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FroCT P UCO 18153—2006

[lpeaucnoBue

Llenn un npuHunnbl ctTaHaaptTmnsaunm B Poccnnckon epepaumnm yctaHosneHol PeaepanbHbiM 3aKOHOM OT
27 nekadbpsa 2002 r. Ne 184-03 «O TeXHUYECKOM perynmpoBaHuny», a npasnna NpUMeHEHN HaLMOHANbHbIX
ctaHaapToB Poccunckon Pepepaumm — OCT P 1.0—2004 «Ctanpaptmnsauma B Poccunckon denpepaumn.
OCHOBHbIE NONOXEHUAY

CBepgeHunA o cTaHpapTe

1 NMOArOTOBJEH NabopaTtopnen npodbnem KNMHMKO-NabopaTopHON ANarHoCTUKU MOCKOBCKON Mean-
unHckon akagemun um. NI.M. CeyeHOBaA Ha OCHOBE CODOCTBEHHOrO ayTEeHTMYHOrO nepeBoaa CTaHaapTa,
YKa3aHHOro B NyHKTe 4

2 BHECEH TexHn4ecknm koMnteTOM No ctaHaaptTmniaummn TK 466 «MeanumHcKmne TeXHONOrNMm»

3 YTBEPXXOEH W BBEAEH B OEWCTBUE [Mpukazom PenepanbHOro areHTCTBa no TEXHUYECKOMY
perynnpoBaHunio n metponornn ot 27 nekadbpa 2006 r. Ne 350-ct

4 Hactoawmn ctTaHaapT naeHTnyeH mexayHapoaHomy ctaHaapty MCO 18153:2003 «MN3penna meau-
LIMHCKNE ANA ANarHOCTUKN in vitro. UamepeHune BennymnH B bnonornvecknx npodax. Metponornyeckaa npocne-
XXMBAEMOCTb 3HAYEHUN KaTanUTUYECKOW KOHLEHTPaLUUn (MEPMEHTOB, MPUNUCAHHLIX KanubopaTtopam wu
KOHTPONbHbIM MaTepmnanam» (ISO 18153: 2003 «In vitro diagnostic medical devices — Measurement of
quantities in biological samples — Metrological traceability of values for catalytic concentration of enzymes
assigned to calibrators and control materials» ).

HanmeHOBaHMe HacToAlero ctaHaapTa N3MeHeHO OTHOCUTENBbHO HAMMEHOBAHNSA YKa3aHHOIO MeXay-
HapoaHoro craHaapTta ana npueeaeHns B cooteetcteme ¢ [OCT P 1.5—2004 (noapasaen 3.5).

[1py NpUMEeHEHNN HaCTOALLErO CTaHAAPTa PEKOMeHAYeTCA UCNONb30BaTb BMECTO CCbINOYHbIX MeXAYHa-
POOHbLIX CTAaHAApPTOB COOTBETCTBYIOLME UM HAaLUMOHanNbHble cTaHaapTel Poccnnckon depepaunn, cBeaeHna o
KOTOPbIX NpMBEeAEHbl B AONONHNTENBHOM NPUNOXeHnn C

5 BBEAEH BINEPBbIE

NHpopmayus o6 uaMeHeHUsX K HacmosweMy cmaHoapmy nybnukyemcsi 8 eXXe2o00HO u30asaeMoM
UHhOopMalyUOHHOM yKa3amersie « HayuoHarbHble cmaHoapmei», a mekcm UaMeHeHUU U nonpasok — 6 exemMe-
CS4YHO U30asaeMbiX UHGDOpMaYUOHHbIX yKka3amesisx « HayuoHanbHble crmaHlapmbi». B criyyae nepecMmompa
(3aMeHbl) Unu OMMeHbI Hacmosuwieao cmaHOapma coomsemcemeyrujee yeedomMmrieHue bydem onybrukoeaHo
8 eXeMecCs4YHO u3dasaeMoM UHDOpMaUUOHHOM yKa3amerne «HauyuoHanbHbie cmaHoapmel». Coomeemem-
gyroujas UHhopmMmauyus, yeeOoMaeHUe U meKCmbl pasMew,aromcs makxe 8 UHhopMalUoOHHOU cucmeme obuye-
20 N01b308aHUsTI — Ha opuyuansbHoM catime ®edepanbHo20 aeeHmemaea no MexHUHYeCKoMy peayupo8aHuio
U Memporsnoauu e cemu ViHmepHem

© CraHpaptnHdopm, 2007

HacTosawmm ctTaHaAapT He MOXET ObITb NONHOCTBIO NN YACTUYHO BOCMNPOU3BEAEH, TUPAXUPOBaH U Pac-
NPOCTPaHEH B Ka4eCcTBe 0hnLMAnNbHOro n3naHna 6es paspelueHns PeanepanbHOro areHTCTBa N0 TEXHNYECKO-
MY PErynmpoBaHuio N METPONOrmm
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BBeaoeHue

CornacHo coBpeMeHHbLIM NpeacTaBNeHNaM MeTPOoNornvyeckas NPocneXxmBaeMoCcTb 3HaYEHNN, NPUNN-
CaHHbIX KaNUbpaTopaM N KOHTPONbHLIM MaTepnanam, 4oNXHa ObITb 0becneYeHa UCNONb30BaHNEM NME HOLLNX-
CA CTaHOApTHbIX 00pa3uoB U pedepeHTHbIX MEeTOAMK BbINONHEHUA WU3MEePEeHUN BbICLLIEro nopaaka.
B cooTBETCTBMM C 3TOM KOHLLenuuen obin paspadotad ctaHaapt MCO 17511 no MeTponorm4eckon NPOCNeXxu-
BAaeMOCTU, KOTOPbLIW ONUCbIBAET nepapxn4eckmn Nopaaok MeToauK BbiINONHEHNUA U3MEPEHMNN U KANNOPOBOYHbIX
maTtepnanos. Oowmne npasuna, N3NOXXeHHbIE B 3TOM CTaHAapTe, NPUMEHNMbI TAKXKE U K BENUYNHAM, OTpaXKalo-
LLIMM KaTanNUTUYECKYI0 akKTUBHOCTb (bepMeHTOB. 10 BO3MOXHOCTN, MeTponorndeckaa npocneXXnBaeMocCTb
OOMKHa ObITb NPOAEMOHCTPUPOBAHA A0 eaAnHULLI MexayHapoaHou cncteMbl eanHul, (eanHuubl CU), koTopas
BO3rNaBnaeT nepapxuio KannopoBKn.

B HacToAlEeM CTaHaapTe onNucaHa uepapxma KanmopaTopoB U METOAUK BbINONHEHNA U3MEPEHNU ANA
N3MEPEHNA KOHLLEHTPALWN KAaTanNnNTUYeCKOWU aKTUBHOCTU (DEPMEHTOB (Aanee — KaTannuTtuyeckaa KOHLEHTpa-
unga). [lna namepeHun hepMeHTOoB NPon3BoaHasn cornacoBaHHaa eanHuua CHY «Monb Ha cekyHay-KyOn4eckmn
MeTP» UNN «KaTan Ha Kyon4ecknn meTtp» (cornacHo pesontounn ['eHepanbHOWU KOHbepeHUUn No Becam n
MepaM) ABNAETCH BEPXHUM YPOBHEM NEPAPXNU C NEPBUHHON pedepPEeEHTHON METOAMNKOWN BbINOMHEHNSA N3MEpPe-
HUW, O KOTOPOW A0MXKHbI ObITb, MO BO3MOXHOCTU, NPOCNEXeHbl METOANKN BbINONHEHNA N3MepeHnn, Kannbpa-
TOPbI U KOHTPONbHbIE MaTepuanbl HN3LWEro YPOBHA.

PepMeHTbI B KPOBU U APYIrMX BMONOrMYECKNX XXUOKOCTAX MOTYT ObITb U3MEPEHLI ANA ANarHOCTUYECKNX
Lenen Yyepes nx Katanutndeckme KOHUEeHTpauun. AHannTU4eCKUn NpmHUMN namepeHna CKOpoCTn Katanutu-
4eCKOro naMmeHeHuns cybcrparta obnagaeT s3HaunTeNbHLIMU NPpenMyLLIECTBAMU Bnarogapa ObICTPOTE, HU3KOMY
nopory 0OHapyxXeHnsa, aHanntnieckon cneyndpnHHOCTU U Manowu CTOMMOCTU. Pe3ynbTaTbl U3BMEPEHNNA KaTanu-
TNYECKON AKTUBHOCTU CPABHUMbI TONBLKO MPW BbINONHEHNN U3MEPEHNN B OOHUNX U TEX Xe ycnoBuax. [1oaTomy
onncaHne oepmMeHTa Kak UaMepaeMon BENUYUHbI HE MOXKET OrPaHNYNBaTLCA TONLKO HA3BaHMEM poaa BENUYn-
Hbl (KATanUTU4ECKOW aKTUBHOCTU), HAUMEHOBAHNA DEPMEHTA U CUCTEMDI, a TPEDYeT TaKkkKe yKasaHus 3aaaH-
HOW METOAUKU BbINONHEHUA N3MEPEHNIN, OCODEHHO MHANKATOPHOINO KOMMOHEHTA pPeakLmnn.

MeToauka BbINONHEHNA U3MEPEHNN BEPXHETO YPOBHSA UepapXxumn KanmbpoBKM AOMKHA ObiTb MeXAyHa-
POAOHO Npu3HaHa. NpumMepomM MOXET CNYKUTb NPUHATAA MexxayHapoaHou hegepaunen KNMHNYECKON XMMUN n
nabopaTopHON MeanunHbl pedoepeHTHaa MeToAnKa BbIMONHEHUA N3MEPEHUN KPeaTUHKUHA3bl MO CKOPOCTU
npesBpalleHna HUKOTMHaMmnaageHnHanHykneotnaa (HALH).

