ecnm oTMeueHa AoCTaTodHas FOMOreHHOCTb U CTabUNbHOCTL OT NapTUM K NapTUK.

I'Ip06b| OOMKHbI ObITb AYTEHTUNYHbIMUN HENOBEYECKNMU npoGaMM, npeanoYTUTEesNibHO B3ATbIMU OQHOKPAT-
HO, HE UMEIOLLMMM NMNKOBbIX 3HaYEHUIA M UMEIOLLIMMW TaKOEe XXe pacnpeneneHne, Kak u 06bI4HO H36n|onaemoe B
3a4aHHOM NHTepBane naMepeHna Ana sennyind 4aHHOro Tuna.

n punMmedYyaHune 2 — TukoBble 3HaYeHus AonyCTUMbI TONbKO B Clny4ae UMUTaLnUn HatTypanbHbIX npoﬁ

7.4 MapannenbHble N3MEePEHNA C MOMOLLLIO pedepeHTHOM 1 KanMGpoBaHHON (aTTECTOBAaHHOM ) PYTUH-
HOWM MeTOAUK BbINONHEHNA M3MepeHV|i7I AOIMKHbI ObiTb npoBeAeHbl B OTHOLLEHUN Ka)Kp,oﬁ I1p06b|. ﬂ.l'l;l ANOCTUXe-
HWA MEeTPONOrMYeckon NPOCNEXNBAEMOCTU Pe3ynbTaTbl, MOMyYeHHble C MOMOLULIO PYTMHHON METOAWKW,
[OMKHbI GblTb COOTHECEHbI C pe3ynbTatamm pedepeHTHON METOANKN NyTEM NPMMEHEHNA NUHENHOW perpec-
cvK ¢ yrnoBbiM ko3dbdruneHToMm (slope), 6nnskmMm k eamHuLEe, M HyNEBbIM OTCEKaEMbIM OTPE3KOM Ha OCY OpAau-
HaT (intercept) npn ycTaHOBNEHHO AOBEPUTENBHOW BEPOSATHOCTH.

MpumeyaHune—Mpu npuMeHeHUN NMHENHON perpeccun Habnopaemoe 3HayeHue yrmoBoro ko duumeHTa
NMHUM perpeccum A0MKHO GbITb 3aAaHO, BKIOYAs €70 HeonpeaeneHHoCTb.

YrnoBow k03t hULMEHT, Gnn3knii K eanHULIe, OXMAAETCA, OAHAKO AOMYCTMMO OTKIMOHEHUe B Npeaenax
YCTaHOBMNEHHOro MHTEPBana 3HayeHui BenninHbl. B oTaenbHOM cnyyae npeaensl AONYCTUMOCTU (KaK OTKIO-
HeHVe OT HeonpeaeneHHOCTM n3MepeHuns) byayT 3aBUCETb OT COCTOSIHUSA pa3paboTkn METOIOB M3MEPEHUS U
OT MEAMLIMHCKOro NpeHa3HavyeHns pe3ynbTaTos.

Ha6nionaeMoe 3HadeHVWe OTCEKAaeMOro OTpe3ka Ha OCU OpAMHAT AOMXHO ObiTb ycTaHoBneHo. Ecnm
CYLLECTBEHHOE OTNNYME €ro 3Ha4eHMs OT HYNA NPU AAHHOW BEPOSITHOCTU PACLEHUBAIOT Kak AONyCTUMOE,
DOMKH bl 6bITb YCTAHOBMNEHbLI OCHOBaHUA ANA 3TOro. EcnnBBOAAT NONpaBky, ee NPONCXOXAEHUE U NPUMEHeHne
AOMkHbl GbITb NpeaocTaBneHb! No 3anpocy. HeonpeaeneHHOCTb 3HaYeHNs, NPUNUCaHHOTO KannbpaTopy, U3ro-
TOBMEHHOMY NPON3BOANTENEM, NOIKHA ObITb yBENMUYEHA HAa HEONPEeAENeHHOCTb MONPaBKK, €CMNW OHA CYLLECT-
BEHHas. 3HaunTeNbHOE OTNUYME OTCEKaeMOro oTpeska Ha OCY OpAMHAT NP PYTUHHON METOAMKE BbINONHEHUS
M3MEPEHUIN MOXET YKa3blBaTb Ha pPasnuune aHanMTU4eckon cneundryHOCTM MeXay ABYMSA METOAUKAMMU W,
cnenoBaTenbHO, NOCTaBUTb NOA COMHEHWE NPVHLMI METPOTIONMYECKON NPOCNEXNBAEMOCTW.

