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Mpeaucnoeune

Leny, ocHOBHER NoWHWANG W NODALOK NpoBEaedrs paboT No MERMCyJapCcTREHHON CTAHGADTHIALM
veTadoeneHdsl MOCT 1.0—582 «MedwrocydapcTBeHHaA CHCTEMA CTAHZADTUIALWA. OCHOBHBIE NONCESHKSED W
MOCT 1.2—=2009 «MexrocyZapcTEEHHAA CHCTEMA CTAH0ARTHAIALWA. CTaH0apTe MEKIOCYIapCTBEHHBIE, NEE-
BINA W DEKOMEHOAUMH N0 MEXMOCYIADCTEEHHOR cTaMAapTHIaUMy. Mpapuna paspatoTrK, NEHHATHA, NEKME-
HEHHR, OEHOBMEHAA M OTMEHID

CeafeHWA o cTaHAapTe

1 NOOMDTORNEH denepankHbis rocyapoTREHHBE YHRTADHBIM NPEANDHATHEM «BoepoccHlcsMi Ha-
YUHO-HOCNELOEITENECKHWA KHCTHTYT CTaHOAPTHIALMA W CEDTUHEALMK B MAWWHOCTROEHHHy (BHIMMHRMALLY

2 BHECEH TegepansHieiM aréHTCTESM MO TEXHUYSCKOMY DETYNADORIHWID ¥ METDONorMd {(PoccTax-
napr}

3 NMPHUHAT MesrocynapcTeeHHRIM CORETOM N0 CTAHSAPTUAALWA, METDONOMAH W CEpTUDMEALWMH (NpOTo-
kon Mo 40—2011 ot 29 worbpa 2011 1)
3a NPUHATAE NEOreNoCOBANM,

HDETHDE HAAMAHOBAHAE CTRIHR F:Dn CTRRHEE E—DHDL‘II.L;EHHL‘FE' FASMMBHOBEIHAE HIUBDHEINBHOND ORpraHs
no ME (WSO 31848} 004-—87 e MK (WSO 3166) 004 —97 M CTAHOARTH S ULHEA

EBenapyck B MoceTeHORRT Fecnybnek Banapyce

KazaxcTaH [958 MoccTaHaaRT Fecnybnakd KaiaxcTas

K praiscTaH KG H sl 3ETAHOERT

Fococuicxan Eenepauis RU PoceTanaapT

Tag=ukdCTaH Td TagHeKCTasaa0T

Pecnyfinika YabeidoTan Uz YICTEHOERT

Yapaus=a ua MoecnorpebcTadoapr ¥EpasHs

4 MpuEaiom DefepaneHors areHTeTaa No TEXHAYECKOMY DEMYIAPOEIHKD M METRONordKM oT 13 aexabpa
20011 © Mg 1332-CcT mewrocynapcTeesdeld cTaMgapt MOCT IS0 181532011 greged @ QEACTEWE B KAYSCTRE
HALWOHANEHOrD cTakgapTa Poccuidckol Tepepaund © 1 aueapa 2013 ¢

& HacToAWwWA cTAaHOApT HOSHTHYEH MEXIYHADOOHOMY CTangapTy |30 181532003 in vitre diagnostic
medical devices — Measurement of guanfities in biclogical zamples — Metrological fraceability of values for
catalytic concentration of enzymes assigned calibrators and control materials (Manenua MeguuuHcKire ona ou-
arHoCTARM i vilro, Mamepenne penuarH B Suonormyecsmx npobax. Merponorvyeckas NpocnesMBeaesocTes IHa-
HYEHAE  KATANKTHHECKOR  KOHUEHTPaUWE GepMedToR, NPpMNKCaHHEX KanuBpaTopam W KOHTROMEHBIM
MATEPHANaM).

CTengHs CooTRETCTEMA — WoedTHyYHan (10T).

CTangapT NoOroToenes Ha OCHOBE NpUMeHeHda [OCT P MCO 18153—2006.

CrefeH A O COOTEETCTEWH MERIOCYOADCTREHHLIX CTAHGADTOR CObINOYHEIM MERYHAPOOAHLIM CTAHOAD-
Tam (MEKIYHAPOOHEM DOEYMEHTAM) NDHBEOEHE: B ACMCNHATENLHOM NDMNosernK A

& BEEJEH BMNEPBLIE

Mihapaalus o egedenuu @ dedemeue (Npekpaweruy dalicmaud) HacmoRweso cmandamma nybnuky-
GIMCR & yHazamene «HauuoHansHee cmandapme .

Hughopralus off U3MadenuRs K HACMaAW ey cmaxdapmy nyanuxyemcn & yralameaneg « Hayuonankibis
CMaddapmel s, & MeKCIT WAMEREHUL — & UNPODMALUOHHEX Ykazamenay « Hauioranstsie cmandapmeiy. B
CAYYAS MapScMOoMPa WAL OMMEHSl HECMORLWLESs cMandapmsa coomeemomayiowas uHgboomayus Bydam
GFEALKDEaNa 4 UHABODMaYLUGHHOM YRazamene «HayuoHansqble cmandapmisis

2 Crangaptdsdopm, 2012

B Pocorickon Peiepauds HACTOAL WA CTAHGADT HE MOMET STl MONHOCTEK MW 43CTHYHO BOCTIDOHIBE-
OEH, THRAMMPOBEH W PACOPOCTPAHEH B kaYacTee ofuunaneHors igadws Gea paspeileHus PanepankHoT
AreMTCTREA NO TEXHUYECKOMY DEryIMpOBaHMIO W METRONOTMIA
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EeepeHue

CornacHs CoapamMeHHbiM NPedcTARNEHHWAM METRONCMMYSCKAR NPOCNEXABASMOCTE IHAYSHWA, NOHNK-
CAMHBE KANABPATOPAM W KOHTDONEHLIK MATEDWANARM, AONKHE GhITe 00RCNEYEHE MCNONLIOBAHMER KR I0LHK-
CA CTAaHOapTHux 0Spaauns W pedepeHTHEY METOOMK BHNONHEHKWA WIMEDeHMA BeiClWern nopadka. B
COOTEETCTEHM C 3TOH KOHUENUMer D0n paipaborad cTangapT IS0 17511 no sMeTponori4eckoi Npocres e ae-
MOCTH, KOTOPLIA QNKUCLIBAET WepapkHYecsdid NopAaqcK METGAHE BENONHEHHR WAMEDEHHA M KanHBpoaoYHEX
MaTepUance. OELHe NPABKIA, HANOKEHHMLIE B 3TOM CTAHAAPTE, NPHMEHAM B TIRHE W K BEMUHUHARKM, OTRAA -
WKk EATANWTHYECKYRY AKTHEHOCTE GepmeHTon. Mo BOIMOKHOCTA, METRONOMMYEckad NPocNeduBaAEMOCT L
A0N#HA BsTe NPOGEMOHCT DUDCRANA 00 E0WMHALE MexnyHapoaHon CHCTa Ml E0UHMLY {earHkUsl CA ), koTopas
BO3TNABNAST WEDADKHIO KANWBROoBKK.

B HacToRWeM CTAHEaDTE SNUCAKA HEPADXUA KANWARATOPOB M METOOUE BRMNONHEHKS MAMEDEHHIA A 13-
MEREHAA EOHLEHTRAUNA KATANHTHYSCKOA AKTUEHOCTH QepMeHToR (Qanee — KATANWTAYECKAA KoMUEHTRa-
UMA L A HaMepe i (EpMEHTOR MPOWARSOHaA COMAacoBaHHan eauHnua CH «Mone Ha cerkyHay-KyBHYECENA
METD® WMH CEATAN HA KYOHYSCKHR METpe (COMAacHD peacniouWs MeHepansHod kondepaHl A No BECaM 1 Me-
pam} SENAETCA BEPXHUM YLOBHEM MEDAREMH C NEPBUYHOA pedepeTHON METOORKEDA BRNOMHEHAA WIME DEHKA,
A0 KOTORGH BONHHE! BITh, N0 BOIMOMHICTH, NEOCNEXEH L BMETOOWEN BeNONHEHNA HAMEDaH KA, KanHBpaTogkl
M KOHTRONEHEE MATEDUANL HUALWEM YPOBHA.

PepMEHTE B KPOBK W OPYNAX SUONOra4eciyy MWOEOCTAX MOryT GhiTk WIMepEHbl ANA QUarHOCTHHECKK
LEned Heped M EaTAnMTHYeCEHE KOHUEHTRAUMH, AHANHTHYECKMA NEKHUKN A3MEDSHWA CHOPOCTH KATANMTIA-
YECEOND M3MEHEHWA CYBCTRATa 0BNaJaeT AHAYMTENLHEIMKA NPSUMyLLecTEAMK Gnaronapa BeIcTPOTE, HAAKOMY
nopory oOHADYHEHUE, AHANKTHUYECKTH cneumdMUHOCTI M MANOoK CTOMMOCTH. PeayneTarTel vaMepaHril KaTanu-
THYECKOR AKTHEHOCTH COABHKMEl TONBKD NP BEINCMHEHHK MAMEDEHHR B OOHWX ¥ Tx #e yonosuax. MNoatomy
ONMCAHKE DepMEHT EAK HIMEDRSMON BENAYHHE HE MOFET GrLaHUHMBATECA TONLKD HAABAHUEN POOA BENKMYIA-
Hisl [EATAMNATHYECKOR AKTHEHOCTH ], HAMMEHOBAHWA DEePMEHTE W CHCTEME!, 3 TReDyaT TamKe YKaIaHWA 3a0aK-
HOM BMETOOMEN BRINONHEHAA HWIMEDEHWEA, CCODEMHD MHAMKATODHOD KOMNOHEMTA DEaKLMM.

MeToOuKa BENONHEHHE HIMEDEHWA BERXHEND YROBHA MEPAPXUH KEANUEDOBKKM Q0MEHA GhiTh MEMIYHA-
pOOHC NpHaHaHa. MNprMepos MOKeT CIYHETE NpHUHaTas MexogyeapoaHod denepau el KNdHRYeckod KHMMHKE |
naGopatopHod MEAMUKHEl pedepEHTHAA METOOWKEA BbINONHEHWA M3MEDEHMNA EDeaTHHEMHAIE M0 CHODOCTH
NPEERALLEHKS HUKOTUHAMMZage uHOuHyKNeoTHOa (HADH).

