®EAEPANBHOE AFEHTCTBO

No TEXHUYECKOMY PEMYIIMPOBAHUIO U METPONOIrUU

HALUWOHANBbHbIN rOCTP UCO
c
POGCHHCKOM 18153—
OEQEPALMUM 2006

U3penua meauuuHcKne Ana AWarHOCTUKMU in vitro

M3MEPEHUE BEJTUYNH
B BUOJIOTMYECKUX NMPOBAX

MeTponornyeckas npocnexnBaeMoCcTb 3Ha4eHUN
KaTanuTu4eckon KOHLeHTpauumn cpepMeHTOB,
NPUNUCaHHbIX KanubpaTopam
M KOHTPONbHLIM MaTepuanam

1SO 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
(IDT)

WUspanune opnumnannHoe

B3 7—2006/182

Mockea
CranpapTuHdopm
2007


https://meganorm.ru/Index2/1/4294769/4294769936.htm

roCT P UCO 18153—2006

MpeaucnoBue

Lienu v npyHumnbl ctaHaapTmaauum B Poccuninckon ®epnepaumnm ycraHoBneHbl deaepanbHbiM 3aKOHOM OT
27 pekabps 2002 r. Ne 184-93 «O TeXHMYECKOM PerynmpoBaHuny, a Npasuna NPUMEHEHNS HaLMOHASbHbIX
craHgaptoB Poccuiickon ®epepaummn — FOCT P 1.0—2004 «CraHpaptusauma B Poccuiickoin denepaumm.
OCHOBHbIE NONOXEHNA»

CBeneHus o cTaHaapTe

1 NOArOTOBJIEH Na6opaTtopumei npobnem knuHWKO-NabopaTopHoOM AnarHocTukn MockoBCKO Mean-
umHckon akagemmm mm. .M. CeuveHoBa Ha OCHOBE COOCTBEHHOTO ayTEHTUYHONO MepeBoAa CTaHaapTa,
YKa3aHHOro B MyHKTe 4

2 BHECEH TexHnyeckum koMuMTeTOM NO cTaHaaptusaumm TK 466 «MeavumHcke TeXHONormmy»

3 YTBEPXIEH U BBEAEH B AENCTBUWE Mpukasom deaepanbHOro areHTCTBa No TeXHUYEeCKOMY
perynmpoBaHuio u MeTposnormm ot 27 aekabpa 2006 r. Ne 350-ct

4 HacTosawmi cTaHAapT naeHTUYEH MexayHapoaHoMy ctaHaapty MCO 18153:2003 «U3penua meawn-
LIMHCKME AN AMarHOCTUKY in vitro. amepeHne BenuumH B Guonornyecknx npo6ax. MeTponornyeckasa npocne-
XMBAEMOCTb 3HAYEHW KaTanUTUYECKON KOHLEHTPauuMmM (HepMEHTOB, NPUNWUCAHHLIX KanuBpaTtopaMm u
KOHTpOnbHbIM MaTepuanam» (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»).

HanmeHoBaHWe HacToALWero craHaapTa U3MeHeHO OTHOCMTENbHO HAMMEHOBAHUA YKa3aHHOro Mexay-
HapOAHOro cTaHaapTa Ans npuseneHus B cooreercrene ¢ FOCT P 1.5—2004 (noppaspen 3.5).

MNpy NPUMEHEHNN HACTOALLIErO CTaHAAPTa PEKOMEHYETCA UCNONBb30BATL BMECTO CCbINOYHbIX MEXAYHA-
POAHBIX CTaHOAPTOB COOTBETCTBYIOLME MM HALMOHANbHbIE CTaHAapPTL Poccuiickon ®eaepaumnmn, ceeaeHns o
KOTOpPbIX NPUBEAEHBI B AONONAHUTENBHOM NpunoXkeHnn C

5 BBEJEH BIMEPBbIE

UHgbopmayusi 06 usMeHeHUsIX K HacmosiweMy cmaHOapmy nybrukyemcsi 8 exeeo0HO uz0asaeMoM
UHGhOpMayUOHHOM yKka3amesne «HauuoHasnbHele cmaHOapmbi», a meKem U3MEeHeHUU U nonpasoKk — 6 exeMe-
CAYHO U30asaeMbiX UH(hOPMaUUOHHbIX yka3amensax « HayuoHanbHbie cmaHOapmel». B cnyqdae nepecmompa
(3ameHbI) unu omMeHbI Hacmosweao cmaHdapma coomeemcmeyroujee yeedomneHue 6ydem onybnuKkoeaHo
8 eXeMeCsYHO u3fasaeMoM UHGhOpMaUUOHHOM yKkazamene «HayuoHaneHele cmaHdapmei». Coomeemcm-
syroujast UHghopMayusi, yeedoMeHuUe U meKcmbl pa3Meljaomcesi makxe 8 UHhopMmalyUoHHOU cucmeme obuwje-
20 N0/1b308aHUs1 — Ha oghuyuanbHoM calime @edepanbHO20 a2eHMCcmea o MexXHUYEeCKOMY PeaynuposaHuio
U Memporioauu 8 cemu MiHmepHem

© CraHpapTtuHdopm, 2007

HacrosLmit cTaHaapT He MOXET GbiTb MOMHOCTBIO MW YaCTUYHO BOCMPOU3BEAEH, TUPAXUPOBAH 1 pac-
NpoCTpaHeH B kayecTBe opuLnManbHOToO n3naHns 6es paspelueHns PefepanbHOrO areHTCTBa No TEXHUYECKO-
MY pPErynmpoBaHuio 1 MeTponormm
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BBegeHue

CornacHo CoBpeMeHHbIM NPeacTaBneHNAM MeTPOnornyeckas NPoCNexXMBaeMoCTb 3Ha4YeHUIA, NPUNKU-
CaHHbIX KannbpaTopam M KOHTPONbHLIM MaTepranam, AoMkHa ObiTb 06ecneyeHa UICNONb30BaHNEM UMEIOLLINX-
CcA CTaHdapTHbiX 06pa3uoB W pedepeHTHbIX METOAMK BbINOMHEHUS M3MEPEHUI BbICLLEro nopsaka.
B cooTBeTCTBUM C 3TOV KOHLenumew 6bin paspaboTtaH craHaapT MCO 17511 no MeTponormyeckom Npocnexu-
BaeMOCTM, KOTOPbI ONUCLIBAET EPaPXUHECKMIA NOPAAO0K METOAVK BbINONHEHNS N3MEPEHUI U KanMBPOBOYHBLIX
matepuanos. O6Lmne NpaBmna, U3NoXeHHbIE B 3TOM CTaHAAPTE, NPUMEHMMbI TAKXKE U K BENUYMHAM, OTPaxalo-
WMM KaTarnMTM4eckKylo akTMBHOCTb (DePMEHTOB. 10 BO3MOXHOCTW, METPONOrMYecKkas npocrneXxuBaeMocTb
NOMxHa OblTb NPOAEMOHCTPMPOBaHa A0 eanHULLEI MexayHapoaHom cucteMbl eaunul (eauHuubl CU), koTopas
BO3rNaBnaeT nepapxuio KannbpoBKK.

B HacToALEM CTaHAapTE ONNcaHa nepapxusa kanubpaTopoB U METOAMK BLIMONHEHMS U3MEPEHUI ANS
N3MepEeHNst KOHLEHTPaLMMN KaTanMTUYECKON aKkTMBHOCTU (hepMEHTOB (aanee — KaTtanurTnyeckas KOHLEHTpa-
ums). Ans namepeHui hepmeHTOB NPON3BOAHaA cornacoBaHHasa egmHuula CU «Monb Ha cekyHay-Kybnueckuin
METP» UNW «KaTan Ha Kybuueckni meTp» (cornacHo pesontoumn eHepanbHOW KOH(EPEHLMN MO BECaM M
Mepam) sBNAETCA BEPXHUM YPOBHEM MepapXumn ¢ NepBUYHON pedepeHTHON METOAMKOW BLINONMHEHNS u3mepe-
HWI, [0 KOTOPON AOMXHbI ObiTb, N0 BO3MOXHOCTH, MPOCNEXeHbl METOANKW BbINOMHEHWUA M3MepeHUi, kannbpa-
TOpPb! U KOHTPONbHbIE MaTepUarnbl HU3LLErO YPOBHS.

PepMeHTbI B KPOBW M APYMMX BUONOTMHECKNX XKNAKOCTAX MOTYT ObiTb M3MepeHbl ANA ANarHOCTUYECKUX
Lenen Yepes Ux KaTanuTUYeCcKMe KOHLEHTpaLuMn. AHanMTMYECKUA NPUHLMI N3MEPEHNSA CKOPOCTU KaTanutu-
4YeCckKoro usmeHeHus cy6erpata obnagaert sHaYMTENbHBIMY NpenMyLLeCTBaMKn Gnaroaapa GLICTPOTe, HU3KOMY
nopory o6HapyXeHus, aHanUTU4eCcKoM cneLnUIHOCTU U Manown CTOMMOCTH. Pe3ynbTaTbl UsMepeHni kKaTanu-
TUYECKOWN aKTUBHOCTM CPABHUMbI TOMBKO NPU BbINONHEHUN U3MEPEHWI B OHNX U TEX Xe ycnosusax. MoaTomy
onncaHve hepMeHTa Kak U3MepPSeMON BENNYNHBI HE MOXeT OrPaHNYMBaTLCA TONbKO HA3BAHMEM POAa BENWYK-
Hb! (KaTaNUTUYECKON aKTUBHOCTW), HAMMEHOBaHWA (DePMEHTa M CUCTEMBI, a TPeByeT Take yka3aHus 3aaaH-
HO METOAVKM BbINONHEHNS U3MEPEHNI, 0COBEHHO MHANKATOPHOTO KOMMOHEHTA PeaKLUmK.