OxunpaeMble OTKNOHEHNS 3HAYEHWI BOKPYT NMMHUW perpeccum (npeaensl NpeackasaHna) MoryT 6bITb oLie-
HeHbl NPY AaHHON [OBEPUTENBHON BEPOATHOCTN UCXOAA M3 YNCNa NPO6 N COOTBETCTBYIOLWNX HEONpeaeneH-
HOCTel ABYX METOAMK BbIMONHEHUs uaMepeHwi. Bonee BbipaxeHHble Bapuauum, 4em 3TO NokasbiBaeT
3aBucALan OT abeppaHTHbIX NPO6 BEPOATHOCTL OTHOLIEHWIN MeXAY MEeTOANKAaMM, CTABAT NOA COMHEHWNe MeT-
PONOrMYeCKM NPOCTEXEHHble PYTUHHbIE pe3ynbTaThl ANA onpeaeneHHbIX Npo6. B Apyrom cnyvae npeaen mak-
CMManbHO A0ONYCTUMOW OTHOCUTEMNBHON Bapuauvn Mexay pesynbratamu pedepeHTHON 1 kanubposaHHOM
(aTTecTOBaHHOM) PYTUHHON METOAMK BLIMOMHEHNA N3MePEeHUi MOXeT ObiTb 3aaaH npoussoautenem. Bapua-
LMK, HAXOAALLMECS HVKE AONYCTMMOTO Npeaena v Bkniovaowme B ceba 3ToT npeaen, cneayet y4ecTb, 4Tobb!
yKa3aTb NpreMnemMoe NOCTOAHCTBO OTHOLLEHUS MeXAY npoLeaypamu.

7.5 Ecnu B npouecce NPUNUCHIBAHUA 3HAYEHUA WM3rOTOBMEHHOMY npou3BoauTeneM kanubpatopy
MCnonb3yeTcs paa Npob YenoBe4eCKOro NPOMCXOKAEHUSA, ATOT Xe PAA He A0MXKeH BbiTb UCNONb30BaH ANANOA-
TBEPXKAEHNA METPONOrMYECKON NPOCMNEXUBAEMOCTH.

8 WHdopmauusa o MeTponoruyeckon NpocneXxnBaeMoCcTu, npuBoguMas
B MHCTPYKLUU MO NPUMEHEHUI0 MeAULIMHCKOro usaenus Ans AMarHoCTUKU
in vitro

HeonpeaeneHHOCTb NPUNNCAHHOTO 3HAYEHNA KANMBPATOPOB M KOHTPONbHLIX MaTepPManoB NPaBUNLHOC-
TV AOMKHA BbITb NPefoCTaBNEHa MO 3anpocy NPodeCCMOHaNbHOro KOHEYHOTo NoTpebutens. MNpuMeHsIoT Tpe-
6oeaHns EH 375, nyHkT 5.16.

JomxkHa ObITb Takke NprBeaeHa MHOPMaLMA 0 KOMMYTabenbHOCTU KanuBpaTopa NPoAYKTa Kak B OTHO-
LUEHVN METOAMKW BbIMOMNHEHVSI U3MEPEHUIA, KOTOPOW NPUNNCAHO 3HaYeHne MaTepmarny, Tak N B OTHOLLEHUK
PYTUHHON METOAMKM KOHEYHOTO NOTPeBUTENs, ANA KOTOPOI NPpeaHa3HaveH MaTepuan.

M pumMeuyaHne— [detanu npotokona nepeHoca Ans kanubpartopa NpoayKTa AOMKHbI GbiTb BKMIOYEHbI B TEXHU-
YeCcKyH AOKYMEHTALMIO, CONPOBOXAAIOLLYIO MPOAYKT.
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MpunoxeHue A
(cnpaBou4HOEe)

CBsefieHNs 0 COOTBETCTBMM HaUMOHaNbHbIX cTaHaapToB Poccuickon denepaumm
CCbINIOYHbLIM MEXAYHapOoAHbIM (perMoHanbHbIM) CTaHAapTaM

Ta6nuuya A. 1

0603HauYEHNE CChISIOYHOTO MEXAYHAPOAHOro
cTaHpapTa

0O603Ha4YeHe U HaUMEHOBaHUe COOTBETCTBYIOLLEND
HaLMoHasnbHOro cTaHgapTa

NCO PykoeoacTeo 35:1989

EH 375:2001

MesxayHapoaHsblii CnoBapb OCHOBHbIX U
o6LwMX TepMUMHOB B METponoruu, 2-e nsaa-
Hue, NCO, XKeHesa, 1993

Pyccko-aHrno-paHLy3cko-HeMeLKO-MCNaHCKUiA CroBapb OCHOBHbLIX
n obwmx TepmuHoB B MeTponorum / Mep. ¢ aHrn.-dp.//N.K. WUcaes,
B.B. MapauH. — M.: UMK W3p-so ctanpapTos, 1998. — 160 c.

* COOTBETCTBYIOWMI HALWMOHANBLHBIA CTaHAaPT OTCYTCTBYET. [0 ero yTBEPKAEHNA peKOMEHAYETCS UCMONb30BaTh
nepesoa Ha PYCCKUl A3bIK AaHHOrO MEeXAyHapOoAHOro cTaHdapTa. lMepesoa AaHHOrO MEeXAyHapOAHOro CTaHaapTa
HaxoauTtcsa B PenepansHOM MHMOPMALIMOHHOM (DOHAE TEXHUYECKUX PEerNaMeHTOB U CTaHAapTOB.
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