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Mpeaucnosue

Lenv v npuHumnel ctTaHaapTusaumm B Poccuiickon ®eaepaunn yctaHoBneHsl PegepanbHbiM 3aKOHOM OT
27 pekabps 2002 r. Ne 184-93 «O TeXHUYECKOM perynMpoBaHuny», a npasuna NpUMeHeHUs HauMuoHanbHbIX
ctangaptoB Poccuitckoin ®egepauym — FOCT P 1.0—2004 «CtaHpaptusauus B Poccuitckon depepauuu.
OCHOBHbIE NOMOXEHUsS»

CBepeHusi o cTaHpapTe

1 NOArOTOBJIEH NNa6opaTtopueit npobnem KNuHNKo-rabopaTopHon anarHocTukn MockoBckoi Meau-
unHckon akagemum nm. . M. CeueHoBa Ha ocHOBe COBCTBEHHOr0 ayTEHTUYHOrO NepeBoaa cTaHaapTa, ykasaH-
HOro B nNyHKTe 4

2 BHECEH TexHn4yeckum koMuTeTOM No cTaHaapTusaummn TK 466 «MeauupnHckne TexHonorum»

3 YTBEPXOEH W BBEAEH B AEWNCTBME [Mpukasom denepanbHOro areHTCTBa no TeXHUYECKOMY
perynvpoBaHuio U meTponoriv ot 27 aekabps 2007 r. Ne 532-ct

4 HacTtosiwuin ctaHaapT ngeHTudeH mexxayHapoaHomy ctraHgapty UCO 15194:2002 «Uzpenusa meam-
LMHCKMe ANA AMarHoCTUKK in vitro. iamepeHue BenuumH B npobax buonoruieckoro npoucxoxaeHus. OnucaHve
pedepeHTHbIX MaTepnanos» (ISO 15194:2002 «In vitro diagnostic medical devices — Measurement of
guantities in samples of biological origin — Description of reference materials»).

HanmeHoBaHWe HacTosiLero ctaHgapTa U3MeHeHO OTHOCUTENbHO HAMMEHOBaHUA yKkasaHHOTo Mexay-
HapoAHOro cTandapTa ansa npuseneHus B cootesetcteue ¢ FOCT P 1.5 (noagpasgen 3.5).

Mpu npUMeHeHNW HacTosALLIero cTaHAapTa peKOMeHAYeTCs UCNOoNb30BaTb BMECTO CChINTOYHbIX MeXayHa-
POAHbIX CTAH4aPTOB COOTBETCTBYIOLIME UM HauuoHarnbHble cTaHgapTel Poccuiickon ®eaepavun, ceeaeHns o
KOTOPBIX NpvBeAeHbl B AOMONHUTENTLHOM NpUnoXxeHun B

5 BBEJEH BMNEPBbIE

UHgbopmayusa 06 usMeHeHUsIX K HacmosilueMy cmanO@apmy rybnukyemcs 8 exe200H0 u30asaemMom
UHGhopMayLUIOHHOM ykazamerne «HayuoHanbHbie cmaHOapmbl», a meKcm UsMeHeHUl U r1onpasok — & exemMe-
CAYHO u30asaeMbiX UHGOPMAUUOCHHBIX YKkasamenax « HayuoHanbHble cmaHdapmel». B criydae nepecmompa
(3ameHbl) unu OMMeHbI Hacmosiw,e20 cmaHdapma coomeemcemaytoujee yesedomieHue 6ydem onybnukosaHo
8 eXeMecsI4HO u3dasaeMoM UHDOPMAaLUOHHOM ykazamerne «HauuoHanbHele cmaHO0apmel». Coomeemcem-
syroljasi UHhopmauusi, yeedomMiieHUe U meKcmbl pa3Mewyaromces makxe 8 UHgpopMalyUoHHOU cucmeme obuje-
20 11011b308aHUA — Ha oghuyuansHoM calime QedeparnbHo20 azeHMemea ro MexXHUYeCKOMY peayiuposaHuio
u Mempoiioauu 8 cemu ViHmepHem
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HacToawui ctaHgapT He MOXeT GbITb MOMHOCTLIO UM YaCTUYHO BOCNPOU3BEAEH, TUPAXMPOBaH 1 pac-
npocTpaHeH B KayecTse oduLmMansHoro nsaaHus 6es paspeweruns deaepanbHOro areHTCTBa No TeXHNYECKo-
MY perynupoBaHuio U MeTponorum
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BBegeHne

Cuctema pedepeHTHbIX n3MepeHuin Heobxoauma AN NonyYeHUs Taknx pesynbTaToB UsMepeHni Ans
Hay4HbIX, TEXHONOMMYECKUX U NPaKTUYeCKUX Lenei, KoTopble AOCTOBEPHbLI, CPABHUMBI U NPOCIIEXUBAIOTCS A0
3TanoHOB HAMBbICLLIErO METPONOrMYECKOro YPOBHSI.

CraHpgapTHeIMU 0bpasLiamn ABNAIOTCA BELeCTBa, UCMOoSb3yeMble Ans NoMy4YeHUs Takon Npocrexsae-
MOCTU, HECMOTPA Ha BpeMs, paccTOAHWE 1 pas3nuynus MeToAMK BbINONHEHUA n3aMepeHns. CtaHaapTHLIR o6pa-
3eL, AomKeH 6bITb CHabBXXeH IoOKyMeHTaLUuen, cogepallein onucaHus, pe3ynbTaTbl UsMepeHUin, UHCTPYKLIMK Mo
NPUMEHEHUIO, AaHHbIe O CTabUNBLHOCTU 1 YCNoBUAX XpaHeHusa. HacToswwmiA ctaHaapT onpeaenseT cogepxa-
HWe 1 chopmMaT Takon NoAaAePKUBAIOLLIEN AOKYMEHTaUNN.

CraHpapTHble 06pasLibl UICNONb3YTCA ANA OAHON U3 TPEX OCHOBHbIX LieNe:

1) kanMBpoBKW 3HAYEHUN, BbliAaBaAEMbIX USMEPUTENBHOW CUCTEMON UM NPUMUCAHHBIX APYrOMY CTaH-
AapTHomy ob6pasuy;

2) noaTBepXAEHUA UM KOHTPONA NMPaBUNbHOCTN 3HaYEeHU, U3SMepPeHHbIX B KOHKpeTHon nabopartopum
nnu rpynne na6opatopuii;

3) oueHKu skennyaTaLnoHHBIX XapaKTepUCTUK HOBO METOANKU U3MEePEHUS.

MakcumanbHo npuemnemasn HeonpeaeneHHOCTb USMEPEHNA 3HaYeHUs, MPUNUCAHHOTO CTaHAapPTHOMY
obpasLly, 3aBUCUT OT TpeBGOoBaHWiA K pe3ynbTaTam METOAMKA U3MEPEHUS.

MockonbKy NpasunbHoe NpuMeHeHue cTaHaapTHoro obpasta o6ycnoeneHo ero onucaHnem, Heo6xoau-
MO criefloBaThb yKasaHUAM rpunaraeMoi K Hemy JoOKyMeHTaLmm.

MpenmywecTsa Hanuunsa ctaH4apToB NpuseaeHsl B [1].
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HAUUWOHANBbHBIA CTAHOAPT POCCUMCKOW SGEQLEPALMUMN

n3geEnuA MEOUUUHCKUE ONA QUATHOCTUKU IN VITRO

N3mepeHue BennymH B npo6ax 6Mo0NorM4eckoro NpoucxoXxaeHus.
OnucaHue cTaHAapTHbIX o6pasLoB

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

Data BBegeHna — 2009—07—01

1 O6nacTb NnpUMeHeHusA

HacToawwii ctaHaapT ycTaHaBnvMBaeT TpeboBaHWA K coaepXaHuio 1 NOCTPOEHUIO ONucaHuiA cTaHaapT-
HbIX 06pa3LoB. OHU MPUMEHUMBI K CTaHAaPTHLIM 0BpasLaM HauBbICLLIEro MeTPOSIorMYecKoro NnopsaaKa, knaccu-
pULMPYEMBIM KaK NePBUYHbIE U BTOPUYHBIE 3TANOHBI, NPUMEHSIEMbIM Kak KanuGpaTopbl IMGO KOHTPONbHbIE
maTepuanbl Ana pedepeHTHLIX MeTOANK BLINONHEHUA U3MepeHuiA. HacToawuin ctaHgapT He NpUuMeHsieTcs K
CTaHaapTHLIM oBpasLam, BXOASALIMM B COCTaB U3MEpPUTENbHbLIX CUCTEM ANA AUArHOCTUKW in vitro.

HacTosiwmii cTangapT coaepxut UHCTPYKUMK No cGopy OCHOBHLIX AaHHbLIX AN onpeaeneHus u npea-
CTaBMeHUsl MPUNMCAHHOTO CTaHAaPTHOMY 06pasLly 3Ha4YeHUS BENUYMHBI.

HacToawuii cTaHaapT Taloke ycTaHaBNMBaeT cogepxaHue ceptudukara.

HacToawwii cTaHgapT He NpUMEHSAIOT K NpoLieccam NPousBoACTBa CTaHAapTHLIX 06pasLoB.

2 HopMaTuBHbIe CCbINKN

B HacTosLem cTaHaapTe UCMoNb3oBaHbl CChINKK Ha crieayoLwue MexayHapoaHble cTaHaapThl:

EH 375:1992 Cuctembl gnarHocTuku in vitro. TpebosaHUA K MapKMpPOBKe peareHToB ANs AUarHoCTUKA in
vitro Ans npoteccMoHanbHoro UCMNosib30BaHUs

MNCO 31:1992 Benn4unHbl U eAUHULLI

3 TepMuHbI U onpeaeneHus

B HacTosiLeM cTaHaapTe NpuMeHeHbl TepMUHBI MO [2], a Takke crneayowme TepMUHBI C COOTBETCTBYIO-
LMK onpedeneHnamMu:

3.1 nepBUYHbLIN 3TanoH (primary measurement standard): 3tanoH, yTeep>XxAeHHbIN WX LUMPOKO Npu-
3HaHHbIN Kak obnagarowmii HaMBbICLIMMU METPOSIOrMYECKUMU CBOUCTBAMU, BOCNPOU3BOAUMOE 3HaueHue
KOTOPOro NpUHATO 6e3 cpaBHEHWS C APYTMMU 3TaroHaMM TOW Xe BeNUYuHbI [2].

MpumevyaHue 1—TlloHATUE NEPBUYHOIO 3TANOHA NPUMEHUMO KaK A1 OCHOBHBIX, TAK U ANA NPON3BOAHDIX
BEMUYMH.

MpumevyaHUue 2— CnoBo «measurement» GbITO BKMIOYEHO B TEPMUH ANA COMMACOBAHUA C LIENbIO NPpUMEHe-
HWS aTanoHa.

MpumeyaHune 3— 3TanoHbl BKNOYaOT B cebs cTaHdapTHbIe 0bpasupbl.

3.2 BTOpPUYHLIN 3TanoH (secondary measurement standard): 3TanoH, s3Ha4eHne BOCNPOU3BOAUMON
BEJINYMHBI KOTOPOro ycTaHaBNMBaeTCs B pesyribTaTe CIIMYeHUs C NepBUYHBLIM 3TaflOHOM TOM XXe BeNUUUHLI [2].

