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[lpeaucnoBue

Llenn u npuHuMnel ctTaHgapTusauum B Poccumnckon PeagepaumyctaHoBneHbl PegepanbHbIM 3aKOHOM OT
27 nekadbpst 2002 r. Ne 184-03 «O TeXHUYECKOM perynmpoBaHiun», a npasuna NnpuMeHeHnst HauMoHanbHbIX
cTaHaapToB Poccunckon egepaunmmn — OCT P 1.0—2004 «CtaHpgapTtusauma B Poccunckon Peagepauun.
OCHOBHbIE MNONOXEHUAY

CBeneHNnAa o ctaHaapTe

1 NOAINrOTOBIEH JlabopaTtopuen npodbnem KnMHUKo-nadbopaTtopHon anarHocTnkn MocKkoBCKOU Mean-
LnHCcKon akagemmmnnm. . M. CeveHoBa Ha OCHOBe CODCTBEHHOIC ayTEHTUYHOrO NepeBoja cTaHaapTa, ykasaH-
HOro B NyHKTe 4

2 BHECEH TexHunyeckum komutetom no ctaHgaptmusaumm TK 466 « MegunumHckme TexHonormm»

3 YTBEPXOEH W BBEAEH B JEWCTBUWE MMpukasom PeneparnbHOro areHTCTBa no TEXHNYECKOMY
perynupoBaHuio U MeTponornn ot 27 aekadbpsa 2007 r. Ne 532-cT

4 HacTtoawnn ctaHgapT naeHTndeH mexxagyHapogHomy ctaHgapty NCO 15194:2002 «N3pgenua meau-
LMHCKME Ans AnarHoCcTukn in vitro. IamepeHue BennmvnH B npobax buonornveckoro nponcxoxageHma. OnmcaHue
pedepeHTHbIX MaTepuanoB» (ISO 15194:2002 «/n vitro diagnostic medical devices — Measurement of
guantities in samples of biological origin — Description of reference materials»).

HanmeHoBaHMe HACTOALWEro ctaHgapTa U3MeHeHO OTHOCUTENTbHO HaMMEeHOBaHUA yKa3aHHOro MeXay-
HapogHoro ctaHgapTa ana npueeaeHuda B cootTeetctBue c T OCT P 1.5 (nogpasaen 3.5).

[Tpy NpUMeHeHNN HaCTOoALLEro cTaHaapTa pekoMeHayeTcsl UICNONb30BaTb BMECTO CChINMOYHbBIX MeXayHa-
POAHLIX CTAHAAPTOB COOTBETCTBYIOLWME UM HalUMOoHanbHble cTaHgapTel Poccunckon @eaepaun, cBeaeHUa o
KOTOPbIX NpUBeAeHbl B AONONHUTENbHOM NPpUnoXXeHnn B

5 BBEAEH BINEPBbIE

VIHipbopmMmayuss o6 UBMEHEeHUSX K HacmosweMy cmaHoapmy rnybnuKkyemcs 8 eXe200H0 u3oasaeMoM
UHOopMaUUOHHOM yKa3zamere «HayuoHalnbHbie cmaHoapmsai», a meKkcm UaMeHeHUU U rMorpagoK — 8 eXXeMe-
CAYHO U30asaeMbiX UHPOPMaUUOHHbLIX yKalzamensx « HayuoHanbHbele cmaHOapmeiy. B cniydyae nepecmompa
(3aMeHbl) Ui OMMeHbI Hacmosauw,e20 cmaHOapma coomeemcemesyrouiee yeeoomreHue byoem ornybnukosaHo
8 eXeMeCA4YHO u3dasaeMoM UHGhbopMalyUOHHOM yKalzamerne «HauyuoHanbHbie cmaHoapmsbsl». Coomeemcem-
syrowjas UHghopmayus, yseoOoMIIeHUE U meKCMbI pa3Melaromcs makxe 8 UH(PopMaUyUOHHOU cucmeme obuie-
20 I10/1b308aHUs — Ha ohuluanbHoM calime QedepallbHO20 a2eHmemea rio mexHU4eCcKoMy peaynupogaHuio
U Memporsozuu 8 cemu ViHmepHem

© CtaHgaptuHdopm, 2008

HacTtoawumn ctaHaapT He MoXeT ObITb NOMHOCTLIO UMM YacTUYHO BOCTNIPOU3BEAEH, TUPaXXNPOBaH U pac-
MpocTpaHeH B KayecTBe oduumanbHoro nsgaHmsa 6es paspeweHns PegepanbHOro areHTcTBa Mo TeEXHNYECKO-
MY PerynmpoBaHuo U MeTPOoorum
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BBenoeHue

Cucrtema pedepeHTHbIX U3SMepeHnin Heobxoamma Ans NoNyvYeHnst Taknx pesynbTaToB M3MEPEHNIN AN
Hay4HbIX, TEXHONMOMMYECKMNX U NpaKTUYeCcKUX Lueneun, Kotopble A0CTOBEPHBI, CPaBHUMbI U NMPOCNeXnBatTcd A0
3TaNOHOB HAMBLICLLETO METPONOTNYECKOTO YPOBHA.

CTaHgapTHbIMM 0DpasLamMu ABNAKOTCA BELWWECTBA, UCMONb3yeMbIe ANA NONYyYEHUSA TaKOW NpocneXmneae-
MOCTUW, HECMOTPS Ha BpeMs, pacCcTosiHUE N pasnnyns MeToAUK BbINONHEHUS namepeHus. CtaHgapTHbIN obpa-
3el AoMMKeH bbITb cCHabXXeH AOKYMEHTaLUNeN, coaepXallen onmcaHus, pesynbTaTthl USMepeHUin, MHCTPYKL MK NO
MPUMEHEHUIO, AaHHbIE O CTADUNBHOCTU U YCNOBUAX XpaHeHUA. HacTosW MM cTaHaapT onpeaenseT coaepXxa-
HUe U popMaT Takou nogaepXmearcLlen JoKyMmeHTaunn.

CTtaHgapTHbIE 0bpasL bl MICMONb3YHOTCA ANS 0QHOW U3 TPEX OCHOBHLIX Lienen:

1) KannbpoBKK 3HAYEHUW, BbldaBaeMbIX U3MEPUTENBHON CUCTEMON NN NPUNUCAHHBLIX APYTrOMY CTaH-
napTHoMy obpasuy;

2) NoATBePXAeHUS UMM KOHTPONS NPaBUNbHOCTM 3HAYEHUN, U3MEPEHHBIX B KOHKPETHON NabopaTopun
MNKn rpynne nabopaTtopun;

3) oueHKM akcnnyaTauMoHHbIX XapaKkTepUCcTUK HOBOU METOAUKN U3MeEPEeHNA.

MakcumanbHO npuemnemMas HeonpegeneHHOCTb M3MepPeHna 3Ha4YeHUd, NPUNMCcaHHOro ctTaHadapTHOMY
obpasLy, 3aBUCUT OT TPeDOBaHUN K pe3ynbTaTtamM MeTOANKNA U3MEPEHNS.

[TocKkoNbKyY NpaBuUnbHOE NPUMEHeHe cTaHaapTHOro obpasua obycrnoBeHO ero onnucaHnem, Heodxoau-
MO cnegoBaTh yKasaHUaAM npunaraeMon K HemMy AOKyMeHTaL Ui,

[1penmyLLecTBa Hann4yna ctaHaapToB NpuBedeHbl B [1].

IV
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HAUUWOHANBbHBILU CTAHOAPT POCCUUCKOWNW OGEOLEPAUUNMN

U3OEJINA MEOUUWHCKUE ONA OUATHOCTUKU IN VITRO

N3amepeHue BenNMYUH B npobax BUONOrn4eckoro NponcxoXxgeHus.
OnucaHue cTaHpapTHbIX 00pa3LoB

In vitro diagnostic medical devices. Measurement of quantities in samples of biological origin.
Description of reference materials

NaTta BBeaeHna — 2009—07—01

1 Ob6nacTtb NpUMeHeHus

HacTtoawunin ctaHaapT ycTaHaBnmBaeT TpeboBaHUA K CoAepKaHUo U NOCTPOEHNIO ONUcCaHnUin cTaHaapT-
HbIX 0bpa3LoB. OHUM NPUMEHUMBI K CTaHAAPTHBIM 06pa3Lam HanBbICLLIErO MeTPONOrMYECKOro nopsaaKka, Knaccu-
bnuMpyeMbIM Kak NepBUYHbIE N BTOPUYHBbIE 3TaNOHbl, NPUMEHSAEMbIM Kak KannbpaTopbl MO0 KOHTPObHbIE
MaTepuansl 4na pedepeHTHbIX METOAMK BbINOMHEHUS n3MepeHuin. Hactoawmm ctaHaapT He NpuMeHsieTcs K
cTaHAapTHbIM obpasuam, BXoAALWMM B COCTaB M3MEpPUTENbHBLIX CUCTEM A9 AUarHOCTUKM in Vitro.

HacToawmin ctaHgapT coaepXnT MHCTPYKLUMKA No cbopy OCHOBHLIX AaHHbLIX ANA onpeaeneHus 1 npea-
CTaBJIEHUA NPUNMCcCaHHOro cTaHgapTHOMY obpasLy 3Ha4YeHUs BENUYUHbI.

HacToawunii ctaHaapT Takke ycTaHaBnNMBaeT cogepaHue cepTudunkara.

HacToawuin ctTaHgapT He NPUMEHSIOT K NpoueccaM Npon3BoAcTBa CTaHdapTHLIX 06pa3LoB.

2 HopMaTuBHbIE CCbINKN

B HacTodweM cTaHgapTe UCNONb30BaHbI CChINKU Ha cneayolue MmexayHapoaHele cTaHaapTh:

EH 375:1992 CuctemMbl ANarHoCTuKK in vitro. TpeboBaHUS K MapKUPOBKE peareHToOB ANA ANarHOCTUKNA in
vitro onsa NpodeccnoHanbHOro UCNoNb30BaHUS

NCO 31:1992 BenuyunHbel n eqUHULBI

3 TepMuHbI U onpeAaeneHus

B HacTodALleM cTaHagapTe npuMeHeHbl TEpMUHLI Mo [2], a Takke cneayowme TEPMUHBbI C COOTBETCTBYIHO-
LMK onpeaeneHnamMn:

3.1 nepBUYHbLIU 3TanoH (primary measurement standard): 3T1anoH, yTeepxgeHHbIN UM LLUMPOKO NPK-
3HaHHbIN Kak obnagatowii HaUBLICLLMMW METPONOrM4eckKMMmn CBOUCTBaAMKA, BOCMPOU3BOAMMOE 3HAYEHUE

KOTOPOro NPUHATO Oe3 cpaBHEHWA C APYTMMN 3TanoHamMmn ToN e BENNYNHBI [2].

[ PUMEYAHMWE 1 — lNonsTne NnepBnyHOro atarioHa rnpumMmeHnMmo Kak arid OCHOBHbIX, TaK U A51A4 MNPOU3BOAHbIX
BEITNYHYNH.

[TpumevaHune 2— ChoBo«measurement» 6b110 BKNOYEHO B TEPMUH AN COrMacoBaHUSA C LUENbo NPUMeEHe-
HUSA 3TanoHa.

[TpunmevyaHune 3— 3TanoHbl BKNIOYAOT B cebs cTaHgapTHbIE 0b6pa3subl.

3.2 BTOPUYHbLIN 3TanoH (secondary measurement standard): 3TanoH, 3Ha4yeHMe BOCMPOU3IBOANUMON
BeTMUMNHBLI KOTOPOTo yCTaHaBNMMBAETCAB pe3ynbTaTe CITMYeHNA C NePBUYHBIM 3TaNTOHOM TOU XKe BeNMUUUHBI [2].

