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Mpeancnosue

Llenv v npyHumMnbl cTaHAapTu3aummn B Poccuiickoin Pegepaumm yctaHosneHsl efepanbHbIM 3aKOHOM OT
27 pekabps 2002 r. Ne 184-93 «O TexHWYeCcKOM perynnuposaHuny, a npasuna npuMeHeHus HaumoHanbHbIX
ctaHgaptoB Poccuickoin ®egepauum — FOCT P 1.0—2004 «CtaHgapTusauuns B Poccuinckon depepaumu.
OcHOBHble NONOXeHUS»

CBegeHus o cTaHpapTe

1 MOArOTOBINEH NabopaTtopueiit npobrem KNnHnko-nabopaTopHon guarHocTukm MockoBckon meau-
LnHckol akagemun nm. .M. CeveHoBa Ha ocHoBe cOBCTBEHHOIO ayTeHTUYHOro Nepesoa cTaHaapTa, ykasaH-
HOro B nNyHKTe 4

2 BHECEH TexHn4yecknm koMuTeToM no ctaHgaptusauum TK 466 «MeauumuHckue TeXHONormy

3 YTBEP>XJEH 1 BBELEH B AEMCTBWE Mpukaszom PeaepansHOro areHTcTBa no TeXHUYeckoMy pery-
NMPOBaHMIO U MeTponorim ot 27 aekabpsa 2007 r. Ne 533-cT

4 HacTosawun ctangapTt uaeHTndeH mexagyHapoaHomy ctaHgapty MCO 15193:2002 «Uspenua megu-
LMHCKWe ANs AnarHocTuKK in vitro. UamepeHue senuduH B npobax Guonorudeckoro npovucxoxaerus. Mpea-
cTaBneHue npoueayp pedepeHTHbIX wnaMmepeHun» (ISO 15193:2002 «in vitro diagnostic medical
devices — Measurement of quantities in samples of biological origin— Presentation of reference measurement
procedures»).

HanmeHoBaHuWe HacTosiLero craHgapTa U3MeHeHO OTHOCUTENBHO HAMMEHOBaHUS YKasaHHOTO MexXay-
HapogHoro cTaHaapTa Ans npuseaexus B cooteetcTene ¢ FOCT P 1.5 (nogpasaen 3.5).

Mpy NpYMeHeHUN HAaCToSILLLEro CTaHAapTa PEKOMEHAYETCA UCTIONb30BaTh BMECTO CChINTOYHBIX MeXaYyHa-
POAOHBIX CTAHAAPTOB COOTBETCTBYIOLME UM HAaUMOHaNbHbIe cTaHdapThl Poccuiickoin ®eaepauuu, ceeaeHns o
KOTOPbIX NpMBeAeHbl B AONOMHATENLHOM NpunoxeHun B

5 BBEJEH BMEPBbIE

UHpopmayusi 06 UMeHeHUAX K HacmosweMy cmaHdapmy rybnukyemcs 8 exe2o00Ho uszdasaemMom
UHGhopMayUOHHOM yKazamerne «HauuoHanebHbie cmaHOapmbl», a meKcm UsMeHeHUU U ronpasoK — 8 exeme-
CAYHO U30asaeMbix UHHOPMaYUOHHLIX yKa3amensix « HayuoHaneHbie cmaHdapmely. B cnydae nepecmompa
(3aMeHbl) unu ommMeHbl Hacmoswe2o cmaHdapma coomeemcemeytoujee yeedomneHue 6ydem onybnukosaHo
8 eXeMecsIHHO us0asaeMoM UHhopMaULUOHHOM yKa3amerne «HauuoHanbHele cmaHdapmei». Coomeemem-
8ylolasi UHgopmauus, yeeOoMeHue U meKkcmsl pasmewaromes makxe 8 UHGhopMayuoHHoU cucmeme obue-
20 ronb308aHus1 — Ha oghuyuanbHoM calime @edepasibHO20 a2eHmMemea o MexXHUYEeCKoMy pea2yrupoeaHuio
u memporioauu 8 cemu iHmepHem

© CraHpaptuHdgopm, 2008

HacToswmn ctaHgapT He MoxeT 6bITb MONTHOCTLIO UMK YacTUYHO BOCnpousseaeH, TUpaXXMpoBaH U pac-
NpocTpaHeH B kadecTBe oduLManbHOro nsgaHnsa 6e3 paspelueHus depepanbHOro areHTCTBa No TeXHUYECKo-
My perynuposaHuo U MeTpoiornn
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BBegeHue

Cuctembl pebepeHTHbIX U3MepeHUn HeobXxoanMbl ANst NOMYYeHUs HageXHbIX pe3ynbTaToB U3MepeHnin
ONsi HAYYHBIX, TEXHONOMMYECKMX U NPaKTUYECKUX Lenei, cpaBHUMBIX U NPocheXnBaeMblX 40 3TanoHOB U3Me-
PEHWNIA HaNBbICLLEro MeTPOSIOrMYeckoro ypoBHS. AHanuTu4eckne MeToaukn pedepeHTHbIX USMepeHUii urpatoT
peLuaoLLyto porib B 3TON METPOSIOrMYeckon CUCTEME, Tak Kak OHWU MOTYT 6bITb UCNOMb30BaHbI A5

- OLEHKN XapaKTepUCTUK U3MepUTENbHbLIX CUCTEM, BKMKOYaOLWMNX B cebsl nsmepuTenbHble Npubopsl,
aononHuTensHoe 06opyaoBaHNe U peareHThl;

- AeMOHCTpaummM pyHKUMOHaNNbHOW B3aUMO3aMeHAeMOCTU PasnnYHbIX PYTUHHBIX METOAMK U3MEPEHUS,
npegHasHavYeHHbIX Ans U3MepeHns OAHOM U TOW e BEMUYMHEI;

- MPUNUCBIBAHNS 3HAYEHWUI CTaHAapPTHLIM 0bpasLamM, KoTopble NCMONb3YTCA ANA Lenei KanMbpoBKku
U KOHTPOIS PYTUHHBIX METOAUK USMEPEHUS;

- YCTaHOBMEHUS aHaNnMTUYeCKN BINAIOLLUX BENUYMH B Npobax naLneHTos.

Ons KnnHu4eckux nabopaTopHbIX U3MepeHUi, B 0COBEHHOCTM MPU HEOTMIOXHOM N NMPOACIPKUTENBHOM
nevyeHnn NauneHTa, XU3HEHHO BaXKHO, YTOOLI pesynbTaThl, coobLiaemMele Bpadam 1 nauueHTam, bbinm oguHa-
KOBO CpaBHNMEI, BOCMPOU3BOAUMbI U NPaBUbHbI.

PedepeHTHbIe METOANKN BBINOMHEHUS N3MEPEHNIA AOIMKHbI 6bITb NpuBedeHbl B hopMe (MMCbMEHHOro)
HOPMaTMBHOro 4OKYMEHTA B Clydae, eCciv OHU yBA3aHbl ¢ TpeboBaHMAMN:

- YCTaHOBIEHHEIMM B CTaHAapTax, TEXHUYECKUX TPebOoBaHUSAX MU TEXHUHECKUX NpaBuMniaxuT. 4.;

- YCTaHOBMEHHbIMUN NOCTaBLLMKOM;

- CBSI3aHHbIMW C KAYECTBOM NPOAYKTa Unn npoLecca.

MpenmMyLwecTsa Hannums Takoro AokyMmeHTa nepeuncneHbl B Pykosogctese NCO/MOIK 15 [1].
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HAUWOHANBbHBIA CTAHAAPT POCCUUCKOW @SGEAQAEPALMUMK

n3penua MEQUUIMHCKUE ANA AMATHOCTUKU IN VITRO

U3mMepeHune BenuuuH B npoGax GMONOru4eckoro NPonucxXoXaeHus.
OnucaHue pedepeHTHbIX METOAMUK BbINOMHEHUSA U3MEPEHUI

In vitro diagnostic medical devices. Measurement of quantities in samples of biological origin.
Presentation of reference measurement procedures

Hara BBegeHnsa — 2009—07—01

1 O6nactb NpUMeHeHunA

Hactosawuin ctaHgapT yctaHaBnueaeT TpeboBaHUs K onncaHuio pedrepeHTHON MeTOANKM BbINOSTHEHMS!
U3MepeHni.

N pwnwmeyaHne—Ilpegnonaraercs, 4TO ONbITHLIN NaGopaTopHbLIA CNeLunanucT, criegyst ONMCaHUIo METOAUKU
BbIMONHEHNA U3MEPEHUN, U3NOXEHHOMY B COOTBETCTBUM C HACTOSILLUM CTAHAAPTOM, MOXET MOMy4UTb pe3ynsrar ¢ Heornpe-
AeNeHHOCTbIO U3MepeHusl, He NPEBbILLIAIOLLLEN YCTaHOBNEHHbIN YPOBEHD.

CraHgapT npumeHUM Ans n6oro nuua, opraHa unun yupexxaeHus, paoTatoluero B 04HOM U3 pasaenos
na6opaTopHO MeauUMHBI, Npu paspaboTke AOKYMEHTa, KOTOopbIi ABNsieTca pedepeHTHON METOAUKON BLINOS-
HEHWA U3MEPEHNIA.

2 HopmaTuBHLIe CCbISIKU

B HacTosileM cTandapTe NCMoMb30BaHbl CChIMKU Ha cregytolme MexayHapoaHble cTaHaapThl U Hopma-
TUBHbIE AOKYMEHThI:

NCO 3696:1987 Bopga aons nabopaTopHoro aHanusa. TexHudeckue TpeboBaHMsa U MeToabl UCTILITAaHUA

NCO 6353-2:1985 PeareHTbl 4Ns XuMudeckoro aHanusa. Yactb 2: TexHudeckue TpebosaHua. MNepsas
cepusi

NCO 6353-3:1987 PeareHTbl 4n1s XMMU4eckoro aHanusa. Yactb 3: TexHuyeckue TpeboBaHus. BTopast
cepusi

NCO/M3K Oupektusbl — Yactb 2:1992 Metogonorusa ans paspaboTku MexayHapoAHbIX cTaHAapToB
MexayHapoaHbIf crioBapb OCHOBHBIX U 061X TepMuHoB B MeTpororuv (MCM), 2-e nsgaxue, XKexesa, UCO,
19931).2)

PYyKOBOACTBO NO BhIpaXXeHUO HeonpeaeNeHHoCTM NpyU usMepeHun, 1-e uaaanue, XXenesa, NCO, 19933)

" CnoBapb NOAroTOBIEH Ha aHIMUCKOM U ppaHLy3ckoM sidblkax 06 beauHeHHOW paboyen rpynno 3kCnepToe., Bbl-
OeneHHbIX cnegylwmmmn opraHmaauusmu: MexayHapogHoe Giopo mep u BecoB (Intemational Bureau of Weights and
Measures; BIPM), MexayHapoaHas anektpoTexHudeckasi kommuceus (International Electrotechnical Commission; IEC),
MexayHapogHast Pegepauusi KNMMHUYECKON XvMun u nabopatopHon meguumHbl (Intemational Federation of Clinical
Chemistry and Laboratory Medicine; IFCC), MexxayHapoaHas opraHusaumsi no craHgaptuaauum (International Organization
for Standardization; ISO), MexayHapoaHbii COl03 TeopeTUHeckon u npuknagHoi xumum (Intemational Union of Pure and
Applied Chemistry; [IUPAC), MexxayHapogHbii CO103 TeopeTudeckon n npuknagHou dmaumkm (International Union of Pure
and Applied Physics; IUPAP), MexayHapogHas opraHusauusi no 3akoHogaTenbHon wmetponorumn (International
Organization of Legal Metrology; OIML).

2 g HacTOsILLEM CTaHAapTe NPUMEHSIIOT cokpaweHne MCM.

3 [MogroToBNeHo NpeacTaBUTENAMMN TEX Xe OpraHn3aumnn, 3kcnepTsl KOTopbIX nogrotoBunu MCM.

