®ENEPANBHOE AFEHTCTBO

MO TEXHNWYECKOMY PEFYMPOBAHUNIO N METPOIOIr A

HALWOHANDbHBbIN FTOCT P NCO
CTAHAAPT
POCCUNCKOMN 15193
CELEPALNM 2015

N3LENNA MEAULMNHCKUE
A9 ANATHOCTWKM IN VITRO

N3mepeHne Benn4vnH B npobax 61o1ormyeckoro
NPOUCXOXAEHUS.
TpeboBaHUs K onncaHnio pehepeHTHbIX MEeTOANK
BbIMOJ/IHEHUA U3MEPEHMI

SO 15193:2009
In vitro medical devices — Measurement of quantities in samples of biological
origin — Requirements for content and presentation of reference measurement
procedures
(IDT)

WN3paHve opuynansHoe

Mockea
CtaHgapTuHdopm
2015


https://meganorm.ru/Index2/2/4294855/4294855310.htm

FOCT PNCO 15193—2015

Mpeaucnosune

1 NOArOTOBJ/EH Na6opaTopuelt Nnpo6nemM KANHMKO-NabopaTopHoi agnarHoctukn HAW obuiectBeH-
HOro 34,0pOBbSA MyNpaBieHns 3gpaBooxpaHeHnem F6OY BIMO «MepBblii MOCKOBCKUIA rocyfapCTBEHHbI Mean-
UMHCKMIA yHuBepcuteT uMm. .M. CeueHoBa» MwuH3gpaBa Poccum Ha OCHOBE COBCTBEHHOTO ayTEHTUYHOrO
nepeBofa Ha PyCCKUiA A3blk CTaHAapTa, yka3aHHOro B NyHKTe 4

2 BHECEH TexHunuyeckum KomuTeToMm no cTaHgapTusaunmn TK 380 «KnuHuueckme nabopatopHble nccne-
[0BaHUSA U MeULUHCKME N3[enns AN AUarHoCTUKKY in vitro»

3 YTBEPXJEH U BBEJEH B AENCTBVIE [Mpuka3om deaepanbHOr0 areHTcTBa Mo TeXHUYECKOMY
perynnpoBaHunto n metTposoruy ot 27 anpens 2015 r. Ne298-ct

4 HacToswwnidi cTaHAapT MAeHTUYeH mexayHapogaHomMy ctaHaapty NCO 15193:2009 «M3pgenus meau-
LMHCKME AN5 AUarHOCTUKK in vitro. I3mepeHne BennumnH B npobax 61oornyeckoro npoucxoxaexus. Tpebosa-
HUSA K COZLlepXaHUIo U NpeAcTaBeHNI0 MeTOANK peddepeHTHbIX u3MepeHuin» (1S 015193:2009 «/n vitro medical
devices — Measurement of quantities in samples of biological origin — Requirements for content and
presentation of reference measurement procedures»).

HavmeHoBaHMe HacTosILLero ctaHgapTa M3MeHeHO OTHOCUTE/IbHO HaUMEHOBAaHNA YKa3aHHOro Mexay-
HapoAHOro cTaHfapTa ans npusegeHus B cootseTcTeue ¢ FOCT P 1.5—2012 (nogpasgen 3.5).

Mpy NpUMEHEHNN HaCTOSALLero cTaHAapTa peKoMeHAyeTCA UCNO0/1b30BaTb BMECTO CCbI/TOYHBIX MeXAyHa-
POAHbIX CTaHAAPTOB COOTBETCTBYIOLME UM HaLMOHa/bHbIe CTaHAapTbl Poccuiickoli efepaummn n Mexrocy-
[apCTBEHHbIE CTaHAapTbl, CBEAEHNSA O KOTOPbIX NPUBELEHbI B JONOMIHUTENBHOM NPUIOXKeHUN A