[MTpumevanumnme 1— CnoBo«measurement» BbiNno BKNOYEHO B TEPMUH AN COMMAacOBaHUA C LUENnbio NPUMEHE-
HUA 3TarnoHa.

[TpumedyaHune 2— 3TanoHbl BKNIOYaOT B cebs cTaHAapTHbIE 0bpa3subl.

U3paHune odbmumanbHoe
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3.3 maTtpuua(MaTtepuanbHoUu cucteMbl) (matrix (of a material system)): Bce KOMNOHEHTLI MaTepuanbs-
HOW CUCTEMBbI 32 UCKITIOYEHUEM aHanuTa.

3.4 MmaTtpuiHbin acphekT (Mmatrix effect): BnusaHune cesonctea npodbl, He3aBUCUMOE OT NPUCYTCTBUA aHa-
nuTa, Ha nsmepeHue n, TeM cambiM, Ha 3Ha4YeHUE U3MEPAEMON BENMNYUHBI.

[MpumevaHne 1— 3agaHHON NPUHYNHOWN MATPUHHOTO 3P EKTA ABMAETCH BNUSIOLWLAN BENNYNHA.

[TpumedaHune 2— MatpnyHoin 3adhdreKkT 3aBUCUT OT AeTarbHbIX CTagNN N3MEPEHNSA, ONMUCAHHBLIX B Npoueaype
N3MEPEHUS.

Mpumep — Ha usmMeperHue KOHUeHMpayuu Kosu4decmaea seujecmea Hampus 8 rnjasme rnraaMeHHoU sMuccu-
OHHOU crieKkmpomMempuel Mo)Xem noenusimb 8513KOCMb NMPob6bi.

3.5 KoMMyTabenbHOCTb MaTepuana (commutability of a material): CnocobHOCTbL MaTepunana npoaBnTL
T€ XXe KONMMYeCTBEeHHbIe B3aMMOOTHOLLUEHUSA MexXay pesynbTataMu nsmepeHuUin B 4aHHOW COBOKYMHOCTU METO-
OVK, npeaHasHavyeHHbIX 4N U3sMepeHns ToM XKe BeNTUMYUHBI, YTO U MeXay oXxngaeMbiMU B3aUMOOTHOLLUEHUSAMMU,
MNONTyYEHHbIMU TEMU XXe MeToAUKaMU Npu nccnegoBaHu Apyrmx COOTBETCTBYOLUX MaTepuanos.

[TpnmevaHwue—[Ona ctraHaapTHBIX 00PAa3LOB, UCMONMb3YEMbIX ANA KAaNMOPOBKN METOAUK U3MEPEHUN, Npe-
Ha3Ha4YEeHHbIX ANnst Bonornyecknx NPob, «aApyrme COOTBETCTBYIOLWME TUMbI MAaTEPUANoBy BKNOYAOT B ¢e05 BonbLLIOe Ync-

no npob oT 300POBbIX N BOMNMBbHLIX KOHKPETHBIMY BONE3HsAMUM NnL,

3.6 oT4eT(report): [lokyMeHT, coaepxawunn getanbHyo MHGopMaL Mo o cTaHaapTHOM obpasue, AoMNOonN-
HAOLWLYIO UMEIOLLYIOCA B cepTUdUKaTe N BO BKNaablle B yNakoBKe.

[TpwunmeyaHwune— [aHHaa nHdopMmaunsa MOXeET KacaTbCs NPUITOTOBNEHUS cTaHAapTHOro obpasua, MeETOA0B
namepeHusi, HakTopoB, BNUSIOWUNX HA MPaBUNBbHOCTb, CTAaTUCTUYECKON 0B6paboTkm pe3ynbTaToB 1 cnocoba ycTaHOBNEHUS

MPpoClIiexXnBaemoCTW.

4 Knaccudbumnkauma n HamMmeHoBaHMe CTaHAAPTHbLIX oOpa3uoB

4.1 OnucaHue CBOUCTB CTaHAapPTHLIX 0Opa3L 0B
CTtaHgapTHbIM 0bpasel AomkeH obnagaTte CBOUCTBAMU, KaXXO0€ U3 KOTOPLIX AOMKHO ObITb ONUCAHO B
COOTBETCTBUM CO crneayoLl M cogepKaHnem:
a) cuctema (To eCcTb caM MaTtepuan);
b) nobon cooTBETCTBYIOLLNN (€) KOMMOHEHT (bl);
C) poa BennYuHbl (BenmymHa B obLEM CMbICTie).
Ecnun cBOUCTBO ABNAETCH U3MEPAEMON BENMNYNHOW, OHO AOIMKHO MMETb 3HaYeHMNe, SKBUBANMEHTHOE:
a) YNCNOBOMY 3HAYEHUNID, YMHOXEHHOMY Ha
b) eanHMLy N3mepeHus.

lTpumep — AmmecmoeaHHbIlU cmaHOdapmHbil obpa3ey (cepmudbuyupo8aHHbIlU peghepeHMHbLIU Mame-
puan) (BCR; CRM 303) — Kanbyuu (ll), koryenmpayus kKonu4dyecmea egeujecmea (80CCMaHOB/I€HHO20) € =
= 2,472 mmons/n (U = 0,019 mmone/n; k = 2), 20e U ssensemcsi pacwupeHHoU HeonpeoesieHHOCMbIO U3MepPeHUs

npu gpakmope noKpbIimusi K.

4.2 Cucrema

4.2.1 OyHKUNA

CTaHaapTHbIN 0bpasel, AomKeH BbiTb cnocobeH BLINOMHATL PYHKLNN:

a) KanndbpoBoYHOro Matepmuana (kanmbpaTtopa) — onpeanensTb KanMbdpoBOYHYHO PYHKLUMIO KOHKPET-
HON METOONKN U3MEPEHUS (KOTOpast MOXET ObITb TaKXKe UCNONb3oBaHa ANst KAaNMBPOBKM APYroro cTaHaapTHOMo
obpasua) nnu

b) KOHTPONMBLHOIC MaTepuana — OUEHMBATb aHaNUTUYECKYO MPaBUMTbHOCTb UMK HeonpeaerneH-
HOCTb U3MEPEHUS YCTAaHOBIEHHOW NN HOBOW METOAUKNA N3MEPEHUS B KOHKPETHOW NabopaTopun Unm rpynne
naboparopun.

B pamkax KOHKPEeTHON N3MepUTenbHOW CUCTEMbI B KOHKPETHON NMabopaTtopun cTaHgapTHbIM obpasel,
MOXET BbIMOSHATb TOSTbKO OAHY U3 DYHKUMW, 3aaHHbIX TEPMUHAMU «KaNMOPOBOYHBIM MaTepuan» («Kkanndpa-
TOP») NNOO «KOHTPOTbHbLIA MaTepUan».

4 2.2 [NpumeHeHne 1 paspelleHuns

[TpMeHeHne 1 paspeLleHnst CUCTEMbI AOITKHBI coAepKaTb CcneayioLyo MHPOoPMaLUIO;

a) oreorpagpunieckon 3oHe NpuMeHeHus (HanpuMmep MexxagyHapoaHas, HauuoHanbHas, MecTHas );

b) OoTBETCTBEHHOM OpraHe, BblAaBLUEM paspeLlleHne (Hanpumep opraH Bnactu, yupexageHue, Komna-
HUSA, NabopaTopus);

C) cepTudgpmnkalmn 3asaBTeHHbIX CBOUCTB.
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[TpunmedyaHune— OTBETCTBEHHbLIE OpPraHbl B nepevncneHnn b) BkniovaoT B cebs BecemmnpHryto opraHusauunto
3apaBooxpaHeHus (BO3), lNporpammy cTaHAApPTOB, N3MEPEHUN U nccneaoBaHnn EBponenckon Kommccnm, HauMoHanNbHbIN
METPONMONMYECKUA MHCTUTYT, NPON3BOANTENSA OTAENbHbLIX CTAHAAPTHbLIX 06pa3uUoB, cneunanm3npoBaHHyd MEANLMHCKYIO
nabopatopuio. B nepeuncrnieHnmn ¢) HEKOTOpbIE 3Ha4YeHNs1 CBOUCTB MOTyT BbITb cepTudumnumnpoBarsl [porpammon ctaHaap-
TOB, U3MepeHnn u nccnegosadmm Eeponenckon Kommcenn mnm HaumoHanbHbIM MHCTUTYTOM CTaHOAPTOB N TEXHOIOIMMW
(NIST) CLLUA. dpyrue 3Ha4yeHns1 CBOUCTB MOTryT BbITb NPUBEAEHbI TONBKO AN MHAOPMaLUN.

4.2.3 WNepapxnveckoe NoNoXXeHMUe cTaHaapTHIX 00pa3LoB BhICLLEro nopaaka B cucteme pedpepeHTHbIX
N3IMepeHn

OTanoHbl BbICLLIEro Nopsaka AC KHbI ObITb KnaccudnuMpoBaHbl B COOTBETCTBMUM C UX NONIOXKEHNEM B CUC-
Teme pedpepeHTHbIX U3MepeHUN AN KOHKPETHOW BENUUNHBI cleayiowmnum obpasom:

a) nepBUYHbLIN 3TanoH (cM. 3.1);
0) BTOPWYHBLIA 3TANOH (CM. 3.2).

4.2.4 npeHTUdpUKaunoHHbIN Koa (Koabl)

CTaHaapTHOMY 0b6pasLy AomkeH ObITb NpUnmMcaH naeHTUPUKaLMOHHBIM Kod. ECnu BO3MOXHO, B ONUCca-
HMUe cTaHaapTHOro cbpasua AomKHa bbITh BKIIIOYEHA nAeHTUDUKaLKA noTa.

4.2.5 XapaKkTepuUCTUKN cTaHgapTHOro obpasua

XapakTepuUCcTUKK cTaHgapTHOro obpasua AoKHbI ObITb ONUCaHbl B CneayloLlmx TepMUHaX:
a) npoucxoxgeHue nnpupoga McxogHoro matepuana:

HeopraHNM4eckumn, opraHU4eCcKUn, CAHTETUYECKNA, HaTypanbHbIN, BUONOrMYeCcKMA yCTaHOBNEHHOro poaa,

HanpumMmep YyenoBe4vyeckni, CBUHOWN;
b) maTtpuua:

- npocTad, ecnncraHgapTHbIN 0bpaseL, coCTOUT U3 YNCTOro KOMMOHEHTa B XOPOLUOo onpeaeneHHon cpeae;

- CNOXHas!, eCn KOMMOHEHT npeacTaBieH B YacTUYHO U3BECTHOM cpeae, HanpumMep B CTabUNN3NPOBaH-
HOW KPOBW U CBIBOPOTKE;

C) PU3nYEeCcKoe COCTOAHKUE aHanuTa B cTaHAapTHOM obpasLe:
pacTBOpP, Konnouag Unn B3BECh;

d) doumsnyeckoe cocTosiHMe cTaHgapTHOro obpasua:
TBepaoe BelWeCTBO, XXNAKOCTb U ras;

e) FTOMOreHHOCTb U (pasbl:

onucaHue ctaHOapTHOro obpasua B TepMMHaxX OAHOWN UMN HECKOMNbKUX MHAUBUAYaNbHbLIX FTOMOMeHHbIX
NN HErTOMOTeHHbIX dpas, HanpumMep, KPOBb MOXKET paccMaTpMBaTbCS KaK KOMOUHAaLMS rOMOreHHOW dhasbl Nnas-
Mbl N HETOMOTreHHOUW dpasbl KINeTOK.