Takdm 0BpazoM, NepeMdHan pe@enerTHAA METOOMKE BLINOMHEHKA WIMEPSHWA ABMABTCA COCTARMON
YACTRK CNPEOensHua MIMEDAEKON BENHYMHE W DOMEHA BENKYaTE B cela cnegyiowes:

- B cyBoTRaTa (2cni cnedudHHocTs PepManTa MOIR0NAST, BOIMOMHE BADWALWK) W 8r0 KoOMUEHTRa-
ik,

= AKTUBATORE] M MY KOHLEHTDALNN,

= HANPABNESHHE KATANUTHYECKON DEAKUWH,

= MHOMKATOPMLIA KOMNOHEHT,

- Bychapuyio cHcTamMy 1 pH,

= TEMNEPATYEY,

- ANWTEMBEHOCTE NPEdBHEYBALUOHHONS Nepruoaa;

- MATERMAN, MCNONEIYEMEE ANA JANYCKS DEAKUMM!

- BPEME 3EE[HEN]

- NPOOCTEEATENBHOCTE DEAKLAA.

HelocTaTk, CEA3AHHEIR © 3BHCHMOCTEIO onpadensHHn OepManTa KAk HIMEPAEMON BENHYMHE W pe-
IYNETATOD 810 MIMEDEHKHA OT METOOUEH BLINCNHEHHA MIMEPEHHA, KOPOLD MIBECTHEL NPoBNeMsl N4 Npoaane-
MMM BHELHEA OUEHKM KAYSCTRA WCCNEdoBadnid W NpY CUeHKE BOCNPOWIRENEHUA METON0E, CYLUACTRORBIHNE
MHOHECTEEHHOCTI BUONOTMYeCKdY PeEeleHTHEY MHTEREANGE W CERAIAHMHOMD C ATHM DUCHA HENDAEBKMEHOA
KNAHMYECKOA HHTEPNPETALMK PEIYNETATOR MCCNefoBaHHE depseHTon.

CTaHfapTUIALMA PYTUHHBIX H3MEREHWA DepMEHTOS BANHA AN NAGODATORPHON METWUMHE, NOCKOMLKY
oHa cNocobCTEYET NOSLIWEHKIO ENMHWHECKON IHZHHMOCTH M CONOCTABMMOCTH PeaynETaToR MyTas YeToaHeHWa
paznyHEi BUonorv4eckks pedepaHT Hsl HHTERBANOE.

CyLecTaVIOT B3 NoaxXoaa;

a) NOCTOAHHOE MCNCNBEIORAMWE TOMNBKD DEKCMEHTOBAHHOR WNWM CTAHIARTHIOBAMHON METOOMKM AR KAN-
Ooro feprenTa;

I
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b} kanubpossa oOHOR MK HECKONLEWMEK PYTHHHLEX METOOWE KOMMyTabenoHbiMa DepMeHTHEIMA Kanub-
DOBOMHBIMK MATEDHANEMK, IHAYEHHR KOTODBIM NDHNHCAHE C NOMOWEKN W3GpaHHOR pedhepeHTHOR METOOMKK
BEIMONHE HAS HIMEDEHMA.

HMenoneaceasue peRoMedoBEaHHON METOIMKM Ha NPOTAXEH WK GoNes Yem JBAUATH NET NPHHECNS aHa-
HATEMEHBIE YONEXA B WIYSLWEHRY KaYECTEA W CONTCTABMMOCTH DEIYNETATOR HIMEDEHMA epMENTOR W NPEKpa-
LWEHHK  MPWMEHEHKS  AHANWMTHYECKY  HEeYAOoBNETEoPWMTENEHEIX  Npouedyp. OOHako  CTaHdapTWaauWs,
GCHOBAHHAS Ha PEEOMEHOOBAHHL METOOMKAR, OOCTHINE NoE0ena CEosl NoNeaHocTd. Ee HEOOCTATEM — aT0
OTCYTCTEHE KEOHCEHCYCA NPH BelBODE M3 MHOMECTEA DAINMYAKLLMACA PEKCMEHLALUKA, HAMEDEHHEIE M HEHA ME-
DEHHEE MOOREHKEALKH PEKOMEHAOBAHHER METOOME MDA DY THHHOM NPMMEHEHKK, OTCTABAHHE DEKOMEH J0BaH-
HulX  METOOME 07T  aHaNATHYSCKME W TEXHWHECKMK  YOOBEPWEHCTECBAHMA,  HEeYOoBNeTROpHTENEHAR
NEACNOCoENAEMOCTE PERGMEHIOBAHHIX METGAKK K NEPEANO4THTENLHOR ABTOMATHIALWA. MoCKONBEY WIMEHE-
HAE DYTHHHOH METOOVEN MIMEDEHHA EpMEHTa KaK DEKOMEHICBAHHORN, TEK H HEPEKOMEHIOBAHHOR HEn b=
HO Bbi3bIBAST HAMEHEHME DHONOMASECKAX DedepeHTHBIX JHAYEHHR, 3TO HEMENATENEHD GNA KNAHALHCTOR.

CopepleHcTROBRAMKE LA3paAtoTHH M aHANHMTUHRCKME CROACTE MaMepeHri depmedTon OyOeT 1 QonwHo
GbiThe NPOOCMEEEHO. DOHIED 3T0 GONKHD BETE OCYLLECTENEHD B COOTRETCTEMHA C 0DLIHHOE NDEKTHEO A DaIBUTHA
W PACNPOCTPAHEHMA HayHHblX QOCTHHEHMA. MoneTEK paspaboTik 1 NPOSEMHEHWA CTAHGADTAICRAHHEE METO-
OKE ONg BoeobUero NpHMEHEHNA HE ARNANTCA HA NPEKTHYHEIME, HA MENaTenbHBR .

Kanwbpopka, OCHOBAMHAA HA PEEDEHTHON METOOMKE BeINONHEHKA MIMEDEHHA KW CTAMJaAPTHOM obpai-
ue, HachopoT, NPHENEXANa OTHOCHTENLHD MANG BHUMAHKA, Cpegu NPHYMH TAKOR NONOEeHHA CNeqyeT yia-
3aTs:

- HEQOCTATOH CTA0MNLHLIX CTAHAAPTHEY 0BEAIL0E C© COOTRETCTEYIOWEA MATRHUER, KOTOPLIE MoK Bkl
CNY#HTE KANHEPaTOpaMA,

= HECKOWECTE MEELY NPEAnarasMbEIMg B ka4ecTee QepMenTHeIX Kanvbpatopami | adanuTamu-gep-
MEHTAMM B NpoGaX YeNoBeYEcKOnD NPOMCXoHOEHHMA, BENIOHaA H30MD0oDME,

= QTCYTCTEME NOCTORMHOM OTHOWEHHA Mexoy Kkanubpyioweid (pedrepesTHOR) METOOMESH ¥ Kanndpye-
MAOE [DYTHHHOH ) METOOMKON [METOOMEAMI) Kak N8 QapMEHTHOM KEAanWMGpaTopa, Tak M GnAa npod NauxeHTos,
COOEPHALLMY AHANAT-PEpMENT (3TO TAKKE ONHCLIBAINT KaK OTCYTCTEHE KOMMYTaGenbHoDTH).

OBCYyHOEHME ITHX NDHYKHH COCTAENAET NEPEHeHs CNeludHEali Kaxk Ans CTAKOADTHEN oDPAILOE Bii-
CLUEND YOORHA, Tak W ANA CEMERCTEE METOOWE BRINCNHEHHA H3MEDSHWA, MEMOyY KOTODLIBW NEegnanaraeTcs Ka-
nubpoeka. Kanubpatop gonsed OwTe cTabunNeHeM W COgep#aTe EpMEeHTHRIA adanut, Snuakui no
KATANWTUHECKAM CEORCTREAM B CAOSH MATDHMLES CROWCTEAM PepMEHTHOND aHanKuTa B pyTHHHLIX Npobax. MeTto-
OHEM DOMHHE HMETE OOQHY M TY #e SNeyMprYHOCTE GNA KaTANKHTHYeCkoR aKTHBHOCTI HCCNeqyerond depaaes-
Ta. FapMOoHMIaUWMA PEIYNETATOR DY THHHES WAMEDEHHWA DepMaHToR MONET OwiTe JOCTUMHYTE NYyTEM Beibopa
pedbEpEHTHON METOOM KA BRINONHEHWMA HIMEDEHAA 0 MIEHTHDOHESWMK NDYNNE CBRIAHMLIX C HEA NPOWeaYD ANA
FAMAOTO KNHHWHYECKE BAaKHoN depMenTa. PesyneTaTel, DOMNyYeHHBIE KAK0A-NHE0 MeTOOMKEoN, BXOAALLEH & 3Ty
rpynny, GyayT MEeTEoNOMMYECK NpoCneEsrBaems oo vabparych pehepeHTHOR METOOMKN BRNOMAHMEHNA Mame-
DEHHA,

BloeneHHee EYpCHBOM CHOCKK B TEKCTE HACTOAWETD CTaHZapTa NEHEE0EH:! 4NA NCACHERHA HEKOTODLIX
NONOEHHA MPHMEHEHHOND B HEM MEXIYHADOOHOM cTadnapta IS0 1815322003,
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M E M o Cc ¥ O APCTUBTEMHHB H C T AHAOAPT

Mapenusa MeaMUMHCKME ANA JHArHOCTHRM in vitko
M3MEPEHME BENWYMH B BMONOMAYECKWX NPOBAX

MeTponorHyeckan NPoOCAeKHEIEMOCTL JHAYEHWA KATANMTHYECKOR HOHLEHTPaUMK hepMeHToR,
MPUNMCAHHBIX KANHEpaToOpaM W KOHTPONLHEIM MaTapdanam

In witro diagnostic medical devices. Measurement of guantibes in biolagical samples.
Metralogical fraceability of assigned values for catalytic concentration of anzymes
in catibrators snd control materais

Nata eeenessa — 2013—01—01

1 O6nacTb NPpUMEHEHUA

HacTogsWWA cTaHdapT yCTAHABNKMBAST Npasuna obecnedeHA METRONOMMHEcKoN NPOCneEKnBasiocTH
IHAYEHKA, NPUNACAHHDIX KENKODATORAM WM KOHTROMNEHBM MATERMANAM, NPEAHAIHIHEHHEM AR YCTAHORMEH KA
MK NOATEEDHOEHHA NPABHNEHOCT M HIMEDEHHWA KAaTANMTHYECKDN KOHUEeHTpauxrn epmenToR. Kankbpatops 1
KOHTRONbHEIE MaTEDAANE] NPEOSCTARNAKTEA NPOMIBSOMTENAMK Kak COCTABHAR Y80 Te MEJWUUHHCKHX KAOenmi
ONA AAArHOCTHEN i WIND WNd GNA NPHAMEHEHHA © H{MM.

