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BBenoeHue

CornacHo CoBpeMeHHbIM MnpeacTaBNeHUaM METPOoNornvyeckas nNpocneXmMBaemocTb 3Ha4YeHU, NPUNK-
CaHHbIX KannbpaTtopam U KOHTPOIbHBIM MaTepuranam, AomkHa bbiTb obecneveHa UCNONbL30BaHUEM UMEIDLLNX-
CA cTaHAapTHbIX 0bpas3uoB U pedepeHTHbIX MEeTOAMK BbIMONHEHUA WU3MEpeHUMN Bbicero nopsigka. B
COOTBETCTBUM C 3TOM KoHLUenuunen ouin paspadotaH ctaHaapT ISO 17511 no MeTponornvyeckon npocneXmnBae-
MOCTW, KOTOPLIA OMNUCLIBAET UepapXmiyecknn nopsiaok MeTogmKk BbIMOMHEHNUA N3MEPEHUA U KanmnMbpoOBOYHbIX
MaTepuanoB. ObLmMe npaBuna, N3NoXKeHHbIE B 3TOM cTaHaapTe, NPUMEHUMbI TakXKe U K BENTUYMHAM, OTpaXkato-
LM KaTanUuTU4eCcKyo akTUMBHOCTb pepMeHTOB. 1o BO3MOXHOCTWU, MeTponormdeckasa npocneXXmMBaeMoCTb
OOIMKHa ObITb NPOAEMOHCTPUPOBaHAa A0 eanHuLLl MexayHapoaHou cuctembl egnHnl, (eanHuubl CA), koTopas
BO3MMaBNAET nepapxuto KanmbpoBKA.

B HacTosileM cTaHaapTe onucaHa nepapxmst KanmbpaTtopoB U MeTOAMK BbINOMHEHUSI U3MepeHUA A5 N3-
MepeHUsl KOHLeHTpauUnun KaTtanmTuieckon akTUBHOCTU PepMeHTOB (Oanee — KaTanutudeckasl KOHLeHTpa-
Luns). Anga nsmepeHnin epmMeHTOB Npon3BogHas cornacoBaHHas eanHuua CU «Monb Ha cekyHAOy-Kybny4eckmnm
METP» UMK «KaTan Ha Kybudecknin metp» (cornacHo pesontounn N'eHepansHOM KOHEpeHUUX NO BECcaM U Me-
pam) ABNAETCA BEPXHUM YPOBHEM MUepapXnun C NepBUYHON pedpepeHTHON MeTOOUKOW BLINONHEHUA U3MepeHNN,
00 KOTOPOW OOIMKHbI ObITb, MO BO3MOXHOCTU, NMPOCNeXeHbl MeToANKN BbINOMHEHUSI U3MEPEeHMIn, KanubpaTopsl
N KOHTPOINbHLIE MaTepuarnbl HASLWWEro YPOBHA.

depMeHTbl B KPOBU 1 APYrixX BUONOrM4eckmnx XXnMOKocTaxX MOryT ObiTb M3MepeHbl AN AMarHoCTUYEeCKUX
Lernenr Yyepes nx KatanuTudeckme KoHUeHTpauun. AHanUTUYeCKUM NPUHLUMN N3MEepEeHns CKOPOCTU KaTannTu-
4ecKoro nameHeHus cybctpara obnagaeT 3Ha4MTeNbHbBIMU NpenMyLLiecTBaMn bnarogapa ObiCTpoTe, HA3KOMY
nopory obHapyXeHunsa, aHanMTU4eckon cneundhruyHoCcT 1 Manon cToumocTu. PesyneraTbl U3MEpeHni Katanu-
TUYECKOWN aKTUBHOCT CPaBHUMbI TOSTbKO MPW BbIMONMHEHWUN U3MEPEHNI B OOHNX U TeX Xe ycnoBusx. MNostomy
onucaHue pepmMeHTa Kak uamepsaeMoin BeNMYMHbI He MOXKET OrpaHNYMBaTLCA TONBKO Ha3BaHMEM poaa Benuym-
Hbl (KaTanuTUYeCcKon akTUBHOCTN), HaMMeHoBaHNA doepMeHTa 1 CUCTEMBI, a TpebyeT Takke yKkasaHUsa 3aaH-
HOW METOAUKN BbINONTHEHNSA U3MEPEHUIN, OCOBEHHO NHAMKATOPHOIO KOMMOHEHTa peakLuu.

MeToauka BbINOMHEHUS NU3MEPEHUA BEPXHETO YPOBHSA MepapxXin KanmbpoBKU A0MKHA ObITb MeXayHa-
pPOoAHO nNpusHaHa. lNpumepom MoOXeT CNYXXUTb NpuHATaa MexgyHapoaHou egepaunen KNMHUYeCcKon XuMnun
naboparopHon MeguuuHbl pedpepeHTHaa MeToauKka BbINONHEHUS M3MEePEHUNA KpeaTUHKUHAa3bl MO CKOPOCTU
npeBpalleHna HUKoTUHaMmmngageHnHaMHykneotuaa (HALH).

Takum obpasom, nepBuvHasl pedepeHTHas MeToauKa BbINMONHEHUA U3MEPEHNN SABMSAETCH COCTaBHOM
YacTblo onpeaeneHns namepsaemMon BeNMYMHblI U AoMKHa BKoYaTh B ceba crneaytollee:

- B cybeTpara (ecnu cneundmnvHoCcTb hepMeHTa No3BONAET, BO3MOXHbI BapuaLun) N ero KoHLEHTpa-

LLAHO;
- aKTUBATOPbI U UX KOHLUEHTpaLWn;
- HanpaBreHne KatanuMtTu4yeckon peakuunu;
- AHOWNKATOPHbLIN KOMMOHEHT;
- bybepHyto cuctemy 1 pH;
- Temnepartypy,;
- ONUTENbHOCTL NpeabIHKybaLNoHHOro Nnepuoaa;
- Matepuan, UCnonb3yemMbln ANga 3anycka peakumu;
- BpeEMS 3aEePXKKU;
- NPOACIKUTENBLHOCTL peakuun.

HepnocTtaTku, cBA3aHHbIE C 3aBUCUMOCTbLIO onpegeneHnsa dpepMeHTa Kak usmepaemMon BeNUYNHBI U pe-
3yNLTaTOB €ro U3MEepPEHUN 0T METOANKM BbINONHEHUS U3SMEPEHUIN, XOPOLLO U3BECTHLI: NpobnemMsl Npu nposeae-
HUM BHeLUHeW OLEeHKN KadecTBa MccrneaoBaHunM U npu oLeHKe BOCNpou3BedeHna MeTodoB; CyllecTBOBaHUE
MHOXECTBEHHOCTU DUONOornyecknx pedepeHTHbIX NMHTEPBANOB U CBA3AHHOMO C 3TUM pUCKa HenpaBUbHOW
KNMMHUYECKOW MHTepnpeTauun pesynstaTtoB UccneaoBaHMM oepMeHTOB.

CTaHgapTusaumsa pyTUHHBLIX U3MepeHUin PepMEHTOB BaxKHa ANdA nadbopartopHOoN MeauLUHbI, MOCKONbKY
OHa cnocobCTBYET NOBLILLWEHWNIO KNMUMHUYECKOW 3HAYUMOCTU U CONOCTABUMOCTU Pe3ynbTaToB NyTEM YCTPaHEHUS
pasnuuniA BUonornvecknx pedepeHTHbIX NHTEPBAsOB.

CyLlecTBYIOT ABa noaxoaa:

a) MOCTOSIHHOE UCMONb30BaHUE TONLKO pekoMeHA0BaHHOW UM CTaHOAapPTU30BaHHOM METOAUKA ONA KaXK-
aoro oepmMeHTa;

IV
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b) KannbpoBKa OOHON UM HECKOMbKUX PYTUHHBIX METOAUK KOMMYTabenbHbIMN PEPMEHTHBIMM Kanno-
POBOYHBLIMW MaTepmnanammn, sHaA4YEHNS KOTOPLIM NpunucaHbl ¢ NOMOLLLIO N30paHHON pedepeHTHON METOANKA
BbIMONMHEHUSA U3MEPEHUN.

Mcnonb3oBaHUe peKoMeHJoBaHHOW METOAUKN Ha NPOTSKEHUN Bonee YyemM ABagLaTti NeT NpUHEeCno 3Ha-
YnTernbHbIE yCNexn B yryvlleHUU Ka4ecTBa U CONOCTAaBUMOCTU Pe3yrnbTaToB U3MEPEeHNN PepPMEeHTOB 1 Npekpa-
LLeHUN NPUMEeHeHUA aHanuTUdeckn HeyaoBMNeTBoOpUTenbHbIX npoueayp. OagHako craHgapTusauug,
OCHOBaHHas Ha peKkoMeHAOoBaHHbLIX MeToAUKaX, AOCTUIMa npeaena ceBoen nonesHocTn. Ee HegocTaTtkm — 310
OTCYTCTBME KOHCEHCYCa NPpU BLIDOPE N3 MHOXECTBA pasnnyaoLmxca pekoMmeHgauni; HamepeHHble N HeHaMme-
peHHble MoandguKkaLnm pekoMeHAoBaHHbLIX MeTOAUK NPpU PYTUHHOM NMPUMEHEHUN, OTCTaBaHUe pekoMeHa0BaH-
HbIX MeToAMK OT aHanUTUYeCKUMX WU TeXHUYECKUX YCOBepLUeHCTBOBAHUN, HeyadoBNeTBOopUTeNbHas
NPUCNocobnsaeMocTb peKOMeHAOBaHHbIX METOAUK K MPeanouTUTENbHOW aBToMaTn3aunn. Nockonbky NameHe-
HUE PYTUHHOWN METOAMKU N3MepeHNsa pepMeHTa Kak peKkoMeHA0BaHHOW, TaK U HepeKoMeHA0BaHHOW HEN3DEXK-
HO BbI3bIBaeT M3MEeHEHNe BNonorndyecknx pedepeHTHbIX 3Ha4YeHU, 3TO HexXenaTenbHo ANns KNUMHULUCTOB.