Takmm obpa3oMm, nepBuvHas pedepeHTHas MeETOAUKE BbINOMHEHNS N3MEPEHNIN ABNSETCA COCTaBHOMU
4acTblo onpeaeneHna N3MepaeMon BeNMYUHbLI N AOMKHA BKNOYAaTh B cebs cneayollee:

- BUA cybcTpaTa (ecnu cneunpPrnyHOCTb hepMeHTa NO3BONAET, BO3MOXHbI BapnaLnmn) N ero KOHUEHT-
paumio;

- @KTUBATOPbl N X KOHLEHTPAaLIWN;

- HanpaeneHue KaTanuTU4eCKoU peakumnu;

- UHOAUKATOPHLIN KOMMOHEHT;

- OydbepHyto cnctemy mn pH;

- TeMmneparypy,;

- ANUTENbHOCTb NPEeAbIHKYOALMOHHOro Nepnoaa;

- Marepuan, UICnonb3yeMbin ANa 3anycka peakunu;

- BpeMA 3a0ePXKKu;

- NPOAOCNMKUTENBHOCTb PEAKLUUN,

Henocratkn, cBA3aHHble C 3aBUCUMOCTbLIO onpeaeneHna (pepMeHTa Kak usMepaemMon BeNUYUHbI U
pPe3yNbTaToB ero 3MepeHnn 0T METOAUKU BbINONHEHNA U3MepPEHUN, XOPOLLO N3BECTHbI: NPOobNeMbl Npr NpoBe-
OeHUN BHELLHEW OL,EHKN Ka4eCTBa uccneaoBaHUM 1 Npu oueHkKe BOCNpou3BeAeHNa MeToao0B; CyLLeCcTBOBaHUE
MHOXXECTBEHHOCTU BUoNormvyecknx pedoepeHTHbIX MHTEPBANOB N CBA3aHHOINO C 3TUM PUCKa HenpaBUNbHOW
KNMHUYECKON NHTEpNpeTaunmn pe3ynbTaTtoB uccneaoBaHnmn PepMeHTOB.

CTaHpapTtmnsauma pyTUHHbIX U3MePEeHnn hepMeHTOB BaXXHa Ansa NabopaTopHON MeanLUHbI, NMOCKOMNbKY
OHa CcnocobCTBYET NOBbILLEHNIO KMMHUYECKOWU 3HAYUMOCTU U CONOCTABUMOCTU PEe3yNbTaTOB NYTEM YCTPAHEHUSA
pas3nn4nmn bnonornvecknx pedoepeHTHbLIX UHTEPBaNOB.

CyLecTBYIOT ABa NOAX0AA:

a) NOCTOAHHOE UCMNOMNb30OBaHME TOMNbKO PEKOMEHAOBAHHOW UMW CTaHOapPTM30BAHHOW METOAMKU ANA
Ka)aoro oepmMeHTa;

b) KannbpoBka 0AHON NNN HECKONBKNX PYTUHHbIX MEeTOANK KOMMYTabenbHbIMU (hepMEHTHbIMU Kanno-
POBOYHBIMM MaTepuanamu, 3Ha4eHNA KOTOPbIM NPUNUCaHbI C NOMOLLLIO U3DpPaHHOW pedrepEeHTHON METOONKM
BbIMONHEHNA N3MEPEHUN.

IV
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icnonb3oBaHMe pekoMeHAOBaHHON METOANKN Ha NPOTAXeHN Donee YeM ABaauaTn NeT NPUHECNO 3Ha-
YMTENbHbIE yCNeXu B yNy4ylleHNN Ka4eCcTBa U CONOCTAaBMMOCTU Pe3ynNbTaToB U3MepPeHNN DEPMEHTOB U NMPEKpa-
LLIEHUN MNPUMEHEHNA aHanNUTUYEeCKN HeyaoBNeTBOpPUTENbHLIX npoueayp. OAHAKO CcTaHOapTU3auus,
OCHOBaHHas Ha peKOMeHA0BaHHbIX MeToAMKaxX, AOCTUNrNa npeaena ceBoen NoNe3HoCcTn. Ee HeaocTaTkKu — 3TO
OTCYTCTBUE KOHCEHCYCa Npu BbIOOPE N3 MHOXECTBA pa3nnyalLmxcsa pekoMeHaauum; HamepeHHble U HeHaMe-
pPeHHble MOandnKaLnun pekoMeHaOBaHHbIX METOANK NPU PYTUHHOM NPUMEHEHNN; OTCTaBaHNE PEKOMEHAOBAH-
HbiX MEeTOAMK OT aHannMTU4ecCKux U TeXHUYeCKMX YCOBepLIEeHCTBOBAaHUW, HeyaOBNeTBOPUTENbHAaNA
NpncnocobnaemMocTb PEKOMEHAOBAHHLIX METOAUK K NPeANOYTUTENBHON aBTOMAaTN3aLUnKN. [1OCKONbKY N3MeHe-
HUe PYTUHHOW METOANKN N3MepeHna oepMeHTa Kak peKOMeHAOBaHHOWN, TaK U HepeKkoOMeHAOBaHHON HEN3DeX-
HO BbI3blBAET U3MEHEHNEe DUONOrMYECKNX pepepeHTHbIX 3HAYEHNWN, 3TO HeXenaTenbHO ANA KNUHULNCTOB.

CoBeplLUeHCTBOBaHNE Pa3paboTKu n aHaNnUTNHECKNX CBOUCTB N3MepPeHnin oepMeHTOB DyaeT 1 AOMKHO
ObITb NpoaoNMKeHO. OAHAKO 3TO AOMKHO ObITb OCYLLIECTBNEHO B COOTBETCTBUN C OObIYHOWN NPAKTUKON Pa3BUTUSA
N pacnpoCTPaHEHNA Hay4YHbIX AOCTWXEeHUW. [1onbITKN pa3padoTkn n NpoaBUXEHNA CTaHAAPTU30BaAHHbIX METO-
AWK ANA BceobLero npnMeHeHns He ABNATCA HU NPaKTUYHLIMU, HU XXKeNaTenbHbIMM.

Kannbpoeka, OCHOBaHHas Ha pedepeHTHON METOAUKE BbIMNONHEHNA N3MEPEHNN U CTAHAAPTHOM 0bpas-
Lle, HA0bOPOT, NpMUBNEKana OTHOCUTENBLHO Mano BHUMaHUA. Cpeaun NPpUYnH TaKOro NONOXeHna cneayeT yKa-
3aThb:

- HeAOCTAaTOK CTabUNbHbIX CTAHAAPTHbLIX 00pPa3L 0B C COOTBETCTBYIOLLEN MATPULIEN, KOTOPbLIE MOrnn Obl
CNYXUTb KannbpaTopamu;

- HEeCXOXeCTb MeXay npeanaraeMbiMn B KadyecTBe PepMeEHTHbLIX KannbopaTtopamm n aHanutammn-gep-
MeHTaMM B Npobax 4enoBe4eCKOro NPONCXoXaeHns, BKNoYaa n3ogpopmbi;

- OTCYTCTBME NMNOCTOAHHOIO OTHOLLEHNA MeXAay KannopytoLwen (pedepeHTHON) METOOMKON N Kanudpye-
MOW (PYTUHHON) MeTOANKOW (METOAMKAMMN) Kak ANa hepMeHTHOro kKanmbparopa, Tak n ana npod NauneHToB.,
coaepxalmnx aHannT-PepPMeHT (3TO TaKKe ONUCLIBAIOT KaK OTCYTCTBUE KOMMYTabeNbHOCTN).

ObcyxxaeHne 3TMX NPUYNH COCTaBNAET nepedeHb cneundpukaumn Kak ana ctaHgapTHbiX obpasuos
BbICLLEro ypoBHA, TAK U ANA CeMencTBa METOAUK BbINONHEHNA N3MEPEHUN, MeXay KOTOPLIMU NpeanonaraeTca
Kannoposka. KannbpaTtop AoNXeH ObITb CTAOUNBHLIM N coaepKaTb PEPMEHTHLIW aHaANNUT, 6NN3KUN NO KaTanm-
TU4ECKMM CBOUCTBaAM B CBOEW MaTpuLe CBOUCTBAM (DEPMEHTHOrO aHanuTa B PYTUHHbLIX Npobax. MeToankn
OOMKHbI NMETb OOHY U TY Xe cneuynpnyHOCTb ANa KaTtanutn4eckon akTUBHOCTU nUccneayemMoro pepmMmeHTa.
[[AapMOHM3aUNA PEe3yNbTaTOB PYTUHHbLIX M3MepPeHUN (PepMEeHTOB MOXEeT OblTb AOCTUrHYTa MyTEM BbIOOpaA
pedepeHTHON METOAUKU BbIMNONHEHNA U3MEPEHNN U MOAEHTUPMKALUN TPYNNbLI CBA3aHHbLIX C HEW Npoueayp ang
KaXXaoro KNMHWYeCKN BaXXHOTro oepmMeHTa. Pe3ynbTaThl, NONYYEHHbIE KAKON-NNDO METOAMKOW, BXOAALLIEN B 3TY
rpynny, oyayT MeTponorn4eckn npocnexueaembl 40 U3bpaHHON pedepeHTHOUN MeTOANKN BbINONHEHNA N3Me-
peHuns.

BblaeneHHble KYpCUBOM CHOCKU B TEKCTE HACTOALLLEro cTaHaapTa npueeaeHbl ANA NOACHEHNA HEKOTOPbIX
NONOXXEHNN NPUMEHEHHOIO B HEM MeXXayHapoaHoro ctaHaaptTa MCO 18153:2003.
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HAUWOHAINBbHBILU CTAHOAPT POCCUMUCKOWNW OSGOEOLEPALUNMN

U3penua meamumHCcKue AnNA AMarHoCTUKM in vitro
U3IMEPEHUE BEJTUYMUH B BUOJTIOTMYECKUX NMPOBAX

MeTponornyeckana npocneXxmBaeMoCcTb 3HaAa4YeHUN
KaTanMTU4YeCKON KOHLUEHTpauumn thepMeHTOB,
NPUMNUCaHHbIX KanudpatopamMm n KOHTPOSMbHbLIM 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

[lata BBegeHnna — 2008—01—01

1 O6nactb NpUMEeHeHUs

HacToAawun ctaHaapT ycTaHaBnNmMBaeT npasuna obecnedeHna MeTponorndyeckon npocneXxnsaeMocTu
3Ha4YeHUN, NPUNNCAHHbLIX KanndpaTopamM N KOHTPONbHLIM MaTepmnanam, npeaHasHauveHHbIM ANs ycTaHoBNe-
HUA NN NOATBEPXKAEHNA NPAaBUNBLHOCTU N3MEPEHUA KaTaNUTUYECKOWN KOHLUEHTPaLUMN hepMeHTOoB. KannbpaTto-
Pbl U KOHTPONbLHLIE MaTepuanbl NPeaOoCTaBNAITCA NPOU3BOAUTENAMU KaK COCTaBHaA 4acTb MeaULMHCKNX
n3gennn Ana anarHoCTUKKW in vitro nnn ana NnpuMeHeHna ¢ HUMM.