MpumevyaHue 1—CnoBo«measurement» GbINo BKIIOYEHO B TEPMUH ANA COMMACOBaHWA C LENbIO NPpUMeHe-
HUA 3TaNoHa.

MpumMmeyaHune 2— 3TanoHbl BKIOYAIOT B ceOs cTaHdapTHbIe 06pasLbl.

W3paHne ocpmymnansHoe
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3.3 marpuua (MatepuanbHoM cucTeMbl) (matrix (of a material system)): Bce komMnoHeHTE MaTepuans-
HOW CUCTEMbI 3a UCKITIOYEHMEM aHanuTa.

3.4 martpuunbin acdhdekT (matrix effect): BnusaHue cBocTBa Npobbl, HE3aBUCUMOE OT NPUCYTCTBUA aHa-
nnTa, Ha USMepeHue U, TeM caMbiM, Ha 3HAYEHUE U3MEPAEMON BENTUYUHBI.

MpumeuvaHnue 1— 3agaHHON NPUUMHON MaTPUHHOTO 3hdeKTa SBNSETCA BNUMAIOWANA BENUUMHA.

MpumeuvaHue 2— MarpnuHbii ahpeKT 3aBUCUT OT AeTanbHbIX CTagui U3MepeHns, onMcaHHbIX B Npoueaype
M3MepEeHUsL.

Mpumep — Ha usmepeHue KOHUEHMPaYUU KosuYecmea eewjecmea Hampusi € nasme niIaMeHHoU IMUCCU-
OHHOU criekmpomempuell MOXem [oeausimb 6513K0CMb npobhbl.

3.5 kommyTabenbHocTb MaTepuana(commutability of amaterial): CnocobHocTb MaTepuana NnposiBUThL
Te Xe KONMMYeCTBEeHHbIe B3aUMOOTHOLLEHUSA MeXAY pe3yribTataMyu U3MepeHUii B JaHHON COBOKYNHOCTU METO-
OVK, NpefHa3sHaYeHHbIX 41151 U3MepeHUs1 TOM XKe BESTUHUHBI, YTO U MeXAY OXnaaeMbIMU B3aUMOOTHOLLIEHUAMN,
noJstlydeHHbIMU TeMU XKe MeToMKaMu1 Npu nccrnefoBaHnn Apyrux CoOOTBETCTBYIOLLUX MaTepuarnos.

MpumeyaHune—[Ans ctaHaapTHLIX 0OPa3LOB, UCNONb3YEeMbIX OIS KAnMOpPOBKU METOAMK U3MEPEHUIA, Npea-
Ha3Ha4eHHbIX Ans Guonornyecknx Npob, «Apyrme COOTBETCTRYIOLME TUNLI MaTEPUanoB» BKIoYaloT B cebs Gonbluoe unc-
10 Npo6 OT 330POBLIX U GONMBHbLIX KOHKPETHLIMW GONE3HAMM NKL,.

3.6 oTueT(report): okyMeHT, coaepalLuii aeTanbHyo nHdopMaLumio o cTaHaapTHoM opasue, Aonon-
HSILOLLYHO MMEOLLYHOCS B cepTuduKaTe UM Bo BKIaAbILWe B YNaKoBKe.

[MTpwumedaHwne— [JaHHasa nndopmauusa MOXET KacaTbCA NPUrOTOBNEHUS cTaHgapTHOro obpasua, Metogoe
n3mepeHus, HPakTopoB, BMAIOLWUX HA NPaBUMBHOCTb, CTAaTUCTUYECKON 06paboTkn pe3ynbTaTtoB u cnocoba yctaHoBNeHus
NpoCneXnuBaeMocTu.

4 Knaccudmkaums n HaMuMeHOBaHUe CTaHAAPTHbIX 0Opas3uUoB

4.1 OnucaHue CBOMUCTB CTaH4apPTHbIX o6pa3yoB
CraHpapTHbI 06pasel, AomkeH obnagaTe CBONCTBAMU, KaXXaoe U3 KOTOPbIX AOMKHO 6biTb ONUCaHO B
COOTBETCTBMUU CO CriegyroLWmM coep>KaHeMm:
a) cucTema (To ecTb cam maTepuan);
b) nto6oit cooTBETCTBYIOLMIA (€) KOMMNOHEHT (bl);
C) poAa Benn4YuHbl (BennM4vmHa B o6LleM cMbicne).
Ecnu cBoACTBO AABNSIETCS U3MEPSeMOI BENTMYMHON, OHO AOIDKHO UMETb 3Ha4YeH1e, 3KBUBANEHTHOe:
a) YMCNOBOMY 3HAYEHUIO, YMHOXEHHOMY Ha
b) eouHuLy nsmepeHus.

Mpumep — AmmecmosaHHbili cmaHOapmHbil ob6pa3sey (cepmupuyuposaHHbili peghepeHMHbIT Mame-
puan) (BCR; CRM 303) — Kanbyui (ll), komyenmpayusi konuvecmea eeujecmea (60CCMaHOB/IEHHO20) C =
= 2,472 mmone/n (U = 0,019 mmonw/n; k = 2), 20e U ssenssemcsi pacuwiupeHHoU HeonpedeneHHOCMbIO U3MepeHUs
npu hakmope nokpbimus k.

4.2 Cucrema

4.2.1 OyHKUnA

CraHgapTHbIn 06pasel AomkeH 6biTb cnocobeH BbINOMHATL hyHKLUN:

a) kanubposovHoOro Matepuana (kanubpaTtopa) — onpeaenaTb KanMBpoBOUHYH (PYHKLINIO KOHKPET-
HOW MEeTOANKU U3MepeHus (KoTopast MoXeT ObITb Takke UCNOoNb30BaHa ANS KANUMGPOBKM Apyroro cTaHaapTHOro
o6pasua) nnm

b) koHTponbHOro matepuana — oueHMBaTb aHaNUTUYECKYID NPABUNbHOCTb WK HeomnpeaeneH-
HOCTb N3MEPEHNA YCTaHOBNEHHON UM HOBOW METOAMKA N3MePeHUs B KOHKpeTHoW nabopaTopum unu rpynne
nabopaTtopui.

B paMkax KOHKPeTHOW U3MepuTernbHON CUCTEMbI B KOHKPEeTHOW nabopaTopuMu cTaHaapTHLIN obpasel,
MOXeT BbINOMAHATL TONLKO 0AHY U3 (DYHKUWW, 3afaHHbIX TEPMUHAMK «KannBGpoBOYHLI MaTepuany («kanubpa-
TOp») NGO «KOHTPOMbHLIN MaTepuan.

4.2.2 MNpumeHeHWe u paspelleHns

MpumeHeHue 1 paspeLleHns cucTemMbl 4OSPKHEI COAepXaThb crneaytoLlyo uHopMaLmio:

a) oreorpadunyeckoil 30He NpUMEHeHUs (Hanpumep MexayHapoaHas, HauuoHanbHasa, MecTHas);

b) oTBeTcTBEHHOM OpraHe, BblAaBLIeM pa3pelleHue (HanpuMep opraH BNacTtu, ydpexaeHue, kKomna-
Hus, nabopaTopus);

C) cepTudUKaLmmn 3asBEHHbIX CBONCTB.
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MpumeyaHu e— OTBETCTBEHHbIE OpraHbl B nepeqncneHun b) BkroyawT B cebs BecemypHyio opraHnsauuio
3apaBooxpaHenus (BO3), Mporpammy cTaHOapToB, M3MepeHuii 1 uccrnegosanuii Esponerickon Kommcenn, HaumoHanbHbI
METPOINOIMYECKUIA MHCTUTYT, NMPOV3BOANTENS OTAEMbHBIX CTaHAAPTHLIX 06pa3LoB, CNeLnanu3npoBaHHy0 MeQULMHCKYIO
naBopaTopuio. B nepeuncneHnm c) HekoTopble 3Ha4YeHUsi CBOMCTB MOTYT BbITb cepTuduLumpoBaHsl MNporpammon ctaHgap-
TOB, M3MEpPEHWIA 1 nccnegoBaHwin Eesponeickon Kommeecnm mnu HaumoHanbHbIM MIHCTUTYTOM CTaHAAPTOB U TEXHONOMMN
(NIST) CLLA. Opyruve aHa4eHWs1 CBOMCTB MOTyT GbiTb NMpYBeAeHbl TOMbKO Ans UHhopmaumm.

4.2.3 WNepapxuyeckoe NornoxeHne cTaHaapTHeIX 06pasLoB BeICLIEro nopsiika B cucteme pedepeHTHbIX
n3MepeHui

OTanoHbl BbicLWero nopsaka g4orkHel 6bITb KnaccudgrumpoBaHbl B COOTBETCTBUN C UX MOJNOXEHUEM B CUC-
Teme pedepeHTHbIX M3MepPeHUiA 4S KOHKPEeTHOM BEMUYMHBI CrieayownM obpasom:

a) nepBuYHbIA aTanoH (cm. 3.1);
6) BTOPWYHBIA aTanoH (cM. 3.2).

4.2.4 UpeHTndUKaLMOHHLIN kog (Koabl)

CraHgapTHomy o6pasuy gomkeH BbITb NpunucaH naeHTUdmMKaLMoHHbIR kog. Ecrin BosmoxHo, B onvca-
HWe cTaHdapTHoro obpaslia AoskHa 6bITb BKIHOYEHa MaeHTUdUKaLMs noTa.

4.2.5 XapaKkTepuUCTUKM cTaHOapTHOro obpasua

XapakTepucTuk1 cTaHgapTHoro obpasua AomkHbI ObITb ONMcaHkl B crneayowmnx TepMUHax:

a) NpoucxoXxaeHve nnpupoaa UCXOAHOro Matepunana:

HeopraHU4eCcKUin, OpraHNYeCKUi, CUHTETUYECKINIA, HAaTyparibHbIA, BUONOrMYecKnii ycTaHOBNEHHOO poaa,

Hanpuvep YenoseYveckuil, CBUHOMN;
b) matpuua:

- MpocTast, ecrnv cTanAapTHbIA 06paseL, COCTOUT N3 YACTOTO KOMMOHEHTA B XOPOLLIO OrpeaernieHHO cpeae;

- CINoXHas, eCrn KOMMNOHEeHT NpeAcTaBeH B 4aCcTUYHO U3BECTHOW cpeae, Hanpumep B cTabunuanpoBax-
HOW KPOBU UM CEIBOPOTKE;

C) usmyeckoe COCTOsIHUE aHanuTa B cTaHgapTHOM obpasLie:
pacTBOp, KOMNOWUA UMK B3BECH;

d) dusmyeckoe cocTosiHNE cTaHA4apTHOro obpasua:
TBepAoe BeLleCTBO, XUAKOCTb N ras;

e) roMOreHHoCTb U1 chasbl:

onucaHue ctaHgapTHoro obpasla B TepMUHaX OOHON WM HECKONBKUX UHANBUAYANbHBIX FOMOreHHbIX
11 HEeroMoreHHeIX das, Hanpumep, KPOBb MOXET pacCcMaTpUBaTbLCs Kak KOMBGUHaLUMs roMoreHHoW chasbl nnas-
Mbl U HErOMOTeHHOM thasbl KIeToK.