4.3 KOMNOHEHT (KOMMNOHEHTLI)

KOMMNOHEeHT (bl) AoMmKeH (Hbl) ObITb Ha3BaH (Hbl) B COOTBETCTBUN C NPUHATOU MeXayHapoaHoOWU HOMeHKNa-
TYPOW, BKNtoYas, Hanpumep, ntodble He0OXoaUMble YKa3aHUs 3neMeHTapHbIX YacTUL, OTHOCUTENbHOW MOTIEKY-
NAPHON Macchl UM MONFPHOMU MaccChl, COCTOSAHUSA OKUCNEHUA, MHOXKECTBEHHBLIX popM; ANd PepMeEHTOB —
HOoMep B Knaccudpukaunm pepMeHTOB.

lMpumepbr — Anugpamuyeckuu Kapbokcunam (Cq9 0o Cys HeICMepuguyupo8aHHbil), ubpuHoz2eH
(340000), xenteszo (lI+lll), usogpepmenm 1 nakmamoeaudpozerasnbi (EC. 1.1.1.27), ocHogHOU ¢hakmop pocma ¢pub-
pobriacmoas (yenogeyeckuu, pekomburnupoearHHas [QHK).

4.4 Pop BenuyuHbl (BenuyinHa B o6LeM cMbicne)

Poa BennuunHel (BenuymnHa B 00LLIEM CMbICIE), HAanNnpuMep Macca, Konnm4ecTBO BeLLecTBa, Y1CoBast A0S,
KOHLIEHTpaLWsi BELECTBA, A0ITKEH DbITh YCTAHOBIEH BO BCex crydasix. Ecnn He MoxeT BbIThb BbIPpa)KeHO NpoCcToe
OTHOLUEHNE MeXQY KOMMOHEHTOM 1 CUCTEMON, A0IMKHA ObITb NMPUBEAEHA CChIflKa Ha npoueaypy N3MepeHus.

[TpumevaHune 1 — TepMuH «Benu4nHa B oBLWLEM CMbICE» [2] 03HaYaeT To Xe, YTo MexayHapoaHasa Pegepa-
UMSA KNUHUYEeCKon xmmumn n naboparopHon meguumHbl (IFCC) n MexagyHapoaHbin CO03 YNCTOW N NPUKNAAHON XUMUN
(IUPAC) 0603Ha4aloT Kak poa BENUYUHBI.

[TpunmevaHune 2— COOTBETCTBYOLWME HAMMEHOBAHUA U CUMBOIbI 4151 POAOB BENUYUHLI (BENMUYNH B 0DLLEM
cMmbicne) npuBegeHsl B NCO 31 n nybnukaumsax MexayHapoaHoun hegepaumnm KIMHUYECKON XMMNK 1 nabopaTtopHOn Megu-
unHbl (IFCC) n MexagyHapoaHoro cotoda unctonm n npuknagHon xummm (IUPAC).

4.5 YucnoBoe 3HavYeHUe

Uncno sHavawmx Lmdpp B pesynbTaTte uccrnegoBaHust BbIonpatoT Tak, YToObl 3Havawme Lndgppsl Heornpe-
OeneHHOCTU U3MepeHunda pacnonaranucek Ha nocnegHemM UnNu (ecnu nepeagd sHavawasa uudpa Mepbl Heonpeae-
NeHHoCcTU 1 nnn 2) Ha AByX nocneaHnx mectax. Hucnoeble 3Ha4YeHUs bonee Yem c UYeTbipbMS Lindppamu no obe
CTOPOHbI OT AECATUYHOW OTMETKU AOSIKHbI ObITb pacnofioXeHbl rpynnammn no Tpu umdpbl crnesa Unn cnpasa
OT Hee.
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4.6 EQAnHULa uaMepeHun
N3bpaHHON eanUHULIEN U3MepeHnst AommkHa ObITb eanHuua CU unn gpyrast ns MexxayHapoaHo npusHaH-
HbIX e AUHWNLL.

[TpnmedaHune— BcemmpHON opraHu3aunen 3gpaBooxpaHeHns yCTaHOBNEHbI HEKOTOPbIE BHECUCTEMHbIE eaU-
HULUbI, HA3biBaeMble MEXAYHAPOOHbIMU €ANHNLAMMWN.

4.7 lNMocTpoeHne obOLWLENPUHATBLIX 0O0O3HAYeHUN U pabovYnX HaUMEeHOBaHUIA
ObuwenpuHATEIE (CUCTEMAaTUYECKME) 0DO3HaYeHe N 3HaYeHUe OOKHbI COCTOATb M3 SNEMEHTOB, YKa-
3aHHbIX B 4.2—4.6, 1 ObITb NPpUBEAEHbI B coaepXXaHUn, B COOTBETCTBUN C NyHKTOM 4. 1.

lMpumep 1 — lNepeuyHbili cmaHdapmHbil o6pa3ey onss kKanubpoeku/konmpons (BO3 IS XXX; cepmudpuyu-
poe8aH, nuoghunusupo8aHHbiu) — KomnoHeHm; pod eesfluduHbl = (XxX + xx) eQuHuya; cpeodHsIss U pacliupeHHas He-
onpedesieHHOCMb, NpugedeHHas1 8 hopme uHmMmepeaana, ornpedeneHHo20 0711 dogepumesribHOU 8eposIMHOCMU

0,95.

lpumep 2 — CucmemamudyecKoe HauMeHogaHue kanubpamopa 0nss 2eMamosiIo2uU4ecKo20 aHanulamopa
mMoxem 6bImb:

BmopuyHbii cmaHOdapmHbii obpasey o0ns kanubposku (omeemcmeeHHbiu op2aH NN; npodykm
Ne YYYY) —

apumpoyumasi; YUcs108as KOHUeHmpauusi = (xxx + vv) eQUHuUY; cpeOHsIs1 U pacuwupeHHas HeornpeodesieH-
Hocmb (ypoeeHb dogepumeribHou sepossmrocmu 0,95).

neuKoyumsl; Yyucnoeast KOHuyeHmpauyusi = (vvv = zz) eOuHuUY; CpeOHsIs1 U pacuwiupeHHast HeonpeoesieHHOCMb
(yposeHb dosepumenbHou esepossmHocmu 0,95).

mpombéoyumabi; YUC/108as1 KOHUeHmMpauyusi = (zzz + yy) eQuHuy; cpeoHsIss U pacuwupeHHast HeorpedodeseH-
Hocmb (ypoeeHbL dogepumernibHou aepossmrocmu 0,995).

4.8 Paboune HamMmeHOBaHUSA

Pabouee (TpuBManbHoe) HaMMeHOBaHWUE JOITKHO BbITb CKOHCTPYUPOBAHO UCKNHOYEHUEM ODLLENPUHSITO-
0 HAaMUMEHOBAaHUA 3NTIEMEHTOB, HE SABMSIIOLWNXCA HeobXoaMMbIMK ANS NOHUMAaHUS PYHKUMKA cTaHOapTHOro
obpasyua npun n3MmepeHun.

lpumep 1 — Paboyee HaumMeHosaHue 0159 mamepuana, npusedeHHo20 8 npumepe 1 Kk 4.7, moxxem 8bi2nsi-
demb cnedyroujum obpaszom: BO3 (IS XXX) — KomrnioHeHm.

lIpumep 2 — Pabo4yee HaumMeHogaHue 8 obuel hopme O0ns1 Mamepuasna, npugsedeHHo20 8 npumepe 2kK4.7,
MoOXem ebiansidemb crnedyrowum obpaszom: Kanubpamop (omeemcmeeHHbil op2ad NN; npodykm
Ne YYYY) — apumpoyumsi, neukoyumsi, mpombéoyumasi;

usnu dake mak: Kanubpamop (omeemcmeeHHbiu op2aH NN; npodykm Ne YYYY) — Knemxku Kposu.

Pabo4vyee HanmeHoBaHUe ANA COOTBETCTBYIOWEroc MHANBUAYaNbLHOMO NPOAYKTa MOXET ObITh NpeACcTaB-
neHo cneaywowmm ocbpasom: «KanubpaTtop (komnaHuda NN; npoaykt Ne YYYY; cepusa Ne AAAA) — KNeTKu
KDOBUY.

5 OnucaHwve cTaHaapTHOro obpasua

5.1 Pazpenbl onucaHun
OnucaHune ctaHaapTHOro obpasLa HauBbICLLEro MeTPONorn4eckoro nopsaaka AomKHoO BKIOYaTh B cebs,
No MeHbLUEN Mepe, aNeMeHTbl, 0D03HaYeHHbIe Kak obsizaTenbHble (O) B Tabnuue 1.

[MTpumeyaHune—Illopagok aNeMeHTOB, NEPEYNCNEHHbIX B Tabnuue 1, MOXeT ObiTb U3BMEHEH U NONOMNMHEH A0-
NONHUTENBHBIMKW pa3genamMu, HanpumMep pestomMme, ecnm 310 TpebyeTcs.

Tadbnwuya 1 — OcHOBHblEe 3NEMEHTbI ONUCaHUA CTaHAapTHOro obpasya HaMBbICLLIEro METPONOINMYECKOro nopsaka

Tun™ 1
oapasaen HacToALLEro
SNEMEHT cTannapTa
O A
TUTYNBbHBLIN NUCT C —
CoaepxaHue C —
[lpeancnosue C —
Pucku n npegoctepexerHnsa o 6e3onacHoCTu H 5.7
BeeneHwne C 5.3
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OkonyaHue mabnuusi 1

1)
5 Tun loapasgen HacToALLEero
NEMEHT cTaHaapTa
O A

HanmeHoBaHue H —
Obnactb NnpuMeHeHus H 5.4
TepMuHbl N onpeaeneHns H —
CMMBONbI U COKpPaLLEHUS H —
TepmunHonorus H 5.5
ObocHoBaHune Bbibopa cTaHgapTHOro obpasuya C 5.6
OCHOBHbIE XapaKTePUCTUKN C 5.7
Cneundmnyeckmne xapakrepuncTunkn C 5.8
[loaTBepxaeHune C 5.9
[lpegnonaraemoe cnonb3oBaHUE C 5.10
MHCTPYKUMK NO NPUMEHEHNIO C 5.11
[locTaBLWKK C .12
bubnuorpadus C 5.13
[TpunnoxeHus C 5.14
[1aHHbIE C 5.15

) O603HaueHns TNOB pas3genoB B Hactosiwem craHpgaprte: O — obszartenbHble; [ — gononHutenbHble, C —

crnpaBoYHble; H — HOpMAaTUBHbLIE.

5.2 lNpepocTepexeHUa o puckax u Mepbl 6e30nNacHoOCTI

5.2.1 JomkHo BbITb NPUBIEYEHO BHUMAHME K TI0O 0N 0NacHOCTA, CBSI3AHHOW COo cTaHAapTHLIM 0bpa3Lom
N ero npumMmeHeHmnem. JomkHbl ObITb ONUcaHbl Bce HeobxoanmMble Mepbl 6e3onacHocTU. MoryT NpUMeHsITLCH
HauWoHarnbHble, permoHanbHble U MeCTHbIE HOPMbI U NpaBua 6e30nacHOCTH.