CoBeplUeHCTBOBaHNE pa3paboTkm N aHaNMUTUYECKNX CBOUCTB M3MEpPeHniA depMeHTOB ByaeT 1 AOIMKHO
ObITb NpoaocmkeHo. OgHaKko 370 ACMKHO ObITb OCYLLECTBNEHO B COOTBETCTBUU C ODLIMHON NPaKTUKOWN pa3BUTUS
N pacrnpocTpaHeHnsa HayuHbIX AOCTUKEHUN. [TonbITKK paspaboTkm 1 NpoaABUMKEHUSA CTaHOAAPTU30BAHHLIX METO-
OUK ANg BCeobLLEero NpUMeHeHus He ABNSIKOTCA HU NpakTUYHBbIMK, HW XKenaTenbHbIMN.

KannbpoBka, ocHoBaHHas Ha pedepeHTHOWU MeToAnKE BbINOMHEHUA U3MepPEHUA U cTaHdapTHOM obpas-
Le, HaobopOoT, NpuBNeKana oTHOCUTENBLHO Mano BHUMaHUS. Cpeaun NPUYMH Takoro NOMoOXeHUs cneayeT yKa-
3aTh:

- HeA4OCTaTOK CTabUNbHLIX CTAaHAAPTHLIX 0Opa3LEB C COOTBETCTBYIOLLEN MATPULIEW, KOTOPLIE MO Obl
CNYXXUTb KannbpaTopamu;

- HECXOXKECTb MeXay npeanaraeMmbiMy B KadecTBe PepMEHTHbIX KanubpaTtopamMn U aHanutamu-gep-
MEHTaMM B Npobax 4YenoBevecKkoro nponucxoXxageHus, Bkovasa naoopmel;

- OTCYTCTBME MOCTOSIHHOMO OTHOLWWEHUA MexXay Kannopyrowen (pedepeHTHOWN) MeToaANKOU N Kanndpye-
MOW (PYTUHHOW) MeTOANKON (MeToanKammn) Kak ansa doepMeHTHOro Kanubdparopa, Tak 1 anst npob nauneHTos,
cogepXawmnx aHannuT-gepMeHT (3TO TakKe ONMUCHIBAKOT KaK OTCYTCTBUE KOMMYTabEeNbHOCTH).

ObcyxaeHne aTUX NPUUYnUH COCTaBNAET nNepeYeHb cneundurkaLnmi Kak ans ctaHaapTHeIX 0OpasLoB Bhl-
CLUEro YpPOBHSA, Tak U ANs ceMencTBa METOAUK BLINONTHEHUA U3MEPEHNIN, MeXay KOTOPLIMU npeanonaraeTcd Ka-
nMopoBka. Kanubpatop AomkeH OblTb CcTabunbHbIM WM cogepXaTb EepMeHTHbIN aHanuT, OnM3kMnm no
KaTannTU4eCKUM CBOMCTBaM B CBOEU MaTpuULIe CBOUCTBAM PEPMEHTHOIO aHanuTta B pyTUHHLIX Npobax. MeTo-
AWK OOMKHBI UMETb 04HY U TY XXe cneundpUYHOCTEL ANs KaTanuTuiyeckon akTUBHOCTU UccneayemMoro pepmMen-
Ta. [apMOHM3aLUNA pe3ynbTaToB PYTUHHBIX M3MepeHnn depMeHTOB MOXET ObITb AOCTUrHYTa NyTeEM BblDOpa
pedprepeHTHOU MeToONKN BbINONTHEHUA U3MepeHU 1 naeHTUdnKaumm rpynnbel CBA3aHHLIX C HeW npoleayp Ang
KaXKaoro KNMHMU4YeCcKkn BaxkHoro doepmeHTa. PesynbraTthl, NoNyvYeHHbIe Kakon-nndo METOOMKOW, BXOASILLEN B STY
rpynny, 6yayT MeTponorn4yeckn NnpocneXxmsaemsl o n3dpaHHon pedepeHTHON METOANKA BINOMTHEHUSA N3Me-
PEHUS.

BblaeneHHble KYpCMBOM CHOCKU B TEKCTE HACTOALLEro cTaHgapTa npueeaeHbl AN NoaAcHeHNA HEKOTOPbIX
NONoOXeHU NpUMeHeHHOro B HeM MexXgyHapoaHoro ctaHgapta SO 18153:2003.
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M E X T O CY 3D APCTUBEWUHH bl W C T A H O AP T

U3penna MmeguUUHCKUe ANA AUWAarHOCTUKMU in Vitro
MSMEPEHWUE BEJITUYUH B BUOJNNOTMYECKUX TIPOBAX

MeTponoruyeckasa npocneXxuBaeMocTb 3Ha4eHUN KaTanuTu4eckon KoOHUeHTpauum depMeHTOB,
NPUNUCaHHbIX KanubdpaTopamM U KOHTPONbHbIM MaTepuanam

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

NaTta BBeaeHnsa — 2013—01—01

1 ObnacTtb NnpMeHeHus

Hactosawmnn ctaHgapT ycTaHaBNMBaET npaBuna obecnevyeHns MeTpPOonormieckon npocneXXmBaemMmocTy
3HaYeHUN, NPUNUCAHHBIX KannbpaTtopam 1 KOHTPOMIbHbIM MaTepuanam, npegHasHavyeHHbIM ANnsl yCTaHOBMNEHUS
M NOATBEPXXAEHNUA NPaBUITbHOCTU M3AMEPEeHNa KaTarMTU4ecKkon KoHUeHTpauun depmeHToB. KannbpaTtopb! U
KOHTPOMNbHbIE MaTtepuanbl NpegoCcTaBNATCH NPOU3BOAUTENSAMU KaK COCTaBHaAsA YacTb MeaAUUUHCKUX U3OeNniA
Onst AMarHOCTUKK in vitro unn ang npUMeHeHuns ¢ HUMMN.

BHe obnactn npuMeHeHUs HacTosILLEro ctaHaapTa OCTaloTCA cneayoLlme nornoXXeHUs N 00beKThI:

a) TpeboBaHus Npu paspaboTke Unn Belbope pedrepeHTHOW METOAUKN BbINOMHEHUS U3MEPEHNN;

b) BenuuuHbl, NpeacTaBnsoLme cobon maccy pepMmeHTa N MMMyHOPEakTUBHOCTb DEPMEHTOB;

C) KOHTpONbHLIE MaTepuansbl, He UMetloLLMe NPUNMCaHHOro 3Ha4YeHUa U NpUMeHdaemMble TONMBKO ANA OLeH-
K Npeun3noHHOCTU MEeTOAMKA BbINOIHEHUA N3MEPEHUN UMK ee MOBTOPAEMOCTU, MU BOCMNPOU3IBOONMOCTIA
(KOHTPONbHLIE MaTepuarnbl NPeLUN3INOHHOCTU);

d) KOHTpOnbHbIE MaTepuansbl, NpeaHasHavYeHHbIe ANns Lenen mexnabopaTtopHoro KOHTPONA KadecTBa U
COMPOBOXAaeMble MHTepBanaMn npeanonaraemMblx npuemMnemMblxX sHa4eH1, Npu 3TOM KaXXabl MHTepBan 4orn-
)XeH ObITb NONy4YeH NyTeM MexnabopaTopHOro KOHCEHCyca Nno OTHOLIEHUIO K OAHOW 3ad4aHHON MeToauKe Bbl-
NONMHEHUA N3MePEHN U ¢ NpeaernbHbIMU 3HAaYEHUAMIN, METPONOTMYECKN HENPOCNEXNBAEMbIMMA;

e) CBOWUCTBA, onucbiBaeMble B HOMUHaNbLHOW N opanHansHOW LWKane.

