OEANEPAJIBHOE AINEHTCTBO

MO TEXHUHECKOMY PEINYJIMPOBAHUIO K METPOJIOI W

HALWOHANBbHBIN FOCTP NCO
CTAHOAPT
POCCUMCKOMN 179511—
PEONOEPAL UMW 2006

Aspnenna meaMuMHCKUe ANA ANarHoCTUKuU in vitro

WSAMEPEHWE BEJIMYUH
B BUOJIOIMHMECKUX NMTPOBAX

MeTponormnyeckas npocrieXkuBaeMocCTb 3Ha4YeHUM,
NMPUNUCaAHHbLIX KanunbpaTtopam
N KOHTPOJNbHbLIM MaTepuanam

ISO 17511:2003
In vitro diagnostic medical devices — Measurement of quantities in biological
samples — Metrological traceability of values assigned to calibrators and control

materials
(IDT)

U3paHne ocpuumanbHoe

b3 7—2006/183

MockBa
CtraHpapTuHdcdopm
2007


http://www.stroyinf.ru/fire.html
http://www.stroyinf.ru/fire.html
http://www.stroyinf.ru/fire.html

FrOCT P UCO 17511—2006

[lpeaucnoBue

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

CBepgeHunA o cTaHpapTe

1 NMOArOTOBJEH NabopaTtopnen npodnem KNMHMKO-NabopaTopHON ANarHoCTUKM MOCKOBCKOW Mean-
LuHckon akapemun nm. U.M. CeveHoBa Ha OCHOBE CODCTBEHHOrO ayTEHTUYHOrO Nepesoaa cTaHaapTa, yKa-
3aHHOro B NyHKTE 4

2 BHECEH TexHn4eckmnm komnteToM no ctaHaaptmndaummn TK 466 «MeanumHckme TeXHONOrmm»

3 YTBEPXXOEH W BBEAEH B JEWCTBUE Mpukasom PenepanbHOro areHTCTBa No TEXHUYECKOMY
perynupoBaHuio n metponornm ot 27 aekabpa 2006 r. Ne 347-ct

4 Hactoawmn ctTaHaapT naeHTnyeH mexayHapoaHomy ctaHaapty MCO 17511:2003 «M3penna meau-
LIMHCKNE ANA ANarHoCTuKK in vitro. UamepeHune BennymnH B bnonornvecknx npobdax. Metponormnyeckaa npocne-
XXUBAEMOCTb 3HayYeHUW, NPUNUCAHHbLIX KanubdpaTtopamM MU KOHTPONbHbIM MaTtepuanam» (ISO 17511:2003
«In vitro diagnostic medical devices — Measurement of quantities in biological samples — Metrological
traceability of values assigned to calibrators and control materials» ).

HanmMeHOBaHWe HACTOALLEro CTaHaapTa N3MEHEHO OTHOCUTENBHO HAUMEHOBaHUA YKA3aHHOIO MeXay-
HapoaHOro craHaapTta ana npueeaeHns B cooteetcteme ¢ OCT P 1.5—2004 (noapasaen 3.5).

[Tpy NPUMEHEHNN HACTOALLIErO CTAHAAPTAa PEKOMEHAOYETCA UCNONb30BATb BMECTO CChINOYHbIX MEXAYHa-
POAHLIX (PerMoHanbHbLIX) CTAHAAPTOB COOTBETCTBYIOLLNE UM HALMOHAaNbHblE CTaHaapTbl Poccunckon Peaepa-
LiIMN, CBEAEHNS O KOTOPbLIX NPpUBEAEHLI B AONONHUTENBHOM NPUNOXEHNN A

5 BBEIAEH BINEPBbIE

NHopmauus ob usMeHeHUsIX K HacmosuweMy cmaHoapmy nybnukyemcsi 8 eXXeeo0Ho u3dasaeMoM
UHGbOopMalUOHHOM yKa3amersie « HayuoHarbHble cmaHOoapmbi», a meKkcm UaMeHeHUU U nonpasok — 8 exxeMe-
CS4YHO U30asaeMbixX UHhOpMaUUOHHbIX ykazameisx « HayuoHanbHele cmaHOapmebly. B criydyae nepecmompa
(3aMeHbI) Unu ommMeHbl Hacmosuwjeao cmaHdoapma coomesememesyrulee ysedoMreHue bydem onybukosaHo
8 eXeMecCs4YHO uzdasaeMoM UHGbopMaUuUOHHOM yKkazamerne «HauyuoHanbHbie cmaHdapmel». Coomeemcem-
gyrowast UHgbopmauusi, yseodoMreHUe U meKecmabl pa3mMellaromces makxe 8 UHhopMayUoOHHOU cucmeme obue-
20 110f1b308aHUs1 — Ha ogbuyuanbHoM catime QedepanbHO20 a2eHmMemea ro mexHU4eCKoMy peaynuposaHuro
U MempoJsoa2uu 8 cemu ViHmepHem

© CraHpaptrnHdopm, 2007

HacToAawmm ctTaHaAapT He MOXEeT ObITb NMONHOCTBLIO NN YACTUYHO BOCMPOU3BEAEH, TUPAXUPOBAH U Pac-
NPOCTPaHEH B Ka4yeCcTBe 0hnLManbHOro n3naHna 6es paspelueHns PenepanbHOro areHTCTBa NO TEXHNYECKO-
MY PEryNMpPOBaHMIO 1 METPONOIMK
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BBeaoeHue

[na namepeHnn BennynH B nabopaTtopHoOn MeanLMHe CyLLIECTBEHHO, YTOObI BenninHa bbina anekBaTHO
onpeneneHa v pe3ynbTaTbl, COOOLIEHHbIE BpayamM Unu Apyromy MeanuumHCKOMY MepcoHany v naumeHTam,
ObINN TOUYHbI (NPaBUNbHbI K NPELIM3NOHHbI), YTO NO3BONUT 0OecneYnTb NPaBUNbHYIO MEANLIMHCKYIO MHTEpPMPE-
TaLNKO N CONOCTABUMOCTb BO BPEMEHU N NPOCTPAHCTBE.

[na pocTwxeHns NpaBUNbHON MEAULIMHCKON NHTEpNpeTaLmMmn HeoOX0aMMO Y4ECTb HE TONbKO METPONO-
rmyeckne (aHanMTU4ecKne) acnekTbl LENoYkn npocnexmnBaeMocTn. NMocKonbKy pe3ynbTaTbl U3MEpPEeHU
NCNONb3YIOTCA BPAa4OM B UHTEPECaX NaLUEHTOB, Bpay AOMKEH YYUTbIBATb MHPOPMALINIO OTHOCUTENBHO MHO-
rMX aCNeKTOB, TAKUX KakK npe- N NOCTaHannTn4Yeckas hasbl, AMarHOCTNYECKaa YyBCTBUTENBHOCTb N CneLundmny-
HOCTb U COOTBETCTBYIOLLUNI pedepeHTHbIN MHTEepBanN (MHTepBanbl). HacToalwmni cTaHgapT paccMaTpuBaeT
TONbKO aHaNUTUYeCKNUe acnekTbl 3MepeHnin B NabopaTopHON MeaNLIMHE.

N3mepeHne BenninH B bnonormyeckmnx npodax TpedyeT ncnonb3oBaHMsA CUCTEM pedePEHTHbLIX N3MepPe-
HUW, BKNOYaA:

- onpeneneHne aHanuta B Guonormyeckon Npode No OTHOLLEHWUIO K NpeanonaraeMomMy KNMHUYECKOMY
NCNONb30BAHUIO PE3YNbTATOB;

- pedepeHTHYI0 METOAUKY BbIMOMHEHNA N3MEPEHNIN BbiIOPaHHOM BENWUYMHbBI B YENOBEYECKNX Npobax;

- noaxoasllme cTaHaapTHbie 00pa3sLbl ANA BbIOPAaHHOWN BENMNYUHLI, T. €. NEPBUYHbIE 3TaNOHbl U OCHOBAH-
Hble Ha MaTpuLLe BTOPUYHbIE KaNNbpaTopbl, KOTOPbIE AOMKHbI ObITb KOMMYTa0ENbHBIMM.

[MpaBUNbHOCTb N3MEPEHNNA 3HAYEHNA, NPUMNCAHHOTO oNpeaeneHHON BENNYMHE KannbpaTopa Unmn KOHT-
PONbHOrO Matepuana, 3aBUCUT OT METPONOrnM4YeCcKon MPOCNEXUBAEMOCTN 3HAYEHNS YEPE3 HEMPEPLIBHYIO
Lenb anbTePHATUBHbLIX METOANK BbINOMHEHNA N3MEPEHNI U 3TANOHOB (CTAHAAPTHLIX 00pa3LoB, KanNMopaTo-
POB), 0ObI4YHO UMEIOLLINX CYLLLECTBEHHO MEHbLLNE HeonpeaeneHHOCTN N3MepeHnm (CM. pucyHok 1). Heonpene-
NEHHOCTb NPUNUCAHHOIO AaHHOMY KanmbpaTtopy wnuM KOHTPONbHOMY MaTtepuany 3HadeHus 3aBUCUT OT
YCTAHOBNEHHON LENOYKN METPONOrMYECcKon MNPOCNeXnBaeMOCTN U CYMMAPHbIX HeonpeaeneHHOCTEN WX
3BEHbLEB.

M neanbHOW KOHEHYHON TOYKOWM LIENMOYKN METPONOrMYECKON MPOCNEXKNBAEMOCTN ABNAETCA ONpeaeneHmne
COOTBETCTBYIOLWEN eaAnHNLLI MexayHapoaHon cnctembl eanHny, (CH), oaHako BbIDOP 3TanoB U YPOBHEW, HA
KOTOPbIX 3aKaH4YMBAETCA METPONOMMYECKas NPOCNEXUBAEMOCTb ANA AAHHOrO 3Ha4YeHns, 3aBUCUT OT AOCTYN-
HOCTN METOAUK BbINONHEHNA U3MEPEHNA U 3TANOHOB BbICLLErD YPOBHA. BO MHOMrMX cny4yasax B HacTosLLEE Bpe-
MA METPONOrMYecKaa NPoCNeXXMBaeMoCTb HE MOXET DObITb NPOBEAEHA A0 YPOBHA BoNee BbICOKOro Nopsiaka,
4yeM MeTOAMKA, BbIDpaHHaA NPon3BoanTENEM, UNN pabodynn Kanudpatop nponssoanTensa. B Taknx cnyvasx
NPaBUNbHOCTb OTHOCUTCS K TOMY YPOBH 0 MepapXnumn KanndpoBKW, HA KOTOPOM CTAHOBATCSA AOCTYMHLIMU MEXAY-
HapPOAHO NPU3HaHHAasA pedepeHTHaA METOAMNKA BbINOMHEHUS N3MEPEHNN U/MNN CTaHAaPTHbLIN 0bpa3zeLl, (Kannb-
pPaTop).

OBbLEKTOM N3BPaHHON METPONOMMYECKON NPOCNEXNBAEMOCTN KaNNBPOBKN ABNAETCA NEPEHOC CTEMEHM
NPaBUNbLHOCTU CTAaHA3PTHOro 0bpasLa n/mnun pedepPeHTHON METOAUKU BbINONHEHNA U3MEPEHNN A0 METOANKM
HU3LIEro MeTponNorM4eCcKoro YpoBHS, T. €. PYTUHHOW METOANKN.

MeTponornyeckas npocnexxmMBaeMocTb KaNMBpPoBKM TpebyeT, YTOObI METOAMKN BLINONHEHNA pedhepeH-
THOrO WU PYTMHHOIO N3MepeHun ObINN NPUMEHEHbLI ANA N3MEPEHUA OJHON N TON XXe N3MepaeMon BENUYKHLI C
aHanMToM, 06NaaarLLMM OAHMMN N TEMWN XXEe COOTBETCTBYIOLLIMMWN XapPaKTEPUCTUKAMM.

BaXXHO y4YNTLIBATb, YTO Pa3nNnUyHble METOOUKU, NpeaHa3HaYeHHble ANA N3MepPeHNn O4HOU N TOW XXe BENU-
YMHbI, MOTYT AaBaTb Pa3nNUYarLLUMECs pe3ynbTaTbl PN UCCNEAOBAHNN KOHKPETHOW NPOOLI NN CTAHAAPTHOrO
obpasua. IT0 BO3MOXHO, HanpuMep, Koraa age unm bonee MMMyHonpoueaypbl, npeaHasHayveHHble ANA n3Mme-
PEHNA KOHLLEHTPaLWUN TOPMOHAE, Hanpumep TMpOTponuHa [TuponacTtumynupyowero ropmoHa ( TCIH)], npumeHe-
Hbl ANA NccneaoBaHNA CTaHOAAPTHOrO 0bpasua ropMoHa, NOCKONbKY COOTBETCTBYIOLLME peareHTbl B PasHOW
CTeNeHN Pacno3HatoT PasnNuUYHbie SNNTONbI (AaHTUNEeHHbIE AOMWHAHTLI) MaTepnana MHeEOAUHAKOBO PearmpyroT C
HUMW, YTO NPUBOAUT K Pe3yNbTaTaM, XapakTepusyLmnm pasnnyHbie, XoTa U CBA3aHHbIE BENUYUHDI.

INabopaTopHaa meanumnHa nosceaHeBHO BblaaeT pe3ynbTaTthl ANa 400—700 enaos BennynH. lna 60nb-
LLUIMHCTBA N3 HUX METPONOrM4yeckasa NpocneXxmBaemMocTb NPUNNCAHHOIO 3HA4YEHNA KannbpaTopa NpoAayKTa npe-
PbIBAETCA BCEro 4epes oaHy MeTponornyeckn donee BbICOKYIO CTYNEHb, NPEACTAaBNEHHYIO pedepeHTHOW
METOAUKON BbINONHEHUA N3MepPEeHNN, UNN Yepe3 ABe CTYNEeHU, COCTOoALLUNE U3 MeTOANKU BbINONHEHUA U3MEpPE-
HUW M (CTaHAaPTHOro obpasua) kanudpartopa. NpnynHa aToro 3aKNYaeTCa B TOM, YTO TaKMe BENUYNHbI CBA3a-
Hbl CO CMECbIO Pa3HOBUAHOCTEN MONEKYN, obnaaarLwmnx odLLMMN KNMHNYECKN 3HAYUMbIMU CBOUCTBAMMW, HO
Pa3Nn4aloLMXca No CTRYKTYPE U MONEKYNAPHON Macce B Pa3nUYHbIX NPONopLnaXx, HanpuMmep rmMukonpoTeEnHGI.

B 3aBUCMMOCTU OT BO3MOXHOCTEN METPONOrM4eckon npocnexmsaeMocTtu Ao eanHnl, CU 1 ot 4oCTUXK-
MOCTM Pa3snU4YHbIX METPOMNOrM4Yecknx ypoBHEN METOAMK BbINONMHEHUA U3MEPEHUN N KannbpaTopoB MOXHO

IV
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NOeHTUPNUNMPOBATL cneayrwme NAaTb TUMUYHLIX BEPXHUX NpeaenoB LLenoYkn MeTPpOonornieckon NPOoCnexm-
BaEeMOCTMW.

a) Benu4ynHbl, ANA KOTOPLIX Ppe3ynbTaThl U3MEPEHNN METPONOrMYECKN Npocnexneaembl A0 eanHnL, CA.

LocTynHbl nepBnYHana peepeHTHaa MeToauKa BbiMONHEHNA N3MepEeHNN N OANH NN HECKONbKO aTTECTO-
BaHHbIX CTAHAAPTHbIX 0OPa3LOB, UCNONb3YEMbIX KaK KanndpaTopbl. 3TN YPOBHU CYLLECTBYIOT NPUMEPHO ANSA
25—30 BMAOB BENNYMH, UMEIOLLINX XOPOLLO onpeaeneHHble KOMMOHEHTbI, BKNOYaa 3NEKTPONNTbl, MeTabonu-
Tbl, CTEPOUAHbLIE TOPMOHbI N HEKOTOPblE TUPONAHbIE FOPMOHLI. DTN BUAbI BENNYMUH OXBATbIBAOT DOMNbLUYIO
4acCcTb PYTUHHbIX PE3YNbLTATOB, NPeaoCcTaBNaAeMblX MeaAnUUHCKUMK NabopaTopuammn (4.2.2, 5.2, pucyHkn 1 n 2).

b) BennumHbl, ANA KOTOPbIX pe3ynbTaTbl UAMEPEHUN HE MOTYT ObITb METPONOMMYECKN NPOCNEXEHbI A0
eanHny, CI.

1) OocTynHbl MeXAayHapoaAHO NPU3HAHHaA pedepeHTHaa MeTOAuKa BbINONHEHNA namepeHnn (3.12)
(KOTOpPaa He MOXET ObITb Ha3BaHa NePBUYHHON pedepPEeHTHOU METOANKON BbINONHEHNA N3MEPEHNN ) N OANH UNK
HECKONbKO MeXAYHapOAHO NPU3HAHHLIX CTAHAAPTHLIX 00Pa3LoB (KanubdbpoBOoYHbLIX MaTepnanos)(3.11)co 3Ha-
YeHUAMU, NPUNNCAHHLIMU STOW NPOoLEeAYPOU. ITU YCNOBUA OTHOCATCA K BENUYNUHAM C TAKUMWN KOMMOHEHTAMM,
KaK rMMKNPOoBaHHbIN remornodmd HbA, . (5.3 1 pncyHok 3).

2) VimeeTca mexayHapoaHo Npmn3HaHHaA pedoepeHTHaa MeToanKa BbINONHEHNA N3MEPEHUN, HO OTCYT-
CTBYIOT MeXAYHapOAHO MNPU3HAHHLIE KanMOPOBOYHble MaTepuanbl. ITU YCNOBUA OTHOCATCA MPUMEPHO K
30 BnaamM BeNMYUH C KOMNOHEHTaMM, NOAOOHbIMM (PAKTOPaM remMocTasa (5.4 n pucyHok 4).

3) VImeeTca ognH NN HeCKONbLKO MeXAYHAPOAHO NPU3HAHHbIX CTaHAAPTHbLIX 06pa3uLoB (MCNONb3yeMbIX
Kak KanubpaTtopbl) C NPOTOKONOM ANA NPUNUCLIBAHUA 3HAYEeHNA, OAHAKO OTCYTCTBYET MeXAyHapoaHO npu-
3HaHHaA pedepeHTHaa MeToanKa BbIMONHEHUA N3MEPEHUN. ITU YCNOBUA NPUMEHNMbI B OTHOLLIEHUN Donee
4yeMm 300 BUOOB BENUYMH, HANPUMEP BENWUYUH, OLLEHUBAEMbIX B COOTBETCTBUN C MEXAYHAPOOHLIMU CTaHAapTa-
MKN BCeMMpHON opraHn3aunm 3apaBooXpaHeHns, TaknX Kak 6enKoBble FOPMOHbI, HEKOTOPbIE aHTUTENAa, ONYXO-
neBble Mapkepbl (5.5 n pUCYHOK 5).

4) OTCYyTCTBYIOT U pedoepeHTHAa MeToaMKa BbIMNONHEHUA U3MepPeHUn, N CTaHQapTHble obpa3subl ANA
KannopoBkn. B 3TOM cnyyae npon3soanTeNb MOXET CaM YCTAaHOBUTb MeTOAUKY (MeTOANKN ) BbINONMHEHNA U3Me-
PEHMN N KannbpaTop (KannbdpaTopbl) ANa NPUNUCLIBAHUA 3Ha4YeHNA NPOU3BOANMOMY UM KanubpaTtopy. ITH
YCNOBUA MOXHO OTHeCTU npnmMmepHo K 300 Bnaam BeNMUMH C TAKMMMN KOMMOHEHTAaMMN, KaK MapKepbl onyxonen n
aHTnTena (5.6 U pUCYHOK 6).

[TpMHUMNLI COOTBETCTBEHHbLIX MPOTOKONOB NepeHOCca pasMepoB BENUYNH (Mepapxmmn KanubpoBKN) npean-
cTaBneHbl cornacHo nonoxeHnam MCO 15193:2002 06 onucaHnun peepeHTHOWN METOANKU BbINONHEHNA N3Me-
peHnn n NCO 15194:2002 06 onmncaHum cTaHaapTHbLIX 06pa3LoB.

Llenbio MeTponorm B NadbopaTtopHON MeanLMHe AaBNAeTCAa ynyvlleHne MeTponornyeckon NpocneXXnBa-
€MOCTU pPe3ynNbTaToB U3MEPEHNU BENUYNH TEX BUAOB, YCNOBUA ANA KOTOPbIX ONUCaHbI B NepevncneHnax b2),
b3)un b4}, no ypoBHeEN, KOTOPLIE ONUCAaHLI B NepedncneHun b1), nytem pas3padoTku HEOQOCTALWKNX pedepPeHT-
HbIX METOAMK BbINONHEHNA U3MEPEHUN N NPEea0CTaBNEHNA CTaHAaPTHLIX 00Pa3L0B, OCHOBAHHbLIX HA MEXAYHa-
POAHOM KOHCEHCYCe.