Uzpanve ochmumnanbHoe
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3 TepmuHbl 1 onpeaeneHns

B HacTosiem cTaHgapTe npuMeHeHbl TepMuHbl U onpedeneHus no MCM [2] v [3], a Takke cneayolne
TEPMUWHbI C COOTBETCTBYHOLLUMU ONpeaeeHNAMN:

3.1 nepBu4Has npob6a (primary sample): OgHa nnm HeCKONbLKO YacTe i, NepBoHavanbHO B3ATHIX U3 CUC-
TEeMbI U NpedHasHa4YeHHbIX 415 NoNyyYeHUss MHopMaLMmn 0 cucTeMe Unu Ans Toro, YTobbl CAyKUTb OCHOBON
ANs peleHnsi OTHOCUTEIbHO CUCTEMBI.

MpunMeyaHne—B HEKOTOPbIX Criyyasx nony4eHHas MHHopMaLWs TaKKe UCTIONb3YETCs1 B OTHOLWEHUN CUCTe-
Mbl GOMNbLLIEro pa3mepa Unu COBOKYMHOCTU CUCTEM, SNEMEHTOM KOTOPOM SIBMSIETCS CUCTEMA, M3 KOTOPOM B3siTa Npoba.

3.2 nabopatopHas npo6a (laboratory sample): MepBuyHas npoba unu ee yacTb, NOArOTOBNEHHASA ANs
HanpasneHWs B nabopaTopuio Unu NonyyYeHHas ero 1 NpegHasHa4veHHasn 4l U3BMepeHust.

3.3 aHanuTuueckas npo6a (analytical sample): Mpo6a, noarotoBneHHas n3 nabopatopHo Npobbl, U3
KOTOPOWM MOXET 6bITb B3ATa NOpLMA AN aHanun3a.

MpwuMedaHne— AHanutnyeckas Npoba MoxeT GbiTb NOABEPrHyTa pasnmyHbIM Bugam o6paboTku nepepq B3s-
TUEM U3 Hee NopuMK Af1si aHanuaa.

3.4 ananuTtu4eckas nopuua (analytical portion): Mopuna matepmana, B3ATOro U3 aHanUMTUHECKoM Npo-
6bl, Ha KOTOPOW MPOBOAUTCA U3MEPEHME NN HabnogeHue.

MpwnmedaHnune— AHanuTndeckylo nopumio 6epyT NpsAMO U3 NEPBUYHON MM nabopaTopHon Npobbl, ecnu He
TpebyeTcs NOAroTOBKM. AHaNUTUYECKYIO MOPLMIO MHOTAA PacTBOPSIOT Al MOMyYEeHUs aHanuTU4eCcKoro pacTeopa nepea
NoMeLLeHNeM ee B U3MepUTENbHBIN NPMoop.

3.5 aHanuTudeckum pactBop (analytical solution): PacTBop, NpUroTOBMEHHbIA pacTBOPEHNEM aHanu-
TMUYeCKOW NopLMn MaTepuana B rase, XXUAKoCTU UMW TBEPAOM BellecTBe C NpoBeAeHMeM peakumm unu 6es
Hee.

3.6 martpuua(MarepuanbHoi cuctemsbl) [matrix (of a material system)]: Bce KOMNOHeHTbI MaTepuarb-
HOW CUCTEMBbI, 33 UCKITIOYEHNEM aHanuTa.

3.7 pedepeHTHas MeToauKa BbINONHEHUA usMepeHuin (reference measurement procedure): Tuwa-
TeNbHO M3y4YeHHas MeToAMKa BbIMOMHEHUSA U3MEepeHWd, MO3BOMsoWAs MOYyYUTb 3HAYEHUA, UMeloLwue
HeonpeaeneHHOCTL U3MepPeHUs, copasMepHy!Ho C npegnonaraemMbiM UX UCTIONb30BaHUEM, 0CO6EHHO NPU OLEeH-
Ke ApYrux npoteayp UaMepeHust To e BeIMYUHBI U NPU XapaKTepucTuke cTaHaapTHLIX 06pasLoB.

3.8 ananutu4eckasa cneuncpudHocTb (analytical specificity): CnocobHocTb MeTOANKWN BBINOAHEHUA
n3mepeHuin onpeaensaTb TOMLKO NoOANEeXallee USMepeHUo coiepkaHne n3MepsieMoi BeSNIUYUHBI.

3.9 aHanuTu4eckan uHTepdepeHuun (analytical interference): CuctemaTtuyeckasn owmnbka nsmepe-
HUSA, BbI3BaHHasA BMUAIOLLIEN BEMMYMHOW, KOTOPasn caMa He co3faeT curHana B UsMepuTenbHON cucTeme, ogHa-
KO IBNAETCA NPUYUHOW YCUIIEHUS N ocnabneHns perucTpupyemoro curHana.

3.10 Bnuawwan BenuuuHa (influence quantity): BenuunHa, koTopasi He SIBNsieTCA 06BEKTOM U3Mepe-
HWA, HO BNUAET Ha pesynbTaT U3MepeHus.

[MCM, cTaTbsa 2.7]

3.11 usmepsemasn BenuuuHa (measurand): BenuuuHa, senstowascsa 00 beKTOM U3MepPEHUs.

[MCM, ctaTbs 2.0]

4 OnucaHue pedepeHTHON MeTOAUKU BbINONTHEHUSI U3MEePEeHUN

4.1 dneMeHTLI NUCbLMeHHOM pedepeHTHOU MEeTOAUKU BLINONTHEHUA U3MepPeHU

Onucaxune pedepeHTHOW METOANKA BLINOMHEHUS U3MEepPEHUA AOSDKHO BKIoYaTh B ceba no MeHbLuein
Mepe afeMeHTbl, 0603HaveHHble kak 0bsizaTenbHble (O) B Tabnuue 1. Mopsiaok pa3aenos M noapasaenos onu-
CaHUA METONKN MOXET 6bITb U3MEHeH UN AONOMHEH TakUuMU pasfienamMu, Kak TeopeTudeckue AaHHbIe U T. N.
(ecnu HeobxoaMMO).
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Tabnuua 1— 3nemeHTbl onucaHnsi pedepeHTHON METOANKA BbINONHEHUSI N3MEepPEeHUN

Tun sanemenTa’) Mompasaens
SnemeHr HacToslLero ctaHaapTa
o a
TWTynbHBIA IMCT C
CopepxaHve C
Mpegucnosue C
MpeaynpexaeHns 06 onacHoCcTsX C 4.2
Beeaenne C 4.3
HanmeHoBaHne
O6nacTb NpUMEHeHUs H 4.4
HopmaTuBHbIE CCbINKK H
TepMuHbI U onpeaeneHus
CUMBOIbI M COKpaLLeHUs
TepmuHonorus H 4.5
MpuHUMN 1 MeToA N3MepeHUus H 4.6
[MepeyeHb ocHaweHnst H 4.7
PeareHTsbl H 4.8
Mpubopbl H 4.9
B3asaTne npobbl n npoba H 4.10
[MoaroToBka M3amepuTeNbHON CUCTEMBI U @HANUTUHECKON NOpLUN H 4.11
Pa6ota uamepuTensHON cMcTeMbI H 412
O6paboTka AaHHbIX H 413
AHanuTnyeckas 4OCTOBEPHOCTb H 4.14
Ocobble criyyan H 415
MopTBEpXAEHUE NyTEM MeXTabopaTopHbIX CPaBHEHWN H 4.16
OTt4eT o pesynbraTax H 417
O6ecneyeHune kavecTsa C 4.18
Bubnuorpadus C 4.19
Hatbl yTBEpxXaeHusi n nepecmoTtpa C 4.20
" Cumeorbi ans TMna pasgernoB B HacTosiwem craHgapte: O — obGsasaTenbHbli, [l — AOMONHUTENbHbIN,
C — cnpaBo4HbIf, H — HopMaTUBHbIN.

4.2 TMpepynpexaeHUs o pucke U onacHocTU

4.2.1 B onncaHum MeTOAMKN OOMKHbI codepxaTbes npeaynpexaeHus o noboi onacHocTn, codeTtato-
Lercsa ¢ TunoM npobkl, peareHToM, 060pyAoBaHNEM UMK AeNCTBUSIMUN, @ TaKKe AOMKHbI 6bITb ONMcaHbl Heob-
XOAWMbIE Mepbl MPefoCTOPOXKHOCTU, BKIIOYas Mepbl MPeJOCTOPOXHOCTM MNpU  yAaneHUM OTXOAOB.
HonyckaeTcs npuMeHeHe HaLoHanbHbIX, permoHanbHbIX U MECTHBIX HOPMAaTMUBOB U NpaBusl.

4.2.2 MpeaynpexaeHue 06 onacHOCTU AOMMKHO BbITb HanevyaTaHo NPONUCHBIMIU ByKBaMM NN BbIAENEHO
NONYXNPHBIM LUPUDTOM:

a) HenocpeACTBEHHO Nocne HaMMeHOBaHUSA cTaHAapTa, eCMM OMacHOCTb, KOTOPYLO crieayeT YUUTbIBaTb,
CBsizaHa C aHanuM3upyemMelM NpoaykToM (Hanpumep HaTWBHBIM MaTepuarioMm GMONorMyeckoro NponUCXoxae-
HKS);
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b) BonucaHuu peareHTOB Nocne HasBaHUs peareHTa UNU MaTepuana, ecnmnonacHoOCTb, KOTOPYHO cneay-
eT yunTblBaTb, CBA3aHa C AaHHbLIM peareHTOM U MaTepuanom (Hanpumep KapunmHoreHoM, paauoakTUBHLIM
MaTepuanom);

C) Kak npeaynpexpaaillee ykasaHue B NepBoOM pasgene onucaHusa npakTuieckon pedepeHTHoM MeTo-
AWKV BBIMONHEHWUA U3MEepeHUiA (Hanpumep, Ans USMEpPeHUs ¢ UCNOMNb30BaHNEM BOCNNAMEHAIOLEroca rasa).

YkasaHna 06 onacHOCT 1 NpeoCcTepeXXeHUs He HYMepYyHoT.

NpwumeyaHn e— JonkeH bbITb NPUBEAEH UCXOAHBIA AOKYMEHT, ONUCHIBAIOLLMI ONACHOCTU ANS 330POBbS.

4.3 BeepeHue

BeeaeHuWe [OMKHO cogepXXaTb criefyloluve cBeeHusl, NpuBoAMMble B NPON3BONbHOM Nopsaake:

a) npupoaa BeNM4MHbI U3MepsAeMoil pecpepeHTHON MeTOAMKON BbINONHEHUA U3MEPEHUI, C YKasaHUeMm
CUCTEMBbI, KOMNOHEHTa 1 poaa BEJIMYUHbI;

b) kpaTkoe ykasaHue ee 3Ha4YeHUA A1 MEAULMHCKON MOMOLLM (€Cnu Heo6Xxoanmo);

C) MeToA n3mMepeHus M OCHOBaHUS A1 ero BuiIbopa;

d) MecTo MeToAWKM B Uepapxumn MeTOAUK BbINOSTHEHUSA U3MEPEHUI U NPOCNEXUBAEMOCT.

4.4 O6nacTb NpUMeHeHUA

Paszgen «O6nactb npyMeHeHus» JOMMKeH cogepXaTb XapakTepUCTUKy cybbekTa usmepeHnUa n oxsaTbl-
BaeMble acnekTbl, yka3biBatoLmMe Ha npegensl npuMmeHeHus. [laHHbIA pazaen He AomKeH cogepxatb Tpebosa-
HWA.

MpwumeyaHne— Pasgen «Obnactb NnpUMeHEHUsI» MOXET BKNtoYaTk B ceba cnegylowme gaHHble:

a) Tunbl MaTepuana npobbl, B OTHOLIEHUN KOTOPOTO NPUMEHAETCH pedepeHTHan MeToaNnKa BeINONHEHUS namepe-
HWIA 1 CYLLECTBYIOLLWE OrPaHUYEHMUS];

b) npegenkl3HaveHU BENUYMH, KOTOPLIE MOTYT 6bITb M3MepPEHbBI C NOMOLLBI0 pedepeHTHON METOANKUN BINONTHEHNS
V|3mepeHvu7| N KOTOpPbIE MOTyT 3aBUCETb OT APYIMX KOMIMOHEHTOB,

C) WHTepdepupylolLMe KOMNOHEHTBI, HaNpumep nekapcTea, metabonuTel, fo6aeku, poctT MUKPOGOB UNKU apyrue
Brvsitowme hakTopbl;

d) ykasaHuwe Ha gonycTnmble MoanduKaLmum B OCHOBHON pehepeHTHON MeTOANKE BbINONHEHNS U3MEPEHUI, HANPW-
Mep, eCMM HEOOXOANMO UCKITHOHNTB HEHYXKHbIE M ONpedenuMble BNUsIHUS [aeTany moandMuMpoBaHHOMN NpoLeaypbl AOMK-

Hbl BbITb NPUBEAEHLI B pasgene «CneymnanesHble cnyqdan» (cm. 4.15)];
e) uenv u3MepeHusi, KOTOPbIM COOTBETCTBYET peddepeHTHasi METOAMKA BbINOIHEHWS U3MEPEHUIA.