2 HopmMaTuBHbIe CCbINKN

B HacTodlweM cTaHgapTe MCNoNb3oBaHbl HOPMaTUBHBIE CChINKU Ha crieayrolme HOPpMaTUBHbIE AOKYMEHTDI:

1ISO 17511:2003 In wvifro diagnostic medical devices — Measurement of quantities In biological
samples — Metrological traceability of values assigned to calibrators and control materials (N3genua megmuunH-
CKue Onst ANarHOCTUKK in vitro. IamepeHue BenniuH B buonorndecknx npobax. Metponorndeckasi npocnexu-
BAEMOCTb 3Ha4YeHUW, NPUNUCAHHBIX KannbpaTopamM U KOHTPOSbHLIM MaTepuanam)

MexayHapoaHbld crnoBapb OCHOBHLIX U 0OLWWKMX TEpMUHOB B MeTponornn (MCM), 1993"

PYKOBOACTBO ANA BblpaXXeHna HeonpegeneHHOCTU npu namepeHun (GUM), 1993

1) 91oT cnoBapb NOAroTOBNEH OAHOBPEMEHHO HA AHIMMUCKOM M DPaHLY3CKOM s3blkax 06beagnHeHHON paboyven
rPYNnown, COCTOSWEN U3 3KCNEPTOB, BblAENMEHHbLIX CNeaylwmmMmm opranmsaunsammn. MexayHapoaHbiM DIOpO MepP U BECOB
(International Bureau of Weights and Measures; BIPM), MexayHapoaHown anekTpoTexHndeckon kommcemen (International
Electrotechnical Commission; IEC), MexayHapogHon deaepaumen KIMHUYECKON XUMUKU U nabopaTtopHON MeAULMHbI
(International Federation of Clinical Chemistry and Laboratory Medicine; IFCC), MexayHapogaHoW opraHn3aumnen rno crat-
aaptnsauum (International Organization for Standardization; ISO), MexayHapoaHbIM COKO30M YNCTOW U NPUKNAAHOWN XUMUN
(International Union of Pure and Applied Chemistry; [UPAC), MexayHapoaHbIM COHO30M YUCTOW U MPUKNAAHON (PU3UKN
(International Union of Pure and Applied Physics; IUPAP), MexayHapogHon opraHmn3aumen No 3aKkoHoA4AaTENbHOW METPONO-
run (International Organization of Legal Metrology; OIML). B HacTosiwem ctaHgapTe ncnonb3oBaHo cokpaweHne MCM.

%) 310 PYKOBOACTBO pa3paboTaHo npeacTaBUTENSAMM TEX XKe OpraHmn3aumm, KoTopble nogrotonnmn MexayHapoaHbin
CNOBapb OCHOBHbIX U OBLWIMX TEPMUHOB B MeTponorun. B HacTosiwem ctaHgapTe ncnonb3oBaHo cokpaweHmne GUM.

U3paHne odbvumanbHoe
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3 TepMUHbI N onpeaeneHus

B HacTodweM cTaHgapTe NpUMeHeHbl cregytolime TepMUHbl C COOTBETCTBYOLWMMKU onpeaeneHUamMm:
3.1 aHanut (analyte): KoMnoHeHT, ykasaHHbIM B HAUMEHOBaHUMN N3MePAEeMOUN BENMUYMHLI.

lTpumep — B genu4uHe «kamanumu4eckass KOHUeHmpayusi usogpepmeHma 1 nakmamdoeaudpo2eHasbl €
nnasme» «uzoghepmenm 1 nakmamoea2udpo2eHa3bi» ssensaemcsi aHanumom. Bee abipaxeHue 0603Haqdaem usme-
psiemMyro gestudury (em. 3.95).

3.2 KaTanutu4veckasa akKTUBHOCTbL (catalytic activity) zg: CBOUCTBO KOMMOHEHTa, COOTBETCTRYOLLEE
CKOPOCTU NpeBpaLleHnsa KatanmsnpyemMoro BellecTsa B xoae sagaHHOU XMMUYECKOM peakuni B 3agaHHOU U3-
MepuTerbHOW CUCTEME.

[Tpumevanune 1— AgantuposaHo na |[UPAC/IFCC 1995: 9.101.3 [1].

[TpyumevaHune 2— B HacTosWweM cTaHaapTE «KKOMIMOHEHTOM» SABMSAETCH PEPMEHT.

[TpumevaHune 3— Benninna «katanntnyeckas akTUBHOCTb» CBA3aHAa C KONMYECTBOM aKTUBHOIO (DEPMEHTA,
a He C ero KoOHUeHTpauunen, cm. 3.3.

[TpumevaHue 4 —KorepeHTHOW npoun3sogHon egnHuuen CU sensetca «katan» (KaT) paBHbIM «MOJO B Ce-
KyHAy» (MOInb -C ™).

[MTpnumevaHnune 5—T[lpoueaypa N3MEpPEHUsT CIYXKUT CYLLECTBEHHbIM 3M1EMEHTOM ONpeaeneHns N3MepsaemMon
BENMUYUHBI.

[TpumevaHune 6 — Bo MHOMMX cny4asix BMECTO CKOPOCTU U3MEHEHUS cybeTpaTta, YKa3aHHOIoO B KPATKOM Hau-
MEHOBaHUN PEPMEHTHOIO aHannTa, HarnpuMep «KpeaTtTuH» B HAMMEHOBAHUN «KPeaTUHKMHAa3a», U3MEPSIOT CKOPOCTb MNpe-
BpalweHns HOMKaATOPHOIo BELLECTBA KaK cybcTpaTta KOMOMHUMPOBAHHOW peakuun. Torga namepsiemasi BEnNnunHa orkKHa
ObITb oNpeaeneHa Kak «kKatanntnydeckasa akTMBHOCTb hepMeHTAa, n3MEepPEeHHast NO CKOPOCTU NpPeBpaLLEeHNs MHONKATOPHOIO
BELLECTBA B 3aaHHON CUCTEME, COOTBETCTBEHHO AAHHOWN METOAUNKE BbINONMHEHUS U3MEPEHUNY», HANPUMEP «KaTarnunTmn4ec-
Kasi aKTUBHOCTb KpeaTUHKMHA3bl, U3MEPEHHAA MO CKOPOCTU MPEeBpAaLLEHNs HUKOTUHaAMUgageHUHOMHYKneotnagocgara
(HAO®™) ¢ nomowbio pedepeHTHOW METOAUKU BbIMONMHEHUA naMmepernii MexxayHapogHon deaepaumm KINMHUYECKOW XU-
MUK 1N NabopaTopHON MegULIMHbI B YENMOBEYECKOW CbIBOPOTKEY.

3.3 KOHLUeHTpauua KaTanutTu4veckon aktTUBHOCTHU (catalytic-activity concentration); katanuTu4yeckas

KOHUeHTpauua (catalytic concentration), bg: Katanutnyeckas akTUBHOCTb, AeneHHasi Ha 00beM OCHOBHOW
CUCTEMDI.

Mpumevanune 1— Apgantuposano n3 IUPAC/IFCC 1995:9.194.2 [1].

[TpumevaHune 2— KOrepeHTHOW NPon3BogHon eamuHuuen CU sBnaetcsa «katan Ha Kybu4deckun MetTp» Unu
«MOIb B CEKYHOY-KyGUUeckuii MeTp» (KaT-M > = Monb -C ' -M ). B naGopatopHoi MeauuuHe eauHuuel oGbema MOXeT
ObITb N3bpaH «nuTp» ().

[TpumedaHune 3— BHacToAweM cTaHOAPTE KKOMMOHEHTOMY» CITYXUT PEPMEHT, a KOPUrMHarNbHON CUCTEMON»
MOXET BbITb, HANPUMEP, NNasma NPobbl KPOBMU.

3.4 KkoMMyTabenbHOCTb MaTepuana (commutability of a material): BnM30CTb COOTBETCTBUA MeXAy
MaTeMaTU4eCKMM OTHOLUEHMEM Pe3ynbTaToB U3MepeHUK, NMonyyYeHHbIX No ABYM MeToAMKaM BbINMOSIHEHNA N3-
MepeHUU AN yCTaHOBNEHHOM BENNYUHLI B AaHHOM MaTtepuane, n MateMaTUdeCKUM OTHOLLEHMEM pes3yrbTaToB
M3IMepeHUn, NoNyYeHHbIX Mo TeM Xe MeTogukam anga BennuinHbl B pYTUHHBIX Npobax.

3.5 uaMepsaeman BenuuuMHa (measurand): KoHkpeTHasi BenuunHa, anarolasicad o0bLekToM Usmepe-
HUS

[IMCM, cTaTbsa 2.6}

[MTpumevaHne 1—Cm. 3.1, npumep.

3.0 MeTponorudeckasa npocnexuBaemMocTb (metrological traceabllity): CBOUCTBO pesynbTarta nsme-
PEHUNA NN 3HAYEHUA 3TanoHa, 3akoyarueecd B BOSMOXHOCTU YCTaHOBNEHUSA ero CBA3M C COOTBETCTBYHOLLIN-
MW 3TanoHamMK, 0ObIMHO MeXayHapoaHbIMU UMK HaLMoHaNbHLIMU, NOCPeACTBOM MOCTOAHHON LLemnn CIMYeHNN,
MMeLWNX YCTaHOBNEHHbIe HeonpeaeneHHOCTM!.

IMCM, cTatba 6.10]

[Tpnumedvanwune 1—Kaxgoe cnmieHne OCyLLECTBIAETCA pePepeHTHON METOANKON BbINONMHEHNS U3MEPEHUN,
onpeaeneHHon B NPOTOKONe NnepeHoca KanmdpoBKU.

[TpumevaHdwue 2— VveroTcst pasnnyHblie BUAbl MPOCNeXnBaemMocTn. B HacToswemM ctaHgapTe NPpUMeEHEH Tep-
MUH « METPONOrn4yeckasi NpocnexXnBaemMmocTb.