MeToavka BbINONHEHNS 3MEPEHWNIN BEPXHErO YPOBHSA nepapxmm Kanubposkn A0MKHA BbiTb MeXAyHa-
poaHo npr3HaHa. NprmMepoM MOXeT CRYXUTb NPUHATaA MexayHapoaHow deaepaumen KNMHNYECKON XMMUN 1
nabopaTopHOn MeaWunHbl pedepeHTHaa MeToaMNKa BbIMONHEHNA N3MEPEHUIA KPpeaTUHKMHA3LI NO CKOPOCTU
npeBpaLLeHna HUKOTMHaMnaaaeHnHanHykneotnga (HAQH).

Taknum o6pa3oM, nepeBuyHas pedepeHTHas METOAUKA BbINOMHEHNSA U3MEPEHNI ABNAETCA COCTABHOM
4acTblo onpeaeneHns N3MepseMon BENMYMHbI U [OMXKHa BKNOYaTh B cebsa cneayioulee:

- BmA cybeTpata (ecnun cneumndn4HOCTb (hepMeHTa NO3BONAET, BOSMOXHbI BapMaLmn) N €0 KOHLEHT-
paumio;

- aKTWBAaTOPbl M UX KOHLEHTpaLmu;

- HanpaeneHWe KaTanMTUYeCcKoN peakLum;

- MHAWKATOPHbIN KOMMOHEHT;

- BydepHyto cuctemy u pH;

- TemnepaTtypy;

- ANUTENbLHOCTb NPeAbIHKYBaLMOHHOrO Nepnoaa;

- Martepuan, MICNonb3yeMblvi Ans 3anycka peakuuu;

- BpeMs 3aepXKu;

- NPOOONMKMTENbHOCTb PeaKkLmm.

HepoctaTku, CBA3aHHble C 3aBUCMMOCTLIO onpeaeneHns hepMeHTa Kak U3MepseMon BenuYMHbI K
pes3ynbTaToB €ro MU3MepeHnii OT METOAMKM BLINONHEHNA N3MEPEHWIA, XOPOLLIO M3BECTHbI: NPpOo6neMbl Npy NpoBe-
OEeHUW BHELLHEN OLLeHKWN Ka4eCcTBa NCCNefoBaHWin U Npu OLEeHKe BOCNPOM3BEAeHNA METOAOB; CYLLECTBOBaHNE
MHOXECTBEHHOCTUN BMoNormyecknx pedepeHTHbIX UHTEPBANOB U CBA3AHHOMO C 3TUM pUCKa HENPaBUNbHOW
KMUHMYECKON MHTepMpeTaLum pe3ynbTaToB UCCNeAoBaHUI (hepMEHTOB.

CraHaapTM3aums pYTUHHBIX N3MepeHnin hepMeHTOB BaxHa AN NabopaTopHO MeaANLMHbI, MOCKONbKY
OHa Cnoco6CTBYET NOBbILLEHNIO KIMHUYECKOW 3HaYMMOCTM M CONOCTaBUMOCTWN Pe3ynbTaToB NMyTEM YCTPaHEHUS
pasnnunmn Guonormyecknx pedepeHTHbIX HTEPBANOB.

CyllecTByIOT ABa NOAxXoAa:

a) NOCTOSIHHOE MCMONb30BaHWE TONbKO PEKOMEHAOBaHHON UMM CTaHOapTU30BAHHOW METOAMKM ANns
Kaxxporo hepMeHTa;

b) kanMbpoBka OAHOM NN HECKONBKNX PYTUHHBIX METOAMK KOMMYTa6enbHbIMKU (DEPMEHTHBIMM Kannb-
POBOYHBLIMY MaTepUanamm, 3Ha4eHNa KOTOPbIM NPUMNNCaHbLI C MOMOLLLIO N3GPaHHON pedepeHTHON METOANKN
BbIMONMHEHNS U3MEPEHWIA.

v
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WcnonbsoBaHne peKOMeHLI,OBaHHOVI METOOUNKN HA NPOTAXKEHNN bonee Yem ABaauatn net npuHeCno 3Ha-
YUTENbHbIE YCNEXW B YNYYLLEHNN Ka4eCcTBa N CONOCTaBNMOCTHN PE3YNbTaTOB M3MEPEHUN PEePMEHTOB M NpeKpa-
WEeHUN MPUMEHEHNA aHanMTMYecku HeyaoBneTBOpUTENbHbLIX npoueayp. OpHako cTaHaapTM3auus,
OCHOBaHHaA Ha peKOMEHAOOBaHHbLIX METOAUKAX, AOCTUINA Npeaena cBoemn nonesHoctu. Ee HEAOCTATKN — 3TO
OTCYTCTBME KOHCEHCYCa Npu BbIBOpE N3 MHOXECTBA pa3nunyaioLLMXCa pekOMeHAaLNIN; HaMePEeHHbIE N HEHaMe-
peHHble MoagnbUKaLnn pekOMeHA0BaHHbBIX METOAVK MPY PYTUHHOM NPUMEHEHNN; OTCTaBaHNe PEKOMEHO0BaH-
HbIX MEeTOAMK OT aHanuTn4eCkKnx wmu TeXHUYECKUX yCOBepUJeHCTBOBaHMVI; HeyaoBNneTBOpUTENbHAA
nprcnocobnaemMocTb peKOMeHAOBAHHbIX METOAVK K NPeanoYTUTeNbHON aBToMaTn3aumn. Nockonbky nameHe-
HVe PYTUHHOM METOAVKN N3MepPeHNa (hepMeHTa Kak peKOMeHO0BaHHON, Tak U HepPekOMEHO0BaHHON Hen3bex-
HO Bbl3blBa€T U3MEHeHNE BMONOrM4YEeCKmX pe(pepeHTH bIX 3HaquMl71, 3TO HEXenaTenbHO ANA KNNHULIUCTOB.

CoBeplLUeHCTBOBaHWE pa3paboTkmn 1 aHaNnUTUYECKMX CBONCTB N3MepeHnin hepmeHTOB ByaeT n AOMKHO
6bITb NPOAoNKeHO. OAHAKO 3TO AOMKHO ObITb OCYLLECTBNEHO B COOTBETCTBUM C OObLIYHOWN NPaKTUKOW pa3BUTUA
1 pacnpoCcTpaHeHWsa HayYHbIX AOCTVXEHWI. [TonbITkn pa3paboTkn n NpoABWKEHNA CTAHAAPTU30BaHHbLIX METO-
AVIK ANs BceobLero NpMMeHeHNs He SBAAIOTCA HW MPaKTUYHBLIMW, HU KenaTenbHbIMK.

Kann6poeka, ocHoBaHHas Ha pedepeHTHON MeTOAUKE BbINONHEHNSA U3MEPEHNIA U CTaHAApTHOM ob6pa3-
Lie, Ha0BOPOT, NpMBNEKana OTHOCMTENBbHO Mano BHMMaHuA. Cpean NPUYMH TaKoro MoMnoXeHUs cneayeT yka-
3athb!

- HEeOOCTaTOK CTaburbHbIX CTaHAAPTHLIX 0OPa3LOB C COOTBETCTBYIOLLIEN MATPULLEN, KOTOPbIE MOIMU Obl
CNy»XWTb KanmbpaTopamu;

- HECXOXeCTb MeXay npeanaraeMbiMu B kayecTBe (bepMeHTHbIX kanubpaTtopamu n aHanuTamu-ep-
MeHTaMM B Npobax YenoBe4eCcKoro NPOMCXOXAEHWUS, BKNIoYas N30(hOpMbl;

- OTCYTCTBWE NOCTOSIHHOrO OTHOLLIEHUA MeXAY KanubpytoLen (peepeHTHO) MeTOAMKON 1 kanubpye-
MOW (PYTMHHOW) METOANKON (MeTOANKaMM) KaK Ana hepMeHTHOro kanubparopa, Tak u Ans npob nauuneHTos,
coaepXallux aHanuT-pepMeHT (3TO Takke ONUCLIBAIOT Kak OTCYTCTBUE KOMMYTabenbHOCTH).

OO6cyxaeHne aTUX NPUYKMH COCTaBMSET MepeyeHb cneundukaumii Kak Ana CTaHaapTHbIX ob6pa3uos
BbICLLUEro YpOBHA, TaK N ANA ceMencTea METOAUK BbINMONHEHNA M3MepeHMl71, MeXAy KOTOpbIMU NpeanonaraeTca
kanubpoeka. KannbpaTtop aonkeH 6biTb CTaBMNbHLIM M coiepXXaThb (DePMEHTHLIM aHanuT, 6nnskuii no katanu-
TUYECKMM CBOMCTBaM B CBOEW MaTpuLe CBOMCTBaM (hepPMEHTHOrO aHanuTa B pPyTUHHbIX npobax. MeTtoankn
[OMKHbl UMETb OAHY M Ty Xe CneunUYHOCTb ANA KaTanMTMYeCcKkom akTMBHOCTU MccrneayeMoro oepMeHTa.
FapMoHU3aUmMs pe3ynbTaToB PYTUHHbLIX U3MepeHun hepMeHTOB MOXeT BbiTb AOCTUrHYTa nyTeMm BbiGopa
pedepeHTHOM METOANKN BbIMOMHEHNA N3MEPEHNI N ASHTUNKALMK FPYNNbI CBA3AHHBIX C HeW Npoueayp Ans
Ka)KO0ro KNMHUYECKN BaXXHOTO chepMeHTa. Pe3ynbTaThl, NONy4YeHHbIE Kakon-nmbo MeToanKoN, BXOAALLEN B ATY
rpynny, 6yayT MeTPONornyeckmn Npocnexmeaems! Ao n3bpaHHoM pecdepeHTHON METOANKN BLINONHEHNA N3Me-
peHus.