BHe 00nacTu npuMeHeHNa HacTOALLEro CTaHaapTa OCTalnTCa cneayowme NnonoXeHNa v 00 bLEKTI:

a) TpeboBaHnA Npu paspadboTke Unu BbidoOpe pedhepeHTHON METOANKN BbINONHEHNA N3MEPEHUN;

b) Benu4uHbI, NpeacTaenaowmne cooon maccy oepmMeHTa NN UMMYHOPEaKTUBHOCTb (DEPMEHTOB;

C) KOHTPONbHbIE MaTepuansb!, He UMeLLME NPUNUCAHHOIO 3Ha4YeHNA U NPUMEHSAEMbIE TONBKO ANA OLLEH-
KN NPEeLunN3nOHHOCTN METOONKN BbINONHEHUA N3MEPEHNN NN ee NOBTOPAEMOCTU, UNN BOCNPOU3BOANMOCTH
(KOHTPONbHbLIE MaTepnanbl NPELN3NOHHOCTIN);

d) KOHTPONbHblE MaTepuanbl, NpeaHa3sHa4YeHHble ANA uenen MexnadbopaTopHOro KOHTPONA KavyecTsa
CONpoOBOXAOaeMble MHTepBanNammn npeagnonaraeMbiX NpneMneMbliX 3Ha4YEHUN, NPU STOM KaXXabIM UHTepBan Aon-
XeH OblTb NONy4YeH nNyteMm MexnadbopaTopHOro KOHCEHCyca MO OTHOLUEHUIO K OOHOW 3a4aHHOW MeToaAUKe
BbINONHEHNA U3MEPEHUN U C NpeaenbHbIMN 3HaYEeHUAMIN, METPOMNOMNYECKN HE NPOCNEXNBaAEMbIMM,;

€) CBOWCTBA, ONUCbIBAEMbIE B HOMUHANBHOW NN OPANHANBHOW LLKane.

2 HopmaTuBHbIE CCLINIKK

B HacToAweM cTaHaapTe Ucnonb3oBaHbl HOPMATUBHbLIE CChINKW HA cneayruwmne HOpMaTUBHbIE OOKY-
MEHTHbI:

NMCO 17511:2003 WN3penmna meanumHckme ana AnarHocTuku in vitro. lamepeHune BennynH B Ononorun-
4yecknx npobax. MeTponorm4yeckasa NPocneXxmBaeMoCcTb 3HA4YEHNN, MPUNNCAHHbIX KaNMdpaTopam U KOHTPOMNb-
HbIM MaTepnanam

MexayHapoaHblI COBapb OCHOBHbLIX M O6LLMX TEPMUHOB B MeTponorum (MCM), 19931)

Y 3ot CnoBapb NOAroTOBNEH OAHOBPEMEHHO Ha aHrMUMUCKOM N (PpaHLYy3CKOM A3blkax obbeanHeHHON paboden
rpynnon, COCTOALLEN N3 IKCNEPTOB, BbiAENEHHbIX CneaylwnMn opraHnsaunamn: MexayHapoaHbim 6HOp0O BECOB U Mep
(International Bureau of Weights and Measures; BIPM), MexxayHapoaHon sanekTpoTexHundeckon kommccuen (International
Electrotechnical Commission; IEC), MexayHapoaHon deaepaumen KNMHUYEeCKoOn XMMun n nabopatopHon meauLUHb
(International Federation of Clinical Chemistry and Laboratory Medicine; IFCC), MexayHapoaHOW opraHmnsaunen no CTaH-
napTtnsauun (International Organization for Standardization; ISO), MexxayHapoAHbIM COK30M YNCTOW U NPUKNaAHON XUMWUK
(International Union of Pure and Applied Chemistry; IUPAC), MexayHapoaHbIM COK30M YUCTOW U NpUKNaaHon ousnkn
(International Union of Pure and Applied Physics; IUPAP), MexayHapoaHon opraHmn3aumen No 3aKkoHoAaTENBEHOW MeTPOoNo-
rum (International Organization of Legal Metrology; OIML). B HacToAwemM cTaHaapTe NCNonNbL30BaHo cokpaweHne MCM.

U3paHue ohumumnanbHoe
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PykoBOACTBO ANS BblpaXeHNs HeonpeaeneHHoCTV Npy nameperm (GUM), 19931)

3 TepMUHbI U onpeaeneHus

B HacToALWeM CTaHaapTe NPUMEHEHLI cneayowmne TEPMUHLI C COOTBETCTBYIOLLMMU onpeaeneHnaMn:
3.1 aHanuT (analyte): KOMNOHEHT, yKka3aHHbI B HAMMEHOBaHUN N3MEPAEMON BENNYNHBLIZ).

lMMpumep — B eenuyuHe «KkamanumuyecKass KOHUeHmMpauyus usogepmerHma 1 nakmamoeaudpo2eHa3sbl 8
nnasme» «uszohepmeHm 1 nakmamoeaudpozeHa3bl» Aesaemcs aHanumom. Bee ebipaxeHue o603Hayaem usmMe-
psaeMyro eestuduHy (cm. 3.5).

3.2 KaTanuTun4yeckaa aKTUBHOCTb (catalytic activity) zg: CBOMCTBO KOMNOHEHTa, COOTBETCTBYIOLLEE
CKOPOCTU npeBpalleHna KaTanmanpyemMoro BellecTtsa B xoae 3agaHHOU XMMUYECKOU peakumn B 3aAaHHOM
N3MepuUTENLHOU CUCTEME.

MpumevaHue 1— ApgantuposaHo uslUPAC/IFCC 1995:9.101.3 [1].
[MTpumedvyaHne 2—BHacToAWEM CTAHAAPTE KKOMMOHEHTOM» ABNAETCA DEePMEHT.

MpumevyaHue 33— BenninHa «kaTanuTUieckasa akTUBHOCTb» CBA3aHa C KONNMYeCTBOM aKTUBHOIO hepMeHTa,
a He C ero KoOHLeHTpauunen, cm. 3.3.

[Mpnme *1 aHune 4— KorepeHTHon nponssogHon eanHuuen CY aenaeTtca «katany» (KaT), paBHbIK « MONK B Ce-
KyHAY» (MONb - C ).

MpumedvyaHue 5—Tlpoueaypa nsmepeHust CNYXUT CYLLIECTBEHHbIM 3NEMEHTOM onpeaeneHns N3MepsieMon
BENUYUHbI.

[TpumMmedvyaHune 6 — BoMHOrMX cnyyaax BMECTO CKOPOCTU N3MeHeHNA cybcTpaTa, YKasaHHOro B KpaTKoM Hau-
MEHOBaHNN PEPMEHTHOINO aHanuTa, HanpuMep «KpeaTuH» B HaMMEHOBaHUN «KpeaTUHKMHa3a», N3MeparT CKOPOCTb npe-
BpalLleHNa NHANKATOPHOro BelecTBa Kak cybcTpaTta KoMOMHNMpoOBaHHON peakunn. Torga namepsaemMas BenndnHa aonmkHa
ObITb ONpeaeneHa Kak «katannutundeckas akTUBHOCTb hepMeHTa, uaMepeHHas No CKOPOCTU NpeBpaLleHNa UHANKATOPHOro
BellecTBa B 3a4aHHOW CUCTEME, COOTBETCTBEHHO AaHHOW METOAUKE BbINONHEHUA U3MEPEHNN», HanpuMep «KkatanuTndec-
Kasd akTUBHOCTb KpeaTUHKWHa3bl, n3MepeHHass No CKOPOCTU npeBpalleHnss HUKOTUHaMuaaaeHMHQUHyKneoTuagocgara
(HAO®") ¢ nomoLbio pedepeHTHON METOAMKM BbINONHEHUA uaMepeHuii MexayHapoaHoi deaepaumm KNMHUYECKON Xu-
MUK U NaBopaTopHON MeanLUHbI B HENOBEYECKOW ChIBOPOTKEY.

3.3 KOHUEeHTpauuAa KaTanuTnyecKkon akTMBHOCTM (catalytic-activity concentration); katanutunyeckan
KoHUeHTpauuaA (catalytic concentration) bg: Katanntnyeckasa akTMBHOCTb, AeNeHHaa Ha 00 beM OCHOBHOM CUC-
TEMb.

MpnmevaHune 1— AgantmposaHo uslUPAC/IFCC 1995:9.194.2[1].

[TpumedaHune 2— KorepeHTHON Npon3BoaHOW E%MHMHEFI CW aBnsaeTca «katan Ha Kybndyecknn MeTp» Unu

- — —1 — - -
«MOSIb Ha CEKYHAY-KyBUUecKknil MeTp» (KaT-M ° = Mofb - ¢ - M ). B naGopaTopHOil MeaMLMHE eauHULEi o6beMa MOXKeT

ObITb M30paH «nTP» (N).

[TpumevyaHune 3 —B HacToAWEM CTaHAAPTE «KOMMOHEHTOM» CRYXUT (PepMeHT, a «OpPUrnHanbHOMN CUCTe-
MOW» MOXET BbITb, Hanpumep, Nnasma Npodbl KPOBW.

3.4 xoMmyTabenbHOCTL MaTepuana (commutability of a material): BNM3ocTb COOTBETCTBUA MexXAay
MaTEMaTU4YECKMM OTHOLWIEHUEM Pe3yNbLTaToOB U3MEPEHNN, NONyYeHHbIX MO ABYM MEeTOAMKaM BbINONHEHUS
n3MepeHn Anqa yctaHoBNeHHON BENUYNHbLI B 4aHHOM MaTtepuane, uMaTeMaTU4eCKUM OTHOLLEHNEM pe3ynbTa-
TOB N3MEPEHNN, NONYHEHHbIX N0 TEM Xe MeTOAMKaM ANA BENUYUHLI B PYTUHHbIX NPObax.