2
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4 Llenb MmeTponorn4yeckom NpocrexmBaeMoCcT! N uepapxms KanmopoBKK

4.1 MpuHUuMnbI

4.1.1 HomeHknaTtypa 1 OCHOBHbIE NMPUHLMLI KANTMOPOBKU U METPONOrMYECKON NMPOCNeXMBaeMOCTU 3Ha-
YEeHUN, NONTYyYEHHbIX NPU N3MepEeHN BenninH B buonorundeckux npodax (ISO 17511), npuMmeHUMbI TakKe B Chy-
Yyadax, korga aHanuTtom asnaetca oepMeHT, a UsMepsaeMon BeENMMYUHOWN CIY>KUT NPOU3BOAHBIN PO BETUYMHD
«KaTanutudeckaa akTUBHOCTb» (MNK AanbHEeWLWNA NPOUIBOAHLIN poa BENMUYUHBI, HAanpuMep, «Kkatanutudec-
Kasi KOHUEeHTpauusi» ). TUNMYHOEe KONUYECTBO YPOBHEN B MepapxXun KannbpoBKKU nokasaHo Ha pucyHke 1. [ep-
BUYHaA pedepeHTHaa MeToauka BbINONMHEHUA WU3MEpPeHUN AOO0JDKHa npunucaTtb 3HadeHue nepBUYHOMY
KanubpaTopy, KOTOPbIA MUCNONb3yeTcs ANA KanubpoBKM MEeTOAMKUA BbINONHEHUSA U3MepeHUN creayoLllero
Oonee HU3KOMO YPOBHSA, U Aganee OO0 pesynbraToB, MOJyYeHHbIX KOHeYHbIM Mofib3oBaTteieM ANd PYTUHHOM
NpoO.I.

[TpumedyaHune—TepmnH «nepeudHas pedepeHTHasds METOAUKA BbIMONMHEHUA U3MEPEHUN», UCTMONb3YEMbIW
30€eCb, OTCbINMAET K NOMHOCTLIO AETaNnM3npOBaHHON COBOKYIMHOCTU MHCTPYKUMW N3MEPEHUS, TOrA4a Kak TEPMUH «MNEPBUYHbLIN
METOA U3MEPEHUAY, KaK 3TO onpeaeneHo KoHCynbTatTUBHbIM KOMUTETOM Mo KonnvecTBy BewecTBa (KKKB) npyn MexayHa-
poagHom 6ropo BecoB n mep (MBBM), sisnsieTcsa odwmm (poaoBbIM) ONMCAaHUEM MPUHLKNA N3MEPEHUS NN METOAA U3MEPE-
HUS, OXBaTbIBAKOLWEro pasfnyHble METOONKM.

4.1.2 HeobxoanmMbIM YCNTOBUEM NPUMEHUMOCTU TaKOro NPOTOKONAa NepeHoca ABMNSAETCH U3MepeHne o-
HOW 1 TOW XKe BeNUYNHbI N0 METOANKAM BbINONHEHUS U3MEPEHUN HACXOOSLWEro nopsagka B nepapxmyeckom cxe-
Me. lanee oomkHo ObITb NPOAEMOHCTPUPOBAHO, YTO MO MeToAMKaM, NOAYNMHEHHBIM NePBUYHON pedepeHTHOW
MEeToANKe BbINOMHEHUA U3MepeHUin B KaNTMOPOBOYHON UepapXnn, U3MEPSIIOT OOHU U Te XKe n3MmepsemMsble Ben-
UNHBI, T. €. KaTanuTUu4yecKkyo KOHLEeHTpaLuilo KOHKPETHOro nsogepMeHTa UnuM rpynnel U30POPM B TOM Xe
OTHOLWEeHWN B AaHHOW CUCTEME.

[TpnmedaHune 1—Illockonbky pog BENMUUNHBI «kKaTannMTUYecKas akTMBHOCTb» ONpeaensercs no CKOPOCTU U3-
MEHEHUS 3a4aHHOIO BELWECTBA B 3a4aHHON peakyMoOHHON CMEeCH (3a4aHHOW, Hanpumep, No KOHUEHTpauun cybcTpara, Ko-
dhakTopam, 06bEMHON A0Ne aHANUTUYECKON MOopUMK, TeMNeparype), YCrnoBuUsa N3aMepeHnst A0NMXKHbl ObIiTb B JOCTATOYHOM
Mepe NogobHbIMU BO BCEX METOAMKAX HUCXoASLWEero nopsaka. OTKIOHEHUS OT 3TUX YCIOBUW Peakuuu, KOTopble ByayT yBe-
NMMYNBaTL HEONPEAENEHHOCTb pe3ynbrarta, NPUMUCAHHOIO Kannbpartopy nin KOHTPONMBHOMY Marepuany, AomKHbl ObiTb
YCTPaHEHHbI.

[MTpunmevyaHune 2— Hebonbwas katanutnyeckas cneyndmnyHOCTb HEKOTOPLIX (PEPMEHTOB NO3BONAET BAPbU-
poBaTb Npupoay cybcrtpara, oaHako ecnv n3bpanHbin cybecTpar B nepapxmieckm bonee HU3KoOM MeToanKe BbINONMHEHUS U3-
MEPEHUN OTNUYaETCs OT WUCNOMb3YEMOINo0 B pPedEepeHTHOWN METOAUKE BbINONMHEHUSA W3MEPEHUN, AOMKHbI ObiTh
npeacTaBneHbl AONONHUTENBHbIE SKCNEPUMEHTAalbHbIE A0KA3aTENbCTBA, YTO Mo MOANMPULUNPOBAHHOWN METOANKE N3MEPSI-
10T TY X€ BEINTNYUNHY.

4.1.3 B npuHumMne, gng mMeTponornyeckon npocnexmsaemocTt go eanHunubl CHY 3Ha4veHund, nprunmcaHHo-
ro KannopaTopy, U3roToOBNEeHHOMY Npon3BoanuTenem, TpedyeTcsl UMETb NEPBUYHYIO pedePEHTHYIO MEeTOOaNKY
BLINOMHEHUSA N3MEePEHUN N KannbpaTop, N3roTOBMNEHHbIN NPOU3BOAUTENEM.

[TpumeyaHune—YTobbl yYMEHBLWNTL HEONPEAENEHHOCTb, PEKOMEHAYETCHA MPONYCTUTh CTONBKO NMap Ha nocre-
OOBaTENbHbIX YPOBHSX (Kanmbpartop n MEeTOAMKA) nepapxmm KanmbpoBKN, HACKONBKO 3TO MPaKTU4YECKN BO3MOXHO.
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KannbpoBka

MaTtepuan \ Mpouenypa BHeapeHue u.y)
e

[MpunucbiBaHW

3HaA4YeHUA

OnpepeneHve 1

eauHuubl CH, aaHHoe
'KBM (CGPM)

[lepBunyHaa pedepeHTHas l

METOAUKAa BbINONTHEHUS
N3MepeHUH

3
[lepBUYHBLIN

Kannbpartop

MHO?,

MHO®

BTopuyHasa pedepeHTHaa 4 ANPW, NN
BTODUMHBI D METOAUKA BbIMOSTHEHWS
P M3MEPEHUIA

Kan V|6paTopb

AP, Il

N3bpaHHas npouasoguteneMm 6| mn
METOAMKA BbIMOSIHEHUS
N3MepeHUn

Pa6ouwii kanubparop ! nn
npou3BoaUTENS )
YCTaHOBNEHHAS NPOU3BOAUTENEM

METOAMKA BbIMOSIHEHUS nn
9 M3MEepEHUiA
Kanubpartop, U3roToBneHHbINA
npoussoguTenem I
PyTuHHast MeToguKa 10 [lponasoguTtens
BbiNONMHEHUS1 U3MepPeHUun /N1 KOHEeYHbIN
KOHEMIHOo nmpeﬁmenﬂ noTpeﬁuTenb

PyTnHHaa npoba KOHEe4HbI
noTpedutens

PE3VYIIbTAT KOHEUHbLIN
noTpebuTenb

Yncna nHOeKCOB COOTBETCTBYIOT TPETBEMY MONOXEHUIO B AECATUYHbIX Yncnax B nogpasgene 4.2. dpyrme noscHe-
H1A npueedeHsl B MCO 17511.

Cokpawenus: AJIPV — AkkpeagntoBaHHas nabopatopus pedpepeHTHbIX namepeHnn (nabopatopusa MOXeT ObITb He-
3aBUCUMON unNn npuHagnexarte npowussogutento);, MbBM (BIPM) — MexayHapogHoe Owopo BecoB n mep; [KBM
(CGPM) — ["'eHepanbHast KoHhepeHUmnsa no Becam n mepam; MHO — mexayHapogHble Hay4Hble opraHm3aumm (Hanpumep,
MexayHapoaHasi hegepaumsi KMIMHMYECKON XMMumn n nabopartopHon meanumnnbl, IFCC); JIIN — nabopaTtopus npon3soam-
Tens; HMW — naunonanbHbin METPONOTNYECKUN MHCTUTYT.

Ob6o3HaveHune Uy) yCTaHOBNEHO ANsl CYMMAaPHOW CTaHAaPTHON HEONPEAENEHHOCTU U3MEPEHUN.

[Opn3oHTanbHbIE YEPTOHKM B NPABOW KPpanHEen YacTn pUCYHKa Nog U y) He 03Ha4aloT wKany.

“ B cotpyanuyectee ¢ MBBM, HMI, AITPA 1 npoussogmutensamm.
® KanubpaTop MOXeT 6biTb COOTBETCTBYIOLWMM CYyppOratHbIiM cTaHgapTHbIM 06pa3uom nnm npobon 4enoBe4veckoro

NMPONCXOXOEHUSA.