BblaeneHHble KypCUBOM CHOCKM B TEKCTE HACTOSALLEro CTaHAapTa NpYBeAeHb! ANA NOACHEHNA HEKOTOPbIX
NONOXEHUN NPUMEHEHHOTO B HEM MexayHapoaHoro ctaHgapTta MCO 18153:2003.
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HALUUWOHANBbHBIN CTAHAAPT POCCUMUCKOWN OSOEAEPALUMK

WU3penua meavuUMHCKME ANA ANArHOCTUKM in vitro
U3MEPEHME BENTU4YUH B BUOJTIOTMYECKUX MPOBAX

MeTtponoruyeckan NnpocnexmBaeMoCTb 3Ha4eHUI
KaTanuMTU4ecKOM KOHLEHTPaumuu hepMEHTOB,
NPUNUCaHHBIX KanNMbGpaTopaM M KOHTPONLHBLIM 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

DaraBseneHna — 2008—01—01

1 O6nacTb NnpUMeHeHusA

HacroAawun ctaHgapT ycraHaBnueaeT npaeBuna obecneyeHna MeTponornyeckon NPOoCnexXmnsaeMocTu
3Ha4YeHUN, NPUNNCAHHBIX KaNMOpPaTopaM U KOHTPOSbHBLIM MarepranaM, NPpeaAHa3HaYeHHbIM ANS yCTaHOBIe-
HWSA UMY NOATBEPXXAEHUA NPaBUIIbHOCTV M3MEPEHUA KaTanuTU4YeCKOM KOHLIEHTpaumn hepmeHToB. Kannbpato-
pbl N KOHTPOSbHblE MaTtepuanbl NPeaoCTaBNAOTCA NPOU3BOAUTENSAMU KaK COCTaBHAaA YacTb MeAULMHCKUX
n3genuvi ANS ANarHoOCTUKK in Vitro unv Ans NpUMEHEHUs C HUMM.

BHe 06nacTi npuMeHeHns HaCTOALLEro CTaHAapTa OCTAIOTCA CneayioLLmMe MOMOXEHNA N 06 BLEKTbI:

a) TpeboBaHusa Npu pa3paboTke Unu BbIGOpe pedepeHTHON METOANKM BbINMOMHEHUA U3MEPEHWI;

b) BenuuuHbl, NpeacraensaoLwme cobomn maccy hepmMeHTa N MUMMyHOPEaKTUBHOCTb (DEPMEHTOB;

C) KOHTPOnbHble MaTepuarnsl, He MeloLLME NPUNNCAHHOTO 3HAYEHNA N NPUMEHAEMbIE TONBbKO AN OLLEH-
KM NPeLM3NOHHOCTN METOOMKMN BbINONHEHWS U3MEePEeHUIA N €€ NOBTOPREMOCTH, MU BOCNPOM3BOAUMOCTH
(kOHTPONbHbIE MaTepuanbl NPELU3NOHHOCTH);

d) KOHTpOmMbHble MaTepurarnsl, NpeaHa3HaYeHHble ANA Lenen MexnabopaTopHOro KOHTPONS KayecTBa n
COMPOBOXAaeMble MHTepBanamu npeanonaraeMblX NPUEMNEMbIX 3HAYESHWIA, NPU ATOM KaXAbl MHTepBan Aon-
eH OblTb MONy4YeH NyTeM MexnabopaTopHOro KOHCEHCYCa MO OTHOLIEHMIO K OAHOW 3afaHHON MeToauke
BbINOMHEHNSA M3MEPEeHNUi 1 C NpeaenbHbIMU 3Ha4SHNAMWN, METPONOTMYECKN HE NPOCNEXUBAEMbIMMK;

€) CBOWCTBA, ONNCLIBAEMbIE B HOMUHANbLHOW U OPANHANBLHOM LUKane.

2 HopmaTtuBHbIe CCbINKU

B HacTosiwem cTaHaapTe MCNONb30BaHbl HOPMATUBHBLIE CCbINKU Ha crneaylowme HOPMaTUBHbIE AOKY-
MEHTbI:

MCO 17511:2003 WM3penus MeguuMHCKUE AN AMArHOCTUKK in vifro. UamepeHne BennunH B Guonoru-
Yyeckux npobax. MeTponornyeckas NPocnexmBaemMocTb 3Ha4EHWUIN, MPUNNCAHHBLIX KaNMBPAaToOpaM 1 KOHTPONb-
HblM MaTepuanam

MexayHapoaHbIli CrIoBapb OCHOBHbIX M OBLLMX TEPMUHOB B MeTporiorm (MCM), 19931)

" 3ror CnoBapb NOAroTOBNEH OHOBPEMEHHO Ha aHIMUACKOM U (PpaHLy3CKOM a3bikax oGbeanHeHHoN paGouein
rpynnoi, COCTOALWEN M3 3KCNEepTOB, BbiAENeHHbLIX CneaylowuMm opraHusauusamu: MexayHapoaHsim 610po sBecos u mMep
(International Bureau of Weights and Measures; BIPM), MexxayHapoaHoii anekTpoTexHudeckon kommccuen (International
Electrotechnical Commission; IEC), MexayHapoaHoin deaepaumeil KNMHUYECKOW XuMun n nabopaTopHOM MeaULMHbI
(International Federation of Clinical Chemistry and Laboratory Medicine; IFCC), MexayHapoaHoW opraHusauueit no cTak-
napTtusauum (International Organization for Standardization; ISO), MexayHapoAHLIM COI030M YMCTON U NPUKNaAHON XUMUK
(International Union of Pure and Applied Chemistry; IUPAC), MexayHapoaHbIM COO30M YMCTON M NPUKNAAHOIA (DU3NKK
(International Union of Pure and Applied Physics; IUPAP), MexxayHapoaHoi opraHnsauuei no 3akoHoAaTeNbHo METPONo-
ruun (International Organization of Legal Metrology; OIML). B HacTosilueM cTaHAapTe MCNoNb30BaHO cokpalyeHue MCM.

WUspnanue opuumansHoe
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PyKkOBOACTBO ANS BbIPAXEHU HEeONpeaeneHHOCTH Npn namepernn (GUM), 19931)

3 TepmuHbl u onpepeneHus

B HacTOsILLEeM cTaHAapTe NpUMEHEHbI cneayioLmMe TEPMUHbI C COOTBETCTBYIOWLMMN OnpeaeneHnamu:
3.1 aHanuT (analyte): KOMMOHEHT, yKa3aHHbI B HAMMEHOBaHNM M3MEPAEMOl BENNUNHBIZ),

lMpumep — B senuyuHe «kamanumu4veckasi KOHUeHmpayus usogepmenma 1 nakmamoeaudpozeHasbl 8
nnasme» «uzogpepmenm 1 nakmamaiezudpozeHasbl» f8/19emcs aHanumom. Bee ebipaxeHue o603Hayaem usme-
paieMyro eenuduHy (cm. 3.5).

3.2 xaTanuTuyeckasa aKTMBHOCTL (catalytic activity) zg: CBOMCTBO KOMMOHEHTa, COOTBETCTBYIOLLEE
CKOPOCTW NpeBpaLleHns KaTanusnpyemMoro BelLecTBa B X0Ae 3afaHHON XMMUYECKON peakuun B 3afaHHOM
M3MePUTENBHON CUCTEME.

Mpumevyanune 1— Apgantupoearo ns|UPAC/IFCC 1995:9.101.3[1].
MpumeyaHune 2—BHacToALEM CTaHAAPTE KKOMMAOHEHTOM» SIBNAETCA (DEPMEHT.

MpumeyvyaHune 33— BenuunHa «kaTanMTUYeCKan akTUBHOCTbY CBA3aHa C KONUYECTBOM aKTUBHOrO hepmMeHTa,
a He C ero KoHueHTpauuen, cm. 3.3.

MNMpume 4yaHue 4 — KorepeHTHOM nponseoaHon eanHunlen CU siensetes «katan» (kaT), paBHblil «<MOMIO B Ce-
KyHAY» (MONb - C ).

MpumeuvaHune 5—Tpoueaypa N3MepeHUs CYIUT CYLLECTBEHHLIM MNEMEHTOM OnpeaeneHns U3MepsemMon
BENUYUHBI.

MpumeyaHune 6 —Bo MHOrMX CnyyYasix BMECTO CKOPOCTU U3MEHeHUs cyBeTpaTa, ykasaHHOro B KpaTKoM Hau-
MEHOBaHUN (PEPMEHTHOrO aHanuTa, HanpuMep «KpeaTuH» B HaUMEHOBaHUN «KpPeaTUHKMHa3a», U3MEPAIOT CKOPOCTL npe-
BpaLLEHWS MHAUKaTOPHOrO BeLlecTBa kak cybcTpata KoMBUHUPOBaHHON peakuun. Toraa uMepsieMan BennmyHuHa AomkHa
6bITb ONpepeneHa kak «katanMTmyeckas akTMBHOCTb hepMeHTa, M3MEPEeHHas No CKOPOCTU NPeBpaLLEHNA UHANKATOPHOro
BelLEeCcTBa B 3a4aHHON CUCTEME, COOTBETCTBEHHO AAHHON METOANKE BLINONHEHUA U3MEPEHUN», HANPUMEP «KaTanuTudec-
Kas aKTUBHOCTb KpeaTUHKMHa3bl, N3MepPeHHast M0 CKOPOCTU NpeBpalLeHns HUKOTUHaMUAaaeHUHAuHYkneoTuadocdara
(HA,EI,d>+) C NOMOLLBI0 pedepeHTHON METOAMKN BLINONHEHNS n3MepeHuii MexxayHapoaHoi doeaepauvm KNMHUYECKON Xu-
MUK N NabopaTopHO MEANLIUHBI B HENOBEYECKOMN ChIBOPOTKE».

3.3 KoHUEeHTpauuAa KaTanUTU4YeCKOM aKTUBHOCTHM (catalytic-activity concentration); katanuTnueckan

KOHUeHTpaums (catalytic concentration) bg: Katanutnueckan akTMBHOCTb, ieNeHHasa Ha 06 beM OCHOBHOM CHC-
TEMbl.