4.3 KOMNOHEHT (KOMMOHEHTHI)

KoMnoHeHT (bl) AormkeH (Hbl) 6bITb HasBaH (Hbl) B COOTBE TCTBUM C NPUHATON MeXayHapoaHON HOMeHKNa-
TYPOMW, BKMtoYas, Hanpumep, mobble HeoBXoAMMbIe Yka3aHWUA d3NeMeHTapHbIX YacTuL, OTHOCUTENbHON MOIEKY-
NAPHOM Macchbl UMM MOMSIPHOWA MACChl, COCTOSIHUA OKUCNEHWNsI, MHOXXeCTBEHHbIX hopM; ANnst hepMeHToB —
Homep B Knaccudukaumm oepMeHToB.

Mpumepbr — Anugpamuyeckuii kapbokcunam (Ci;9 00 Cys, HeacMepugpuyupoeaHHbil), ubpuHozeH
(340000), xene3o (lI+ill), uzopepmenm 1 nakmamadezudpoeerasni (EC. 1.1.1.27), ocHosHolU ¢hakmop pocma ¢ub-
pobnacmoe (Yenoseveckuii, pekombuHuposaHHas [JHK).

4.4 Pop BenuyuHbl (BenuMyuHa B o6Liem cmbicne)

Pon BenuunHel (Benu4unHa B o6LLEeM CMBICIIE), HanpuMep Macca, KONUYECTBO BeLLecTBa, YMCrioBas 40N,
KOHLieHTpaLusl BeLLecTBa, AO/DKeH BbiTb YCTaHOBMEH BO BCeX cnyvasix. Ecnv He MoxeT 6bITb BbipaXXeHo NpocToe
OTHOLLIEHUE MeX/y KOMMOHEHTOM 1 CUCTEMON, oSKHa BbITb NpUBeAeHa CCbifka Ha NpoLiedypy U3MepeHNs!.

MpumeuaHnwune 1— TepMuH «BennunHa B 06wEM cMbicney [2] osHauaeT To xe, Yto MexayHapogHasa deaepa-
LUMs KNMHUYeckon xumun u nabopatopHont meguumHbl (IFCC) n MexayHapogHbii cOlo3 YMCTOW M NPUKIIagHOW XMMUn
(IUPAC) 0603HaualoT Kak poa BENUHUHDI.

MpumeyvaHune 2— CooTBETCTBYIOWME HAMMEHOBAHUSI U CUMBOIbI ANS1 POAOB BENMUYMHLI (BENWUYMH B O6LIEM
cmbicne) npueegersl B UCO 31 un nybnukauusix MexgyHapogHoi hegepaumm KNnmHUYECKon XuMumn u nabopatopHoi Meam-
umHbl (IFCC) n MexxayHapoaHoro coto3a 4umcTon u npuknagHomn xumum (IUPAC).

4.5 YucnoBoe 3HauyeHUue

Yucno sHavawmx umudp B pesynbtate nccneaosaHua BelbupatoT Tak, 4Tobbl 3Havalme umdpbl Heonpe-
AeneHHOCTU N3MepeHna pacnonarannce Ha nocnegHeM Uy (ecnu nepeas sHavalas undpa mepbl Heonpeae-
neHHocTU 1 unNu 2) Ha AByX NocneaHNx mectax. Yucnosble 3HaYeHUsa 6onee Yem ¢ YeTblipbMd Lindpamu no obe
CTOPOHBI OT AECATUYHOW OTMETKW A0MKHBI 6bITb pacnoNoXeHsbl rpynnamu no Tpu Luudpbl crieBa unu cnpaea
OT Hee.
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4.6 EauHuua usmepeHus
N36paHHON eanMHULIE U3MepeHus AormkHa 6bITb eguHuua CU unu apyras us MexxayHapoaHo NpusHaH-
HbIX € QUHULL.

M pwnmeuyaHu e — BcemmpHor opraHu3aumen 34paBooXpaHeHnsi YCTAHOBMNEHbI HEKOTOPbIE BHECUCTEMHbIE eaun-
HULbI, HA3bIBAaEMble MeXAYHapOAHbIMW eQUHULIAMM.

4.7 MNocTpoeHue o6LEeNPUHATBLIX 0603HaYeHUI U pabounx HaMMeHOBaHUN
O6LwenpuHaTbie (cucTeMaTuieckne) 06o3HaYeHMe U 3HauYeHUe JOMKHbBI COCTOATL N3 3NeMEHTOB, yKa-
3aHHbIX B 4.2—4.6, 1 6bITb NpUBEAeHbI B COAEpXXaHWUWN, B COOTBETCTBUM C NyHKTOM 4.1.

TMpumep 1 — lNepauyHbiii cmaHdapmHbil o6pa3sey Ansa kanubpoeku/koumpons (BO3 IS XXX; cepmugpuyu-
posaH, nuogunuluposaHHbiil) — KomnoHeHnm; pod senuyuHbl = (xxx + xx) eQuHuYa; CPEOHSAS U pacllupeHHasl He-
onpedeneHHocmb, npueedeHHas1 8 ¢hopme uHMepeasna, onpedesieHHO20 O dosepumesibHOU 8eposiIMHOCMU
0,95.

Mpumep 2 — Cucmemamu4vecKkoe HauMeHo8aHuUe Kanubpamopa Ons1 2eMamono02u4ecKo20 aHanulamopa
MoXxem 6bIimb:

BmopuyHbili cmaHGapmHbili obpa3ey 0Ons kanubpoexku (omeemcmeeHHbili opzaH NN; npodykm
Ne YYYY) —

apumpoyumsi; Yucnoeasi KOHYeHmpauus = (xxx + vv) eQuHuY; cpedHssl U pacwupeHHas HeonpedeseH-
Hocmb (ypoeeHb dosepumenbHol eeposimHocmu 0,95).

nelikoyumbl; YUC/I08asi KOHUeHmpayusi = (vvv + 2z) eQuHuy; cpedHss U pacwupeHHas HeonpedeneHHocCMb
(yposerHb dosepumennHol eeposmuocmu 0,95).

mpom6oyumsi; Yucnoeas KOHUeHmpayus = (zzz + yy) eduHuy; cpedHss u pacwupeHHas HeonpedesieH-
Hocmb (yposeHb dogepumenbHol aeposimdocmu 0,95).

4.8 Pabouune HaumeHoBaHUSA

Pabouee (TpuBManbHoe) HaMMEHOBaHWE AOMKHO 6bITb CKOHCTPYUPOBAHO UCKNOYEHNEM 0BLLEeNPUHATO-
ro HaMMeHOBaHWUsl 3IEMEHTOB, He SIBMNSIIOLMXCH HeobXoANUMbIMU Ansi NOHUMaHUA PYHKUUU CTaHOAAapTHOro
obpasua npun nsmepeHnn.

Mpumep 1 — Paboyee HaumMeHos8aHue OnsT Mamepuarsa, npueedeHHo20 e npumepe 1 k 4.7, Moxem ebiens-
dems cnedyrowjum o6pazom: BO3 (IS XXX) — KomnoHenm.

Mpumep 2 — Pabo4ee HaumeHo8aHue 8 o6ujeli popme Onss Mamepuasna, npusedeHHO20 8 npumepe 2 k4.7,
mMoxem ebiznsidems cnedyrwuum obpasom: Kanubpamop (omeemcmeeHHbii opzan NN; npodykm
Ne YYYY) — apumpoyumsi, nelikoyumsi, mpoMm6oyumai;

unu daxe mak: Kanu6pamop (omeemcmeeHHbIl op2zaH NN; npodykm Ne YYYY) — knemku kpoeu.

Pabouee HaumeHoBaHWe ANsi COOTBETCTBYIOLLEro MHAMBMAYaNbHOIO NpoayKTa MoxeT ObITb NpeacTaB-
neHo cneayownm obpasom: «Kanubpatop (komnaHus NN; npogykt Ne YYYY; cepusa Ne AAAA) — kneTku
KpoBW».

5 OnucaHune cTaHaapTHOro o6pasua

5.1 Paspgenbl onucaHuA
OnuvcaHue cTaHOapTHOro o6pasLa HanBbICLLEro MeTPOSIOrMYECKOro nopsiaka AoMKHO BKoYaTh B cebs,
no MeHbLUe Mepe, aneMeHThl, 0603HaYeHHble kak obsizatensHele (O) B Tabnuue 1.

MpumeyaHune—opsaaok SNEMEHTOB, NEPeUNCrieHHbIX B Tabnuue 1, MOXeT ObiTb MU3BMEHEH U MOMNONHEH Ao-
NONMHUTENBHBLIMU pa3genamu, HanpyMep pestome, ecrim 3To TpebyerTcsi.

Tabnwuuya 1 — OCHOBHbIE 3rEMEHTbI ONUCaHUs CTaHAapTHOro o6pasla HamBbICLIEero METPONOrMHYECKOro Nnopsaka

1)
Tun Moapasnen HacToALero
OnemeHT cTaHaapTa
o a
TWTYNbHBIR NUCT C —
CopgepxaHne C —
Mpegucnoeue C —
Puckn n npegoctepexenHusi o 6e30nacHoOCcTy H 52
BeeaeHue C 53
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Okonyarue mabnuypi 1

Tan") Moapa3nen HacTosiLero
SnemeHT craupapra
o a

HaumenoBaHve H —
O6nacTtb NpUMeHeHns H 54
TepMuHbI M onpegeneHuns H —
CUMBONbI M COKpaleHns H —
TepmuHonorus H 55
O6ocHoBaHue BbIGopa cTaHgapTHoro obpasua C 5.6
OCHOBHbI€ XapaKTepUCTUKN C 57
Cneuududeckne xapakTepmcTukm C 5.8
MopTBepxaeHue C 5.9
Mpeanonaraemoe ncnonb3oBaHue C 5.10
MHCTPpYKUMM NO NPUMEHEHNIO C 511
MocTasLwmk C 5.12
Bubnuorpadwus C 5.13
Mpunoxenus C 5.14
HaHHble C 5.15

" O6o3Hauenusi TNOB pasgenoB B HacTosilem crangapte: O — obssatenvHule; [1 — gononHutenbHble; C —

cnpaBoYHble; H — HopMaTuBHbIE.

5.2 MpepocTepexeHUs o puckax u mepbl 6esonacHocTu

5.2.1 [omxHo GbITb NpUBIEYEHO BHUMaHMWE K 10601 0NacHOCTU, CBA3aHHOM CO cTaHAapTHBIM 06pasLuom
1 ero npumeHexmem. JomkHbl BbITb onucaHbl Bce Heobxoanmele Mepbl 6esonacHocTU. MoryT NpuMeHsTbCA
HaLuMoHanbHble, pernoHanbHbIe U MeCTHLIE HOPMEI 1 NpaBunna 6esonacHocTu.