4.5 TepMuHonorus

4.5.1 MMoHATKA

JaHHblin nogpasgen JO/KeH cogemkaTb ONMCaHUA BCEX 3JIEMEHTOB, CYLLECTBEHHbIX ANsl MOHUMaHWUs
pedepPeHTHON METOANKM BEINONHEHUSA N3MEpPEHUHA.

MpumevaHune 1— 3TKanemeHTbl MOIYT BKINOYaTh B cebs1 , Hanpumep:

a) cucTeMy CBA3aHHbIX NOHSATUI, Hanpumep n3odepMeHTbl NakTaTAeMApPoreHassbl No OTHOLEHUIO K 3reKTpodope-
TUYECKOW NOABUXKHOCTH;

b) TepmuH, KOTOPLIN MOXeT BbiTb MCMONB30BaH B €r0 CNeLMansHOM 3Ha4YeHNUM, C KOTOPLIM MOTYT GbiTh HE3HAKOMbI
HEKOTOpble NOTeHUUanbHbIe YnTaTenu, HanpUMep TEPMUH «BENUUMHAY» ANSA «CBOMCTBA» UMM «KONMYECTBO BELLECTBA»
Ansl OCHOBbI poAa BEMUYUHbI C eANHWLENR MOb;

¢) ynotpebnsemblii NOBCEAHEBHO TEPMMWH, KOTOPLIA HE MOXXET UCTIONb3OBATLCS ANs AaHHOIO Cny4as, Harpumep,
TEPMMWH «4acTel Ha MUNIMOH (ppM)» N3GeraioT NPUMEHSTb, 3aMEHSIS TEPMUHOM «MaccoBas [orsl, B MUNIIUrpaMMax Ha
Kunorpammy» unu «obbemHasi 4onsi, B kyGuieckux caHTMMeTpax Ha Kybudyeckuii MeTp (MM MUKPOIUTP Ha NIMTP)» (CM. Tak-
xe 4.8.4).

MpumedyaHwue 2 — Pasgen «TepMUHONOIMs» SIBNSIETCH AOMOMHEHWEM K pa3aeny « TepMUHbI U ornpefieneHus,
a vHorga Tarke K pasgeny «Cumeons! 1 cokpalueHus» (cM. Tabnuuy 1), 1 TEPMUHBI YacTO BKIMIOYEHBI B OAUH U3 HUX UNnn
pacnpegeneHbl Mexay HUMK.

4.5.2 HomeHknatypa

|/|CI'IOJ'Ib3yeMbIe B onncaHnm meToaMKn HaMMeHOBaHUA XUMUYeCKUX COG,EI,I/IHGHI/IVI, Grnonorn4eckux KoMno-
HEeHTOB, BeNMMYUH, eAUHNL, a TakKe CUMBOJbI A0JDKHBI COOTBETCTBOBaATb MeXXAyHapoaHbIM CTaHAapTamMm (eCJ'II/I
NMeTCs1) UMK NocregHUM pekoMeHAaunsiM COOTBETCTBYIOLLMX MEXAYyHAapOoAHbIX opraHusauui [4]. B cnyyae,
eClin aBTOPUTETHbIe NCTOYHUKN pekoMeHAOYIoT 6onee OAHOIo HaMmMeHoBaHUA, Bbl6l/lpaIOT OoaHO U3 HUX. Bbi6-
paHHOoe HanMeHoBaHe 1 ero CUHOHUMbI AOJTKHbI ObITb BKIIOYEHbI B nepeydyeHb peareHTOB C yKa3aHUeM NCnoJib-
30BaHHbIX CTAHAAPTOB UMK peKoMeHAYIOLLNX MeXAYHapoaHbIX OpraHusauui.

4
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4.5.3 Pa6oune HaumeHoBaHUSA

Ecnu ucnonb3syetcs paboyee HaMMeHOBaHUe peareHTa, OHO AOMKHO GbITb NpUBeAEHO B ckobKkax Henoc-
peAacTBEHHO Nocne o6LWenpUHATOro (CUCTEMATUYECKOTO) HAaMMEHOBaHUA NP NEPBOM YNOMUHaHUK 0bLLenpu-
HATOro HAUMEHOBAHUA B TEKCTE.

4.6 MpuHUUN U MeTOAQ U3MepeHUun

4.6.1 B pedepeHTHON MeToAUKe BbINOMHEHUS U3MEPEHNI A0MKeH ObiTb NpUBeAeH NPUHLIMN n3mepe-
HUS, HAaNpUMep, B METOAUKE N3MePEHUs KOHLIeHTpaLMu BunmpybuHa B XXnakom pactsope NpUMeHsieTcsi onpe-
aeneHue monapHon abcopbunn B BUAMMOM ManasoHe CBeTa.

4.6.2 MeToa usmepeHusa aomkeH 6biTb onucaH. Ecnu Heo6xoaumo, A0MKHBI 6bITb NpUBEAEHLI OCHOBA-
HWsA ans Bbibopa onpeaeneHHoro atana usmepeHust. [omkHbl 6bITb YkasaHbl TPOUCXoasiLMe peakun, ecnv
3T0 Heobxo0aMMOo ANA NOHUMaHUSA TeKcTa UK pacyeToB. MNprn HeoB6X0AUMMOCTU peakL AOMKHbI ObIThb Bbipaxke-
Hbl B IOHHOW hopme.

4.7 MNepeyeHb OCHaLWeHUA

4.7.1 CooTBeTCTBUE

MepeyeHb oCHaLleHUsA AOMKEH cogepXaTb BCe MpeaMeThl U YCoBUS, KOTOpble Heo6XxoAnMBbI A4S BbIMOS-
HEeHWSA U3MEPEHUIA.

MpwrmeyaHun e—TllepeyeHb OcHaLEHUs1 OCOBEHHO NoneseH, ecny AOKYMEHT, coaepxawmin onucaHue pede-
PEHTHOI METOAMKN BLINONHEHNS UaMEepPeHuit, MeeT Gonblumne pasmepbl. 3T0 0COBEHHO NPUMEHUMO K peareHTam (cum. 4.8)
1 npubopam (cMm. 4.9). lMonHble ONUCaHNA ¥ MHCTPYKLMKM 1O NOATOTOBKE pPeareHToB NPUBOAATCH B TEKCTE onmcaHus pede-
peHTHOI‘;I MEeTOANKN BbINONHEHUSA M3mepeHm7| Unn B NPUNOXEHUN K HeMy.

4.7.2 PeareHThbl
BkntoveHHble B NepeveHb OCHaLLEHMS peareHTbl A0MMKHbI ObITb NepevncneHsbl B nopsaake nx obenpuHs-
ThIX MMM paboUNX HAUMEHOBAHWIA.

MpwnmeyaHwne— [JanHbi pazgen AomkeH 6biTb NPeACTaBNEH B cneayiowem nopaake:

a) NpoaykTbl (MCKIOYas pacTBOPbI), UCMOMNb3yeMble B X KOMMEPYECKN AOCTYNHON (hOpMe;

b) pacTeopebl, B3BECU MK NOPOLLKKM (MCKIIOYasa CTaHAAPTHbIE 06pasLbl) C UX NPUMEPHO YCTAHOBNEHHBIMU KOHLEH-
Tpaumamu;

¢) kanubpoBo4Hble MaTepuarnsl B BUAe PaCTBOPOB C YTOUHEHHbIMW KOHLUEHTPAUNAMM;

d) vHgukaTopbl;

e) pacTBopuTenu (Boaa, opraHnyeckve pactBoputTenm);

f) KOHTpONbHbIE MaTepuansl.

4.7.3 MpnGopbl

OcHoBHble BUAbI NPUBOPOB AOMKHbLI ObITE NPUBEAEHBI B MepeyHe OCHALLEHUS C yKa3aHUeM UX TUMoB U
ntobbiX crneunanbHbIX TpeboBaHuin, Takux kak TpeboBaHUsA K KanubpoBOYHBIM MHCTPYMeHTam (Hanpumep
Becam U BOIOMETPUYECKAM YCTPOMCTBaM).

4.7.4 Bupabl obopyaoBaHus, He NepeyncrieHHble B COOTBETCTBUM C 4.7.3, [OJIKHBI ObITh BKMHOYEHBI B
nepeyveHb OCHaLWEeHUs C yKasaHMeM UX TUMa U Opyron COOTBETCTBYOWEN nHGopMauun (MaTepuyarn, copT,
KannbpoBka, pazMep U UHble cneLuarnbsHble TpeboBaHWA K IKCMyaTaLMOHHBIM XapaKTepUCTUKaM U3aenui).

4.7.5 CneuunanbHble nabopaTtopHble TpeboBaHUs

JomkHbl BbITb NONHOCTLIO YTOUYHEH! NI0OLIE TpeboBaHUA K yCnoBusM cpeabl U 6e3onacHoCTU, Heobxo-
OUMble AnA U3MepeHus.

4.8 PeareHTbl

4.8.1 O6wue TpeboBaHus

B onucaHun pedepeHTHON METOAMKA BLINMOJIHEHUSA U3MEPEHUI, NpeaiaraeMoi B KayecTse cTaHaapT-
HOW, AOSMKEH NCNONb30BATLCH, B Cry4yae NpUMeHeHUs, cneayownin BBoAHbIN naparpad:

«lMpu n3mMepeHuU, ecnu He YCTaHOBIIEHO UHOE, UCMONb30BaTb ToNbKo peareHThl o MCO 6353-2 (ecnn
nepevncneHsbl), B NPOTUBHOM Crlydae UCNoNb30BaTh peareHTbl aHanUTUYeCKon cTeneHu YACTOThl U Boay, No
MeHbLUen Mepe, cteneHu 3 B cooTBeTcTBUMU ¢ UCO 3696».

Mpwuwmeuanune—Ecnm3aaaH peakTuB onpegeneHHon Mapku, onucaHme MeToAVKN JOMNONMHAT NPUMEYaHUEM
0 TOM, YTO [IONyCKaeTCH NMPUMEHEHUE PEaKTUBOB APYrUX MapoK, €CNN OHU COOTBETCTBYIOT NpeabsBnsieMbiM TpeGoBaHuAM.

4.8.2 OnucaHusl peareHToB

Kakablil koMMepYeckuid U NPUroToBNeHHbIN B NnabopaTtopun peareHT AomkeH ObiTb cCHabXeH crneaytoLuein
UHcopMmaumein:

a) perucTpauMoHHbI HOMED B NMPUHSATOM rocydapcTBeHHOM peectpel);

" B anrmmiickom opurMHarne MexayHapoAHOro craHgapta npuseaeHa cebinka Ha Homep Cnyx6bl Xummuyeckux pe-
3tome (Chemical Abstracts Service Registry Number, CAS-, CARN-number).
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b) paboyee HaumeHoBaHWe [OCHOBHON(bIe) KOMMOHEHT(bI) U/UK cBoCTBO(A)];

C) MO BO3MOXHOCTH, MOJTHOE OBLLENPUHATOE XMMMYECKoe N B1oNnorndeckoe HaMMeHoBaHe 4N map-
KMPOBKM (4N KaXK40oro CBOMCTBa MPUroTOBIIEHHOMO peareHTa B ero KoHevHol hopme) ¢ HaMMeHOoBaHNeM KOM-
NOHeHTa, HaMMeHOBaHWeM poAa CBOWCTBA W 3HAYeHMEeM CBOWCTBA, €CMU BO3MOXHO C YTOYHEHHON
HeonpeaeneHHOCTbI0 3aMepeHust (cM. Takke [5]);

d) ycTaHoBneHHble HeobxoanmMble NOAPOOHOCTY NPUrOTOBIIEHUS! peareHTa, NPUroToBNeHHOro B abo-
paTtopuu:

1) Kaxgoe MCrnonb3oBaHHOE BELLUECTBO C ero XMMmndecko bopmMyron (BKoUas KpucTanmsauuoHHyo
BOAY), MOMEKyNsApHYo Maccy, cTeneHb YACTOTbI Ui ¢ BUONOrMYecKMM onnMcaHneM 1 KoMYecTBoM (ecrm Heob-
X0AMMO, C yKasaHNeM 4erioBe4ECKOro Ui XXKMBOTHOIO MPOUCXOXKOEHUS),

2) nocygy v cneuunansHele npoLeaypbl O4NCTKN,

3) npoueaypy KOHTPOMS C AOBEPUTENBHBIM MHTEPBAIOM, HANPUMep U3-3a OTCYTCTBUS BINAIOLLNX KOM-
MOHEHTOB,

4) npuemnemoe Ka4ecTBO BbIMOSTHEHUS;

e) YCnoBusl XpaHeHNs;

f) cpokrogHocTy;

g) cnocob yaaneH1s oTXo40B;

h) knacc pucka [6], [7].