5.2.2 VIHpopmMauna o puckax gomkHa ObiTb HanevyaTaHa NPonUCHbIMKW ByKBaMM UMW BblaeneHa nony-
XUPHBIM LUPUTOM:

a) HenocpeaCcTBEHHO Nocne Ha3BaHWUA cTaHgapTHOro obpasLa, ecniv onacHoOCTb CBA3aHa C cCaMAM CTaH-
OapTHBIM 0bpa3yuoM, HanpuMep, ctaHgapTHbIM obpasel, npeacTaBnsieT cobon HAaTUBHBLIM MaTepuan YenoBe-
YECKOro MNPOUCXOXAEHUS, BO3MOXHO, C Hanndnmem WHPEKUMOHHOro areHta (HO ¢ oTpuuaTenbHbIMA
pe3ynbTaTaMun TECTOB Ha aHTUTeNna K BAY, noBepXHOCTHLIN aHTUIreH BUpyca renatuta B n aHtutena Kk Bupycy
renatnta C), paanoakTUBHLIA MaTepunan Unn KapLunHOreH;

b) B KauecTBe npeaynpexgeHusi B UHCTPYKLU A MO NPUMEHEHUIO, HANpUMep Ans U3MEPEHUS!, NPKU KOTO-
POM UCNONb3YyeTCH ypaBHOBeLWLBaHMe ra3os (0bpasoBaHue asposona CAVE).

[MpenoctepexeHnsa ob onacHOCTU U Mepbl 6e30MacHOCTU HE HYMEPYIOT.

[TpunmeyaHun e — TekeTbl UCTOYHUKOB, MHCOOPMUPYIOLWLMX 006 ONacHOCTU, AOMKHbI UMTUPOBATBLCS.

5.3 BBegeHue

BeBeaeHne gOMKHO cogepkaTb pacnorioXeHHble B NMoboM nopsiake crneayolme cBeeHNs

a) HAaMMEHOBaHUA N3MEpPSIEMbIX BENMUYNH, AN N3MEPEHUS KOTOPLIX npeanonaraeTcsi UCNoNb30BaHMNE
cTaHaapTHoro obpasua, c ykazaHMemM CUCTEMbI, KOMMOHEHTAa 1 poda BENUYMHBI (BENTMYNHBI B 00LLIEM CMBICNE);

b) onucaHue cTaHgapTHOrO cbpasua B COOTBETCTBUM C pa3genom 4;

C) OCHOBaHUA AN BbIOOpa KOHKPETHOro OCHOBHOIO MaTepuana ans ctaHgapTHoro obpasua n Mmetoaa
ctabunmzauum (Hanpmmep BbIYUN reMmonnaaT, CTabunM3npPoBaHHbLIN 3aMOpPaXKUBAHNEM);

d) meToaunka (MetToamkn) pedepeHTHOro U3MepEHUd Mam apyrne MeToankm NSMepPeHUst, NCMonb30oBaH-
Hble ANd NPUNUCBIBAHNSA 3HAYEHNSI cCTaHOapTHOMY obpasLy;

e) noaTBepXKaeHue, YTo cobntoaeHbl cneayrowmne TpedboBaHUsA K cTaHgapTHOMY obpasLy:

- MPOCNEeXNBAEeMOCTb A0 METOAUKN U3MEPEHUs UM cTaHgapTHOro obpasua BbiCLLEero MeTpoormyecko-
ro nopagka (ecnm umeroTca);

- opraHmsauust NdBIX COBMECTHBLIX UCCNeJOBaHUN U OLEHKa pe3yrbTaToB, MoflyYeHHbIX NP cepTundin-
KaLMOHHbIX NCCneaoBaHUAX Matepuana;
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- 4yucno nabopaTtopuin, y4acTBOBaBLUMX B NOAOOHBIX MCCNea0BaAHUSIX;

- 4YUCNO NOMYYEHHBbIX NPU NCCNegoBaHNAX Pe3ynbTaToB, OTOPOLLIEHHBIX B COOTBETCTBUM C YCTAHOBIEH-
HBIMW NpaBuamMu.

5.4 ObnacTtb npMeHeHUs

[aHHbIN pa3gen AoIMKeH cogepKaTb onpeaeneHmne npeameTa AoKYMeHTa ¢ ykasaHuem obrnacTtu npume-
HEeHUS.

[1pwunmeyaHwune—IllyHKTbl pasgena BKNo4aloT B ¢ebsi:

a) WCronb3yemytd MeETOAUKY (METOANKN) PEEPEHTHOIO N3MEPEHUS NN UCNOSNb3YEMbIN OBLWENPUHATBIN METOA
N3MEPEHNSA NN METOANKN N3MEPEHUS, ANA KOTOPbLIX CTaHAAPTHLIM 0bpasel NPpUMEHSETCS;

b) meToabl U3MepeHnsa NN MeTOaNKN M3MEPEHNS, AN KOTOPbIX MaTepuan 3aBegoMo HEMPUrogeH;

C) BNUAKOLWME HA CTaHOAPTHbIM 0bpasel BENUYMHbI, HANPUMEP NekapcTea, MeTabonuTbl, 4OOaBKKU, MUKPODHbLIN
POCT;

d) mHpopmauunio 0 BaXHbIX TpebyemMbiX Nnpoueaypax npeaBaputensHon 06paboTkm cTaHgapTHOroO 0bpasua, KoTo-
Pbl€ HEe BbIMOMHATCSH B OTHOLWEHNM DMONOrm4eckmnx npod B COOTBETCTBUM € 3a4aHHON METOANKON 3MepPEHns (Hanpumep
BOCCTaAHOBNEHNE NMModnnn3npoBaHHOro marepuana).

5.5 TepMmuHonorusa

5.5.1 Obwmne TpeboBaHUSA

[laHHbIVM pa3znen JomkeH coaepXaTb onucaHue NoHATUA U TEPMUHOB, MPUBEAEHHbIX B ONMUCAaHUMN U HE3Ha-
KOMBIX BO3SMOXHOMY NOJ1b30BATEJIHO UTTA BblﬁpaHHbIX N3 PAAda BOSMOXHbBIX B COOTBETCTBUN C OCODEHHOCTAMN
ONaHHOro ctaHgapTHoOro obpasua.

[TpunmeyvaHwue—Illogpasgen « TEpMUHONOIMA» SBNSETCSH AOMNONHEHMEM K pasgeny « TepMUHbI U onpeaene-
HUSA» (CM. Tabnuuy 1) n nHorga tTakke K pasgeny « CUMBONbI U CoKpaleHnsa» (CMm. Tabnuuy 1), a TepPMUHBLI MOTYT ObITb BKIHO-
YeHbl B NMOO6ON N3 HUX MNK pacnpegenerbl No 0bonm pasgenam.

5.5.2 HomeHknartypa

HanmeHOBaHWNS U3MePSAEMBbIX BEMMUYUH, a TaKKe NX HAanNnMcaHUe U CTPYKTYPY NPUBOOSIT B COOTBETCTBUMN C
nocneaHUMm pekoMeHaaunusamMm aBTOpUTETHBIX UCTOMHUKOB.

HanmeHoBaHWS pOAOB BENMNYUH (BENMUYMH B 0OLLIEM CMbICIE), UX CUMBONLI M e ANHULBI UBMEPEHUS AOTK-
Hbl COOTBETCTBOBAaTbL MeXxayHapoaHblM cTaHgapTam cepun NCO 31 [3].

5.5.3 Paboune HaumeHoBaHUS

B cnyyae ynotpebrneHnst pabo4mx HauMeHoBaHUN UX NPUBCASAT B CKOBKaxX nocrie nepBoro ynoMmHaHus B
TeKkcTe OB EenpUHATOro HaMMeHOBaHUS.

5.6 ObocHoBaHMe BbIOOpa

[Mpon3BOACTBO N BLIDOP CTAHAAPTHLIX 0OPa3LOB ABNATCA NpegMeToM MHOroakTopHOM ONTUMMU3aL MK
nonpenensoTca KNMMHUYECKUMN MOTPEDHOCTAMN, MPOU3BOACTBEHHBIMU BO3MOXHOCTSMWU, METPONOrNMYECKUMU
MNOTPEOHOCTAMU, aHANUTUYECKUMIN NpodbnemMmamin, CoobpaXkeHNSIMN SKOHOMUKU, 3TUKKU 1 DE30NacHOCTN, a TakK-
Xe TpeboBaHUAMM KOHEYHOIO NCMNOMb30BaHUA. DTN 0BOCHOBaAHMS AOIKHBI ObITh NPUBEAEHbI B ONMUCAHUN CTaH-
naptHoro obpasua.

5.7 ObWwune xapakTepucTuku

5.7.1 TpoucxoxaeHne NCXoOHOro MaTepuarna AoMKHO BbITb YCTAHOBMEHO B COOTBETCTBUN C TEPMUHA-
MU0 4.2.5.

5.7.2 [lomkHbI ObITb YKa3aHbl CyLLECTBEHHbIE AeTann OTHOCUTENbHO UCXOOHOTO MaTepuana, NoCKOrbKy
OHW BITUSIIOT HA CBOMCTBA KOHEYHOro NpoayKTa, HanprumMep nos 1 Bo3pacT AOHOPOB, TeMnepaTypa U AnMnTenNb-

HOCTb XpaHeHWsa CbIBOPOTKU KPOBM BMECTE CO CrYCTKOM 10 UX pasaeneHns, Temnepartypa 1 BpeMs XpaHeHus
CbIBOPOTKM NocIie oTAeneHnsa oT cryctka. [JomkHbl ObiTb y4TeHbl 00YCNOBEHHbIE CaHUTaPHBLIMM NPaBuIaMn

Mepbl 6e30nacHOCTU, HanpumMep, Npu nccrnegoBaHMm MaTepuana 4YeioBe4YeCcKoro NpoOUCXoXXaeHns Ha NoBepX-
HOCTHLIW aHTUreH BUpyca renatuta B, aHTuTena K Bupycy renatuta C, aHtutena kK BUY 1 Ha apyriue mapkepesil
MHAPEKUMA, TPUMEHUTENBHO K KaXKa0W B3SITOU NOPLUNA.

5.7.3 HomnmxHbl ObITb ONUCAaHbI AeTanu Npoueaypbl B3ATUA Npobbl UcXoaHoro Mmatepuana. domkHa ObITh
ykasaHa npouegypa oMUCTKUM UCXOOQHOro MaTepuana c KOHTPOoleM Ha 3arpsisHeHus .

5.7.4 B onuncaHun ctaHgapTHoro obpasua gomkHbl ObITh 3a4aHbl BelecTBa U KOHUEeHTpaunn nobblix
nobaBoK.

lMpumep — [Jobaesku k cmaHOapmHbIM obpa3yam, UCNO/Ib3YyeMbIM 8 KITUHUYeCKoU nnabopamopuu, 8Kro4a-
rom 8 cebs1 aHmukoaz2ynsiHmbl, aHMUOKcUuOdaHmMbl, aHMUMUKPOOHbIe cpedcmea, cmabunu3zamopbsl, cMa4yugaro-
wue cpedcmaea, sewjecmaa, NoKpbisarowue nosepxHOoCMb WapukKoas.

5.7.5 dusnyeckoe coctosiH1Ue U pasbl cTaHAapTHOrO obpasLa A0/KHbI ObITb YCTaHOBMNEHBI B COOTBET-
cTBUN Cc4.2.5.