3.5 namepaemana BenuuumHa (measurand). KOHKpeTHaa BenuWuUMHa, ABNAKOWANACA ODBHLEKTOM U3Me-
peHns.

[IMCM, ctatba 2.6]

[MTpumevaHne 1—Cm. 3.1, npumep.

1 §
) 3710 DYKOBOACTBO pa3paboTaHo npeacTaBUTENsAMU TeX e opraHu3aumii, koTopble nogrotoesunu MexayHapoa-
HbI1 CNOBapb OCHOBHbLIX U 0OLMX TEPMUHOB B MeTponorun. B HacTosLemM cTaHaapTe UCnonb3oBaHo cokpatlleHmne GUM.

2 .

) B rOCT P 52361—2005 «KoHmponb obvekma aHanumu4veckul. TepMuHbl U ofipedeneHus» pasoen 2,
cmambs 17, npusedeHo cnedyroujee ornpedeneHue mepmMuHa «adanumy»: «kKoMnoHeHm, UCKOMbIU unu onpedensemMsil 8
fpobe sewecmaa unu Mmamepuana obrekma aHanumu4ecKko20 KOHmMpPOsa».

2
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3.6 MeTponornyeckan npocnexmBaeMoctb (metrological traceability): CBOWCTBO pe3ynbTaTa uame-
peHna NNN 3Ha4YeHNA 3TanoHa, 3aKN4aLleecsa B BO3MOXHOCTU YCTAaHOBMNEHNSA €ro CBA3W C COOTBETCTBYIOLLN-
MW 3TANOHaMM, OObIHHO MEXAYHaPOAHBbIMN NN HALMOHaNbHLIMW, NOCPEACTBOM NOCTOAHHOW LLENN CANYEHNN,
NMEIOLLNX YCTAHOBNEHHbIE HEONPEeaeNEeHHOCTM!.

[IMCM, ctatba 6.10]

[TpunmedyaHune 1— KaxapoecnudeHne ocywectensaeTtcs pedepeHTHON MeTOANKON BbINONHEHNA U3MEPEHNN,
onpeaeneHHON B NPOTOKONE NepeHoca KannbpoBKA.

[ PUumMeEHaHWE 2 — ViveloTcs pa3nnyHbI€ BUAbl MPOCNEXUBACMOCTMN. B HacTosALEM CTaHAapTe NpMMEHEH
TEPMUH «KMETPONOINNMYeCKasd NPpoOCNexXnBacMOoCTb».

4 Llenb meTponoruyeckou NpocrneXxXmBaeMocTy U Uepapxmusa KanubpoBKu

4.1 NMpuHUMNLI
4.1.1 HoMmeHKNaTypa n OCHOBHbIE MPUHLUMMBI KANNDPOBKNU N METPONONMYECKON NPOCNEXNBAEMOCTU 3HA-

YeHUWU, NONYYEeHHbIX NPN N3MepeHnn Bennynd B bnonorndecknx npobax (MCO 17511), npuMeHUMbI TaKKe B
cnyyasx, Koraa aHanntom ABNAeTCA (pepMeHT, a N3MepaeMon BENUHMHOW CAYXXNUT NPOU3BOAHbIV pOa BENNYN-
Hbl «KATanNUTNYECKaA aKTUBHOCTb» (UMW AanbHENLLNA MPON3BOAHLIN PO BENUYUHLI, HANPUMEP, «KKaTannTmn-
4YeCcKas KOHUEHTPpaUmMa»). TUNNMYHOE KONNYECTBO YPOBHEN B NEPapXnn KannbpoBKM NOKa3aHO Ha PUCYHKe 1.
[lepBu4Haa pedoepeHTHaa MEeTOaUKa BbINOMHEHNA N3MEPEHUN OOMKHA NPUNUcaTb 3Ha4YeHue NepPBUHHOMY
KannbpaTopy, KOTOPLIN UCNONL3YETCA ANS KanNMOPOBKN METOAUKN BbIMOMNHEHNA N3MEPEHUN CNEaVIOLLErO
bonee HU3KOro ypoOBHA, N Aanee OO0 pe3ynbTaToB, NOMYy4YeHHbLIX KOHEYHbIM NOTpebutTenemMm Ana pPyTUHHOW
nNpoobl.

[TpumedaHune—TepMnH «nepBudHas pedepeHTHaa MeToauka BbINONHEHUA U3MepeHUn», UCNONb3yeMblN
30eCb, OTCbINAET K NONHOCTLI AeTann3npoBaHHOW COBOKYNMHOCTU MHCTPYKUN N3MEpPEHNA, Toraa Kak TepMUH «NepBUYHbIN
METOA U3MEPEHNAY», KaK 3TO onpeaeneHo KoHCcynbTaTUBHLIM KOMUTETOM MO KonundecTsy BelwecTBa (KKKB) npn MexxayHa-
poaHoM Btopo BecoB U mep (MBBM), asnaeTtca obwmm (poaoBbIM) ONMCaHMeEM NPUHLMNA N3MepeHNA NN MeToAa n3mepe-
HUA, OXBaTbIBAKLLErO pasnuyHble METOAUNKMN.

4 1.2 HeobxognmbiMm ycnoBnemMm nNpMMEHUMOCTU TAKOro MNPOTOKONa nepeHoca ABNAETCH U3MEpPEHUE
OAHON N TOWN Xe BENNYNHbI N0 METOAMKAM BbINONHEHUA N3MEPEHNN HUCXOAALEro NOPAAKa B nepapxn4ecKkom
cxeme. [lanee AOMKHO ObITb NPOAEMOHCTPUPOBAHO, YTO MO METOANKAM, NOAYNHEHHLIM NEPBUHHON pedepPeHT-
HOW METOAMKE BbINOMHEHUA U3MEPEHNN B KANNDOPOBOYHON MEPAPXNN, N3MEPSIOT OOHN N TE XXE N3MePAEMbIE
BENUYUHLI, T. €. KAaTaNUTUNYECKYIO KOHLEHTPALMNIO KOHKPETHOro n3ooepMeHTa Uunu rpynnbl U30OopPM B TOM XKe
OTHOLIEHUN B A3AHHOWU CUCTEME.

MpumevyaHune 1—OCKONbLKY pOA BENUYMHBLI «KaTanUTUYeCcKas akTUBHOCTb» ONpeaensieTcs No CKOPOCTU U3-
MeHeHWS 3aAaHHOro BELLIECTBA B 3a1aHHON peaKLMOHHON cMecu (3aaaHHON, HanpuMep, No KOHLUEeHTpaLmn cybcTpara, Ko-
dhakTopam, oObeMHON AoNe aHanNnUTUYECKON MopLUuK, TeMnepaType), YCNOoBUSA N3MepPEeHUst AOMKHbI ObiTb B OCTaTOYHOM
Mepe NoaoOHbIMU BO BCEX METOAMKAX HUCXoAsALLero nopsaaka. OTKNOHEHUs OT 3TUX YCIOBUIA peaKkLun, KOTopble OyayT yBe-
NMYMBaTL HEOoMNpeaeneHHOCTb pe3ynbraTta, NPUNMUCaAHHOro KanubpaTopy UNN KOHTPONbHOMY MaTepuany, AOMKHbI ObiThb
YCTPaHeHbI.

[MTpumevyaHune 2— Hebonbluaa katanutnyeckasa cneynPUUHOCTb HEKOTOPLIX (DePMEHTOB NO3BONAET BapPbU-
poBaTb NpUpoay cyocTpaTta, oagHako ecnn n3dpaHHbIN cydCcTpaT B uepapxudeckn bonee HU3KON MeToANKE BbIMNONHEHUS U3~
MepeHUn OTNUYaeTCcAa OT UCNONb3yeMoro B pedhepeHTHON MeToAUKE BbINONHEHNA N3MEPEHUI, ACIMKHLI ObITh NpeacTaBne-
Hbl OOMONHUTENbHbIE 3KCNEepUMEeHTanbHble AoKa3aTenbCTBa, YTO MO MOANPULNPOBAHHON METoAUKE U3MEPSIT TY Xe
BENUYUNHY.

4.1.3 B npuHumne, ANa MeTPONorn4eckomn NpocnexxmBaeMocTn Ao eanHnLbl CU 3Ha4yeHns, npunncaHHo-
ro kKanmbpaTtopy, N3roToBNEHHOMY Npomn3soanTenem, TpedbyeTca nMeTb NepPBUYHYIO pedepPeHTHYI0O METOANKY
BbIMONHEHNA N3MEPEHNI N KannbpaTop, N3roTOBNEHHbLIN NPON3BOANTENEM.

MpumeyaHune—Yrobbl ymeHbLWNTL HEONPEAENeHHOCTb, PEKOMEHAYETCA NPONYCTUTL CTONBKO Nap Ha nocne-
noBaTenbHbIX YPOBHAX (KannbpaTtop 1 MeToANKA) nepapxnumn KannbpoBKW, HACKONBKO 3TO NPaKTUYECKU BO3MOXHO.
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KanubpoBka

MaTepuan NS Mpouenypa BHeapeHue uxy)
e

[MpunuceiBaHK

3HaMeHWHA

OnpegeneHue 1
enuHuubl CA, naHHoe
'KBM (CGPM)

[lepBn4Hasn pedepeHTHas 2

METOAMUKE BbIMNONTHEHUA
namepeHun

3

) MHO?,
[lepBUYHLIN

Kannbpatop

MHO?