PUCYHOK 1 — JKCTEHCMBHAaA nepapxms KanmbpoBKU U METPONOINMYECKON MPOCEXNBAEMOCTU A0 eanHnubl CU

4.2 CTpykTypa

4.2.1 CornacoBaHHasi nponssoaHas eanHumLa namepeHusa CH «katan Ha Kybudecknin meTp» nnm «Mofib

Ha cekyHay-KyBuueckumii MeTpy», 0603HaYaemasi kaT -M > (Mofb - C ' - M), AofkHA BO3rMaBnsThb Nobyio nepap-
XWI0 KanmBpoBKW ANst KaTanMTUYeckol KOHLEHTpaumn depMeHTa, ecriu uMeeTcst NepBudHas pedepeHTHas
MeToauKa BbIMOJTHEHUS N3MEPEHUN.

[MTpumevaHne 1—Poa BENUYNHBI «KKaTannTU4YecKas KOHUEHTpauus» SBNSETCH KaTalMTUYeCKON aKTUBHOC-
Tb0 KOMIMOHEHTA B KaTtanax (Mnn Monsax B CEKyHAY ), AeNeHHbIX Ha 06bEM (OCHOBHOW ) CUCTEMbI, U3MEPSIEMOWN B KyDNYECKNX
MeTpax.
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[TpnmevaHune 2— B nabopaTtopHoON MeauUnHe AENUTENEM MOXET BbITb «TUTP», YTO AAET HECOIMACOBAHHYIO
NPON3BOAHYIO €AMHULY «KaTan Ha NUTp», 0603Ha4YaemMyto Kar N =kar/m=mMonb-c - = (monb/c)/n.

[TpnmedaHwue 3— [pyras ncnonb3yemas HecornacopaHHas eauHMLa OCHOBaHa Ha eguHuLE KaTarnnTU4YeCKOW
aKTMBHOCTW, HA3bIBAEMOWN «DEPMEHTHON €ANHNLEN» (MNN K MEXAYHAPOAHOW eaAnHnueny ), obosnavaemon Ea (U), ¢ ypas-
HeHnem nepesoga 1 Eg = 1 mkmons - MUH = 16,667 - 107° kaT. COOTBETCTBEHHO, 1 En/n ~ 16,667 - 10~° kat/n. EaonHnua mns-
MEPEHNN HE3ABUCUMA OT METOANKN N3MEPEHUNI.

4.2.2 [lepBuiHasa pedepeHTHad MeTogmKka BbINONMHEHNSA U3MePEeHUI, KoTopas onncaHnem NamepuTernb-
HOW CUCTEMBbI, BKNOYaoLWMM B cebsl yCNoBUA peakuuun, onpeaensdeT N3mepsieMyto BenninHy, oCobeHHo dep-
MEHTHBIA KOMMOHEHT, NpeanouTUTENIbHO [OOoMmKHa npeactaBnsiTb cobon cnegyrolwnin ypoBeHb JaHHOW
nepapxmn KanmdbpoBKU U NEPBLIN oNepaLOHHBIN YPOBEHD.

PesynbtaThl UBMepeHU A0MKHbI ObITb NPeacTaBeHbl HEMOCPEACTBEHHO KaK KaTanuTuyeckas KOHLeH-
Tpaunga B NponsBoaHbiX egnHuuax CU katan Ha nNUTp UN Monb B CeKyHAY-NUTP WA, COOTBETCTBEHHO, B UX
KpaTHbIX UMK CyBKpaTHLIX eanHULLax.

Kaxabld aTan namepeHus AomkeH ObITb YeTKO onpeaeneH Ang t1oro, Ytodbbl Morna obiTb OLleHEeHAa CTaH-
OapTHada HeonpedeneHHoCTb. PyHKUMA ANA pacyeTa 3HavYeHUs BeNMYnHbl Ha BbIXode, T. €. USMepdaeMoun Berin-
YMHBI, OT BCEX BEeNMYMH Ha BxoAe AomkHa ObITb npuBedeHa B npsiMon gopme Tak, 4Tobbl cymMmmapHas
HeonpeaeneHHOCTb Morma ObITb paccyMTaHa nNpeanoyTUTENbHO B cooTBeTcTBMKM ¢ GUM.

[TpunmevaHnune 1— OueHka HeonpegeneHHOCTU TPedyeT, YTOObI KaXxagasi cTagusa n3amepeHuns dbina siCHO Onu-
caHa n bbina AOCTYNHOW AN KOHTPOIbHOIO 3KCNEPUMEHTA, KOTOPbLIN HE BCErga A0CTYNEH AN aBTOMaTU3NPOBAHHON MPO-
Leaypbl NU3MEpPEHUs.

[MTpumevaHune 2—IllepBnuHas pedpepeHTHAA METOANKA BbIMOMHEHNA N3MEPEHUN NPEANOYTUTENBHO A0IMKHA
ObITb PEKOMEHAOBAHA HA OCHOBE MEXAYHAPOAHOIo KOHCEHCYC A, Hanpumep B pamkax MexagyHapoagHon heaepanmm KInHK-
YECKON XMMUN N NabopaTopHON MeauuuHbl. Ecnn mexayHapogHo NPU3HAHHOW NePBUYHON peddepeHTHON METOANKN Bbl-
NONHEHNA U3MEPEHUIN HET, HALUMOHANbHbIN METPONOTMYECKU NHCTUTYT UIMTN HAYYHOE 0BLWECTBO MOXET paspaboTarb Takyo
METOAUKY OIS MOCNeayowero MexayHapogHoro pacCMOoTpPEHMS.

[MTpnmevanune 3— MexgyHapogHas dbegepauns KIIMHUYECKON XUMUN N NabopaToOpHON MeANLUMHBI aKTyanm-
3npoBarna ceBou pedepeHTHbIE METOAMKU BbIMNONMHEHUA U3MEPEHUN, YCTAHOBUB TEMNEpATypy peakummn Ha ypoBHe 37 °C
BMecTo 30 °C. [lepeveHb nNepBUYHbIX pedepeHTHbIX METOAUK BbINONTHEHUSA N3MEPEHUN MPUBEAEH B NPUNOXEHNN A.

4.2.3 lepBU4HLIN KannbpaTop A0MKEH UMETb CBOE 3HaYeHMe U HeonpeaeneHHOCTb U3MepPEeHUd, NPUNu-
CaHHbIe C MOMOLLbLIC NepBUYHOU pedpepeHTHOU MeTOAUKA BbINOMHEHNA M3MepeHU (4.2.2) Yepes popManbHyo
MeXnabopaTopHyo npoLeaypy ceptudukaLnm, BKNoYasa oLEHKY KOMMYTabenbHOCTH.

[MTpumevaHwue 1—IllpurotoBneHune n ceptndmkaumns NEPBUYHOIO KannbpoBoOYHOIro marepuana aomnKHbl ObiTb
NpoBeAEHbI NO NOPYHEHUIO MEXAYHAPOAHLIX OpraHn3auunm.

[TpumevaHune 2—ITllpumepammn NEPBUYHLIX KANMBPATOPOB CryXaT cepTudpnunpoBaHHble pehepeHTHbIE Ma-
Tepuanbl (aTTECTOBAHHbIE CTaHAAPTHbIE 0Opa3LUbl) BCR®", pasapaboTaHHble B paMkax NporpaMMbl «VHbpacTpykTypa ns-
MmepeHust n ncnolTannsa» («Measurement and Testing, Infrastructure» ) EBponenckon KOMMccUm nnu No Koonepaumm mexay

Muctntytom pedepeHTHbIX matepuanos n namepednn (IRMM) Eeponenckoro Cotoza n MexayHapogHon eaepaunen
KITMHUYECKOW XUMUKN 1 nabopartopHon meanumHbl. OHM nepedncnenbl B NPUNoXeHmn B.

4.2.4 BTopudHasa pedepeHTHada npoueaypa BbINMONHEHUA U3MEPEeHU AOIMKHA ONUChIBaTb USMepUTEnb-
HYHO CUCTEMY, KanMOpPOBaHHYIO C UCNONBb30OBAHMEM OAHOIO NN HECKOSMbKUX NepBUYHBIX KannbdpaTtopos (4.2.3).
YcnoBua peakumm AoMKHbl ObITb TakKUMK, YTODBI n3MepsieMast BenmumnHa obina bbl TOW XKe, YTO 1 ANdA NepBuY-
HOW pedrepeHTHON METOANKN BbINONMHEHUA n3MepeHnin. JomkHbl ObITb NpuBeaeHbl TPEDOBAHUA K ONMMCAHUIO U
pacyeTy 3HadyeHUn U HeonpegeneHHocTen no 4.2.2.

[MTpumevaHnune 1— Ina npoctoTel UCNONMHEHNA BTOPUYHAS pedepeHTHAA METOAUKA BbINONTHEHUS N3MEPEHUN
MOXET BbITb Bonee MeXaHn3anpoBaHHON, YEM NEPBUYHAA METOANKA, TEM HE MEHEE cneayeT NPUMeEHATb TpeboBanna 4.2.2,

npumedanHue 1.

[TpnmevyaHune 2—BropnyHasa pedepeHTHaAs MEeTOAUKA BbIMOJIHEHUN U3MEPEHUS MOXET OblTb onmcaHa W
BHegpeHa naboparopuen pedepeHTHbIX UAMEPEHUW NN MPOUN3BOAUTENEM.

4.2.5 BTOpUYHLIN KannubpaTop A0IDKEeH MMEeTb 3HaYeHue, NpUnnMcaHHoe B COOTBETCTBUN C BTOPUYHOW pe-
pepeHTHON METOANKON BbINONMHEHUNA nsmepeHna (4.2.4).