5.2.2 NHbopMaums o puckax AomkHa BbiTb HanevyaTaHa nponucHeiMn BykBamun Uiy BelgeneHa nony-
XKMPHBIM WPUTOM:

a) HenocpeACTBEHHO MOCre Ha3BaHWUA CTaHaapTHOro obpasua, ecnm onacHoCTb CBSI3aHa C CaMUM CTaH-
AapTHBIM 06pasLioM, Hanpumep, cTaHAapTHLIA obpasey NpeacTasnseT cobon HaTUBHBIA MaTepuan Yernose-
YecKoro MPOUCXOXKAEHUS, BO3MOXHO, C HanuineM WHGEKLUMOHHOro areHta (Ho C oTpuuaTenbHbIMU
pesynbTaTaMu TECTOB Ha aHTUTeNa k BUY, NOBEpXHOCTHbIN aHTUIeH BUpYyca renatiuTa B u aHTUTena K BUpycy
renatuTa C), pagnoakTuBHbIA Matepuan Uy KapLuHOreH;

b) B KkayecTBe NpeaynpexXaeHUA B UHCTPYKLIMM MO NPUMEHEHUIO, Hanpumep AMst U3BMepeHus], MPu KOTo-
pOM UCMomNb3yeTcs YpaBHOBeLLMBaHWe ra3os (obpasosaHue asposons CAVE).

MpepocTepexeHns 06 oNacHOCTU U Mepbl 6e30MacHOCTU He HYMEepPYHoT.

MpumeyaHun e — TeKCTbl UCTOUHNKOB, HDOPMUPYIOLLMX 06 ONacHOCT, AOMKHbI LIMTUPOBATLCS.

5.3 BBeneHue

BeeaeHne JomkHO cogepXkaTh pacnonoxeHHole B Nobom nopsigke criegytolime ceBeeHus:

a) HauMeHOBaHWA N3MePsIeMbIX BEMTUYUH, 4NS U3MePeHNst KOTOPbIX NpeanonaraeTcs UCNonb3oBaHne
cTaHgapTHoro obpasua, ¢ ykasaHMeM CUCTeMbI, KOMMOHEHTa U poaa BeNMMYNHBI (BEMMYMHBI B 0BLLEM CMbICTE);

b) onuncanune ctangapTHoro obpasua B COOTBETCTBUM C pasgernom 4;

C) ocHoBaHWs Ans BbIbopa KOHKPETHOro OCHOBHOTO MaTepuana Ana ctaHgapTHoro obpasua u Metoaa
cTabunuaaumu (HanpumMep 6bIYMiA reMonmn3aT, cTabunM3npoBaHHbIA 3amMopakuBaHNEM);

d) MeToguka (MeToankn) pedpepeHTHOro N3MepeHns am gpyrue MeTOANKMA M3MepeHUs, NCMoNb30BaH-
Hble ANA NpUNUCLIBaHNS 3HaYeHNs cTaHaapTHOMY o6pasLy;

e) noATsepxaeHue, 4To cobnofeHsbl creayowme TpeboBaHus kK cTaHaapTHOMY obpasLy:

- MpOCnexXnuBaeMocCTb 0 METOANKN U3MepPeHUst U cTaHaapTHoro obpasia BbICLLEro MeTponormyecko-
ro nopsaka (ecnu umeroTtcs);

- opraHusauus NobbIX COBMECTHLIX UCCNe40BaHNIA U OLeHKa pe3ynbTaToB, NosyYeHHbIX Npyu cepTudin-
KaLMOHHBIX UCCNeAoBaHMaAX MaTepuana;



roCT P UCO 15194—2007

- yucro nabopaTopuii, y4acTBOBaBLUNX B NOAOBOHLIX NCCreaoBaHUEX;

- YMCIIo NONYYEHHbIX NP NCCregoBaHNAX pesynbTaToB, OTOPOLUEHHBLIX B COOTBETCTBUN C YCTaHOBMEH-
HbIMUW NpaBUIamMmu.

5.4 O6nacTb NpuMeHeHUs

OaHHbIl pasgen JomkeH cogepxaTb onpeaeneHne npeameTta 4OKYMEHTa ¢ ykazaHuem obnactu npume-
HEeHWs.

M pwumeyaHune— lNyHKTb pasgena BknovaioT B cebs:

a) mcnonb3yemylo MeToavky (MeTogaunkun) pedepeHTHOro U3MepeHust UNu UCNONb3yeMbli OOLLENPUHATLIN METOA
M3MepeHVs NI MeTOAUKN N3MEPEHUsT, AN KOTOPbIX CTaHAAPTHLIN 06paseL npuMeHsieTcs;

b) meToabl N3MEPEHNa NN METOANKN U3MEPEHUS, ANSA KOTOPLIX MaTEpUar 3aBeJOMO HENPUIOAEH;

C) BNusiOWME Ha CTaHAapTHbIM 06pasey BenMunHbl, HanpuMmep nekapcTea, metabonutel, 4O6aBKU, MUKPOGHLIN
pocT;

d) vHdopmaumio o BaxHbIX Tpebyembix Nnpoueaypax npeaeaputensHon o6pabotkm craHgapTHoro o6pasua, KoTo-
pble He BbINOMHAIOTCA B OTHOWEHUM Buonornveckux npob B COOTBETCTBUM C 3a4aHHON METOAUKOW M3MepPEHUs (Hanpumep
BOCCTaHOBNEHNE NMOMUIM3NPOBAHHOIO MaTepuana).

5.5 TepmuHonorusa

5.5.1 O6uwue TpeboBaHus

HaHHbI pasgen 4ormKeH coaepkaTb ONUcaHne NOHATUIA N TEPMUHOB, NPUBEAEeHHbIX B ONMCaHWUMU U He3Ha-
KOMbIX BO3MOXXHOMY MOJ1b30BaTes 10 Unn Bbl6paHHbIX n3 pAaga BO3MOXHbIX B COOTBETCTBUN C ocobeHHOCTAMMU
AaHHOIo CTaHAapTHOro 06pa3L|,a.

MpumeyaHune—Ilogpaspgen «TepmuHONorus» SIBNAETCS AONONHEHMEM K pa3gerny « TepMuHbl U onpegene-
HusA» (cM. Tabnuuy 1) n nHorga Takke K pasgeny « CUMBons! u cokpatieHusy (cMm. Tabnuuy 1), a TepMUHbLI MOTYT GbITb BKITIO-
YeHbl B o601 13 HUX Unu pacnpegeneHsl no o6omm pasgenam.

5.5.2 HomeHknatypa

HanmeHoBaHWA U3SMEpPSEMbIX BENUHKH, a TakKe UX HanucaHue 1 CTPYKTYpY NPUBOAAT B COOTBETCTBUM C
nocrneaHMMU pekoMeHaaLUsIMN aBTOPUTETHBIX UCTOUYHUKOB.

HaunmeHoBaHWs po4oB BENMWUYUH (BENUYMH B 06LLIEeM CMbIcne ), UX CUMBOSbI U eAVHULBI U3MEPEeHNs 0K~
Hbl COOTBETCTBOBaTL MexXayHapoaHbIM cTaHgapTam cepun UCO 31 [3].

5.5.3 Paboune HaMumeHoBaHUA

B cnyyae ynotpebneHua paboynx HaMMeHOBaHUIA UX MPUBOASAT B ckobKax nocne NnepBoro ynoMMHaHusi B
TekcTe OBLLEeNPUHATOr0 HAaUMEHOBaHWSI.

5.6 O6ocHOBaHUe BbIGOpa

Mpon3soacTeo U BLIGOP CTaHAAPTHBIX 0O6pasLOoB SABMAIOTCA NpeaMeTOM MHOroakTopHOM onTuMUsaLmMm
1 onpenensitoTCs KMMHNYECKUMU NOTPEBHOCTSAMU, MPOU3BOACTBEHHBIMU BO3MOXHOCTSIMU, METPOSIOTMYECKMU
noTpebHOCTAMK, aHanUTU4IecKuMn Nnpobnemamm, coobpakeHUsIMU SKOHOMUKW, 3TUKU U Be3onacHOCTH, a Tak-
Xe TpeboBaHUAMN KOHEYHOTO UCNONb30BaHUA. AT 060CHOBaHMS AOMKHBI BbITbL MPUBEAEHbI B ONMUCaHUN CTaH-
papTHoro obpasua.

5.7 OO6wue XxapakTepucTUKU

5.7.1 TpoucxoxaeHne NCXoaHOro MaTepuara AOSPKHO BbITb YCTAaHOBIIEHO B COOTBETCTBUM C TEPMUHA-
MUNOo 4.2.5.

5.7.2 [omxkHbl BbITb ykazaHbl CylLecTBEHHbIe AeTarn 0THOCUTENbHO UCXOAHOMO MaTepuarna, NoCKoMbKy
OHU BNUSIIOT Ha CBOMCTBA KOHEYHOro NpodyKTa, HanpuMep non v BospacT AOHOPOB, TeMnepaTtypa u Anuresnb-
HOCTb XpaHeHus CbIBOPOTKMA KPOBU BMECTE CO CTYCTKOM [0 UX pasfieneHuns, TemnepaTtypa u Bpemsi XpaHeHust
CbIBOPOTKM NMocne oTAeNneHus oT crycTka. [LomkHbl 6biTb yuTeHbl 06yCnoBNeHHbIE CaHUTapHEIMK NpaBuiamMm
Mepbl 6e30nacHOCTU, HanpuMep, Npu uccrieoBaHUM MaTepuarna YernoBe4Yeckoro NPONCXoXaAeHUA Ha NoBepx-
HOCTHbI aHTUreH BUpyca renatuta B, aHTutena k Bupycy renatuta C, aHtutena k BUY 1 Ha apyrue mapkepbl
UHMDEKUNIA, NPUMEHUTENBHO K KaXA0W B3ATON NOPLUM.

5.7.3 [JomkHbl ObITb ONMCaHbI AeTanu npoueaypbl B3aTus Npobbl ucxogHoro matepuana. flomkHa 6biTb
yKasaHa npoLeaypa 04UCTKA UCXOAHOrO MaTepuara ¢ KOHTPoNneM Ha 3arpasHeHns.

5.7.4 B onncaHuM ctaHgapTHOro obpasua A0PKHbI ObiTh 3a4aHbl BeWeCTBa U KOHUEeHTpauun nobbix
Aobasok.

Mpumep — fob6asku k cmaHOapmMHLIM 06pa3yam, UCIONbL3YeMbIM @ KTUHUYecKol nabopamopuu, eKnova-
om e cebs1 aHMuKoa2ynaHMbI, aHMUOKCUOaHMBbI, aHMUMUKPOGHbIe cpedcmea, cmabunu3amopsl, cMavyusearo-
wue cpedcmea, sewjecmaa, NOKPLISAIOWUE TOBEPXHOCME WAaPUKOE.

5.7.5 duanyeckoe coctosiHue u pasbl ctaHaapTHoro obpasua AomkHbI GbITb YCTAHOBMEHbI B COOTBET-
CTBUM C4.2.5.

6
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5.7.6 [domkHa ObITb 3asiBrieHa oLeHKa roMOreHHOCTU BHYTPU NPo6bl 1 Mexay npo6amu No 0THOLLEHUIO K
MWUHUManNbHOM aHaNUTUYecKon nopuum (cm. 5.9.2).

lMpumep — AmmecmosaHHbIl cmaHdapmHbill o6pasey npedcmasnsem cobol NOPOWOK nuoghunu3upo-
eaHHOU mKaHu, NOMeWweHHbIU 80 (akoH. E2o0 2omozeHHocmb eHympu ¢hnakoHa 6bina uccnedosara e mpex dy6-
nupoeaHHbix npobax, kax0ast maccol 200 M2, 83sMbIX U3 Mamepuarna e Kkaxoom u3 20 ¢pnakoros. Mexdgpnakou-
Hasi eapuayusi 6bina uccnedoeara e 00Hol npobe u3 Kaxdo20 u3 60 hnakoHoe, 8bI6GPaAHHbLIX U3 Pa3MUYHLIX MECIM
Ha nuoghunusayuoHHoU nnoujadxe. MHCMpPYKUQUst N0 NPUMEHeHUIo ycmaHasiugaem, 4mo «pexkomeHdyemas mac-
ca MUHUManbHOU aHanumuYyeckol nopyuu dosmxHa 6bimb 200 m2».