Ecnu ncnonb3oBaHHbIE OCHOBHBLIE METOAbI NPUrOTOBMNEHWS 1 NPOBEPKM peareHToB NpuBeaeHbl B HaLMo-
HanbHbIX CTaHAapTaX, 4OMKHbI ObiTb NPUBEAEHbI CCbINKN Ha KaXablA U3 HUX (cM. 4.8.1).

4.8.3 Kputudeckune sausitoline BennyYuUHbI

KpuTndeckne anst usmepeHns BAMSIoLWNE BenYnHbI 4OSKHBI BbITh 3a4aHbl (HanpuMep TemnepaTtypanpu
namepeHnv obema).

4.8.4 BelpaxeHue KOHLEHTpauun

Ons TUTPUMETPUN pacTBOPOB C TOYHO YCTAHOBIEHHOW KOHLEHTpaUMen KOHLUEHTpaunsa AomkHa 6biTb
Bblpa)keHa Kak KOHLeHTpaLmMs KonMyecTBa BelecTBa (C yKasaHWeM dneMeHTa) B MOMAX Ha Kybudeckuii meTp
(Monb/m3) nu monb Ha nNuTp (Monb/n)!. B onpedeneHHbIX crydYasax, Hanpumep, ecnu 3NemMeHT HeU3BecTeH,
MoXeT BbITb NpuBeAeHa MaccoBas KOHUEHTpaLua, Hanpumep, B eAnHULAX rpaMmm Ha nuTp (r/n).

Takne eanHMULbL, Kak ppm = «4acTul, Ha MunnuoH» = 1078 u ppb = «yacTuy Ha munnuapa» = 1079, He
NPUMEHSIOT.

Ecnu coctaB pacTBopa peareHTa He MOXeT ObiTb NpUBeAeH B eAnHULAX KOHLEHTpauuM KonMydecTsa
BellecTBa, AonycKaTca aApyrue cnocobbl BLIpaXKeHWs1 cocTaBa pacTBOpa peareHTa:

a) MaccoBasi KOHLeHTpaLuus [c eanHULEen kKunorpaMmm Ha nuTp (Kr/n) unv cooTBETCTBYIOLLEN ee AONbHOM];

b) maccosas gons [c eauHuuen «eguHuua» (1) UK KUNoOrpamMm Ha Kunorpamm (Kr/kr)];

c) obbeMHas gonsi [c eguHnuen «eguHuuar (1) v nuTp Ha nuTp (N/n)];

d) KOHUEeHTpauus KaTanMTUYeckon akTUBHOCTU, kKaTanuTuieckasa KoHUeHTpauus [c eguHULen Monb Ha
nuTp B cekyHay (Monb/m1 - ¢1), paBHoi kaTany Ha nuTp (kat/n)].

M pumeyaHnune—Eguinua «egunnua epmeHTa Ha munnunutp» (Ea/mn) pasHa 16,67 - 107 kat/n.

4.8.5 Pasbasnexue

Pas6aBneHue, nonyyeHHoe npubaBneHnemM obbema OgHON XUAKOCTU K 06beMy ApYroi XUAKoCTw,
0603HavaloT Kak:

a) «pasbasneHue V, - V,», ecnm ob6bem V, 3agaHHoro pactsopa pasbasrieH, 4Tobbl Nony4nTb o6Lwmii
obbem V, koHeuHol cmecu, Hanpumep, passectn 25 Mn — 1 n;

b) «pasbasneHue V,+ V,», ecnnobbem V, 3agaHHoro pacteopa gobasseH kobvemy V, pacteoputens,
Hanpumep, 25 + 975 mn.

O603HaueHna pasbaBneHnin « V,:V,» unm «V, /V,», He NpUMeHsIoT.

4.8.6 CcbInk1 Ha naTeHToBaHHbIE U3aenus

B ucknounMTENbHBIX CIy4asx (eCrv TeEXHUYecKue NpuUYnHbLI ONpaeabiBaloT UCMNOSb30OBaHME NaTeHTOBaH-
HbIX n3genuin npu paspaboTtke cTaHaapTa) cnegyeT NPUMEHATL Npouedypbl, NPeAyCMOTPEHHbIE NPUMOXEHU-
em A k Anpexktnesam MCO/M3K, vyacTtb 2.

" HaumeHOBaHUs POAA BENMUMHBI KHOPMANBHOCTBY M KMONSIPHOCTEY 3aMEHbI 0GO3HAYEHMEM «KOHLEHTPALMA KO-
nuuecTBa BeWecTBa» (MNW KOHLEHTPaLMA BELLECTBA, KOHLUEHTPaUUs KoNu4ecTea) ¢ ykasaHueMm anemeHnTa (ecnm Heobxo-
AnmMo).

6
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4.9 MNpubopsl

4.9.1 Onucarve

OnucaHue kaxaoro npubopa AOMKHO coaepXaTh:

a) HasBaHve (BMA W, ecnu Heobxoaumo, Tun);

b) ocHoBHble akcnyaTaLUOHHbIE XapaKTePUCTUKN.

4.9.2 [OononHuTensHoe obopyaosaHue

JononHutensHoe obopyaoBaHue AOMKHO ObITb ONWcaHo B oTAEeNbHOM nogpasaernie B COOTBETCTBUM
c4.9.1.

4.10 Baarue npob u npobbl

4.10.1 Obwme aaHHbIE

Ecnun n3secTHo o BANSIHWAN NpeaHanuTUiecknx pakTopos, USMEHSIIOLLNX HEKOTOPbIe CBOWCTBA NepBUY-
HoW Npobbl, AOMKeH BbITb NPUBeAEH NepeveHb Takux hakTopoB ¢ ykasaHuem cnocoboB naeHTudukauum unu
npegoTBpaLleHns UX BIUSTHUS.

MpumeyaHune—[aHHble hakTOpbl BKIKOYAIOT B ce0s1 reHeTUYecKme BNUsIHWUS, BNUSTHASI OKPYXKalowen cpeabl,
AVeTbl, NekapcTB, OM3NONOrMHecKon Harpy3k1, BpeMeHW CyTOK, NOMOXEeHUs Tena, 3acTos KpoBu nepep B3siTuem Npo6bbl U3
BeHbl, 06paboTKN NOBEPXHOCTM KOXW B MECTE B3ATUA NPOBLI KPOBW, YCINOBUIA coepKaHua NnepBUYHONM Npobbl A0 aHanu3a.

4.10.2 Mpobsl

TpeboBaHus K NepBnYHO Npobe A4okHbI ObITh 3a4aHbI B OTHOLIEHWW NpUeMIeMoro matepuana, Tpedy-
emoro obbema npobbl, HeobxoanMbIX 406aBOK, YCIIOBUA TPAHCMIOPTUPOBAHUA U XpaHEHUs!, CTabUnNbHOCTH,
PUCKOB 1 Mep NPeaoCTOPOXHOCTH.

TpeboBaHus k nabopaTopHoit Npobe AomkHEI BbiTb 3aAaHbl B OTHOLIEHUN cnocoba nonyyeHus, Tuna u
KonM4ecTsa HeobxoanMore Mmatepuana, ycrnosuin XxpaHeHus, npoLeaypbl OTTaMBaHUs U NepeMelunBaHns.

JomkHbl BbITb OnMcaHbl CTagun NoAroTOBKA aHanuTnyeckon npobel (Hanpumep otTaeneHne, Uamenbye-
HWe, NepeMeLlBaHue, BbiCYLLMBaHWE C 3aMOPaXKUBAHNEM, XpaHEHUe, BOCCTaHOBMNEHUE).

4.11 MNoparoToBKa U3MEePUTENBLHON CUCTEMbI U aHANUTUYECKOW NOpLUU

MpuMeyaHwne— Itansl NOATOTOBKA U3MEPUTENBHON CUCTEMbI U aHaNMTUYECKON NopumMn MoryT GbiTe Npea-
CTaBneHbl B BUAe Tabnuubl, guarpaMmel UMK B UHOM cxemaTuyeckol dopme ans o6rneryeHusi NOHMMaHNA CYLHOCTU U No-
cnegoBaTenbHOCTY NpoLeayp U obuiero 063opa NpoLecca NoAroToBKM.

4.11.1 MoaroToBka NpnubopoB

Mpoueaypa NoAroToBKN NPUGOPOB A0 BLINOMHEHNS U3MEPEHNUs A0MKHA ObiTb YTOUHEHa 1 onucaHa, ecrnm
OHa oTnn4aeTcs oT npoLedypbl, NpYBeAeHHON B METOANYECKOM PYKOBOACTBE No paboTe Ha AgaHHOM npubope,
1 0OSKHa coepkaTb crneaytolime cBeaeHNs o:

a) puckax u Mepax 6esonacHoCTu;

b) koMnnekTHoOCTY;

) npoBepke cobnoaeHnst 4oNyCTUMBIX NpeaenoB 3KCNyaTaunoHHbIX XapakTepucTuK;

d) cnocobe ucnonb3oBaHus;
e) Mepax obcnyXnBaHusa U NPOUIAKTUKM CO CTOPOHbI NMONb3oBaTens.

4.11.2 Kanubposka

MpuHLUMN, UCoNb3yeMmble MaTepuarnbl U cTaauu KannbpoBku NPUBOPOB A0MKHBI GbITs AeTanbHO onuca-
Hbl B OTHOLLEHWUN CeayroLMX acrNeKToB:

a) TUN KannGPOBKM [YMCIIO KanNMBPOBOYHEIX TOUEK, HanpUMep AByTOYEYHas, MHOrOToUeYHas kanmbpoB-
ka; «nonagaHue B BUIKy» («bracketing») (cM. 4.11.4), nobasnexHue atanoHayl;

b) meToa pacyeTa MOHOTOHHOW KaNMBPOBOUYHON OYHKLINU U ee Mepbl HeonpeaeneHHOCTU N3MEPEHNS;

C) KpUTEpUU NPUEMneMOocTM 4151 KarMBPOBOYHON OYHKLINW;

d) BbIBOp TVNa KANMBGPOBOYHON NpoLeAYPHLI;

€) NpocnexnsaemMocTb;

f) npuemnemsle kannMBpoBOYHBIE MaTepuansl 1 NpoBepka ux cneundukauni;

g) npoueaypbl kKanMBpoBKKX (Hamnpumep noaroToska pasbasneHnii U NocneayLWMxX pasbasneHnin unm
cnocob gobasku aTanoHa 4ns KoppekLnm MaTpudHbIX 3dekTos);

h) ycraHoBneHuWe kanMbpoBoYHOR byHKLMN;

i) nepnodnM4HOCTL pekannBpoBKY B Npedenax cepum Unu Mexay cepusimu;

j) cneunanbHble Mepbl NPEAOCTOPOXHOCTH.

4.11.3 Tvnbl aHanUTUYeCKnX Npob

B onucaHum pecepeHTHOU METOANKM BEINOMHEH WS U3MEPEHMNA A0MKHbI BbITb NepevncrieHbl pasnnyHblie
TUMbI aHANUTUHECKUX NPOG6 1 NpUBEAEHbI X XapaKTePUCTUKA.