NMpumeuvaHune 1— ApantuposaHo uslUPAC/IFCC 1995:9.194.2[1].

MpumeyaHune 2— KorepeHTHon npousao,qu%i eauHuuein CU sBnsieTcs «katan Ha KyGudeckuini meTp» unm
«MOnNb Ha ceKyHAaYy-KyOuyeckuii MeTp» (kaT-M ~ = Monb-C  -M ). B nabopartopHoit MeguLHe eanHuLein oGbema MoXeT
ObITb M36paH «nUTp» (N).

NMpumeuyaHue 3 —B HacTosWeM cTaHAapTE KKOMMOHEHTOM» CRYXUT (DEPMEHT, @ «OPUrMHANBHOW CUCTe-
MOW» MOXeT GbITb, HanNpUmep, Nnasma NPoSel KPOBW.

3.4 xommyTabenbHOoCTb MaTepuana (commutability of a material): Bnim3ocTb cooTBeTCTBUA MeXAay
MareMaTM4eCKUM OTHOLLUEHWEM PEe3yNbTaToB U3MEPEHWH, NOMy4eHHbIX N0 ABYM METOAVKAM BbINONHEHUNA
M3MepeHW AN yCTaHOBMEHHOW BENNYNHBI B JaHHOM Matepurane, U MaTeMaTU4eCKUM OTHOLLEHNEM Pe3ynbTa-
TOB M3MEPEHUIA, NOMNYYEHHbIX N0 TEM X& METOAMKaM AN BENUYMHBI B PYTUHHBLIX Npobax.

3.5 nsmepsemaa BennumHa (measurand): KoHKpeTHas BenuumHa, ABNAIOLAACA OGBLEKTOM n3Me-
peHus.

[MCM, ctaTtba 2.6]

NMpumeuyaHnune 1—Cwm.3.1, npumep.

Y 310 pykoBoACTBO pa3paboTaHo NpeacTaBUTENAMU TEX Ke OpraHusaumin, KoTopble noarotosunu MexayHapoa-
Hbli1 CNOBapb OCHOBHBIX U O6LLMX TEPMUHOB B MeTponoruu. B HacTosiLeM cTaHaapTe ucnonb3oBaHo cokpatleHne GUM.

2 B roCT P 52361—2005 «Konmponb obwvekma aHanumuueckull. TepmuHbl u onpedenerus» pasden 2,
cmambs 17, npusedeHo cnedyiowee onpedesieHUe mepMuHa «aHanumy: «KomMnoHeHm, uckoMbill unu onpedensemoill 6
npobe sewecmasa unu Mamepuana 06vekma aHanuMmu4ecko20 KOHMpPOIy.

2
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3.6 meTponoruyeckan npocnexumBaeMocTb (metrological traceability): CBotcTBO pesynbrara nsme-
PEHNA NN 3HAYEHNA ITANOHA, 3aKNI0HAIOLLEECA B BO3MOXHOCTU YCTAHOBNEHNA €ro CBA3WN C COOTBETCTBYIOWM-
MW 3TanoHamm, 06bIYHO MEXAYHAPOAHBIMU UNN HAUWOHANBHLIMKY, NOCPEACTBOM NOCTOAHHON LENN CANYEHUN,
MMEIOLWMX YCTaHOBNEHHbIE HeonpeaeneHHOCTH.

[MCM, ctaTbna 6.10]

NMpumMmeyanune 1—KaxaoecnumieHune ocylectsnsercs pedepeHTHON MeTOANKON BLIMONMHEHNA UIMEPEHWIA,
onpeaeneHHol B NPOTOKONE NepeHoca KanmbpoBku.

NMpumevyaHune 2— NmeloTcs pasnuyHble Buabl NpocnexuBaemocTu. B HacToswem ctaHpapte npUMeHeH
TEPMUH «MeTponornyeckas NpocneXxXmBaeMoCTby».

4 Lenb MeTPONOrM4eCKom NPOCNeXuBaemMoCTU U UepPapXxus KanmopoBKu

4.1 MpuHuunbl

4.1.1 HomeHKknaTypa 1 OCHOBHbIE MPUHLMNBI KANMOPOBKN M METPONOrN4eCKON NPOCNeXMBaeMOoCTH 3Ha-
YeHUI, NONYYEHHbIX NPU U3MEPEHNUN BENUUMH B Buonorndeckmnx npobax (MCO 17511), npumeHumMbl Tacke B
cnyyasx, koraa aHanMToM AaBNAeTCA PePMEHT, a8 N3MePAEMON BENNHNHON CAYXNT NPOM3BOAHDIN POA BENWUUN-
Hbl «KaTanNUTMYeCkan aKTMBHOCTLY (MNU AanbHENLWNA NPOM3BOAHLIV POA BENUYUHDI, HAaNPUMepP, «KaTanuTn-
Yeckas KOHUEHTpauuay). TunuiHoe KONUYEeCTBO YPOBHEN B nepapxmm kanubpoBKM NOKa3aHo Ha pucyHke 1.
MepeuyHan pedepeHTHAA METOAMKA BbIMONHEHUA U3MEPEHUNM AOMKHA NPUNNCATL 3HAaYeHue NepBUYHOMY
KannbpaTopy, KOTOPbLIN NCNONbL3yeTCA ANA KanuGpoBKNM METOAWKN BbINONHEHUA M3MEPEHUI CrieayioLlero
Gonee HU3KOro YpPOBHA, N Aanee OO0 pe3ynbTaToB, NOMYYEHHbIX KOHEYHbIM NOTpebutenem Ans pyTUHHOW
npooGbl.

MpumMmeyaHune—TepMnH «nepeudHas pedepeHTHaAA METOANKA BLIMONHEHUS W3MEpeHWit», UCNOoNb3yeMbli
30eCb, OTChINaeT K NONHOCTbIO AETaNU3UPOBAHHON COBOKYMHOCTU UHCTPYKLMIA U3MEPEHUS, TOTAA Kak TEPMUH «NePBUYHbIN
METOA U3MEPEHUs», Kak 3TO onpeaeneHo KoHCynsTaTMBHBIM KOMUTETOM NO konu4ecTsy BewlecTBa (KKKB) npu MexxayHa-
poaHom Btopo Becos u mep (MBBM), siBnaetcs obLmm (poaoBLIM) onucaHMeM NpyHLMNG M3MepeHnst Unu MeToaa usmepe-
HWS1, OXBATBLIBAKOLLETO Pa3nUyHbIE METOANKN.

4.1.2 HeobxognmbiM yCnoBueM MPUMEHUMOCTN TaKOFO NPOTOKONA MepeHOCa ABNAETCA U3MepeHue
OLHOW N TOW e BENWUYMHbI N0 METOAMKAM BbINONHEHUA U3MEPEHNIN HUCXOAALWErO NOPAAKa B nepapxmyeckon
cxeme. [lanee 4OMKHO ObiTb NPOAEMOHCTPUPOBAHO, HTO MO METOANKAM, NOAYNHEHHBIM NEPBUYHON pedepeHT-
HOW MEeTOAMKE BLINONMHEHUS N3MEPEHUiA B KaNMOPOBOYHOM MEPaPXMN, N3MEPSIOT OOHU U TE Xe U3MepseMble
BEMWNYUNHbI, T. €. KAaTaNUTUYECKYIO KOHLIEHTPALUMIO KOHKPETHOro n3odepMeHTa nnm rpynnbl n30oopM B TOM Xe
OTHOLLEHNN B AaHHOﬁ cucrteme.

MpumevaHune 1—TlockonbKy poa BENUYNHLI «KaTanMTUHECKas akTMBHOCTb» ONpPeaensieTcs No CKOPOCTH U3-
MeHeHMWs 3aAaHHOro BellecTBa B 3ajaHHOW peakLMOHHOMN cMecy (3aaaHHON, HanpuMep, MO KOHLEHTpaLmm cybeTpara, ko-
hakTopam, oGbeMHON AoNe aHanUTUHECKON MopunK, TeMneparype), YCNoBusi UsMepeHus AOMKHbI 6bITb B JOCTATOHHOMN
Mepe noao6HbLIMM BO BCEX METOAMKaX HUCXOASALLEro nopaaka. OTKNOHEHUS OT STUX YCNOBWIA peakLum, koTopble 6yayT yee-
NMuMBaTh HeonpeaeneHHOCTb pesynsTaTa, NPUNNCAHHOMO KanuBpaTopy UNN KOHTPONbHOMY Marepuany, AOMKHbI ObiTh
yCTpaHeHbl.

MpumeyvyaHune 2— Hebonblias kaTanuTMyeckasa cneumgnuHOCTb HEKOTOPbIX (PepMEHTOB NO3BONSET Bapbk-
poBaTb Npupoay cybcTparta, oaHako ecnu u3bpaHHbin cybcTpat B nepapxuyecku 6onee HU3KOM METOAUKE BLINONHEHNS N3-
MepeHUIA OTNMYAETCA OT MCMONb3YeMOro B pedhePeHTHON METOANKE BLINONHEHNS M3MEPEHUIA, A0IDKHBI ObITh NpeacTasne-
Hbl AOMONHUTENLHbIE 3KCMEePUMEHTaNbHbIE A0KA3aTeNbCTBa, YTO MO MOAUMULMPOBAHHOW METOAUKE U3MEpPSIOT Ty Xe
BENUYMHY.

4.1.3 B npuHumne, onNa MeTPONOrMYeckon NPOCcNeXnBaeMocTn Ao eanHunLbl CU 3HaveHna, npunncadHo-
ro kanuépartopy, U3roTOBNEHHOMY Npou3BoAUTENEM, TpebyeTcs UMeTb NePBUYHYIO peepPEeHTHYIO METOANKY
BbINONHEHNA N3MEPEHUIA M KaNBPaToP, N3roTOBNEHHLIN MPOM3BOANTENEM.