BTopuivHasa pedepeHTHaas 4 AJTPW, 1N

. 5K METOAMKA BbINOSIHEHUHA
BTopuyHbI . MaMepeHin
KEJ’IHSP&TOP ANPW. NN
MN3bpaHHas npoussoguteneMm 6| nn
METOAMKA BbINOSIHEHUS
naMmepeHmn
"
NPOU3BOAUTENS 8
YcTaHOBNeHHas nponssoguTenem

MeTOAWNKAa BbINOJIHEHWNHA i

9 N3MEPEeHWIA
Kannbpartop, N3rotToBneHHbIN
npou3BoauUTEnem I
PyTuHHasa MeToauka 10 [lponssogutenb
BbINOJIHEHUS UBMEpPEHUIA NN KOHEYHbLINA
KOHEe1YHOIO nmpeﬁmenﬂ noTpeﬁuTenb

PyTnHHas npoba KOHeYHbIN
noTpebutenb

PE3VYIIbTAT KOHeuHbIN
noTpeduTtenb

Yncna nHaeKkcoB COOTBETCTBYIOT TPETbEMY NONOXKEHUID B AECATUYHBLIX YMCNaXx B noapasaene 4.2. [lpyrue nosicHe-
Hus npuseaeHsl B MCO 17511.

CokpaweHusa: AJIPN — AkkpeantoBaHHasa nadopaTtopusi pedepeHTHbIX namepeHnin (nadopaTtopust MoOXeT ObITb
He3aBUCUMOWU MNU NpuHagnexaTte npoussoautento); MbBBM (BIPM) — MexayHapoaHoe 6wpo BecoB n mep; NKBM
(CGPM) — NeHepanbHasa koHdepeHUua no secam n mepam; MHO — mexayHapoaHble Hay4dHble opraHmsauum (Hanpu-
Mep, MexxayHapoaHasa deaepauns KNMHNYeCKon XumMum n nabopatopHon megunuunHel, IFCC); JIN — nabopaTopusa npouns-
BoauTena; HMW — HaunoHanbHbIN METPONOrnvYeCKMN MHCTUTYT.

O0o3HaueHune U (y) ycTaHOBNEHO ANA CYMMapHOU CTaHAapTHON HeonpeaeneHHOCTU USMEPEHNIA.
[[Opn3oHTanbHbIE YEPTOUKM B NPaBON KpalHen YacTh pUCyHKa Noa U (y) He O3HaYaloT LWKany.
a B coTtpyaHndyectee ¢ MBBM, HMW, AITIPU n nponssoantenamn.

b KanubpaTop MoxeT 6biTb COOTBETCTBYIOLMM CYpPOraTHbIM CTaHAaPTHLIM 06pa3LIoM UNn Npo6oi YenoBeYecKoro
MPOUCXOXAEHUS.

PucyHok 1 — QKCTeHCUBHasA nepapxus KanubpoBKN U METPONOrn4yeckon NpocnexXxnsaeMocT 4o eanHULbl CH

4.2 CtpyKTypa

4.2.1 CornacoBaHHas Npon3BoaHan eanHnua namepeHnn CY «katan Ha Kyou4ecknn MeTp» Unm «Monb
Ha CeKyHOY-Kyon4eckum Metp», 0603Ha4Yaemasa kat - M—3 (Monb - ¢~ - M~3), nomkHa BO3rNaBnAaATb NGYI0 nepap-
XUI0 KannMopOBKN ANA KaTanUTUYECKON KOHLUEHTpaunn doepMeHTa, ecnn nMeeTcs nepBuvHana pedepeHTHad
METOAMNKE BbIMONHEHNA N3MEPEHUN.

[TpumMmedaHune 1— Poag BeNUYMHBLI «KaTannuTMdeckasa KOHUEHTpauusa» ABNAETCA KaTanuTUYeckOon akTUBHOC-
TbH) KOMMOHEHTA B KaTanax (Mnm Monax B CEKyHAY), AeneHHbIX Ha 06beM (OCHOBHOW) CUCTEMBI, U3MEPAEMON B KyONYeCKNX
MeTpax.

4
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[MpunmedvyaHune 2—B nadopaTtopHon meanunHe ,EI,eJ'II/ITeJ;IeM MOXKeET ObITb ((J'1II/ITp>;, YTO AaeT HecornacoBaH-
HYIO MPON3BOAHYIO €ANHULY «KaTan Ha NuTp», 0003HaYaeMyro KaT-n =kKat/n=mMonb-C¢ -n = (Monb/c)/n.

[TpumedaHune 33— dpyrasa ncnonb3yemasa HecornacoBaHHaa eaAnHULA OCHOBaHa Ha eanHULE KaTanuTudec-
KON aKTUBHOCTW, Ha3biBaeMon «epMeHTHON eanHuLen» (UnNn «MexayHapoaHon eanHuueny), obosHavaemon Ea (U), ¢
ypaBHeHueM nepesoaa 1 EQ = 1 mkmonb - MUH | = 16,667 - 107" Kar. CooTtBeTcTBeHHO, 1 EA/Nn~ 16,667 - 107" kat/n. EAnHN-
La nsmepeHnuin HesaBmcmma oT METOANKN BbINONHEHNA N3MEPEHNIA.

4.2.2 llepBnyHag peepeHTHaa MeToamnKka BbiNnONHEHNA N3MEPEHUN, KOTOPAA ONUCaHNEM U3MEPUTENDb-
HOW CUCTEMbI, BKNIOYAIOLWWM B Ce0A yCNoBusa peakumn, onpenensaeT nusmepaemMyo sennynHy, 0CobeHHo doep-
MEHTHbIM KOMMOHEHT, NPeanoyYTUTENbHO AOMKHA nNpeacTtaBnNaATb COOOW cneaywwUn YpoBEHb AAaHHOW
nepapxmmn KaNnNbpPoBKN N NepPBbIN oNepaLNOHHbLIN YPOBEHb.

Pe3ynbTaTbl U3MepeHnn 40NXHbI ObITb NPpeAcTaBNeHbl HENOCPEACTBEHHO KaK KaTanUTU4eCKaa KOHLEHT-
paunsa B Nnpon3BoaHbiXx eanHuuax CHU katan Ha NuTp nnm Monb Ha CEeKyHAY-NUTP NN, COOTBETCTBEHHO, B MNX
KpaTHbIX NNN CYOKpaTHLIX €eAVHNLIEX.

Kaxabin 3Tan usmepeHna AonkeH bbiTb YETKO onpeaeneH ana Toro, 4Tobbl MOrna ObITb OLleHEeHa CTaH-
OapTHaa HeonpeaeneHHOCTb. PyHKUMA ANA pacyeTa 3Ha4YeHNa BENUYMHLI Ha BbIXoae, T. €. U3MepPAEeMOUN BENNU-
YMHbI, OT BCEX BEMNWYMH Ha BXOAE AOMKHAa ObiTb npuBeaeHa B NpaAMon popme Tak, YToObl cyMMapHas
HeonpeaeneHHOCTb Morna ObIThb paccynUTaHa NpeanoyYTUTENBLHO B cooTBEeTCTBUM ¢ GUM.

MpumedvaHune 1 —OueHka HeonpeaeneHHocTU TpebyeT, YToObI Kaxaasa cTagusa usamepeHus dbina SsCHO onu-
caHa 1 Obina AOCTYMHOM AN KOHTPONbHOrO 3KCNepuMeHTa, KOTOPbIN He Bceraa AoCTyrneH AN aBToMaTU3npoBaHHON Npo-
Lieaypbl U3MepeHus.

[TpumedvaHune 2—IllepenyHasn pedepeHTHas MeToamka BbiNONHEHUA n3MepeHnn NpeanoyTUTENbHO A0NMXKHAE
ObITb pekoMeHaoOBaHa Ha OCHOBE MeXXAYHapOoAHOro KOHCeH yca, HanpumMmep B pamMkax MexayHapoaHou doeaepaunm KnuHKU-
Yyeckon Xxumun n nabopaTtopHon MeauuuHel. Ecnn mexxayHapoaHo NPpU3HaHHOW NEPBUYHON pedhepeHTHON METOAUKN Bbl-
MONHEHNA N3MEPEHUIN HET, HALUNUOHAaNbHbIA METPONOrMYECKUA NHCTUTYT MNK Hay4YHOE 0DLLECTBO MOXET paspaboTaTb Takyk

MEeTOAMKY ANSA NocneayLLEero MexayHapoaHoro paccMOoTPeHUS.

[TpunmevaHne 3— MexayHapoaHasa dpeaepauna KNMHUYECKOU XM N NabopaTopHON MeauLnHbl akTyanu-
3npoBana cBoU pedrepeHTHble METOANKN BbINONHEHNA U3MEPEHUW, YCTAaHOBUB TemMnepaTypy peakunn Ha ypoBHe 37 °C
BMecTo 30 °C. lNepeyeHb NepBUYHBIX peepeHTHbIX METOAUK BbINONHEHMA N3MepPEHNN NpuBeaeH B NPUNOXeHUN A.

4.2.3 lepBUdHLIN KANMOPATOP AOMKEH UMETbL CBOE 3HaYeHNe N HeonpeneneHHOCTb U3MepPeHna, NPUNK-
CaHHble C MOMOLLbIO NEePBUHHON pedrepPeHTHON METOAUKUN BbIMONHEHNA U3MepeHUn (4.2.2) Yepe3 popManbHYIO
MeXnabopaTopHYIo Npoueaypy cepTndonkaunmn, BKNYaa oueHKY KOMMyTabenbHOCTN.

[MpunmedaHune 1—TllpurotoBneHne nceptTndukauma NePBUYHONO KaNMBPOBOYHOIO MaTepuana AoMKHbl ObIThb
npoBeAeHbI MO NOPYYEHUKD MeXAYHaPOAHbIX opraHusayun.

[TpumedaHune 2— lpumepamun NnepBUYHbLIX KaNUOPaTOPOB cCNyXaT cepTudnLmnpoBaHHble pedhepeHTHble Ma-
Tepuanbl (aTTeCcTOBaHHbIE CTaHAapPTHLIE 0bpa3Lbl) BCR®1), pa3paboTaHHble B pamKax nporpamMmbl « IHQpacTpyKTypa n3-
MepeHna n ncnoiTaHna» («Measurement and Testing, Infrastructure») EBponenckon KOMMCCU NN NO KOooNepaLnun Mmexay
MHCTUTYTOM pedepeHTHbIX MaTepmnanos U nsmeperHuin (IRMM) Esponenckoro Cot3a n MexayHapoaHon deaepaumnei
KNMHU4YeCcKon xummn n nadopatopHon meanumHol. OHM Nepeuncnerbl B NpUNoXxeHum B.