5 B3AMEH rOCT PUCO 15193—2007

MpaBuna npMMeHeHMa HacTosWero craHgapTa ycTaHoBneHsl B FTOCT P 1.0—2012 (pa3sgen 8).
MHdopmauns 06 n3sMeHeHnAX K HacToAWeMy cTaHgapTy nybnnkyeTCs B eXerogHoM (Mo COCTOSHUI0 Ha
1laHBaps TekyLlero roga) MHpopmaLMoHHOM yKasaTene «HaunmoHanbHble CTaHAapThi», a ouLmanbHbIii
TEeKCT U3MEHEHW 1N NONPaBOK — B €XeMeCAYHOM MHAOPMaLMOHHOM yKasaTBne «HaunoHanbHble CTaH-
fapThbi». Bcnyyae nepecMoTpa (3aMeHbl) UM 0T MeHblHAC T OSILLero cTaHjapTa cooTBe TCTBYyLWeeyBe-
fomnenune 6yfeT ony6/MKOBaHO B G/MKailieM BblMycke eXeMeCAYHOro MHPOPMaLMOHHOrO ykasaTens
«HaumnoHanbHble cTaHgapTbi». CooTBeTCTBYOLWAasa MHdopMauus, yseoMIeHne n TekCcTblpasMeLlanT-
cA Takxe B UHOPMaLMOHHON cucTemMe 06LLEero NoNb3oBaHNa — Ha odhuLmanbHOM caiTe ®egepanbHOro
areHTcTBaNno TeXHNYeCKOMyY perynpoBaHunio ¥ MeTposiornn B ceTu IHTepHeT (www.gost.ru)

© CraHpapTuHdgopm. 2015

HacTosiuii cTaHAapT He MOXEeT GbITb NOTHOCTLIO UM YACTUYHO BOCMPOU3BEAEH, TUPAXKMPOBAH 1 pac-
MPOCTPaHEH B kayecTBe 0(h1LManbLHOTo U3faHus 6e3 paspelleHus defepasbHOro areHTCTBa No TEXHUYECKO-
MY perysiupoBaHuio 1 MeTposiorum
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BeBegeHve

PechepeHTHbIe cUCTEMBI BbINOJIHEHUSA U3MEPEHUI HEOGXO0AUMbI A1 NOYYEHUS MOSIE3HbIX U HAZEXHbIX
pes3ynbTaToB N3MepeHU, NPOBOAMMbIX B HAYYHbIX, TEXHO/IOTUYECKUX LLeNIaX Wan Npyu NpefocTaB/IeHUN YCyT,
4YTOObI OHW BbIIN CONOCTABUMbI U METPOIOTMYECKM NPOCNEXMBAEMbI 40 €4UHUL, USMEPEHUS n/unmn cTaHgapToB
n3mepeHus, uywm MeTOoAMK WU3MepEeHUs BbICLUEr0 MEeTPOJsIOrMyeckoro YpoBHSA. PediepeHTHble MeToauKu
BbINOJTHEHUS U3MEPEHUI UFPalOT peLlaroLLyo posib B METPONOMMYECKOM CUCTEME, MOCKO/IbKY OHU MOTYT BbITb
MCNOo/Ib30BaHbl 415 CneayoLero:

a) ANS OuEeHKM (DYHKUMOHANbHbIX CBOWCTB CUCTEM BbIMOSIHEHUSA W3MEPEHUI, BKIOYAA UHCTPYMEHTbI
n3MepeHus, 4ONOSHUTENbHOE 060PpYAOBaHNE, @ TAKXKe peareHTbl:

b) ONA OLEHKN (DYHKLMOHANBHON B3aM0O3aMeHSIEMOCTM Pa3/INUHbIX PYTUHHbLIX METOAMK BbINOSTHEHUSA
N3MepeHUiA, NPUMEHAEMbIX /15 USMEPEHUA O4HUX N TEX Xe BEINYWH;

C) ANs NpunucbiBaHWA 3HAYEHUI BENTMUMH B pedpepeHTHbIX MaTepurasnax (obpa3uax cpaBHeHUs ), KOTo-
pble 3aTeM NCMO/b3YIOT AN Leneil KannbpoBKN UK KOHTPOIS NPaBUNbHOCTUN PYTUHHBIX METOA MUK BbINOHEHNS
n3MepeHuii;

d) Ans 06HapyXeHNs aHasIMTUYeCKNX BANSIOLLNX BE/IMYMH B npobax nauneHToB.

[Ona MeauumMHCKMX NabopaTopHbIX M3MEPEHUIA, B YACTHOCTU, XXM3HEHHO BAXKHO KakK AN /Ie4eHnsa nauu-
€HTa, TaK U ANA CKPMHUHIa COCTOSIHUA 3[0pOBbS, YUTOObI pe3y/ibTaTbl U3MEpeHuii, coobliaeMblie Bpayam 1
naymeHTam, 6biM afeKkBaTHO COMOCTaBUMbIMY, BOCMPOM3BOAMMBLIMU UM TOYHbIMU. B HEKOTOpbIX Cryyasx
yKasblBaeTCsl, UTo pedhepeHTHAss MeToAMUKa BbINOIHEHNUA U3MEPEHUIA fAaHa B (hopMe CTaHAapTa, a UMEHHO,
Korga 3To CBSI3aHO C TEXHUYECKNMU TPe6oBaHUAMU:

- KOrga 3To yCTaHOB/IEHO CTaHAapTaMu, TEXHUYECKMMU cneundnKkaLusimMm namnm TeXHUYeCcKUM peryampo-
BaHUeM:

- KOrga 3HavyeHus Be/IMYMH yCTaHOBEHbl NOCTaBLLMKOM;

- Korga umeeTcsa npsiMas B3aMMOCBA3b C (DYHKLMOHA/IbHLIMU XapakTepuctTukamu npoaykra unu npo-
uecca.