5.7.7 Ecnv BO3MOXHO, I0SDKHa BbITb onucaHa pusmndeckas gopma ctaHaapTHoro o6pasua, Hanpumep
cdopma, pasmepsbl, Y4cno o6pasLoB, YNCHO AeTamNen.

Mpumep — AmmecmoeaHnHbiili cmaH0apmHbIlU o6pa3ey, cmeknsiHHbIe hunbmpbi Ansa cnekmpogpomomem-
puu, npedHaszHavYeHbl 8 Ka4ecmee amaslIoHHO20 UCMOYHUKa Ons kanubpoeku wkanbi abcopbyuu cnekmpomem-
poe. Mamepuan cocmoum u3 mpex uHoueudyanbHbIX (bunbmpoe u 00HO20 Nycmozo depxamens ¢unbmpa pas-
mepom 10 x 10 x 50 mm. Kaxdbrili punemp umeem udenmuchukayuoHHbIl HOMep. BepxHul neebil yzon punsmpa
CNusieH, yKa3bigasl €20 npasullbHoe MoJIoKeHuUe 8 Memasuiu4ecKkom depxxamerne.

5.7.8 BonucaHum ctangapTHoro obpasua gomkHa 6biTb NpuBeeHa NpUMeHeHHasi npoueaypa ctepunu-
3auun.

5.7.9 B onncaHuu ctaHgapTHOro obpasua AomkHbI bBbiTh 3agaHbl TUN, MaTepuarn, cnocod 3annpaxus,
aTMoccepa KoHTelHepa U/Nnn ynakoBKu.

5.7.10 [JomnxHbl 6bITb NpYBEAEHBI YCIIOBUS XPaHEHUs 3aKpbITOTo KOHTelHepa, Harnpumep TeMneparypa,
BMaXHOCTb, OCBELLEHHOCTb. [JOIKHBI 6bITh YCTAHOBIIEHBI CTENEeHb HECTAaBUNbHOCTU B NPeAnnCcaHHbIX YCIoBU-
AIX M4acToTa NPOBEepoK CTabunbHOCTN MaTepuara B TedyeHue cpoka AencTBus (cM. 5.9.4). [lormkHo BbITb ykasza-
HO, UMeeT N MaTepuarn orpaHU4eHHYI0 CTabUNbHOCTL NOCHe OTKPLITUSA KOHTENHepa.

MpwumeyaHn e— Takue cTaHgapTHbIe 06pa3sLbl 0OLIMHO NOCTABNSAIOTCS B 3ane4YataHHbiX 6rokax.

5.7.11 B onucaHum ctaHgapTHoro obpasua AoMmkHbI ObiTb naeHTUULUMPOBaHbl CUCTEMBI KayecTBa,
KOTOPELIM crnefoBany B npolecce NpousBoAacTBa, ob6paboTku, XpaHeHUs, pacnpocTpaHeHUsl CTaHA4apTHOro
o6pasua, Harnpumep B cooTBeTCTBUU C [4]—[6].

5.7.12 [onxeH ObITb yCTaHOBMNEH BCAKAI PUCK, CBA3AHHBINA CO CTaHAAPTHLIM 06pa3LoM UnK ero npumMe-
HeHWeM, 1 AeTannsnposaHsl Mepbl 6esonacHocTu (cM. 5.2).

5.8 Cneuuduyeckue xapakrepucTuKu

5.8.1 XapakTepncTuki ctaHgapTHoro obpasua, snusaoLwme Ha niobyto BenuynHy, AnNsa KOTOpon npuseae-
HO 3Ha4eHue, 4OMKHbI BbITb OMUCaHEI, MO MeHbLUeil Mepe, nHdopmaumen, kKoTopas 3agaHa B COOTBETCTBUN C
5.8.2—5.8.12.

5.8.2 Mpn BO3MOXKHOCTU MOMEKYNSIPHbBIA cocTaB Unn buonoruyeckasn pyHKUNA Kaxxaoro CyLeCTBEHHOro
KOMMOHEHTa AOMKHbI BbITb YCTaHOBMNEHBI B COOTBETCTBUM C 4.3.

5.8.3 JormxkHa 6bITb yKasaHa BenNuyMHa, KOTOPO NpUNUcaHo 3HaveHue.

5.8.4 YucToTa OCHOBHOMO KOMMOHEHTa B «4MCTOM» CTaHAapTHOM obpasLe AosmkHa BbiTb ycTaHOBMNEHa
Kak MaccoBasi, 06 beMHasi 4ons, A0S KoNMYecTBa BellecTBa Mnn4vucnosasa aons. [lomkHa 6biTe ycTaHoBNEHa
HensMeHeHHas buonorMyeckasi akTMBHOCTb MOTEHUManbHO HecTabunbHOro GUONOrMYecKoro KOMMOHeHTa
(aHanuTa).

5.8.5 MaTpuua maTepunana gormkHa BbITe onMcaHa B cooTBeTCTBUMU € 4.2.5, nepeuncneHune b).

MpumeyaHune—BaxHon nHdopmauuel Ans BbICYLLEHHbIX U NMMOPUNNMPOBAHHBIX MarepuaroB sIBINsieTcsi
nponopuums neboro ocTaTka pacTBOPUTENS], YTO JOMKHO ObITb YKa3aHO B ONUCAHUN METOANKN.

5.8.6 WamepsieMasi BenmunHa, A8 KOTOPOW NpuBeaeHo 3HayeHne, 4omKkHa BbiTb YeTKO 3asBMeHa ¢ ykasa-
HWEeM CUCTEMbI, KOMNOHEHTa, PoAa BENNYMHbI M COOTBETCTBYOLLMX cneLndukaL i ANA Kaxaoro us HUX (cm. 4.1).

5.8.7 [JomkHbl B6bITb NpUBEAEHbI AAaHHBIE OTHOCUTEBHO U3YYEeHHOM CTeneHn kommyTabensHoCTU (ecnu
NPUMEHNMO), HanpuMep AN KaTannTUYeCKon KOHLeHTpaL M pepMeHTOoB.

5.8.8 JorkeH BbiTb 3a4aH TWM LUKasbl, B KOTOPOW N3MepsieTcsl 3HaYEHWe KOHKPETHOWN BESIMYMHBI, TO €CTb
HOMUHarnbHasi, opAauHanbHag, addepeHunansHas (Tak HasblBaeMasi MHTepBaribHasa) Uy LWKana OTHOLWEHUIA.

MpumeyaHune— Npy HeOGXOAUMOCTU AOMKEH ObITb NPUBEAEH P BO3MOXHbBIX 3HAUEHUHA.

Mpumep — lMpo6a cma6bunuszupoeaHHol Kpoeu Moxem 6bIMb UCNONb308aHa Kak cMaHOapmHbil obpaseu
0ns uaMepeHus pa3HuYybl KOHUeHmMpayul Konu4ecmea eeujecmea cesi3aHHbIX C OCHO8aHUSIMU 2pynn («u36bImok
OCHO8aHuli») 8 Kposu u, eciu mpebyemcsi, 8 dugpgpepeHyuansHol wkane (...—4.2—4.1...—-0,1 0,0 0,1...4,1...
4,2 ...) MMOIIL/N; KOHUeHMpayusi Konuvyecmea eewjecmea UuoHa kapb6oHama sodopo0da, uaMepeHHasl 8 wkasne om-
HoweHul (0,0 0,1 0,2...) Mmonb/n.
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5.8.9 [onxHbl ucnonb3oBaTtbca eanHnLbl cucteMebl CU (ecnmn Bo3MoxHo). Mpu npumeHeHU Nponssonk-
HbIX €AUHULL B ONUCaHUKN CTaHAapTHOro 06pasua AomkHbI BbITb NpUBeAEeHb! UX MeXAYyHapoaHO CornacoBaHHbIe
onpeaeneH1a UK onpegeneHunsi, onMcaHHbIe AaHHOW METOAUKON N3MepeHUs.

5.8.10 HeonpeaeneHHOCTb U3MepeHUA AoMmkHa GbITb BbipaxkeHa Kak KOMOUHUpoBaHHaA cTaHAapTHas
HeonpeaeneHHOCTb NN UHTepBas, pacCcHUTaHHbLIA U3 pacLUMPEHHON HeonpeaeneHHOCTN C YCTaHOBIIEHHbLIM
YPOBHEM AOBEPUTENBHOWN BEPOSITHOCTMU.

MpunmeyaHune— KOMNOHEHTb HEONPEAENEHHOCTU N3MEPEHUST BbI3BaHbl HEFTOMOTEHHOCTBIO MaTepuana u He-
CTabnNbHOCTLIO B NPOUECCe NPUNUCHLIBAHUA 3HAYEHUS), aHANIMTUYECKON Bapnaunen Mexay pasnuyHobiMm naGoparopusimm,
oneparopamm, Kanuéparopamm U3amMepUTENbHLIX CUCTEM, NMpoLeayPaMn M3MEPEHNUI N aHANUTUHECKMMKN cepusiMu. Heonpe-
OEeNeHHOCTb BKNIOYAET B Ce0s1 Kak CUCTEMATUHECKME, TaK U CIlyHalHble KOMIMOHEHTbI.

Mpumep 1 — AmmecmosaHHas o6pa3syoeas coieopomka (Ne 348 NN, soccmaHoesieHHas)) — nNpo2ecmepoH,
KOHUyeHmMpauyus Konuvecmea seuwjecmea ¢ = (40,3 + 1,0) MMonn/n; Heg3geWweHHasa CPeOHsIs U pacWUupPeHHas He-
onpedeneHHOCMb, NpusedeHHas 8 UHMepsarse ¢ yposHeM dosepumesibHol eeposmHocmu 0,95.

Mpumep 2— AmmecmosaHHast yucmoma onpedesieHHO20 Mamepuasna ycmaHoesieHa KaK omHocumensHoe
codepxaHue Konu4ecmea eeujecmea (aKkmyansHoe/meopemudeckoe) = 0,9963 (0,9936; 0,9975); meduaHra (0,25- u
0,75-cppakmuns).

5.8.11 OnucbiBaloT NpOCeXnBaemMocTb NPUNMCAHHOIO 3HaYeHUs cTaHgapTHoro obpasua.

5.8.12 ObGecneveHne kadecTBa B nabopaTopuu, onpedenMBlLEA 3HaYeHNe cTaHaapTHoro obpasua,
AOMKHO BbITb NOATBEPXKAEHO CITUYEHNEM C 3TANOHOM.

5.9 MNopTBepxpeHue

5.9.1 MnanupoBaHWe opraHM3aunm sKCNepuMeHTa

JonxHo 6bITb onrcaHo cepTudmnkaumoHHoe uccneaoBaH1e ctaHgapTHoro obpasua.