4.2.4 BropudHaga pedepeHTHaa npoueaypa BbinONHEHNA N3MEPEHNN AOMKHA ONUCLIBATL N3MepUTENb-
HYI0 CUCTEMY, KaNNMOPOBAHHYIO C UICNONb30BaHWEM OAHOrO UNN HECKONBbKUX NePBUYHbLIX KanndpaTtopos (4.2.3).
Ycnosusa peakunn A0MKHbI ObITb TAKMMK, YTODbI U3MepaeMan BenninHa dbina Obl TOW Xe, 4TO N ANa NepBUYHON
pedepeHTHON METOANKN BbINONHEHUA N3MepeHUN. omkHbl ObITb NpUBeAeHbI TPEOOBAHNA K ONNCaHUIO N PaC-
4eTy 3Ha4YeHUN N HeonpeaeneHHocTenno 4.2.2.

[TpumedadHune 1—[nanNpocToTel UCNONHEHNA BTOPUYHAA pedepeHTHaa MeToanka BbiNONHEHUA N3MepeHni
MoXeT BbITb Honee MexaHN3NpPoOBaHHOW, YeM NepBUYHasA MeToauKa, TeM He MeHee cneayeT NPUMeHATL TpeboBaHnAa 4.2.2,
npumedyaHue 1.

MpumevyaHune 2—BTopuiHaa pedepeHTHaAA METOANKA BbIMNONMHEHUSA U3MEepPeHNn MOXeT ObiTb OnucaHa W
BHeApeHa nabopatopuei pedepeHTHbIX U3MepeHnin UN1 NPoU3BoAUTENEM.

4.2.5 BTOpUYHbIN KanndpaTop AO0MKEH UMeTb 3Ha4YeHue, NPUNUCaAHHOE B COOTBETCTBUN C BTOPUYHOW
pedepeHTHON METOAUKOWN BbINONHEHNA N3MepeHnn (4.2.4).

[MpumedvdyaHune 1— BTOpUiHbIN KaNMBPATOP MOXET CONPOBOXAATLCA CEPTUPNKATOM.

R CepTudunumpoBaHHble pedepeHTHble MaTepuansl (aTTeCToBaHHble cTaHAapTHble obpasubl) BCR® aBnAlOTCS
npuMepomM noaxoasLuen npoaykunum, A0CTYNHON Ha pbiHKe. Hopmaumna npmeeaeHa Ana yaoodcTea nonb3oBaTenen Ha-
CTOALLEro CTaHaAapTa U He 03HaYaeT NoaaepPXKyY 3TUX NPOAYKTOB.



FroCT P UCO 18153—2006

[TpuMmedaHune 22— lpunnucoiBaHne 3Ha4YeHNA MOXET ObITb BLINONHEHO B NadopaTtopumn pedepeHTHbIX n3mMe-
peHun nnu B naboparopum Npon3BoanTENA.

[TpumedvyaHne 33— BToOpudHbIN KaNUBpaTop MOXET ObITb, HAaNpUMep, MaTepmanomMm ¢ MaTpuuen, HanoMUHaro-
len maTpuuy Npod YenoBe4vecKoro NPoUCXoXaeHusa, noanexalmx namMepeHnto ¢ NOMOLLLID PYTUHHOW Npoueaypbl nsmepe-
HUA KOHEYHOro NoTpeduTtens.

4.2.6 lNpouenypansmepeHns, n3dbpaHHaa nponsBoanTeneM, 10MKHA onpeaenaTb N3MepPUTENbHYIO CHUC-
TEMY, KanNMOPOBAHHYIO OAHMM UMW HECKONbKUMW NEPBUYHBLIMU UMW BTOPUYHBLIMU KanubpaTopaMm npm nx Ha-
nmamn.

[TpwnmMmedaHUne— MeToguka, nsdbpaHHas nponssogutenem, MoXeT ObiTb BTOPUYHON pedepeHTHON MeTOANKON
BbINONHEHUA n3mepeHnn (4.2.4).

4.2.7 Paboynn kanndpaTtop nponssoantena AO0NKeH UMEeTb 3Ha4YeHUe U HeonpeaeneHHOCTb N3Mepe-
HUA, NPUNUCaHHbIE BTOPUYHOWN pedepeHTHON METOANKOWN BbINONHEHNA n3MepeHnn (4.2.4) nnn Henocpea-
CTBEHHO NepBUYHOWN pedepeHTHON METOANKON BbINONMHEHNA naMmepeHun (4.2.2), ecnn 3To BO3MOXHO. Kanno-
POBOYHbLIN MaTepuran A0MKEH NPOABNATL aaeKBaTHYIO KOMMYTabeNnbLHOCTb KaK B OTHOLWEHNN pedhepeHTHON
MEeTOAWKU BbINONHEHNA N3MEePEHUN, TAK N B OTHOLLEHUU KanndpyemMon MeToamnku (5.3).

[MTpunmeyaHune—Padbounn kanmbpatop nponssoanuTens MoXeT ObiTb, HaNnpuUMep, MaTepuanomMm ¢ MaTpuuen,
HanoOMUHAaKLWEN MaTPULLY NPOoD YenoBEe4YEeCKoro NPoOUCXoXaAeHUs, noaneXalmx U3MepeHuto no PYTUHHON METOANKE N3Me-
PEHUN KOHEYHOro nNoTpedbuTtens.

4.2.8 YcTaHOBNEHHaAa Npon3BoanUTENEM METOAMNKA BbINONHEHUA N3MEPEHUN A0MXKHA BbITb KAaNUDPOBa-
Ha OAHMM NN HECKONBbKUMU paboynmmn kanmbpaTtopamu npounssoantena (4.2.7) nnm kanndpaTtopom MeTpono-
rmdyeckmn 6onee BbICOKOro YPOBHS.

[TpnMeyaHn e — YcTaHOBNEeHHas Npon3BoguTenem MeToamka BbiMoNHEHU U3MepeHUin OCHOBaHa Ha CUCTEME,
ON13Kom K cucTeMe PyTUHHON METOAUKU BbINONHEHUS U3MEPEHUI, HO MOXET UMeTb Bonee HU3KYI HeonpeaeneHHOCTb 13-
MepeHUs, NoNydYeHHy BcneacTeue donee y3kux AOMYCTUMbIX MHTEPBANOB BENUYMH Ha BXOAe U BNUSAKOLMX BENUYMH, a
TakKe NyTeM BbINONHEHUS NOBTOPHbLIX M3MEPEHUN.

4.2.9 KannbpaTtop, U3rotToBneHHbIN NPOU3BOAUTENEM, AOMNXKEH UMETL 3HAaYEHNE N HEONPEeAEeNEHHOCTb,
NPUNNCaHHbIE C NOMOLLbIO YCTAaHOBNEHHOW NPON3BOANTENEM METOANKN BbINOMHEHNA U3MepeHnn (4.2.8) nnu
NHON MeTOANKN DONee BbICOKOro ypoBHA. KannbpoBOYHbIN MaTepnan AomKeH OblTb aAeKBaTHO KOMMYyTabeneH
nnsa MeTOAMKWN BbIMNONHEHNA U3MEPEHUN, C MPUMEHEHNEM KOTOPON €My DbINO NPUNNCAHO 3HAYEHne, N Ana
PYTUHHOWN METOAUKN BbINONHEHNA NU3MEPEHUN.

4.2.10 PyTnMHHaAA MeTOAUKA BbINONHEHNS N3MEPEHUN KOHEHYHOIO NOTPEebNTENA AOMKHA ObITh KANNMOPOo-
BaHa OAHUM UNN HECKONbKUMIN KannbpaTtopamun, N3roToBneHHbIMK Nponssoantenem (4.2.9). Nponssoantens
OTBETCTBEH 33 A0Ka3aTeNbCTBO TOrO, YTO PYTUHHAA METOAMKA BbINONHEHUA N3MEPEHNN NO3BONAET U3MEPATDL
TY XXe BENUYUHY B PYTUHHbIX NPp0Bax, ANA KOTOPbLIX 3Ta METOAUKA NpeaHa3HavyeHa, YTo U nepBuyHas pedepeH-
THaa METOAUKA BbINONHEHNA U3MEPEHNMN.

5 lNoaTBepxaeHUe MeTPONMOrM4YeCKOU NPoOCneXXMBaemMoCTy KanmopoBKU

5.1 MNMpuHuunol

[Nepenayva npaBUNbHOCTN N3MepPEHN AOMKHa ObITb 0OecnevYeHa HaNUYNEM OIMHAKOBOW aHaNUTUYeC-
KOW cneLumnnIHOCT METOANKN BbINONHEHUA N3MEPEHNN U aAEeKBATHON KOMMYTa0enbHOCTbIO KANMOPaTOPOB.

MpnmedaHne 1— Lensio NPUMEHEHNA METPONOINYECKU NPOCNEXEHHbIX KanudbpaTopoB B PYTUHHBLIX METO-
AnKax BbINONHEHUA N3MepeHUin, KOTopbIe NCNONL3YINTCA B MEAULIMHCKUX N3aennax ana anarHoCTUKK in vitro, ABNAETCA No-
nydyeHue pesynbrata U3MepeHnsa Nn3mepsaemMon BennvnHbl, HaCTONbKO BNNU3KOro, HACKONLKO 3TO TpebyeTcs, K pesynerarTy,
KOTOpbIN ObIin Obl nony4yeH, ecnun 66l pedepeHTHaa MeEToOANKA BbIMNONHEHNA N3MEPEHNI, A0 KOTOPON KannbpaTopbl ObINu
MeTponorM4yeckn npocnexeHol, Ooina 66l NpuMeHeHa ANa N3MepeHnsa Tex e camblx Npob. TemM camMbiM, NPaBUNBHOCTL pe-
3yNbTaToB, NONY4YeHHbLIX KAaNMOBPOBaAHHOWN (aTTECTOBAHHOW) PYTUHHON METOAUKON BbINONHEHNA U3MePEHUI, ABNAETCA MPO-
N3BOAHON OT NPaBUNbLHOCTU pedrepeHTHON METOAUKN BbINONHEHNA N3MEPEHNI, KOraa TakoBasa A0CTyNHa.