Bxe 0bnacTi NoHMEHEHMA HACTOAWEND CTaH4apTa OCTAKTeA CNeqyowue NoNoEeHHA W 00LEKThI

a) TpeSoBaHWA NP paspasoTe WNK BelBope pediepeHTHOW METOOMEN BRMNOMHEHAA HIMEDEHHE

b} BEnrYKHLL, NpegcTaEnAwWHe cobol Maccy DEDMEHTA KW HMMYHODEAKTHEHOCT L (DEpMEHTOR,

C] KOHTPONbHSIE MATEPHANEI, HE KMEIOLWNE NPHRNMCAHHOTO SHAYEHWA K NPHMEHASMEIE TONBEKO ONA SUEH-
KM NDELMIHOHHOCTH METOOWEA BENONHEHHA HIMEDESHHA WK 28 NOBTORAEMOCTH, WK BOCTIDOHIBOOMMOCTI
[KOHTRPONBHBEIE MATEDAANE MNDELHIMCHHOCTIAY,

d) KOHTRCNEHEIE MaTERUANE, NPEOHAIHAYEHHEE ONA Uaned MesnabopaTopHoro KOHTRONA Ka4ecTea 1
CONPOBOHMIOASMEIE HHTEDEANAMM NPEONONArasmbix NDHEMNEMEX IHISEHMA, NP 3TOM K2 O6IE MHTEpBAN 4on-
#eH DelTe NoNyYeH NYTEM MERNITOPATOPHOND KOHCEHCYCE NO OTHOWEHHIO K OQHOA 330aHH0A METOLWKE Bhl-
NoNHEHKA KAMEPEHHA M € NPEOENEHBIMIA IHAHEHHAMA, METDONOMMHECKY HENDOCEHNBAE MBIM M,

@) CADHCTEA, ONWMCLIBARMEIS B HOMUHANLHOHE KNH ODOUHANEHOA WEAnE,

2 HopmaTtuBHBIE CCLINKK

B HacToAWEM CTaHIaDTE MCNONEIoBaHE HODMATHBHEE COLIMEA HA CReYWWE HOPMATHEHLIE JOKYMEHTRI

IS0 17511:2003 /n vitro diagnostic medical devices — Measurement of guantities in biological
samples — Metrological traceability of values assigned to calibrators and control materials (Ma0eninA MeguuHg-
CEME ONA QHarHocTuEx n vilro. Masmepadue eenuyne 8 Bronordecsny npobax. MeTponomnyeckan npocnasin-
BACMOCTE SHANEHHA, NPANMCaHHB KEANUEDaATORaM ¥ KOHTDCNBHEM MaTEDHANaM )

MekayHapoO e CNOBaps CCHOBHBIX W OBLMX TEPMUHOE B METpanaTHK (MCM), 18937

PyEoBoacTES ONA BRIpAKEHHA HECNPEaeneHHOcTI NPl namepeHrn [GLM), 1093°

13707 cNoBaps NOATGTOBNSEH GAHOBREMEHHD HA BHINWACKOM ¢ DPasUYICKOM Asbikar cOeaquHeHs0R pabowen
FEYNNOR, COCTORWEN M3 BKCAEDTOR, BEIQENEHHBIX CNEOYH LWMA ORT3HEZEUMAMK: MexagyHEpogHe M BP0 MEp W BECOE
{International Bureaw of Weighis and Measures; BIPM), MexgyHapogHoll 3nekTpoTessHYeckoll kom«ccued (Intarnatienal
Electrotechnical Commisson; IEC), MexgyHapogsod @efepaumel HNRHEYECKOA CMMHY W naSoparopHoR MeguunHE
{international Federation of Clinlcal Chemistry and Laboratory Medicine, IFCC). MexgyHEROGHOM OPTaHHIZLHER NO CTEH-
oapThiau«d (nmemational Organization for Stendardization; 1I50), MeRoyHapedHeik CORI0M SHCTOR @ NPUEREO0H0A X6 W
{international Union of Fure and Applied Chemistry, IUFAC), MesayHapooHEM CORI0M HHCTOR W NPEENEOHOA o 3@
{International Unkon of Fure and Applied Physics; IUFAP), MesayHapo HOR OpraHE2EUMEA M0 3aR0HOAETENEHOM METROMG-
ri {International Organization of Legal Metralogy: ©IML). B macTofWweM cTAHAARTE HCAONEI0BEHO cokpawesds MO,

¥ 370 py<0a0cTED PAIPABOTAHD NPENCTARATENAMM TEX B8 DPr3HWIEEWA, KOTORE & NOAFOTOEMNH Me Oy Ha poaHLIR
ChNoBaps OCHOBHEX W olwny TEpMUHOE B8 METRONOMMK. B HACTOAWERM CTAHOSPTE WCNONB30BAHO CORpaUEHHae GUM.

HanaHwne oM UHaNBHOE
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3 TepMWHBI U onNpeaeneHUA

B HacToAlWweM cTaHIapTe NpWEHE Ll CNSgVIoWWE TEPMAHL C COOTEETCTEYVIOWMMIA ONDelenEHaA M
3.1 adanuT (anakyte) KoMMOHEHT, YEAIAHHLIR B HAWMEHOBAHKK WIMEDASKMON BENHYHHEL.

Mpurep — B genuyyHe ~KIMaENUMUYSCHaR ROHUWSHMPaYUa ulogepdenma 1 naxmamdezudposedassl 8
ARazMes sWzodepMedm 1 nagmamdezydpoEeHaisls AENASMCR aHEAUMOM. Bee anipawerye ofaIHayaem wiMe-
pRSMYR GeAusUHY (. 3.5).

3.2 KatanuTuuyeckan akTHEHOCTE (catalytic activity) zo: CeolCTES KOMNOHEHTA, COOTRETCTEVIOWEE
CRODOCTH NPEEPALYEHHA KEATANWIMDYEMOrD BEWECTEA B X008 330aHHOA XMMHYECKIA DEAKUMY B 3a0aHHTR M-
MERATEMNBHOA CUCTEME.

NMpumesasne 1 — ApanTipoeandc @3 [UPACHFCC 1995 91013 [1)-
Mpumesanne 2 — B HACTORWEM CTEHIBRTE sKOMNOHEHTOMY RENASTCA (DEQMEHT.

NMpumewase 35— BenviwHa oKBTENHTUMECKAR BETHEHOCTE, CAASAHE © HONMYECTEDM AKTHEHOIG fepMEeHTa,
A HE G A0 KOHUSHTRAEGWER, Ck. 3.3

Moumewawnue 4— KorepeHTHOM NpoMIBOAHOR aquHeLed CW RENASTCA «£aTaNs (4aT| PABHSIR «MONK B CE-
Kymays (MOns -C ')

NMopumesasnme 5— I"Ipn.-..ea.].'pa. H3MEDEHWA CNYHUT CYLBCTESEHHbIM 3NeMaHTOM ONpe0sneH A WiMepaason
EENH Y HEL.

Mpumesasne 6— Bo MHOMME CRYYARX BMECTO CHODOCTH WIMSHEH WA cyBCTPATA, YREIBHHOTD B KPATHOM HA®R-
MEHDSEHHA MEpMEHTHINT SHANWTE, HENPUMED sKDEATHHA B HEWMEHOBEHRM nEDESTHHEMHAZA, HIMEPRAKT CHOPOCTE Npe-
BPEWSHAA WHOWKATOPHOM BEWEcTEE ak cyBoTparta KoMBUEMpOBEASHON PeRKUHRK. TOMN3 HIMEPASMAA BENU-MHAE DONHHA
Bk Te ONPEAENEHE KK 0 SATENHTHYECKAR BETHEHOCTE (NEPMEHTA, MAMEDEHHER NG CKOPOCTH NPEBPALLEHHA WHOUKATOpHOID
ESWLECTES B 3308HHOA CHOTEMS, COOTEETCTESHHD Ja4HON METOOMEE BRITONHEHMA WIMEDEHAA R, HENPHMED «K3TANHTHHSC-
KEA BETHEHOCTE EPEATHHEEHAIH, WIMBPEHHEA NO CHOPOCTH NPSARAWSHAA HUEOTHHEMWGIAEH HEAWHYENeoTHAhocpaTa
(HALD ) ¢ nomMow R pedepeHTHOR METOOHEN BRINOMNHEH®A W3MEDEHRA MeaxayHERO0=0@ DEABDALHN KNWHUMBCKDR Xi-
MHu W nafopaTopHod MEaHGUHE B YSN0BEMECKoN CRBOPOTEEN .

3.3 HOHUSHTPAUWA HATANWTHYECKOHW aKTHBEHOCTH (catalytc-activity concentration), KaTanMTHYecKan
KoHUeHTpauwa (catalytic concentration), b, KatanwTudeckas akTHEHOCTL, JeneHHan Ha obbem OCHOBHOM
CHOTEMb.

Mpumesaxse 1 — AQENTHROEEHD W3 IUPACHFCC 1095:9.184.2 [1].

Mpumesase 2 — KOMpedTHOR NPoOMIBOOH0A a0dHEUed G ABNARETCA #KATaN HA LyGHYSCHER METREY MNH
AMONE 8 CoRyHIy-KyBHYECKMA METE (KAT-M = Monk-¢ -7 ). B naGoparopHoR MEOHUWHE BOMHUGER DELEME MOKET

GrTe walpas anuTes (N

Mpumesasmne 3 — BHECTOALEM CTEHOSPTE HEOMNCHEHTOMS CNYHKAT MESMEHT, 3 SOPHMMHANEHOMN CUCTEMOR &
MOKET BbiTe, HANPUMER, NNa3Ma npobs KpoEW.

34 KoMMyTabenLHOCTL MaTepWana {commutability of a matenal). BrvaocTe COOTRETCTEHR MOy
MATEMATANSCKAM OTHOWEHWEN PEIVNETATOR WIMEDEHHA, NoNyYaHHEX N0 OBYM METHOKKAM BRMNONHEHMA Hi-
MEDEHAA GNA YETAHOBMEHHOR BENHYMHL B QAHHOM MATEDHANS, W MATEMATHYECKWM OTHOWEHKWEM PEayNETATOR
M3MEDEHHR, NONYYEHHBIX Mo TeM ME METOQWEIM ANA BENAYHHE B DY THHHBIX npobax.

3.0 HIMEpAeMIA BenWYrHa (measurand). KoHEpeTHan BenWHrHa, RENAKWARCA ODBEKTOM MIMEDE-
HIA.

[MCM, cTaten 2.6
Mpumewasare 1 — Cu. 3.1, NpUMep.

3.6 METPONOrHYeCcKan NpocneMHBEaeMoCcTs (Mmetrological traceability): CRORCTED pEayNETATa HIME-
PEHWA KN 3HEYEHWA 3TAN0HA, JakNCHANWeecs B BOAMOKHOCTH YCTAHORNEHMA 870 CBAIK C COOTRETCTEYHILLW-
M STANCHAMK, ODBRYHD MEKIYHAPOOHEMKE AN HAUKOHANBHEIMK, NOCPEACTEOM NOCTOAHHOH LEn CRMYeHIE,
MMEH0LAY YETAHOBNEHHES HEONPEOENEHHOCTH.