CneunanbHble NPOobneMbl METPONOrMYECKOU NPOCNEXNBAEMOCTU 3HAYEHNW KaTaNnNTNHECKON KOHLLEHT-
paunn hepmMeHTOB paccMoTpeHbl B NCO 18153:2003.

BriaeneHHblie KypCUBOM CHOCKU B TEKCTE HACTOALLEro CTaHaapTa npueeaeHbl ANA NOACHEHNA HEKOTOPbIX
NONOXXEHNN NPUMEHEHHOIO B HEM MeXXayHapoaHoro ctaHaaptTa MCO 17511:2003.
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HAUWOHAINBbHBILU CTAHOAPT POCCUMUCKOWNW OSGOEOLEPALUNMN

U3penua meamumMHCKMe ANA AMarHOCTUKM in vitro
U3IMEPEHUE BEJITUYMUH B BUOJTIOTMYECKUX NMPOBAX

MeTponornyeckan NnpocneXxXxmBaeMoCcTb 3HaA4YEHUM,
NPUNUCaHHbLIX KanudpaTtopam n KOHTPONbHbLIM MaTepuanam

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

[Jata BBeaeHua — 2008—01—01

1 O6nactb NpUMEeHeHUs

HacToAawun ctaHaapT ycTaHaBnNmMBaeT npasuna obecnedeHna MeTponorndyeckon npocneXxnsaeMocTu
3Ha4YEHUN, NPUNNCAHHbIX KanndpaTopam U KOHTPONbHLIM MaTepunanam, NpeaHa3Ha4veHHbIM ANa yCTaHOoBNe-
HUA NN NOATBEPXAEHNA NPABUNBHOCTN U3MePeHnU. KannbpaTopbl N KOHTPOMNbHLIE MaTepUanbl NPeaoCcTas-
AAKTCA NPOM3BOAUTENAMU KaK COCTaBHaAA YacTb MEAULMHCKNX N3genmn ana aAMarHoCcTUKKU in vitro unn ans
NPUMEHEHNA BMECTE C HUMM.

O6pasubl, NICNOMNb3yeMble ANA BHELWHEN OLLEHKN Ka4eCTBa (KPpYroBbiX ONbITOB) C NOATBEPXAEHHON KOM-
MYTabenbHOCTLIO, 3HAYEHNSA KOTOPbLIX AOMKHbI ObITh NPUMNCAHbLI C NOMOLLIbIO MEXAYHAPOAHO NPU3HAHHbLIX CUC-
TeM pedrepeHTHbIX U3MEPEHUN UNN MEXAYHAPOAHO MNPU3HAHHbLIX OOLLENPUHATLIX CUCTEM pedrepPeHTHbIX
N3MepeHnn, OTHOCATCSH K 00NacTn NpUMEHEHNA HACTORALLEro CTaHAAPTA.

HacToawmn ctTaHaapT He NPUMEHSAIOT B OTHOLLIEHWUMN:

a) KOHTPONbHbLIX MAaTEPUanoB, KOTOPblE HE UMEIOT NPUNNCAHHOIO 3Ha4YEeHNA U UICNONb3YIOTCA TONLKO ANS
OLLEHKU MNPeUnN3NOHHOCTM NpoLeaypbl U3MepeHns, ee NOBTOPAEMOCTU UNN BOCMPONU3BOANMOCTU (KOHTPONbHLIE
MaTtepuanbl NPeUn3nOHHOCTN);

b) KOHTPONbHLIX MaTepnanos, NpeaHasHa4YeHHbIX ANA uenen BHYTpMNabopaToOpHOro KOHTPONA Kayvec-
TBa N NOCTaBNAEMbIX C NpeaenamMmm npeanonaraeMbix NPUemMnemMbiX 3Ha4eHUN, KOraa Kaxxabll UHTepBan Nnony-
YyeH nyTeM MexnabopaTopHOro KOHCEHCYCa B OTHOLWEHWW OAHOW 33aA0aHHOM MEeTOAWMKM BbINONHEHUS
N3MepPEHUN, a 3HA4YEHNA NPeaenoB METPOMNOMMYECKN HE NPOCNEXKEHDI;

C) COrnacoBaHHOCTU MeXay pe3ynbTaTaMn ABYX MeTOAUK BbINONHEHUA N3MEePEHUN OOHOro U TOro Xe
METPONOrM4YeCKOro ypoBHA, NpeaHa3Ha4YeHHbIX ANa n3MepeHna OaAHOW N TOW XXe BENUYUHLI, MOCKONbKY Takas
«FOPU3OHTaNbHaA» Koppenauna He AaeT METPONOrNYeCKoN NPOCNEXNBAEMOCTH;

d) kannubpoBKK, BbITEKAIOLLEN N3 COrNAcOBaAHHOCTU MeXAy pe3ynbTaTaMu ABYX METOAUK BbINOMHEHUS
N3MepPEHUN Ha Pa3NUYHbIX METPONOMNYECKUX YPOBHAX, HO C BENUYNUHAMN, UMEIOLLUMN aHANWUTbI C Pa3NUYHbIMW
XapaKkTepPUCTUKaMU;

€) MeTponormM4eckKon NPOCNEXNBAEMOCTN PYTUHHbLIX PE3yNbTaTOB A0 M3roTOBNEHHOrO Npou3BoanTe-
nem KkanubpaTtopa n nx OTHOLLEHNU C KAKNM-NMDO MeAULIMHCKUM NpeaenoM NPUHATUA peLLEHNS;

f}) cBOMCTB, ONMCaHHbLIX B HOMWUHANbLHON (KNacCU(ONKALMOHHON) LLKaNe, T. €. TaM, rae He yCTaHaBNUBAET-
cA pa3mep (HanpumMmep, NOEHTUPUKALNA KNETOK KPOBW ).

U3paHue ohumumnanbHoe
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2 HopmaTuBHbIE CCbINKKU

B HacToAWEM CTaHAapPTE UCNONb30BaHbI HOPMATUBHbLIE CCbINKM HA cneayiowmne HOPMaTUBHbIE AOOKY-
MEHTDbI:

NMCO Pykoeoacteo 35:1989 CepTudmkauma ctaHaapTHbIX obpasuoe. OOuwme u CTaTUCTUYECKME
APUHUMALI

EH 375:2001 NHdopmaumna, npenocrtaBnNaemMana NnponsBoagnuTenemM, ¢ peareHTamm ansa AnarHoCTUKK in
vitro ana NpogeccnoHanbHOro NCNONbL30BaHUA

MexxayHapoaHbIn CNOBapb OCHOBHLIX U 0OWKX TepMmuHoeB B MeTponornmn (MCM), 2-e nspanune, 1CO,
XeHesa, 19931

3 TepMUHbI U onpeaeneHus

B HacTOoAWEM CTaHAapTE NPUMEHEHLI CNeayioLne TEPMUHbI C COOTBETCTBYIOLLIMMM OnpeaeneHnaMn:
3.1 TOYHOCTb U3MepeHua (accuracy of measurement). CteneHb 6NM30CTN pe3ynbTaTa N3MepeHnsa K

NCTUHHOMY 3HAYEHUIO N3MEPAEMON BENNUUNHDI.
[IMCM, cTtaTtba 3.5]

MpuMmedyaHune 1—ToYHOCTb U3MEPEHUA CBA3AHA Kak C NPaBUNbHOCTBID U3MEPEHUS, Tak U C NPeLU3NOH-
HOCTbIO U3MEPEHMUS.

[TpumedvyaHne 2— TOYHOCTU HE MOXET ObITb NPUAAHO YUCNOBOE 3HAYEHMNE B TEPMUHAX NU3MEPAEMON BENNYN-
Hbl, MOXET OblTb AaHa NULLb onNUcaTenbHaa XapakTepUCTUKa Kak «A0CTaTOMHOW» UNN «HeAOCTaTOYHON» ANSA YCTaHOBNEH-
HOW 3aaa4Mn.

[MpumMmedvyaHune 33— OueHKoN oOpaTHON MePbI TOMHOCTU MOXET ObITb «CMeELLEHUEe», onpeaensemMoe Kak «3Ha-
YeHne MUHYC NPUHATOE UCTUHHOE (ONOPHOE) 3HAYEHNE Y.

MpumedvyaHue 4 —B mexayHapoaHom ctaHaapte NCO 3534-1[1] BMECTO «UCTUHHOMO 3Ha4YeHUA» UCMONb30-
BAHO MNOHATUE «MPUHATOE ONOPHOE 3HAYEHUE», KOTOPOE MOXET ObITh TEOpPETUYECKUM (MCTUHHBIM), NPUNNCAHHBLIM, COrna-
COBaHHbIM KOHCEHCYCOM, METOA-3aBUCUMbIM 3HAYEHUNEM.

[MpnmedvyaHue 5—BHacTosawemM CTaHAAPTE NOHATUE K TOMHOCTb U3MEPEHUA» CBA3AHO KaK C NPaBUNbHOCTLIO
(tfrueness) nsmepennsa (3.33), Tak n ¢ NPeLU3NOHHOCTLIO (precision) namepenuns (3.23).

3.2 aHanuTt (analyte): KOMNOHEeHT, npeacTaBneHHbINn B HAMMEHOBaHUMN U3MEPAEMON BEMUYUHbIZ).

lMMpumep — B HauMeHO8aHUU eeNluU4UHbI «Macca 6esika e 24-yacoeol Moye» «6enok» sesisiemcs aHaJlumom.
B «konudyecmee aeujecmea 2J/110KO3bI 8 Nny1asMe» «2JII0KO3a» sisJisemcsi aHanumom. B ob6oux crydasix eecb mep-
MUH nipedcmaessiiem cobol usMepsieMyro eentuduny (3.17).

3.3 aHanuTuydeckan cneuncpmnuHocTb (analytical specificity). CBOUCTBO Npoueaypbl U3MepeHUa n3me-
PATb TOMbKO U3MEPAEMYIO BENUYNHY.

3.4 cMmeleHne namepeHun (bias of measurement): PasHunua mexay oxxmaaHuem pesynbTaTa usmepe-
HUA N NICTUHHBIM 3Ha4YEeHUEM N3MEPAEMOUN BENUYUHDI.

[1punmMedaHune— OueHKON ABNAETCA «CTaTucTnYeckas npoba cMeLleHnsa U3MepeHns», KoTopas NnpeacTaBnseT
cobon «cpeaHee 3Ha4YeHnEe MUHYC ee ONMOPHOE 3HAYEHUEY .

3.5 xanubpoBka (calibration): CoBOKYNHOCTL onepauun, yCTaHaBNUBAKLWNUX B 3a0aHHbIX YCNOBUAX
COOTHOLWIEHNA MeXay 3Ha4YeHNAMU BENUYMH, NOKa3aHHbIX CpeaACTBOM U3MEPEHUN NN N3MepuTenbHOU cUcCTe-
MOW, NN 3HAYEHUAMWN, NPEeACTABNEHHLIMU MaTEPUanNbHON MepPon NN CTaHAAPTHLIM 0OPAa3LIOM, U COOTBET-
CTBYIOLLMMU 3HAYEHUAMUN, BOCNPONU3BOAUMbIMN ITANOHAMMN.

[IMCM, cTtatba 6.11]

Y 3rot cnoBapb NOAroToBNeH M n3gaH ot umeHn: MexayHapoaHoro 6wopo BecoB U Mep; MBBM (International
Bureau of Weights and Measures; BIPM); MexayHapoaHon snekTpoTexHudeckonm komuccun; MOIK (International
Electrotechnical Commission; |IEC); MexayHapoaHon deaepaumn KNUHUYECKON XUMUKM KU NadopaTopHOU MeaULUHbI;
MO KXIIM (International Federation of Clinical Chemistry and Laboratory Medicine; IFCC); MexayHapoaHon opraHnsaymn
no ctaHpapTnsauum; MCO (International Organization for Standardization; ISO); MexayHapoaHOro corsa YncTon U npm-
knagHon xummumn; MCUTMX (International Union of Pure and Applied Chemistry; IUPAC); MexayHapoaHoro coksa YncTon u
npuknagHon domnsmkn; MCUI® (International Union of Pure and Applied Physics; IUPAP); MexayHapoaHon opraHmsauun

3akoHoaaTtenbHon meTponornn; MO3M (International Organization of Legal Metrology; OIML).

2
) BIrOCT P 52361 —2005, cmampbs 17, npusedeHo criedyrouiee oripedeneHue amoao mepMmuHa: «k KoMnoHeHm, uc-
KOMbIl unu onpedensemMsill 8 pobe sewlecmsa unu mamepuana obbekma aHanumu4eCcKo20 KOHmMpOosy.

2
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3.6 npoToKon nepeHoca (kanubpoBku) [(calibration) transfer protocol]: JeTanbHOe onncanmne npunn-
CblBaHNS 3Ha4YeHNA BENUYNHbI CTaHAAPTHOMY 0bpa3Ly ¢ NCNONb30BaHMEM 3aA0aHHOW NOCNea0BaTENbHOCTH
MeTOANK BbINONHEHNA U3MEPEHNN, KaNNOPOBAHHbLIX CTaHAAPTHLIMM 0DPa3LLaMUM BbICLLErO YPOBHA ANSA BENNYK-
Hbl TOrO XXe BNAaa.

3.7 xanubpaTtop (calibrator) [kannOpoBOo4YHbLIN MaTepuan (calibration material)]: CTaHaapTHLIN O0-
pas3eL,, YNCNOBOE 3Ha4YEeHME KOTOPOro NCNoNb3yeTca Kak He3aBUCUMasn nepeMeHHasn B KanMbpoBOYHON (PYHK-
LINN.

3.8 atTecToBaHHbIU CTaHAApPTHLIN 0Opa3el (certified reference material;, CRM): CtaHgapTHbIN 0bpa-
3eL, C NPUNOXEHHbLIM K HEMY CEPTUOUKATOM, OAHO UNN HECKOMBLKO 3HA4YEHNN CBOMNCTB KOTOPOrro YCTAHOBNEHb
npn aTTecTaunm No MeToanke, obecnevmBaroLLEN METPONONMYECKYI0 NPOCNEXNUBAEMOCTb €ANHULBI pa3Mepa
CBOWUCTBA, a KaXXaoe aTTecToBaHHOE 3Ha4YeHue conpoBoXXaaeTcsa 3Ha4deHMeM HeonpeaeneHHOCTN C 3aaaHHOM
OOBEePUTENBLHOW BEPOATHOCTLIO.

[IMCM, cTatba 6.14]

3.9 xomMmmyTabenbHOCTL MaTepumana (commutability of a material). bnn3octb cooTBEeTCTBMA MEXAay
MaTeMaTU4eCKUM OTHOLUEHMEM pPEe3yNbTaTOB U3MepPeHUN, NOMYYEHHbIX ABYMSA MEeTOAUKaMWN BbINOMHEHUA
N3MepeHUn AnNa yCTaHOBNEHHON BENUYMNHbI B AJaHHOM MaTepuane, U MaTeMaTu4eCKUM OTHOLLEHUEM pe3ynbTa-
TOB U3MEPEHUN, NONYYEHHbIX TEMWU Xe OBYMA MEeTOOAUKaMWU BLINONHEHUA M3MepeHUn ANa BenNUYUHLI B
PYTUHHbIX Npobax.

[MTpumMmedaHune—3I3TO NpaBUNO OTHOCUTCA TaKKe K NePBUYHBbIM 3TaNOHaM U BTOPUYHbIM KannbpaTtopam C y4e-
TOM MaTpULbI.

3.10 Bnuawwan BenunuunHa (influence quantity): BennuuHa, koTopasn He ABNAETCA NU3MePAEMOUN, HO OKa-
3bIBAET BNUAHMNE HaA PEe3ynbTaT NU3MepeHus.

[IMCM, cTaTtba 2.7]

3.11 mMexayHapoaHO Npu3HaHHbIX KanubpaTtop (international conventional calibrator); [MexayHa-
POAHO NPU3HaHHbIN KaNMOPOBOYHBLIN MaTepuan (international conventional calibration material)]: Kanno-
pPaTop, 3Ha4YeHNEe BENUYUHLI KOTOPOro MeTPOnorndeckn He npocnexeHo Ao eanHnubl CHU, a npunmncaHo Ha
OCHOBE MEeXAYHapOaHOro cornallueHuns.

[MpumeyaHune—BenminHa onpeaeneHa No OTHOLLEHUIO K NpeanonaraemMomMy KNMHUHECKOMY NMPUMEHEHMNIO.

3.12 mexayHapoAHO nMnpu3HaHHaA pedepeHTHaAA MeToAMKa BbINOMHEHUMA U3MEpPEeHUN
(international conventional reference measurement procedure): Metoanka BbINONHEHUA N3MEPEHUN, AaK0LLaA
3Ha4YeHUA, KOTOPbIE ABNAKDTCA METPONOrnyeckn He npocnexmneaemMmoiMn 0o eanHnu, CH, Ho KOTopble NO MexXAay-
HapPOAHOMY COrnaLleHUIo NCNONb3YIOTCA KaK 3TanoOHHbIE 3Ha4YeHna ana onpeaeneHHon BENUYUHLI.

[MpumeyaHun e — BenninHa onpeaeneHa no OTHOLLEHWUIO K NpeanonaraeMomMy KNMHNYECKOMY NPUMEHEHMIO.

3.13 mexayHapoAHbIXN 3TanoH u3MmepeHua (international measurement standard) [MexxayHapoaHbIN
aTanoH (international standard)]: 9TanoH, NpU3HaHHbLIN MeXAYHapPOAHbIM cornalleHnemM ansa Toro, YToObLI CNy-
XXUTb HA MEXAYHAPOAHOM YPOBHE OCHOBOW ANA 3HAYEHNW APYrnx 3TanOHOB e ANHNLLLI AaHHOW BEMNYNHDI.

[MCM, cTaTbha 6.2]

3.14 matpuua(MmatepmanbHOU cucTeMbl) [matrix (of a material system}]: CoBOKYNHOCTb KOMNOHEHTOB
MaTepranbHON CUCTEMbI, 33 UCKNIOYEeHMeM aHanutal) [2].

3.15 maTtpuuHbIM 3dppekT (matrix effect): BnnaHme cBoUCTB NPOOLI, OTANHAKLWNXCA OT CBOUCTB U3Me-
pPAEMOW BENUYNHLI, HAa N3MepPEeHNE N3MePAEMON BENNYMNHBLI B COOTBETCTBUM C 3aAaHHOW NpoLeaypon namepe-
HWUA N, CNeaoBaTeENbHO, Ha 3Ha4YeHNe N3MepAaeMON BENUYUHDI.

MpumevaHune 1— Cneyndonyeckon NPUHUHON MATPUYHOrO 3dhhekTa ABNAETCA BNUAKOLLAA BENUYNHA.

NMpumevyaHune 2—MarTpuiHbim 3chdeKkTOM MHOrAa OWMOOYHO HAa3bIBAKOT OTCYTCTBME KOMMYTabenbHOCTMW,
BbI3BaHHOE AeHaTypauuen aHanuta unu AobaBneHneM HeCBOMCTBEHHOrO KOMMOHEHTA («CypporaTHOro aHanuTa») ¢ Lenbto
CUMYNMPOBAaTb aHanurT.

3.16 BenuuuHa (M3mepuman) [(measurable) quantity)]: CBOUCTBO ABNEHNA, Tena nNm BeLecTBa, KOTO-
poe MOXET ObITh PAa3NNYNMO Ka4ECTBEHHO N ONpeneneHo KONNYECTBEHHO.
[IMCM, cTtaTtba 1.1]

1

) BIFOCT P 5236 1—2005, cmambs 40, npusedeHo cnedyrouiee ofipedeneHue amoa2o mepmuHa: « KomrnoHeHm unu
COBOKYIMHOCIMb KOMIMOHEHMO8, 0bpasyrouiux 0aHHOe 8ellecmaso unu Mmamepuan obbekma aHanumu4ecKko20 KOHmpons u
ABNAOULUXCA €20 OCHOB80U».
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[ PUMMEHAHWUE 1 — CBOWUCTBA, KOTOPbIE BblpaX€Hbl B HOMWHaNbLHOWN LLKane, He ABNAKTCS NM3IMepMbiM BETN-
HNHAMMW.

MpnmMmedaHne 2— «Mamepumyro BENNUNHY» HE CNEAYET NyTaTb C «kaHANUTOM» (3.2).

3.17 namepaemana BennunmHa (measurand): KOHKpeTHaa BenuuMHa, ABNAKOWAACA 0OBHEKTOM M3Me-
PEHMS.

[MCM, cTtaTtbs 2.6]

MpnmevaHne 1—Cwm. 3.2, npumep.