NpumedaHune—YTobbl yMEHBELIUTL HEONPEAESNEHHOCTb, PEKOMEHAYETCA NPONYCTUTL CTOMLKO Nap Ha nocne-
DOBaTenbHbIX YPOBHSIX (kKanubpatop n MeToanka) uepapxum kKanubpoBKKU, HACKONBbKO 3TO NPAKTUYECKU BO3MOXHO.
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Matepuan Kanubposka Mpouenypa BHenpeHue uly)
MpunucbiBaHue
3HayeHus
Onpegenexve 1 B —
4 eauHuubl CU, aaHHoe
'KBM (CGPM)
3 MepBnyHas pedepsHTHaRA 2 a
N METOAMKA BbINONHEHWUS MHO",
MepBUYHbIA naMepeHmi
kannGparop MHO?
BropuuHas pedepeHTHas 4 ANPW, NN
BropuHbii 5 nnn:h:g,ggﬁ FElsblnonl-uel-lwﬂ
KanwﬁpaTop ANPW. NN —
WabparHas npoussoautenem 6| nn
MeToAWKa BbINOMHEHUs! —
M3MepeHu
Pa6ouuii kanubpartop n —
npoussoauTens 8
YcTaHOBNeHHas npov3soauTenemM
METOAMKA BbINOSIHEHUS an —
9 U3MepeHWii
KanuGparop, U3roToBneHHbIi
npovssoauTenemM n
PyTuHHas meToanka 10 Mpownasogutens —_—
BbIMOSTHEHUS1 U3MEPEHWUIA N/UNU KOHEYHBIN
KOHEe4Horo noTpeburens notpebutens
PytuHHas npoba KoHeuHbiiA —
notpeburenn
PE3YNbTAT KoHeuHbli —_—
noTpeburens

Yucna nHaeKkcoB COOTBETCTBYIOT TPETLEMY NONOXKEHUIO B AECATUYHBIX YUCNax B nogpasaene 4.2. [ipyrue noscHe-
Hus npusepeHbl B UCO 17511.

Coxkpallenus: AJIPU — AkkpeauTosaHHas naGopaTtopusi pechepeHTHbIX u3MepeHuii (naGopatopust MoxeT GbiTb
HesaBuMcUMOW uNu npuHaanexats npoussoautento); MBBM (BIPM) — MexayHapoaHoe 6topo eecos u mep; NKBM
(CGPM) — leHepanbHas koHdepeHuus no secaMm n Mepam; MHO — mexayHapoaHble HayuHble opraHnsaummn (Hanpu-
Mep, MexxayHapoaHas deaepaumsa KNMHUHECKon Xumumn n nabopaTtopHoi meanuuHel, IFCC); NN — na6opaTtopus npous-
soautens; HMU — HauMoHanbHLIN METPONOrMYeCKMIA UHCTUTYT.

OGosHaueHue U (y) ycTaHOBNEHO ANS CYMMapHO# CTaHAAaPTHON HEONPEAENEHHOCTN UMEPEHN.

FopM30HTanbHbIE HYepTOUKN B NPaBOI KpaiiHeil YacTi PUCYHKa MOA U (y) He O3HaYaloT WKany.

2 B cotpyaHudectee ¢ MBBM, HMU, AJTPU n npoussoguTensmn.

b Kanu6patop MoxeT 6biTb COOTBETCTBYIOLLMM CYpPOraTHBLIM CTaHAAPTHLIM 06pa3LIoM UNM NPO6oi YeNnoBeyecKoro
NPOUCXOXKAESHUS.

PucyHok 1 — OkcTeHcnBHas nepapxus kKannbpoBKU U METPONOMMYECKOIN NPOCNEXNMBAEMOCTN A0 eanHnLb CA

4.2 CtpyxTrypa
4.2.1 CornacoBaHHas NPou3BoaHas eauHMLA namepeHuii CU «katan Ha kybndeckuin MeTp» unm «Monb

Ha cekyHAy-KyBu4ecknin MeTpy, 0603HayaeMas kat - M=3 (Monb - ¢1 - M~3), aomkHa BO3rnasnAaTb NoGyio nepap-
XUI0 KanUBpPOBKM ANA KaTanMTUYECKOW KOHLEHTpaLun hepMeHTa, ecnn umeetca nepeudHas pedepeHTHan
MEeTOoAnKa BbiNONHEHNA M3MepeHMP’I.

NMpumeyaHue 1—Poa BeNUUMHbI «KatanuTU4eckas KOHLEHTpauus» ABNSETCSA KaTanuTUYECKOW aKTUBHOC-
TbIO KOMNOHEHTA B KaTanax (Mnu Monsx B CEKYHAY), AeNeHHbIX Ha 06 beM (OCHOBHOM ) CMCTEMBI, U3MEPAEMON B KyGU4ecknx
MeTpax.
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Npumeyanue 2— B nabopaTtopHoi MeauLMHe AenuTenem Moxet 6b1Tb «WMTPY, 4TO AAET HECOrnacosaH-
HYI0 NPOM3BOAHYIO EOUHULLY «KaTan Ha NUTp», obo3Hayaemylokat-n~ =kat/Nn=mMonb-Cc -n = (mons/c)/n.

MpumeuyaHune 3 — [pyras ucnonblyemas HecornacoBaHHas eauHULA OCHOBaHa Ha eauHULE KaTanuTudec-
KOW aKTUBHOCTW, Ha3biBaeMoW «hepMEHTHON eanHULIey» (UNn «MexayHapoaHoi eauHuLein»), o6osHaqvaemon Ea (U), ¢
ypaBHeHueM nepesopa 1 Ea = 1 Mkmons - MuH | = 16,667 - 10° kar. CooteetcteeHHo, 1 En/n~ 16,667 - 107 kat/n. EanHu-
Lia u3MepeHUii He3aBnMcuma oT METOAUKWN BbINONHEHNA U3MEPEHUIA.

4.2.2 MNepsuryHan pechepeHTHAa METOAMKA BbINOMHEHUA N3MEPEHUI, KOTOPas ONMUCaHUEM N3MEPUTENb-
HOW CUCTEMBI, BKNIOYAIOLWMM B ce0a yCrnoBua peakumu, onpeaensaeT usMepsiemyio BenuumHy, ocobeHHo dep-
MEHTHbIN KOMMOHEHT, NPEANOYTUTENBLHO AOMMKHA MPEeAcTaBnATb Co6OM creaylowmi YypoBeHb AaHHOMW
mepapxmm kannbpoBKu 1 NePBbI ONEPaLMOHHBIA YPOBEHbD.

Pe3ynbTaTtbl M3amepeHuin AoNXKHbI ObiTb NPeacTaBneHbl HENOCPEACTBEHHO KaK KaTannTNiecKkas KOHLEHT-
paumsa B NPon3BoaHbIX eanHuuax CU katan Ha NUTP MNu MoNb Ha CEKYHAY-NUTP UMK, COOTBETCTBEHHO, B MUX
KpPaTHbIX NN CyOKPaTHLIX €ANHNLIaX.

Kaxnabin aTan namepeHnsa NomkeH ObiTb YETKO onpeaeneH ANa Toro, YToobl Morna ObiTb OLEEHEHA CTaH-
DapTHaA HeonpeaeneHHOCTb. PYHKLMA ANA pacyeTa 3Ha4YeHNA BENNYNHDBI Ha BbIXoae, T. €. UaMepsieMoi Benu-
4YMHbI, OT BCEX BENWYUH HA BXOAEe AOMXKHA ObiTb NpuBeAeHa B NPAMOW hopMe Tak, YToObl CyMMapHas
HeonpeaeneHHOCTb Morna GbiTh paccunTaHa NpeanovYTUTENbHO B COOTBETCTBUM ¢ GUM.

NMpumevaHnune 1—OueHka HeonpeaeneHHoCTU Tpebyer, 4TOGLI KaXAaa cTaausa naMepeHus Gbina icHO onu-
caHa 1 6bina AOCTYNHON ANS KOHTPONBHOIO 3KCNEPUMEHTA, KOTOPbLIN HE BCeraa AOCTYNEH AN aBTOMaTM3MPOBaHHON Npo-
ueaypbl U3MepeHus.

NpumevyaHnune 2—lepBnyHas pedpepeHTHAA METOANKA BLINONHEHNUA U3MEPEHWIA NPeANoYTUTENBHO AOMKHA
6bITb pexomMeHA0BaHa Ha OCHOBE MEKAYHapPOAHOIo KOHCEHCYCa, Hanpumep B pamkax MeskayHapoaHoi deaepaumm kKnuHu-
Yeckol xumMum n nabopaTtopHoit MeauLmHbl. Ecnn mexayHapoaHo npusHaHHON NepBUYHOI pedepeHTHOI METOAUKN Bbi-
MONHEHNA N3MEPEHNIA HET, HALIMOHANbLHbIN METPONOrMYECKNIA UHCTUTYT NN HaYYHOEe OBLLECTBO MOXET paspaboTaTh Takylo
MeTOAUKY ANs NocnenyoLero MexayHapoaHoOro pacCMOTPEeHUSA.

NMpumevaHune 3— MexayHapopaHas denepaums KMMHNHECKON XMMUU n nabopaTopHOW MeauLMHBI akTyanu-
3uposana cBou pedepeHTHbIe METOAUKN BbIMONHEHNA U3MEPEHUN, YCTaHOBMB TeMnepaTypy peakummn Ha yposHe 37 °C
BMecTo 30 °C. MNepeyeHb NepBUYHbIX pedpepeHTHbIX METOANK BLINONHEHUS U3MEPEHWIA NPMBEAEH B MPUNOXeHUU A.

4.2.3 TMepBuUdHbIN KaNMBpaTop AOMKEH UMETL CBOE 3HAYEHME UHEONPEAENEHHOCTb M3MepPeHNa, NpUnn-
CaHHbl€ C MOMOLLbIO NEPBUYHOM pedepeHTHON METOANKN BbINONHEHNSA M3MepPeHU (4.2.2) Yyepe3 HhopManbHyo
MexnabopaTopHyto npoueaypy cepTndmrKaLnm, BKNioyas oLeHKY KOMMYTabenbHOCTH.