[MCM, cTates 6.10]

NMpumeuwasrne 1 — Kakgoe cNAYSHHe DCYWECTENRETCA PEPEpEHTHOW METOIAKODR BEINONHESHRA WAMEDEHHA,
onpegeneHHoR B APOTOKCNS NEpEHOCE KanM fpoEKM.

Mpuwmewas e 22— MMENTCA DAINAYHEE BRI NpoCnexnaasMocTH. B HECTOAWEM CTEHOQBRTE NPAMEHEH TEp-
MHEH aMaTponord¥eCEan NpoCcnNesHEaSMOCThRE.

2
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4 LUenb METPONOrH4eCKOW NPOCNEXUBAEMOCTH U MEPAPXHA KANWBPOBKK

4.1 NpUHUKNEI

411 HoMmesknatypa v OCHOBHEIE NPHHUMNE KEanMEEoRKM M METRCNOMMYeckoi NPOCHeXMEaRMOCTH aHa-
YEHWHE, MOMYY2HHBE MTRK AIMEDEHWN BENWYHH B Bronorwdeckiix npoax (150 17511), npuMeHrMBE TIKEE B Cy-
YARK, KOTAA AHANWTOM ABNASTCR REPMENT, 8 MAMEDAEMON BEMUSWHOR CRYAHT NPOWIBOIHEIN pOO BENMEKHE
SRATAMNVTHHECHKAA AKTHEHOCTE (MK GansHERWWA NPOHMIBGOHER DOO BENWYHHL, HANDHMED, «KaTaNHTHYEC -
KAA KOHUEHTRaUWA: ). THNMYHOE KONHYECTED YPOBHER B Mepapxkd kanvBpopkk nokasano Ha proyske 1. Mep-
BU4HAA pedepeHTHAA METOOWHA BLNONHEHKMA WIMERPEHWA JOMMHA NOHNKCATE 3HAYEHWE NEQRHYHOMY
KANWERATOPY, ROTODLIA HCNONBEIYETCA ONA KANWEPOBKM METOOMKH BbINCMHEHWA MIMEPEHHH Cnegyiowero
GOonee HHIKOND YROBRHA, W Janes 00 peaynbTAToR, NONyYeHHER KOHEYHEIM NONE30BITENEM ONA DY THHHOR

NpoSisd.

MpumeuyadHs e — TepMUs *NEDEWYHEA DEOEQEHTHAR METOLWEE BoIMONHEHWA WIMEDEHHAR, WCHONS3YEMBIR
3080k, OTCEINAET K NONH0CTER JETENHIMPOEAHHOR CORORYNHOCTH HHCTRYHYMA NZMEQEHNA, TOMLE KK TEPMUH «NEpEMY HBIR
METOS HAMEPEHUAD, KAK 3T0 ONPESENEHE KOHCYABTATHEHEIM KOMWTETOM N0 £0nNd<acTay BewecTea (KKKEB) npw MexayHa-
pogHoM Sopo Becos v Mep (MEBM), agnaeTea ofiwrn {pogoBRIM )} ONHCEHMEM NEHALNNE WEIMEQEH WA M METOLE H3ME pa-
HHA, OXBATHIEAK WErD PAANUHEIE METOIHEN.

4.1.2 HeobroOMMbli YCNOBKMEM NDHMEHHMOCTIA TAKOTS NPOTOKONA NepeHoca ABNASTCA MaMeDaHHE 0=
HOH W TOM #e BENMYKHE! NO METOOMEAM BblNONHEHHSE MIMEDEHKI HUCKOOAWETD NOPAQKS B HEPADXHHECKON CXa-
sz Janee QomsHo BeiTe NEOGEMOHCTPHDOBANG, H4TO N0 METOOHEAM, NOOHHHEHHEIM NEpaRYHOH pedrepeHTHOR
METOOMKE BRINONHEHWA HIMEPEHHA B KANUODOBOHHON HEPSPXHK, MIMEDAKT OOHH KU T8 e HIMEDAEMEIE BENW-
MBI, T B KATANHTHYECKYK KOMUEHTDALMID KOHEDETHOMD W30MEepMenTa WNKW rPynnel H3oopm B TomM me
CTHOLWEHWA B DAaHHOA CHOTEME.

I paMEYEHRE | — nf.‘lI:HCII'IbH'ﬁ' POO BENFEYY HEl “EATANHTHYSCEERA GETHEHOC TR ONDEBGENASTCA ND CROPOOTH Ha-
MEHEHHA IA0AHHOMD BRWSCTER B 3A8HHGA PEAKUMOHH0R CMECH (3808H=0A, HanpuEMeD, NO KOHGESTPALWM GTEETI}ETE_ Ho-
pEETORAM, OfEEMHOR QONe AHANHTHYECHORA NopUy@d, TEMNEPATYRS], ¥CNOEWA WIMEDEHHA JOMN¥HE fkiTh 8 QOCTATOMHOR

M pe NoaofHE MK BO BCEE METOOMKA X HACKOLA LErD NopROEE. OITENOHEHEA OT 3THE YCMOE WA PE3KUMA, KOTORE B ﬁ}'.l:l YT yae-
N#EHUEATE HEOnDelaRaHHOCTE De3yneTaTa, NpsanBca HHOnD -(EJ'IIIIEFI-E.TIJFI}' UMK EOHTPONEHGMY MAETEpHANY, QONEHE BRiTE

YOTPEHEHSEL.
Mpimevyads«e 2— Hefonbwan CaTANWTAYECKAA CNELWEMYMHOCTE HEKOTODK Y fEPMEHTOR AD3IBGNAET SE0EH-
POEETE NpUpeny cyBcTpaTa, oaHaks ecni wafipasHsd cyfoTpar B wepapawyecid Bones HAZKoH METOOWKE BEINOMNHEHWR #a-

MEPEHHA OTAWYMEBTCR OT WCRONRBIYEMOr0 B PeBeDeHTHIA METOOWRKE BHNCMHEHWA WIMeDesdRA, HOnEHE BRTE
Ape0CcTaBNeHs QONONHUTENSHBIE 3KCHEDUMEHTANLHEE QOHAIZTENLCTES, STO N0 MOGEPUUHPOBAHH0R METOOWKE MAMEDA-

T Ty He BENHYHHY.

4.1.3 B npdHyKMne, ANA METRONOMMYECKONR NPOCNEMHEISMOCTH 00 e0MHiUbl CH aHade KA, NpuncaHHo-
ro KanubpaTopy, WANOTOBNEHHOMY NPOMIEOOUTENEM, TPEDYETCA MMETE NEPEMYHYIC peepaHTHYIo MaTOaMKyY
BEMONHEHUA HIMEDEHKUA W KANWEPATOR, HATOTORNEHHEIN NIOUIBONHTENEM.

I PAMEBYEHMNE— Yrobe YMEHEWHTE HENDEleNe8HHOCTE, DEeKCMEHOYETCA NPONYCTHTE CTOMNERKS NAD HA nOCne-
LOBATENEHE X YPOBHAX {Kan HﬁI}ETﬂFI W METOOWEE} WaDapaME Kan I-'lﬁFH:lE[I-'l. HEBCEONEKD 3TO NPECTHYEDEd BOZMOMHD.
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YWCne MHOSKCOE COOTERTCTEYHT TRETEEMY NONOKEHHI B ABCATUYHER “MCcnax B nogpaagens 4.2 [(oyrue noRcHe-
HWA Npuesgess B MCD 17511,

CoxpaweHda: ANPK — AskpeauToBaHHER NASCPATORMA pefepaHTHEX HaMepesd i (NafopaTopua MoweT BeiTs He-
IABMCHMOR MNK NPLHEANE®ATE NponsEcguTEn), MBEM (BIFM) — Mexgysapoasos Gmpo eecos W wep;, FHBM
{CGPM) — MesepansHan koHfEDesL AR No BRCamM W Mepan; MHO — mexgyHapoiHeie HayHe 8 GPrasKd 33UsH [HaNDHMep,
MexayHapoanan peaepaldf KNWHWMecE0d tumMad 0 nabopatopHon Megrunse, IFCC) MM — nafopatopus npo«aeons-
Tena; HMM — HaysosansHeild METPONOTHYECKHE HHETHTYT.

DfoaHEMeH Me L K] YCTAHOENEHD ONA CyMMAPHOE CTEHDAPTHOW HeonDeOen eHHOCTH WEMEPEHUA.

MOpWICHTENSHEIE YERTONEN B NPAB0A KPERHE HECTH PMCYHES N0O (¥} HE CIHEHIHT WHAMNY.

"B corpyaHhdecTae ¢ MEEM, HMM, ANPH W npos3eogETanamg.

“KanuBpatop MoEeT BeTe COOTEETCTEYHILWM CYDPOraTHsIM CTEHOAPTHRM oBpasyoM wnM npobol Yenoeeeckoro
NpCHERGHOSHKA.

PrcyHoK 1 — JECTEHCMEHAR HEDERXWA KANUOPOERA W METPONOrMHECE0R NDOCNEXUEASMOCTH G0 BaRHHYE T

4.2 CrpykTypa

4 21 CormacopasHas npouasoiqas equHina nasepenns CH ckatan Ha gyDrYeckii MeTps WK « MOk
Ha CeryHOy-KyBlseckuid meTp s, 0B0IHaA%aBMaR KaT - M~ (MONb -¢ ' - M), JOM#Ha BOArNABNATE NSy nepap-
A0 KANUOpDOBKK ONA KATANMTHYECHKOH KOHUSHTRAWMK DepseHTa, 8cnd WMeeTcA Nepeddsar pediepeHTHARA
METOIMES BRIMONHEHUA WIMEDEHKA

Moumeuwasne 1 — Pod BENMHEHE AHETANWTHYECKAR KOHGEHTPALUMAS ABNAETOR KATANWTHYSCKOH SHTUEHOC-
TEH EOMNOHEHTS B KATANAX (WNH MONAE B CEEYHOY |, BENEHH X HE GObem (OCHOBHO0M ) CHOTEME], HIMEPAEMOA B RySuecan
METRaN.

4
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I PAMBEBYEH®SE 2—HBna EEFIETI".'IFIHI:IEH ME0ALMHE DENHTENSM MOKET BrTE H#NATRH, HTO 088T HeCOrNacoEaHHY K
=1 =1 -1
APOMIECOHYH S0WH ALY aHBTAN HE NHATPR, ooz HaXMEEMy KBT -N - = €8TN = MONe -C -0 = [Mone/chin.