6
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5.7.6 [JomxHa ObITb 3asiBieHa oLeHKa rOMOreHHOCTU BHYTPU Npobbl U MeXay Npobamm rno OTHOLLUEHUIO K
MUHUMAITbHOWN aHanMTU4ecKou nopunm (cm. 5.9.2).

lpumep — AmmecmosgaHHbIl cmaHOapmHbili obpa3ey npedcmassissem cobou nOpPowoK Juogunausupo-
8aHHOU MKaHU, NTOMeUuleHHbIU 80 ¢hrakoH. E2o 2comozeHHocmb aHympu ¢riakoHa 6bina uccnedogaHa 8 mpex oy 6-
JTupoeaHHbIX npobax, kaxxdass maccou 200 m2, 83ssmbIX U3 Mamepuana 8 Kaxxdom u3 20 ¢prrakoHoa. MexghrakoH-
Has1 eapuayus bbina uccnedogaHa 8 00HOU npobe u3 Kkaxxdo20 u3 60 ¢prrakoHo8, 8bIGPAHHBLIX U3 Pa3TUYHbIX Mecm
Ha nuogpunu3ayuoHHoU nnowjadke. UHCMpyKyust no NpuMeHeHUro ycmaHassiugaem, 4Ymo «peKoMeHoyemasi Mac-
ca MUHUMANbLHOU aHanumu4veckou nopyuu 0omxkHa 6bimeb 200 m2».

5.7.7 Ecnn Bo3aMoXxHO, AomkHa BbITb onucaHa puandyeckast popma ctaHgapTHoOro obpasua, Hanpumep
dpopma, pasmepsbl, HMCNO 0bpasyoB, YMCO AeTalen.

lMpumep — AmmecmosgaHHbIlU cmaHlapmHbilu obpa3seuy, cmeKnsiHHbIe hunbmpsbi 05188 crnekmpogomonmem-
puu, npedHa3Ha4YeHbl 8 Ka4ecmeae 3masiIoHHO20 UCMOYHUKa 07151 kKanubpoeku wKanbl abcopbyuu cnekmpomems-
poea. Mamepuan cocmoum u3 mpex uHousudyanbHbIX husibMpo8 U 0OHO20 NycMo20 depxamesst hunbmpa pas-
mepom 10 x 10 x 50 mm. Kaxx0Obiti chunbmp umeem udeHmMuukayuoHHbIU HOMep. BepxHuu neabit y2on bunbmpa
CIUJIeH, YKa3bigasl €20 rnpasusibHOe NoJIOXKEeHUe 8 Memasiiu4ecKoM depxxamerne.

5.7.8 BonucaHuncrtaHgapTHoro obpasua gonkHa obiTh NpuBeAeHa NpUMeHeHHas npoLeaypa ctepunm-
3aLnn.

5.7.9 B onucaHun ctaHgapTHOro obpasla AomKHbl ObITh 3a4aHbl TUM, MaTepuran, cnocobd 3annpaHus,
aTMocdepa KoOHTenHepa U/ nnn yrnakoBKu.

5.7.10 OomxHbl ObITb NpUBEAEHbI YCNOBUA XpaHEHUA 3aKPbITOrO KOHTENHepa, HanpuMep TeMneparypa,
BMaXXHOCTb, OCBELLEHHOCTb. [10MMKHbI ObITb YCTAHOBMEHLI CTENEHb HECTADUNBLHOCTU B NpeanCaHHbIX YCIOBU-
AX MYaCTOTa MPOBEPOK CTADUNBHOCTU MaTepUana B TedeHune cpoka aencteus (cM. 5.9.4). lomkHo ObITh yKasa-
HO, UMEEeT N MaTepuan orpaHUYeHHYIo CTabUNbHOCTL NOCNE OTKPLITUA KOHTEWHepa.

[TpumeyaHun e — Takue ctaHgapTHbie 0bpasLbl 0ObIMHO NOCTABNAKTCAHA B 3anevyaraHHbIX bnokax.

5.7.11 B onucaHun ctanHgapTHoro odbpasua A0/MKHbI OblTb MOSHTUMULUNPOBAHLI CUCTEMbBI KA4ecTBa,
KOTOPbLIM creaoBanu B npoLecce NpoM3BoACcTBa, 00paboTKM, XpaHEeHUs, pacnpocTpaHeHUsl cTaHaapTHOro
obpasua, Hanpumep B COOTBETCTBUM C [4]—[6].

5.7.12 [domKeH ObITb YCTAHOBMEH BCAKUN PUCK, CBA3AHHBLIN CO CTaHAAPTHLIM 0bpa3LLoM UMK ero npume-
HEHUEM, 1 AeTann3npoBaHbl Mepbl 6e30nacHOCTU (CM. 5.2).

5.8 Cneundunyeckne xapakrepmcTukin

5.8.1 XapaKkTepUcTUKn cTaHaapTHOro obpasua, BnusatoLwme Ha nodyro Bennu4nHy, Ans KoTopon npuesee-
HO 3Ha4YeHue, AOMKHbI ObITb ONMKCaHbI, MO MEHbLUEN Mepe, MHpopMaLMen, KOTopast 3aJaHa B COOTBETCTBUN C
5.8.2—5.8.12.

5.8.2 [pn BO3MOXHOCTU MONEKYNAPHBLIN COCTaB UNU bruonormvyeckaa PyHKLUA KaXXaoro CyLecTBeHHOro
KOMMOHEHTa AOMKHbI ObITb YCTaHOBMNEHbI B COOTBETCTBUN C 4.3.

5.8.3 [HomxkHa bbITb yKasaHa BennvnHa, KoTopou NpunmucaHo sHaveHume.

5.8.4 HucTtoTa OCHOBHOMO KOMMNOHEHTA B «MUCTOM» CTaHAApPTHOM obpasLue AoKHa ObITb YCTaHOBEHA
Kak MaccoBasi, 0bbemMHasa A0Nd, A0NA KONMYeCcTBa BelllecTBa unnvnucnoBas aonsd. JomkHa bbITb yCTaHOBMNEHA

HensmeHeHHasi buonormyeckas akTMBHOCTb MOTeHUManbHO HecTabUNbHOro OUOMNOrMYeckoro KOMMOHEeHTa
(aHanuTa).

5.8.5 MaTtpuua matepmana gomkHa bbiTb OnnucaHa B COOTBETCTBUM € 4.2.5, nepevncneHune b).

[TpnmedaHune—BaxHon nHpopmMmaunen Ansa BbICYWEHHbIX U NTMODUNMU3NPOBAHHLIX MaTepuanoB SABMAETCH
nponopuns Noboro ocrtaTka pacTBOPUTENS, YTO AOIMKHO DbITb YKa3aHOo B ONMCaHUN METOANKM.

5.8.6 Uamepsiemaa BennymHa, anst KoTopou npuBeaeHo sHaveHne, AomkHa ObITb YETKO 3asiBNeHa C yKasa-
HMEM CUCTEMBI, KOMMNOHEHTA, poda BeNMYnUHbI MU COOTBETCTBYOLLKMX crieyndpukal i AN Kaxaoro u3 HUX (cm. 4.1).

5.8.7 [onxHbl ObITb NpUBeAeHbl AaHHLIE OTHOCUTENBbHO N3YYEHHOU CTENEHN KOMMYTabeNnbHOCTH (eCni
NMPUMEHUMO), Hanpumep Ang KaTanuTn4eCckom KoHLUeHTpaLunum gpepmMeHTOB.

5.8.8 [omkeH bbITb 3a4aH TUN WKasbl, B KOTOPOWU N3MePAETCs 3Ha4YeHUNe KOHKPEeTHOM BEeNMNYNHBI, TO eCTb
HOMUHanNbHas, opanHanbHas, guddepeHUnaneHasa (Tak HasbiBaeMas UHTepBabHaa) Unu WwKana oTHOLEHUN.

[TpumedaHwune—Illpn HeobBXoaMMOCTM AOMKEH DbiTb NPUBEAEH PSAA BO3MOXHbIX 3HAYEHUN.

lMpumep — lNpoba cmabunu3suposaHHOU Kposu Moxem 6bimb UCMONIL308aHa KaK cmaHOapmMHbiu obpa3sey
0151 UBMepPeHUs1 pa3HuUybl KOHUeHmMpauyuu Koudecmaeaa geulecmasa c8s13aHHbIX € OCHO8aHuUsIMU 2pynin («u36bIimok
OCHO8AaHUU») 8 Kposu u, ecriu mpebyemcs:, 8 dugppepeHyuansHou wkane (... —4.2-4.1...-0,1 0,0 0,1...4,1...
4,2 ...) MMONIB/NI; KOHUeHMpayus Kosiuyecmea seujecmaea uoHa kapboHama eodopoda, usMepeHHasl 8 wKasme om-
HoweHuu (0,0 0,1 0,2...) Mmonb/si.
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5.8.9 HomxkHbl ucnonb3oBaTbhcd eguHULbLI cucTeMbl CU (ecnin BO3MOXXHO). ['py npMeHeHnn Npon3Bob-
HbIX e AUHULL B ONMMCaHNN CTaHOAapTHOro obpasiia A0MKHbI ObITb NPUBEAEHBI UX MEXAYHAPOAHO COrnacoBaHHbIE
onpeaeneHUa UNu onpegeneHna, onmcaHHble 4aHHOU METOANKON U3MEPEHUS.

5.8.10 HeonpeaeneHHOCTb U3MEPEHUS O0ITKHA ObITb BhipaXKeHa Kak KoMbUHUpoBaHHaA ctaHaapTHas
HeonpeaeneHHOCTb U MHTepBar, pacCyUTaHHbIM N3 pacllMpeHHOM HeonpeaeneHHOCTU ¢ YCTaHOBMEHHbIM
YPOBHEM OOBEPUTENBHON BEPOATHOCTMI.

[MTpumeyaHmne—KOMNOHEHTbl HEONPEAENEHHOCTU U3MEPEHUS Bbl3BaHbl HEFOMOIMEeHHOCTbBIO Marepuana n He-
CTabUNbHOCTBLIO B NPOLIECCe NPUNUCBIBAHUSA 3HAYEHUS, aHANTUTUYECKON Baprnauven Mexay pasnuvHbiMmn naboparopusivm,
onepartopamu, kKannbpartopamm n3aMepuUTENbHbIX CUCTEM, MPOLeAYyPaMN N3MEPEHUN N aHANUTUYECKMMU cepusimn. Heonpe-
OEeNeHHOCTb BKoYaeT B cebsi Kak cuctemaTuveckme, Tak v CryvYanHble KOMMNOHEHTHI.

lTpumep 1— AmmecmogaHHast obpa3yoeasi cbiesopomka (N2 348 NN, eoccmaHoeneHHas1) — npo2ecmepoH,
KOHUeHmpauyusi konudecmea geuwjecmsa ¢ = (40,3 £ 1,0) Mmonb/n; Heg3gelweHHass CPeOHSIST U pacWupeHHas! He-
onpedesieHHOCMb, NpusedeHHas1 8 UHMepsaarse ¢ yposHem dogepumersribHoOU sepossmrocmu 0,95.

lTpumep 2— AmmecmoeaHHass Yyucmoma ornpeodesIeHH020 Mamepuasa ycmaHo8J/1eHa Kak OmHOCcUMersibHoe
codepxXaHue Kostudecmaeaa sewjecmea (akmyanbHoe/meopemuyeckoe) = 0,9963 (0,9936; 0,9975); meduaHa (0,25- u
0,75-cbpakmurib).

5.8.11 OnucbiBaloT NpocneXXMBaemMocTb NMPUNMCcCaHHoOro aHa4eHuUst ctTaHgapTHOro ocobpaasua.

5.8.12 ObecneveHne kavecTtBa B nabopatopuun, onpegenmellien 3HavYeHune ctaHgapTHOro obpasua,
OOIMKHO ObITb NOATBEPXKAEHO CMTUYEHUEM C 3TANOHOM.

5.9 lNoaTrBepxpoeHune

5.9.1 TnaHnpoBaHne opraHmsaL i sKCNepUMeEHTAa

[onkHO ObITb ONUcaHo cepTUudnKaLMoOHHOE nccneaoBaHne cTaHaapTHOro obpasua.