3.18 MeToAMKa BbiNONHEeHUA U3MepeHnn (measurement procedure): COBOKYNMHOCTb KOHKPETHO OMNK-
CaHHbIX onepaunn, NCNONb3yeMbIX MPU BbINONMHEHUU KOHKPETHbLIX N3MEePEHUN B COOTBETCTBUN C AAHHLIM METO-

OOM.
[IMCM, cTtaTtba 2.5]

3.19 atanoH (measurement standard). MatepnanbHasa Mepa, cpeacTBO U3MEPEHNN, CTAHOAPTHbLIN
obpaseL nNnu namepnTenbHaa CUCTEMA, NpeaHa3Ha4YeHHaa ANsa YCTAHOBNEHUA, peann3aLnn, XPaHeHNSA N BOC-
nponsBeaeHna eanHnLbLI N1 ogHoro unun donee 3Ha4eHNa KaKoOU-To BENUYUHDbI.

[IMCM, ctaTtba 6.1]

MpumedyaHne 1— [JaHHbIA 3TANOH (M3MEPEHUIA) C NPUNUCAHHBIM 3HAYEeHUEM AN OAHOW BENUUUHbLI MOXET
MHOrAa CNYXXUTb CTAHAAPTHbIM 0Opa3LIOM AN METOAUKU BbINONHEHUSA U3MEPEHUIA, AatoLLEen 3Ha4YeHnsa Ansa Gonee Yem oa-
Horo Tuna senuyunH. (Hanpumep, ctaHaapTHbIN 0Opasel, ANns XonecTepuHa BbINONHAET TY e ponb Ans 3upoB XonecTepu-
Ha Npu NX onpeaeneHnn B BUAe XonecTepuHa nocne rmaponunsa.)

NMpumedyaHune 2— TepMUH «CTAHAAPT» UCMONb3YETCA B ABYX 3HAYEHUSX: «CTaHAAPT U3MEPEHUSA» U K HOPMa-
TUBHbIA AOKYMEHT». [MonNHble TepPMUHbI AOMKHbI ObITh MCNONBL30BaHbI, KOrAa BO3HUKAET COMHEHMeE.

3.20 metop namepenmna (method of measurement): Jlornyeckas nocnenoBaTenbHOCTbL ONeEpPaLUnn, OnNun-
CaHHaA B 06L1eM BUAE, UICNONb3YEMas MPU BbINONHEHNN U3MEPEHNN.

[IMCM, cTaTtba 2.4]

MpumedvyaHue 1— MeToausmepeHus, Syayumn onucaHHbIM B 06LLEM BUAE, HE UMEET 3aaHHbIX YNCNOBLIX Xa-
PaKTEPUCTUK BbINONHEHWA. [laHHbIN MeToa MOXET OblTb OCHOBOM OAHOMN UNN HECKONbKUX METOAUK BbINONHEHUSA U3Mepe-
HUR, KaXkaas U3 KOTOPbIX UMEET NPUCYLLINE el YNCINOBbIE 3HAYEHUS XapaKTepUCTUK BbIMONHEHUS.

3.21 MmeTponornyeckana npocnexuBaeMocTb (metrological traceability). CBONCTBO pe3ynbraTa name-
PEHNA UNN 3HAYEHNA 3TANOHA, 3aKnNo4aloLleeca B BO3MOXHOCTU YCTAHOBNEHUA €ro CBA3N C COOTBETCTBYIOLLIN-
MW 3TANOHaAMW, OObLIMHO MEeXAYHAPOAHLIMW MNWN HAUMOHANbHLIMK, MNOCPEACTBOM HEMNPEPLIBHON Lenwn
CNUYEHUN, NMEIOLLINX YCTAHOBMNEHHbIE HEONPEeaAEeNEHHOCTH.

[IMCM, ctaTtba 6.10]

[MpnmedvaHne 1—Kaxnoe cnuiyeHne OCYLLECTBNAETCA METOAUKON (pedepeHTHOWN) BbINONHEHUA U3Mepe-
HUW, onNpeaeneHHoN B NPOTOKONE nepeHoca KannbpoBKW.

[ PUMMEYHAHNE 2 — VimetoTcA Pa3NMMHHbIC TUMDbBI NPOCNEXNBACMOCTHN. B HacToAweMm CTaHAapTE NCNONb30BaH
TEPMUH «METPONOINMYEeCKad NpocnexmnBacMoCTb».

3.22 meTponoruna (metrology). Hayka 06 namepeHunax.
[IMCM, cTaTtba 2.2]

[1punmMedaHune— MeTponornsa BkniodaeT B cebsi BCe TeopeTudeckme n npakTuieckme acnekTbl, CBA3aHHbIE C
N3MEPEHNAMU, HE3ABUCUMO OT MNOrPELUHOCTN U OONACTU HAYKWU NN TEXHUKU, B KOTOPOW UX NPOBOAST.

3.23 npeyn3noHHOCTb U3MepeHMA (precision of measurement): CteneHb 6NN30CTU MEXAY HE33BUCK-
MbIMW pe3ynbTataMmn naMepeHnn, NoNyvYeHHbIMN B onpeaeneHHbIX ycnosnax [1].

MpumevyaHue 1—Tpeun3sNoOHHOCTb N3MEPEHNA HE MOXKET ObITb NpUBeaeHa B YUCNOBOM 3Ha4YeHUN B TEPMU-
HaxX N3MepaemMon BennynHbl, a TONbKO B onncatenbHon dpopme, Hanpumep «aocTaTodHasa» UnNn «HeaocTaTodHas» Ans
NaHHOW 3anadn.

[ PUMMEHAHWE 2 — CTeneHb NPEeLN3INOHHOCTH 0ObIYHO BblPpaXakT YHACNEHHO CTATUCTUHECKUMW MEPaMIN HE-
NPeLn3NOHHOCTH M3M€peHMﬁ, TAKUMU KdK CpearHee KBaapaTN4HeCKoe OTKNOHEHNE U I{OSqu)I/ILLI/IE.‘HT BadpUaLlnn, KOTOPbIE HA-
XOAATCA B OﬁpaTH bIX OTHOWEHNAX C NPELUINOHHOCTBIO.
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MpumMmeyaHue 3—TpeunusmMoHHOCTb AAHHOW METOAMKWA MOAPa3AensaAldT COOTBETCTBEHHO creuudunyeckum

1
vCnosmAaM Npeumn3noHHOCTN. HOBTODFIGMOCTI: ) CBA3dHa C CylleCcTBeHHO HE MeHAKRLWLNMMNCAH YCNOBUAMN, €€ HaCTO Ha3blBa-

10T BHYTPUCEPUNHON NPELN3NOHHOCTLIO. BOCNpon3BoaMMOCTb CBA3aHa ¢ 3MeHeHUAMU YCNOBUIN, HanpuMep BbINONHEHNE
nccneaoBaHun B pasHoe BpemMs, B pasHbix nadopaTopusix, pasHbiMu onepaTtopamMu, pasHbiMU U3MepUTENbHBIMWU CUCTEMA-
MW (BKNOYaA pasnnuyna KanmbpaTopos U NapTU peareHToB).

3.24 nepBUYHbLIN CTaHAAPTHbLIN obpa3el (primary reference material): CtaHaapTHLIM 0Opa3zeL, KOTO-
PbIA LUMPOKO MPU3HaH Kak 00naaatowmmn HamBbICLULMMW METPONOrNYeCKMMNU CBONCTBaMM U BOCMPOU3BOAUMOE
3Ha4YeHne KOTOPOro onpeaeneHo ¢ NOMOLLLIO NEePBUYHON pedepeHTHON METOANKU BbINONHEHUA U3MEPEHNN.

[TpumedaHune 1—TlloHATHE «NepBUYHBIN KanndpaTop» noavynHeHo kanudpatopy (CM. 3.7) N NepBUYHOMY
CTaHaapTHOMY oBpasuy.

[TpumedaHune 2— CmMm. 3.26, npumedaHue.

3.25 nepBuYHanA pecdepeHTHAA MeToaMKa BbINONMHEHUA U3MepeHuMn (primary reference
measurement procedure): PepepeHTHAa MeTOAMKA BbINONHEHUA U3MEPEHUN, UMEIOLLIAA HAUBbLICLLNE METPO-
NOrM4YecKne XapakTepUCTUKN N COCTOALLIASA N3 NONHOCTLIO ONUCbIBAEMbIX U MOHATHBLIX OnepaLnmn, ANa KOTOPOW
MOXeET ObITb YCTAHOBNEHA NONHAaA XapaKTepUCTUKa HeonpeaeneHHOCTU N pe3ynbTaTbl KOTOPOW NO3TOMY MpPu-
HUMAaIOT 6€3 CCbINKN HA 3TanOH N3MePAEMON BENNYUHDI.

[TpunmMmeydaHKne— KoHcynsTaTuBHLIN KOMUTET NO KonudecTay BewecTea; KKKB (The Consultative Committee on
Amount of Substance; CCQM) npn MexayHapoaHom 6iopo BecoB n mep; MBBM (International Bureau of Weights and
Measures; BIPM) onpeaenun «nepBUYHbIN METOA N3MEPEHUA» KaK MeToA, UMEKLLNA HAanBbLICLLUE METPONOrMYecKne xa-
PaKTEPUCTUKN, C NOAPOOHO N3NOKEHHBIMWN U NOHATHBIMW METOANKaMK, ANSA KOTOPOro yCTaHOBNEHWE NONHOMN HeonpeaeneH-
HOCTWN MOXeET ObITb ONncaHo B TepmMuHax eanHul, CH n pesynstatbl KOTOPOro NPUHMMaKOT 6€3 CChINKN Ha 3TanoH n3mMepsie-
MO BenuuuHbl. [na onpeneneHna KONUYecTBa BeLWLeCcTBa B KadecCTBe MeEPBUYHBLIX pedepeHTHbIX MeToauK Obinu
YCTAHOBNEHLI cneayiowne APUHUUNBLI U3MEPEHUNA: MacC-CNeKTPOMEeTPUa ¢ U30TOMHbIM pasdbaBneHneM; KynoOHOMETPUS;
rpaBUMeEpUst; TUTPUMETPUA N KpNoMeTpus. TepMnH «onpeaensawmn metoa» onyuweH 8 MCM, ogHako ero nHoraa npume-
HAKOT B OTHOLLEHWU TLATENBLHO U3YYEHHON U OLIEHEHHON peddepeHTHON METOAUKN BLINONHEHNSA N3MepeHNA (CM. 3.29) Bbl-
COKOW TOYHOCTM.

3.26 nepBMYHbIN 3TaNOH [primary (measurement) standard]: 3TanoH, KOTOPLIN YCTAHOBNEH NN LLUNPO-
KO NPU3HaH Kak 0bnanarLwmnm HamBbICLLMMN METPONOrMYeCKMMNU CBOUCTBaMM N BOCNPON3BOANMOE 3Ha4YeHne
KOTOPOro NPUHATO 6€3 cpaBHEHUA C APYIIMMN 3TaNOHAMM TOW K& BENNYUHDI.

[IMCM, cTaTba 6.4]

[TpunmeyaHune—[OnacraHpapTHbIX 00pasLOoB 3Ha4YeHne MOXeT ObITb NONYy4YeHO C NOMOLLLIO NePBUYHON pede-
PEHTHON METOAUKU BbINONHEHNA N3MEPEHUI.

3.27 xanuopatop npoaykta (product calibrator). KannbopaTtop, narotToBNeHHbIW NPon3BOoANTENEM U
npeagHasHayveHHbIN ANAa NPUMEHEHNA C KOHEYHbIM NPOAYKTOM NPON3BOAUTENS.

3.28 ctaHpgapTHbIM obpa3zely (reference material; RM): MaTepnan unu seLlecTBo, 3Ha4eHNa 0aHOW NN
bonee KONMYECTBEHHOMN OLIEHKU CBOUCTB KOTOPOro AOCTaTOMHO OAHOPOAHbI U onpeaeneHbl ANa UCANONb30Ba-
HMA nX ANa KanudpoBKK NpUbopa, OLEHKN METOAUKN BbINONHEHNA U3MEPEHUN NNU NPUNNCLIBAHNA 3HAYEHUN
matepuanam?).

MpunmevyaHune 1— ApgantuposaHo (B MCM, ctatba 6.13, 3TOT TepMUH onpeaeneH Kak «odpasLoBoe BELLECTBOY ).

NMpumedyaHune 2 —MpunaratensHoe «OAHOPOAHbLIN» OTHOCUTCA K (DU3NYECKON FOMOreHHOCTU MeXay MaKpo-
CKOMUYECKMMWN YaCTAMWU MaTeprana, a He K MUKpOoreTeporeHHOCTU MeXay MoneKynamMm aHanuTa.

3.29 pedchepeHTHaAA MeTOAMUKA BbINONHEHUA U3MepeHnn (reference measurement procedure): Twia-
TeNbHO U3y4eHHaa MeToauKa BbIMONHEHNA U3MEpPEHUN, AaloLWan 3Ha4eHNa ¢ HeonpeneneHHOCTbIO U3Mepe-
HUA, COOTBETCTBYIOLWEN npeanonaraeMoMy npuMeHeHUo, OCODEeHHO MNPU OUEeHKe MNPaBUNbHOCTU OPYrUX
npoueayp naMmepeHna ANa TON XXe BENNYNHbI N NPU XapaKTEPUCTUKE CTaHAaPTHbIX 00pa3uos [3].

") OmeyecmeeHHbIM aHano2oM S6Semcs « CXoOUMOCMb».

2 BIrOCT P 52361—2005, cmampbs 30, mepmuH «reference materialy nepeseOeH KaKk «0bpasey cpasHeHUs» CO
credyrouwum onpedeneHueM. « Mamepuan unu seuwjecmso obbeKkma aHanumu4eCcKo20 KOHmMponsa, docmamo4YHO 0OHOPOO-
HOE 8 OMHOWEHUU OOHOU UNU HECKOMBKUX HAOEXHO YCMAaHOBEHHbIX Xapakmepucmuk, 4mobabi bbimb UC0Mb308aHHbLIMU
pu kanubposke ripubopa, oueHKe Memooa UaMepeHuU unu Ona ApunucbigaHUst 3Ha4YeHUU 3mux Xxapakmepucmuk mame-
puanam unu seiecmeamy.
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3.30 BTOpMYHbIX 3TanNoOH [secondary (measurement) standard]: 3TanoH, BOCNPOU3BOAUMOE 3HAYEHNE
BENNYNHbI KOTOPOro YCTaHaBNMBAIOT B Pe3ynNbTaTe CNNYEHUA C NEPBUYHLIM 3TANOHOM TOW Ke BEMUYNHBI.

[IMCM, ctaTtba 6.5]

3.31 UCTMHHOE 3Ha4YeHue (Benu4uHbl) [true value (of a quantity)]: 3Ha4YeHne, anekBaTHOE onpeaene-
HMIO A3aHHOW KOHKPETHOW BENNYUHDI.

[IMCM, ctatba 1.19]

[TpumedvyaHne 1— I3T03HaA4YeHME, KOTOPOE MOrNo Obl ObITE NONY4YeHO NyTeM NAEaNbHOIo U3MepPEHUs.
[TpumedaHune 2— VICTUHHbIE 3HAYEHNA NO CBOEU NpUpOAEe HeonpeaenmMmbi.

[TpumeyvyaHune 3— B MHOCTPAHHBLIX A3bIKAX C MOHATUEM «UCTUHHOE 3HAYEeHUe» UCMONb3YETCA, Kak NpaBuno,
HeonpeaeneHHbIn apTUKNb (a, une, ein, un), a He onpeaeneHHbin (the, la, der, el), Tak kak MOXeT ObITb MHOIO 3HaYEHU, CO-
OTBETCTBYHLWUX onpeaeneHni AaHHON KOHKPETHOU BENUYNHDI.

MpnmedvdyaHune 4— «OnpegeneHne AaHHON KOHKPETHON BENUYNHBI» MOXKET ObiTb BKNOYEHO B MPUMEHAEMYIO
METOAUKY BbINONHEHUA namepeHun. NoaTomy NCTUHHOE 3HaYeHNe MOXET 3aBUCETb OT KOHKPETHON METOAMKN BbINONHEHUA
N3MepeHun.

3.32 KOHTPONbHbLIN MaTepuan NpaBUNbHOCTU (trueness control material): CTaHaapTHLIN 0bpasel,
NPUMEHAEMbIN ANA OLLEHKN CMELLEHNA N3MEPEHNA B UBMEPUTENBHON CUCTEME.

3.33 npaBuUNbHOCTb U3MepeHUna (trueness of measurement): CteneHb 6NN30CTU CpeaHEro 3Ha4YeHus,
NONy4YeHHOro n3 DONbLLOW CEPUN PE3yNbTATOB N3MEPEHNN, K UCTUHHOMY 3H3YEHMUIO.

[TpumedaHune 1— OnpegeneHne, apantuposaHHoe n3 NCO 3534-1[1], nyHKT 3.12: «... pe3ynbraTthl TecTa n
MPUHATOE ONOPHOE 3HaYEHUE», KOTOPOE MOXKET ObITb TEOPETUYECKUM (MCTUHHBIM), NPUANCAHHBIM, MPUHATBLIM NYTEM KOH-
ceHcyca unn MetToa-3aBUCUMbIM 3HaYEHUEM.

MpnmMmedaHne 2— OTHOCUTENBLHO BbIpaXXeHUA «KUCTUHHOE 3Ha4YeHne» cM. 3.31, npumedaHune 2.

MpumedyaHne 33— NpaBUNbLHOCTU U3MEPEHUS HE MOXET ObITb MPUAAHO YNCNOBOE 3HaYEeHUe B TEPMUHAEX U3-
MepsAeMOon BENUYNHLI, a8 NULL NOPAAKOBOe (HanpumMep, A0CTaToOYHas, HeaoCTaTouHas).

MpumedvyaHune 4— CreneHbNpaBUNbHOCTU OObIYHO BbIPAXXaKT YUCNEHHO Yepes CTAaTUCTUYECKYIO Mepy «CMe-
LLIEHWEe», KOTOpoe 0OpaTHO MO OTHOLLEHUIO K NPaBUNBbHOCTU M NpeacTaBnsaeT cobor pasHULY Mexay OXKuaaeMbiMU pesynb-
TaTaMun U3MepeHust 1 UCTUHHbLIM 3HaYeHneM U3MepseMon BENNYUHDI.

3.34 HeonpeaeneHHOCTb U3MepeHua (uncertainty of measurement): MapameTp, CBA3AHHbIN C PE3Yib-
TAaTOM M3MEPEHUA, XapaKTepuayloLwwmin pacceaHue (pasbpoc) 3HaYeHnn, KoTopble MOryT BbiTb 06OCHOBaHHO
npMnNucaHbl namepseMon sennunHe ).

[IMCM, cTtaTtba 3.9]

MpumedvyaHue 1—BkayecTBe napamerpa MoXeT ObITb UCMONb30BAHO, HANPUMEP, CpeaHee KBaapaTudeckoe
OTKNOHEHWE NN KpaTHOE eMy, N NONoBUHA NHTEPBaNa ¢ 3aAaHHbIM YPOBHEM OBEPUTENBHON BEPOATHOCTW.

MpnmedaHne 2— KOMNOHEHTbI HeonpeaeneHHOCTU OLEHUBAKT 3KCNEPUMEHTANbHO U3 CTATUCTUYECKUX
pacnpeaeneHnn (Tun A) UnNn oUEHUBAIOT U3 AOMYCKAaeMON BEPOATHOCTN pacnpeaeneHnsi, OCHOBaAHHOW Ha 3KCNEepUMEHTE
nnn apyron nHpopmaumm (tun B) (cm. [4]). Bce KOMNOHEHTBI BbIpaXalT Kak CTaHAapTHbIE HeonpeaeneHHOCTU, KOTopble
o6beaAnHAIOT B OAHY NTOrOBYIO HEONPEAEeNeHHOCT.

3.35 Banupaumua (validation). loaTBepxaeHne Ha OCHOBE nNpeacTaBneHUa OOBLEKTUBHLIX CBUAE-
TeNbCTB TOro, YTO TPeboBaHUA, nNpeaAHa3Ha4YeHHble ANA KOHKPETHOro MCnonb3oBaHUAa UNU NPUMEHEHUS,
BbINONHEHbI ([5], NyHKT 3.8.5).

3.36 Bepudmkauma (verification): NoareepxaeHne Ha OCHOBE NpeacTaBneHns OOBEKTUBHbLIX CBUAE-
TENbCTB TOrO, YTO YCTAHOBNEHHbIE TPEOOBaHMA BbINONHEHbLI ([5], NYHKT 3.8.4).

3.37 paboumm atanoH [working (measurement) standard]: 3tanoH, 0ObIMHO NCNONBL3yeMbIN ANA Kanno-
POBKW (MOBEPKN) NN KOHTPONA MepP, CpeacTB N3mepeHUn nnm cTaHaapTHbIX 00pasLoB.