MpumeuvaHue 1— MNpUroToBNEHNUE U CEPTUPUKALINS NEPBULHOTO KANMBPOBOYHOTO MaTeprana AoMkHb! GbiTb
NPOBEAEHbI MO MOPYHEHUIO MEXAYHAPOAHBIX OpraHn3aLuii.

NMpumevaHune 2— MNpumepammn NeperYHbIX KANMGPATOPOB CNYXaT CePTUPULMPOBAHHbIE pedepeHTHbIe Ma-
Tepuansl (aTTecToBaHHble CTaHAapTHble o6pasLibl) BCR®", pa3paboTtaHHble B pamkax nporpaMmbl «HdpacTpykTypa us-
MepeHusa n ucnoitaHusa» («Measurement and Testing, Infrastructure») EBponeiickoi KOMMCCUM MK NO KOONepaLun Mexay
NHCcTUTYTOM pedepeHTHbIX Matepuanos u usmepernuin (IRMM) Esponeiickoro Coto3za n MexayHapoaHoi deaepaumeit
KIMHWYECKOWM XMMnmn n nabopaTopHon MmeauLmHbl. OHW NepeYncneHsbl B NpunoxeHum B.

4.2.4 BropudHas pedepeHTHan npoLeaypa BbiMONHEHUA 3MepeHniA AOMKHA ONUCLIBaTb M3MepUTenb-
HYI0 CUCTEMY, KanMBpPOBaHHYIO C UCMONb30BaHWEM OIHOTO UMM HECKOMNBbKMX NEPBUYHBIX KannbpaTtopos (4.2.3).
Ycnosus peakumm AoMKHbl BbITb TakKUMK, YTOGLI 3MepsiemMas BenmunHa 6bina Gbl TV e, YTO 1 ANs NepBUHHON
pedepeHTHON METOANKN BbINONHEHNA M3MepeHWin. [omkHbl GbiTb NPYBeaeHb TPe6OBaHUS K ONUCaHMIO U pac-
4YeTy 3HAYEHU U HeonpeaeneHHocTen no 4.2.2.

MpumevaHune 1— [nsa NpoCTOTb NCNONHEHUS BTOPUYHasA pedepeHTHast MeToaMKa BhIMONHEHUA U3MepeHNi
MOXeT 6bITb Honee MexaH3MPOBaHHOMW, YeM NepBUYHAA MeTOAWKa, TEM HE MeHee cneayeT NpUMeHsTb TpeboBaHus 4.2.2,
npumeyaHve 1.

MpumevaHne 2—BTopuyHas pedepeHTHass METOAMKA BbIMONHEHUA U3MEPEHUIA MOXeT ObiTb onucaHa u
BHegpeHa nabopatopuei peepeHTHbIX U3MepeHunii Unu NPoU3BoANTENEM.

4.2.5 BTOpWYHLIN KanubpaTop A0OMmKeH UMEeTb 3HaYeHVe, NPUNUCAHHOE B COOTBETCTBMMN C BTOPUYHOWM
pedepeHTHOIN METOANKON BbINONHEHNA 3MepPeHWit (4.2.4).

MpumedvyaHune 1 — BTopuyHbIi kanMGpaTop MOXET CONPOBOXAATLCA CepTUMKATOM.

1

) CepTuduLmpoBaHHble pedepeHTHble MaTepuansl (aTTecToBaHHble cTaHaapTHble ofpasubl) BCR® senstoTes
np1MMepoM NOoAXOASALLEN NPoAYKLUKN, AOCTYMNHOMN Ha pbiHKe. VIHhopMauma npueeaeHa Ans yao6cTea nonb3osaTenei Ha-
CTOSILLEro CTaHAapTa U He 03HaYaeT NoAAePKKY 3TUX NPOAYKTOB.
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MpumeyaHune 2— MNpunucbiBaHne 3HayeHUs1 MOXET ObiTb BLINONHEHO B natopartopun pedepeHTHLIX u3me-
peHuih unu B naboparopum npon3soauTensi.

MpumevyaHue 3— BropuuHbiit kanubpaTop MOXeT ObiTb, HanpUMep, MaTepuanom ¢ MaTpuLei, HanoMuHaro-
Le MaTpuLy Npob YenoBeueckoro NPOUCXOXAEHUA, NOANEXKALLUX U3MEPEHUIO C MOMOLLILIO PYTUHHOM NpoLieaypbl U3Mepe-
HUS1 KOHEYHOTO NoTpeduTens.

4.2.6 TpouenypawnsmepeHus, n3bpaHHas npon3soauTeneM, 0MKHa onpeaenaTb U3MEPUTENBHYIO CUC-
TeMy, KanMbGpOBaHHYI0 OAHMM UMM HECKONLKUMW NEPBUYHBIMUW MV BTOPUYHLIMK Kannubpatopamu npyn ux Ha-
nuyaun.

M pumMeyaHun e— Meroauka, nsbpaHHas nponssoauteneM, MOXeT ObITb BTOPUYHON pedepeHTHON METOANKON
BbIMONMHEHUs usmepeHui (4.2.4).

4.2.7 Pabouunin kannbpaTtop Npou3BOAUTENS AOIMKEH MMETb 3HAYEeHNE U HeonpeaeneHHOCTb n3Mepe-
HWSI, MPUNNCaHHbIE BTOPUYHOWN ped)epeHTHOW METOAUKOW BbINONMHEHUs uamepeHun (4.2.4) unn Henocpen-
CTBEHHO NEPBUYHON ped)epeHTHON METOANKON BLINOMHEHUA n3MepeHui (4.2.2), ecnm 3To BO3MOXHO. Kann6-
POBOYHBIN MaTepuan AOMKEH NPOABNATL afAEKBaTHYIO KOMMYTabenbHOCTb Kak B OTHOWEHUN pedepeHTHON
METOAMKWN BbINOMHEHNA U3MEPEHUI, TAK M B OTHOLLEHUM Kannbpyemon meToamkm (5.3).

MNpumeyaHune—Pabounin kanubpatop nponssoauTens MoXeT ObiTb, HaNpUMep, MaTepuanom ¢ mMaTpuuen,
HanOMMHaIOLLleﬁ mMaTpuly I1p06 yenoBe4yeCckoro npoucxoxxaeHus, noanexawmx uaMepeHuo no pYTMHHOﬁ MeToauke n3me-
PeHUit KOHEYHOro NoTpebutens.

4.2.8 YcTaHOBRNeHHasa Npon3soauTenemM MeToauka BbiNoNHeHNA n3MepeHnin nokHa 6biTb kKanubposa-
Ha OAHVM UNn HeCKONbknMKn paboyunmm kanubpatopamm npoussoauTens (4.2.7) nn kannbpaTopom MeTPONo-
rnveckun 6onee BbICOKOro YPOBHSA.

M puMeyaHKn e — YcTaHoBNeHHasA NpoM3BoaAUTeNeM METOAUKA BLINONHEHUS U3MEePEHUi OCHOBaHa Ha cucteme,
Bn13Koi kK cucTeMe pyTUHHOM METOAVKU BbIMONHEHUA U3MEPEHUIA, HO MOXET MEeTb Bonee HU3KYI HeonpeaAEneHHOCTb U3-
MepeHusi, NonyYeHHyto BcneacTaue 6onee y3knMx AOMYCTUMBIX MHTEPBAnNOB BENIUYUH Ha BXOAE WU BNUSIOWUX BENUYMH, a
TakKke NyTeM BbINONHEHWS NOBTOPHbIX M3MEPEHUIA.

4.2.9 Kannbpatop, M3roTOBNEHHbIN NPOU3BOAUTENEM, AOIMKEH MMETb 3HAYEHNE N HEONPEeAENEHHOCTD,
NPUNNCaHHbIE C MOMOLLbIO YCTAHOBMEHHOW NPOM3BOAUTENEM METOAWKMN BbINOSNIHEHNA 3MepeHn (4.2.8) unu
MHOW MeToANKM 6onee BbICOKOro ypoBHA. KannbpoBoyHbIN MaTepuan omkeH 6biTb agekBaTHO KOMMyTabeneH
ANA MeTOAVKW BbIMOMHEHNSI N3MEPEHUN, C NPUMEHEHMEM KOTOPOM eMy Gbino NpUNUCaHo 3HaveHue, U Ans
PYTUHHON METOANKWN BbINONHEHNS N3MEPEHUIA.

4.2.10 PyTuHHasa MeToauka BbIMOMHEHUS N3MEPEHNI KOHEYHOro NoTpeduTens AomkHa ObITb KanuGpo-
BaHa OAHUM NN HECKONbKMMK KanubpaTtopamm, N3rotosneHHbIMn nponssoantenem (4.2.9). NMpounssoautens
OTBETCTBEH 3@ AOKa3aTeNbCTBO TOrO, YTO PYTUHHAA METOANKA BbINONHEHNA N3MEPEHNIA NO3BONSET U3MEPATL
TY e BENMYNHY B PYTUHHbIX Npobax, Ana KOTOpbIX 3Ta METOANKA NPeAHa3HavYeHa, YTo U nepBuyHas pedepeH-
THaA MeTOAWNKa BbINOMHEHUA U3MEPEHWUNA.

5 MoaTBepxaeHUe MEeTPONOrMYECKON NPOCNEXUBAEMOCTU KanubpoBKKu

5.1 MpuHumnbl
Mepenava nNpaBUNBLHOCTN N3MEPEHNA OOMKHA BbITb 06ecneveHa HanUYMeM OAMHAKOBOW aHaNUTUYeC-
KOW cneLnpUIHOCTU METOAVKM BbINONMHEHNA U3MEPEHUI N aAeKBATHON KOMMYTabeNbHOCTbLIO KanNUBPaTOpPOB.