1

)CepTMCbMLI,MDOBaHHbIe pedpepeHTHbIE MaTepuans! (aTTeCToOBaHHble cTaHdapTHble o0bpasubl) BCR® sBnsatoTcs
NPUMEPOM NOAXOASLWEN NPOAYKUMM, AOCTYNHOM Ha pbiHKE. Hhopmauma npuBegeHa gns yaobcTBa Nonb3oBaTENEN Ha-
CTOSILLEro cTaHaapTa v He o3HavaeT NoAAEePXKY 3TUX NPOAYKTOB.
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[TpumevyaHune 1— BTopnyHbIN KanNnnbpaTop MOXET CONPOBOXAATLCA cePTUDUKATOM.

[TpumevyaHune 2—IllpyunucbiBaHmne 3Ha4YeHUS MOXET ObiTb BbINONHEHO B naboparopumn pedhepeHTHbIX N3Me-
PEHUN MNn B NabopaTtopumn NponN3BOaNTENS.

[TpumevyaHune 3— BTopuiHbin KannbpaTtop MOXeT DbiTb, HANPUMEP, Marepmnanom ¢ MmaTpuLen, HaNOMMUHAI0-
Len maTpuuy Npobd YenoBeyecKoro NPoONCXoXaeHus, Nognexawmx u3aMepeHnto ¢ NOMOLLLIC PYTUHHOW NPoLUEaypbl N3mMmepe-
HUS1 KOHEYHOIo noTpebuTens.

4.2.6 lMpoueaypa nsmMepeHusa, nsbpaHHasa NPouU3BOANTENEM, OOMKHa onpeaensaTb U3MepUTENbHYH
cucTemy, KannbpoBaHHYO OQHUM UM HECKOSTbKUMU NePBUYHBIMU UM BTOPUYHBIMU KanubpaTopamu npu nx
HaNU4nH.

[TpumeyaHune—Meroguka, nddbpaHHasi NPon3BoAUTENEM, MOXET BbITb BTOPUYHON pePepeHTHON METOAUKON
BbINONHEHUSA nameperHnm (4.2.4).

4.2.7 Pabo4vnin kanmnbpaTtop nponssoamTens AomkeH UMeTb 3Ha4YeHne U HeonpeaeneHHoOCTb USMepeHus,
1PUNNCaHHbIEe BTOPUYHON pedpepeHTHOM MEeTOAMKON BEINONMHEHUA UaMepeHnun (4.2.4) unm HenocpeaCcTBEHHO
1epBUYHON pedepeHTHON METOAUKON BLINOAHEHUSA U3MepeHnn (4.2.2), ecnn 3To BO3MOXHO. KanmbpoBOYHLIN
MaTepmuan AoMmKeH NPosBNATL aAeKBaTHYHO KOMMYTabenbHOCTb Kak B OTHOLLEHUX pedpepeHTHOU MeTOAUKA Bbl-
MOMHEHUS1 U3MepPeHUN, Tak N B OTHOLLUEHUM KannbpyeMon MeToaukn (5.3).

[TpumeyaHune—Pabounn kannbpatop Npou3BoanUTENSA MOXET DObiTb, HANPUMEP, MaTepmanom ¢ MaTPULIEN,
HaNOMWHAIOLWEN MaTPULy NPoD YeNOBEYECKOIo NPONCXOXKAEHUSA, NoANEXKAWMNX N3MEPEHUIC NO PYTUHHON METOANKE N3ME-
PEHUSA KOHEYHOro noTpeburtens.

4.2.8 YcTaHoBnNeHHasa NpoM3BoanUTeNnemM MeToAuKa BeINONMHEHNS U3MEPEHUI A0MKHA ObITb KannbpoBaHa
OOHUM WUITN HECKOMbKUMK pabounmm kannbpartopamu npoussogutens (4.2.7) Unn kanmdbpatopom MeTpOoori-
yeckn 6onee BbICOKOTO YPOBHSI.

[ PUMEYAHWE — YcTaHoBNeHHas rnpounaeogunterieMm MmetToauka BbllNoJIHEHUHA HSMEpEHMﬁ OCHOBaAHA Ha CUCTEME,
BNn3KON K cucteme pyTHHHOI;I METOOMNKWN BbITNOJIIHEHUHA MSMEDEHHI;I, HO MOXET UMeTb bonee HU3KYIK) HEeONnpeaerieHHOCTb N3-
MepPeHUHA, MNonyvYeHHy BCIegcrtBmne bonee V3KUX AO0NyCTUMbIX MHTEPBAllOB BEJIMMUH Ha BXO4Ade U BIIMAKNLWLKUX BEJIMHWH, A
TakXe MNnyTemM BbIlNOJITHEHUA TNMOBTOPHbIX HSMEDEHHI::I.

4.2.9 Kannbdpartop, N3roToBNEHHbIN NPOU3BOANTENEM, AOIKEH UMETL 3HAYEHNE U HeonpeaeneHHoCTb,
NpUNMcaHHble C NOMOLLbH YCTAaHOBMNEHHOW NpoussocauTenemMm MeToauKkn BbiNMoNHEHUA U3MepeHU (4.2.8) unu
MHOWN METOANKM DoMnee BbICOKOro YpOBHS. KannbpoBoYHbLIM MaTepuan AomkeH ObITb agekBaTHO KOMMyTabeneH
ONnst METOAMKN BbIMONTHEHNSI UBMEPEHUIA, C NPUMEHEHUEM KOTOPOWN eMy ObIIo NPUNMCaHO 3Ha4YeHne, 1 ans py-
TUHHOW MeTOAUKN BbINONMHEHUSI NU3MePEeHUN.

4.2.10 PyTUHHaa MeToaMKa BbINOMHEHUA U3MEPEHUN KOHEYHOro noTpedbuTtensa AomkHa ObiTb Kannbpo-
BaHa OQHUM UMM HECKONbKUMU KanundpaTtopamu, N3roToBNeHHbIMU npoussogutenem (4.2.9). lNpounssoaunrtens
OTBETCTBEH 3a A0oKa3aTeNbCTBO TOro, YTO PYTUHHAA MeToaunKka BbINOMTHEHUA 3MePEeHUN NO3BONAET M3MepPATh
TY e BENMUYNHY B PYTUHHLIX Npobax, AN KOTOPLIX 3Ta MeToAMKa npegHasHaveHa, YTo U nepBuUYHas pedrepen-
THas MeToAuKa BbINONHEHUA N3MePEeHUN.

5 lNMoarBepXxXaeHe MeTPONOrM4YeCKou NpPocrexmnBaeMoCcT KannopoBKN

5.1 lNMpuHUUNBI

[Mepenava npaBUNbHOCTU N3MEpPEeHNAa AoMMKHa ObITb obecnedyeHa HanM4YMemMm oguHaKoOBOW aHaNUTU-
YyecKkon cneynPuyHOCTU METOANKA BbINMOMHEHUS U3MEPEHUA U aeKBaTHOW KOMMYTabenbHOCTLIO Kannbpa-
TOPOB.

[TpumevaHune 1— Llenbio NnpUMeHEHNA METPONOMMYECKU MPOCTEXEHHBIX KANMMBPaTOPOB B PYTUHHbLIX METOAN-
Kax BbINONMHEHUA NU3MEPEHNIN, KOTOPbIE UCMNOSMb3YIOTCA B MEOANLMNHCKNX U3OENUAX AN QNAarHoCTUKW in vitro, ABNAETCH Nony-
YEHMe peaynbrata U3MEPEHUA N3MEPSEMON BENNYUHBI, HACTONBKO BNMU3KOro, HACKONBKO 3TO TpebyeTcs, K pesynbrary,
KOTOPbIN Bbin Bbl NONy4eH, ecnu bbl pedepeHTHasd METOAMKA BbINONHEHUS U3MEPEHNN, A0 KOTOPOW KanubpaTtopbl 6b1nn
METPONOrMyecKkn npocnexXeHol, boina bbl NPpUMEeHeHa Anst U3MepeHus Tex Xxe cambix Npodb. Tem cambiM, NPaBUNBHOCTL pe-
3yNnbTaToB, MONMYYEHHbIX KANMbpoBaHHOW (aTTECTOBAHHOW ) PYTUHHOW METOANKOW BbIMONTHEHUS U3MEPEHUN, SBNSETCSH NPO-
N3BOAHOWN OT NMPaBunbHOCTU pedhepeEHTHON METOANKN BbIMONMHEHUA N3MEPEHNI, KOrda TakoBasi 4OCTYyNHa.

[TpumevyaHune 2—B 3aBUCMMOCTM OT Npupoabl HhepMeHTHOro aHanuta n mMmaTpuubl Npod ga)ke manewvwas
pasHUUa B NUBMEPUTENBHbIX CUCTEMAX U CTagusX UBMEPEHNA MEXOy ABYMS METOANKAMWN BbINONHEHUSA N3MEPEHUN MOXKET
BbI3BaTb pa3nn4yns B aHaNMTUYECKON cneunPnyHOCTH.