IMCM, cTtatba 6.7]

") HononHumensHas urHpopmayus codepxumess 8 FTOCT P UCO 17025—2006, nyHkm 5.4.6, [4], UCO 5725
[6]—[11].

6
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4 Llenoyka MeTPONOrM4eCKou npocnexxmBaeMoCcT U uepapxma KanmopoBKn

4.1 NMpuHuunol

4.1.1 lepen yctaHoBNEeHUEM LENOYKN METPONOIMYECKON MNPOCNEXNBaeMOCTU naMepaeman BenNnYnHa
OOMKHa ObITb ONpeaeneHa Co CCbINKOW Ha NpeanonaraeMoe Ncnonb3oBaHne pe3ynbTaTta aAna NpuHATUA Meaun-
LMHCKMX pelieHnn. OCHOBaHUAMW ANA STOro onpeaeneHna AoNXHbl ObITb cNeayoLne:

a) npepnonaraeMoe UCNOoNbL3OBaHUE B OTHOLLEHMN KOHKPETHOMO MEAULIMHCKOTO pelleHnsa [Hanpumep,
xopuoroHagoTtponuH (hCG) B nnasme Kak Mapkep onyxonu nnv npun ycTaHoBNEHNN N MOHNTOPUHre bepeMen-
HOCTU];

b) Guonorndeckaa cuctema (HanpuMmep, HenoBeyeckaa nnasma) n Kakon-nnbo onpeaeneHHbIN KOMMNO-
HEHT (HanpuUMep, NOH HATPUA) ONA XaPaKTEPUCTUKN BENUYUHDLI, KAK 3TO YCTAHOBNEHO COOTBETCTBYIOLLMMMU
MEXOYHapPOAHLIMU Hay4YHbIMW OpraHusaumamMmmn (Hanpumep, MexayHapoaHon depepaunmen KNUHUYECKOW
XUMUN U NabopPaTOPHON MeanLmHbl, MeXxayHapoaHbIM KOMUTETOM CTaHAaAPTU3aLMM B reMaTonornm) n/unn
NpPOnN3BOANTENEM;

C) poa BeENUYUHbLI (HANPUMEP, KOHLEHTPAaLUKUA KONMYEeCTBA BeLLECcTBa), onpeaeneHHbin [eHepanbHON
KOHpepeHumen no eecam n mepam ([ KBM), MexayHapoaHoun opradnsaumven no ctaHpaptmsaumm (MCO), Bee-
MMPHOW OpraHnsaumnen 3gpasooxpaHeHns (BO3), mexayHapoaAHbIMWU HAYYHBbIMUW OPraHn3aumnsaMm n/mnn npons-
BOOAUTENEM;

d) eanHuua namepeHuna (Hanpumep, MMonb/n) nnNn nHas, onpeaenedHas NKBM, BO3, mexayHapoaHbI-
MW HaY4YHbIMW OPraHmn3aumnamm n/nnm NPonN3BOANUTENEM.

4 1.2 Uenbio MeTponornyeckon nNpocneXmBaeMoCcTu aBnNaeTCca AOCTUWXKEHNE BO3MOXHOCTU BbipaXaTb
pe3ynbTaTbl, NONYyYeHHbIE C NOMOLLbIO KannbpoBaHHOW (aTTECTOBAHHOW) PYTUHHOW METOAUKN BbIMNONHEHUS
N3MepeHUn, B TEPMUHAX 3HAYEHNIN, NONYYEHHbIX Ha HauBbICLLEM AOCTYNMHOM YPOBHE nepapxmm KanndpoBKAN.
Llenb MeTponornyeckon NPOcCNeXXnBaeMoCcT A0MKHa ObITb YCTAHOBNEHA A0 Ha4Yana OKOHYaTENbHOro N3Mepe-
HMA N ONUCaHa nepapxnen KannbdbpoBKN, HNCXOAALLIEWN B NPOTUBOMONOXHOM HANPaBNEHNN, T. €. OT METPONOMN-
4eCKW BbICLLEro 3TanoHa Ao pe3ynbTaTta KOHeYHOro noTpebuntensa (CM. pUCYHOK 1).

4.1.3 Kaxabin ypoBeHb B nepapxum kanudposkn AomkeH ObiTb NpeacTaBneH MeTOANKON BbINONHEHNSA
N3IMEPEHNN NN ITANOHOM, MPUYEM NOcCNegHnN ABnAeTcAa U3MEePUTENbHOU CUCTEMOU MNU CTaHO3APTHbLIM
00pa3uoM, BbINONHAKLMM OYHKLMK KannbpaTopa.

4 1.4 [1aHHbIN 3TANOH N3MEPEHNSA C €ro NPUNNCAHHBLIM 3HA4YEHUEM AOMKEH CNYXNTb KAaNNMbPaToOpPOM 3Ta-
NOHAa cneayrouwero HU3LWero ypoBHSA Yepe3 MeETOAUKY BbINONHEHNA N3MePEHNN NN Yepe3 3aAaHHbIN MPOTOKON
nepeHoca.

[TpumeyaHune— Koraa kanndbposoqHas PyHKLUA OCHOBaHa Bonee YeM Ha 0AHOM KanubpaTope, Takue kanmob-
paTopbl MOTYT ObITb PasNUYHbIMK MO MPOUCXOXKAEHNIO UNN ObITb NPUroTOBNEHbLI N3 OAHOMO 3TANOHA, HaNpUMep NyTem pas-
DaBneHus.

4.1.5 3HayeHue, NPUNUCaHHOE 3TANOHY N3MEPEHUN HA AAHHOM YPOBHE, AOMKHO COMPOBOXAATbCA
HeonpeneneHHOCTbIO N3MEPEHNS, KOTOPaa AOMKHA BKNOYaTb B cebA Bce nocnenoBaTenbHbIE HEONPENENEH-
HOCTWN 3TANOHOB N METOAWK BbIMONHEHUA N3MEPEHNN BCEX BbICLLMX YPOBHEN MEPAPXMN KAaNNOPOBKN.

[1pnmMmedaHne— MN3bpaHHaa xapakTepncTuka HeonpeaeneHHOCTN AoMKHA NpeanoyYTUTENLHO ObITh OLEeHeEHa B
COOTBETCTBUM C «PYKOBOACTBOM MO BblpaXXeHUKD HeonpeaeneHHOCTU namepeHnuns» [4] (cMm. pasaen 6).

4.1.6 [Ina obecnevyeHna NoATBEPXKAEHMNA LENOYKU METPONOrM4yeckon NpocneXXnBaeMocT BENNYNHA
OOMKHA ObITb OAHON N TOW XX€ Ha BCEX YPOBHAX. AHAaNUTHU4ecKasa cneumndpuniHoOCTb ONUCaHHOW PYTUHHOWN METO-
OVKN N pedepeHTHON METOANKU BbINONHEHNA U3MEPEHNN METPONOrM4eckn bonee BbICOKOro YPOBHSA, a TakkKe
CTabMNBbHOCTL N KOMMYTabeNbHOCTbL KanndpaTopoB A0MNXKHbI ObITb N3BECTHLI UNKU N3ydeHbl. O0LWKN NTOr A0N-
XeH ObITb ONNCaH B TEXHUYECKOW AOKYMEHTALNN NPON3BOANTENS.

4.1.7 OTBETCTBEHHOCTb NPOMN3BOANTENS 38 ONUCAHNE LIENOYKN METPONOrMYECKON NPOCNEXNBAEMOCTH
NOMKHA HAYMHATbCA CO 3HaYeHNA KanmbpaTopa, N3roToOBNEHHOTO NPON3BOANTENEM, U 3aKAHUYNBATLCA Ha 3Ta-
NoHe MeTponorndyeckn 6onee BbICOKOrO YPOBHSA, NCMONb30BAaHHOM npou3sBoauteneM. HeonpeaneneHHOCTb
3TOro 3TANOHa AOMKHA BKNIOYaTh B cebs HeonpeaeneHHOCTN BCEX NpeablayLLInX YPOBHEN.

4.2 CTpyxTypa M HOMEHKNaTypa

4.2.1 TToCKONbKY CTPYKTYpPa COBPEMEHHON LIENOYKN METPONOIMYECKON NPOCNEXNBAEMOCTN 3aBUCUT OT
METPONOrMYECKNX BO3MOXHOCTEN, NOOOE ONNCAHNE INEMEHTOB LIENOYKN AOMKHO BKNIOYATL B ceba (MnNun CCbl-
NaTbCA HA) onpeaeneHna TEPMUHOB N NOATBERPKAEHNE METPONOMNMYECKUX CBONCTB U3MEPUTENDBHbLIX CUCTEM Y
NCNONb3yeMbIX CTAHAAPTHLIX 0OPas3LOB.
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MpumevaHune 1— PaablatanoHos, onpeaeneHHbiXx B MCM, ocHOBaHbl HA HEOHXOANMOCTU nepapxmm kanmd-
POBKU ANS (PU3NYECKNX BENUYUH, TAKUX KaK ANUHA, BPpEMA, TEMNEPAaTYpa, AaBNEHNE, Pa3HOCTb 3NEKTPUYECKUX NOTEHLUMa-
nos, o6bem n adcopdbLUns, N BKNIOYAKOT B Ced1:

- NepBUYHbIN 3TANOH,
- BTOPWYHBbIN 3TANOH,
- OMOPHbIN ITANOH,
- pado4nin aTanoH.

[MTpumMmedvyaHune 2—[nanpaktnyecknx uenen — ocobeHHo AnNAa Benu4nH B XMMUN — CNeayeT yunuTbiBaTb pas-
nnyne Mexay anemMeHTaMmn nepapxmn KanmbpoBKN, KOTOPble ABNAKTCA U3MEPUTENBHBLIMW CUCTEMaMN, ONUCLIBAEMbIMN U
ONepUPYLLNMN COOTBETCTBEHHO METOAUKE BbINONHEHNA N3MEePEeHUn, 1 TEMU aNeMeHTaMUn, KOTopble NCNONb3YITCA AN
KannbpoBKN N3MepUTENbHbIX cUcTeM. MNocnegHUin TUN 3NEMEHTOB Nepapxmn KanmbpoBKN Ha3bliBaeTCcA KanndpoBOYHbLIM
MaTepuanom nnu kanndpatopom. MNpn namepeHmnn BenMUnH B XMMUN NOHATUE «CTaHAapTHLIN obpa3eLl» BKNKYaeT B ceb
KannbpoBOYHbLIN MaTepuan n KOHTPONbHLIN MaTepnan NPaBUNBHOCTH.

4.2.2 B paHHOWN nepapxun KannbpoBkKn, NpeactaBnaloLlen MeTPonorM4ecKkyo NPocneXxXmnBaeMocTb A0
eanHuy, CA, A0MKHbI ObITb UAEHTNNLUNPOBaHLI cneayloLwmne NOHATUA, COOTBETCTBEHHO (CM. PUCYHOK 1, 3 Tak-
xed.2.3n4.2.4):

a) EanHnua namepeHna MexayHapogHon cuctembl eanHnL, (C) Kak OCHOBHas, Tak M NPon3BoaHas, ao
KOTOPOW NpeanovTUTENLHO AOMKHA ObIThb OCYLLECTBNEHa METPONOrM4yecKkas npocneXxnsaemMocTb, Hanpumep
MOSb, KUAOrPaMM, MOSb Ha KyGUYecKMin MeTp (= MUNNUMONb Ha NTP), rPamMM Ha kunorpamm (=1073).

b) MepBnuHana pedepeHTHaA MeETOAMKA BbINONHEHNA U3MEPEHWIA AOMKHA OblTb OCHOBaHAa Ha NPUHLMNE
NaMepeHnsa, ABNAILLIEMCA aHaNMTUYeCcKn cneunduniHbIM, METPONOrNMYECKN NpocnexeHa Ao eamHuubl CU be3
CCbINTKM Ha KanmnbpaTop TOW e BENUYNHbI U JOMKHA MMETb HaUMEHbLLYIO HeonpeaeneHHOCTb N3MEPEHNS.

[MTpumevaHne 1— MexayHapoaHbln komuteT BecoB 1 mep; MKBM (International Committee on Weights and
Measures; BIPM) B 1994 r. ob6pasosan KoHcyneTaTuBHLIN KOMUTET NO KonudecTBy BellecTBa; KKKB (Consultative Councll
on Amount of Substance; CCQM ), KoTopbin BpeMEHHO nAeHTUMULMPOBaN BO3MOXHbIE NPUHLUUMALI U3MEPEHNA ANA nep-
BUYHbIX pedhepeHTHbIX METOAUK BbINONHEHUA U3MEPEHNIN: MACC-CNEKTPOMETPUSA C U30TOMHLIM pasbaBneHnemM, KynoHOMeT-
PUA, rpaBUMETPUA, TUTPUMETPUA, KPMOMETPUSA (ANa onpeaeneHns OCMONANLHOCTH).

MpumedvyaHune 2—ITllepBnyHasa pedepeHTHaa MeTOANKA BbIMONHEHNSA n3mMepeHUn obBbIMHO 0a0DpeHa Mexay-
HapoAHbIM UNU HAUWOHaNbHbIM METPONOMMYECKUM MHCTUTYTOM UNN MeXayHapoaAHON Hay4yHON opraHusaunen. 1amepeHuns
npeanoYTUTENLHO AOMKHBLI ObITh BLINONHEHLI METPONOrMYECKUM NHCTUTYTOM MNKU NadopaTtopmen, akkpeanTOBaHHON NPU-
3HaHHbIM aKKpeauTYILWUM OpPraHoOM B Ka4vecTBe KannbpoBoYHOM nadopatopmn ANs TaKkon METOAUKN BbIMONHEHUSA N3Me-
PEHUN.

NMpunmedyaHune 33— MoxeTcylwecTsoBaTb Oonee Yyem oaHa nepBuYHas pedepeHTHas MeToamMKa BbINONHEHWUS
N3MepeHUin B JaHHOe BpeMs ANS NpUNUCbIBaHUSA 3HAYEHUI BENWYMH AAHHOMY BMAY NepBUYHBIX KannbpaTopos. (3Hadve-
HWUA, NONy4YeHHble ABYMSA TaKMMW METOAUKaMM AN AaHHON U3MepSAeMON BENUYUHBI, He JOMKHbI CYLLIECTBEHHO pasnnyaTb-
CSA B Npeaenax yCTaHOBNEeHHOW HeonpeaeneHHoCTU U NPU YCTaHOBNEHHOM YPOBHE AOBEPUTENBHOW BEPOATHOCTN. )

c) lNepBn4YHbIN KANMDPATOP ABNAETCA BOCNPOU3BEAEHMEM (MaTeprannsaunen) eanHnLbl N3MEPEHNAa C
HauMeHbLLEeNn AOCTUXKNMON HeonpeaeneHHOCTbIO naMepeHUs. [NepBnyHbIN KAaNUOPATOP AOMKEH UMETL 3Ha4Ye-
HMe, NPUNUCaHHOEe NN HENOCPEACTBEHHO C MOMOLLLID NEPBUYHOUN pedepPeHTHON METOAUKU BbINONHEHUSA
N3MepPEHNN, NN KOCBEHHO NyTeM onpeaeneHmna cTeneHn YNCTOTbl MaTepuana CoOOTBETCTBYIOLLMM aHanNnUTKU-
4eCKMM METOAOM.

[lepBUYHLIN KANNMDOPATOP — 3TO MaTepnan, 0ObIYHO BbICOKOOUYNLLEHHLIN U COAEPXaLWMN TOHHO onpeae-
NeHHbIN PUNKO-XUMUYECKUMN MEeTOAaMN aHanNUT, N3y4eHHbIN Ha CTabMNbLHOCTb, LEeNOCTHOCTL COCTaBa U
CONPOBOXA3EMbIN CEPTUPUKATOM [aTTECTOBAHHLIW CTAHA3PTHLIN 0Dpa3eL).

MpnmedaHne 4 — Ceptndumkaumns nepBu4HOro kannbpartopa odbIHHO ocyllecTBnaeTca nabopatopmuamm, ob-
naaanLwLnMmM HaUBbLICLLMMN METPONOMMYECKUMU BO3MOXHOCTAMMN, TAKUMU KaK MeXayHapoaHble NNU HauNOHanbHbIE MET-
ponorn4yeckne UHCTUTYTHI.

d) BtopunyHasa pedepeHTHaa METOANKA BbINONHEHUA U3MEPEHNN AOMKHAE ONUCLIBATb U3MEPUTENBHYIO
CUCTEMY, KOTOpas KannbpoBaHa OAHMM NN HECKONbKUMW NEPBUYHbLIMM KannbpaTtopamm.

MpumevyaHune 5—BropuuHasa pedepeHTHas METOAMKE BbINONHEHUA U3MEepPEHUn MOXeT ObITb YCTAaHOBNEHA
HaAUWOHANbHLIM METPONOMMYECKUM UHCTUTYTOM UNKn nadopatopuen pedepeHTHbIX U3MEPEHUN, akKKpeaAUTOBAHHOM ANS
3TON npoLeaypbl U3MepeHUin NPU3HAHHBIM aKKPEeAUTYIOLLUM OPraHOM.

MpumevyaHne 6— BropuyHasa pedepeHTHass MeTOAMKA BbINONHEHUSI U3MepeHnin MoXeT ObiTb OCHOBaHa Ha
NpUHLMNE U3MEPEHNS, OTNNYAKLLEMCS OT NPUHLMNA NEPBUYHON METOANKM.
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e) BTopu4HbIN KaNnMOpaTop AOIKEH UMETb 3HAYEHME, NPUNNCAHHOE C MOMOLLbI OAHON NN HECKOMNbKMX
BTOPUYHbIX peepeHTHbIX METOANK BbIMONHEHUSA N3MEPEHNIN U OObIYHO AOMKEH UMETL CEPTUMKAT.

[TpunmevaHne 7—BTopuiHbin KanubpaTop 0ObIMHO NepeaaeT eaAnHULY U3MEPEHNA N3 HaLMOHaNBHOro MeT-
PONOrMYeCcKoro NHCTUTYTa B akKKpeaAUTOBaHHbIE KanndbpoBoYHbIE NabopaTopnn 1 LEHTPLI KanbBpoBKK y Npon3BoaNTENEN.

[TpumevaHne 8—BTOpniHbIN KaNMBPaTOP MOXET ObITb, HANPUMep, MaTepuanomMm ¢ MaTpuuen, HanoMUHar-
len matpuly Npob YenoBeveckoro NPOUCXoXKAEHUA, KOTOpble ACMKHbI ObITb NU3MEPEHBLI PYTUHHBIMW METOANKaAMW BbIMON-
HEHNSA U3MEPEHNIN KOHEYHbIX NOTpebutenen.

f) N3bpaHHasa nponssoagnTenemM MeToAMKa BbiNONHEHNA N3MEPEHNN AOMXKHA onpeaenaTb U3MePUTENb-
HYIO CUCTEMY, KOTOPaa KannbpoBaHa 0AHUM UNWN HECKONBbKUMW NEPBUYHLIMW NNWU BTOPUYHBIMWU AOCTYMNHLIMW
KannbpaTtopamu.

[TpumevaHune 9— N3bpaHHasa nponssogutenem MeToamka BoINONHEHNA U3MepPEeHNIN MOXET ObiTb BTOPUYHON
pedepeHTHON METOANKON BbINONHEHNA N3MepeHN [CM. 4.2.2, nepedncneHue d)].

g) Pabounn kanmbpaTtop npom3BoanTena AOMKEH UMETb 3Ha4YeHne, NPUNUCaAHHOE C MOMOLLILIO OOHOWN
NN HECKONbKNX METOANK BbINONHEHNSA U3MePEHUN, BbIOpaHHbIX NPON3BoanTeENeM. ITOT KanNnMbpaTop NHoraa
Ha3bIBAKOT «BHYTPEHHUM KannbpaTopom nponssoantensa». KoMmytabenbHOCTL KannbpoBOYHOro MaTtepmana
NOMKHA ObITb NPOAEMOHCTPUPOBAHA KaK B OTHOLLEHUN METOANKN BbINONHEHNA N3MEPEHNW, BbIDPAHHON NPON3-
BOANTENEM, TaK U B OTHOLLEHUN METOANKN, KOTOPAA AOMKHA ObITb KAaNMOPOBAaHAa (aTTECTOBAHA).