[TpnmedyaHune 2—B 3aBUCUMOCTU OT NpUpoAbl PEPMEHTHOrO aHanuTa n Mmatpuubl Npod aaxe manenwas
pasHuLa B U3MepUTENbHbIX CUCTEMaX U CTaanuax M3aMepeHna Mmexay AsymMa MetToamkammn BbiNONHEHUA U3MEPEHNN MOXET
BbI3BaTb pasnnynsa B aHanuTnyeckon cneungunyHoCcTI.

5.2 AHannTnyeckana cneynP4HOCTb METOAUK BbINONMIHEHNA U3MEPEHUN

5.2.1 Bo-nepBbiX, CBONCTBA OLLEHNBAEMOWN METOANKN BbINONHEHNA N3MEPEHNIN AOMKHbI ObITb HaANEXa-
LLIMM ODPa30M ONNUCaHbI COOTBETCTBEHHO MMeLLENCA MHOPMAaLIMK ANA TOro, YTOObI 0becnevYnTb N3MepPEHNS
NaHHOW METOOMNKOWN TOU XKe BEMUNYNHDI.

6
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Mpumep 1 — AnaHuHamuHompaHcgepasa (EC 2. 6.1.2" ) nodesepikeHa |TUSHUIO nupudokcansgochama, u
npouyedypbi U3MepeHUss amo20 pepMeHma anpuopu Mo2ym 6bimb pa3zdesieHbl Ha 08a HecoeMecmuMbix ceMel-
cmea, UsMepsrwux eesluduHbl Pa3slud4HO20 murna, coomeemcmeeHHO MOMY, s1esI5emcss 3Imom Koghakmop dac-
mbKO CMecU pea2eHmMoe usiu Hem.

1

lMpumep 2 — a-Amunasa (EC 3.2.1.1 ) ) uMeem u3o0gopPMbI, U UX OMHOCUMeIbHbIe Kamallumu4yecKue akmue-
HOCMU KaXool 8 omoesibHOCMU OOJDKHbI 6bIMb CpPasHeHbl 8 KaXX0oU nape MemoOuUK ebiNoJIHeHUsT UaMepeHud,
npexoe YyeM deslamb UX YaCcMbIO Uepapxuu KanubpoekKu.

Bo-BTOpbIX, AOMKHO ObITb NOKAa3aHO, YTO BCE METOAMNKU BbINONHEHUA NU3MEPEHUIN MO BEPTUKANN Nepap-
XN KaNNOPOBKN MMEIOT MO CYLLIECTBY OAHY U TY XXe aHanNNTUYecKyo cneundnyHocTb. [lonxkeH O6biTb NCNONb30-
BaH psaa Npod 4enoBevYeCcKoro NPONCXoXAEHUs, TUMNYHbBIX ANs NPOo0, N3MepAEeMbIX KOHEYHbIM NOTPedbntTenem,
N UMELLINX 3Ha4YEHMS, OXBATbIBAKOLLNE NHTEPBAN U3MEPEHUIN, COBNaAAAIOLLMNA C UHTEPBANOM, HabniaaemMbiM
Ha npakTuke. CyllecTBEHHbIM AOKA3aTeNbCTBOM TOrFO, YTO aHanUTU4eckasa cneundurnyHOCTb ABYX METOAMK
BbIMONHEHNA NU3MEPEHNI UAEHTNYHAE, AOMKHO ObITb NOCTOAHCTBO OTHOLLIEHUS MEXAY pe3ynbTataMu, Nony4yeH-
HbIMW MO OBYM METOAMKaM MPU M3MEPEHUN Kaxaowm npodbl, HA BCEM OObIMHOM MHTEpPBaNe U3MEPEHMUSA C
YCTAaHOBNEHHOM 3KCNEPUMEHTANbHO HEONPEAEeNeHHOCTbIO.

M1 pumeyaH n e — Bce METOAUKN BLINONHEHUS U3MEPEHNUIA, NPOABRNSAOLLME OANHAKOBYO aHANUTUYECKYIO cneLn-
PUYHOCTb, MOXXHO pacCcMaTpMBaTh Kak CEMENCTBO METOANK BbINONHEHUS U3MEpPEHUA ANA AaHHOW BENWUYUHBI.

5.3 KommytTabenbHOCTbL KanubpaTopos

5.3.1 KommyTtabenbHOCTb paboyero kannbpartopa (kannbpaTtopos) NponsBoanTens A0MXHa ObITb OLe-
HEHa NYTEM NPUMEHEHNA KaK pedepPeHTHOWN, TaK U PYTUHHON METOAUK BbINONHEHUSA U3MEPEHUN K paboyeMmy
KannubpaTopy NponN3BoANUTENNA U K PAAY COOTBETCTBEHHbLIX HENOBEYECKUX (PYTUHHBLIX) NPOG.

Ecnn matemMatndeckoe OTHOLLEHWE MeXay pe3ynbTaTaMu, Mony4YeHHbIMU ¢ MOMOLbLID pedepeHTHON
METOAMKN BbINONHEHNA U3MEPEHUN X, U pe3ynbTaTaMmn, NONYYEHHbIMWU C MOMOLLbLID PYTUHHOW METOAUKK
BbINONMHEHNA N3MEPEHUN Y, ANA NPO6 HeNnoBEYECKOro NPONUCXOXAEHUA CTaTUCTUYECKN AOCTOBEPHO HE OTNNYa-
eTCA OT Pe3ynNbTaToB, NONYYEHHbLIX ANA pabovero kanndpaTtopa (kannbpaTopos) NPON3BOANTENSA, 3TO A0KA3bI-
BaeT KOMMYTabenbHOCTb KaNNMOPOBOYHOrO MaTepnana.

[MpumevaHune 1— Ecnumpasdpoc Todek (X, ¥) BOKpYr NIMHUK perpeccun n/nnn nx oTKNOHeHne Henpmemnemel,
MPUYMHON TAKOro Ncxoaa MoXeT ObITb pasnuume aHannMTU4eckon cneunpunyHoCTn Mexay AByMA MeToANKaMn BbINONHEHNS
N3MepeEHU.

[MTpumevaHue 2— B cnyyasax, korga MaTeMaTudeckoe OTHoLLeHMe Ana YenoBe4Yeckux npod n padodvero ka-
nubpaTtopa He 0ANHAKOBO, Pa3HULLA MOXET ObITb YuTeHa DaKTOpOM Nonpaskn N yHKUKMEN NonpaBkmn ANA NPUNUCAHHOo
3Ha4YeHus1 pabodero kanndbpartopa. PakTop nonpaBkn NN YHKLUKUA nNonpaBkyu AormkeH(Ha) BbITb npeaocTaBneH(Ha) no-
TpedbuTtento No ero 3anpocy.

5.3.2 lloaTeBepxaeHne xapakTepucTuk Kanudpartopa, N3roToBneHHoOro NponssoanTenem, A0MKHO ObITb
10Ka3aHO NyTEM CPaBHEHUA PE3YNbTATOB N3MEPEHNN, BbIMONHEHHbIX KaK pedepeEHTHON, TAK N KaNnUbpPOBaHHON
PYTUHHOWN MeTOANKAMWN BbINONHEHNA U3MEPEHNI, HA Cepun peanbHbIX NPOO TOro Tna, ANa N3MepeHna KOTo-
pbIX NpeaHa3Ha4YeHa PYTUHHAA MeToaMKa.

[Tpobbl NPpeanoYTUTENBHO AOMKHLI ObITb OAHOKPATHO B3ATLIMW NPOBAMN YENOBEYECKOro NPONCXoXae-
HUA, UMEIOLLIMMN 3HAYEHUA, 38 NCKNIOYEHNEM MUKOBLIX, pacnpeaeneHHble TaknM Xe 06pa3oM, Kak 3TO Habnto-
N3eTCA Ha NMPaKTUKE B 38AaHHOM UHTEPBANE N3MEPEHNN ANs BENUYMHBLI AaHHOro Tmna. NukoBble 3HAaYEHUS
OONYCTUMbI NNLLL ANA NPO6, UMUTUPYIOLLMX HATYpPanbHblE MNPOObLI.

5.4 KoMMyTabenbHOCTb KOHTPOSMbHbLIX MaTepUanos

Ecnun 3Ha4YeHne KOHTPONLHOMY MaTepuany NPUNMCaHo METOANKOWN BbINONMHEHUS N3MEPEHNN, OTNNYAIO-
LLIENCA OT PYTUHHON METOANKN BbINONHEHUA N3MEPEHNI, KOMMYTa0ENbHOCTb KOHTPONBHOrO Matepnana aAonXx-
Ha BbITb UCCNeaoBaHa TeM Xe CNOCOBOoM, YTO U KanNMBPOBOYHOrO MaTepuana.

1 St L L=
) Koaosbint HOMep, yCTaHOBNEHHbIN Komuccmnein no pepmentam MexxayHapoaHoro corsa BMoXmMmmmn n Monekynsap-
HOW DMoONoOrnu.
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[TpunoxeHue A
(cnpaBo4HOe)

[lepevyeHb NepBUYHbLIX pecepPeHTHbIX MeTOAUK BbIMOSIHEHUA U3MEPEHUMN
MexpyHapoaHou hegepaymm KNMMHNYECKON XMMUU U NaOOpPaTOPHON MeAULIMHDLI

Huxe npueeaeH nepeveHb NepBUYHbIX pePepeHTHbIX MeETOAUK BbINONHEHNA n3MmepeHnn MexxayHapoaHon doeaepa-
LMW KNUHUYECKON XMMUN N NaBopaTOpPHON MeaANLINHBGI:

1 Bergmeyer HU, Hgrder M, Rej R. Approved recommendation (1985) on IFCC methods for the measurement of
catalytic concentration of enzymes. Part 2. IFCC method for aspartate aminotransferase (L-aspartate:2-oxoglutarate
aminotransferase, EC 2.6.1.1). [Oao6peHHble pekomeHaaumn (1985 r.) no metogam MexayHapoaHon deaepaunmn KNMHK-
yeckon xmmun n nadtopatopHon meanunHel (MOKXIIM) ana namepeHus KatanuTuYeckon KOHUEeHTpaummn epmMeHTOB.
Yactb 2. Metoa MOPKXJIM ana acnaptataMuHoTpaHcdepasbl (L-acnapTtaTt:2-okcornyrapataMmHoTpaHcdepasa,
EC 2.6.1.1)]. J Clin Chem Clin Biochem 1986; 24: 497—510