MpumevaHnne 1—Llensio NnpUMeHEeHNs METPONOTUYECKN NPOCNEXEHHBLIX KAaNMBpaTopoB B PYTUHHBLIX METO-
AnKaXx BbIMONHEHNS U3MEPEHUIA, KOTOPbIE UCNONL3YIOTCSA B MEANLIMHCKUX U3NENNAX ANA ANArHOCTUKK in vitro, ABnseTcs no-
nyyeHne pesynerata U3MepeHust U3MepseMOoil BENUUMHBI, HAaCTONBLKO BNN3KOro, HaCKONLKO 3TO TpebyeTcs, k pesynsrary,
KOTOpbI Gbin Obl NonyyeH, ecnu Gbl pechepeHTHass METOAUKA BLINONHEHNS U3MEPEHUIA, 0 KOTOPOM kanuGpaTopbl Gbinu
MeTponorMyeckun npocnexeHsl, 6bina 661 NpUMeHeHa Ans U3MepeHnUs Tex xe camblx NPob. Tem caMbiM, NpaBUNBLHOCTL pe-
3yNbTaToB, NONYYeHHbIX KaNMBPOBaHHOM (aTTECTOBaHHOM) PYTUHHON METOANKON BLINONHEHNS U3MEPEHUIA, ABNAETCA Npo-
M3BOAHOM OT NPaBUNLHOCTM pedhePeHTHON METOAUKMN BLINMONHEHNA N3MEePEeHUI, KOFAa TakoBasi AOCTYNHA.

MpuMmevyaHune 2—B 3aBUCUMOCTM OT NPUPOALI (PEPMEHTHOrO aHanuTa u MaTpuubl Npod Aaxe maneiwas
pasHuLa B U3MEpUTENbHBIX CUCTEMAX U CTaAUSAX U3MEPEHUA MeXAY ABYMA METOANKAMM BbINONHEHUA U3MEePEHUIA MOXeT
BbI3BATb PasnMunsa B aHanNnUTUYECKON cneLmpuyHoCTI.

5.2 AHanuTuueckasn cneyupPUIHOCTbL METOAUK BbINOAHEHUA U3MEePEHNN

5.2.1 Bo-nepBblX, CBONCTBA OLLEHNBAEMOWN METOANKN BINONHEHWUA N3MEPEHNIN AOMXKHBI ObITb HaANeXa-
MM 06pa3oM ONMCaH bl COOTBETCTBEHHO MMetoLLenca NHopMaLmnmn A4nsa Toro, YToobl 06ecneunTs usMepeHns
OaHHOWN MeTOANKON TOM e BENUYMHDI.
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Mpumep 1 — AnaHuHamuHompaxcgepasa (EC 2. 6.1.2" ') nodeepxeHa enuaHuro nupudokcansgocghama, u
npouedypbi UsMepeHUs 3moz20 hepMeHma anpuopu mo2ym 6bims pasdesieHbl Ha dea HeCO8MeCMUMbIX cemedi-
cmea, UsMepsIoulUX eeNUYUHbLI Pa3TUYHO20 Mmuna, CooMmeencmeeHHO MoMy, siesisemcs amom Koghakmop dac-
mbio cMecu peazeHmos unu Hem.

Mpumep 2 — a-Amunasa (EC 3.2.1 1" ') umeem u30ghopMbI, U UX OMHOCUMe IbHbIe Kamaaumuyeckue akmue-
Hocmu kaxdoli @ omOenbHOCMU GOMKHbI 6bIMb CPABHEHbI 8 KaXx0ol nape MemoJduK 8bIfNOIHeHUSs1 UsMepeHull,
npexde yem desramb UX HaCMbIO UePapXuU KasiuGposKuy.

Bo-BTOPbIX, AOMKHO BbITh NOKa3aHO, YTO BCE METOAMKU BbINOMNHEHWS M3MEPEHNI NO BEPTMKANKW uepap-
X1M KannMBpOoBKM UMEIOT MO CYLLIECTBY OAIHY U TY XE aHaNUTUYECKYI0 cneumnnyHOCTb. JomkeH 6bITb UCNONb30-
BaH paa npo6 YenoBeyecKoro NPOVUCXOXAEHUSA, TMNNYHLIX ANSA NPOG, U3MEPSEMbIX KOHEYHLIM NOTPEOUTENEM,
1 IMEIOLLIMX 3HaYEHWA, OXBaTbIBaIOLIME MHTEPBAN N3MEPEHUIA, COBNaaaloLLmMii C UHTePBaNoM, HabnaaemMbim
Ha npakTnke. CylecTBEHHbIM A0Ka3aTeNbCTBOM TOFO, YTO aHanuUTUYecKas CneuntMyHOCTb ABYX MeTOAMK
BbINONHEHUA N3MEPEHNIN UAEHTUYHA, AOMKHO GbiTb NOCTOAHCTBO OTHOLLEHUA MEXAY pe3ynbTaTaMu, NonyyeH-
HbIMW MO ABYM METOAWKaM MPW M3MEPEHWUWN Kaxaol Npobbl, Ha BCeM OObIMHOM MHTepBane M3MepeHus ¢
YCTaHOBMEHHOM 3KCNEPUMEHTANBHO HEONPEAENeHHOCTbIO.

MpumedaHne— BceMeTOaNKN BLINONHEHNA U3MEPEHUI, NPOABNAIOLLME OANHAKOBYIO aHaNUTUYECKYIO Crieun-
PUYHOCTb, MOXHO paccMaTpUBaTh Kak CEMeCTBO METOAMK BbIMONHEHNUS U3MEPEHWIA AN AAHHOW BENUYUHBI.

5.3 KommyTabGenbHOCTb KanubpaTopoB

5.3.1 KommyTtabenbHocTb pabodero kanubpaTtopa (kannbpaTtopos) nponssoanTens AoMnxHa bbb oLe-
HeHa NyTeM NpUMeHeHUs Kak petepeHTHON, Tak U PYTUHHON METOAMK BbINONHEHNS 3MepeHuii k paboyemy
KannbpaTopy NPOM3BOAUTENSA U K PAAY COOTBETCTBEHHbIX YENOBEYECKMX (PYTUHHLIX) NPob.

Ecnn matematnyeckoe OTHOLLIEHWE MEXAY pe3ynbTaTtaMmu, NONy4eHHbLIMM C MOMOLbIO peddepeHTHON
METOANKWN BbLIMOMHEHNA U3MEPEeHU X, N pesynbTaTamn, NOMAYHYEHHbIMU C MOMOLLbLIO PYTUHHOW METOANKN
BbIMOSTHEHUA N3MEPEHUI ¥, ANA NPO6 YenoBEe4eCKOro NPONCXOXKAEHNA CTATUCTUYECKN NOCTOBEPHO HE OTNKNYa-
€TCA OT Pe3ynbTaToB, NONy4YeHHbIX ANa paboyero kannbpaTopa (kannbpaTopoB) NPOM3BOANTENS, ITO A0KA3bI-
BaeT KOMMYTabenbHOCTb KanMbpPoBOYHOro MaTepuana.

MpumevyaHune 1— Ecnmpasbpoc ToHeK (X, y) BOKPYr NIMHUA perpeccum n/unm nx oTKNOHEHUe HenpueMneMsl,
NPUHMHON TaKOro NCXOAa MOXKET ObITb pasnuyme aHanuTUYecKon cneLunuYHOCT MeXAY ABYMS METOANKAMU BbIMONHEHNSA
N3MepeHUi.

MpuMmedyaHue 2—B cnyyasx, korga MatemaTMyeckoe OTHOLLUEHUE ANA Yenoseqecknx Npob u pabodero ka-
nubpaTopa He OANHAKOBO, pa3H1LLa MOXET BbITb yuTeHa hakTopOoM nonpasky Unu hyHKUMER NoNpaski ANS NPUNCAHHOTO
3HadeHus pabouero kanubpatopa. PakTop nonpasku UNK YHKLMS NonpaBku AomkeH(Ha) 6biTb npepocTasneH(Ha) no-
TpebunTento no ero 3anpocy.

5.3.2 MoareepxaeHne XxapakTepUCTUK KanmbpaTopa, M3roToOBIEHHOMO NPOVU3BOANTENEM, AOSMKHO BbiTh
[0Ka3aHOo NyTeM CPaBHEHWSA Pe3ynNbTaTOB U3MEPEHUI, BbIMONHEHHbIX Kak pehepeHTHON, Tak n kannbpoBaHHON
PYTUHHOM METOAMKaMW BbINONHEHNA 3MEPEHUIA, HA CEpUM peanbHbIX NPo6 TOro TMNa, ANA U3MepPEeHNA KOTo-
pbiX NpeaHasHavYeHa pyTMHHaA MeToanKa.

Mpo6bl NPeanoYTUTENBHO AOMKHbI ObITb OHOKPATHO B3ATHIMU NPOGAMN HYENOBEYECKOrO NPONCXOXAE-
HWS, UMEIOLLIMMK 3HAYEHUA, 38 NCKNIOYEHNEM NUKOBLIX, pacnpeaeneHHbie TakuM e 00pa3oM, Kak 3To Habnio-
[3EeTCs Ha NPaKTUKe B 3aAaHHOM MHTepBarne usmepeHun Ans BenuuuMHbl AaHHOTO Tuna. Mukosble 3HaYeHUA
AONYCTUMbI NULWLIb ANA NPOG, UMUTUPYIOLWIMX HATYpanbHbIe NPOObI.

5.4 KommyTa6enbHOCTb KOHTPOSbHbLIX MaTepuanoB

Ecnu 3HaueHne KOHTPONbHOMY MaTepuany NPMNUCaHo METOAMUKON BbINOMHEHUA U3MEPEHUN, OTNNYaI0-
LLENCA OT PYTUHHON METOANKMN BbINONHEHNA M3MEPEHWIN, KOMMYTa6eNbHOCTb KOHTPONBHOrO MaTepuana Aonx-
Ha ObiTb MCCneaoBaHa TeM Xe CNOCOGOM, YTO M KanMbpPOBOYHOTO MaTepuana.