Mprumevyadwe 3 — OoyranMcnons3yesMan HECOMACOEEHHARA 80XHMLE CCHOBAHA HA BOWHMLE KETAMNATHYECHOR
BHTUEHOCTH, HA3LIBESMON « PEOMEHTHOA BANHULERs [WNK s MEXAYHAPOOH0A 8aM=MUeia ], oBoaHasaenon Eg (U}, c ypase-
#EHWEM Nepeaons 1 Ea = 1 MEMGNs - MEH- = 16,867 - 107" ka1 CooTeercTasHH, 1 Eoin = 18 687 - 107" kat/n. EQWHUUSE @a-
MEREHHA HEZABMCHME 0T METOAHKA HIMEDEHUA.

422 MNepeddHas pedepelTHAA METOOMES BRINONHEHAA WAMEDESHKA, KOTOPAA ONUCAHHEM HIMEDHTEN b=
HOW CHCTEMEB], BEMIOHE0WMs B cebn yonoRWA peakyumy, onpeaenaeT KaMEepaeMyss BENnsrHy, ocobenHo dep-
MEHTHBIA HOMOOHEHT, NEPEgnoYTHATENEHD SOMKHE NpeqcTaEnaTe oob0d Cnegyviowdid ypoBeHE JaHHOR
WMEPADKMK KAaNWBDonKH 1M NEPBLIA ONepaLROHHBIR YPOBEH:.

PeayneTaTk MIMEDeRHA GONKHE SulTe NPSACTABNEHL HENOCPEACTEEHHG Kak KATAMKTAYSCKAA KoHLEH-
TOAUWA B NDOH3B0AHLIX efMHrUas Cl KaTan Ha NHTE WM MONe B CERYHOY-NMATE WK, COOTRETCTBEHHO, B MX
FPATHBIX WKW CYOEpaTHLIX 80MHMUAX,

Kamgeli 3Tan Wasmepesdda JomEed BeiTe YeTHD oOnNpenenesd gna Tors, YTobsl Morna BeiTe OUugHeHa cTaM-
OAPTHAA HEONPEOENEHHOCTE. PYHELUMA ANA PACHETa SHAYSHWA BENWHWHE H BRIXGOE, T. 8. MaMERASMOA BEnK-
MBI, OT BCEX BEMWYMH Ha BXOO0E AONHHA ObiTe NpHMBELEHa & NpAMod Gopse Tak, 4Tobbl CyMMapHan
HECNPEaeNeHHOCTE MOTNa BulTe DacCHMTala NPeanoHTHTENEHD B COOTEETCTEMA ¢ GUM.

Mprmedadde 1 — DusHEE HEONPELENEHHOCTH TpelyeT, sTole Ka3W080 CTAOWA WIMEpeHHA Shina ACHOD OnM-
CaHE W fisina QocTYNHOR ANA KOHTPONEHOND 3KCNEDHMEHTE, (0TOREW HE BOBMDA OOCTYNEH ONA 3ETOMATHIM POEAMHOA Npo-
GEOYPE HIMEDEHHA.

MpruMedaHese 22— MNepeuyHan peepeHTHAR METOAMES BENONHEHMA HAMEDEHHA NPEONOUTHTEALHO 0NKHE
HibiTh PELOMEHLOEAHA HA GCHOBS MEXOYHAPOSHOID K0MCEHCYEE, HENPUMER B PAMESY MEXLOYHEROAHOR MEdePaUHRH KN HEH-
HECKOR XMMHM W NaBopaTOPHOR MESHUMHE, ECNH MEsIyHER0AHE NPUAHARHOA NEPBHYHOR DEDEDEHTHOR METOLMEM BEI-
AONHEHKA HIMEDEHHA HET, HELMOHENEHEA METRONOTHHECEMA @HOTHTYT WM HaYYHoe 0BLWECTa MOKET PAIpaBoTaTE Tk
METOOWEY ANA NOCABLKIWETD MEXROYHAPOHOMD PACCMOTREH KA,

MpruMedaHse 3— MexOoyHEROAHEA (EASPELMA KMHHAYSCEOR XMMUE W NAG0PaTORHOA MEQRUMHE AKTYENH-
ZMpCBAna CEOW PeMEeReHTHLIS METOOHEY BRNONHEHWA HIMEPEHUA, YCTAHOBHE TEMNERATYRY PEasUHMM Ha YpOoEHE 37 G
amecta 30 “C. MepeueHs NEpEUHEY PROIEREHTHE METOIHE BRI NOMHEHAR HIMEDEHUA NPUERLEH B NPHNOKEHHA A,

4.2.3 NepEddHbE kanHGRaTop QONKeH HMETE CROE AHAYSHKE W HEONDEDENEHHOCTE HIMEDEHWA, NPKNKE-
CAHHEIE C NOMOLW BN NEPBHYHON PeDeDeHTHON METOOWKA BRINCNHEHAA KAMEepEHAR (4.2 21 veped QopMansHyIo
mMEENaA00PaToRPHYID NPOUEayDyY CERTRHMEALMK, BEMICYAR OUEHEY KoMy TabensHoCTH.

I pPAMEBEYEHES 1 — (MpHroToaneHEe 1 CERTHARUEIUAA NEPERHOD HENWEDOaOYHOrD KMETZpHANa QOonEHkE BRTE
ApoEEgeH: N0 NOPYHEHMED MEKOYHADOIHE ORTAHWIALKMA.

Mpumedyadse 2 — MNpeMepass NepeHYHE S KANHODATOROE CNYHAT CEPTHEHLUHPOEAHHEE BEpEpEHTHRE Ma-
TEPHARL! [ATTECTOBAHHHE CTAHOAPTHE obpaius) BCRE", paspadoTasHsle B pEMEAY NDOTREMME «MHEPECTRYETYPE #I-
MEpEHHA M MENBITEHHA [«Measurement and Testing. Infrastructures) EBRONe@ckol HOMUCCHM RIA NT KOONSPALAW Mes Ly
MHCTHTYTOM peepeHTHEIX MATEDHAENCE W HasMepedel (IRMM) Eaponefcsoro Cosa @ MexoyHapoiHon fpeaepadden
HMUHHECE0R KHMUH W NaBopaTOpHON MEgUURHE. OHW N8PEYUCNSHE B NPHNOHEHHAW B

4.2 4 Bropwuuan pedepeHTHad Npouedypa BeINONHEHMAa MIMEDEH M O0MTEHa ONUCLIBATE MAMEDMTENb-
HYID CHCTEMY, KANUEDOBEAHHYID © KCNONBICBAHKERM QOHOM KN HECKONBEKKK NEDEWHHBIX Kanyibparopos (4.2 3).
YCNOBWA PEaKUMK JoN#HE DETE TAKKMMK, Y4TCOE MIMEpAEMan BENAYMHa Bena e TOH e, 4To WM 4NA Nepamy-
HOW pEpeDeHTHONR METOOWKK BMNONHEHKS HaMepeHuE. JonsHe BuiTe NpUaeaeHe TPeDoBaHKWA K ONHCAHHID K
PACHETY IHAYEHHE W HEonNpEdens HHoCTeR No 4.2 2,

I pHMBEYAHwEe 1 — p'J!Fl NPOCTOTE HCNORHEH WA BTODMYHAR pPRReDeHTHAA METOAMEE BRINONHESWA W3MEDEH MR
moeT OeiTe Bonesa MexasMd g POBAHHOR, YeM NEpERYHAaR MATOSWEA, TEM HE MaHEe CNeayeT NPMMEHATE TFI-EE-EIE-EH A 4.2 2
NpAMEYaHRE T,

I pAMEYAEH#AS 2— ETI}FIH‘-!HBH FIEE]IIE'FIE'HTHEH METOAMKA BoINONHEHHWA HIMSDEHHA MOXAT HbITE ONMCAHE @
SHEOQDeHAa naﬁﬂpampueﬂ pEpEpEHTHH Y H3MEDEHNA MN@ NPOHEIB0ORTEMEM.

425 BTopMdYHBN EaNMEpaTop QOMEEH MMETE IHAYEHHE, NPWNHCAHHOE 8 COOTEETCTEHK C BTODHMYHOR pe-
PEPEHTHON METOOMKDH BRNONHEHME namepenus (4.2 4).

”CEp‘rumuuupnasHHue peepeHTHEE METEDHANK [ATTECTOBEHHLIE CTAHOApTHse ofpasys) BCRE senasaToA
NpARERIM NOGXOAALEH NPOAYELHE, A0CTYNHOA HA peiHEE. Mg opMmay«a npeeedesa gna yoofcTes NoNe30aaTensn a-
CTORLYEND CTEHOEATE U HE OIHAYAST NOOGSpEKY 3THX NPoOYETOR.
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Mpumesanne 1 — BTOpH-HEIR HBI'IHﬁFIETGFI MONET CONpOECHOATECA CEpTHEMKaTOM.

Mpumeysasne &— MNPUNUCEHEIHWE IHEYEHHA MOMET ObiTe BHENONHEHD B NADOPATOPHH pe@EpEHTHEIX HIME-
pPEHMA WAM 2 NaGOopaToOpME NEOMIBoANTENR.

Mpumeaasne 3— BTopHYHbIR KEI’IH&I}ETGP rEeT DelTs, HANPUMER, METERWANOM C METPHUSA, HENOMAH K-
LEA MATRHLY N0 HEN e ECcKOnD NPoHCKOXGEHWA, NOONERBLHY HAMEPSHW K © NOMOW LS PYTHHHOA NPOUEaY Pl HIMEpe-
Hw#f EoHEqHOI0 NoTReSuTans.

4.2.6 Mpousaypa MasmepeHHA, MaDpaHHan NPOWIEDQWMTENEM, DONKHA ONPELENATE MIMEDWTENEHY
CMCTEMY, KanWDpoBaHHye OOHKM KNH HECKONEKMMM TEDBMYHERMN WK BTORMYHEMA KEENUEDaToRana NpH Wy
HAMHHM .

Mpume«as e — Metoguea, wadpaHHaEA NDOWIEOSHTENEM, MORET OaliTh BTORMHHOA pEHEPEHTHOR METOOUKCA
BRINONHEHHNA WaMepeHEd (424},

4.2.7 Pabouywi kanubpaTtop NPOHIESOUTENA DONHKEH HMETE JHAYEHWE W HEON PEJENEHHOCT L HIMEDEHUA,
MNPANHCAHHEE BTOSWYHON pedepeHTHON METCOMKON BRINONHEHMA Mamepesrid (4.2 4} unn HenocpaicTeeHHD
MEQBEAYHOR PEDEPEHTHON METOOMKOHE BLINCNHEHWA HIMape WA (4.2 2], 8cnK 3To BoasosHo. KankubpopoqHLiA
MATEPUAN NOMEEH NPOABNATE AASKRATHYIO KOMMYTAGENEHOCTE KAK B OTHOLWEHWA PedepedTHOR METOOMEM Bii-
MNONHEHMA HIMEDEHWA, TAE WM B OTHOWEHWK KanaDpyemMon Metognsm (5.3).