MpumevaHnune 10— Pabounn kannbpatop nponssoanTens MoxXeT ObiTb, HAaNpUMep, MaTepuanomMm ¢ MaTpu-
Ller, HanoMUHaKLLIen NPoObl YHeNOBEYECKOro NPOUCXOXKAEHUSA, KOTOPbIE AOMKHbI ObiTh N3MEpPEHbl PYTUHHLIMU METOANKAMMN
BbIMONHEHUSA U3MEPEHUIN KOHEYHbIX NoTpeduTenen.

h) YcTtaHoBNeHHaa npon3BoaAnTENEM METOAUKA BbINONHEHNA N3MEPEHNN AOMXKHA onpeaenaTe METOOM-
KY BbINONHEHNA U3MEPEHUN, NPEANNCLIBAIOLLYIO KanndpoBKY OQHUM NN HECKONLKMMU paboyinMMmn KanmbpaTo-
paMn Npomn3BoaMTeENa UNU Kannbpartopammn 6onee BbICOKUX YPOBHEWN, N AOMKHA UMETH NOATBEPXKAEHHYIO
aHanuTU4eckyto cneuncpouyHOCTb.

[MTpunmedaHune 11— YcTaHoBNEHHasA Npon3BoanUTENeM METOANKA BbINONHEHNSA U3MEPEHNIN MOXKET ObITb OCHO-
BaHa Ha TOM e npuHUUne n MetToae U3MepeHns, YTo N pyTUHHas MeToauka BbINONHEHNA U3MepeHUn, OAHAKO AOMKHA
MMETb MeHbLUYKD HeonpeaeneHHOCTb N3MepeHna, obycnoBnNeHHY HONLLWIMM YUCNOM NOBTOPHLIX N3MepeHun nnn bonee
CTPOron CUCTEMOUN KOHTPONS.

i) Kannbpartop, narotoBnseMbii Npon3BoaUTeENEM, AOMKEH UMETb 3HaYeHNe, NPUNNCAHHOE B COOTBET-
CTBUWN C YCTAHOBNEHHOMN NPOU3BOANTENEM METOANKON BbINMONHEHNS U3MEPEHMN, N AOMKEH ObITb NpeaHa3Ha-
YeH Ans KanmbpoBKM (aTTecTaunmn) PyTUHHOM METOAMKWN BbINMONMHEHNA U3MEPEHMN KOHEYHbIX NOTpebunTenen.

[MpumevaHune 12— Kanubpatop, N3roToBNeHHLIN NPomM3BoagNTENEM, MOXKET ObITb MaTepuanom ¢ MaTpulen,
HanoMuHarLwen Npodbl YeNoBEYECKOro NPOUCXOXKAEHNA, KOTOPble ACMKHbI ObITb NU3MEPEHbI PYTUHHBLIMW METOANKAMMN Bbl-
MNONHEHUA N3MEPEHNN KOHEYHbIX NOTpebuTenen.

]} PyTnHHaa mMeToauka BbiNONHEHNA N3MePEHUN KOHEYHOro NoTpebuntena onucbiBaeT USMEPUTENBHYIO
CUCTEMY, HACTO NOCTaBNEHHYIO NPOon3BoanTeNeM, KanndbpoBaHHYIO OAHUM NN HECKONBLKMMU KannbpaTtopamun
NpPoAYyKTa Npon3soanTens.
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KanubpoBka

MaTepuan \ MeToavka BHegpeHue u.y)
e

[1lpynucbiBaHn
3HaJYeHuUs

a) OnpeneneHue
eanHuubl CA, aaHHoe
[KBM (CGPM)

b) MepeuyHas pedepeHTHan MBBM, HMA®, AITPA®
; METOMKa BbINOHEHMUS
¢) MepBNYHLIN

3MepeHuy a
kanubpatop AmMepEHaY MBBM, HMU

d) BropuyHas pedepeHTHan
METOAMUKA BbIMONMHEHWUS

N3MEpPEHUN HMW, AINPWU

e) BTOpUIHbIA
KanuﬁpaTopb

HMW, AITPA, JTT'

f) BoibpaHHasa nponssogauTeENnem

METOAMKa BbINONMHEHUS
namepeHuu nn

g) Pabounin kannbpatop

b I
NPON3BOANTENA h) YcTaHoBneHHasi Npou3BoaUTENEM
MEeTOANKA BbINOJIHeHWUA
. N3MepeHun
i) Kanu6parop, P I
M3rOTOBNEHHbIN
nponaao,qmenemb
I
j) PyTuHHas meToanka [MpoussoauTens
BbIMONMHEHUS1 U3MEPEeHUIA U/ UNU KOHEHbIN
KOHeYHOro noTpedurens notpebutens
PyTuHHaA npoba KOHEUHBIIA
notpeburtens
PE3YIbTAT KoHeuYHbIA
notpeburtens

® TMpu yTBEPKASHUN MEXAYHAPOAHLIMU HaYYHBIMW/MEANLMHCKUMW OpraHu3aumsaMmn, Hanpumep MexayHapoaHom
dhenepaunen KNIMHNYECKON XUMUN U NabopaTopHOU MeanLnHbl, BceMMpHON opraHusaumnen 3apaBooxXpaHeHuns.

b K&lﬂVI6p8T0p MOXeT ObITb MaTEPHUANOM C ManMLLeﬁ, HanoMmnHarLeN np06bl HenoBE4HECKOIo NpoONCXoxXAeHWA, KO-
TOPbIE AOJTXHDbI ObITb naMmepeHbl pytTmHHbIMK METOAUKAMWU BbINONHEHUA M3M€peHMﬁ KOHEYHbIX I'IOTpG6MT8]'IGI71.

CokpaweHusa: APV — akkpeantoBaHHaa nabopatopusa pedepeHTHbIX n3amepeHnn (Hesasncumasa nadbopatopus
nnn nabopatopusa npounssogutens); MBBM — MexayHapoaHoe Otopo Becos u mep (International Bureau on Weights and
Measures; BIPM); TKBM — NeHepanbHaa koHdpepeHuua secoB U mep (General Conference on Weights and Measures,
CGPM); NN — natopaTopusa nponssoantens; HMA — HaunoHanbHbIN METPONOrMYeCcKNN MUHCTUTYT.

Obo3HaveHune U, (0Cb y) YCTaHOBNEHO ANs CYMMapHOWN CTaHAapTHON HeonpeaeneHHOCTN 3MePEHNS.

[[OpM3OHTanNbHbIE YEPTOUKK, pacnonoXXeHHble cnpasa noa 0bo3HaveHnem U, (oCb y), He 0bpasytoT LWKany.

OnpeaeneHns NoHATU NpuBeaeHbl B 4.2.2, nepeyncneHnsiX oT a) Ao j) COOTBETCTBEHHO.

OTBETCTBEHHOCTL MPOMN3BOANTENA 338 METPONOrMYECKYI NPOCNEXNBAEMOCTb ACMKHA HAYNHATLCA C NPUNNCAHHOIO
3HAYEeHUA ANA U3roToBNAEMOro Kanmbpartopa n 3akaH4nBaTbCH HA BTOPUYHOM KannbpaTtope nnn BTOPUYHON pedepeHT-
HOW MeToAuKe BbINONHEHUA U3MEPEHNIA B CNy4YaaX, KOTopble MOrYT UMeTb MecTo. (TocneaHnin cermMeHT orpaHnyeH ropu-
30HTaNbHLIMU NPEPBLIBUCTLIMWN NMMHUAMW. ) [Tpon3BOANTENDL ACIMKEH TaKXe OTBeYaTb 338 NHCTPYKLMKO MO NPUMEHEHNID.

MeTponorn4yeckasa npocneXXmBaemMocCTb 3Ha4YEHUA, NPUNUCAHHOIMo KOHTPONBHOMY MaTepuany NnpasUNbHOCTH, AONXK-

Ha UCNONb30BaTb NepPapXnUKo KanMOPOBKN, NOKa3aHHYIO B COOTBETCTBUN C NepevYnCneHneM i) Kak «k KOHTPONbHbLIN MaTepuan
NPaBUNbHOCTU, N3rOTOBNEHHbLIN NPOU3BOANTENEMY.

PucyHok 1 — OKcTeHCUBHas nepapxus KannbpoBKU U METPONOrMyeckas NpocneXnsaemocTs Ao eanHny, CIA
(cM. 4.2.2)
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MpnmevyaHune 1— B 3aBUCUMOCTU OT AOCTYNHOCTU METOAUK BLIMONHEHUA N3MEpPEHUN U KaNnBpaTopOoB Lenb
METPONOrM4YeCcKon NPOCNeXNBaEMOCTN MOXKET 3aKaHUMBATLCA Ha NDOOM ypOBHE BBEPX OT PYTUHHON METOAUKN BbINONHE-
HUA U3MEpPEHUN (j)) KOHEUHOro NoTpeduTens.

[MpumedaHune 2— KoraaHe A0CTYNHbI HXN NEPBUYHBIN, HN BTOPUYHbLIN KanubpaTopbl, KanndpaTopom BbICLLE-
ro METPONOrMYEeCKOro ypoBHA NpeanoYTUTENBHO AOMKEH ObITb MeXAYHapPOoAHO NPU3HaHHLIN KanubpaTop.

[TpumedvyaHune 33— KoraaHe cywecTByeT HXN NepBUYHON, HU BTOPUYHOW pedepeHTHON METOANKWN BbIMONHEHNS
N3MmepeHnin, MeToamkon Honee BLICOKOro YPOBHS NPpeanouTUTENBHO ACMKHA BbITh MeXXayHapoaHO NPU3HaHHaA pedepeHT-
Has MeToauka BbINONHEHNA N3MepeHUn.

[TpuMmevyaHUne 4 — JKCTEHCUBHAA nepapxmsa Kanndbposkn MOXET ObITb YKOPOYEHHON COOTBETCTBEHHO, HO BCE
Xe NpeaocTaBNATb METPONOrMYECKY0 NpocnexxmnBaemMocTb A0 eanHnLbl CU, onyckasa aake HeCKONbKO NocneaoBaTenbHbIX
YPOBHEN, 3a UCKINKDYEHNEM YKa3aHHbIX B NepedvncneHnsax a), b) ni).

4.2.3 Korpa napbl nocnenoBaTenbHbIX YPOBHEN (Kanubpatop n Metoamka unm HaobopoT) uepapxmn
KannbpoBKKN NPOoNYLLEHb!, HeonpeaeneHHOCTb MOXET ObiTb YMEHbLUEHA. B npuHuMne, aneMeHTbl N3 4.2.2, nepe-
4yucneHusa a),b), i) cneayeT paccMaTpmBaThb Kak HeObXoanMble, eCnn ANa 3Ha4eHUA, NPUNUCAHHOIO KannopaTopy,
N3roTOBNEHHOMY NPON3BOANTENEM, NpeabaBNeHa MeTPoONorMyecKkasa NpocneXxmBaeMocTb A0 eanHnLbl CU.

4.2.4 KoraaBepXxHUX YPOBHEN nepapxmm KannbpoBKN, ONNCAHHbLIXB4.2.2, He CyLlecTBYeT, A0OMNXHA ObITb
YCTaHOBMNEHA CCbINKa Ha MeTOAUKY BbINONHEHUA U3MEPEHNN NN KaNMOPOBOYHLIN MaTepnan MeTPONOrMYeCcKn
Oonee BbICOKOro YPOBHA (CM. 5.3—5.6). B HEKOTOPbLIX CNy4aax 3TO MOXeT ObITb paboynn kKannbpaTop NPON3BO-
auntena [cM. 4.2.2, nepevncneHne g)] nnn yctTaHoBNEHHaA NPOMU3BOAUTENEM METOAUKA BbINONMHEHNA n3Mepe-
HUN [CM. 4.2.2, nepeuncneHue h}l.

4.2.5 Vcxona us TepMUHOB ANa KannbpaTtopa, npmBeaeHHbIX B 4.2.2, nepedncneHnsa c), €), g) ni), ans
O03HHOro KanudbpaTopa AoMKHA ObITh NpeAcTaBneHa cneaywaa NHPOPMaLUA:

a) NpusHaHue (Hanpumep, MeXayHapoaHoe, PpermoHanbHoe, HauMOHaNbLHOE);

b) BbINycTMBLIAA KanuBpaTop opraHn3auus (Hanpumep, WHO, BCR, IRMM, NIST)1);

C) cepTndukar (cepTUPULMpPOBaH, HE CEPTUPNLNPOBAH);

d) npoucxoxpeHne (Hanpumep, HeopraHN4eckoe, YenoBeveckoe UNn XNBOTHOE, PacTUTENbHOE UMK
MUKPOOHOE );

€) U3roToBneHue (Hanpumep, CUHTEeTNYECKOE, HaTypanbHOE, PEKOMOUHAHTHOE);

f} monekynapHasa oopma (popMbl) nu cypporat aHanuta (Hanpumep, ctepnyieckumn naomep ansa aMmmuHo-
KNWCNOTbI UNN rMMUuepuH AnNa 3npoB rMULEpUHa);

g) maTtpuua (Hanpumep, 3abydepeHHbIN PpacTBOpP Obl4bero anbbymMmnHa);

h) arperaTtHoe COCTOsiHUE [(COCTOAHNSA) a3, XKNAKOCTb, TBEPAOE BELLECTBO];

1) dpa3za (pasbl) (pacTBOp, B3BECH, NMOPUNNU3NPOBAHHOE COCTOAHUE);

]} NpeanonaraeMoe Ncnonb3oBaHne.

4.2.6 [AnansmepaeMomn BenNnUYnHbl, He UMeoLLEN 3HAYEHUN, METPONONMYECKU MPOCNEXEHHbLIX 0 €ANHN-
Lbl CU, MOXeT He cylwecTBOBaTb NEPBUHHON pedrepPeEHTHOW METOANKU BbINONHEHUA U3MEPEHNN NN NEPBUHHO-
ro kanubpartopa. B 3TOM cnyyae MeTOAMKON WMNM KAaNnMOPaTOpPOM BbICLLEro YPOBHA AOMKHbl OblTb
MeXaYHapoaHO NPU3HaHHaA pedepeHTHaa MeETOANKAE BbINONHEHNA N3MepeHnn (CM. 3.12) nnnu MexayHapoaHo
NPU3HAHHLIN KannMbpoBOYHbIN MaTepuan (cM. 3.11), yTBep)XAeHHble MeXAYHapPOOHbIM MEeTPONOrMyYeCKUM
OpPraHoOM NN MeXxayHapoaHOW Hay4YHOW opraHusaumen. Mix BHeapeHne A0NXXHO ObITe NPOBEAEHO METPOMNOMN-
4EeCKUMWN NHCTUTYTaMKM UNU aKKpeaNTOBaHHbIMU NabopaTopmaMmn pedpepeHTHbLIX U3MepPEeHNN, OCYLLIECTBNAIO-
LLIUMW METPONOMMYECKYI0 NPOCNEXNBAEMOCTE A0 BO3MOXHOIO MEXAYHaPOAHOro YPOBHA.

[MpunmedaHune 1— PasnuyHble NPOTOKONbI NepeHoca KannbpoBkn npuseaeHsl B 5.3—5.5.

[MTpunmedaHdune 2— MexayHapoaHoe cornawleHne no TakuMm cuctemam pedepeHTHbIX N3MePEHNn, He NMELD-
LLIMM METPONOrMYECKoN npocnexmnsaemMmoctTn Ao eanHuy, CH, Heobxoamumo Ansa Toro, 4Todbl n3dexaTb NONOXKEHUSA, MPU KO-
TOPOM pPasnU4YHble PermMoHanbHble UNU HaLMOHanNbHbIE CUCTEMBbI pedepPeHTHBIX U3MEPEHUN, MMeEDLLINE pasnnYarLLnecs
Lennu MeTPONOrMYecKkon NpocNeXXMBaemMoCcT, MOryT AaBaTh pasnuyaromecs pesynestaThl Ha npobax nauneHToB, TeM ca-
MbIM HapyLLas COOTBETCTBME BO BPpEMEHU U NPOCTPaHCTBeE.

[MpunmedvyaHune 33— IKCNePTHLIN KOMUTET No Buonorndveckon ctanaaptTusauun BO3 (BKBC) ycTaHoBUN Mex-
ayHapoaHble Buonornyeckne CtaHaapTHble obpasubl, HasblBaemMble «MexayHapoaHbIMU cTaHaaptamu (I1S)» (nepBoHa-
YanbHO — «MeXayHapoaHble pedepeHTHble npenapathl, IRP»), aAna npumeHeHna ¢ duonpoleaypaMmm 1 MMMyHoMNpoLie-
aypamu (cm. [12]). Ona nepeon NapTUM Takoro matepuana «MexayHapoaHas eanHuua» onpeaeneHa Kak Npon3BonbHoe
3afaHHOEe KONMYeCTBO MaTepuana, oxapakTepusoBaHHOe ero 3agaHHon duonorndeckon akTMBHOCTLKD. lNocneayrowme

" WHO (World Health Organization) — BO3 (BcemupHasa opraHusauna sgpasooxpaHeHuns); BCR (Community
Bureau of Reference) — bropo sTanoHoB Coobuwectea (EBponencknin Cotos); IRMM (Institute of Reference Materials and
Measurements) — VIHCTUTYT pedrepeHTHLIX MaTepuanos n namepennin (Esponencknn Coto3); NIST (National Institute of
Standards and Technology) — HaumnoHanbHbIN MIHCTUTYT CTaHAApPTOB U TexHonoruin (CLUA).
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napTUM KaNnMOPYTCA NyTEM COrnacoBaHHbIX MexXnadopaTopHbIX U3MEepPEHNN NO OTHOLLEHUIO K NpeablaywemMy maTepuany.
[TapTnn mexxayHapoAaHbIX CTaHAAPTOB (3TanNOHOB) B UX pAay 0603HavarTes 3Hakamn «1-1n 1S», «2-n 1S» n T. a. Npunncak-
HOe 3HaYeHne Takoro cTaHaapTHoOro obpasua, gaxke eCnun 3TO BLICOKOUUCTOE BELLECTBO, CBA3AHO ¢ NpeanncaHHon B1ono-
rM4yecKkon MeToanKON BbINONHEHUA U3MepeHnn 6e3 MeTponornvyeckon npocnexmnesaemoctn Ao eanHul CU. Nostomy Takon
MaTepuan He MOXeT Ha3biBaTbCA NEePBUYHBIM CTaHAAPTHLIM 0Bpa3uUoM (CM. 3.24).

[TpnmedyaHune 4 — MexayHapoaHO NPU3HAHHLIM KanUOPOBOYHLIN MaTepuan (Hanpumep, MexayHapoaHbIA
ctaHpapT BO3) moxeT 6bITb NCNONB30BaH Kak KanndpaTop TONLKO B TOM cnydae, ecnu matepuman 6bin paspabdoTaH Ha OCHO-
BE YETKO onpeaeneHHOoN BenninHbl, CBA3aHHOW ¢ npeanonaraeMbiM KNMHNYECKUM NPpUMEHEeHneM, N eCnNn NpUnNUcaHHoe 3Ha-
YeHne maTepuana MMeeT HeonpeaeneHHOCTb, NPUeMNEMyYIO AnNa KanudpoBKU PYTUHHLIX U3MEPUTENBbHLIX CUCTEM. HeKoTo-
pble MeXayHapoaHble cTaHaapThl BO3 6binn nepBoHavanbHO NpeaHa3HaYveHbl CNYXUTb KannbpaTtopamn ans npoueayp
namepeHnsa in vivo, 0OCHOBaHHbIX Ha DMONOrM4yeckon akTUBHOCTU (OCODEHHO ANs TepaneBTUYeCckux Lenen). icnono3oBaHue
Taknx maTepunanos Ansa KanubpoBkn UMMYyHoNpoLeayp U3MepeHnn in vitro MOXET Bbi3BaTb Cepbe3Hble Npobnembl (CM. 4.3).

MpumedyaHune 5— MeToanka BbINONHEHUS U3MEPEHNIA, pe3yNbTaTbl KOTOPbIX METPONOrMYECKN He NPOCNEXN-
BaloTcA A0 eanHuL, C, MoXeT npeabaBnaTh TpeboBaHMA K 000pyaAOBaHUIO, AN KOTOPOro HeOOX0AMMO Takoe NPOCNeXu-
BaHMe, HanpumMep npu onpeaeneHnn obbema, BpeMeHu, Macchbl, AaBNEHUS.

4.3 TpeboBaHUA K YCTaHOBNEHUIO METPONMOrM4YeCcKON NPOCNeXNBaeMoOCTH

4.3.1 llpn yctTaHOBNEHMN METPONOINMYECKOU NPOCNEXNBAEMOCTN AOMKHbLI ObITb YYTEHbI CneaylLwme
BO3MOXHbl€ OLLUNOKMN:

a) HeypooBnetBopunTenbHOE onpeaeneHme aHanuta B nNpobax 4enoBeyveckoro NPOUCXoXaeHus.

b) TexHnyeckme Nnpodbnembl NpU peann3aumn eanHNLLbI KONUYEeCTBa BELLECTBA — MONS — KaK yNbTpa-
4YUCTOro MaTepunana AaHHOro XMMNYeCcKoro coeanHeHus (CM. Takke 4.2.6, npnmevaHune 2).