6
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5.2 AHannTunyeckaa cneunMPUIHOCTbL MeTOAUK BbINONMHEHUA U3MEepPeHUN

5.2.1 Bo-nepBbiX, CBOUCTBA OLEeHNBAEMOW MEeTOANKN BbINMONTHEHUSA U3MepeHUA AOIMKHbI ObITb Haanexa-
LLIMM 0Dpa3om onncaHbl COOTBETCTBEHHO UMetoLLenca nHdopmaunm ang Toro, YtTobbl obecneynTb NU3MepeHUs
NaHHOW MeTOAUKOU TOU XKe BEeNTMYUHDI.

lNpumep 1 — AnaHuHamuHompaHcgepasa (EC 2. 6.1.2”) nodeepxeHa 8/IUsTHUKO nupudokcansgochama, u
npoyedypbi UIMepPeHuUst amo20 gpepmMeHma anpuopu mo2ym 6bimb pazdeneHb! Ha 08a HecoeMecmuMbix cemell-
cmea, UaMepsIiWUxX 8e/TUYUHbLI Pa3sIudHO20 murna, coomeemcmeeHHO MOMY, s1I8/Iemcsi amom Kogakmop 4Jac-
MmbHO CMeCcU pea2eHmos Usiu Hem.

lNpumep 2 — o-Amuna3sa (EC 3.2.1 17 ) umeem u3o0hopmMbI, U UX OMHOCUMENbHBLIE Kamaumu4ecKkue akmue-
HOCMU Ka0ol 8 omadesibHOCMU O0J/IKHbI 6bIMb cpasHeHbl 8 Ka)XX0oU nape MemoouK 8bINoJIHeHUsI UaMepeHud,
npexoe yem dennamb UX Yacmbio uepapxuu kanubposku.

Bo-BTOpPBIX, A0MKHO ObITh MOKa3aHO, YTO BCe METOAUKN BbIMNOMTHEHNSA U3MEPEHUIA MO BEpTUKaNN uepap-
X1 KannMOpoBKMA MMEIOT MO CYLLLECTBY OAHY U TY XXe aHanUTU4ecKyo cneundmndyHocTb. [JomkeH OblTb MCNOMb30-
BaH paa npobd 4enoBevYecKoro NPoUCXoXXaeHus, TUMMYHbLIX AN Npob, n3amMepsaeMbIX KOHEYHbIM NoTpebuTenem, u
MMERLLIMX 3HaYEeHUSA, OXBaTbIiBaOLME MHTEPBan M3MepeHniA, coBnaaatoLwmi ¢ MHTepBanom, HabnwaaemMbiM Ha
npakTuke. CyLlecTBeHHbIM JoKa3aTelbCTBOM TOro, YTO aHannTudeckas cneyudnuiHoCcTb ABYX METOMK BbINO-
HEHUA U3MEPEHU UOEHTUYHA, JOMKHO OblTb NMOCTOAHCTBO OTHOLLUEHUSA MeXay pes3ynbrataMu, nofyYeHHbIMU
OBYMS METOAUKAMW NPUN N3MepeHUn Kaxkaon npobbl, Ha BceM 0ObIMHOM MHTEpBane U3MepeHns ¢ ycTaHOBMNEH-
HOW 3KCMepUMEeHTanbHO HeonpeaeneHHOCTbIO.

[TpumeyaHun e— Bce MeToanku BbiNONHEHUA U3MEPEHUN, NPOABIAIOWNE OAWHAKOBYIO aHaNUTUYECKYI0 CneLu-
PUYHOCTb, MOXHO paccMaTpmBaTh Kak CEMENCTBO METOAUK BbINONHEHUA U3MEPEHUN AN AaHHOWU BENNYUNHDI.

5.3 KommyTabenbHOCTb KanubépaTopoB

5.3.1 KommyTabensHocTb pabovero kanubpaTtopa (KanmbpaTtopoB) NPon3BoANTENS AOMKHA BbITb OLe-
HeHa NyTeM NpUMeHeHns Kak pedepeHTHON, Tak U PYTUHHON METOAUK BbINOMHEHUS U3MepeHUin K pabodemy Ka-
nmoépaTopy NPon3BoAUTENS U K POy COOTBETCTBEHHBIX YeNnOBeYeCKUX (PYTUHHBIX) Npoo.

Ecnn matemaTtnyeckoe oTHOLIEHNE MeXay pesynbTataMmm, NonyYeHHbIMU ¢ NTOMOLLbIO pedepeHTHON Me-
TOAUKU BbINOMHEHUSI UBMEPEHWNA X, N pe3ynbTaTaMu, rMoTy4eHHbIMWU € MOMOLLLIO PYTUHHON METOAUKU BbINOHE-
HUS1 U3MEPEHUIN y, ANs Npob YernoBe4ecKoro NPOUCXOXKAEHUS CTaTUCTUYECKU JOCTOBEPHO HE OTNMYaeTCcs OT
pPe3ynbTaToB, MOMyHYEeHHbIX ANs1 pabodvero kanmbparopa (KanmbpaTtopoB) NPOM3BOAUTENS, 3TO A0KA3bIBAET KOM-
MyTabenbHOCTb KanMbpoBOYHOrO MaTepmana.

[TpunmevaHnune 1— Ecnu pasdbpoc ToUeK (X, ) BOKPYr IMHUN PETPECCUN U/NITN NX OTKNOHEHNE HEMPUEMITEMBI,
NPUYNHOW TAKOIo Ncxoaa MOXET DbITb pasnnuyne aHanmTNYeckon cneumndPnyHOCT MEXIy ABYMS METOANKAMMW BbIMNONTHEHUS
N3MEPEHUN.

[TpnmevaHune 2—B cnyyasix, Korga mareMaTtn4yeckoe OTHOLIEHNE AN YenoBeYeckux npod n pabodero Ka-
nubpartopa He OQNHAKOBO, Pa3HMLAa MOXET BbITb yuTeHa PaKTOPOM NOMPaBKU UNKU PYHKUMEN NONPaBKM AN NPUNUCAHHOIO
3Ha4eHus1 pabovero kanunbparopa. PakTop nonpaskn UK QYHKUMSA NONPaBkK AormkeH(Ha) BbiTb NpegocTaBneH(Ha) no-

INb30Bartersita rno ero 3arpocy.

5.3.2 lloaTBepxaeHne XxapakTepuUcTuK KanmbpaTtopa, U3roToBNEHHOro Npon3soanuTenem, AoMKHO ObITh
NOKa3aHOo NYTEM CPaBHEHUS Pe3yrbTaToB N3MEPEHUA, BLINOMHEHHbIX Kak pedpepeHTHON, Tak U KannbpoBaHHON
PYTUHHON MEeTOAMKAMW BbINONHEHUS U3MEPEHWUIN, HA Cepun pearnbHbIX NPod TOro Tuna, Ang N3MepPeHUst KOTo-
PbIX NpeaHa3HavYeHa pyTUHHas MeToauka.

[Mpobbl NpegnodYTUTENBHO AOMKHBI BbITh OAHOKPATHO B3SATBIMK NPOBaMKM YENOBEYECKOro NPOUCXOXKae-
HUAS, UMEIOLLMMU 3HAYEHUS, 3a UCKITIOYEHNEM NMUKOBLIX, pacnpeaerieHHble Taknm e obpasom, Kak 3To Habnto-
OaeTcsl Ha NpakTuke B 3aJaHHOM MHTepBane MamepeHnn ans BenndmnHbl gaHHoro tuna. NukoBble 3Ha4eHus
O0NYyCTUMBI MWL ANS Npob, UMUTUPYIOLLIUX HaTypanbHble NPoodbl.

5.4 KoMMyTabenbHOCTb KOHTPOJIbLHbLIX MaTepuanos

Ecnun 3HayeHMe KOHTPONBHOMY MaTepuany npunmcaHo METOAUKON BbIMONMHEHUS N3MEPEHWNIA, OTIINYato-
LLlenca OT PYTUHHOM METOAUKN BbINOMHEHUSA U3MepPEeHUn, KOMMYTabenbHOCTb KOHTPOMNBHOMO Marepuana gon-
)XHa ObITb UCcneaoBaHa TeM Xe cnocobom, YTo 1 KannbpoBOYHOIO MaTepuana.

1 y y .
) KoaoBbIM HOMEP, YCTaHOBIEHHBIM Komucenen no pepmeHtam MexayHapogHoro corsa BUoXmmMmm n MOnNeKynsip-
HOW Buonorunn.
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[MpnnoxeHvne A
(cnpaBo4HOe)

[lepeyveHb NepBUYHLIX pecdepPeHTHbLIX MeTOAUK BbINONTHEHUA U3MEpPEHUIN
MexayHapogHou cdegepauum KNMHUYECKON XUMUU U NabopaTopHON MeAULUHDI

Huxxe npuBegeH nepedveHb NepBUYHbIX pedepeHTHbIX METOAVK BbINONHEHUA namepeHnn MexgyHapogHon pegepa-
LMW KITMHUYECKON XMMUKN U NabopaTopHOU MEeOUNLINHbI:

1 Bergmeyer H.U., Horder M., Rej R. Approved recommendation (1985) on IFCC methods for the measurement of
catalytic concentration of enzymes. Part 2. I[IFCC method for aspartate aminotransferase (L-aspartate:2-oxoglutarate
aminotransferase, EC 2.6.1.1). [OgobpeHHble pekomeHgauum (1985 r.) no metogam MexagyHapogHon doegepaumm KnmHu-
YecKon XmMmum n nadboparopHon meanumHel (MOKXITM) ans namepeHnss KatannTu4eckon KOHUEHTpaunn (PepmMeHTOB.
Yactb 2. Metog MOKXIIM ana acnapraramumHoTpaHcdepasbl (L-acnaprar.Z2-okcornyraparammHoTpaHcgepasa,
EC 2.6.1.1)]. J.Clin. Chem. Clin. Biochem. 1986; 24: 497—510.