MpenmyLiecTBa HaIMUKMs Takoro cTaHgapTa nepedncrieHsl B Pykosogctee MCO/M3IK15.

B pasgene 3 HacToslLLero cTaHaapTa NoOHATUS NpyUBeAeHbI KYPCUBOM.
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HALULMWOHANBHBIN CTAHAAPT POCCUWNCKOWN GENLEPALUMN

N3OENNA MEOWUMHCKUE ANA ANATHOCTUKW IN VITRO

N3MepeHne BennunH B npo6ax 6M0M0TMUECKOro NPOUCXOXAeHNs.
Tpe6oBaHWA K onucaHuio peepeHTHbIX METOAMK BbINOSTHEHUSA U3MepeHNit

In vitro medical devices. Measurementof quantities in samples of biological origin.
Requirements for content and presentation of reference measurement procedures

fatasBepeHna — 2016—06—01

1 O6nactb NPUMEHEHUSA

HacToAwuii cTaHaapT ycTaHaBMBaeT TPe60BaHUA K OMUCAHNI0 PedepPEeHTHbIX METOAMNK BbIMOSHEHUS
n3MepeHuii Ana MeauLUHCKUX U3Aenuii ANa AUarHoCTUKK in Vitro v MeAnLUHCKUX NabopaTopuii.

MpumevyaHune 1— OXnaaeTcs, 4TO ONbITHLIM NabopaToOpPHbIA paboTHUK, cnefya npoueype U3MepeHns, onu-
CaHHOI @ COOTBETCTBMU C HACTOSALMM CTaHAAPTOM, MOXET NONY4YNTb pe3yNibTaTbl U3BMEPEHNSA C HEONpPeJe/IeHHOCTbI0 N3Me-
peHus. He npesblwatoLLeli 06yCcNOBNEHHbIN NHTEPBaAn.

HacTosAwwuii ctaHgapT NpUMEHUM K peddepeHTHbIM MeToAnKaM U3MepeHnii, faLwux 3HaueHnsa gudce-
peHUManbHbIX UM paunoHanbHbIX BeNNYNH. TpunoxeHne A cogepXuT MHopMaLmnio 0THOCUTE/IbHO HOMU-
Has1bHbIX (KAYeCTBEHHbIX) CBOMCTB U OpAMHaNbHbIX (MOPAAKOBbIX) BENYMH.

HacTosawwuii ctaHfapT npegHasHavyeH Ans NpyuMeHeHus N6biM ULOM, OPraHoOM WK opraHusauuei,
paboTawLmmMm B 0gHOM U3 06n1acTeil nabopaTopHoli MeANLUMHbI U UMEOLWNMN HAMEepPEeHNEe COCTaBUTb [,0KY-
MEHT, KOTOPbI Gbl CTYXWN peddepeHTHON METOAMKON BbINO/THEHUSI NU3MEPEHWA.

MonHble onucaHna MeToAoB U3MepeHns Ny6nKylTCA B Hay4YHOW nuTepatype, rae npuBoaaTca fjocTa-
TOYHO MOJIHblE OMNMUCAaHWA METOAOB, KOTOPblE MOTYT GbiTb MCMNO/Ib30BaHbl Kak OCHOBA [OKYMEHTUPOBAHHOWA
METOAMKN BbINOTHEHNA N3MEPEHNS.

MpnmeyvyaHne 2— B HacToAweM cTaHfapTe TEPMUH «MeXAYHapOAHbIA cTaHAapT M3MepeHus» o3HadvaeT
cTaHpapT maTepuana. TepMUH «MeXAyHapoAHbli cTaHAapT* BceMupHas opraHusaunsa 3paBoOXpaHeHns UCNosb3yeT
Ana o603HavYeHns pedyepeHTHOro matepuana (o6pasua cpaBHeHuUs).