C) HeoaQHOPOAHOCTL (reTeporeHHOCTb) aHanuTa B Kannopartope (M30opMbl, NPON3BOAHLIE), 3aTPYAHA-
loLWana ero PU3nKo-XxuMn4ecKoe onmcaHmne, HanpuMep B cny4vyae pepmMeHToB, aHTUTEN, MUKONPOTEUHOB.

d) MeToaukun BLINONHEHUA U3MEPEHUN, UMEIDOLLNE PA3NNYHYIO cneundUYHOCTL N N3bNpaTenbLHOCTL B
OTHOLLEHUM aHaNUTa B AaHHOM KannobpaTope.

MpumevyaHune 1— 3JTanpobnema kacaercs psaa METOAUK BbIMONHEHNS N3MEPEHUIA B IAHHON nepapxmmn Ka-
NMOPOBKW, BKNOYAaA PYTUHHYIO METOAMKY, @ TaKKe COBOKYMHOCTU ABYX U Bonee pyTUHHBIX METOAUK C UCMONb30BaHMEM O/~
HOrO W TOrO e KannbpaTopa NPoaYyKTa NPOU3BOAUTENS, YTO MOXET HapyLLUUTL KOMMYyTabenbHOCTL kKanubpaTopa.

MpumedyaHune 2— 3Tanpobnema TMNMYHA ANA UMMYHOMNpoLeayp, rAe aHTUTena, UCnonb3yemble B pasnuny-
HbIX METOAMNKAX, MOTYT UMETb Pa3HYI PeakTUBHOCTL MO OTHOLUEHUIO K 3NUTOoNY (3NUTonam) aHTUreHa aHanuTta unm aHTure-
Hbl, UICNONb3yeMble Kak peareHTbl, MOryT UMETb Pa3HYI PeakTUBHOCTL MO OTHOLLEHUIO K aHTUTENY aHanuTa.

e) UN3mepsaemble Npodbl HeNOBEYECKOro NPOUCXOXAEHUSA, UMEoLLME aHaNUTbI C UHAUBUAYANbHOWN Pa3-
NNYHOW MUKPOreTeporeHHOCTbLIO MO OTHOLLEHNIO KKannubpaTopy, Hanpumep: namepeHne KoHLUeHTpauum (odLle-
ro) 6enka B CblBOPOTKE NO OWUYypeTOBOW peakuun, KanundopoBaHHOM MO pPacTBOpy anbbymMuHa,
NMMYHOXUMNYECKOE U3MEPEHNE KOHLEHTPaUNN DePPUTUHA B CbIBOPOTKAX C Pa3nNUYHON MUKPOreTepOoreHHOC-
Tbl0 aHanuTa, rae wuHamemayanbHble WN30OPMbl PACMO3HAKTCA B Pa3HOW CTENEeHn pPasnUYHbIMK
MOHOKNOHaNbHbLIMWN AHTUTENAMM.

f) MNpobbl YeNoBEYECKOro NPOUCXOXKAEHUNA, MMELLNE MATPULbl, OTNNYAKLWNECA OT MATPULbl Kannob-
paTopa.

g) Kannbpatopbl C HECOOTBETCTBYIOLLMM «CYPPOraTHbIM aHaNnUTOM».

h) dunsndeckaa nnm xsmmmyeckaa Mmoandukaumsa npn naMmepeHnn Npodbl, BKNOYaAa aHanuT, Hanpumep
neHatypaumsa (cm. MCO PykoBoacTBo 35, NYHKT 9.3.1).

4.3.2 KorpapagHaTuBHbLIX NPO6 4enoBe4YeCcKoro NPoUCXoXaeHua NCNONb3yoT Kak BTOPUYHbIE Kannbpa-
TOpbl [CM. 4.2.2, nepevncneHune €}l nnn anbTepHaTUBHO KaK paboyne kanudpaTtopbl nponssoantensa[(cm. 4.2.2,
nepedncnexdune g)] Ans noaTrBepXAeHMA KOMMYTabenbHOCTU HA TAKOM YPOBHE Yepe3 COOTBETCTBUE COCTABA
aHanuTa n MaTpuLbl, NPOOLI 3TOrO PAAa ACMNXHbI OXBATbIBATb N3MEPUTENbHbLIN NHTEPBAN COOTBETCTBEHHO €ro
OAVNana3oHy Ha MNPaKTUKE NPy U3MEPEHUN B PYTUHHbIX NPobax.

MpumedvyaHune 1— EcnnanHanut B npode yBenuueH Wnm ymeHblleH, AoMmKHa ObITb NoATBEPKAEHa KOMMYTa-
6enbHOCTb MOANMULINPOBAHHOM NPODLI.

[1na kaxxpon npobbl 3Ha4YeHne N HeonpeaeneHHOCTb A0MKHbI ObITh NPUNNCAHLI METOAWKON BbINONHEHNS
n3mepeHnn bonee BbICOKOro ypoBHA. Paa npob yenoBeyeckoro NponcxoxXaeHna Ao0MKHbl ObiTb UCNONb30BaHbLI
nns KannbpoBKKM (aTTecTaunn) BbIOpaHHOW NPON3BOANTENEM METOAUKN BbINONHEHNA U3MEPEHUN [CM. 4.2.2,
nepeyvncneHune f)] unn yctaHoBNEHHON NPON3BOANTENEM METOAUKUN BbINONHEHNA N3MepeHUn [CM. 4.2.2, nepe-
4yucneHue h}], KOTopyo 3aTeM NCNONL3YIOT ANA NPUNUCLIBAHNA 3HaYeHNA (3Ha4YeHNW) pabodemy KanubpaTopy
(kanunbpaTtopam) npomssoauntTena [cM. 4.2.2, nepeudncneHme g)] vunmn kanubdbpartopy (Kannbpatopam),
N3roTOBNEHHOMY Npon3sBoanTenem [cM. 4.2.2, nepeduncneHune i)].
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Ecnu pag npod 4enoBe4veckoro NPOMUCXOXAeHUAa UCMONb3YIOT B Ka4eCTBe BTOPUYHOINO Kannbdbpartopa
[CM.4.2.2, nepevncneHne e)] ana kannbpoBku (aTTtectaunm) nadbpaHHOU Npon3BoanTenem MeToaNKN BbiNONHe-
HUA n3mepeHnn [cm. 4.2 .2, nepedncnenune f)] n padbouero kannbparopa nponssoantens [cMm. 4.2.2, nepevncne-
HUe g)], To ana obecnevyeHNa MeTPONOrM4ECKOW MNPOCNEeXMBAeMOCTU 3TU NMPOObLI AOMKHbI ObiTb TaKXe
N3MepeHbI COOTBETCTBEHHO BbIOpaHHON METOANKOW BbINONHEHNA N3MepPEHUN DoNee BbICOKOro YPOBHSA (Hanpu-
Mep, METOAUKOW BbINONMHEHNA U3MEPEHUN, UCNONb30BaHHON ANA NPUNUCLIBAHUA 3HaYeHUN paay Npob YenoBe-
4YEeCKOro nPoncxoXxaeHus). 3HadeHus, MOonyyYeHHble MNPU 3TUX U3MepPEeHUaX, AOMXKHbl OblTb YyKa3aHbl B
TEeXHU4YECKOU OOKYMEHTAaL NN Ha A3HHYIO NPOAYKUMIO.

[TpuMmevyaHUne 2— Pe3ynbTaTbl 3STUX U3MEPEHUN AOMKHbI 0ONEerYnTb OLUEHKY aHannTU4YeCcKon cneunuyHoCTI
METOANKN BbINONHEHNA N3MepeHU, BbIDpaHHON NpoussoanTenem, n obecneunTb OLEHKY KOMMYTabenbHOCTN padodero
KanunbpaTtopa.

[MTpunmedvaHune 33— PadounnkanudpaTtop npomnssoantens [CM. 4.2.2, nepedncnenmne g)] MoxeT HbITb NpeaHas-
Ha4yeH ANa Toro, YToObl NpeaACTaBUTbL NAPTUID N3rOTOBNEHHOMO NponssoanTenem kanubdpartopa (UNN KOHTPONBLHOMo MaTepu-
ana npaBunNbHOCTN). B 3TOM cny4ae TpebyeTca npamoe namepeHne namepssieMon BennunHbl B COOTBETCTBUN C BbIDpaHHON
METOAUKON Honee BbICOKOro YPOBHA TONBKO eAUHCTBEHHOro obpasua padodero kanndpartopa n3 napTumn.

Ecnu pag YenoBeyecknx Npob Ncnonb3yioT B Ka4ecTBe paboyvero kanmopartopa [4.2.2, nepevncnerne g)j
ana KanmbpoBKWM YCTAHOBMEHHOW NPOU3BOAUTENEM METOAMKU BbINOMHEHNA n3MepeHun [4.2.2, nepeydncne-
Hue h)] n N3roToBNEHHOro Npon3soanTeneM Kanubparopa [4.2.2, nepeyncneHue i)] (MNM KOHTPONBLHOIO MaTe-
puananpaBuUnbHOCTU), TO ANA obecnevYeHna MeTPONOrM4eckon NPOCNeXXnBaeMoCcTn 3TN NPOOLI TaKKe AOMKHDI
ObITb U3MEPEHbI BbIOPaHHON METOANKOWN BbIMONHEHNA N3MePEHNN DoNee BbICOKOro YPOBHA (HanpnmMmep, MeTo-
OAWKOWN BbINONHEHNA U3MepPEeHNN, NCNONb30BAaHHON ANA NPUNUCLIBAHNA 3HAYEHUN paay NPob HenoBe4eCcKoro
ApouCXoXaeHnsa). 3Ha4eHua, NonyyYeHHble NPU 3TUX N3MEPEHUAX, OOMKHbLI ObiTb YKa3aHbl B TEXHUYECKOW
OOKYMEHTAaLUUN Ha AaHHYI0 NPOAYKLUMIO.

MpumeyaHue 4 —Korga napTmm M3roToBNEeHHOro NponssoauTenemM kanuoparopa (MM KOHTPONBHOrO MaTe-
puana npaBUNbHOCTW) BbIMYCKaKT NOCNeAoBaTenbHO, COrNacHo cTabunbHon opmMyne n NpoM3BoACTBEHHOMY NPOLLECCY, a
OMOreHHOCTb U CTaOUNBHOCTL AEMOHCTPUPYIOT OT NaPTUN K NapTUX, NPAMOE U3MepeHne 3Ha4YeHnss N3MepseMon BENUYKU-
Hbl B KanubpaTope NpoayKTa (UM KOHTPONBHOIO Martepuana NpPaBUNbHOCTU) BbIOPaAHHON METOANKON BbIMONHEHUSA U3Me-
peHnin Gonee BbICOKOTo YPOBHSA AOMKHO ObiTh NPOBEAEHO TOMNbKO B OTHOLLIEHUN OAHOW NpeAcTaBUTenbHOM NnapTuKn. [ns no-
cneaylowmx NapTUin U3roTOBNEHHOrO NpousBoauTeneM kanubpaTtopa (WM KOHTPONMbHOro Marepuana npaBUNbHOCTU)
3Ha4YeHne N3IMepsseMon BeNUYUHbI, onpeaeneHHoe MeToANKON BbINONMHEHUA N3MepeHUin onee BbICOKOTO YPOBHS, MOXET
ObITb OLleHEHO Ha OCHOBE NMpeALLecTBYLEro onbita. MeTponornyeckas NpocneXxnsaeMocTb A0 KanndbpaTopoB U METOAMUK
fonee BbICOKOro YPOBHS, YKa3aHHas Ans npeacTaBUTENbHOM NapTUN U3rOTOBNEHHOMO NpoM3BoaUTenemM kannbparopa (Mnu
KOHTPONbHOrO MaTtepuana npaBUNbLHOCTU), NPUMEHUMA 1 ANA NGO NocneayLen NapTUN.

[na noaTBepxaeHna KOMMyTabenbHOCTU COOTBETCTBYIOLLMX KAaNUbPaTopoB (CM. 7.2) N METPONOrnyec-
KOW NPOCNEXNBAEMOCTU NPUNNCAHHbLIX UM 3HaYeHUN (CM. 7.3—7.7) He OOMKHa ObITb NPUMEHEHa OHA U Ta Xe
cepus HaTUBHbIX YeNnoBeveCcKNX NpPob.

4.4 NMpepHa3HavYeHUe CTaHAAPTHLIX OOpa3L 0B

4.4.1 KannbopaTtopbl (CM. 3.7), nmewLwme NnpunucaHHoe 3Ha4yeHne ¢ N3BECTHOW HeonpeaeneHHOCTbIO
N3IMEPEHNA U NPUMEHAEMbIe ANA KaNNOPOBKU U3MEPUTENBHOW CUCTEMbI, 0DecnevynBaloT METPONOMMYECKYIO
NpPOoCNeXmnBaeMoCTb pe3ynbTaTta, NoNy4eHHOro 4aHHON CUCTEMOMN.

4.4.2 KOHTpONbHbLIE MaTepuanbl NPaBUNbHOCTU (CM. 3.32), UMeloLLIne NPUNNCAHHOE 3HAYEHNE, METPO-
Nornvyeckn npocnexmeaemMoe A0 METOANKN BbINONHEHNA U3MEPEHUN NN KaNNBPOBOYHOro Matepmnana bonee
BbICOKOIO METPONOrNMYECKOoro YpoBHA, MPUMEHSIIOT ANA OLUEHKN CMELLIEHNA U3MepeHna. 3Ha4eHNEe KOHTPOMNbHO-
ro Matepuana AoMmKHO UMeTb HeonpeaeneHHOCTb N3MePEHUA, He NMPEeBbILLaLWYI0 HeonpeaeneHHOCTb U3ro-
TOBNEHHOro NPOoM3BOANTENEM KannbpaTopa.

44.3 CtaHoapTHbIN ODpasel B onpeaeneHHoONn N3MepuTenbHON CUCTEME MOXET OblTb MCNONb30BaH
NMOO TONLKO Kak KanuodpaTtop, NMOO TONLKO Kak KOHTPONbHLIN MaTepuan.

5 lNpoTokonbl nepeHoca KarimopoBKU

5.1 HOCTYNHOCTbL U CTPYKTYypa

[TpoTOKON NepeHoca KanmbpoBKN NpeaHa3Ha4YeH aAna NpunucbiBaHna (C NPUMEHEHNEM CTAHAAPTHbIX
0bpa3uoB N pedhePEHTHLIX METOANK BbINONHEHNA U3MEPEHUN BLICOKOINO METPONOMMYECKOro YpoBHSA) 3Ha4Ye-
HUA, CBA3AHHOrO ¢ AaHHOW BENWYUHON, AGHHOMY CTaHAapTHOMY obpasuy. OnncaHue NPOTOKONa nepeHoca
KannbpoBKN AOMKHO BKNIOYATL B c€08 COOTBETCTBEHHO:

a) OCHOBaHWA ANA BbIOOpa CTaHAAPTHbLIX 06Pa3L0B U UX CTAOMNBbHOCTL N KOMMYTa0EeNbHOCTD;

b) ocHOBaHWA ANSA BbIOOPa METOANKU BbINONHEHNS U3MEPEHNI, BKNIOYaA 060pyanoBaHME;
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C) COOTBETCTBYIOLLME CTATUCTUYECKMNE METOAbI;
d) oueHKY BNNaHUa MatpuLbl N NOObIX MOANDOUKALNN AHANNUTA.

MpumeyvyaHue 1—OaHOM U3 NpoONEM, OTMeYaeMbIX Kak MPON3BOAUTENSAMMU, TaK U NoTpeduTenaMmn MeauLnH-
CKUX U3Aenuin AN AWarHOCTUKW in Vitro, ABNSIETCA OTCYTCTBUE CTaHAAPTHbIX 00pa3LoB, Kak aTTeCTOBaHHbIX Tak U HeaTTec-
TOBaAHHbIX, NPOSABNAOLWNX B JAGHHON U3MEepPUTENBHOW CUCTEME CBOMCTBA aHanMTa U mMaTpulbl, NOAOOHbIE TEM, Kakue UM
NPUCYLLN B PYTUHHBLIX YenoBe4ecknx npodax (KpoBb, NNasma, CbIBOPOTKA, Mo4va U T. A.) (cM. 4.3). Kpome Toro, AN MHOMMX
n3mepsieMblX BENUYNH HET pedepeHTHbIX METOAWUK BbIMONHEHUS N3MEPEHUIA.

[TpumedyaHune 2— Koragayucnonb3yemoro ctaHaapTHoro obpasua Ha AaHHOM YpOBHE nepapxnn kanndposku
OTCYTCTBYET KOMMYTabenbHOCTb, A0MNYCTUMO UCNONBL30BaHUE psiaa Npod YenoBe4vyeCKoro NPoONCXoXKaeHUA, OXBaTbIBaLLNX
BECb U3MepUTENbHbIN AnanasoH (cMm. 4.3.2).

MpnmedaHne 33— OKOHYaTENbHbLIN BLIDOP METPONOrMYECKUX YPOBHEN B AAHHOM Cny4ae 3aBUCUT OT Npuem-
NeMoCTU HeonpeaeneHHOCTN U3MEPEHNA KOHEYHOro pes3ynbtaTta, Hannydna MeToauk, KanndpaTopos, TEXHONOMU N 3KOHO-
MUYECKUX BO3MOXKHOCTEN. 3TN hakTopbl 0OYCNOBNMBAKOT TEHASHLUMID K HEOOXOANMOCTN MEXAYHAPOAHOro NPU3HaHUA U
METPONOrMYecKon npocnexmsaemMocTn Ao eanHul, CH.

[TpumMmedaHune 4 — TunndHbin NpUMeEpP NPOTOKONa NepeHoca KannbpoBKK ¢ nepapxmamun, n3dpaHHsIMMU N3 NON-
HOro psaa MeToAUK BbINONHEHNA N3MepPEHN N KannbpaTopoBs, NepeyYncneHHbIX 1 B obwem Bnae onncaHHbIX B 4.2.2 N Ha
pucyHke 1, npueseneH B 5.2—95.6 N Ha CBA3AHHbLIX C HUMWU PUCYHKaX 2—0.

5.2 Uepapxua xanMbpoBKM NP HaNMYUMU NepBUYHOUN pPehepPeHTHON METOAMKU BbINOSIHEHUA
M3MepPeHUn N NepBUYHOro Kanubparopa (kanudbpartopoB), 0d6ecnevYnBarOLWLNX METPOMOrNYECKYIO MPO-
cnexuBaemocTb Ao eanHuy CU

B npuHumne, K TaKUM N3MEPUMbIM BENNYUHAM, KaK SNEKTPONUTbI, MeTabonNuThl, rMN0KO3a, XONecTepuH,
CTeponaHble NOPMOHbI N HEKOTOPbIE TUPOUAHBbIE FOPMOHDI, a8 TAKXKe NeKapcTea, NPUMEHNMa nepapxmsa Kanno-
POBKU MO PUCYHKY 2:

- [NepBN4Haa pedepeHTHaa MeToanKa BbINONHEHNA U3MePEHNN [CM. 4.2.2, nepedncneHue b].

lMMpumep 1 — Onsa kopmu3osia e rnna3Me Kpoau: 2pasumMempusi, KOMOUHUpPOBaHHas1 C OUeHKOU cmeneHu Yyuc-
momabi XUMu4YeCcKUMU Memododamu.

- [lepBr4HbIN KANNMOpPaTOP [CM. 4.2.2, nepevncneHune c}.

lMpumep 2 — XonecmepuH kak CRM 911b u3z HayuoHanbHO20 uHCmMumyma cmaHdoapmoe u mexHosiozuu
(NIST, Gaithersburg, MD, USA); maccoeast 0onsi 0,998 + 0,001, 20e «qucmoma u oyeHeHHasi HeonpedeneHHOCMb
OCHO8aHa Ha Hay4YHOM CY)XXOeHUU U OUeHKe MHO204YUC/TIeHHbIMU aHallumu4yecKUMU mecmamu, npuMeHeHHbIMU K
amoMy ammecmoeaHHOMYy cmaHOapmHoMy obpasyy e npoyecce cepmucpukayuu. lpueedeHHast HeornpeoesieH-
HOCMb cocmaesisiem npumMepHo dea cmaHoapmMHbIX OMK/TOHEeHUsI OMHOCUMesIbHO cepmuchuyuposaHHO20 3Ha-
YyeHUs». (3HaydyeHue 0,001 sensiemcs pacuwiupeHHoOU Heorpeodes1eHHOCMbIO ¢ (hakmopPoM oxeama K =2 npu ypogsHe
dosepumesibHoOU eepossmHocmu npumepHo 0,95).

- Bropu4yHas pedepeHTHaAA MeToaAuKa BbINONHEHNA N3MepeHUn [cM. 4.2.2, nepedncneHne d)l.

lMpumep 3 — [nsa kKOHUeHMpayuu Kopmu3oJsia 8 nnasMe: Uu3omonHoe paszbasneHue — 2azoeast XpomMmamo-
epagpusi — macc-cnekmpomempusi (MP-FX/MC).