Mpuwmessas e — Paboudi KENWODAETOD NpOWIBOAWTENA MOXET BeTe, HANPEMED, METEDWANOM © MATDHALSEA,
HENoMWHAKLWER MaTpuly Ngol YenoBeYeCcKOrD NEPOMCXOKOEHAA, NOANSH AL RE WIMEDEH N N0 BPYTHHHOR METOQUES HIME-
PEHKWA EOHEMHOrD NOTpefi Tena.

4. 2.8 YCTavoBNeHHAA NPOHIB0IHTENEM METOOKKS BEINONHEHKWA HAMEDEHMA JONHHE BhiTe KANKOpoBaMA
OOHHM WK HECKONBEKMKMKE PaGoqHME Kan«bpaTopamd NporasoauTens (4.2 71 Nk EaniGpaTopoi MeTponord-
YECKd Donee BeICOKOMD YOOBHA.

n PHME2HMEHNE— ¥oTAHOBNEHHAR NEOWIEOLGUTENEM METOOWEER BRINONHEHWA HEMBDEHMA OCHOEAHA Ha CHOCTEME,
BnuaKoR & cucTeMe pj‘THHHL‘lﬂ METOONEN BEMNOMHEHWA HAMEBSEHUA, H0 MOHET UMETs Bonee HUIKYH HEOnpe0enNs8HHLTE Ma-

MEDEHWA, NONYYHEHHYED BCNE0CTHHS Gonee YARRE GQONYCTHMEX AHTEDBANOE BENHYHH HE BX008 A BENAAKDWWE B8NAYEH, 8
TAEEE NYTEM BRNINHEHAR NOETOPHEX HIMEPEHUA.

4.2.9 KanubBparop, WIroTOBMNEHHHEA NEDUIB0OHTENEM, OOMEEH WMETE IHAYSHKHE W HeONPenaneHHOCTE,
MPMNHCAHHEE C NOMOWEID YCTAHOBMEHHOH NPOMIBSOWTENEM METOOWEM BeINONHEHWA HIMepeHrH (4.2 8] 1nd
WMHOH METOOUKK DoNee BRCOKOrD YPORHA. KankubpoRoYHEIM MaTepHan JomEeH OeiTe a0ekBaTHO KoMy Tabanau
ANA METOAHKM BRINCNHEHKA KAMEDEHAA, C NDWMEHEHHEM KOTOROW eMy GolNo NDHMNKCAIHOD 3HAYEHWE, W ONA Dy-
THHHONA METOOMEM BENOMHEHUA MIMEDEHNN.

4.2.10 PYyTHHHaA METOOWMES BhiNCNHEHHNA MIMEPEHWHE KOHEHHOMD NOTPEOKTENS QOMwHa GRiTe KanwWbpo-
BAHA OOHAM KWW HECKOMBKMMKA EANWERaTopamMi, HAMSTORNEHHBIMK NECHABDOWTEReM (4.2 9). MNporasod«Tent
OTBETCTEEH 28 ACKa3ATENLLTEG TOrS, YTO PYTHHHAA METOOMKS BENONHEHKA HAMEDEHHA NOIBONAST HAMEDRATE
TY HE BENHYHHY B DY THHHBLIX Npohax, ONA KOToPRX 3Ta METOOHKR NPEaHaIHaqaHa, 470 1 nepen4Han pedepen-
THAA METOOWKA BEIMONHEHHA MIMEDEHHIA.

5 NoaTeepxaeHWe METPONOTMYECKOW NPOCNEXHBAEMOCTH KaNnWBpPOBKK

51 MNpHHUHNE

Mepegadqa NEaEKNEHSCTA WAMBREHHE JonkHa DelTe cOeCcneYeHa HANMYKEM COWHAKoBOR aHANKTH-
YECKOW CNEUMBHYHOCT METOOHKN BEINONHEHAR A3MEDEHKA 1 A0eKBATHOW KoMMyTabeneHoCTED Kanwbpa-
TOpOE,

Moumeswas e 1 — Uenbh NDHMEHEHAA METRONOTAHSCHY NEOCNEXEHHBIE KANWGPATOROE B PYTHRHEIX METODH-
KEX BENONHEHWA @IMEQSHAN, HOTODBIS HENGNE3YHKTER B MELWUMHCEWY W0ENHAR ANA GUATHOCTHER N WIFD, RENASTCA NONY-
HEHWE PE3YNETATA HIMEDEHHA HIMEPAEMOA BEMNEYHHE, HACTONEKG GNM3KOMD. HECKONBKD 3To TReByeToR, & peayneTaTy,
KOTOREIA Gain Bw nonyYed, ecnd Gw pedepesTHER METOOWKS BRNOMHEHUA AIMSpEHHA, 00 KoTopod kanvbparope Gunw
METONSrHHSCHE Npocnexesk, Geng Ge NPUMEHEHS ONA WIMEPEHAA Tex #e caMex npof. Tem camMsiM, NP3BRNEHOCTE BE-
IYNETATOR, NONYHEHHEE KENHEBRO8EHHEA (ATTECTOBAHHOA | BPYTUHHON METOLUKGA BRINONHEH WA BIMSHEHAH, ABNAGTEA Npo-
M3IBCOHOA 0T NPEEANEHOCTH pEQEpEHTHOMN METOOMKH BRINONHEH MA KIMEPEHWA, K0T0E TAKOEAR JOCTYNHA.

Mpuwmewas e 2 — B 3aBMCHEMOCTH OT Npdpods PEpMEHTHOND AHANKTE W MATPHUB I'I|'J-EIEI OEHE MAnenwan
PEIHHUS B HIMEPUTENaHLIX CUHCTEMEN W CTAOWAY HAMSDEHHEA MaX Oy ABYMA METOOMEAMY BRINONHEHARA HIMEDEHAA MOKET
Exl383Th PAINHYHA B GHANMTHYECKOR CRe Y UYHOCTH.

G
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5.2 AHanaTrueckan cneympMYHOCTE METOOME BEINOAHEHWA HIMEpaHHA

521 Bo-nepibix, CEONCTES OUEHHEISMOE METOOWKA BENOMHEHWA KAMEDEHAR QOM#HE OTE HAONEH -
WM oBpaaos ONUCaEHB COOTRBETETBEHHO MMEKIWEACSA MHDORMAaLKMK ANA Tors, 4T08k oBECNEYHTE HAMEDEHKMA
OAHHON METOOMEON TN #E BENMHMHE.

Mpumep 1 — AnesunsmuHompaschepata (EC 2.6.1.2") nodeepwena enuanur nupudorcanspocgama, u
npouwedyphl WAMBPDEHUR IMOE0 HepMenma ampuopy Mo2ym Swme paideneHel Ha dea HecoaMecmuMblx caMeal-
CHTEE, UIMBDRKMUY §SMUYLTHE DAINUYHOED MWNE, COOMEEMCMBEHH0 MOMY, ABSAEMCA 3Mom xofdakmop Yac-
MbH CMECH DESSSHTIOA LY HEM.

1
Mpusmep 2 — c-Amunaza [EC 3.2.1.17) useem uviod opMel, U UX OMHOCUMENEHEE REMATYMUYECKLE SRMUA-
Hocmy kasdod & omdensHocmy Jommbe Seime cpaarHaerdal 8 kandod nape Wwemoduk SLITONHEHUR UIMEDSHUD,
npexde veu demane WK YACIMEN UBDADPXUL Kanubpoe Ky,

Bo-8T0pLIX, O0MEEHD BTy NOKAIAH0, 4TO BCE METODWEM BaINOMNHEHWA HAMEPEHWA N0 BEPTHKANK Repap-
KM KaNKUBDOEKH MMEKDT NO CYLWECTEY OOHY M TY e AHANMTHYECKYID CNeUWDWIHOCTE. JomieH BeiTe Menonsao-
BaH pAL NPoE YENOBEYSCKOrD NDOUCKOMARHAA, THRMYHER ONA MR, MIMEPASM bIX KOHEYHEIM NOTPEAUTENEM, 1
HMEBIDLIAX IHHEHAA, DXOaTEIBRIOWWE WHTEPEAN MIMEDEHNA, CORNaaamWIAN C MHTERRANOM, HARMOaaM LM Ha
npakTuse. CYWecTBeHHLIM ACHAIATENLCTEOM TOID, 4TO AHANMTUHECKARA CReURMYHOCTE ABYX METOOMK BEINOA-
HEHWA WAMEREHWA MOSHTHYHE, A0MKHD GelTe NOCTOAMCTED OTHOWEHNA MERDY PEIVNETATAMM, NONyYeHHEIMEA
SBYMA METOOMKIMA NEH MIMEPEHAW KEKOOA Npobid, Ha BoeM O0LHHOM WHTEDBANE WIMEPEHHA C YCTAHOBEMEEH-
HOR ANCAEPUMEHTANEHD HEONDENENEHHOCTEK.

I pAMEBYAEHHAS— Hee MeToguEd BeINONHEHRA HAMEMEH W@, NPOREBNAKIL K 0JMHAKOBYH BHANMTHYRCEYH CNeyn-
PHHUEICTE, MOMHO DACCMEBTPUEATE KK CEMEH CTEO METOOMK BENONHEEHUR W3MEePEHUA ONA QBHHOH BENW-HHE.

5.3 KommyTabeneHoCTE KankbparTopon

5.3.1 KommyTtabenesocTe paboders kanubpatopa (kanuwbpaTopoR) NPOMasoauTEna 4omsHa BelTe oye-
HEHE NYTEM NDAMEHEHHA Kak peepeHTHOR, TAK 4 PYTHHHOA METOOHE BuINONHEHHA H3MEPEHWA K padodeny Ka-
NUEPaTopy NPOMABOOUTENS | K DAOY CODTRETCTESHHLIX YENOBEUECKMX (DY THHHED) Npob.

Ecny MaTeMaTHHackos OTHOLWEHWE MEkTy DeayNeTaTaMK, NoMySEHHBIMK C NOMOLWEI0 pREepeHTHON M-
TOQWUKA BBINONHEHHA MIMEPEHHA X, W DEIYNETATAMA, NONYHEHHEME C NOMOLWED PYTAHRONR METOTWEN BRINOMNHE-
HIA HIMEPEHKA ¥, ANA Npod YENOEEYECHOrD NPOMCKOMIEHHA CTATHUCTHYECKW JOCTOREDHD HE OTNWYaETCA 0T
pEayNLETATOR, NOMyHaHibx OnA pabtouero kankuGpaTtopa (KanuBpaTopoR) NPOWMABOOUTENA, 3TO QOKAILIBAET KOM-
MyTA0ENsHOCTE KaNUOpoRCYHoro MaTepuana.