2 Bergmeyer HU, Hgrder 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). [Oao6peHHble pekomMeHaaumn (1985 r.) no metoaam MexxayHapoaHon doeaepaunmn KNMHK-
yeckon Xxmmumn n nadtopatopHon meanunHel (MOKXIIM) ana namepeHnsa KaTanuTUYeckon KOHUEHTpauumn pepmMeHTOB.
Yactb 3. Metoa MOKXIIM ana anaHMHamunHoTpaHcdepasbl (L-anaHuH:2-okcornytapaTtamMmnHoTpaHcdepasa,
EC 2.6.1.2)].J Clin Chem Clin Biochem 1986; 24: 481—95

3 ShawlLM, Stramme JH, London JL, TheodorsenL. IFCC methods forthe measurement of catalytic concentration of
enzymes. Part 4. IFCC method for y-glutamyltransferase [(y-glutamyl)-peptide: amino acid y-glutamyltransferase,
EC 2.3.2.2]. [MeToabl MexayHapoaHon heaepaynm KnMHM4eckon xmmmmn n nadopatopHon meanumHsl (MOKXJIM) ans
N3MepeHna KaTannTU4eckon KoHLUeHTpauun doepmeHToB. YacTe 4. Metog MOKXIIM ansa y-rnytTamunTtpaHcdepasbl [(y-rny-
TamMun)-nentTna amuHoauuna y-rnytammntpaHcdepasa, EC 2.3.2.2)]. J Clin Chem Clin Biochem 1983; 21:633—46

4 Tietz NW, Rinker AD, Shaw LM. 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 MexxayHapoaHon deaepaunm KnMHMYeckon xummmn n nabopatopHon meamunHol (MOKXJTM) ans
N3MepeHUa KaTannTU4eckon KoHUeHTpauum dpepmenToB. HYacTb 5. Metoa MOKXJIM (npeanaraemsiin) NS WenoYHON poc-
daTas3bl (opTodhochopHaa-MmoHO3IhMp docdormaponasa, wenodHon ontumym, EC 3.1.3.1]. Clin Chim Acta 1983;
135:339F-67F. J Clin Chem Clin Biochem 1983; 21:731—48

5 Harder M, Elser RC, Gerhardt W, Mathieu M, Sampson EJ. 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). [OpobpeHHble pekomeHaauum no metoaam MexayHapoaHon doeaepanlnm KNIMHNYEC-
KON xumunmn n nadopatopHon meanumHbl (MO KXJTM) ana nsmepeHusa kaTanutn4eckon KoHLeHTpauun dhepmeHToB. HacTb 7.
Metog MOKXJIM ana kpeaTuHknHasbl (AT®:kpeaTuH-N-cpocoTpaHchepasal. J 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). [OaobpeHHbIe
pekomeHaauun no metoaam MexxayHapoaHou dbeaepaunn KNMHUYeCckon xumum n nadopatopHon meanunHol (MOKXITM)
ANA N3MepeHna Katanutndeckon KoHueHTpauun depmeHToB. Yacte 8. Metog MOPKXJIM ana nakrtataernaporeHasol
(L-naktaT:HA"okcnaopeaykrasa, 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-glucanchydrolase, EC 3.2.1.1). [Oao®peHHble pekomeHaa-
Lmn no metoaam MexayHapoaHou beaepaynm KNMHNYeCckon Xxumnumn n nadtopatopHon meanunHsl (MOKXJIM) ana namepe-
HUA KaTanuTU4eCcKon KOoHUeHTpauun depmeHTtoB. Yacteb 9. Metoa MOKXJIM ana a-amunasel (1,4-o-D-rniokaH
4-rnrokaHornaponasa, EC 3.2.1.1]. Clin Chem Lab Med 1998; 36:185—203
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[MpunoxeHne B
(cnpaBo4YHOe)

[lepeyeHb aTTECTOBAHHLIX CTaHAAPTHLIX OOpa3LoB
(cepTchbmumnpoBaHHbIX pedepeHTHbIX MaTepuanoB)

[TepeuncneHHble HUXe aTTeCTOBaHHbIE CTaHAaPTHbIE 0bpasLUbl [cepTUdULMpoBaHHbIE pedrepeHTHblE MaTepUuansbi;
CPM (certified reference materials; CRM)] MoxHO nony4nTb n3 VMHCTUTYTa pedepeHTHbIX MaTepuanos U namepeHuin
(IRMM) EBponenckoro Coraa.

depmMeHTHbIe NpenapaTbl ObINU NPUroTOBNEHLI ANSA TOro, YTOObLI NTOMOYb CTAaHAAPTU30BAaTL Pe3ynbTaTbl U3MEPEHNN
KaTannTu4eckon KOHLEeHTpaLnum e pMeHTOB B CbIBOPOTKE. B KaXxaom npenapaTe cepTudnumpoBaHa kaTanutnyeckasa KoH-
LeHTpauna doepmMmeHTa, onpeaeneHHas B COOTBETCTBMN C METOAOM, pekoMmeHAoBaHHbIM MeXxayHapoaHon cheaepaunen
KNMHM4YecKkon xumum n nadopatopHon meguuunHel (IFCC).

Kaxabin CPM (aTTecToBaHHbIN CTaHAAPTHLIN 06 pasel) npeaHa3Ha4veH Ana obecnevyeHns nepeHocuMocT MeToaa
IFCC n, BO3MOXXHO, ANSA YCTAHOBNEHUA COOTBETCTBUA MeXAY pe3ynbTaTamMun, NoNyYeHHbIMU KOHKPETHLIM METOAOM W
meToaom IFCC.

Tabnuua B.1

Homep matepunana OnucaHue
BCR-299 KpeaTuHknHasa BB, 4YacTU4HO o4unLleHHas, N3 NnaueHTbl YenoBeka
BCR-319 vy-I nyTaMmunTpaHcdepasa, YaCTUYHO OuUMLLEHHAs, N3 NOYEK CBUHBbMW
BCR-371 llleno4yHaa dpocaTasa, YaCTUYHO OYULLEHHAsA, N3 NOYeK CBUHLN
IRMM/IFCC 453 YenoBeveckasa nakrataernaporeHasa, n3aopepmenT 1
BCR-426 AnaHnHaMnHoOTpaHcgepasa, YacTUYHO oYULLEeHHas, U3 cepaua CBUHbY
BCR-608 KpeaTuHknHasa KK-MB, 13 cepaua 4yenoseka
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MpunoxeHue C
(cnpaBo4HOe)

CBeaeHNA 0 COOTBETCTBMM HaUMOHaNbHbIX cTaHaapToB Poccunckon ®epepaumnn
CCbINTOYHbIM MEeXAYHapPOAHbLIM CTaHAapTaM

Tadtnunua C.1

Ob603HavYeHNe CCbIfTOYHOro MeXxXayHapoaHoro
cTaHaapTa Unn Apyroro HOPMaTUBHOTO

NOKyMeHTa

Ob03HavYeHne U HauMeHoOBaHWe COOTBETCTBYIOLLIErO HaLMOHANbHOro cTaHaapTa
UKW apyroro HOPpMaTUBHOIO AOKYMEHTA

NCO 17511:2003

F[OCT P NCO 17511—2006 W3penua meanunHckme Ans AuarHoc-
TUKWN in vitro. VIamepeHne BenununH B duonormdecknx npobax. MeTpo-

nornyeckad npocnexmnBacemMoCTb 3Ha4YeHUNn, NMPUNMNCAaHHbIX KanmﬁpaTopaM
N KOHTPONbHbIM MaTepuanam

MexxayHapoaHbIn CnoBapb OCHOBHbLIX
n obwmnx TEPMUHOB B METPONOrnn, 2-e
n3n., NCO, >KeHesa, 1993

Pyccko-aHrno-paHLy3CKO-HEMELKO-MCMAHCKUA CNoBapb OCHOBHLIX
n obwmnx TepmnHoe B metponorun// Mep. ¢ aHrn.-¢pp./J1.K. Ncaes, B.B.
MapauH. — M.: UTINK W3p-Bo ctaHpapTos, 1998. — 160 C.

PyKoBOACTBO ANA BbIpaXXeHna Heon-
peaeneHHoCTN Npn namepeHun, 1-e mnaa.,
NCO, XKenesa, 1993

Pykosoacteo EBPAXUM/CUTAK// KonnyecTBeHHOE oOnnUCaHuUe He-
onpeaeneHHoCTU B aHanuTudeckmnx namepenunsax/ MNep. ¢ anrn. — CrI16:
BHAM vm. .. MenpeneeBa, 2002. — 141 c.
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KnioueBble CNoBa: METPONOrMyeckasn npocCneXxXnBaeMocCTb, KaTannTMYeckas KOHLUEHTpauma hepMeHToB, pe-
(hbepeHTHbIE METOAMKN BLINOMHEHMSA U3MEPEHNN, KOMMYTabenbHOCTb KanubpaTtopoB, KOMMYTa0enbHOCTb
KOHTPOMNbHbIX MaTEPNANoB

12



Pepaktop J1.B. AgbaHaceHKo
TexHndeckun pepakrop JLA. I'ycesa
Koppektop P.A. Menmosa
KoMmnbloTepHas Bepctka M.A. HaneUuxkuHou

CaaHo B Hatop 04.10.2007.  ToanucaHo B nevath 09.11.2007. dopmat 60 x 84%. bymara opcetHasa. [apHuTypa Apuan.
[MeyaTb ohceTHasa. Ycn.ned.n. 2,32. Ydy.-u3a. n. 1,70. Tupax 111 3k3.  3ak. 815.

Oryn « CTAHOQAPTUHOOPM», 123995 Mockea, 'paHaTHbIA Nep., 4.
www.gostinfo.ru info@gostinfo.ru
HabpaHo Bo OI'YI « CTAHOAPTUHOOPM» Ha MN3BM.
OTtnevaTtaHo B hunnane Oyl « CTAHQAPTUHOOPM» — Tun. «MockoBckuin nevaTHUK», 105062 Mockea, JlsnuH nep., 6.