O
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MpwnmMeyaHue— AHanutnyeckne NpoGbl MOTyT GbiTb NONYYEHbl U3 NEPBUHHON NPOBLI, KAaNMGPOBOYHOTO MK
KOHTPONbHOIO MaTtepuarna, BKiodasi Matepuan matpuupl (6e3 aHanurta).

4.11.4 CTpyKTypa aHanuTniecknx cepumn

Mpu dopmMupoBaHnM UccnegyeMoro matepuana B Buge cepun npob cTpykTypa cepum AormkHa BbiTb
3ajaHa B OTHOLLEHUM NocrnefoBaTelbHOCTY U KONMYecTBa:

a) KanubpoBOUHOro MaTepuana (MaTepunanos) (ecnu NPUMEHUMO);

b) KoHTponbHoro matepunana (Mmatepuanos) (ecrv npUMEHUMo);

C) MaTepuanaXxonocton npobbl (Mpob) (ecnv NpUMeHnMo);

d) «Heu3BecTHOro» matepuana (MaTepuarnoB), KOTOPbIA 4OMKEH BbITb NpoaHaNM3npPoBaH.

MpwumedyaHune—lpuHuun «nonaganus B BUIKky» («bracketing») ¢ ncnone3oBaHnem kanubparopa ¢ HU3KUM
3Ha4YeHMeM, HeN3BeCTHOro Matepuana, kanmbparopa ¢ BbICOKMM 3HaYeHVWeM B MOBTOPHbLIX CepuUsix ABNSeTCs apeKTnB-
HbIM CNOCOBOM CHVKEHUSI HeonpeaeneHHOCTW Pe3ynbTaToB.

JormkHbl 6bITh YKasaHbl NpedocTepexeHns NPOTUB NepeHoca MaTtepuarna npeglwectsytoLeid Npobel B
nocrieQyoLwyo 1 NOpsiAoK MakCUMarbHbIX 3Ha4YEHUN.

4.11.5 AHanuTnyeckasa nopums

JomkHo BbITb YCTAaHOBMEHO ONUCaHWe aHanUTUYECKO NMOPLMU, BOSMOXHBIE PUCKW U NMPEeOCTEPEXKEHNS,
npoueaypbl U Tpebyemas TOHHOCTb U3MEPEHUSA KONMYEeCTBa, BCe CTaauu npeasapuTesibHoin 0bpaboTku.

4.11.6 AHanuTUyecKkuin pacteop

JomxkHa 6bITb onucaHa NoAroToBka Moboro aHanMTUYECcKoro pacTeopa.

4.12 Pa6oTa usMepuUTenbLHON CUCTEMBI

4.12.1 TocnegoBaTtenbHOCTL onepauuin namepeHust

Kaxkgas onepauns nsmepeHns AormkHa 6biTb TOUHO U icHO onucaHra [8]. MocneaoBaTenbHOCTL onepaLuuii
[oIkHa 6bITh SICHO OTpaXkeHa B nogpasaeniax u naparpadax.

MocnepoBaTenbHOCTL OnNepaLnii U3MepeHust AoKHa BKoYaTh B cebs crneayroLme nyHKTbI:

a) NpoBepka W3MepUTENbHbIX BO3MOXHOCTEW 06OpyaoBaHWA, BKOYas AOMNOMHWTENbHoe obopyao-
BaHue;

b) noonepavunoHHOE onncaHne N3MepeHns aHanUTUIECKON NOPLNN;

C) peructpauus pesynoraTta.

4.12.2 Xonoctas npoba

JomxkHo 6bITe AeTanbHO ONMcaHo NPUroTOBIIEHWE XONMOCTOM aHanMTUYeCcKo NopLMN U3 XONOCTON aHa-
nnUTUYeckon Npobbl MccregyemMoro MaTepuana U XooCTol aHanMTuYeckor Npobel peareHToB.

4.12.3 lNoaTtBepXxaeHne NepBUYHbIX AaHHBLIX O pesynbTaTe aHanmsa

Mocne nonyyeHns NepBUYHbIX 4aHHBIX O pe3ynbTaTe aHannaa oHU 4OIKHbI BbITb NoATBEPXKAEHI. B onu-
caHun pecpepeHTHON METOANKN BINOTHEHUS U3MEPEHWUIA AOMKHbI ObITh NMPUBEAEHbI NpaBua NPOBEPKKN one-
paTtopoM NpaBuIlbHOro (PyHKLNMOHMPOBaHNsST 0BopyaoBaHUs, HeobX0OMMbIX YCMOBUA OKpY>KatoLLen cpeabl 1
COOTBETCTBUA U3MEPEHHbIX 3HAYeHWA kanubpaTopoBs, NPob, X0NocTbix NPo6 06YCNOBNEHHBIM UHTEPBANaM.
MoaTBepxaeHWe AaHHbIX OMKHO 6bITb NoyYeHo B cooTBeTCcTBUM € 4.13.1,4.14,114.18.

4.12.4 TMpoueaypbl pe3epBNPOBaHUS U OCTaHOBKM 060pya0BaHUs

B onucaHun pecepeHTHON METOANKA BEINMOMHEHUSI U3MEPEHNA AOIMKHbI 6bITb NpMBeAEHbl MHCTPYKLUK
Ans npuBeaeHus o6opyaoBaHNs B pe3epBHOE MOMOXKEHNE 1 OCTaHOBKM paboThl (€CNM 3TO CYLLECTBEHHO ANS
N3MepeHns).

4.12.5 CxemaTnyeckoe npeactaBneHue npoleayp

MpepnctaBneHve M3MepUTENbHON CUCTEMBI B BUAE Tabnuubl, AMarpaMmmbl UM CXemMbl MOXET obrnerdnTb
NMoHUMaHWe ee CTPYKTYPbl 1 AEACTBUS.

4.13 O6paboTka AaHHbIX

4.13.1 Pacyert pesynbtaTos

Mpoueaypa pacyeTa pe3ynbLTaToOB A0O/MKHA BKIMOYaTL B cebs:

a) 06paboTKy NepBUYHbBIX AaHHbIX (CM. 4.12.3), BKoYasi KOPPEKLMM MO XONOCTbIM Npobam, 3HaveHus
NMOBTOPHbIX N3MEPEHNIA;

b) cdopmmpoBaHne nameputTensHon hyHKLNN.

MpwumedyaHune— MamepurenbHas PyHKLMA 06bIYHO 0BpaTHa MO OTHOLWEHWMIO K KannBpoBOHHOW OYHKLUK;

C) BENUYUVHY U eQUHNLLY N3MEPEHNS, B KOTOPbIX AOSDKEH ObITb BhIpaXXeH pe3ynbTar;

d) moaenb ctaTucTudeckon obpaboTkM U3MEPEHHBIX 3HAYEHNIA;

€) ypaBHeHue Ans pacyeTa pesynbTaTa U3MepPeHUs C UCMOMb30BaHUEM TOMbKO CUMBOJIOB BENYMH,
MaTeMaTU4eCcKNX 3HaKOB 1 YNCEST; CUMBOSIbI BEMMYMH AOIMKHEI ObITh NepeyvucrieHbl B NepeyHe, a Takke ycra-
HOBIEHbI €ANHULbI, B KOTOPBIX BbIpaXXeHbl CUMBOIbI BENTUYMH; CMbICI Mo6G0oro YncnoBoro koadgduumneHTa aon-
eH BblTb NOACHEH;
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f) onucaHne ncnonb3oBaHHOrO aNropuUTMa;

g) MUHUManbHOE YUCNO ToYek, Heobxoaumoe AN hopMUpoBaHUA 3MepPUTENbHOW hyHKLNK;

h) 4ncno NoBTOPHBIX U3MEpPeHNiA, Heo6XoAMMBIX AlS pacyeTa pesynbTaTta, MakcuMansHoO npuemnemoe
pasnu4ne Ux sHa4eHUn U NCNoNb3oBaHHOE ANA pacyeTa ypaBHeHue;

i) uMcno 3HaKoB B 3HaYeHUW pesynbTaTa v Miobylo npoueaypy okpyrineHus (cm.takke [9]).

PekomeHaaLmnm No coxpaHeHUo AaHHbIX (eCiv HeobXoaMMOo) AonycKaeTcs NPUBOAUTL B OTAENbHOM pas-
aene.

4.13.2 YpaBHeHUA nepesoaa

B onucanun pedepeHTHON MeTOAMKW BLINOMHEHUS U3MEpPEHUA AOMKHbI BbITb NpuBeAeHb! YpaBHEHNUA
AnA nepesoga pPeKOMeHAOBAaHHBIX BbIpaXXeHW pesynbTaToB B pe3ynbTaTthl, BblpaXeHHble B APYrUX pogax
BENUYWH WK ApYrux eauHuuax.

lMpumep — YpaeHerue Ons nepeeoda KOHUEeHMpayuu Konuyecmea eeujecmea cemozanobuna (Fe) e nnasme
Kpoeu 8 Maccoeyio KOHUeHMpauyuio.

4.13.3 CpaBHeHue pe3ynbTaToB U3MepeHnUin C NpUMeHeHNneM AaHHON METOAUKN € pe3ynbTaTamin, Nony-
YeHHbIMWN C NOMOLLbIO APYTUX MEeTOAUK

B onucaHuu pedepeHTHON METOAUKM BbINOMHEHUS1 U3MEepPEHWUIA NPUBOAAT CpaBHUTENbHbIE AaHHbIE O
pesynbTaTtax U3MepeHuin pasnnyHbiX TUNOB NpPob, K KOTOPLIM NpUMEeHeHa AaHHas pedepeHTHaa MeToauka
BbINOSIHEHWUA U3MEPEHUI U anbTepPHaTUBHBIE METOAUKU BLIMONHEHUSA U3MEPEHUI, OTNMYAIOWNECA NO NPUHLK-
ny UsmepeHuin, MeTogdy UsmepeHui n geTansm MeToAMKN BbINMOSHEHUSI U3MePEHWIA.

4.14 AHanutu4veckana [OCTOBEpPHOCTb

4.14.1 MoHATUA, 3HAYEHUA U UX NPUMEHEHNE

3Ha4yeHusa U COOTBETCTBYIOWME UM HEONPEAESIEHHOCTU U3MEpPEHUsa OOSMKHbI BbiTb YyCTaHOBNEHbI ANA
BCEX XapaKTepPUCTUNK BbINOMHEHNA aHan13a.

NpumeyaHune—OueHKa aHANUTUHECKON JOCTOBEPHOCTN M NPUIOAHOCTU NPOLEAYPbl M3MepeHus ans pelue-
HVS AaHHON 334241 BO3MOXHA TOMBKO C NOMOLLbIO HECKOMbBKMX XapaKTepUCTUK BbINONHEHUS aHanusa.

4.14.2 AHanuTundeckasi kanmbpoBoyvHas pyHKUMS
B onucaHumn pecbepeHTHOM MeTOANKN BhINOSTHEHUS] U3MepPeHUA AoMkHa BbITb NpUBeAeHa aHanUTUYeC-
Kasi KannBpoBoYvHasa MYHKLIMS.

MpumedaHune— [JaHHasa pyHgameHTansHas XxapakrepucTuka, NpeacTaBneHHas Ha rpadumke Kak Kanubpoeod-
Has KpvBasi (UNnn aHanMTMYecKasl) KpuBasi, sIBNSETCs OTBETOM (MU CUTHaNOM Ha BbIXOAE) amepuTernbHol cuctemsl (0cb Y)
Ha CTUMYN (MW Ha cUrHan Ha BXoge) OT maTtepuana ¢ 06ycnoBneHHbIM UCTUHHBIM 3HA4YEHWEM paccMaTprYBaeMoit BeNnYn-
Hbl (0cb X).

4.14.3 AHanutudeckasi YyBCTBUTEbHOCTb
B onuncaHuu pecepeHTHON MeTOAUKM BbINOMHEHUS u3MepeHuin AomkHa OblTb NpUBeAeHa XapaKkTepucTu-
Ka aHanMTU4eCKON YyBCTBUTENBHOCTHU.