2 HopmartvBHble CCbI/IKM

B HacToswem cTaHfapTe UCNO/1b30BaHbl HOPMATUBHbIE CCbISIKM Ha CrefyoLme MexayHapoHble CTaH-
AapTbl M AOKYMEHTbI’ >

NCO 15194 W3penusa meguuuHcKMe ANns AuarHocTukm in vitro. 13amepeHue BenmyvH B npobax 6uonoru-
4yeckoro npomcxoxgeHuns. TpeboBaHus k cTaHAapTHbIM 06pasLam 1 coaepxaHnio CONpPoBOANTENbHOW A0KY-
mMeHTauymm (ISO 15194. In vitro diagnostic medical devices — Measurement of quantities in samples of
biological origin — Requirements for certified reference materials and thecontentofsupporting documentation)

Pykosoacteo MCO/M3K 98-3:2008 PykoBOACTBO NO BbIPaXXeHUIO HeonpeaesieHHOCTU B U3MepeHuun
(GUM 1995) [ISO/1EC Guide 98-3:2008. Guide to the expression of incertainty in measurement (GUM 1995)]

PykoBoactBo NCO/M3K99:2007 MexayHapoaHblli cioBapb MeTposiorun. OCHOBHbIE 1 06LLME NOHATHSA
n cooTBeTcTBylOWME UM TepMuHbl (VIM) [ISO/IEC Guide 99:2007, International vocabulary of metrology —
Basic and general concepts and associated terms (VIM)]

1'Ana faTUpOBaHHbIX AOKYMEHTOB UCMOMb3YIOT TO/IbKO YKa3aHHOe usgaHve. lns HeAaTUPOBaHHbIX JOKYMEHTOB MC-
Nnosib3yloT camoe nocfiefjHee N3faHue CCbi/IOYHOTO JOKYMeHTa (C y4eTOM BCEX er0 U3MEHEHWUIA).

N3paHne opuymnanbHoe
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3 TepmMuHbI 1 onpeaeneHus

B HacTosilem cTaHAapTe NPUMEHEHbI cneayloLine TeEPMUHbI C COOTBETCTBYIOLLUMMU onpegeneHusamMmm no
PykosopgctBy MCO/M3K 99 n Pykosogctey MCO/M3K 98-3:

3.1 nepBuuHasa npoba (primary sample): B3ATble U3 cMcTeMbI O[HA WU HECKOMbKO YacTen, npeaHas-
HayeHHble AN NonyvyeHns nHhopmaLum o cucTeMe Unn cnyxallyye OCHOBOW A5 peLUeHns 0 cucTeme.

MpumeuvuaHune — B HeKkoTOpbIX CyYyasx NoayvyeHHas VIH(;pOpMaLlVIﬂ MOXEeT TakXe NPUMeHATbCA B OTHOLWEHUN
60nbleli CUCTEMbl NN pAja CUCTEM, 3/1IEMEHTOM KOTOPbIX IBNAETCA cucTema, U3 KOTopoil B3aTa npoba.

3.2 nabopatopHasa npoba (laboratory sample): MNepBuyHas npoba nan ee 4acTb, NOArOTOBNEHHAA ANA
nepecblIk1 B 1labopaTopuio Uamn nosyyeHHasa nabopartopuen n npegHasHaveHHasa ANns 3smepeHns.

3.3 aHanuTuyeckas npoba (analytical sample): Mpo6a, NpuroToBneHHan U3 nabopaTopHoii NPobbl 1
13 KOTOPOW MOTYT 6bITb B3ATbI aHA/IMTUYECKNE NOPLIUN.

NMpumeyaHune — AHanutuyeckan npoba MoxeT 6bITb NOABEPrHyTa Pa3NMyHbIM BUAam 06paboTkn A0 TOro, Kak
13 Hee 6Gy/eT B3ATa aHanMTMyeckan nopuus.

3.4 aHanuTuyeckas nopuus (analytical portion): Mopuus maTepuana, B3aTas U3 aHaIUTUYECKON NPo-
6bl. B KOTOPOW 0ObIYHO NPOBOAAT UIMEPEHNE UM HENOCPEACTBEHHO, UY NOC/E pa3BefeHus.

MpumeyvyaHune — AHaNUTUYECKYIO MOPLUIO 6GEPYT UM HENOCPEACTBEHHO U3 MEPBUYHOI NPo6kI, MK U3 nabopa-
TOPHOW npobbl, ecnu He TpebyeTcs NOAroTOBKA. AHANMTUYECKYI0 MOPLUUI0 MHOTga pasBoAAT, o6pasysa aHanuTUyeckui
pacTBop, Nepej NoMelleHNeM B U3MepuUTeIbHOe YyCTPOICTBO.