Mprarmedadnse 1| — Ecnn paafipoc Towes (5, ¥} BOKEYT NAHHK PETRECCHA WHNKH WE OTENOHEHNE HENDHSMNEME,

MPAHAHOA TAKOTD WCXD0E MOKAT fislTh PAZNHHHE AHANATAYSCHO CRa AU HOCTH MaR iy ABYME METOANCEME BRINONHEH WA
WIMEEHAR.

MpriMeyaHee 2 —B cnyyans, KOMDa MATEMATWMECKOS OTHOWSHAE ANRA Yenosssecams npof @ pabovero xa-
nefipaTopa He OGUMHAKOED, PAIHMYAE MOXET BelTh yTeHa arTOpOM NONPEEKA WK G yHKLHWE@ NONDAEKW ANA NPWNWCAHHOM
sHE4eHWA pafovers ranwBparops. MaEETOR NONPAEKA WNW DYHEUAA NONpaEks OONKEH(HE] BTs NpeADCTEENEH{HA) No-
N=30BETEND N0 €0 367 ROCY.

5.3.2 MogTeepdeHde XapakTepHcTHE KandbpaTopa, HaroTORNeHHOro NpoWaIB0aMTENEM, A0MEHT Dbl Te
OOKAIAH0 NYTEM COARHEHWA DEIYNLTATOE MAMEDEHHA, BINONHEHHEIX Kax pedhepeHTHON, Tak W kankbpoaanwo i
PYTAHHON METOWEAMK BeINONHEHAA HIMEDEHWA, H2 CEDHH PEANEHEX NPOD TOro THRE, ONA AIMEDEHWA KOTO=
Phix NPeOHAIHAYEHA DY THHHAA METOOHES.

Mpofk NEPegnOSTHTENLHO 0MHHB GRTE GOHOKPATHO BAATLIMK NPOSaMN YENOBEYSCKOND NPOMCKOMNEE-
HIAA, MME LA JHAYEHHA, 33 ACKITIDHE HHEM NAKOBLIX, PACNPEIENEHHLIE TAKKM He 0Gpazom, Kak 3To Habnw-
OAETCA HA NPAKTWEE B Ja0aHHCM WHTEREANE WAMEDEHHA ONA BENWYMHLL Jaskoro THna. MNMrkobole IHaqYerns
OOMNYCTAME! NHWE N8 PO, MMETHDYOLWKE HATYDANEHEE Npobe.

5.4 KommyTabenbHOCTE KOMTPONLHLIX MaTepHanoR

Ecny aHAYEHWE KOHTPONEHOMY MATEPKANY NPMNMCAHD METOOMKOA DeINCNHEHWA WIMEDEHIAA, OTNHYEE0-
WEACA OT PYTAHHOE METOOMKA DRINCNHEHWA WAMEDEHHA, KOMMYTaGeNEHOCTE KOHTRONEHOMD MATEPWANS Gon-
¥HA BT MCCNeQoBaHa TeM xe cnocobom, uTo M KanEpoRCYHCTO MaTeprana,

"'I-iunu EbId HOMER, YCTAHOBNEHHRN KoMaccHed Nno drepManTan MesiyHEpOAHOMD COMEa SHOXEMHE W MONE Ky NAR-
HOA BHONGTEN.
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Mpunoxenne &
(enpagoyHoe]

Mepevers NEPEMYHLIY pedepeHTHEIX MOTOOWK BLINONHEHHA WIMEDEHHA
MexayHapogHoH heepau KNHHAYECKOA XMMAK 1 NAa6opaTopHoH MeaHUWHLI

Huge NpHES1Es NEPEYEHE NEDERYHE X PEREPEHTHEX METOLUE BEINDNHEHWA wisepeH i MexgyHapogsod degepa-
LM KNHHMAMECE0R XHMUA U N3Go0paTopHOR MEednydHE

1 Bergmeyer H.U., Horder M., Re| K. Approved recommendation (1985} an IFCC methods for the measurement of
catalytic concentration of enzymes. Part 2. IFCC method for aspartate aminotransferase (L-asparate 2-oxoglutarate
aminotransferase, EC 2.6.1.1). [OgofperHse peroMmeHiaund (1985 r ) no meTogas MexnyHEo0QHOR efepaymi KNdHE-
WECKOA XMMMH M NASopaTopHoR MegHudHsl (MOKXIM) gns dasMepeHMa KATENHTUYACKOR KOMUEHTRAYMK grepMaHT o8,
Yacte 2. Metog MOKXNIM gna  acnapreTaseHoTpadcdepesk  (L-3CnNapTaT 2-0£cornyTApaTEMUHOTPARCENE paaa,
EC 2.6.1.1}. J.Clin. Chem. Clin, Biochaem. 1936; 24 497—510.

2 Bergmeyer H.U_, Herder M_, Re| B. Approved recammendation {1985} on IFCC methads for the measuremsant of
catalytic concentraton of enzymes. Part 3 IFCC method for alanine aminotransferase [L-alanine-2-oxoglutarate
aminotransferaze, EC 2.6.1.2). [OpofpeHieie peroMmeHgaund {1985 r) no meTonas MexgyHERogHOR DESaDalU#H KN@H@-
WECKOA ZMMMH W NafopaTopHOR MegHudHsl (MOKXIM] ond 4asepeHra KSTETHTHYECHOR KOHUEHTRAYMK e psaHT o8,
Yacte 3. Metog MOEXTIM gna anaHsHEMUHOTREHCEe padsl (L-3NEHAH 2-0KCOrNYTApaTAMMHOTRpRHCH BRpasa, EC 2.6.1.2)).
J.Clim. Chem. Clin. Blochem. 1936, 24: 481—195.

3 Shew LM., Stromme JH. London J.L., Theodorses L. IFCC methods for the measurement of catalybe
concentration of enzymes. FPart 4. IFCC method for  p-glutamyiransferase  |p-glutamyll-peplide  Bminc acid
p-glutamylrensferase, EC 232 2] [MeTogs MexgyHapogsod dreaepagui KNAHAYSSCHOR CHsin i N36opaTopHOR MEeguLUW@-
Hal {MOKEXTIM} 408 HaKMEpeHRA KATANHTHYECEOR KOHUWEHTpPAURH DEpMEHTOE. YacTs 4. Meton MAOKXIIM ana y-rnyTamMan-
TpaHcepasel [(-TNYyTAMEN]-NENTH], BMMHCELWO (-rAYTaMUnTpadcgepasa, EC 2.3.2.2)) J.Clin. Chem. Chn. Bwochem
1883, 21:633—46.

4 Teelz W, Rinker A0, Shaw LM, IFCC methods for the measurement of catahbe concentration of enzymes.
Part 5. IFCC method [proposed) for alkaline phosphatase [orthophosphonc-moncester phosphohydrolase, elkaline
optimurm, EC 31.3.7) [Metoaw MexgyHEDOOHOR @eepaudd ENHHHHECH0A XMMuKW W naBopaTopHoR sMedMyMHsl
(MEEETIN ) ANA KAMEREH WA KATANHTHYECKOH HOHUSHTPALHE epMerToR. HacTe 5. Metog MREXIIM (npeanaraemiei ) Ana
wenovsod Pochartae (OpToos@opHan-MoHoag e Dochornaponasa, wWenoHHeR onTusys, EC 3.1.3.1]. Clin. Chim.
Aota 1983, 135:339F-67F . L.Clin. Chem. Clin. Biochem. 18835, 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 catalvic concentration of enzymes. Fart 7. IFCC method for creetine kinase (ATFcreatine
M-phosphotransferase, EC 2.7 3.2). [OgobpedHele pEROMSHO3UAM N0 METodaM MedyHEpooHOR fElepauri KNHHRYec-
KoM %M @ nafiopatopHod Mmeanuids (MO KRN} Ona HaMepe HWA KETENWTH e CK0 A KOHUSHTREGWA DepMeHToE. HacTe 7.
Meton MOIEENM gna speatHewdaze (ATdxpeaTid-N-pocthoTpascpepasal. Clin. Chem. Clhn. Biochem. 1501;
20:485—56. JIFCC 1988, 1(3)130—%; JIFCC 1960; 2(1): 26—35; JIFCC 1990;2(2): a0—3.

& Bals R, Philcos M. Approved recommendation on IFCC methods for the measurement of catalytic concentration of
anzymes. Parn & IFCC method for lactate denydrogenase (L-lactate: NAD® oxdoreductase, EC 1.1.1.27). [OpobparHe e
peHoMEsdaNMK NO MaToaaMm MexdyHapoaHoR Gelepaudd KNHsEHYEcKoOE KMMEH A NaboparopHoR sMeanyuHs (D EXTTM )
ANF WIMEPEHKA K3TENMTHYECKOM HOHYSHTPAUWME @epMedToR. YacTe 8. Meton MEOHXNM gna nakTeroernoporesaisl
(L-makTar: HAD 'oxcugopeaykTaza, EC 1.1.1.27]. Eur. J.Cln. Chem. Chn. Biochem. 18994, 32:6389—55,

7 Lorentz K. Approved recommendation on IFCC methods for the measurement of catalylle conceniration of
anzymes. Part 9. IFCC method for e-amylase [(1,4-n-0-glucan 4-glucanohydrolese, EC 3.2.1.1). [OgolpeHswe peroMeEHaE-
LM No meTodas MesayHapodHoA @eqepaund KNEHEYeCRon Xidur @ natoparopHol MeduguHe (MEKXAM) anm wanepe-
H#A HETENUTWHECKOA KOHULEHTPpau#d GepmedToE. Hacte 9 Merog MOEXNM ona e-amunase {1 4d-e-D-rnssrad
d-rnxkarorsaponasa, EC 3.2.1.1) Clin. Chem. Lab. Med. 1998; 36:185—203.
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Mpunoxenue B
{cnpaBc4HoR)

MepedyeHs aTTECTOBAHHLIX CTAHOAPTHLIX ofpazuon
(cepTHhMUMpOBAHHLIX papepaHTHLIX MATEpHANOR)

MepesnoneHsmwe BHHe 3TTECTOBAHERE CTARAADTHEE OBpasybl [CepTHRRUMPORAHHEIE PEREPEHTHEIE METEDWENK
CPM (certified reference matenals; CRM)| Mo®H0 NoAYSHTE W3 VHCTHTYTE pedieDedTHEIY METEDHENOE @ WIMEREHHR
{IRMM) Eaponenckoro Cowsa.