MpwumedyaHun e — [aHHoe nccnegoBaHue 3aBUCUT OT NpUpoabl cTaHaapTHOro o6pasua n cnocoba ero npume-
HeHus. Kak npaBuno, ero roMOreHHOCTb U CTabUNbHOCTE AOMMKHBI ObITb MCCNEAOBaHbLI 4O NPUMUCLIBAHUA EMY 3HAYEHUSI.
HeobxoanmMo Takke NPUHATL peLleHne 0 MakCMManbHO AONYCTUMOW HeonpeaeneHHOCTU U3MEPEHUS NPUNUCAHHOTO 3HaYe-
HUS, MOTOMY YTO OT STOrO 3aBUCHT OpraHM3auusi 3kcnepumMeHTa.

5.9.2 OueHKa roMoreHHoOCTH
JomkHbl 6bITb ONUCcaHbl UCCNeA0BaHUS TOMOTEHHOCTU CTaHAapTHOro obpasua kak BHyTpU Npobbl, Tak U
mexay npobamu.

M pwuMmeyaHn e — [JononHutensHble AeTanu, BKIOYan ctatucTuyeckyto o6pabotky, cm. [7].

5.9.3 CraTuctuyeckas oLeHKa pe3ynbTaToB
MpoBoAAT CTAaTUCTUHECKYIO OLIEHKY pe3yrbTaToB, NoNyYeHHbIX NPU UCCReA0BaHUM, U ONUCLIBAIOT METO.A
OLeHKMN.

MpwuMmeyaHn e—[laHHble AOMKHbI 6bITb BHUMATENBHO NPOBEPEHBI B OTHOLWEHWUWN UX COrMacoBaHHOCTU U BbiNa-
AaloLLMX 3HA4EHMI B COOTBETCTBMM C [8], a 3aTeM OLEeHEHbI B COOTBETCTBUM C [7] Unn ¢ NCNONb30BaHWEM anbTEPHATUBHBIX
HenapameTpU4ecKMX METOAOB.

5.9.4 OueHka cTabunbHOCTH
Mpoueaypa oueHKN cTabunbHOCTU AOMKHA BbiTb ONMcaHa ¢ y4eTOM HaunoHanbHbIX, perMoHanbHbIX U
MECTHBIX NpaBuIl, a pe3ynbTaTbhl— NpeAcTaBiieHbl C COOTBETCTBYIOWEN CTaTUCTUYECKOW 06paboTKoN.

Mpumevanune 1—[nacraHgapTHbix 06pa3sLIOB BbICWEro NopsAaKa CTabunbHOCTL, NPeanonaraowasn coxpax-
HOCTb ANS NPUMEHEHUs1 CPOKOM OT 8 A0 10 ner, SABNseTCst XenarenbHON uenbo. Yacto BO3MOXHO OnpeaenuTb, 3a Kakow oT-
HOCUTENBHO KOPOTKMIA NEpMog, BPEMEHM (HanpUMep HECKOSBLKO Hederb ) NPOMCXoaUT paspylweHne Npu NoMeLLeHun Npos B
pasnuuHble TEMNEpaTypHbIE PEXXUMBbI, BKIIOYas TAKMe, NPW KOTOPLIX Pas3pyLueHne Nponcxoaut GuicTpee, Yem Npu npeasna-
raemon Temneparype XpaHeHusl.

Dencteue COOTBETCTBYHOLWMX BITUAOLWNX BEJTUHNH Ha CcTabunNbHOCTL OMKHO ObITb AOOKYMEHTUPOBaHO.
AonxHa bbITb onucaHa npoueaypa usmepeHus, Bkiovan ee KaJ'IMGDOBKy N KOHTPOSMb TOYHOCTW.

MpumeuvaHue 2—Tlpouenypbl MOHUTOPMHIA CTaGUNBHOCTM CTaHAAPTHOrO oGpasua Ha NPOTSKeHUU cpoka
€ro rogHOCTU BKINIOYAIOT B cebs1 uamepeHune XapakTepucTUK BeMIWYMH Yepes 3aniaHnpoBaHHbIE MHTEPBANbI B TEHEHNE Bpe-
MEHW UCNONb30BaHWA CTaHAAapPTHOrO obpasua, HanpuMep n3mMepeHne KoHUEHTpaummn remornobuHa e nnazme o6pa3uoBoro
npenapara cTabunnanpoBaHHOM KPOBU.

Mpumep — dnakoHbI ¢ MamepuaoM XpaHunuch Npu memnepamypax MuHyc 20 °C, nmoc 37 °C, nmoc 45 °C
u nmoc 56 °C u uamepsinuces 8 NapannenbHbix NPobax nocse xpaHeHus e meveHue 110, 244 u 604 dHeli. 3Ha9 YUMbIX
U3MeHeHUlU coomeemcmeyuWuX 3Ha4YeHUll N0 OMHOWEHUK K 3Ha4YeHUSM nNpob, xpaHuswuxcsa npu MuHyc 20 °C
(npu makoit memnepamype mamepuasn nposieusi cmabunbHOCMb 10 CPasHeHUIo ¢ Npoboli, xpaHuswelcs Npu Mu-
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Hyc 90 °C), He o6HapyxeHo cmamucmudvecku. Mamepuan okasancst docmamoyHo cmabunbHbiM. CmabunbHoCcMb
nposepsirom Ha NPOMSHKEHUU 8ce20 cpoKa 200HOCMuU Mamepuana.

5.9.5 lMpunuckiBaHue 3HavYeHUs
MnaH skcnepumMeHTa U pedpepeHTHON METOANKN BbIMONTHEHUSI UBMEPEHWI, UCTOMb3yeMble A5 NPUNUCHI-
BaHWs 3HAYEHUs1, JOIMKHBI GbITb onucaHbl (CM. Takke [7]).

MpumeyaHn e — 3HavyeHne JaHHON BENUYUHBI MOXET ObITb MPUNMCAHO HA OCHOBE OAHOW XOPOLLO AOKYMEHTU-
pOBaHHON METOAMKM 3MepeHusi B ogHom nabopatopuu (cM. 5.9.6). OgHako BO MHOTUX Cry4asx Nnyylume pesynsrarbl nomny-
YarT Ha OCHOBE NpuBneYeHnsa B COBMECTHbIE NCCneaoBaHUA Ha BbICOKOM METPOITOrMYeCKOM YPOBHE HECKOINBbKUX OMbITHbIX
nabopaTopwuii, eCnv BO3MOXHO, NCMONb3YIOWMX pasHble METOAb! U AaXe pa3Hble NPUHLMMbLI U3MEPEHNSI.

5.9.6 3HayeHue 1 HeonpeaeneHHOCTb U3MEePEHUs, NPUNUCaHHbIE C NOMOLLLIO OAHOW MeTOAUKM BbINOS-
HeHUWs UsSMepeHuin B ogHon nabopatopun
JomkHa bbITb BeiGpaHa pedepeHTHas MeToaMKa BbINONHEHUS N3MEPEHNIA HauBbICLLEro METPONOrnYec-
Koro nopsigka. detanu Metoauku, BKoYas 6rogxeT HeonpeaeneHHOCTU, A0MKHbI OblTb ON1caHbl UNn Npuse-
AeHbl B CCbinKax Anst Toro, Ytobbl OHU MOrnn 6bITb BOCMPOM3BEAEHbI B Apyroi nabopaTopun.
MpumeyaHue 1—[omkeH BeCTUCL pabouni XypHars, B KOTOPOM (OUKCUPYIOT CBOEBPEMEHHO BHECEHHbIE MO~
npaeku, 3anucy 06 o6cnyxmBaHum o6opyaoBaHusl, OTYETbI O NOATBEPXKAEHUN METOAVKN N3MEPEHUS U AaHHbIe KOHTPOISI.
B oTueTe Takke OOJXKHBI ObITb OTpaXeHbl crieayrLine srieMeHTbl SKCnepumMmeHTa:
a) 41cro NOBTOPHLIX aHaNU30B B Cepuu;
) yu4cno cepun;
) NHTepBasn BpeMeHU Mexay cepusamu;
) 41Cno pasnuYHbIX 0NepaTopos;
) 4UCrO pasnMYHbIX U3MEPUTENbHBIX CUCTEM, MPUMEHEHHbIX AN OAHOM U TOM Xe 3afauu;
f) nocrasLKKM N HOMepa NapTuiA peareHToB.
OxkoH4YaTernbHbI peaynbTaT (pesynbTaThl) M aTTeCcTOBaHHOE 3HaYeHUe (3HaYeHUs1) AOMKHBI COMPOBOX-
AaTbCsa COOTBETCTBYOLWNMU HeonpedeneHHocTAMK (cM. 5.8.10).

® O O T

MpumedvaHune 2— [ononHutenbHble geTanu meToguku cm. [7], [8].

5.9.7 PervoHanbHoOe npusHaHune

B onucaHumn ctaHgapTHoro obpasua A0MmMKHbI ObiTb NepevyncneHbl PerMoHbl, B KOTOPLIX OH MPU3HaH B
KayecTBe cTaHdapTHoro o6pasua.

5.10 Mpeanonaraemoe Ucnonb3oBaHue

JomxkHo GbITb 3as8BMNeHo NpeanonaraemMoe UCnonb3oBaHue cTaHaapTHoro obpasua (cm. 4.2.1). JomkHbl
OblTb [OKYMEHTMPOBaHbI M3BECTHbIE OrpaHUYeHWUs MPUrOAHOCTU, HanpUMep, eCn 3Ha4YEeHUA U3MepPeHUs
KanubpaTtopa Unu KOHTPOMbHOre Matepuana, npegnosiaraemelX 4ns UCNONb3oBaHUA B MeToanke pedepeH-
THOTO M3MepeHusi, TPeBYIoT KoppeKLMM, OTMYaIOLWEACH OT MPUMEHSAEMON K 3HAYEHUAM HaTUBHOro Matepua-
na. PexkomeHOoBaHHasi B onvcaHUW cTaHaapTHOro obpasua cratucTudeckasa obpaboTka 3HaueHun,
nony4YeHHbIX NoNb3oBaTeneMm, 4oMKHa ObITb yKasaHa Ans kaxaon npegnonaraemon yHKLUN CTaHAapTHOroO
o6pasua, No kpanHein mepe, B OpMe CCbISIKM Ha UCTOUYHUKA B METOAMYECKON NuTepaType.

Mpumep 1 — HeonpedeneHHOCMb U3MEPEHUSI KanmubposKku Moxem 6bImb paccHumaHa u3 HeonpeodesieH-
Hocmu kanu6poeKu, NoJIy4eHHOU ¢ NPUNUCaHHLIM 3Ha4YeHUeM KanubpoeoyHo20 Mamepuana, u cpedHekeadpa-
MuY4YecKo20 OMKIIOHEHUSs1 T08MOPSIeMOCMU MeMOOUKU U3IMEPEHUS], C y4emoM YUC/1a U3MepeHul, Nosly4eHHbIX Ha
kanu6pamope. ®opmyny dna pacyema cm. [9].