2 Bergmeyer H.U., Herder M., Rej R. Approved recommendation (1985) on IFCC methods for the measurement of
catalytic concentration of enzymes. Part 3. IFCC method for alanine aminotransferase (L-alanine:2-oxoglutarate
aminotransferase, EC 2.6.1.2). [OgobpeHHble pekomeHgaumn (1985 r.) no metogam MexagyHapogHon hegepaumm KnmHm-
YecKon XmMum mn nadoparopHon meanumHel (MOKXITM) ans namepeHnss KatannTu4eckon KOHUEHTpaunn (PepmMeHTOB.
YacTe 3. Metog MOKXITIM ana anannnamuHoTtpaHcdepasbl (L-ananuH: 2-okcornyrapatammHoTpancdepasa, EC 2.6.1.2)].

J.Clin. Chem. Clin. Biochem. 1986, 24: 481—95.

3 Shaw L.M., Stromme J.H., London J.L., Theodorsen L. IFCC methods for the measurement of catalytic
concentration of enzymes. Part 4. IFCC method for vy-glutamyltransferase [y-glutamyl)-peptide amino acid
v-glutamyltransferase, EC 2.3.2.2]. [MeToabl MexayHapogHon pegepaunmn KNMHUYECKON XUMUK 1 nabopaTopHON MegnLmn-
Hbl (MOKXJIM) ans namepeHuns Katanntn4eckon KoHueHTpaumm depmenToB. Hactb 4. Metog MOKXIIM ans y-rnytamun-
TpaHcdepasbl [(y-rnyTamun)-nentng amumHoauns y-rmyramuntpadcgepasa, EC 2.3.2.2)]. J.Clin. Chem. Clin. Biochem
1983; 21:633—46.

4 Tietz NW., Rinker A.D., Shaw L.M. IFCC methods for the measurement of catalytic concentration of enzymes.
Part 5. IFCC method (proposed) for alkaline phosphatase (orthophosphoric-monoester phosphohydrolase, alkaline
optimum, EC 3.1.3.1). [Metoabl MexayHapogHon ddeaepaymm KIMHUYECKON XUMUKU U NTabopaToOpHON MeauuUMHbI
(MOKXITM) ans nameperHunst KatannTYeckon KoHueHTpaumm hepmertoB. Hacte 5. Metog MOKXITM (npepgnaraembin) ans

lenovyHon gpocarasbl (opToocopHaa-moHoadup dhochorngponasa, wenodHon ontmmym, EC 3.1.3.1]. Clin. Chim.
Acta 1983; 135:339F-67F. J.Clin. Chem. Clin. Biochem. 1983; 21:731—48.

5 Horder M., Elser R.C., Gerhardt W., Mathieu M., Sampson E.J. Approved recommendation on IFCC methods for
the measurement of catalytic concentration of enzymes. Part 7. IFCC method for creatine kinase (ATP.creatine
N-phosphotransferase, EC 2.7.3.2). [OaobpeHHble pekoMmeHgaumm no metogam MexagyHapoaHon eaepaumm KInHUYeC-
KO XuMmumn n nabopatopHon meanumHbel (MOKXITM) ans namepeHns Katanntnyeckon KoHUeHTpauum depmeHToB. HacTtb 7.
MeTtog MOKXJIM pgnsa kpeatuHkuHasbl (ATd:kpeatnH-N-gpocpoTpaHcdepasal. Clin. Chem. Clin. Biochem. 1991,
29:485—56. JIFCC 1989; 1(3):130—9; JIFCC 1990; 2(1). 26—35; JIFCC 1990;2(2). 80—3.

6 Bais R., Philcox M. Approved recommendation on IFCC methods for the measurement of catalytic concentration of
enzymes. Part 8. IFCC method for lactate dehydrogenase (L-lactate: NAD* oxidoreductase, EC 1.1.1.27). [Oa0obpeHHblIe
pekoMeHgaumm no metogam MexagyHapoaHon deagepaumm KNnMHUYECKOW Xummm n nabopartopHon meanumibsl (MOKXITM)
0N U3MEepPeHns KatarnnTtuyeckon KoHueHtpauun depmeHToB. Hacte 8. Metog MOKXJIM ans nakraraerngporeHasbi
(L-nakrat: HAQ*okenpopeaykrasa, EC 1.1.1.27]. Eur. J.Clin. Chem. Clin. Biochem. 1994, 32:639—55.

7 Lorentz K. Approved recommendation on IFCC methods for the measurement of catalytic concentration of
enzymes. Part 9. IFCC method for a-amylase (1,4-a-D-glucan 4-glucanohydrolase, EC 3.2.1.1). [OaobpeHHble pekomMmeHaa-
Lnn no metogam MexagyHapoagHon peagepaumm KNnMHNYeckon Xxummum n nabopartopnon meanumidbl (MOKXIIM) ans namepe-

HUS KaTtanutnyeckon koHueHTpauun dodepmeHToB. Yacte 9. Metog MOKXJIM ansa o-amunasel (1,4-a-D-rniokaH
4-rmokaHorngponaasa, EC 3.2.1.1]. Clin. Chem. Lab. Med. 1998; 36:185—203.
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[MpnnoxeHwne B
(cnpaBo4HOe)

[lepeyeHb aTTeCTOBaHHbLIX CTAHOAPTHbLIX 00pasLoB
(cepTuchpnuupoBaHHbIX pedepeHTHbIX MaTepuanoB)

[TepevncrneHHble HMXKe aTTeCTOBaHHblE CTaHJApTHble 0bpa3ubl [cepTudnumnpoBaHHblie pedepeHTHbIe MaTepuarnsl;
CPM (certified reference materials; CRM)] moxHo nonyunte n3 VIHCTUTYTa pedepeHTHbIX MaTepuanoB U U3MEPEHUN
(IRMM) EBponenckoro Coto3aa.

OepmeHTHbIE Npenapatbl ObINU NPUTOTOBNEHLI ANA TOro, YTOOLI NOMOYb CTAHAAPTU3OBATL PE3yNbTaThl UBMEPEHUN
KaTarnnTU4eCcKon KOHUeHTpaUunmn hepMeHTOB B CbIBOPOTKE. B KaXXaom npenapare ceptudpunumpoBaHa Katanmtnyeckast KOH-
LeHTpaumsa pepmMmeHTa, onpeaerneHHas B COOTBETCTBUM C METOA4O0M, PpeKOMeHAoBaHHbIM MexayHapogHon dhegepaumnen
KNMMHUYECKON Xummnmn v nabopatopHon megnumnnsl (IFCC).

Kaxabin CPM (aTtTectoBaHHbIM CTaHAapPTHLIN 0bpasel) npegHasHadveH ansa obecneveHns NepeHocMMocTn MeToga

IFCC n, BO3MOXHO, ANA yCTAHOBIEHNA COOTBETCTBUSA MEXAY pe3ynbTaTtamMmu, NoONyYeHHbIMU KOHKPETHBIM METOAOM U METO-
nom IFCC.

Tabnuwua B.1

Homep martepuana OnucaHue
BCR-299 KpeatnHknHasa BB, yactnyHo o4vnieHHas, n3 nnaueHTbl YeNoBEKA
BCR-319 v-I nytammntpaHcgepasa, HaCTUYHO oYU EHHANA, U3 NOYEK CBUHBbM
BCR-371 Ulenovnan dhocarasa, 4HacTMHHO OYUNLLEHHASA, U3 NOYEK CBUHBMW
IRMM/IFCC 453 LenoBeveckas nakrargerngporeHasa, naohepmenT 1
BCR-426 AnaHnHamunHoTpaHcdepasa, YacTUYHO OYUULLEHHAs, U3 cepaua CBUHbW
BCR-608 KpeatnHknHasza KK-MB, na cepaua vyenoBeka
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Mpunnoxenve OA
(cnpaBo4HOe)

CBegeHUs 0 COOTBETCTBUU MEXIocya4apCcTBeHHbIX CTaHOapTOB
CCbINMOYHbIM MeXAYHapoAHbIM CTaH4apTaMm

Tabnuua HOA.1

OBo3HavYeHne n HaMMEeHOBaHNE MEXOYHAPOOAHOIO CTeneHb Obo3HavYeHne n HaMMeHoOBaHne
craHpapra COOTBETCTBUA MEXIrocyaapCTBEHHOro ctaHgapTra
ISO 17511:2003 V3penuna meanumHCKUe AOns auar- IDT [OCT ISO 17511—2011 WN3penus wmeau-
HOCTUKK in vitro. N13amepeHne BenuymH B Bnonornyec- UMHCKWE ONns AnarHocTuku in vitro. 1amepe-
Knx npobax. MeTponormyeckas npocnexmBaemMocTb HMe Benu4uH B OBuonormyecknx npobax.
3HAYEHUW, NPUNUCAHHbBIX Kannbpartopam v KOHTPOIb- MeTponormyeckasi NpoCneXXmMBaeMoCTb 3HA-
HbIM MaTepunanam YEHUW, NPUNMNCAHHBIX KannbpaTtopam N KOH-
TPONbHbLIM MaTeEpManam

[TpumeyaHune—B HacTosIleM cTaHAapTE UCNONb30OBAHO Creaylollee YCIIoBHOE 0003Ha4YeHne CTENEHN Co-

OTBETCTBUS CTaHOapTAa:
- IDT — naeHTn4HbIN cTaHaapT.
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