- Pabounn kannbpaTtop (kannbpaTopbl) Nponssoantensa [cM. 4.2.2, nepevncneHue g)|, onpeaeneHHbIn
Npon3BoauTENEM U UMEIOLLNU 3HAYEHNE, NPUNNCAaHHOE NYTEM:

a) Nnudbo rpaBMMeTpuUn, T. €. B3BeLLMBaAHNEM aHaNUTa B OOpPMe NepPBUYHOIo KanNnMbpaTopa n B3BELLINBAHN-
eM MaTpuLbl;

b) NnbdO naMepeHnsq, T. €. NPUMEHEHNEM NEPBUYHOW NN BTOPUYHOMN pedepeHTHON MeTOAUKU BbINOMHe-
HUA N3MEPEHNN.

- YCTaHOBNEHHaA NPoOn3BOAUTENEM METOAMKA BbINONHEHNSA N3MePEHNN [CM. 4.2 .2, nepevncneHue h].

- KannubpaTtop, n3rotoBneHHbIN nponssoantenem [cM. 4.2.2, nepedncnerune i)].
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Kannbposka

MaTepuan \ MeToauka BHegpeHue u.y)
e

[1TpunucbiBaHU

3HaeHUs

a) OnpegeneHue

eguHnUbl CHA, naHHoe
[KBM (CGPM)

b) MepBuyHas pedpepeHTHan MBBM, HMW®, AlPN?

3} MeToAuKa BbINOSTHEHUS
¢) MNMepBUYHbLIA N3MepeHUn g
KanubpaTtop MbBM, HMA

d) BropuiHasa pedepeHTHas
METOAMKA BbINOSTHEeHUA HMW, AJIPA
N3MEPEHUN

g) Pabouyunn kanmnbpartop I
b
npon3BOAMTENSA h) YctaHoBneHHas npoussogutenem | J1M
» METOAMKA BbINOTHEHUS
N3MEepPEeHUM
1) Kannbpatop,

M3roTOBIEHHbIN . nn

npousBoAuTEnem

j) PyTuHHas metoauka [MponssoguTens
BbIMOMHEHUs1 U3MEepPEeHUIA W/ WNU KOHEYHbIN
KOHE4HOro notpebuTens noTpebuTens

PyTuHHas npoba KOHEYHbIA

noTpeburenno

PE3VYIIbTAT KOHeuYHbIN

notpebutennb

® Mpu yTBEpKASHUN MEXAYHAPOAHBLIMU HaYYHLIMW/ MEAULMHCKUMMU OpraHn3aumsamMmn, Hanpumep MexayHapoaHoMn
dhenepaymen KNMHNYECKOn Xummnn n nadopatopHon meamumnHsl (MOKXJTIM) n BcemumnpHom opraHusaumen 3apaBooxpaHe-

Hus (BO3).
b . y
KannbpaTtopom moxeT 6bITb MaTepuan ¢ MaTpuuen, HanoMuUHarLwen MaTpuly npobd YenoBeveckoro NPponcxoXxae-
HUS1, KOTOPbIE A0MKHbI ObITb U3MEPEHbI C NOMOLLLIK NpoLEeAYpbl U3MEPEHUN KOHEYHOTO NOTpeduTens.

PucyHok 2 — BbibpaHHas nepapxusi Kanmbposkn n MeTponornveckasl npocnexxnsaemocTb Ao eanHul CU
(CM. 5.2 n pucyHok 1)

5.3 Uepapxma kanubpoBKU NPU HANUYUN MEXAYHAPOAHO NPU3HAHHON pedePEeHTHON METOAUKN
BbINOSIHEHUA U3MEPEHUM (HE ABNAIOLWENCA NEPBUYHON) U MEXAYHAPOAHO NPU3HAHHOIO Kanubpartopa
(xannbpaTopoB) 6e3 MeTPONOrM4YecKoun NpocnexmBaeMmoctTn go eaniny CU

[1na BnOOB N3MEepPUMBbIX BENMUYNH C KOMMOHEHTamMun, NoaodbHbIMKM remornoounHy HbA, . (B npenapare),
nepapxma Kanndposkn, B NPUHLMNE, AOMKHA ObITb CreayloLwen (CM. PUCYHOK 3):

- MexayHapoaHo Npu3HaHHasa pedepeHTHaa METOAMNKA BbINONHEHNA N3MeEPEHNN (CM. 4.2.6).

[pumep 1 — [Ona donu konudecmea eeuwecmea HbA , . 8 2emo2s106uHe kpoeu: npoyedypa-kaHoudam xuo-
KOCMHasi XxpomMamoezpaghusi e bICOKO20 OassieHuUss — macc-crnnekmpomempusi (BL-XKX/MC) [13].

- MexayHapoaHO NPU3HAHHLIN KannbpaTop (cM. 4.2.6).

lMpumep 2 — Onsa KoHUYeHMpayuu konudecmea eeujecmea 2emoa2s106uHa (Fe) e kposu: abcopbyuomem-
pust e2o yuaHuoHo20 depueama, kanubpoesaHHoz2o CRM 522 zemoanobur yuarud (HiCN) e nuzame 6bi4beld Kpo-
eu om bropo amanoHoe Coobuwecmea (EU-BCR) ¢ koHyeHmpatuel konudecmea eeuwecmea (Hi(Fe)CN)
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(49,61 + 0,08) MkMoOsIL/NT Npu OaHHOU pacuwupeHHoU HeonpeodesieHHOCMU, cocmasnissrouiel nos1osuUHy uHmepea-
J1a ¢c ypoeHeM doeepumenbHou eepossmHocmu 0,95.

- BblbpaHHaa nponsBoanTeENneM MeTOAMKA BbINOMHEHNA N3MepeHnu [cM. 4.2.2, nepeudncneHue f)].

- Pabouun kannbpatop (kannbpaTtopsbl) Nponssoantens [cM. 4.2.2, nepevncneHune gj|, onpeaeneHHbIn
Npon3BoauTENEM U UMEIOLLINU 3HAYEHME, NPUNNCAHHOE NYTEM:

a) nndo rpaBUMeTPUN, T. €. B3BELLMBAHMEM aHanuTa B hopMe MeXaAyHapOoaHOro KannbpaTopa v B3Be-
LLIMBAHMEM MaTPULLbI;

b) Nn6O namepeHns, T. €. NpUMeHEHNEM BbIDPaHHON NponseoanTenem pedepeHTHON METOANKN BbINON-
HEHNA N3MepPeHUn.

- YCTaHOBNEHHaA Npou3BoaAUTENEM METOAMKA BbINONHEHNA N3MePEHnN [cM. 4.2.2, nepedncneHue hj.
- KannbpaTop (kanndpaTopbl), N3roTOBNEHHLIN NPON3BoaANUTENEM [CM. 4.2.2, nepevncneHmne i).

Martepuan Kanubpoeka \ MeTtoauka BHeapeHue u.(y)
[lpunuceiBaHKe

3Ha\CHUHA

MexayHapoaHo npM3HaHHasA pedepeHTHasn
METOAUKA BbINonHeHUA nsmepeHun MexgyHapoaHou

HayuHoM opraHuzaumn®, BO3®

MexayHapoaHas .
Mem.uyHapo§Ho NMPU3HAHHbLIN Hay4HasA opraHmu3auus -,
d
Kanuboparop BO3
f) BeibpaHHasi nponasoguTenem nmn
METOAMKA BbIMNOSTHEHUS
- namMepeHuin
g) Pabounn kanmnbparop nn
b
nponssoanTeEn h) YcTtaHoBneHHas npon3soauTenem
METOMKA BbINONTHEHUS nn
_ U3mepeHUi
1) Kanubpartop,
N3roTOBMNEHHbLIW nn
nponaao,umenemb
i} PyTnHHaa metoauka [TlpousBoaguTenb
BbIMONTHEHUA U3MEPEHUN /NN KOHEYHbIN
KOHEYHOIo HOTpeﬁnTenFI I'IOTpeﬁldTeﬂb
PyTuHHaa npoba KoM LG
noTpebuTenns
PESYNBTAT KOHEeuHbIV
noTpedburtens

° B coTpyaHuyecTBe ¢ MexayHapoaHbIM 610po BECOB U Mep, HaLUMOHaNbHLIMU METPONOTrMYECKUMIU MHCTUTYTaMM,
akkpeanToBaHHbIMK NatopaTopnamMm pedepeHTHbLIX NU3MEPEHNIA U C NPON3BOANTENAMMN.

b §
Kannbpatop MoxeT ObiTb COOTBETCTBYIOLLUM CYPPOraTHbiM CTaHAapTHLIM 00pa3sL oM unm Nnpobon YenoBeyeckoro
MPOUCXOXKAEHUS.

PucyHok 3 — Nepapxua kanndpoBkn N METPONOrnyeckasa NpocneXxnBaeMocTb A0 MEXAYHAPOAHO NPU3HAHHON
pedepeHTHON MeTOANKN BbIMONHEHNA N3MEPEHUN N MeXAYHApPOAHO NPU3HaHHOro Kanubpartopa (kanudpaTtopos),
He ABNAILWNXCSA NepPBUYHLIMU (CM. 5.3 N pUcyHoK 1)

16



FrOCT P UCO 17511—2006

5.4 Uepapxmna KanmbpoBKKU NP HANUYUU MEXAYHAPOAHO NPU3HAHHOW pecdepPeHTHON METOAUKM
BbINOMIHEHUA U3MEPEHUN (He ABNAKOLWENCA NEePBUYHON), KanubpaTtopa, He ABNAKOLWEroca MeXxayHa-
POAHO NPU3HaAHHbIM, U De3 MeTponorM4ecKon npocnexmsaemocTu oo eanHny CU

Nepapxna kKannbpoBKU, NPUMEHNMAS K BEMUYNHAM C TAKWMMN KOMAOHEHTAMMU, KaK XONECTEPUH NNUMNONPO-
TENHOB BbICOKOW NNOTHOCTU (J1BI1), KNeTKN KPpOBM N HEKOTOPbIE haKTOPbI FreMOCTAa3a, B NpuHLUMNe AOMKHa ObITb
cnenytowen (CM. pUCYHOK 4 ).

- MexayHapoaHo Npu3HaHHas pedepeHTHaa METOANKA BbINONHEHNA N3MEPEHNN (CM. 4.2.6).

lMpumep — MemooOuka ebinosIHeHUss usMepeHuld, cneyugpuyuposaHHaa MexOyHapoOOHbLIM coeemoM o
cmaHOapmu3ayuu 8 2emMamonozuu (International Council on Standardization in Hematology, ICSH) ons uamepe-
HUST KOHYeHmMpauyuu apumpoyumoas ujieudkoyumoe 8 kpoau Yyestogeka [14].

- Pabouun kannbpatop (kanmbpaTtopbl) nponssoantensa [CM. 4.2.2, nepevncneHue g)|, MMetoLmm 3Haye-
HMe, NPUNNCAaHHOE MeXayHapoaHOU pedhepPeHTHON METOANKOWU BbINONHEHNA N3MEPEHUN.

- YCTaHOBNeHHaa NponssoagnuTenemM MeToamKa BbinONHEHNA N3MepPeHnn [CM. 4.2.2, nepedncneHne hj.

- Kannbpartop (kanndpaTopsbl), N3roTOBNEHHbLIN Npon3ssoanTenem [cM. 4.2.2, nepedncneHune i}].

Kannbposka

MaTepmarn \ MeToavka BHeapeHue u.(y)
e

[TpUnucbIBaHA

3HA4YEeHUA

MexayHapoaHo npusHaHHasa pedepeHTHas
MeToAuKa BbINONHEHUA U3mepeHnn MexxayHapoaHoun

Hay4HOW opraHu3auuu®, BO3°

g) Pabouun kannbpartop

I
nponaao,umenﬂb
h) YcTtaHoBneHHas Nnpou3BoguTesiem
MeTOAUKa BEIMOJTHEHUS I
N3MepeHnn
1) Kanubpartop,
N3roTOBNEHHbIN M

nponaao,qmenemb

i) PyTUHHasa meToauka [lponasoauTens
BbINONMHEHUA N3MEPEHNN /U1 KOHEYHbIA
KOHEeYHOoro noTpeburens notpebuTens

KoHeuvHbIN

PyTuHHas npoba noTpeGuTens
KoHeYHbIn

PESYIBTAT norpedburtenn

° B coTpyaHuuecTBe ¢ MexayHapoaHbIM B10po BECOB U Mep, HALMOHANbHLIMW METPONOrMYECKUMU UHCTUTYTaMu,
akkpeanToBaHHbIMW NabopaToprsammn pedepeHTHbIX U3MEPEHUIA U C NPON3BOAUTENSIMM.

b KannbpaTtop MmoxeT OblTb COOTBETCTBYIOLLIMM CypporaTHbIM CTaHAapTHbIM 06pa3LomM unu npodoi YenoBe4Yeckoro
MPOUCXOXKAEHUS.

PucyHok 4 — Vepapxus kKanndpoBKU U METPONOrnyeckas NpocnexXmBaemMocTb A0 MEXAYHAPOAHO NPU3HAHHON
pedepeHTHON MeTOANKN BbINONHEHUSA U3MEPEHUI, He ABNAIOLLENCA NepBUYHON, N He3 MexxayHapoaAHO NPU3HAHHOIO
kannbpartopa (cMm. 5.4 n pucyHok 1)
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5.5 Uepapxmna kannbpoBKM NP HANUYUN MEXAYHAPOAHO NPU3HAHHOIO KannbpaTtopa (He ABNALO-
LLerocA nepBuYHbIM), pechepeHTHON MEeTOANKHN BbINONMHEHUA U3MEPEHUN, HE ABNAOLWENCA MeXAYHa-
POAHO NPU3HAHHOWN, N De3 MeTPONOrnYecKou npocnexnBaemoctT go eauiny CU

Nepapxuna KannbpoBKU, NPUMEHNMAEA K BENUYNUHAM C TAKWMWN KOMNOHEHTAMMW, KK MOBEPXHOCTHbLIN aHTU-
reH renatmnta B (noaTun ad) n XxopuoroHaaoTPONWH, a TaKKe aHTUTENa, B NPUHLMNE AOMKHA ObITb CNeayIoLEN
(CM. PUCYHOK 5):

- MexayHapoaHO NprU3HaHHbLIW KannbpaTop (KannbpaTopbl) CO 3HAYEHNEM, BbIPaXXEHHBLIM B COOTBET-
CTBYIOLLUMX ONpeaeneHHbIX eANHNLIAX, He aBnalowmnxca eanHmnuamm CH (Taknx, Kak MexayHapoaHble eANHNLLLI
BO3), nnpunncaHHbIM B COOTBETCTBUM C MEXAYHAPOAHO NPUHATLIM NPOTOKONOM (CM. 4.2.6) [15].

[MpunmeyaH une— MNpunncaHHoe 3Ha4eHne AOMKHO CONPOBOXKAATLCA HeEoNpeaeneHHOCTLIO.

- BbIOpaHHasa nponssognTenem MeToanka BbiNONHEHUA N3MepeHnU [cM. 4.2.2, nepevncnerune f)].

- Pabo4yun kanndpatop (kannbpatopbl) nponssoantens [cM. 4.2.2, nepedncneHune gj], onpeaeneHHbin n
N3roTOBNEHHbLIN KaK YKa3aHO B 5.3.

- YCTaHOBNEHHaA NPoOn3BOAUTENEM METOAMKA BbINONHEHNSA N3MEPEHNN [CM. 4.2.2, nepedncneHue h.

- KannbpaTop (kanndbpaTtopbl), U3roTOBNEHHbLIN Npon3ssoanTenem [CM. 4.2.2, nepeyncnenunei}].

KannbpoBka

Martepuan MeToauka BHegpeHue uy)
A

[MpuUnucbiBaHU

3Ha4YeHUA

MexayHapoaHblv NPOTOKON ANA NPUNUCbIBaAHNA
aHaJyeHns MexxgyHapoaHOW HayqHOW opraHnsauMMa,

BO3?

MexayHapoaHoO Npu3HaHHbIA MexayHaponHas a
h Hay4yHas opraHmsauums
Kanuoparop BO3°

f) BbibpaHHasi nponssoguTenem nn
METOAMKA BbINONMHEHUS
. naMepeHun
g) Pabouynn kanmnbparop nn
npoussoAuTens” h) YcTtaHoBneHHas npou3sogvTenem
MEeTOAUKA BbINONMHEHUS nn
namepeHn
1) Kannbpatop,
M3roTOBNEHHbIN Il

b

npon3soanTenem

1) PyTUHHas metoguka HP0H3BO.DMTGJ'II3
BbINONTHEHUA N3MEPEHUIA W/ NN KOHEYHbIW
KOHe4YyHoro notpeburens noTpebutens

KOHeuYHbIN

PyTuHHas npoba OTPEBUTENL
KOHEeYHbIN

PE3YJIbTAT noTpeBuTens

° B coTpyaHuyecTBe ¢ MexayHapoaHbIM 610po BECOB U Mep, HaLUMOHaNbHLIMU METPONOTrMYECKUMIU MHCTUTYTaMM,
akkpeauToBaHHbIMKU nadopaTtopnsamMmn pedepeHTHLIX U3MEPEHNUIA N C MPON3BOANTENSAMM.

b §
Kannbpatop MoxeT ObITb COOTBETCTBYIOLLUM CYPPOraTHbiM CTaHAaPTHLIM 00pasL oM unm Nnpoboin YenoBevyeckoro
MPOUCXOXKAEHUS.

PucyHok 5 — Wepapxma kKannbposkn N MeTPONOrnyeckas npocneXXmBaemMocTb A0 MeXAyHapoaAHO NPU3HAHHOrIO
KanunbpaTtopa, He ABNAKLWErocs nepsuYHbIM, U €3 MexxayHapoaHO NPU3HaAHHOW pedepeHTHON METOANKN
BbINONHEHUA n3mepeHuin (CM. 5.5 n pucyHok 1)
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5.6 Uepapxma xkannudbpoBKu npm HanM4YmMm BbIOpaHHON NPOU3BOAUTENEM METOAUKU BbIMONMHEHUA
M3MEPEHUN, He ABNAKLWENCA MeXAYHAPOAHO NMPU3HAHHOW pedepPeHTHON METOAUKON BbINOSTHEHUA
M3IMepEeHUNn, KanmdpaTopa, He ABNAKOLWEroca MeXAayHapoaHoO NPU3HaHHbIM, U 0€3 MeTPONOrM4YeCcKom
npocnexuwBaemMocTtu go eanHuny CI

Mepapxmna kannbpoBkn, NPUMEeHNMasn K BENNYMHAM C TAKMMW aHaNUTaMK, Kak NPOoAYKTbl pa3pyLlieHns
hnopuHa (D-anmep) n Mapkepbl onyxonen, NnoaodHble pakoBoMy aHTUreHy 125 (CA-125), a Takke aHTUTEena
NPOTUB TAKNX aHTUIreHOB, kKaKk Chlamydia, B npuHUMNE AOMKHA ObITb cneayiowen (CM. PUCYHOK 6):

- BblOpaHHaa nponssognTenem MeToamnka BbiNONHEHUA N3MepeHnn [cM. 4.2.2, nepevncneHune f)].

- Pabo4yunn kanubpaTtop (kanmbpatopbl) nponssoantena [cM. 4.2.2, nepevncneHue g)].

- YCTaHOBNeHHasa Npon3BoanTenemMm MeToauka BbiNOMHEHNA n3MepeHnn [cMm. 4.2.2, nepedncnerHune hj,
NHOrAa nAeHTNYHaA BbIDPaHHOWN NPON3BOANTENEM METOAUKE BbINONHEHUA N3MEPEHNN.

- Kannbpatop (kannbpaTtopsbl ), U3roToBNEHHLIN Npon3BoanTenem [CM. 4.2.2, nepevncnenHune i}].

Matepuan Kanubposka \ MeToauka BHeapeHue u.(y)
[lpMnuckiBaHue
3Ha4YeHus
f) BeibpaHHaa nponasoguTenem nn

MEeTOOAUKa BbINMOINHeHnA

» NaMmepeHUn
g) Pabo4nin kannbparop P nn
a -
npousBoaAUTenA h) YcTaHOBREHHasi Npon3BoauTenem
»| MeToavka BbINONHeHUs nn
naMepeHU

i) Kanubpatop,
U3roTOBIMEHHbIN M

npovasoguTenem®

j) PyTUHHasa meToauka [NpounssoguTent
BbINOSIHEHUSI U3MEPEHMIA W/MNU KOHEHbINA
KOHEeMHOro notpeburens noTpebutens

KOHEYHLINA

PyTnHHaa npoba OTPE6UTEND
KoHeuHbI

PE3VYIIbTAT -

® KanubpaTop MoxeT ObiTb COOTBETCTBYIOLUUM CYpPOraTHbIM CTaHAapTHLIM 06pa3sLoM Unv Npoboi YenoBeYecKoro
MPOUCXOXKAEHUS.