R KopoBblit Homep, ycTaHoBNEHHLIN KoMuccueii no epmeHTam MesxayHapoaHOro cotosa G1uoxmMmum n Monekynsp-
Ho# Buonoruum.
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MpunoxeHue A
(cnpaBouHoe)

MepeyeHb NepBUYHLIX pedepeHTHbIX MEeTOAUK BLINONHEHUA U3MEPEHUN
MexayHsapogHon deaepaumm KNMHUYECKON XMMUK M NabopaTopHoi MeANLUHbI

Hwxe npueeaeH nepeveHb NepBUYHBIX pedepeHTHbIX METOAMK BEINONHEHNA u3MepeHuii MexxayHapoaHoi depepa-
LK KNMHUYECKON XMMUU N naGopaTopHO MEAULIHBI:

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). [Opo6peHHble pekoMmeraaumm (1985 r.) no metoaam MexayHapoaHoi deaepaLmm KnmHn-
Yeckoi xumMum n nabopaTtopHoi meauumHbl (MOKXJIM) Ans U3MepeHns KaTanMTUHEeCKoW KOHLEHTpauun hepMeHTOoB.
Yactb 2. Metoa MOKXJIM ana acnaptatamuHoTpaHcdepasbl (L-acnapraT:2-okcornyraparammuHoTpaHcdepasa,
EC 2.6.1.1)]. J Clin Chem Clin Biochem 1986; 24: 497—510

2 Bergmeyer HU, Hagrder 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). [Opo6peHHble pekoMeraaumm (1985 r.) no metopam MexxayHapoaHoi cheaepaumm KnmHu-
Yeckon xuMum n nabopaTtopHoi MeauumHbl (MOKXJIM) Ans U3MepeHUs KaTanuTUYecKoW KOHLEHTpauun hepMeHTOB.
Yacte 3. Metoa MOKXJIM pansa anaHuHamuHoTpaHcdepasbl (L-anaHuH:2-okcornyTapatammHoTpaHcdepasa,
EC 2.6.1.2)].J Clin Chem Clin Biochem 1986; 24: 481—95

3 ShawLM, Stremme JH, London JL, TheodorsenL. IFCC methods for the 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 MexayHapoaHoii cheaepaumm KnMHUYeckon xumMum n nadopaTtopHoi MmeauumnHbl (MOKXM) ans
N3MepeHUs KaTanuTU4eckomn KoHUeHTpauumn pepmeHToB. YacTb 4. Metog MOKXIIM ans y-rnyTamuntpaHcdepasbl [(y-rny-
Tamun)-nenTua aMmHoauma y-rnytTammntpaHcdepasa, 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 MexayHapoaHon deaepauum KNMHMYECKOM xumumn u nabopatopHoi Meauumibl (MOKXIIM) ans
N3MepPEHUA KaTanUTUYECKON KOHLeHTpauun hepmeHToB. HacTb 5. Metoa MOKXJIM (npeanaraemslin) Ans wenoqHomn hoc-
haTasbl (opTodocdopHas-MoHoaup octornaponasa, wenoyHon ontumym, EC 3.1.3.1]. Clin Chim Acta 1983;
135:339F-67F. J Clin Chem Clin Biochem 1983; 21:731—48

5 Hgrder 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). [Opo6peHHble pekoMeHaaummn no MetTogam MexayHapoaHou deaepaLmm KNMHUYec-
Ko xuMum n nabopaTtopHoit MeanLnHbl (MOKXITM) Ana nsmepeHnsa kaTanuTuyeckoi KoHLEHTpaLuum hepmMeHToB. YacTb 7.
Metoaq MO®KXIIM ana kpeatuHkuHasbl (AT®:kpeaTuH-N-hocdoTparHcdepasa]. 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). [Oao6peHHble
pekomeHaaLmm no metoaam MexayHapoaHoi deaepaLlum KNMHUYecKon xummumn n nabopaTtopHoi MeauumHbl (MOKXITM)
ANA M3MepeHns KaTanuTUYeckon KOoHUeHTpauun depmeHToB. YacTe 8. Metog MPKXJIM ans naktataernaporeHasbl
(L-naktaT:HAO*okcmpopenykrasa, 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 (1,4-0.-D-glucan 4-glucanohydrolase, EC 3.2.1.1). [Oao6peHHble pekomeHAa-
uum no meToaam MexxayHapoaHou e aepaLmmn KNMHUYECKon XuMum u nadopaTtopHon MeanumHbl (MPKXIIM) ana nsmepe-
HUA KaTanuTuyeckon KoHueHTpauuu depmenToB. Yacte 9. Metoa MO®KXJIM ans o-amunasbl (1,4-o-D-rniokaH
4-rnokanornaponasa, EC 3.2.1.1]. Clin Chem Lab Med 1998; 36:185—203
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MpunoxeHune B
(cnpaBouHoe)

MepeyeHb aTTeCTOBaHHbLIX CTaHAAPTHLIX 0Gpa3uoB
(cepTudnumpoBaHHbIX pedepeHTHLIX MaTepuasnoB)

MepeuncneHHble Hke aTTECTOBaHHbIe CTaHAapTHbIe 06pasLibl [cepTuduLuposaHHble pedepeHTHbIE MaTepuans;
CPM (certified reference materials; CRM)] MOXHO nonyunTb u3 UHCTUTYTa pecdepeHTHbIX MaTepuarnos U usMepeHuit
(IRMM) Eeponeiickoro Coto3a.

®epMeHTHbIE NpenapaTbl GbINY NPUrOTOBNEHbI ANS TOTO, YTOGLI NOMOYb CTaHAAPTU30BATL Pe3yNbTaThl U3MepeHnit
KaTanuTUYeckomn KOHLEHTpaLun e pMeHTOB B CbIBOPOTKe. B kaxaom npenapare cepTudmumpoBaHa kKaTanuTuyeckas KoH-
LeHTpauus depMeHTa, onpeaeneHHas B COOTBETCTBUM C METOAOM, pekoMeHAoBaHHLIM MexxayHapoaHoi deaepaumei
KINUHUYecKoin xumun n nabopatopHoi meauuuHbl (IFCC).

Kaxpapbii CPM (aTTecToBaHHbIN CTaHAAPTHLIN 0Opa3eL) npeaHasHaYeH ans obecneyeHnst NepeHOCUMOCTM MeToaa
IFCC 1, BO3MOXHO, ANS YCTAHOBNEHUS COOTBETCTBUA MEXAY pe3ynbTaTamu, NoNyHeHHbIMU KOHKPETHBIM METOAOM U
meToaom IFCC.

Ta6nuuya B.1

Homep matepuana Onucanue
BCR-299 KpeaTuHknHasa BB, 4aCTUYHO OUMLLEHHARA, M3 NNALIEHTL YenoBeka
BCR-319 y-FnyramuntpaHcdepasa, 4HaCTUHHO OHULLIEHHAs, M3 NOYEK CBUHBbU
BCR-371 LLenouHas tdhoctaTtasa, HaCTUUHO OHYMLLEHHAS, U3 MOYEK CBUHLW
IRMM/IFCC 453 Yenoseyeckan nakrataermaporeHasa, usodepmeHt 1
BCR-426 AnaHuHaMnHoTpaHcdepasa, YaCTUHHO OYMLLEHHAs, U3 cepaLla CBUHLU
BCR-608 KpeatuHkuHasa KK-MB, n3 cepaua yenoseka
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MpunoxexHune C
(cnpaBou4HOE)

CBeaeHMA 0 COOTBETCTBUM HALMOHASbHbIX craHpapToB Poccuitckon ®egepauunmn
CCbITOYHbIM MeXAyHapoaHbIM CTaHAapTaM

Tatnuya CA

OB603HaYeHUe CChISIOYHOrO MeXAYHapPOAHOro
cTaHgapTa Unu apyroro HopMaTUBHOIO
AOKYMEHTa

O6Go3HayeHUe N HaMMeHOBaHUe COOTBETCTBYIOLLErO HAaLMOHANLHOTO cTaHaapTa
UM ApYroro HOPMAaTUBHOTO AOKYMeHTa

NCO 17511:2003

FOCT P UCO 17511—2006 M3penus MmeauumHckue ANs AWarHoc-
TUKW in vitro. ViamepeHne BenuunH B Buonornyeckux npobax. MeTtpo-
noruyeckas NPoCneXxmeaemMoCTb 3Ha4YESHUIA, NPUNUCaHHbIX kKanubpaTopam
W KOHTPONbHbLIM MaTepuanam

MesxayHapoaHsblii CnoBapb OCHOBHbIX
n oblmMX TepMUHOB B MeTponoruu, 2-e
usa., CO, XKenesa, 1993

Pyccko-aHrno-hpaHLy3cKo-HEMELKO-UCNaHCKMIA CNoBapb OCHOBHBIX
n obwmx TepmuHoB B meTponoruwn// Mep. ¢ aHrn.-¢pp./N.K. Ucaes, B.B.
MapauH. — M.: UMK W3p-Bo ctaHpapTos, 1998. — 160 c.

PykoBOACTBO ANA BblpaXeHUs Heon-
peaeneHHOCTU Npu uaMepeHuy, 1-e usa.,
NCO, XeHesa, 1993

Pykosoactso EBPAXMM/CUTAK// KonudecTBeHHOE onucaHue He-
onpeaeneHHoOCTU B aHanuTuyeckux usmepenunsx/ Mep. ¢ avrn. — Cr6:
BHVM um. O.W. MeHpeneesa, 2002. — 141 c.
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Bubnuorpaduna

[11 IUPAC/IFCC. Compendium of terminology and nomenclature of propertiesin clinicallaboratory sciences (Recommen-
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