Mpumep 2 — Onsi mo2o Yymo6bbi Npoeepums NPeyu3uUOHHOCMb Npouedypbl USMEPEHUSI, 8bIMOJIHSEeMOU 8
nabopamopuu, 4Uc/10 TO8MOPHbLIX U3MepeHUl cmaHOapmHo20 ob6pa3ya 8 KaJecmee KOHMPOIbHO20 Mamepuana
ebibupaemcsi coomeemcmeeHHO npuemMnemMoli eeposiMHOcMuU owWub0YHO20 NPUHSIMUS USU JI0)KHO20 om6pachbi-
eaHusi cepuu. OuyeHka npagusibHOCMU NPO8OOUMCS] CpasHeHUeM CpPeOHe20 3Ha4YeHUS! NOJy4YeHHbIX OaHHbIX ¢
npunucaHHbIM 3HaYeHUeM C y4emoM HeonpedeneHHocmeli usMepeHus1 o6oux 3HavyeHuli. Moxem nompe6oeams-
cSl UCK/IIoYeHue ebinadarowux 3Ha4yeHul. dopmyny dns pacyema cm. [9].

Mpumep 3 — Mpu ucnonb3oeaHuu cmaHAapmHo20 o6pa3ya 0511 KOHMPOJIS NPasuUNbLHOCMU 8 KaxdoUu aHa-
numusyeckol cepuu, eksrodasi Yyembipe onpedesieHusi cmaHdapmHo20 ob6pa3ya e ka4ecmee KOHMposbHO20 Ma-
mepuaJsa, Moxem 6bimb NPUMEHEHO ciedyrouiee KOHMPOJILHOE NMPasuiTo: HU O0UH pe3ysibmam He O0/DKEeH 8biX0-
Oums 3a npeden npuemnemocmu + 3 s. B amom cayyae cucmemMamuyeckasi no2pewHocms 2 s onpedensemcs ¢
gepossmHocmeio 0,55 u sepossimHocmbio 10XHO20 om6pacekiganusi 0,01 (cpedHeksadpamu4yecKoe OMK/IOHeHuUe
nosmopsieMocmu npouedypbi U3MEPeHUsT 8blpaXaenicsi CUMBOJIOM S;).
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5.11 WHcTpyKUUs No NpUMEHEHU

5.11.1 BesonacHocTb

MepBbIi naparpad MHCTPYKLMMW MO NPUMEHEHUIO AOSMKEH coaepXKaTb NpeaynpexaeHue o Heobxoammoc-
T cobnogaTe OCTOPOXKHOCTb (CM. 5.2). B UHCTPYKLMIO NO NPUMEHEHMUI0 AOSKHBI ObITh BKNOYEHbI COOTBETCTBY-
toLwme Mepbl 6esonacHoOCTU, kacatolmecs 0bopyaoBaHUa, MaTepuanos, Npo6 1 oTxoao0B..

5.11.2 O6wue nonoxeHns

[omxHa 6blTb NpegocTasneHa AeTanbHas UHCTPYKLUUA NO NPUMEHEHMIO, BKMoYaroLwas B cebsi no MeHb-
e Mepe criegyroLyro MHpopmaLuto:

a) Tpebyemble yCroBUS XpaHeHUs 1 cTabunbHOCTb cTaHAapTHOro obpasua nocne NonyyYeHns u oTKpbl-
TUS BHELUHero KoHTenHepa;

b) npoueaypa OTKpbITUS BHYTPEHHErO KOHTEWHepPa;

C) nogroToBka npobbl;
d) TexHomnorus oTTaMBaHmnsa 1 BOCCTAHOBIIEHUSA C NOCNeAYHOWNUM CMELLNBAHUEM;
e) npoueaypa nonyvyeHns MMHUMansHOW aHanuTUYeckon NPobbl U aHANUTUYECKON NOPLUMK;

f) npoueaypa nsmepeHus (pekoMmeHayemas unu obsasatensHasn);

g) TpebyeMble yCrioBms XpaHeHNs U cTabunbHOCTb CTaHAAPTHOro 06pasLia nocne oTKPLITUA BHYTPEHHe-
ro KOHTelHepa;

h) yaaneHune ocTaBsLlerocs MmaTepuana nocne UCnonb3oBaHus.

5.11.3 PeareHThl

YkasaHHble B UHCTPYKLMMN MO NPUMEHEHUIO peareHTbl A0MKHbI ObITb MAEHTUUUNPOBAHI.

5.11.4 Tpubopbl

[omkHbl 6bITb NepeuncneHsl NpMbopsbl, HeoBxoanMbIe ANs UCNONb30BaHWA cTaHA4apTHOro obpasua.

5.11.5 Cpepa

Ecnu npumeHeHve ctaHgapTHoro obpasua TpebyeT cneunanbHbIX YCNOBUIA OKpyXatoLien cpeabl, OHU
AOITKHbI GbIThb YKazaHbl.

5.11.6 Namepsiemble 06beMbl

Mpun HeoBxogMMOCTN B ONMCaHWU cTaHAapTHOro obpasua aonkHa ObiTh ykasaHa Temnepatypa (ana
rasoB — JaBsrieHue), Npun KoTopo (om) usmepsieTcs 06beM. PasbaBneHus, npurotoBneHHble nytem gobasne-
HWA 0gHOro 06bLEMa XKNAKOCTM K APYroMy, A0IPKHBI ObITh yKa3aHbl criefylowum o6pasom:

a) «pasbaenenne V, —» V,», ecnu obbem V, sagaHHoro pactsopa pasbasrieH, 4Tobbl Nony4nTb 06LLmMin
06beM V, KoHeuHoM cMecu, HanprmMep passectn 25 Mmn — 1 1;

b) «pasbasneHue V, + V,», ecnivn o6bem V, 3agaHHoro pactsopa fobasneH k o6bemy V, pactsoputens,
Hanpumep 25 + 975 mn.

Takve o6o3HadveHus pasbaBneHns, kak « V :Vo» unn «V, /V,», NpUMEHATLCA He AOSDKHbI, MOCKOMbKY OHW
UCMNOMb3YHTCS C Pa3HbIMU 3HAYEHUAMNA.

5.11.7 BoccTaHoBMeHNe NMoMnnsnMpoBaHHOro cTaHaapTHOro obpasua

[omkHbl BbITb NPUBEAEHBI AeTan BOCCTaHOBMNEHUS.

Mpwnm™eyaHne— JlnodunnuanpoBaHHble cTaHAAPTHbIE 06pa3Lbl — Haubornee YacTo ynoTpednsaembli B KIIMHU-
Yeckow nabopaTopum TN CTaHg4APTHLIX 00pa3LoB.

5.11.8 CchbInk1 Ha NaTeHToBaHHbIE N3aenus

Ecnun B nopsigke MCkoYeHUs TexHuYeckue coobpaXeHust onpaBabiBaloT NOAroTOBKY CTaHAapTHOroO
o6pasLia ¢ MICNoNb30BaHWEM NaTEHTOBAHHBIX U3AEMMWIA, AOMKHLI NPUMEHSTLCS NOMOXEHUS, ykasaHHble B [10].

5.12 MocTaBWUK

[omkHa 6bITb NpuBeAeHa naeHTUgMKaumMa nocTaBLMKa cTaHaapTHoro obpasua.

5.13 Bbubnuorpadwus

[okymeHTBI, cogepXaline oNoMHUTENbHYI MHhopMauuio, HO He sIBNsiioLMecs HeobxoanmbiMy aAns
NpUMeHeHUs cTaHaapTHOro obpasLia Ans ero npeanonaraeMoro UCNonbL30BaHusl, A0MKHbI 6bITb NepedncneHsbl
B 6ubnuorpadpmm k onucaHuo cTtaHaapTHoro obpasua.

MpunmevaHnune 1— bubnuorpacdusi moxeT 6bITb NpegcTaBneHa B hopme npunoxenus (cm. 5.14) n moxer
BKIIOYaTh B Ce65 JOKYMEHTbI:

a) HedoCTynHble NyGINYHO;

b) cnyxawwe Tonbko gnsa nHpopmaumm;

C) cnyxalyue ckopee Ans CpaBoK Npy NoAroTOBKE ONUCaHUsI CTaHgapTHOro o6pasua.

10



rOCT P UCO 15194—2007

Mpumevanne 2— [JOKyMeHTbl MOMYT BbiTb PA3NIMHHOIO TWUMNA, HANPUMEP PETVOHANBHLIE U HALMOHABHbIE
CTaHAapTbl, NpaBoOBbI€ aKThl, pekoMeHgaunn MexgyHapoaHblX U permoHaribHbIX Hay4HbIX opraHmsau,MVl, cTatbu U3 Ha-
YUHBIX XYPHAIIOB, PyKOBOACTBA, CTaHAAPTH! NPOVM3BOAMTENEN UNK NHOPMaLMS O NPOAYKLMM, OTYETH! O MexriabopaTop-
HbIX NCTMbITAHWSAX.

5.14 MpunoxeHusn
[laHHble N MHpopMaLns, He BKIIOYEeHHbIe B OCHOBHYO YacTb 0TYeTa, AOMKHbI ObITb MpYBeAeHbI B MPUio-
KEHUsAX.

MpumedyaHwune— [onyckaeTcss BHOCUTDL B NPUITOXEHUS:

a) AaHHble 0 romoreHHocTH (cMm. 5.9.2);

b) AaHHble 0 NpuNMceIBaHUM 3HaqeHus (cm. 5.9.5, 5.9.6);

¢) 6ubnuorpacwmio (cm. 5.13);

d) atukeTkm (cm. pasgen 6);

e) cepTudmkaT (cm. pasgen 7);

f) BnoxeHue B ynakoeky (cM. pasgen 8).

5.15 [aHHble 0 pa3peLleHUn U nepecmoTpe

[omkHbI 6bITb NPYBEAEHbI flaHHble OTHOCUTENBHO paspeLleHns Ha AaHHYo Ny6nnkaLmio onucaHns cTaH-
AapTHoro obpasta 1 o noboM NpeaLlecTBYOLLEM ero usgaHnumn (M3gaHusx).

6 MapkupoBka

OTUKETKN Ha BHYTPEHHEM W1 BHELLIHEM KOHTenHepax AoSkHbl cooTBeTcTBoBaThL EH 375. HaumeHoBaHue
npoayKTa Ha aTMKeTKe AOMKHO BbiTb NPMBEAEHO B COOTBETCTBUM C pa3genom 4.