MpumevaHune 1— Takon xapaKTepPUCTUKON CIY>XWT yron HakrnoHa (slope) kanmbpoBoyHol (MK aHanMTU4ec-
KOM) kpuBoW. Ecnn kanmbpoBoyHasa pyHKUMS HE SBMAETCA NIMHENHON 1 He MOXeET ObITb NpeBpaLleHa B IMHENHOE OTHOLWe-
HWe, AOMXHbI ObITb MPUBEAEHDI YITIbl HAKITOHA 3HAYEHNI Pa3NUYHbIX BEMNYMH.

MpumeyvyaHue 2— TepMrH «aHanUTU4eCcKas YyBCTBUTENbHOCTbY HE SBMAETCA CUHOHUMOM TEPMUHA «Mpeaen
oBHapyxeHusi» (CM. 4.14.4), XOTA B nuTepaTtype 4acTo NPUBOAAT Takoe onpeaeneHuve.

4.14.4 AHanutuveckas usmeputensHasa yHKUMS

AHanuTuyeckyto nusmepuTenbHyto hyHKUUIO MPUMEHSIIOT Npu NepeBode U3MEepeHHOro oTBeTa namepu-
TenbHON CUCTEMBI B U3MepeHHoe 3HauyeHue BenuunHbl. MeTtoa pacyeTa nsmepuTensHOn oyHKLNM U Mephbl ee
HeonpeaeneHHOCTU A0MKHbI BbITh MpUBeaeHbl B ONncaHumn pedepeHTHOM METOA KA BbIMONTHEHUS USMEpPeHIA.

4.14.5 NnHeHoCTb U Apyrie hopmMbl aHaNUTUHECKON U3MEPUTENBHON KPUBOA

B cnyyvasx, korga4acTb smepuTenbHON KpUBON UMeeT NUHelHyo dhopMy, oHa A4oSkHa BbITb ycTaHOBMe-
Ha KaK MHTepBan 3Ha4eHW BenuuunHbl. B Apyrux cnyvasx gormkeH ObiTe MpuBeAeH MHTEpBan, B Npeaernax KoTo-
poro MoxeT ObiTb NPUMeHeHa Apyras U3BeCTHasA MaTemaTtudeckas yHKLMSA.

4.14.6 AHanuTuyeckue BNusoLLME BETUYNHBI

B onucaHuu peche peHTHOU MeTOAMKN BBINONHEHUSI U3MEPEHMI [oMKHa BbITb NpuBeaeHa MHopMaLus o
npoBepeHHbIX achekTax aHanUTUYECKMX BANAOLWNX BenuinH. [laHHble adhdpekTbl AomkHbl BbITb YCTaHOBIME-
Hbl U BbIpaXXeHbl B 3HAYEHUAX BENUYMHbBI Ha oNpeaeneHHbIX YPOBHSIX BIIUSAIOLNX BENNYUH U COOTBETCTBYHOLLIUX
VUM YPOBHSIX LiENeBOW BEUYMHBI.

Mpumep 1 — lMpumepom HecneyugpuyHOCMU MEMOOUKU 8LIMOJIHEHUST U3MepeHull 1en1sencs nosbilWeHue
u3MepeHHoU KOHUeHmpauyuu 6unupy6ura e cbigopomKe 4esio8eka ecrnedcmeaue npuMecu 2eMo2s1obuHa.
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Mpumep 2 — CuzHan om pocghama unmepghepupyem ¢ cu2HamoOM om Kanbyusi Npu amoMHO-ab¢copOyUoH-
HOU cnekmpomMempuu.

4.14.7 WNamepeHue xonocTom npobbl

B onucaHun pecepeHTHON MeTOAUKU BLIMOITHEHUSI U3MEPEHUIA A0MKHA BbiTb ykazaHa afekBaTHOCTb
N3MepeHnii XonocTon Npobkl (cM. 4.12.2) Ans KOPPEKTUPOBKU OCHOBHbIX 3hHeKTOB.

4.14.8 N3mepeHne oTKpbITUSA

Mpu BO3MOXHOCTU AOKHEI ObITb MPOBeAEeHbl U3MEPEHUs OTKPLITUSI A06aBIIEHHOro 3TanoHa U ycTaHoB-
NeHbl UX pe3ynbTaThl.

4.14.9 Owwubka 1 HeonpeaeneHHoCTb

OueHkKa BNUAHUA KaXKaon cucTeMaTuyeckoin oLMOKM, BbI3BAHHOW KOHKPETHON NPUYMNHONI, AoMkHa ObiTh
0603HavYeHa kak nonpaska ¢ NPOTUBOMOSOXHbLIM 3HAKOM UK BbipaXkeHa KopPeKTUPOBOYHBLIM koadhduUuneHToM
unu 6onee cnoxHoi dyHkumen. HeonpeaeneHHOCTU U3MEPEHUS, Bbi3BaHHbIE HENPEOAOSIMMO HeCOBEpLLEH-
HOW KoppeKuueln cucteMaTu4eckomn oLMOKN, A0IMKHBI ObITb BKITHOYEHBI B CYMMapHYH0 HeornpeaeneHHoCTb (CM.
Takke «PykoBoACTBO NO BbIpaXXeHWUIo HeonpeaeneHHOCTU Npy nsmepeHun» ). Mpu paspaboTke pecdepeHTHON
METOANKN BbINOSIHEHUA U3MEPEHUA OOIMKHO OblTb NPefyCMOTPEHO YCTpaHeHUWe BCEeX M3BECTHbIX NMPUYUH
cucTemaTueckux ownbok.

Paa nonyyYeHHbIX 3HAYEHWIA BLISIBNAET AUCMEPCUIO, BbI3BAHHYIO CryYyaiHbiMK addekTamMu, npu 3Tom
HeonpeaeneHHOCTb U3MepeHUsl AoMKHa ObiTb OXapaKkTepusoBaHa CTaTUCTUYECKAM MeTOAOoM, A11sl KOTOpOro
OOMKHb! 6bITb NpUBeAeHbl Npeaensbl (cM. 4.14.12 n 4.14.13). OueHka HeonpeaeNeHHOCTU U3MEPEHUs A0IDKHA
6bITb CBSA3aHa C onpeaeneHUeM yCrioBUiA NPeLU3MOHHOCTMU.

Mpucylwyto MeToguke BLIMOMHEHUST UBMEPEHUIA HeonpeaeneHHOCTb U3MepeHusl crieqyeT oTnuyaTth oT
BMUSAHUA OLIMBOK, BbI3BAHHBLIX OTKMOHEHUEM OT YCTaHOBIIEHHOW MeToauKu (cM. 4.14.16).

4.14.10 To4YHOCTb U3MEpeHUs

To4YHOCTb N3MepeHus, BKIoUatoLas B cebs NpaBUNbHOCTb U NPeLM3NOHHOCTb, A0MKHA ObITb yCTaHOB-
rnieHa B TepMUHax 04HON i 06enx NnepevncrieHHbIX Huxke obpaTHbIX Mep:

a) KOMBUHMPOBaHHOW HEOMNPEAENeHHOCTH U, NMOMyYEHHON KaK pesyrnbTaT blo[pkeTa HeornpeaeneHHoCTu;

b) pacwmpeHHon HeonpeaeneHHocTn U ¢ 3aaaHHbIM KoadduumeHTom nokpuitua k(U = k- u,).

MpumeyaHne— ToOYHOCTb U3MEPEHUSI SIBNSIETCS KKAYECTBEHHBLIM» MOHATUEM, €1 HE MOXET ObITb NpUMNUMcaHo
YKMCNOBOE 3HAYeHVEe W eguHULA M3MEePEeHNs, OQHAKO MOXET MCMONbL30BaThLCH NOPAAKOBAs WKana 3Ha4YeHun (Hanpumep
«nnoxas» n «xopowan» TOHHOCTb).

4.14.11 TpeunsnoHHOCTb N3MepeHns

MpeLUn3noHHOCTL U3MepPeHUs AomKHa BbITb yCTaHOBNEHA YCNOBUSAMU:

a) NoBTOPSIEMOCTH B Npeaenax cepuu;

b) npomexyTouYHOM NPeLnsMoHHOCTU, onpeaensemMon Mexay Cepuamu;

C) BOCMPOM3BOAMMOCTH, OrpeaensaeMon Mexay HeCKonbkuMu nabopaTopuamu.

[MMTpumeyaHwune—peun3moHHOCTb N3MEPEHWS SIBMSIETCA «Ka4eCTBEHHbIM» NMOHATUEM, €M HE MOXET ObITb NPK-
NMcaHo YNCNOBOE 3HaYeHNe U eaVHNLA N3MEPEHUS!, OQHAKO MOXET MCMONb30BaTLCA NOPAAKOBAS WKana 3Ha4eHuin (Hanpu-
Mep «Mroxas» U «XopoLuasi» NpeunsnoHHOCTb). Mepamu, o6paTHEIMM NPELM3MOHHOCTI, SBNSAIOTCA CpeaHeKBaapaTnyec-
KO€ OTKITOHEeHMe, BapuaHca 1 KoadhuumneHT Bapuaumm.

4.14.12 CpepnHekBagpaTuyeckoe OTKIOHeHWe NOBTOPAEMOCTU S,

CpeaHeksagpaTinyeckoe OTKIIOHeHWE NOBTOPAEMOCTU AOMKHO BbiTb YCTAHOBMIEHO, NPEANOYTUTENBHO C
HeonpeaeneHHOCTbo N3MepeHnsi. Ecnu ero s3HadeHue BapbupyeT co 3Ha4YeHUEM BENUYUHLI, TO AOIDKHBI ObITh
npusedeHsl Tabnvua nnu pyHKLMA COOTBETCTBYHOLMX 3HAYEHWIA.

MpumevaHune 1— CuHOHMMOM SIBNSIETCH BHyTpUcepuinHoe (intra-series, within-series, intra-run, within-run)
CTaHZapTHOE OTKIOHEHUe,
MpnmevaHnune 2— OnucaHne CTaTUCTUKM NMOBTOPSIEMOCTM CM. [8].

4.14.13 CpepaHekBagpaTuyeckoe OTKIOHeHWe BOCTPOU3BOAMMOCTU S

CpeaHeksagpaTnyeckoe OTKIIOHeH1e BOCMPON3BOAUMOCTM YCTaHaBIMBAIOT, €CIM BO3MOXKHO, BMECTE C
HeornpeaeneHHOCTL0 N3MepeHns. Ecnin ero s3HaveHve BapbupyeT CO 3HaYEHNEM BEMUYMHbI, TO AOMKHA BbITbh
npueeaeHa Tabnuua unm yHKUMS COOTBETCTBYHOLLMX 3HAYEHWHA.

[omkHo 6bITb YTOYHEHO, BKIIOYEHa N B pacyeThbl BapuaLmns NoBTOPSIEeMOCTH (CM. 4.14.12).

MpwnmeyaHune— OnucaHne CTaTUCTVKN BOCNPOU3BOAUMOCTH CM. [8].

4.14.14 Tpegen obHapyxeHUs
B onuncanum pedepeHTHON MeToAMKN BbINOMHEHUsI N3MePeHNA AoSKeH BbITb ycTaHoBMNEH Npeaen obHa-
PYXEHMS.
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Mpumevwanne—Ha 3HaueHne npepgena oOOHapyXXeHUs BNUAIT aHanNUTUYeckasl YyBCTBUTENbHOCTL
(cMm. 4.14.3), npasunebHOCcTb (CM. 4.14.10), NnpeunanoHHocTb (cM. 4.14.11) n pacnpeaeneHne 3Ha4eHUIn XONocTon NPoGbl
(cMm. 4.14.7). [lanHoe 3HaveHne AOrmKHO GbiTb PACCHNUTAHO MO OTHOLWEHWUIO K YCTAHOBNEHHBIM BEPOATHOCTAM aHanuTU4ec-
KUX NOXHOOTPULATENBHBIX M NOXHOMOINOXMUTENbHBIX Pe3yrbTaToB U3MepeHust.

4.14.15 HwxHWiA 1 BepXHWIA Npedenbl onpeaeneHus
B onucaHumn pedepeHTHON MeTOANKN BbINONTHEHUA U3MEpPEHUI AOMKHBI BbITb YCTAaHOBMEHb! HKHWUA U
BepXHUI Npeaensl onpeaeneHus.