[1pwunmeyaHwune— JJaHHoe nccnegoBaHne 3aBUCUT OT NPUPOAbl CTaHAapTHOro obpasya n cnocoba ero npume-
HeHus. Kak npaBunio, ero roMoOreHHOCTb U CTabUNbHOCTb AOIMKHbI ObITb NCCNEA0BaHbI A0 NPUNUCLIBAHUSA €MY 3HAYEHUS.
Heobxogmnmo Takke NPUHATL peLleHne 0 MakcMmManbHO A0NYCTUMON HEONpPeaAeNnEeHHOCTU U3MEPEHUS NPUMUCAHHOIO 3HaYe-
HUS, NOTOMY YTO OT 3TOrO 3aBUCUT OPraHn3aumns SKCnepumMmeHTa.

5.9.2 OueHka roMoreHHOCTU
[ omKkHbI ObITE ONUCaHbl CCNeaoBaHNS TOMOTeHHOCTU cTaHaapTHOro obpasua Kak BHYTPU Npodbl, Tak U
MeXxay npobamum.

[TpunmeyaHwune—JononHUTENbHbIE AETanu, BKNOYas CTaTUCTUYECKYo 06paboTky, cMm. [7].

5.9.3 CTatuctmdeckas oueHka pe3ynbTaToB
[1poBOOAT CTAaTUCTUYECKYIO OLIEHKY pes3ynbTaToB, NOJIyYeHHbIX MPpU UccregoBaHun, U ONUCbIBaOT MeTo
OLLEHKM.

[TpunmeyaHun e—JaHHble AOMKHbI ObITb BHUMATENBHO MPOBEPEHbI B OTHOLWEHUN X COrMAacOBaHHOCTU U BblNa-
OalWmX 3Ha4YeHUN B COOTBETCTBUM C [8], @ 3aTeM OUEeHEHbI B COOTBETCTBUN € [7] nnn ¢ ncnonb3oBaHUEM anbTEPHATUBHbIX
HenapameTpu4ecKknx MeToaoB.

5.9.4 OueHka cTabuUnbHOCTIA
[Tpoueaypa oUeHKMU CTabUNbHOCTU AOIMKHA ObIThb OnNMcaHa ¢ y4eTOM HaLWUOHaNbHbIX, PErMOHanbHbIX U
MECTHbIX NMpaBun, a pe3ynbTaTbl — NpeacTaBNeHbl C COOTBETCTBYHOLLEN CTAaTUCTUYECKON 0DPabOoTKON.

[MTpumevanwunme 1 — [nacraHpgapTHbiX 06pa3LoB BbICLWLENO NOPSAAKA CTabMNbHOCTb, NPeanonaratoLas CoXpaH-
HOCTb AN NPUMEHEHNSA CPOKOM OT 8 A0 10 neT, ABNAeTcH XenarenbHon uenbto. Yacto BO3IMOXHO onpeaenuTb, 3a KAKOWU OT-

HOCUTENBHO KOPOTKUN NMEpMoa BPEMEHU (HAaNPUMEP HECKONBbKO HEAENb) NPONCXOAUT paspyLLEHME NMpu NOMELLEHUN NPOD B
Pa3nn4YHble TEMMEepaTypPHbIe PEXUMBbI, BKITIOHAA Takme, Mpu KOTOPbIX paspyLueHune NnpoucxoauT ObicTpee, Yem Npu npeana-
raeMon TemnepaTtype XpaHeHus.

[lecTBNE COOTBETCTBYHOLLUX BIUAOLLIMX BENTIMYNH HA CTabUNBbHOCTb AOMKHO ObiTb AOKYMEHTUPOBAHO.
NomkHa 6bITh onNMcaHa npoleaypa UsMepeHnst, BKITlovas ee KanmMbpoBKY U KOHTPOb TOYHOCTH.

[TpnmevanHune 2—Illpoueaypbl MOHUTOPUHIA CTAOUMBHOCTU CTAHAAPTHOIO 0bpasua Ha NPOTSHKEHUU CPOKA
ero rogHoCTH BKNOYaloT B CeDs1 naMepeHne XxapakTepuCcTUK BENUYUH Yepes 3annaHnpoBaHHbIE MHTEPBAalbl B TEHEHUE Bpe-
MEHM UCNONb30BaHUA CTaHgapTHOro obpasuya, HanpuMep N3MEPEHMNE KOHLUEeHTpauun remornobuHa B nnasme obpasyoBoro
npenapara ctabnnmnampoBaHHOW KPOBM.

lpumep — PnakoHbI ¢ MamepuasrioM XpaHunuchk npu memnepamypax muHyc 20 °C, nmoc 37 °C, nmoc 45 °C
u ru1roc 56 °C u uamepsinnuchk 8 napannesnbHbix Nnpobax nocne xpaHeHust 8 mevdeHue 110, 244 u 604 dHel. 3Ha4YUMBbIX
U3MEHeHUl coomeemcmeyrouwux 3Ha4YeHuUl no OMHOWeEeHUr0 K 3Ha4YeHusiM npob, xparusuwiuxcss npu Mmuryc 20 °C
(npu makou memnepamype mamepuas nposisusl cmabusnibHOCMbL N0 cpagHeHUro ¢ Npobou, xpaHuswelcs Npu Mu-

8
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Hyc 90 °C), He obHapyxeHo cmamucmudecku. Mamepuan oka3asicst docmamoyHo cmabunbHbeiM. CmabunbHOCMb
npoeepsirom Ha NPOMSDKeHUU 8ce20 CpoKka 200HOCMU Mamepuarna.

5.9.5 lNpunuceiBaHMe 3Ha4YeHUS
[1naH akcnepumMmeHTa u pedpepeHTHOU MeTOAUKN BbINOHEHUA U3MEPEHMNIN, UCNOSb3yeMble ANA NPUNUCHI-
BaHWSI 3HAYEHUS, AOIKHbI ObITb OnUcaHbl (CM. Takxke [7]).

[TpunmedyaHwune— 3Ha4veHne gaHHOW BENUYUHBI MOXET ObiTb NPUNMUCAHO HA OCHOBE OAHON XOPOLLO AOKYMEHTU-
POBaAHHOW METOAUKN N3MEPEHUA B ogHON naboparopun (cm. 5.9.6). OgHako BO MHOIMX CNy4vasix ny4vwme pesynbrarbl Nony-
4aloT HA OCHOBE MPUBIIEYEeHUA B COBMECTHbIE NCCnegoBaHns Ha BbICOKOM METPONONMYECKOM YPOBHE HECKOIBbKUX OMNbITHLIX
naboparopun, ecrnv BO3MOXHO, UCTMOSMb3YIOWKMX PasHble METOAbl U AaXe pasHble NPUHUUMNbI M3BMEPEHUS.

5.9.6 3Ha4veHue 1 HeonpeaeneHHoCTb NU3MePEHNst, NPUNUCcaHHble C NOMOLLbIO OAHON MEeTOANKN BbINOI-
HEeHUS1 U3MepeHnin B ogHoW nabopaTtopunn

[omkHa bbITb BblIDpaHa pedepeHTHaa MeToanKa BbINOMHEHUA N3MepeHUin HauBbICLLEro MeTpoiornyec-
Koro nopsigka. detann metoanku, Bktovas blopKeT HeonpeaeneHHOCTU, A0ITKHbI ObITb OnUcaHbl UMK NpuBe-
OeHbl B CCbINKax Ans Toro, Ytodbbl oHWU MOrnn ObITb BOCNPOM3BEdeHbI B ApYyron nabopaTtopun.

[MTpunmevanwune 1—JJomkeH BecTuch pabounmn XxypHarn, B KOTOPOM (DUKCUPYIOT CBOEBPEMEHHO BHECEHHbIE MO-
NpaBKu, 3anucu ob obcnyxmBaHum obopyaoBaHus, OTYETbI O MOATBEPKAEHUN METOANKN U3MEPEHUS U AAHHbBIE KOHTPOIS.

B oTueTe Takke A0MKHbI ObITb OTpaXXeHbl crneaytoLlme anemMeHThl 3KCnepuMeHTa;
a) 4YMCNo NOBTOPHBLIX aHAMN30B B CEPUMN;
D) yncno cepun;

) UHTepBal BpeMeHU MeXxay CepUsaMU;

)

)

O O

YMCNO pas3NnYHbIX ONepaTopoOB;
YACINO pasnnUYHbIX USMEePUTENbHbBIX CUCTEM, MPUMEHEHHLIX 4151 OAHOM U TOU XXe 3aga4u;
f) nocTaBLWKA M HOMEpPa NapTUX peareHToB.
OKOHYaTe IbHbIU pe3ynbTarT (pe3yfibTaThl) M aTTECTOBaAHHOE 3Ha4YeHUe (3HaYeHUd) A0JTKHbI COMPOBOXK-
0aTbCA COOTBETCTBYOLWMMUN HeonpeaeneHHocTaAMN (Cm. 5.8.10).

D

[MTpumevaHune 2—JlononHutenbHble getann MeToamnkn cm. [7], [8].

5.9.7 PernmoHanbHoe npusHaHme

B onucaHun ctaHgapTHoro obpasua AomkHbl ObITh NepevyncneHbl PermoHbl, B KOTOPbLIX OH NPpU3HaH B
Ka4vecTBe cTaHgapTHoro obpasua.

5.10 lNpepnonaraemMoe ncnonb3oBaHue

[omkHo ObITh 3asiIBNEHO NpegnonaraemMoe UCNnonb3oBaHWUe ctaHaapTHoro obpasua (cm. 4.2.1). [1onKHbl
ObiTb AOKYMEHTUPOBAHLI U3BECTHbIE OrpaHUYeHUst NMpUrogHoCTU, Hanpumep, ecnn 3HaYeHUs U3IMepeHUs
KanmbpaTopa U1 KOHTPONBLHOrO Matepuana, npeanonaraemMmblX AN UCNONb30BaHUA B METOAUKE pedepen-
THOIO U3MEPEHUS, TPEDYIOT KOPPEKL NN, OTNNYaOLWENCH OT MPUMEHAEMON K 3HAYEeHNSIM HaTUBHOIO MaTepuma-
na. PekomeHOoBaHHasi B ONUWCaHWM CTaHOapTHOrO obpasua cratuctudeckasa obpaboTka 3HadeHun,
Nony4vYeHHbIX Nonb3oBaTenem, AoMmKHa ObITb yKasaHa Ang Kaxaow npegnonaraemon pyHKUMKU cTaHOapTHOro
obpasua, no KpanHen mepe, B POpMe CChINTIKU Ha UCTOUYHUKA B METOAUYECKOWU NUTepaType.

lMpumep 1 — HeonpedeneHHOCMb uaMepeHuUs1 kanubposku moxem 6bimb paccyumaHa u3 HeornpeoesneH-
HOCMU KanubpoeKu, nos1Iy4YeHHOU ¢ npunucaHHbIM 3Ha4YeHuem Kanubpogo4yHo20 mMamepuana, u cpedHeKksadpa-
Mmu4ecKo20 OMKJ/IOHEeHUST To8mopsieMocmu MemoouKU U3MEPeHUs1, ¢ y4emoM Jucia usmMepeHull, nos1ly4eHHbIX Ha
Kanubpamope. opmyny onss pacyema cm. [9].