7 CepTtudpukar

CepTudbmkat gormkeH BKoYaThb B cebsl MyHKTbI B COOTBETCTBUM € [3], a Takke:

a) naeHTUMKaLMo MHAMBUAYaNbHON NOPLMM cTaHAapTHOro obpasua;

b) MCTOYHWKM UNK NpoUCXoXKAEHNE CTaHAapTHOro obpasua;

C) MeTopn NpUroToBMEHUst cTaHAapTHOro obpasua;

d) TpaHcrnopTupoBaHue cTaHgapTHOro obpasua;

€) WHCTPYKLMIO NO NpaBUibHOMY 06palLleHNIo Co cTaHAapTHLIM 06pa3LoM, BKIoUasa YCNOBUSA XPaHEHUS,
CPOK rOAHOCTN, CTabUNbHOCTb NOCE OTKYNOPUBaHUS;

f) aTTecToBaHHOe 3HaYeHWe U HeonpeaeneHHOCTb ANA KaXA0N USMePAEMON BENNYUHBI C YUCTIOM NPpU-
HATLIX 3HAYEHWUIA, NONyYeHHBIX NPU UCTIbLITAHUSAX;

g) HekoTopble ykazaHus Ans ctatucTudeckoi o6paboTku;

MpumeuaHue 1 — OCHOBHbIE AaHHbIE, MONYYEHHbIE UHAVBUAYaANbBHBIMK NabopaTopusimm, n MeToAb!, 06bIYHO
yNoMUHaeMbI€ B NMPUITOXKEHUN UIIN B OTHETE.

h) HeaTTecTOBaHHbIE 3HAYEHUS (« PEKOMEHAOBAHHbIE 3HAYEHWUA» , «YKa3aHHbIE 3HaYEHUA» ) U 3HAYEHUS,
nonyyYeHHbIe C MOMOLLbIO NpoLieyp HU3LLIMX METPONorMieckuxX ypoBHeN, Bo BCeX CnyYasx c npuseaeHmem oLie-
HOK U Mep HeomnpeaeneHHoCTel;

i) ncnonb3oBaHUe 3Ha4YeHUA Ans KarnMbpoBKA U KOHTPOMA NPaBUMBLHOCTU (HaCTO CO CChINKOW Ha MOSTHbIA
oTyer);

j) MeToabl U3MepeHuUsl, UICMOMNb30BaHHbLIE NpY aTTecTaluu;

k) nobble 3annaHMpoBaHHbIE MPOBEPKU CTAabBUNBHOCTU;

I) nmeHa onepaTopa, OTBETCTBEHHOrO cneuanucTa uWmnnm HauMmeHoBaHUs nabopaTopuin, y4acTBOBaB-
LUMX B UCTIbITAHUSAX;

M) CCbIIKY Ha 3aKMOUUTENbHBIA OTYET, coaepXalni BClo MHPOPMaLIMIO, OTHOCALLYIOCA K ONUCAHUIO
cTaHgapTHoro obpasua;

n) nocTasLUMKa cTaH4apTHOro obpasia (ecnu oH oTANYaeTCA OT aTTECTYIOLEro yupexaeHus);

0) npunoxeHus (cM. 5.14). Nicnonb3oBaHue NPUNOXKEHUA He AOMKHO CYLLeCTBEHHO yBeNnnynsarh pas-
Mep cepTudukara;

p) Aaty cepTudukaLmn.

Mpumeuvuanune 2— Ceptndukar OIMKEH BblAABATLCH NPUHAHHBIM METPOSIOTMHYECKMM OPraHoM.
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B cepTudmkaTe gomkHa ObITb NpuBedeHa BCS MHOpMaLIMA O NPONCXOXKAEHUN, MTPUrOTOBAEHUMN U MOBbIX
[AOMNOMHEHNAX K CTaHaapTHoMY 06pasLyy, TO eCTb He AOMKHO 6bITb MHopMaLMK, OMNyLLEHHOM No coobpaxeHu-
SIM KOHPUAEHLMANBHOCTU.

8 BrnoxeHue B ynakoBKYy

B criyyasx ecnu K ctaHaapTHomy obpasLly He npunaraeTcs cepTudmkaT, CTaHaapTHLIN o6pasel, 4omKeH
COMPOBOXAATLCA BMOXEHWEM B YNakoBKy MHGOPMaLMOHHOrO MaTepuana. BnoxeHue B yNakoBKy AOMKHO
coepXaThb KpaTKyio Bepeuio MOMHOro on1caHus cTaHaapTHoro obpasia, ycTaHOBeHHOro B pasaene 5, BKto-
Yas NyHKThI, 3adaHHble B pasaene 7 (ecnv Heobxoammo).
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MpunoxeHne A
(cnpaBo4Hoe)

O6pa3ybl CBOUCTB, OTNIUYHbLIX OT BENUYUH

A.1 Hacroswun ctangapt yctanaenueaeT TpeboBaHnsi K cTaHAApPTHbIM 06pa3uam BoicLero nopsigka. Kaxpoe aHa-
YeHne BerNUYUHbI, NPUNUCaHHOE TakoMy obpasuy, NpeaHasHa4YeHHOe OISl UCNONb30BaHUSI C METOAUKAMU U3MEPEHUN,
HaxoAMTCA B WKaNe pasnnuymn nnu wkane oTHOWEHUA 1 BbIpaXaeTCs YNCINOBLIM 3HAYEHUEM, YMHOXEHHBIM HA eaMHNLY
namepeHuns (cMm. 4.1), 1 CONPOBOXKAAETCA 3HAYEHUEM HeoNpeAeNneHHOCTU U3MEPEHUs.

A.2 CeowcTea, OTNUYHBbIE OT BENWUYMH, TaKoKe MOryT BbITh OnpegeneHs! unv Bocnpon3eeaeHs o6pasuamm, HO nNpu-
NUCaHHbIE UM 3HAYEHUSI HE MOTYT ObITb BbIPaXeHbl YACNIOBbIM 3HAYEHNEM, YMHOXEHHBIM Ha eauHNULY namepeHus. Takve
3Ha4YeHUA MOryT ObiTb B OpANHANBHON (NOPSIAKOBOW) MITM HOMUHANBHOM (KBanUUKauMOHHON) LWKane.

A.3 B opavHanbHOWM Wwkane 3HaveHns MoryT 6biTb NpeAcTaBNeHbl CNOBAMMU UMW YUCNAaMK, BbipaXaowmmmn pasmep
COOTBETCTBYIOLMX CBOUCTB. DTN 3HAYEHUSI MOTYT BbiTb UCMOMNBb30BaHbl AN PAHXUPOBaHUS CBOWCTB, OAHAKO Pasnuymns n
OTHOLLEHMS MO LLKAne He UMEIOT 3HaYeHUs Ansi cpaBHeHus1. [IpuMepoM MOXeT CNYXUTb 3HAYEHNE KOHUEHTpauum «3» nnu
«MNOBbILEHHAS» , NPUNUCAHHbIE KOHTPONBbHOMY PaCcTBOPY AN ANArHOCTUYECKNX NONOCOK, NOKA3bIBAIOWNX KOHLUEHTPAUUIO
anbbymuHa B move no natuaHavHow wkane (0, 1, 2, 3, 4 nnNn «HEeNOBbIWEHHAN» , K COMHUTENBHO NOBLIWEHHAs», «Cnerka
NOBbILUEHHAas», KNOBbILWEHHANA», K CUINbHO MNOBLIWEHHANAY).

A.4 B HOMMHanbHOW WwKane 3Ha4eHnsa MOoryT ObiTh BbipaXkeHbl CNOBaMu UNu TepMUHaMn (HanmeHoBaHusimn) 6e3
CBS13U C pa3amepamm COOTBETCTBYIOWMUX CBOUCTB. 3Ha4eHns MoryT 6biTb NpeacTaBneHsl B Nto6om yao6HOM unm cornaco-
BaHHOM nopsiake. [pumepamu 3Ha4eHUn B HOMUHANBHOW WKanNe MOXeT CNYXWUTb PAA TEPMUHOB TUMNOB NEWKOLMTOB B KOH-
TPONBHOM Ma3Ke KPOBU UMW Psif, 3HA4EHUI NS rpynn KPOoBMW.

A.5 OnucaHue matepuanos BbICLLErO METPONOrMYECKOro nopsaka Ans CBONCTB, UMEIOLLUX NPUNMUCaHHbIE 3HaYe-
HWs1 B OpAUHaNbHOW M HOMUHAINbHOW WKanax, 4OMXHO NONHOCTbIO, HACKONBKO 3TO BO3MOXHO, COOTBETCTBOBaTh TpeboBa-
HUSIM K CTaHZ4apTHbIM 06pasuam s BeNUYnH, NpMBEaeHHbIX B HACTOSAWEeM cTangapre. VcknioueHus kacaloTesi:

- cregylowmnx 3sMeHeHUN TEPMYHOB:

a) «BenU4YMHa» — Ha «CBONCTBOY, @ TAKXe COOTBETCTBEHHO B KOMNMEKCHbIX TEPMUHAX,

6) «M3mMepeHne» — Ha «U3y4eHUuey, a TakKe COOTBETCTBEHHO B KOMNMEKCHbIX TEPMUHAX;

- TEXHWYECKNX N3MEHEHWI:

B) MCNONb30OBaHME 3HAYE€HUW, Hanpumep, onucaHHbix B A.3 unn A 4;

r) UMeLWUX HeonpeaeneHHOCTb U3YHEHWS, BbIPXKEHHYIO YUCIIOM HENPAaBUIbHO KNAaccuuLMpOBaHHbIX hpakLmii;

A) HEeBO3MOXHOCTM KannbpoBaTb HOMMHAIBHYIO LLKanNy.

MpwumedaH un e — EcnunoHsatue «ctaHgapTHbIM o6pasen» BOCNPMHUMAETCS TONbKO Kak MaTepuanu3aums 3Ha-
YEHUI BENUYMH, TO 06pasLbl, UMeoWmMe NpUNMcaHHbIe 3HaYeHUs1 CBOUCTB B HOMWHANBbHOW UM OpAVHANbHOW LWKanax,
MOTYT CNY>XUTb «0bpasuamm CpaBHEHUNA».
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MpwvnoxeHne B
(cnpaBouHoe)

CBefeHUsA 0 COOTBETCTBUM HaLUOHalNbHbIX cTaHgapToB Poccuinckon ®epgepauuun
MeXAyHapoAHbLIM CTaHAapTaMm

Ta6nwuuya B.1

O603HavYeHne CCbTOYHOTO

O603HaueHNe Y HAMMEHOBAHUE COOTBETCTBYIOLLEro HALMOHANBHOIO CTaHAAapTa
MeXayHapoaHOro cTaHaapTa

EH 375:1992 *

NCO 31:1992 FOCT 8.417—2002 lNocymapcTBeHHasi cuctema obecneqeHus eOuHCTBA WU3Me-
penuii. EguHnLbl BENWYNH

* COOTBETCTBYIOLLMIA HALMOHAIBHLIA CTaHAAPT oTcyTcTByeT. [l0 ero yTBepKAeHUs peKkoMeHayeTCA NCNornb3oBaTb
nepeBoq Ha PYCCKUIA SI3blK JAHHOTO MeXAyHapoaHOro ctaHgapra. [lepesop AaHHOrO MexayHapoaHOro craHgapTa
Haxogutcs B PegepanbHOM MHDOPMALMOHHOM LIEHTPEe TeXHUYECKNX PernameHToB u CTaHAapToB.
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CraHgapTHbele obpasubl. CogepxaHne cepTUhUKATOB N 3TUKETOK
Cuctembl MeHeKMEHTA kavecTBa. OCHOBHbIE NONOXEHWUSI U CNOBapb
CucTeMbl MEHEIXKMEHTa KavecTBa. TpeboBaHus

CucTtemMbl MEHeIKMeHTa kadecTBa. PekoMeHgauum o ynydweHuo ages-
TENbHOCTK

ATTecTauus ctaHaapTHbIX 06pasuos. O6ume 1 CTAaTUCTUHECKUE NPUHLMIBI

TouHOCTb (NPaBWIBHOCTE W MPELU3VOHHOCTE) METOOOB W pe3yrnbTaToB
nameperuii. Yactb 2. OCHOBHON MeTOA OnpeaerneHns NoBTopsSieMOCTU U
BOCMPOV3BOAVMOCTU CTaHAAPTHOIO MeToAa U3MePEHUN

Wcnonb3oBaHWe aTTecToBaHHLIX CTaHA4apTHLIX 06pa3LoB

MeTogonorma ans paspaboTkn MeXayHapoaHbIX CTaH4apToB, 2-e usga-
Hue, XKenesa, 1992
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