PucyHok 6 — Vepapxnsa kannbpoBkn n MeTponorndeckas npocnexmsaemMocTb A0 BbiOpaHHOW Npon3soanTenem
METOANKN BbIMONHEHUA U3MEPEHUIN, He ABNSAKLLIENCS NEePBUYHON (CM. 5.6 N pUCYHOK 1)

5.7 KOHTpONbHbLIE MaTepuanbl NPpaBUNbHOCTHU

5.7.1 KOHTpONbHbLIE MAaTepuanb! NPaBUNbHOCTU AOMMKHbI UMETD!

a) martpuuy, noaodbHYIO TOW, KOTOPasa npucyLla npobam, nognexalwmm n3mMepeHnto B COOTBETCTBUM C
METOAMNKOWN BbIMNONHEHNA N3MEePEHNN, NOABEPracMomn NpPoBepKe.

MpumMmeyaHue 1 —B 3Tom 3aknyaeTcs oTNM4Me oT kKanubpaTopoB Gonee BbICOKMX METPONOrMYecKknx ypoB-
HeWn, rae NpeanoYTUTENEH BbICOKOOUULLIEHHBIN KOMMAOHEHT, YacTO B MPOCTON MaTPULIE;

b) 3HaA4YeHWe C HeonpeaeneHHoCTbio LAMEPECHUA, COOTBeTCTByI-OU.leﬁ npeanonaraeMmomy NpUuMeHeHUIo.

MpumedvaHue 2— lNpuHUMNNANLHO NPOTOKONLI NEPEHOCa KanMOPOBKN ANA NPUNUCLIBAHUS LieNeBbIX 3HaYe-
HUI KOHTPONbHLIM MaTepuanamM NpaBUNbHOCTU, NpeAHa3HadYeHHbIM AN NoATBepPXAeHNS NPaBUNbHOCTU N3MEPEHNUS, Ha-
MOMUWHAIOT NPOTOKONbI, NPUMEHsAeMble AN KannbpaTopoB..
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5.7.2 B 3aBUCMMOCTU OT NX NpeaHa3Ha4YeHNA KOHTPONbHbLIM MaTepnanam NPaBunbHOCTN AOMKHO ObITb
NPUNUCAHO 3Ha4YeHMe TOro e nnn 6onee BbICOKOro YPOBHSA, YEM COOTBETCTBYIOLLEMY KannbpaTtopy (kannbpa-
TOpaM) B JaHHOW nepapxmm KannbdpoBKU.

6 BbipaxeHue HeonpeaeneHHOCTU U3MEPEHUA

HeonpeneneHHOCTb N3MepeHna A0MKHA ObiTb BbipaXeHa B TepMUHaX, NPUCYLLNX NPUNUCAHHOMY 3Ha4e-
HUIO KaXXOa0on N3mMepaemMomn BeNUYnHbI, UMeKLWenN OTHOLWLEHNE K CTaHAapTHOMY 0Dpasuy.

[TpnmMmedaHne—IlpeanoyTMTenbHO cNeaoBaTh NPUHUUMNAM, U3NOXKEHHBIM B PyKOBOACTBE ANA BblpaeHUS
HeonpeaeneHHOCTU Npu namepernn [4]. domkHbl ObITh YCTAHOBNEHbI XapakTepmayLwme cCTaHaAapTHLIM obpa3seL, npunum-
CaHHOe 3HadeHue y 1 ero paclunmpeHHas HeonpeaeneHHocTb U [Mnu cyMmapHasa ctaHaapTHas HeonpeaeneHHoCTb U (y)],
OTHOCALLUMECA K n3mepsiemon senndunHe. fllomkHa 6biTb NpuBeaeHa cneaywasa MUHUManbHasa MHQOpMaLmnA:

(YMCNOBOE 3HaYeHUe y + YNCcnoBoe 3HaveHune U) eanHuu,
rae U =u_(y) x k, npn pakTope oxBaTta k = 2, 4UTO AaeT ypoBeHb OBEPUTENBHON BEPOATHOCTU NpUMeEpHO 95 %.

7 NMoaTBepXxaeHue MEeTPONOrM4eCKon NPoCneXXMBaeMoCTU KanuopoBKU

7.1 [na meTponornveckoro NPocneXxmBaHmna KannbpoBkM AOMXKHbI ObITe CODNIOAEHBLI cneayolne yc-
NOBUA:

a) PedepeHTHYI0 N pyTUHHYIO METOAMKU BbINOMHEHNA N3MEPEHUN NPUMEHAIOT ANA N3MePEHNS OQHON U
TOW € BENUYNHDI.

b) MaTtemaTndeckoe OTHOLWIEHUE MeXay pe3ynbTaTaMn U3MepeHnn, NONy4YeHHbIMU C NOMOLLLIO PYTUH-
HOWU METOAMKN BbINONHEHUA N3MEPEHUN, N pe3ynNbTaTaMn N3MepeHnn, NONYHEHHLIMMU C NOMOLLLIDO METOAUKN
BbINONHEHNA N3MepeHnin bonee BbICOKOro YPOBHA, AOMKHO ObITb OAHO U TO XXe ANA BceX nccnegyemMolix npoob
4enoBE4YeCKOro NPonCcxoXxaeHus.

c) Matematudeckoe OTHOLUEeHUE MexXay pe3ynbTataMm N3MmepeHnn n3amepaemMon BennimnHbl B AaHHOM
KannbpaTope ¢ UCNonNb3oBaHMeM pedpepPeHTHON U PYTUHHON MeTOAMK AOMKHO ObITb TO XXe, YTO U OTHOLLEHME,
oXnagaemoe ana n3MepeHnmn aMepsaemMblix BENUUUH C UCNONL3OBAHMEM 3TUX METOOUK B PYTUHHbLIX Npobax
4enoBe4YeCcKoro npoucxoXxaeHua. IJTo aonyuweHne 0003Ha4alT Kak KOMMYTabenbHOCTb CTaHOAapPTHOro
obpasua (cMm. 3.9).

[TpumedaHune 1— Llenb npUMeHEHNUA METPONOrMYEeCKN NPOCNEXKeHHbIX KaNnMdpaTopoB B PYTUHHBLIX METOAW-
Kax BbINONHEHNA U3MEPEHUN, TaKUX KakK NpuMeHsemMble ¢ MeaUuUUHCKUMN u3gennamMmn Ana AnarHoCTuKkK in vitro, — nony-
YUTb pe3ynbTaT U3MepeHna N3MepaeMon BeNNUUHLI HaCTONLKO ONU3KNIA, HACKONbLKO TpedyeTcA, K pes3ynsTaTy, KOTOpbIN
Ob1n 661 NoNy4YeH Npu nccneaoBaHnn Tex xe Npod ¢ NOMoLLBI pedrepeHTHON METOANKN BbINONHEHNA U3MEPEHNN C METPO-
Nornyeckn npocnexeHHoiMn kannbpaTtopamn. Takmm oBpasomM, NPaBUNBLHOCTL PE3yNLTaToB, NONy4YaeMblX C MOMOLLbIO Ka-
nnbpoBaHHON (aTTECTOBAHHON) PYTUHHOW METOAMKU BbINONHEHNA U3MEPEHUN, ABNAETCA NPOU3BOAHOW U3 NPaBUNBHOCTU
pe3ynsTaToB, NoNydYaemMblX ¢ NOMOLL b COOTBETCTBYOLWEN peddepeHTHON METOANKN BbINONHEHNA U3MEPEHUN.

[TpnmMmedaHune 2— Ecnunycnosma No nepevyncneHnsaM a), b) n ¢) He BbINONHEHLI, NPUMEHEHNE U3rOTOBNEHHOIO
npounssoanTenem kanubpartopa ¢ NPUNUCaAHHLIM 3HAaYEeHUEM He MOXKET rapaHTUpPOBaTb, YTO pe3ynbTaThl PYTUHHON MeToAN-
KN METPONOrMYeCcKn NpocneXxeHsl Ao pedepeHTHON MeTOAUKN BbINONHEHUA N3MEPEHUN.

7.2 KommyTabenbHOCTb pabovero kannbpartopa (KanmbpaTtopos) nponssoanTensa [cMm. 4.2.2, nepednc-
neHue g)] aonmkHa ObITh OLLEHEHA Npon3BoANTENEM NYTEM NPUMEHEHUA KaK pedpepeHTHOWU MEeTOANKN BbINONHE-
HUA namepeHnn [cM. 4.2.2, nepeuncnerHue b) nnu dj], Tak n pyTMHHON Npoueaypbl namepeHna [cm. 4.2.2,
nepevncneHne j)| Kk padbodemy kanmdopaTopy npousBoamTena U pagy COOTBETCTBYIOLWMX PYTUHHLIX NPo6
4enoBe4ECKOro NPONCXOXKAEHNS.

Ecnn matematnyeckoe OTHOLUEHME MeXAY pe3ynbTaTaMu, NONyvYeHHbIMU peddepPeHTHON METOANKOW
BbIMONHEHNSA N3MEPEHUN X, N PE3YNbTaTaMN, NONYYEHHbLIMW PYTUHHON METOANKON Yy, ANA NPob 4enoBe4ecKkoro
NPONCXOXAEHNA HE OTNNYAIKOTCA CYLLLECTBEHHO OT NONYYEHHbLIX ANA paboyero kanubpartopa (KanndpaTopoB)
npousBoanTensa, 3T0 AEMOHCTPUPYET KOMMYTa0beNbHOCTL KannubpaTopa.

[MTpumeyaHune—Ecnnpasdpoc Touek (X, y) BOKpYr IMHUN perpeccun W/nnm nx oTKNOHEHUE OT Hee Henpuemne-
Mbl, MPUYUHON TAKOro Ucxoaa MoXeT ObITb pasnuyne aHanuTu4eckon cnelunpnUHoOCTU Mexay AByMA npoueaypamMn name-
PEHNA.

7.3 KommyTabenbHOCTb KannbpaTopa, N3roTOBNEHHOTO NPOU3BOAUTENEM, NOMKHA ObiTb NPOAEMOH-
CTPUPOBAHa NYTEM CPaBHEHMNSA PE3YNbTATOB N3MEPEHNI, BbINOMNHEHHbIX KaK pedepeHTHON METOANKON, TaK U
PYTUHHON METOAMNKOWN Ha pAae peanbHbIX NPob TOro Tuna, Ana nccneaoBaHusa KOTOPbIX NpeaHa3Ha4YeHa Py TUH-
Has METOAWKA BbINONHEHNS N3MEPEHUN.
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[MpunmevdaHne 1—[Ona yacten n NocnenoBaTeNbHO BbINYLWEHHLIX NapTUKA KanudpaTtopa, N3roToBNEHHOro
nponssoanTenem, NepBoHavanbHO MOXET ObITb NPOBEAEHO NONHOE X NOATBEPXKAEHWE, a ANA NocneayLwmx Yyacten — B
COKpalleHHOM Bnae, ecnu oTMedeHa AocTatodHast roMOreHHOCTb U CTabUNbHOCTL OT NapTUN K NapTUMN.

[NpoObl OMKHbI ObITb ayTEHTUYHBIMW YENOBEYECKUMM NPobamMn, NpeanoYTUTENbHO B3ATLIMN OOAHOKPAT-
HO, HE UMEIOLLMMMN NUKOBbIX 3HA4YEHMIN N UMEOLLIMMU TaKOE XXe pacnpeaeneHme, Kak n oobi4YHO Habnaaemoe B
3ajaHHOM MHTepBane n3aMepeHna Ans BeNUYMH 4aHHOro TUNa.

MpumeyaHue 2—lNukosble 3Ha4YEHUS AONYCTUMbI TONBKO B CNy4Yae MMUTaLumn HaTypanbHbIX Npod.

7.4 TlapannenbHble N3MepeHna ¢ NOMOLLLIO pePepeHTHON N KanMbPOBaHHOWN (aTTECTOBAHHOW) PYTUH-
HOW METOAUK BbINONHEHNA U3MEPEHNN AOMKHbI ObITb NPOBEAEHbI B OTHOLLEHUN KaXXaon npobbl. [1na AoCTnXe-
HUA METPONOrM4EeCKOW MNPOCNEXMBAEMOCTMN Pe3ynbTaTbl, NONYYEHHbIE C NMOMOLLbLID PYTUHHOW METOAOUKM,
NOMKHbI ObITb COOTHECEHLI C pe3ynbTaTaMmun peepeHTHON METOAUKN MYTEM MPUMEHEHNA NUHENHOWN perpec-
CWUK C yrnoBbIM KO3 dULUmMeHTOM (slope), bnNn3knm K eagnHuLEe, N HyNEBbIM OTCEKAEMbIM OTPE3KOM Ha OCU Opaun-
HaT (intercept) npn yctaHOBNEHHOW A0BEPUTENBHON BEPOATHOCTM.

[MpnmeyaHune—Ipn npUMEHEHNN NMHENHOW perpeccun Hadbnwaaemoe 3Ha4veHne yrnoBoro KosdpuumneHTa
NUHWUKN perpeccun AoOMKHO ObITb 3aAaH0, BKNKYasA ero HeonpeaeneHHoCTb.

Yrnoesou KoapdhonuneHT, ONnskum K eanHuue, oxnaaetca, 0aHako AoNyCTUMO OTKNOHEHUE B Npeaenax
YCTAHOBNEHHOro MHTEpPBanNa 3Ha4eHn BenNnynHbl. B 0TAenbLHOM cny4vae npeaenbl A0NYCTUMOCTU (KaK OTKMO-
HeHne OT HeonpeaeneHHOCTU U3MepeHna) OyayT 3aBUCETb OT COCTOAHMA pa3padboTKn MeTOA0B U3MEPEHNA U
OT MEOUNLIMHCKOrO NpeaHa3HaYeHna pe3ynbTaTos.

Habnioaaemoe 3HadyeHne OTCeKkaeMoro oTpeska Ha OCv OpaAMHAT AOMKHO OblTb YCTaHOBNEHO. Ecnn
CyLleCTBEHHOE OTNn4Yne ero 3Ha4vyeHna OT Hyna Npu AaHHOWU BEPOATHOCTU PaCLEHUBAIOT KaK AONYyCTUMOE,
OOMKHbI ObITb YCTAaHOBNEHbI OCHOBAHUA ANA 3TOro. ECNn BBOAAT NONPAaBKY, €€ NPONCXoXAaeHNe N NpUMEHEHNE
OOMKHbI ObITb NpPeaocTaBNeHbl NO 3anpocy. HeonpeaeneHHOCTb 3Ha4YeHNa, NPUNUCaHHOIO KannbpaTopy, NU3ro-
TOBNEHHOMY NPOn3BoanNTENEM, AOKHA ObITb YyBENUYEHa Ha HeonpeaeNeHHOCTb NONPaBKN, €CNN OHA CYLLECT-
BEHHaA. 3Ha4YUTENbHOE OTNUYNE OTCEKAEMOro OTPEe3Ka Ha OCU OpAUHAT NPU PYTUHHOW METOAMUKE BbINONHEHUSA
N3IMEPEHUN MOXET YKa3blBaTb Ha pasnunine aHanuTU4eCcKon cneunu4HOCTU MeXxay AByMa METOANKAMU W,
cnenoBaTenbHO, NOCTaBUTbL NOA COMHEHUE NPUHLMA METPONOrMYeCKOU NPOCNEXNBAEMOCTMN.

Oxxnaaemblie OTKNOHEHNA 3HaYEHNN BOKPYT NMUHNK perpeccnmn (npeaensl npeackasaHna) MOryT ObITb OLLe-
HeHbl NPN AaHHOW OOBEPUTENBHON BEPOATHOCTN NCXOAA U3 YMcna NPob U COOTBETCTBYIOLWMNX HeoNpeaeneHx-
HOCTEU OBYX METOAMK BbINOMHEHNA un3MepeHnn. bonee BbipaXeHHble Bapuauun, YeM 3TO NoKasblBaeT
3aBUCALLAaA OT abeppaHTHLIX NPOO6 BEPOATHOCTb OTHOLLEHUN MeXAY METOAMUKAMMU, CTaBAT N0 COMHEHNE MeT-
PONOMMYECKN NPOCNEXEHHbIE PYTUHHbIE PE3YNbTAaThl ANSA onpeaeneHHbIX NPob. B apyrom cnyyae npegen mak-
CUManbHO AONYCTUMOW OTHOCUTENBLHON Bapnauum Mmexay pesynbTatamu pedepeHTHOU N KannbpoBaHHOM
(aTTeCcToOBaHHOWN ) PYTUHHOW METOAUK BbINONHEHNA U3MEPEHNN MOXET ObITb 3aA4aH NnponssoauTeneM. Bapuma-
LUK, HaXoaaLmMeca HUxXe AoNyCTUMOro npeaena v Bknovaruwme B ceda aToT npeaen, cneayer y4ecTb, YTOOL!
yKasaTb NpueMnemMoe NOCTOAHCTBO OTHOLLEHUA MeXay npoLeaypamu.

7.5 Ecnn B npouecce npuNUCLIBAHUA 3HAYEHMA M3rOTOBMNEHHOMY MPOU3BOAMUTENEM KanmbpaTopy
NCnonb3yeTcs paa NPod HenoBe4eCKOro NPONCXOXAEHNSA, ITOT XKe pPAa He A0MXeH ObITb NCNONBb30BaH ANA NOA-
TBEPXXOAEHNA METPONOrn4YeCckon NPOCNeXXMBaeMOCT!.

8 UHdopmMmauua o MeTpoNiorM4yeCcKoum npocnexmBaemMocTu, npuBoammas
B UHCTPYKLUU NO NPUMEHEHUIO MeAULIMHCKOro nusaenua ana oguarHoCTUKIn
In vitro

HeonpeaeneHHOCTb NPUNNCAHHOIO 3HaYEHUA KannmbpaTopoB U KOHTPOMNbHLIX MATEPMANOB NPaBUNBHOC-
TV AONXXHa ObITb NPeAOoCTaBNEHA Mo 3anpocy NPogeCCUOHAaNBbHOIO KOHEYHOrO NoTpedbutensa. NpuMeHsIT Tpe-
6oBaHua EH 375, nyHkT 5.16.

[onxHa ObITb TaKkKe NnpuBeaeHa MHOOPMAaLNA O KOMMYTabenbHOCTU KanndpaTopa NPOAYKTA KaK B OTHO-
LLIEHNN METOANKU BbINONHEHUA N3MEPEHUN, KOTOPON NPUNUCAHO 3HaYEeHNne MaTtepmany, Tak U B OTHOLLEHUM
PYTUHHON METOAMKN KOHEYHOro NoTpebuntena, Ans KOTOPOW NpeaHa3HavYeH matepman.

M pumeyaHune— [etanu npotTokona nepeHoca Ansa kanubpatopa NpoAykTa AOMKHbI ObiTb BKNKOYEHbI B TEXHU-
YeCKYI0 AOKYMEHTALNI0, CONPOBOXKAAILLYIO NPOAVYKT.
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[TpunoxeHue A
(cnpaBo4HOe)

CBeneHuMA 0 COOTBETCTBUM HaUMOHaNbHbLIX cTaHAapToB Poccunckon Pepepaunn
CCbINMOYHbLIM MeXAYHapPoOAHbIM (permoHanbHbIM) CTaHgapTaMm

Tadonunua A. 1

O603Ha4YeHne CCbINIOYHOro MeXayHapoaHoro
cTaHaapTa

O603Ha4YeHne U HaMMEeHOBaHUE COOTBETCTBYHOLLErO
HaLMOHanNLHOro ctaHaapTa

NCO Pykosoacteo 35:1989

EH 375:2001

MexxayHapoaHbI CNOBapb OCHOBHbIX W

oOWMX TEPMMHOB B METPONOrnN, 2-e n3aa-
Hue, NCO, XKeHesa, 1993

PyCcCcKO-aHrno-gppaHLy3CcKo-HEMELKO-MCNAHCKUIA CNOBapb OCHOBHbIX
n odbwmnx TepmuHos B meTponorun / Mep. ¢ anrn.-cbp.//M.K. WNcaes,
B.B. MapaunH. — M.: UINK W3a-Bo ctaHaapTos, 1998. — 160 c.

* COOTBETCTBYHOLLUIA HALMOHANbHbBIA CTaHAapT OTCyTCTBYeT. [1o ero yTBep:KaeHuUs pekoMeHayeTcs UCnonb3oBaTh

nepeBoq] Ha PYCCKUA A3bIK AAHHOro MeXxXayHapoaHoro ctaHaapta. MNepeBoa AaHHOINO MeXxayHapoaHOro craHaapTa
HaxoauTcsa B PepepanbHOM MHAOPMALMOHHOM (hOHAE TEXHUYECKUX pernaMeHToOB U CTaHAapTOB.
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