lMpumep 2 — Ons moz2o ymobbi nposepums Npeyu3uoOHHOCMb Npouedypbl USMEPEeHUs1, 8bINOJIHAeMOoU 8
nabopamopuu, HUc10 NTOBMOPHbLIX U3MepeHUlU cmaHdapmHo20 obpa3ya 8 Kayecmeae KOHMpPOJsILHO20 Mamepuasa
ebibupaemcsi coomeemcmeeHHO rnpuemMsIeMou 8eposimHoOCcMu owubo4YHO20 NPUHSIMUST UJTU JIOXKHO020 ombpachbi-
eaHus1 cepuu. OQUueHka npagusbHOCMU NPo8odUMCs] CpagsHeHUeM CpeodHe20 3Ha4YeHUs1 NoJsTYyYeHHbIX OaHHbIX C
NPpUNUCaHHbLIM 3Ha4YeHUeM ¢ y4emom HeornpeodesieHHocmeu uamepeHnusi oboux 3HaveHuu. Moxxem nompebogamab-
CSs1 UCKJ/TIOYeHUe 8binadarouwjux 3HaqdeHuu. Popmyny ons pacdema cm. [9].

lMpumep 3 — lNpu ucnonb3ogaHuu cmaHdapmHo20 obpa3suya 05151 KOHMPOJIsT NpasusILHOCMU 8 KaXXodol aHa-
umMu4YecKoU cepuu, 8K/Ir0Masli YHemabipe onpedesieHUs1 cmaHodapmHoz20 obpa3sya 8 Kkad4ecmee KOHMpOJIbHO20 Ma-
mepuasna, Moxxem 6bImb NPUMEHEHO criedyroujee KOHMPOJsIbHOE npagusio: HU 00UH pe3y/ibmam He OOJDKEH 8bIX0-
dumb 3a npeden npuemnemMocmu + 3 s. B amowm criydae cucmemamudecKast no2pewHocms 2 s onpedesissemcsi ¢
gepossmHocmbio 0,55 u sepossmHocmbro noxxHo20 ombpacsisarHust 0,01 (cpedHekgadpamu4YecKOe OMKITOHeHue
nosmopsieMocmu npoyedypbi USMEPEeHUSsI 8bIpa)Kaemcsi CUMBOJIOM S,).
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5.11 UHCcTPpYKUMA NO NPUMEHEHUID

5.11.1 besonacHOCTb

[TepBbIK Naparpady MHCTPYKUUN MO NPUMEHEHUIO AOIKEH coaepKaTh NpeaynpexaeHue o Heobxoanmoc-
TU cobnoaaTbh OCTOPOXKHOCTL (CM. 5.2). B MHCTPYKLWIO MO NPUMEHEHUIO A0 KHbI ObITh BKINHOYEHBI COOTBETCTBY-
loLLMe Mepbl be30nacHOCTU, KacaroLwmnecs 0bopyaoBaHUA, MaTepnanos, Npob 1 oTXo40B.

5.11.2 Obwune nonoxeHus

[omkHa ObITb NpeaocTaBneHa agetanbHas MHCTPYKLKA NO NPUMEHEHUIO, BKIToYatoLas B cebd NO MeHb-
ey Mepe cneayrowyo MHopmMauuio:

a) Tpebyemble YCNOBUA XpaHEHUA U CTAabUNBLHOCTL CTaHAapTHOro obpasua nocne rnony4vYeHus U oTKpbl-
TUS BHELUHEro KoOHTenHepa;

b) npoueaypa OTKPbITUA BHYTPEHHETO KOHTENHEpPA;

C) NoaroToBKa npoobsbl;
d) TexHomnornda oTTanBaHUA M BOCCTAHOBMNEHUA C NOCNeayoLWUM CMeLIMBaHNEM;
e) npoueaypa nonyyvyeHus MMHUManbHoOW aHanuTuyeckoun Npobbl M aHaNMMTUYECKOW NOPLIUA;

f) npouenypa nsmepeHUs (pekoMmeHayemaa nnu obsasartenbHas);

g) Tpebyemble yCroBUA XpaHeHUs1 M CTabUNbHOCTL CTaHAapPTHOrO obpasua nocne OTKPbITUS BHYTPEHHE-
ro KOHTeHepa,;

h) yaaneHune ocTaBLUerocs MaTepuana nocne UCnonb3oBaHUS.

5.11.3 PeareHThl

YKasaHHble B UHCTPYKL M NO NPUMEHEHUIO peareHThbl A0KHbI ObITb MAEHTUULNPOBAHDI.

5.11.4 Tpndopsl

[omkHbI BbITh NepedvncrieHsl NprUbopbl, HeEOOXoANMbIE A1 UCNOb30BaHUA cCTaHJapTHOro obpasLa.

5.11.5 Cpepaa

Ecnn npumeHeHne ctaHgapTHOro obpasua TpebyeTt cneunanbHbIX YCMOBUIA OKpYXatoLWen cpeabl, OHU
OOJDKHBI ObITh YKa3aHbl.

5.11.6 N3amepsemble cObEeMb

[Tpn HeobXOAMMOCTN B ONUCaHUK cTaHOdapTHOro obpasua AomkHa ObITh ykazaHa TemMmnepartypa (4
"a30B — AaBneHune), Npu KoTopon (oM) namepsietcs odbem. PasbaBneHus, npuroToBneHHbIe NyTeM aobaBne-
HUA OAHOro 0O bEMA XUOKOCTU K APYroMy, AOSKHBI ObITb YKa3aHbl clieayoLlmmm obpasom:

a) «pasdbasneHue V, — V,», ecnn obbem V, sagaHHoro pactsopa pasbasneH, YToObl NONy4nUTb OOLLMA
obbeM V, KoHe4YHON CMecun, Hanpumep passectu 25 Mn —1n;

b) «pasbaBneHue V, + V,», ecnn obvem V, 3agaHHoro pacteopa gobasneH K obbemy V., pacTBopuUteng,
Hanpumep 25 + 975 mn.

Takune obosHaveHUa pasbaeneHna, kak « V., :Vo» unn «V, /V,», NpUMeHATLCA He AOMKHBbI, MOCKObKY OHU
MCNONb3YHOTCA C pasHbIMUA 3HAYEHNAMMN.

5.11.7 BoccTaHoBneHue NMopunnn3npoBaHHoOro ctaHagapTHoro obpasua

[lonmKHbI ObITh NPUBEAEHbI AeTann BOCCTAHOBNEHUS.

[TpumeyaHwune—IJlnopunuanpoBaHHble cTaHAaPTHbIE 0bpasubl — Hanbonee YacTo ynotpebnsaembiv B KNUHU-
yeckoun naboparopum TMnN ctTaHAapPTHbIX 06pa3loB.

5.11.8 CcbInkn Ha NnaTeHToOBaHHbIE N3aenns
Ecnn B nopsioke UCKMOYEHUSA TEXHMYECKMe coobpaXkeHusl onpaBabiBaloT NOArOTOBKY CTaHAAPTHOro

obpasua c UCNOMb30BaHNEM NATEHTOBAHHLIX U3AENNUA, ACTTKHBI MPUMEHATLCA NONOXKEHUSA, YKasaHHble B [10].

5.12 llocTaBLWUK

[omkHa BbbITh NpUBeaeHa naeHTUUKaLna nocTaBLWmMKa ctTaHgapTHOro obpasua.

5.13 bubnuorpadcdus

[oKkyMeHThI, coaepXaline AONONHUTENbHYIO UHGOPMALIKIO, HO He aABNdAWneca HeobxoaMMbIMK ONS
npUMeHeHna cTaHaapTHOro cbpasua Angd ero npegnonaraemMmoro UCnofb3oBaHUs, AOKHbI ObITh NepeYvncrneHbl
B Budnunorpadun K onnucaHuo ctTaHgapTHOro obpasua.

[MTpumevanune 1— bnbnunorpachmsa moxert ObITb NpeacTaBneHa B popme npunoxXeHnsa (cm. 5.14) n moxer

BKII0YaTb B €065 JOKYMEHTbI:
a) HepgoCTynHblE NYyBNMUYHO;
b) cnyxauwme ToNbKo ans nHpopmaumu,;
C) cnyXaume cKopee ansi CnpaBok Npu NoAroToBKE ONMcaHus ctaHgapTHOro obpasua.
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[TpumevaHune 2—JOKYMEHTbI MOryT ObITb PaA3NUYHOrO TUMNA, HANPUMEP PErnMoHarbHble U HALWOHAmNbHbIE
CTaHAapTbl, MPAaBOBbIE aKTbl, PEKOMEHAAUNN MEXAYHAPOAHbBIX UNN PErnoHanbHbIX HAay4YHbIX OpraHn3aunmn, cTtaTbn U3 Ha-
YYHbIX XXYPHANoOB, PYKOBOACTBA, CTaHAApThl NPOU3BoAUTENEN N nHpopmMmaumns o NpoAyKUUn, oT4HeTbl 0 Mexnabopartop-
HbIX UCMbITAHUSAX.

5.14 lpunoxeHusn
daHHble n nHQopMaLns, He BKNYEHHbIE B OCHOBHYHO YacTb OTYETa, AOMKHbI ObITh NpUBeAeHbl B MPUNO-
KEHUSX.

[TpnumeyaHne—[lonyckaeTcs BHOCUTb B MPUNOXEHUS:
a) AaHHbIE O TOMOreHHOCTHU (CM. 5.9.2);

b) AaHHbIe O NpUNUCbIBaHUN 3Ha4YeHUA (CM. 5.9.5, 5.9.6);

c) bubnunorpaduio (cm. 5.13);

d) aTukeTkum (Ccm. pasgen 6);

e) ceptudumkart (cm. pasgen 7);

f) BnoxeHwe B ynakoBky (CM. pasaen 8).

5.15 [laHHble 0 pa3pelleHUMN U nepecMoTpe
LomKHbI ObITh NpMBEAEHbl AaHHbIE OTHOCUTENBHO paspeLlleHnst Ha AaHHYo NyOnMKaLunio ONMCaHUs CTaH-
OapTHoOro obpasua mn o Ntodom NpeaLwecTByoLWEM ero nsgaHum (M3gaHusax).

6 MapKunpoBKa

OTUKETKN Ha BHYTPEeHHEeM U BHelLHeM KOHTeWHepaX A0KHEI cooTBeTCcTBOBaThL EH 375. HaumeHoBaHue
NpOoAyKTa Ha 3TUKeTKe AOMMKHO ObITb NPMBEAEHO B COOTBETCTBUU C pasgenom 4.