Mpumevanune 1— 3Ha4eHNs HIKHETO U BEPXHEro NPeaenoB onpeaeneHus CBA3aHbl C aHaNUTUYECKON YyB-
CTBMTENbHOCTbIO (CM. 4.14.3), nuHerHocTbiO unu gpyron dyHkumen (cMm. 4.14.5), namepeHnem xonocton npobGsl
(cm. 4.14.7), oTkpbiTMEM obaBkM aTanoH (cM. 4.14.8), npaBunbHOCTLIO (CM. 4.14.10), NpeunsnoHHoCTbIo (M. 4.14.11) n
npegenom obHapyxeHnus (cMm. 4.14.14).

MpumevyaHnune 2—[nsa oUueHKN NPUMEHMMOCTU pedepeHTHON METOANKN BbINONHEHNA M3MEPEHUI AN KOH-
KPETHOW AMarHocTUYecKon 3agadm n ocobeHHO Ans yCTaHOBNEHUs! aAekBaTHOCTW npegena obHapyxeHuns (cMm. 4.14.14) n
HWXHEro u BepXHero Npeaenos onpegeneHns LenecoobpasHo ykasaTb HaMMeEHbLWUIA U HanbonbLwKK pe3yneTaTsl, NONy4YeH-
Hble UK o6HapyXeHHble y 06CrneaoBaHHbIX UL B 3aBUCUMOCTU OT Takux (haKTOPOB, KaK Non, BO3PacT, PenpoayKTUBHbINA
BO3PacCT M COOTBETCTBYIOLWES (AMArHOCTUYECKON 3aaa4e) NaTonornieckoe COCTOAHNE.

4.14.16 NcToUHMKM oInBKK

Ecnu npn nsyveHnn pedepeHTHON MeTOANKNA BbINOAHEHUA U3MEePEHUIl BbIABMEHbI HENpeaBUAEHHbIE
NCTOYHUKM OLUMGKA, OHW AOMKHEI 6bITh YKa3aHbl B 0TAENbHOM Nogpasaene Tak xe, Kak U cpeacTsa ucnpasne-
HUs oWnBok (cm. 4.14.9).

4.15 Ocob6ble cnyyau

JaHHbl pasgen 4orpkeH cogepXxaTh onvcaHue Nobbix 3aaaHHbIX OTKMOHEHWI B 0BbIMHOM pedepeHTHON
MEeToAUKe BbIMOMHEHWS N3MePEHUiA, KOTOPble HEOBXCAUMBI ANA UCKMIOYEHUA BAUAHUA HEOBbIMHOrO NpUCyT-
CTBUSI NN OTCYTCTBUA crieundnyeckux KOMNOHEHTOB UM CBONCTB aHann3nMpyemoro Matepuana. Takue oTkno-
HeHWs JOMKHBI BbITb 0TMeYeHbl B pasgene «O6nactb NpUMeHeHUa» (CM. 4.4).

Kaxablin ocobblii criyyan gormkeH 6bITb pacCMOTPEH B AaHHOM pasaene, coaepXallem:

a) MPUHLMMN U3MEHEHWS;

b) nto6oe namerneHne cnocoba B3ATNA NPOObI;

C) WU3MEeHeHHble CTaaun MeToOUKN;

d) pacuyeT n/unu cnocob BeipaXKeHUs pe3ynbTaTos;

e) cTaTUCTMYeCKUA MeTo B COOTBETCTBMU C4.14.

4.16 MoparBepxaeHWe Cc NOMOLLLIO MeXnabopaTopHbIX CPaBHEHUNA

4.16.1 OO6Lne cBeageHUA

MeToanka BbINOMHEHUS U3MEPEHWIA Nepe OkoHYaTeNbHbIM ee NMPUHATUEM B KadecTBe pedepeHTHON
METOANKM BbINONHEHNS N3MEPEHUI AoMkHA ObiTb NOATBEPXKAEHA MeXnabopaTopHLIMU UccnegoBaHusiMn. B
onncaHnn pedepeHTHON MeTOAUKU BLIMOSHEHUSI U3MEPEeHWA AOMMKHbLI ObiTb NpUMBeAEeHbl AaHHbIE TaKuX
nccnegoBaHuia.

MpumevaHue 1—TlogrBepxaeHune npeanaraemoii pechepeHTHON METOAVKN BLINONMHEHNS U3MEPEHWI NYTEM
CNNaHMPOBaHHbIX MexnaboparopHbIX uccnegoBaHum siBnsercst 3HEKTUBHBIM CNOCOOOM BbISIBNIEHUS HEKOTOPbIX MCTOY-
HUKOB MOrPeLUHOCTEN, OLEHKN XapaKTepUCTUK KaveCTBa, OLEHKU NEPEHOCMMOCTU U JOCTOBEPHOCTU pe3yrnbraToB pede-
PEHTHON METOAUKU BbIMONTHEHUSI UBMEPEHWN.

MpumeyvaHue 2— Nudbopmaums, nonyueHHas npy MexnabopaTopHbIX UCCNefoBaHnsIX, 40IKHA GbITb NpUBe-
AeHa B NpUoXeHnn K pehepeHTHON METOAUKE BbINONHEHNS] UBMEPEHUN.

MpumevaHue 3— lNpuHuMNbI opraHn3auLmMmn MexnaboparopHOro nccrnegoBaHUs U aHanu3a noslyyYeHHbIX AaH-
HbIX M. [10]1—]15].

MpumevaHue 4—Ecnum mexnabopatopHoe uccneoBaHne HEOCYLLIECTBUMO, NOATBEPXKAEHNE MOXET ObiTb
NoMNy4eHO NpMMEHEHUeM Apyron pedepeHTHON METOAVKA BbINOMHEHUS] U3MEPEHUIA B OTHOLLEHUW TOM XKe BEMWUUMHBI.

4.16.2 CraTuctuyeckue Metofbl

Pe3ynbTaTbl cTaTUCTUYECKOTO aHannsa AaHHbIX JOITKHbI BKIoUaTh B cebst MHhopMaLmio 0 crneayowmnx
CTaTUCTUYECKUX NOKa3aTensix MPUMEHUTENBHO K KaXKA0MY U3MEPEHHOMY MaTepuany:

a) uucno nabopaTtopuii, OCTaBLLMXCA NOCIE UCKMIOYEHUsT TeX, YbW pe3yfibTaThbl OKa3anuch NOJSIHOCTLIO
OWNBOYHBIMU;

b) uucno uckntoveHHbIX NabopaTtopuin U NPUYMHBI UX UCKITIOYEHNS;

C) 4MCNO NPUHATLIX K paCCMOTPEHUIO Pe3yNbTaToB;

d) uncno oTbpoLUeHHBbIX pe3ynbTaToB U MPUYUHBI X OTEpacbiBaHNS;

e) Tabnuua pesynbTaToB U MPUHATLIN TUN pacnpeaeneHns (ecnv NpUMeHUMO);
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f) apudmeTnyeckasn cpeaHasa x n apyrue mepbl pasMmelleHna B pagy 3Ha4YeHUn pesynbTaTtos nccnegosa-

g) npuHAToe (ONopHoe) UCTUHHOE 3HaYeHNe (ecnu umeeTcs);

h) cpenHeksagpaTMdeckoe OTKIOHEHWE NOBTOPAEMOCTU S, (cM. 4.14.12);

i) koathbuLMeHT BapuaLmn nosTopsiemoctut s,/x unu (s, - 100/x) %;

J) Npepen NOBTOPAEMOCTM I g5 = 2 V2s,=28s;

k) cpeaHekBagpaTudecKoe OTKNOHEeHUE BOCMPOU3BOAUMOCTU S, (CM. 4.14.13);

) koadhbprLMeHT BapuaL U BOCNPOUSBOAUMOCTU Sg/ X NN (Sg - 100/x) %;

m) npeaen BOCNPOUSBOAUMOCTU R g5 = 22s,=28s4.

Ecnu obbluHble cTaTUCTUYECKME NapamMeTpbl OKa3biBaloTCSl HEMPUMEHUMbBIMW, UCTIONb3yeTcsl cBoboaHas
OT pacnpegeneHns (HenapameTpuyeckas) cTaTucTuka.

4.17 OTYeTHOCTb O pe3ynbTaTax U3MepeHUs

Heobxoanmble NyHKTbI 0TY4eTa 06 N3MepeHUn AOIKHbI ObiTb NepeyvncrieHbl, BKIoYas criedyoLLyio aHa-
nUTUYecKyo MHdopMaLMIo:

a) ngeHTNdKaLMa UICToOYHUKa NPobbI;

b) ccoinka Ha NcnNonb3oBaHHbIE METOA U/ METOAMKY;

C) pesynbTaThbl C yKazaHWeM HauMeHOBaHUS U3MEPEHHON BENUYMHBI, YACTTOBOrO 3HaYEHUS U eAUHULIbI
n3MepeHnss;

d) sasBneHue o HeonpeaeneHHOCTN U3MepPeHUs;

e) HabnogeHnsa o HeoBbbIYHbLIX CBOACTBaX NPObbLI;

f) HabniogeHs o HeobbIYHBIX MPOSIBNEHUSAX METOANKN UM UCTIONb30BaHUKN MoauduKaLni;

g) ymecTHas duamonormdeckas u KiimHunyeckas uHcdopmaums.

4.18 O6Gecne4yeHue KayecTBa

B pazgene «ObecneyeHne kayecTBay AOIMKHbI ObITb PACCMOTPEHDI:

a) BHyTpunabopaTopHbIA KOHTPOIb KAYEeCTBa;

b) pabouniixypHarn;

C) BHeLUHss oLeHKa KayecTBa.

4.19 Bub6nuorpadus

Hapsagy ¢ HopmaTUBHbLIMU ccbinikamu B npunoxeHun «bubnuorpadua» (cm. 4.1, Tabnuua 1) A0MKHBI
6bITb NEpeYUCeHbl CChIKN Ha AOKYMEHTHI, coAepXKalline A0NoNHUTENBHYI0 HOopMaLMio, He SIBNSIOLLYIOCA
HeobxoaMMOoN ANs BbINoHeHUA pedepeHTHOro M3MepPeHNA UNK pacyeTa AONOMHUTENbLHLIX Ppe3ynbTaTos Unn
CTaTUCTUYECKUX METOAOB.

MpumeyvyaHune 1— bubnuorpadpusa MoxeT BKNoUaTb B Ce6s1 JOKYMEHTLI, CriyXXalume:

a) TOnbKo Ans MHbopMaLmu;

b) cnpaekamu ans NoAroToBKM onucaHns pedepeHTHON MeTOANKMN BbINONHEHNS N3MEPEHUN.

MpumedaHune 2— [JokymeHTbl, NpueeaeHHble B «brubnuorpacdumn», moryTt 6biTb crneayowmx TMNOB: NPaBo-

Bbl€ JOKYMEHTbI, HALMOHabHbLIE CTaHAAPTbI, PEKOMEHAALUMMN HAYYHbIX OPraHM3aLMIA, XypHaribHble Hay4HbIE CTaTbU, PYKO-
BOACTBA, OTHETHI 0 MexnabopaTopHbIX UCCNeAoBaHUsAX, a Takke NHOpMaLmsi OT NPOU3BOAUTENEN.

4.20 [JaHHble 06 yTBEep)XXAeHUU U NepecMoTpe
B onvcaHuu MeToankn pedhepeHTHOro M3MepeHUs OOHKHb! ObITb NpUBEAeHbl CBeAEHUS 0 AaHHOMW Ny6nu-
KaLum onucaHus U niobbix NnpedwecTBy WX ee N3gaHusix.
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Mpunoxenune A
(cnpaBouHOe)

PedepeHTHbIe MeTOAUKU ANA CBOWCTB, OTNIUYHbIX OT BENTMYUH

A.1 Hactosiwmin ctangapT yctaHaBnuBaeT TpeboBaHus Ans onvcaHusi pedepeHTHbIX METOAVK BbINONTHEHUS U3Me-
peHuii. Takas meToamka uamepsieT BENUYMHbI, JaBas pe3ynbTaThbl B LKane pasnuunii v WwKane OTHOLWEHWI, TAe Kaxaoe
3HayeHue SIBNSIETCS YUCITOBbIM 3HAYEHUEM, YMHOXEHHbIM Ha €AMHULLY U3MEPEHMUSI.