DEpMEHTHE S NEENapaTe G NPUToOTOENSHE ANA TOMG, YTOBE NOMOYE CTAHAAPTHI0EBATE PEIYNbTATE! WIMEHEH M
HATANKTHHSCKOR KIHUEBHTDAUWM [EPMEHTOR B CRIBOROTRE. B Ka®O0M NPENARATE CepTU M UMPOBAHE KATENWTH HBCKEA KOH-
YEHTPAUMA hEpMEHTa, ONPeSeneHHaR 8 COOTESTCTERN C METOLOM, PEROMEHIOBEHHEIM MexgyHapogHoR degepayres
EMNMHEHHECEDA XAMHA W NADopaToOpHOA MenuunER (IFCC).

Keaxaen CPM (BTTECTORSHHEIA CTAHAAPTHEIA 0BRE3EY ) NPEOHEIHEYEH ANA obecneYeHUA NepeHOCHMOCTH METOOS
IFCC W, BO3MOKHD, ANA YCTAHOENE HMA COOTEETETEMRA MEX DY PESYNETATEMY, NONYYEHHLIMH COHKDETHE M METOL0M @ METO-
nowM IFCC.

Tatnuwya BA

Hosep marapuana Onucanne
BOR-295 EpsaTuHEMHESE BE, 43CTRYH0 0HMMIWLEHHERA, M3 NNaUSHTEI HeN0BSKa
BOR-319 -InyTaMunTpaHoepasa, YaoTHYHD OHMWEHHAR. M2 NoHas CEMHEM
BCR-371 LienouHan focdartasd, HACTHYHD OHMH WL EHHAR, W3 NOYEK CEMHER
IRMMIFCC 453 YenceewacsEEA NAKTATABTMOROTEHA3E, naodepmMeHT 1
BOR-426 ANEHWHEMUHOTRAHCPSPAAE, HECTHYHO DMHLLSHHER, @3 Cepaya CaHHEM
BCR-608 KpeaTturenHaza KE-MB, vz cepaya venoeeka
G
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Mpunoserdue OA
(cnpaeovHOR)

CeefeHWA 0 COOTBETCTEMH MERTOCYAAPCTREHHLIX CTAHOAPTOR
CCLIMOUHBIM MEXMLYHAPOOHEIM CTAHOADTAM

Tef&newua OA1

DO R 1 A S MK Y H OO D
CTAHOQAPTA

Cranene
CODTEETETHRR

OAgINAUERKE W HARMEHOSAHKE
MERFOTFOATETBEHHON CTAHIARTA

150 175112003 MagenH#a seanuMHCESe ONA aMar-
HOCTHER [0 Wfnd. MaMepaH@e Bandyud & Buonorusec-
kwx npobax. MeTponorMaeckan NpoCNexHBEEMOCTE
IHAMEHMA. NPUNHCAHHSIX KANWEPATOPEM W KOHTDONG-
HEM M3 TEpHRANaM

1T

FOCT 150 17811—2011 Hz0ends Mens-
UAHCENE ANA QUATHDCTHER 0 wilro, MaMepe-
HeE BENMY@H B Buonordvecdhx npodax.
MeTponordyackan NpoCNEXEBAEMOCcTs 3HA-
HEHWA, MPUNWCEHHeIY KanNaBpaTopamM W KoH-
TRONsHLIM METEDHERT KM

OTEETETEWA CTAHOBRTE
- 10T — WOEHTHYHBIR CTIHLEPRT.
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10

FOCT rocCTISO 181532011
M4 GostExpert.ru

CtpaHuua: 16/20


http://GostExpert.ru/gost/gost-18153-2011
http://GostExpert.ru
http://GostExpert.ru

FoOCT IS0 181532011

BunEnuorpadua

1) WRACHFCC. Compendum of terminology and nomenclature of properties in clinical laboratory  sclences
{Recommendations 1995). (Edited by Rigg J.C., Brown S5, Oybkeer B, Olesen H.) Oxford: Blackwell Sclence Lbd,
1905y 290 pp

(2] EN 122B86: 1998 In witro diagnostie medical devices — Measurement of geantities in samples of biclogical
ongin — Presentaton of referance measurement procedures (Magensn se0MuWHCHRe ORA QUATHOCTHEN 0 witro, Masepe-
HHE BefiYeH 8 npobas GHonorisecsol NPUpoOe. MPEJCTEANSHAE ATANOHSEIN METO0MK BsiNON=E AR HIMEREHUA)

(3] EN 12288190984 1:2000 In vitro diagnostic medical devices — Measurement of quantities in samples of oislogical
angin — Presentaton of referance measurement procedures (Magensn sMegnuMECERE QNA QUAETHOCTHEN i witro, Manepe-
HHE BEAAYRH 8 npobax Gnonornsecsod npupogel. MPegCTEENSHAE 3TANOHMBIE METOQWE Bl NONHEHWA HIMEDEHUA)

(4] EN 1223710899 In wilro desgnostic medical devices — Measurement of guastities in samples of biological
angin — Description of reference materials (M20enum MegnEMHCERE LNA QHATHOCTHER 7 Wilro, MaMepesre BenWuE 8 npo-
Hax Gronorddeckaf Nnpdpoas. DnNHcaHHWe CTARABRTHEE OOPE3L0E )

5] Directive S87H'EC of the European Parliament and of the Councll of 2T Deotober 1998 on in witro diagnostic medical
devices, O, 1598, Mo L 331

(6] European Committee for Clnical Laboratory Standards (ECCLE). Standard for enzyme calibration mailerizls and control
materials. ECCLE Document Mo, 5 198930+ 33 ppd

(7] Fasce C.F., Re] R, Copetand 'W.H., Vanderinde R.E. A discussion of enzyme reference malenals: applications and
apacifications. Chn. Chem. 1073; 19:5—9

(4] Ferard 3., Bienwenu J., Lessinger .M., Later R. 1885 Un progres decisif dans s transferabiiite interaboratoire des
reaultats grace awx materaux de reference d enzymes et de proleines. Aan. Biol. Clin. 1885; 53:489—71

(9} Ferard &., Edwards J., Kanno T., Lessinger J.M. Moss DWW, Shiele F ., et al. Validation of an enzyme callbrator — An
IFCC guideline. Clin. Blochem. 1993; 31{6): 495—500

[10] Ferard G, Edwards J., Kanno T., Lessinger J.M., Moss DN, Shiele F.. et al. Interassay calbration as a majar
contribwtion to the comparability of resulis in clineal enzymaology. Chn. Biochem, 1998, 31(6): 489—04

[11] Henderson &.F., Krshaan 5., Webb 5., Cheung ©.M., Nazir D.J., Richardson H. Proficiency testing of creatineg kinaae
and creatine kinase-2: the experience of the Onfaro Laboratory Froficiency Testing Program. Clin. Chem. 19048; 44:
124—35

[12] Lessinger JM.. Dourson J.L., Ferard G. Importance of standardizaton of lipese assays by using appropriate
callprators. Clin. Chem. 19496; 42:147T0—33

[13] Lessinger J.M., Dourson J.L., Ferard G, Importance of the definition of catalytic properties for the comm utablity of an
enzyme reference materlal: example of lipase. Fresen L Anel. Chem. 1958, 360: 494—7F

[14] Lessinger J.M .. Ferard G., Grafmeyer O, Labbe 0., Malre |, Schigle F., et al. Usefulness of reference materials in
calibration of enzyme activiles. Eur J.Clin. Chem. Clin. Blochem. 1995, 33 856 —64

[15] Lessinger J.M., Fererd &., Grafmeyer D., Lebbe O, Maire |, Schigle F., et &al. Amelicratton de la coherence des
resultates en enzymolog e clingue: Etude mulbcentrigue concaernant les activites gammagiutamyltransferase, prosphatase
alcaline et amylasa, Ann. Biol. Clin. 1985; 53 147 —54

[16] Moss DUW. Enzyme reference materials. Their place in diagnostic enzymelegy. J IFCC 1994; 686—9

[17] Moss DW., Mare |, Celam D.H., Games Des RE., Gella F.J.. et al. Reference meterials in clincal enzymalogy:
preparation, reguirements and prachcal interests. Ann. Biol, Clin, 1994, 54 189—98

[18] Rlcos C., Juvany R, Jimenez CV . Ferich C., Minchinela J., Hermandez A, et al. Frocedure for studying commutabiity
validated oy blologcal varlation. Clin. Chim. Acta. 1997, 266 F3—83

11

FOCT '0cCTISO 18153-2011 Crpanuua: 17/20

E[(H|[id GostExpert.ru


http://GostExpert.ru/gost/gost-18153-2011
http://GostExpert.ru
http://GostExpert.ru

MCT IS0 18153—2011

¥OK 64:003:054 MEC 11.100.10 P20

FNCHeRLIE CNOED. METRoNOMMYECcKan NPOCNEXHBAEMOCTE, KATANWTHYECKaA KOHUBHTPaUKA DepMENTOR, De-

PEpEHTHEE METOOUEN BhINCMNHEHKA MAMEDEHIA, KOMMYTABENLHOCTE KANWMBRATOPOR, KOMKMY TABENLHOC T KOH-
TPOfEHSLIX MaTeprance

12

FOCT '0CTISO 18153-2011 Ctpanuua: 18/20

M4 GostExpert.ru


http://GostExpert.ru/gost/gost-18153-2011
http://GostExpert.ru
http://GostExpert.ru

Paparrap H.0. Mpay
Texnvqeckn peoacTop 8.0, Mpycakoss
Koppeakrap P.A. Masmosa
Komneorepras aeporsa B4 Dpowpernss

Coava o Habop 07.11.2012.  Mognecasma o nesars 17.12.2012, dopwat G0:84"Y,  Taprertypa Apsan. Yoo nes n, 3320
¥yewazg. n. 1,70, Tapax 75 oks, 3as. 1109

Dryn aCTAHDAPTHHGOP My, 123595 Mackea, Tpanareea nep., 4.
www.gostinfo.ry infefgastnio.ru
HubBpaws so @MY «CTAHOAPTHAHSOPMe na N2EM.
Crpeyarado o deanmane @M sCTAHQAPTUHGOP My — tin. ablockoscsni nevatemes, 105062 Mocma, Nanwk nep., G.

FOCT '0cCTISO 18153-2011 Ctpanuua: 19/20

E[(H|[id GostExpert.ru


http://GostExpert.ru/gost/gost-18153-2011
http://GostExpert.ru
http://GostExpert.ru

FOCT '0cCTISO 18153-2011 Crpanuua: 20/20

G ((H]|idl GostExpert.ru


http://www.tcpdf.org
http://GostExpert.ru/gost/gost-18153-2011
http://GostExpert.ru
http://GostExpert.ru