7 Ceptudomkar

CepTndukaTt gomKkeH BKNoYaTh B ceds NYHKTLI B COOTBETCTBUM C [3], a TakKe:

a) naeHTndukauuo NMHANBMAyanbHOM NopLUMKA cTaH4apTHOrO obpasua;

D) WUCTOUYHUKM NN NPOUCXOXKAEHWE CTaHOapTHOro obpasua;

C) MeToA NMpUroTOBNEHUSa cTaHaapTHOro obpasua;

d) TpaHcnopTUpoBaHWe cTaHAapTHOrO obpasua;

e) WMHCTPYKUWIO MO npaBuibHOMY 0bpalleHnto co cTaHaapTHBIM 0bpa3L,om, BKIHOYas YCNOBUSI XPaHeHUS,
CPOK roAHOCTU, CTABUMBbHOCTbL MNOCNe OTKYNOPUBAHNUS;

f) aTTectoBaHHOE 3Ha4YeHUe 1 HeonpeaeneHHOCTb ANA KaXXaon n3MmepsaemMoin BeNUYnUHbI ¢ YACTIOM NP K-
HATBIX 3HAYEHWUIN, NONTYYEHHbIX MPWU UCTIBITAHUSAX;

g) HEeKOTopble yKasaHus ANg cTaTUctTudeckon obpaboTku;

[TpnmevaHwme 1 — OCHOBHbIE AaHHbIe, MONY4YEHHbIE MHAVBUAYAlNbHbIMWU NabopaTopusiMmu, 1 MeTogbl, 0ObIYHO
YNOMUHAEMbIE B MPUNOXEHUN UNN B OTHETE.

h) HeaTTecTOBaHHbLIE 3HAYEHUS (« peKOMeHAOBaHHbIe 3HAUYEeHNA» , «yKasaHHble 3HAYeHUsA» ) U 3HaYeH S,
Nony4vyeHHbIe C NOMOLLLIO NpoLeayp HU3LWNX MeTPONOrMiecknx ypoBHENW, BO BCeX Cryvasix c npuBeaeHNeM oLle-
HOK U Mep HeonpeaeneHHOCTEeWN;

1) Mcnonb3oBaHMe 3HaYeHUN ANA KAaNUMOPOBKU U KOHTPOMNA NMPaBUNbHOCTU (MaCcTO CO CChINKOW HAa NOSHbIN
OTYeET);

|) MeTodbl U3MepeHUd, UCMONb30BAaHHLIE NPU aTTecTalun;

K) ntobble 3annaHnpoBaHHbIE NPOBEPKU CTABUNBHOCTH;

) MMeHa onepaTopa, OTBETCTBEHHOro crneynannucta u/mnnm HammeHoBaHUA nabopaTopuin, y4acTBOBaB-
LLINX B UCMBITAHUSAX;

M) CChINKY Ha 3akMo4unuTenbHbIA OTYET, coaepXalwun BCo MHpOoOPMaLUIO, OTHOCSLLYIOCH K ONMUCaHUI0
cTaHgapTHOro obpasua;

Nn) NocTaBLMKa cTaHOapTHOro ocbpasua (ecnm oH OTNMYaeTCsl OT aTTECTYIOLWEro yuYpeXXaeHus );

0) NpunoxeHus (cm. 5.14). cnonb3oBaHUe NPUNOXEHUN He OOMKHO CYLECTBEHHO YBENUUMBATL pas-
Mep cepTudukaTa;

p) AaTy cepTUdUKaLIAN.

[MTpumevaHune 2— Ceptndmkar OoMmKeH BblaaBaTbCH NPU3HAHHBLIM METPONOMMYECKUM OPraHoM.
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B cepTudunkaTe gormkHa ObiTb NpuBegeHa Bcs MHopMaL g 0 NPOUCXOXKOEHUN, NPUroTOBMEHWN U oD bIX
OOMNONHEHUAX K cTaHOapTHOMY 0bpasLy, TO eCTb He AOTKHO ObITb MHOpMaL MK, ONyLLEHHOW NO CO0bpaXKeH -
M KOHpMAeHUMaNnbHOCTH.

8 BnoXxeHue B ynakoBKYy

B cny4yasix ecnu K ctTaHgapTHOMY obpasuy He npunaraeTca cepTudukart, ctTaHgapTHIN obpasel, AoITKeEH
COMPOBOXAATbCS BIOXKEHUEM B YMakoOBKY MHpOpPMaUUOHHOro maTtepuana. BnoxeHne B ynakoBKy AOJTKHO
coaepKaTb KpaTKyHo BEPCUIO NONTHOMO onnucaHna ctaHaapTHoro obpasla, yCTaHOBMNEHHOrO B pasaene 5, BKMo-
Yyas NyHKThLI, 3agaHHble B pasaene 7 (ecnn Heobxoanmo).
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[MpnnoxeHwne A
(cnpaBo4HOe€)

OOpa3ubl CBOUCTB, OTNUYHbIX OT BEeJIMYMH

A.1 Hactoswmuy cTaHaapT ycTaHaBnmBaeT TPebOBaAHUA K CTaHAAPTHBIM 0bpa3sLuam BeiClero nopsaaka. Kaxaoe 3Ha-
YEHME BEIMMYMHbI, NPUNUCaAHHOE Takomy obpa3suy, npegHasHavYeHHoe ANs UCNOMb30BaHUSA ¢ METOAMKAMU U3MEPEHUN,
HaXO4UTCA B LLKare pasnuynm Unn wkasne oTHOWEHUN U BblpaXXaeTcHa YNCIOBbIM 3HAYEHNEM, YMHOXEHHbIM Ha eaQUHNLY
namepeHust (cm. 4.1), n conpoBOKOAETCH 3HAYEHNEM HEONPEAENEHHOCTUN NU3MEPEHMUS.

A.2 CBOUCTBA, OTNINYHbLIE OT BENUYUH, TAKXE MOryT ObITb OnpeaeneHs! Unu BOCNPoOn3BeaeHs! obpasuamm, HO Npu-
NMUCaHHbIE UM 3HAYEHUS HE MOTYT BbITb BbIPaXXEeHbl YNCITOBbIM 3HAYEHUEM, YMHOXEHHBIM Ha €ANHULY U3MepeHUs. Takne
3HAYEHUSI MOTYT ObITb B OpANHanbHOW (MOPSIAKOBOW ) UMM HOMUHANBbHOW (KBannukaunoHHOW) LKarne.

A.3 B opauHanbHOM WKane a3Ha4eHns MoryT ObITb NPEACTaBNEHbI CITIOBAMU UITU YNCNAMW, BbIpaXKaowWwmmm pasmep
COOTBETCTBYIOLWMNX CBONCTB. 3TU 3HAYEHUS MOTYT BbITb NCNONMBb30BAaHbI AN PAHXUPOBaAHUA CBOUCTB, OHAKO Pa3nu4ns u
OTHOLLEHWS MO WKarne He UMeKT 3Ha4YeHus Ans cpaBHEHUS. [1IpUMEpPOM MOXKET CIY>XUTb 3HAYEHNE KOHUEHTPaUNU «3» UMn
«MNOBbIWEHHANA», NPUNUCAHHbIE KOHTPOJIbLHOMY PacTBOPY A1 ANArHOCTUYECKNX MONMOCOK, NOKa3bIBAOWMX KOHUEHTPaUUIO
anebymmHa B mo4e no natnaHadvHow wkane (0, 1, 2, 3, 4 nn «HENOBbIWWEHHAs» , K COMHUTENBHO MNOBbILWWEHHAA», «CNErka
NOBbILLEHHANA», KMNOBbILLEHHASA», KCUITbHO MOBbLILLEHHANA» ).

A.4 B HOMMHaNBbHOW WIKane 3Ha4YeHNA MOryT BbiTb BblpaXeHbl CroBamMu UM TEPMUHaAMMN (HAMMEHOBaAHUSIMKN) De3
CBS13M C pa3MepamMmmn COOTBETCTBYHIOLWMX CBOUCTB. 3HAYEHUA MOIYT BbITb NpeacTaBneHb! B Nobom yaobHOM nnun cornaco-
BaHHOM nopsigke. [pumepammn aHa4eHNN B HOMUHANbHOW LLKaNe MOXEeT CIY>XUTb pAg TEPMUHOB TUMOB JTENKOLUTOB B KOH-
TPOJIbHOM Ma3Ke KPOBU NN psg 3HAYEHUW ONA FPyNn KPOBMW.

A.5 OnucaHne matepuanos BbICLLEro METPONOMMYECKOro nopsaka Ans CBONCTB, UMEKOLWMX NPUNUCAHHbIE 3HAYE-
HWUS B OpAWHANbHOW U HOMUHANbHOW WWKaNax, 40IKHO NOJTHOCTbLIO, HACKOINBbKO 3TO BO3MOXHO, COOTBETCTBOBaTh TPebOBa-
HUAM K CTaHAapTHbIM obpasyam Ans BENUYMH, NPMBEAEHHbIX B HACTOSAWEM cTaHaapTe. VICKNIoYeHns KacarTeA:

- crneayowmx SMeHeHNN TEPMUNHOB:

a) «BENMYMHa» — Ha «CBOUCTBO», a TAKXE COOTBETCTBEHHO B KOMIMITEKCHBIX TEPMUHAX,

D) «U3MepeHne» — Ha «M3y4HEeHUE», a TaKKe COOTBETCTBEHHO B KOMIMITEKCHbLIX TEPMUHAX;

- TEXHUYECKUX NUBMEHEHWN:

B) MCNONb30BaHWE 3HAYEHUWN, Hanpumep, onucaHHbiXx B A.3 nnum A.4;

) UMELWKnXHeonpeaeneHHOCTb U3YHEHUS, BbIPXXEHHYIO YNCITOM HEMNPAaBUITbHO KNAacCUPMLUNPOBAHHbIX Ppakumnm;
1) HEBO3MOXHOCTU KannbpoBaTb HOMUHANbHYIO LLKanNy.

[TpumedyaHne—EcCnMNoHATUE «CTAHAAPTHLIN 06pa3eL» BOCMPUHMMAETCH TONbKO Kak MaTepuanun3aumns 3Ha-
YEeHUN BENUYMH, TO 0Dpa3subl, UMeELWMe NPUNUCaHHble 3Ha4YeHUs CBOUCTB B HOMUMHANbHOW UMW OpAVHAaNbHOW LWKanax,
MOTYT CNYXUTb «0bpasuamMmm cCpaBHEHUS».
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[MpnnoxeHwe B
(cnpaBo4HOe€)

CBegeHNda o COOTBETCTBUU HaLUOHaNbHbIX cTaHgapToB Poccunckoun Pegepaumu
MeXAYHapoAHbIM cTaHAapTam

Tadbnwua B.1

OBoO3HaAYEeHNE CChIJTOYHOIo

O603Ha4YeHne N HAMMEHOBaHUE COOTBETCTBYIOLLIEro HALIMOHANLHOrO cTaHaapTa
MEXOYHAPOAHOro ctanaapTa

EH 375:1992 ¥

NCO 31:1992 [OCT 8.417—2002 locypapcTBeHHass cuctema obecneveHnss eaQuHCTBa U3Me-
peHnn. EanHnubl BENU4MH

* COOTBETCTBYOLWMN HAUMOHANbHbIM CTaHZ4apT OTCYTCTBYET. 1o ero ytBepXaeHus pekomeHayeTcs NCnonb3oBaTh
NepeBo Ha PYyCCKUN A3bIK 4aHHOro MexgayHapogHoro craHgaprta. [lepeBog gaHHOro MeXxXayHapoaHoro craHgapra

HaxoauTcs B PeaepanbHOM MHDOPMALMOHHOM LEHTPE TEXHUYECKUX PErMaMeHTOB U CTaHAAPTOB.
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CtangapTHble obpasubl. CoaepXaHme ceptTndmnkaToB N STUKETOK
Cucrembl MeHeXKMeEHTA KadecTBa. OCHOBHbIE MONMOXEHNA N CNOBapPb

Cuctembl MEHEKMEHTA KavecTBa. [ peboBaHuS

CucteMbl MEHEKMEHTA Ka4vecTBa. PekomeHgaumm no ynydweHuto Aesi-
TEeNbHOCTU

ATTecTaumns ctaHgapTHbiX obpasuos. Ob6LWwme n cTaTUCTUYECKUE NPUHLWIMbI

ToYHOCTL (NPaBUNBHOCTL N NPELU3NOHHOCTL) METOAOB U PE3yIbTaTOB
namepeHunn. YHactb 2. OCHOBHOM MeTOq onpeerneHnss NOBTOPSEMOCTU U

BOCMNPOU3BOAMMOCTU CTAaHAAPTHOro MeToga naMmepeHuin

lcnonb3oBaHne aTTeCTOBaHHbIX CTAHAAPTHBLIX 0Opa3LIoB

MeTtogonorvsa anst paspaboTkn MexayHapoaHblX CTaHO4apToB, 2-€ u3aa-
Hue, XeneBa, 1992
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