A.2 B wwkane OTHOLWEHWUI C UCTUHHLIM HYITEM, OTHOLLEHUSI M Pa3nuuus Mexay 3HaueHUSIMU B LUKane COOTBETCTBYIOT
OTHOLLEHUSIM M Pa3NUnsiM MeXy COOTBETCTBYIOLLMMM 3HAYEHUSIMU BENWUMH. B psgy 3HavyeHuii MoryT 6biTb paccunTaHbl
06bIYHbIE CTATUCTUYECKUE NapaMeTphbl: cpegHeapudMeTUIecKoe, CpeaHeKBaApaTUYeCcKoe OTKITOHEHUS!, F’EOMETPUYECKOe
cpeaHee u ko3 dUUMEHT Bapuauuvu.

A.3 B wkane pasnuuuii ¢ yCrioBHbIM HyNeMm B psy OTpULI@TENbHbIX U NOMOXUTENbHBIX 3HAYEHUIA Pa3nuyuns Mexay
3HauYEeHUSIMU MO LLKane (HO He OTHOLLEHUST) COOTBETCTBYIOT Pa3fIuUsiM MeXAy COOTBETCTBYIOLLMMU 3HAYEHUSIMU BENUHMNH.
B psigy 3HauyeHun moryT 6bITb paccunMTaHbl cpegHeapuMeTUHeCcKoe U cpeaHEKBagpaTMieckoe OTKIIOHEHUs1 (HO He reo-
MeTpuyeckoe cpegHee U ko3dduumMeHT Bapuauun).

A.4 CBOICTBa, OT/INYHbIE OT BENMUMH, TAKKE MOTYT ObiTb UCCIefOBaHbl C NOMOLLbIO TWaTeNbHbIX HAYYHbIX M ONNca-
TenbHbIX ped)epeHTHbIX MEeTOMK, 04HAKO UX 3HA4YEHUA HE MOryT 6bITb Bblpa>eHbl YACITOBbIMU 3HAYEHUAMU, YMHOXEHHbI-
MM Ha eguHuUbl u3mepenus. Takme pedepeHTHble METOAMKU AAloT pe3ynbTaTbl B OPAMHANbLHON (NOPSAKOBON) MNu
HOMVHaINbHOW (KraccurKaLMOHHO) LIKanax.

A.5 B opavHarnbHOWM LWKane 3HavyeHusi MoryT ObiTb BblpaXeHbl (hpazaMmy UNu Yncnamu, Bbipaxalolwmmm pasmep
COOTBETCTBYIOLLMX CBOMCTB. DTW 3HAYEHUS MOTYT 6biTb UCMONb30BaHbI ANS PAHXMPOBAHUS, OQHAKO Pa3nunymnsl U OTHOLWe-
HUS MO LWKane He UMEINT 3HaYeHUs Ansi cpaBHeHus. MpumepomM MoXeT CnyxuTek NATM3HadvHas wkana (0, 1, 2, 3,4) anadre-
HWS$1 CNOMOLLbIO AMarHOCTUYECKOW NOMOCKU KOHUEHTPpaunmn anb6yMmHa B Move, rae 3Tm 3HaveHus MoryT 6biTb nepeBeaeHb!
B CITOBECHbI€ XapaKTePUCTUKM (HE NOBbILLEHHAN, COMHUTENbHO NOBbIWEHHARA, CNerka NOBbIWeHHAas!, MOBbILLEHHAS, CUNbHO
noBbllWeHHas). [na psiga 3HaveHuin MoryT BbiTb paccumTaHbl hpakTunu (BknoYas meguaHy) u NpUMeHeHbl HEKOTOpbIe
HenapameTpuyeckme TecTbl, Hanpumep TecTbl Konmoroposa-CmnpHoBa, BUNKOKCOHA U TECT 3HAKOB.

A.6 B HOMMHaNbHOW WKane 3Ha4eHnsa MOryT BbiTh BbipaXeHbl dhpaszamm unu TepmuHamm (HaumeHoBaHusamn) 6e3
CBA3M C pa3mepamMy COOTBETCTBYIOWMX CBONCTB. [IpMepomM MOryT CNy>XUTb Ha3BaHWs! TUIMOB NENKOLMTOB, OBGHApYXeHHbIX
B KPOBM YenoBeka. B psay s3HaveHui MoryT ObiTb paccumMTaHbl UUCIO ANEMEHTOB U MOa (HO He CPeaHss) U NPUMEHEHbI
HenapameTpuyecKne TeCTbl, Hanpumep y2 u TecT duwepa.

A.7 Onucanwue pecdepeHTHbIX METOLAMK AT CBOUCTB, UMEIOLLUX 3HaUEHUS B OpAUHANIBHOW M HOMUHANbLHOW LKanax,
OOIMKHO MONMHOCTBIO COOTBETCTBOBaTL TpeboBaHUsIM onncaHust pedepeHTHbIX METOAMK BbINONTHEHUS U3MEPEHUIA, NPUBe-
AeHHbIM B HacTosilWeM cTaHaapTe. UcknioueHus kacaloTcsl 3aMeHbl TEPMUHOB:

a) «BEeNU4YUHbI» — Ha «CBONCTBOY», a TakKe B KOMMNMNEKCHLIX TEPMUHAX, TAKMX KaK « PO BENUYUHbBI»;

b) «n3mepeHne» —Ha «n3yveHue», a Takke B KOMNINEKCHBIX TEPMUHAX, TAKMX KaK «METOAMKA N3YYEHUsI»,

a TaKkkKe TeXHUYECKMX U3MEHEHWIA;

C) Mcnonb3oBaHWe 3Ha4eHUN, HaNPUMEP ONMUCaHHBIX B NyHKTe A.5 nnn A.6;

d) umerowmx HeonpegeneHHOCTb N3yYEHUS], BBIPKEHHYIO KaK YUCIIO HENMPaBUITbHO KnaccuduumpoBaHHbIX hpak-

€) HEeBO3MOXHOCTU KanubpoBaTb HOMUHASIBHYIO LWKAITY.
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Mpunoxenve B
(cnpaBouHoe)

CBeaieHUs1 0 COOTBETCTBUM HaLMOHaNbHbIX cTaHAapToB Poccuitickon Peaepauum
MeXAyHapoaHbLIM CTaHAapTaMm

Tab6bnwuuya B.1

0O603Ha4eHUe CCbINOYHOro
MeXAyHapoHOro craHgapTa

O603HaveHNe 1 HAMMEHOBaHUE COOTBETCTBYIOLWEro HALMOHANBHOTO CTaHaapTa

NCO 3696:1987

P 52501—2005 «Boaga gns nabopatopHoro aHanmaa. TexHu4eckue
yCnoBusi»

NCO 6353-2:1985

*

NCO 6353-3:1987

*

MNCO/M3K Oupektnesl — YacTb 2:1992

FOCT P 1.0—2004 «CraHgaptusauun B Poccuiickon ®epepaumn.
OCHOBHbI€ NONOXEHUSI»

* COOTBETCTBYIOLMIA HALMOHanNbHbIA cTaHAapT oTcyTcTByeT. [10 ero yTBepXaeHUsa pekoMeHayeTCa UCMNonb3osaTh

NepeBod Ha PYcCKuii A3blK AAHHOrO MeXAyHapoaHoro craHgapta. [epeBog AaHHOTO MeXAyHapoaHOro ctaHaapra
HaxoguTes B deaepanbHOM MHPOPMALUMOHHOM (POHAE TEXHUHECKNX PErNIaMEHTOB W CTaHOAPTOB.
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Bu6nuorpadun

MNCO/M3K PykoBoacteo 15:1977 Ceoa npuHumnoB MCO/M3K no ccbinkam Ha cTaHaapThl

MexayHapoAHbIN CroBapb OCHOBHbLIX  Pyccko-aHrmo-gpaHLuy3CKO-HEMELIKO-MCNAHCKUA  CNOBapb  OCHOBHBLIX WU
M oOWMX TEPMUHOB B MeTpornormy, obwmux TepmuHOB B MeTtponommu: [lep. ¢ anm.-¢p./JL.K. WUcaes,

2-e nag., NCO, XKenesa, 1993 B.B. MapguH. — M.: UMK NagaTtenscTeo ctangaptos, 1998

PyKOBOACTBO NO BbIpaXXeHUIo PykoBoactBo EBPAXUM/CUTAK «KonudectBeHHoe onmucaHme Heonpe-
HeonpeaeneHHoCTU NpU U3MEePEHUN,  AENEHHOCTU B aHanMTUYEecKuX u3amepeHusix», nep. ¢ adrn., Cre, BHUMM
1-e nag., NCO, 1993 wm. O.1. Mengeneesa, 2002 .

Dybkaer, R.; Vocabulary for Use in Measurement Procedures and Description of Reference Materials in Laboratory
Medicine; Eur. J. Clin. Chem. Clin. Biochem. 35 (2) (1997) 141—173

pr. EN 12287 In vitro diagnostic systems — Measurement of quantities in samples of
biological origin — Description of reference materials

Commission Directive of 14 July1976 adapting to technical progress the Council Directive of 27 June 1967 concerning
the approximation of the laws, regulations and administrative provisions relating to the classification, packaging and
labeling of dangerous substances; OJEC, 1976, No L 360, pp 1—424

Commission Directive of 29 July 1983 adapting to technical progress for the fifth time Council Directive 67/548/EEC
on the approximation of the laws, regulations and administrative provisions relating to the classification, packaging
and labeling of dangerous substances; OJEC, 1983, No L 257, pp 1—33

ISO/DIS 78-2 Chemistry — Layouts for standards — Part 2: Method of chemical analysis

OWH 1333:1992 Mpeacraenenvne umppoBbIX AaHHbIX

(DIN 1333:1992) (Presentation of numerical data)

MNCO 5725-1:1994 TouHOCTb (NPaBWUNBHOCTL M MPEUM3NOHHOCTL) METOAOB M pe3yrnbTaToB
namepenun. Yacteb 1. OCHOBHBIE NONOXEHUS U onpegeneHnst

NCO 5725-2:1994 TouHOCTb (NPaBMNBHOCTL M MPEUM3NOHHOCTb) METOAOB W pe3yrnbTaToB
nameperuin. Hactb 2. OCHOBHOM MeToA onpegeneHns NoBTOPSIEMOCTU U
BOCMPOM3BOAMMOCTU CTaHAAPTHOIO MeTOAa U3MEPEHUI

NCO 5725-3: 1994 TouHOCTb (MPaBUMBLHOCTE U MPELU3UOHHOCTE) METOAOB W Pe3ynbTaTor
namepenun. Yacts 3. lpomexyTouHble MoKasatenu NpPeun3noHHOCTU
CTaHOAPTHOro MeToda namepeHun

NCO 5725-4:1994 TouyHOCTb (NPaBUNBLHOCTL M NPEUM3NOHHOCTb) METOAOB M pe3ynbTaToB
namepenun. Yactb 4. OCHOBHble MeTOAbl OnpeaeneHus npaBubHOCTU
CTaHOAPTHOro MeToda N3aMepeHun

NCO 5725-5:1994 TouyHOCTb (NPaBUMLHOCTL M MPEUM3NOHHOCTb) METOAOB W pe3ynbTaToB
namepeHuin. Yacte 5. AnbTepHaTMBHbIE METOAbl onpegeneHus npeuu-
3UOHHOCTHU CTaHOAPTHOIO MeToAa U3MepPEHUN

NCO 5725-6:1994 ToyHOCTb (NPaBUMBHOCTE M MPEUM3NOHHOCTb) METOAOB M pe3ynbTaToB

namepenuin. Yacte 6. icnonb3oBaHne 3Ha4YeHUn TOYHOCTM Ha NPaKTHKe
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YK 61:003:054:006.354 OKC 11.100 P20

KntoueBble crioBa: nsgenus MeauUmMHcKue ANs AUarHoCcTUKK in vitro, NpoBbl GUONOTNMYEecKoro NpoUCXoXaeHus,
pedepeHTHbIe MEeTOAMKA BLIMOIMHEHUS U3MePeHWU, peareHThbl, Npubopbl, aHanuTndeckas AOCTOBEPHOCTb,
NpOoCneXnBaemMoCTb, HeonpeaeneHHOCTb U3MepeHus

Pepaktop B.H. Konsicos
TexHuueckun pegaktop /1.A. [yceea
Koppextop M.C. Kabawosa
KomnbtoTepHas Bepctka Y.A. Hanedkurod
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