3.5 aHanuTtuueckuii pacteop (analytical solution): PacTBop, NpUroToB/EHHbIV Nepes U3MepeHnemM
nyTem pacTBOPEHWS aHaIMTUYECKON MOpLUM BXUAKOM MW NIOTHOM MaTepuasne ¢ NpoBeAeHNeM peakLmmn nnm
6e3 Hee.

3.6 matpuua (matrix): KoMNoOHEHTbl MaTeprasibHON CUCTEMBI, 3@ UCK/TIIOYEHNEM aHaNuUTa.

3.7 pedhepeHTHaa meToaunka BbiNnOIHEHNA namepeHus (reference measurement procedure): MeTo-
[VKa BbINOSIHEHNA U3MEPEeHNWs, NPUHATasA Kak Aatolan pesynbTaTbl, NPUrofHble N8 UX NCNOb30BaHUA Npu
OLleHKe MPaBUIbHOCTU N3MEPEHUS 3HAYEHWI N3MEPEHHbIX BENIMYWH, NOSTYYEHHbIX OT APYrMX METOAMK BbINOSI-
HEHUA N3MepEeHUs 4159 BE/TMYMH TOT0 Xe poaa, 419 KaMOpOBKU NN 419 XapaKTepPUCTUKM peddepeHTHbIX maTe-
pranos (06pa3LoB cpaBHEHNS).

MpumeuaHuns

1 ApantupoBaHo u3 Pykosogctesa MCO/M3K 99. 2.7.

2 Ponb pedepeHTHbIX METOAUK BbINOTHEHNA U3MEPEHWI fleTanbHO onncaHa B cTaHgapTax [12) u (13).

3 CornacHo TepmuHonorun NCO. npaBUAbHOCTL CBA3aHa CO CMeLL,eHNneM, cucTemaTnyeckum adpekTom ncuc-
TemaTW4yecKoi owmnbKoii, Torga Kak TOYHOCTb CBSAI3aHa Kak C NPaBUNbHOCT b0 (C NPUCYLW UMK el napameTpamMmu), Tak u ¢
NpeynsMoHHOCT b0, KOTOpasa cama CBA3aHa CO CTaHAapTHbIM OTK/IOHEHMEM, cayyaiiHbiM 3 hekToM U cnydaiiHoi
OLUMNGKOIA.

A TepMuH «pedepeHTHas MeToAnKa BbINOTHEHUA N3MEPEHUA» NOHUMAeTCs Kak Me T O0AuKa BbINONTHEHNUSA n3mepe-
HNA BbICWIEro nopagka.

3.8 aHanuTuyeckas 4yBCTBUTENbHOCTb (analytical sensitivity): YacTHoe n3MeHeHWs nokasaHus u
COOTBETCTBYIOLEr0 U3MEHEHUS 3HAYEHUSA BE/TMYMHbI, KOTOPAs NOAMEXNT U3MEPEHUIO.

MpumevyaHuns

1 TepMVIH «aHannTnyeckaa 4YyBCTBUTE/NIbHOCTb» He npejHasHavyeH ANA NPUMEHEeHUA B KayecTBe CUMHOHUMA
«npegena o6HapyXeHua».

2 BPykoBogctee MCO/M3IK 99 ncnonb3yoT TEPMUH «4YBCTBUTENIBHOCTb U3MEPUTENIbHON CUCTEMbI».

3.9 aHanuTuyeckasa cneundunyHocTb (analytical specificity): CnocobHOCTb METOAUKN M3MepeHus
onpeAennTb TONbKO Ty BE/TIMYMHY, KOTOPYH NpegHasHauyeHo U3MepuThb.

3.10 aHanuTnyeckana uHTepdepeHuuna (analytical interference): CuctemaTuyeckoe BAUAHWE Ha
n3MepeHve, Bbi3BaHHOE BAVAIOLLEN BENYMHONW, KOTOpas caMa He NPOM3BOANT NOKasaHus, HO ABAAETCH Npu-
YMHOI yCUNEHUS UK flenpeccum nokasaHuii.

3.11 Bnuswwasn senununHa (influence quantity): BenunyuHa, kotopas npy NPSMOM U3MepPEeHUUN He BANS-
eT Ha Be/IMYMHyY, MoAJIeXallyl0 N3MEPEHWI0, HO B/IMSIET Ha OTHOLWEHWE MexXJy NokasaHWeMm W pesy/ibTaTtom
n3MepeHuns.

MpumevyaHune — AgantuposaHo n3 Pykosogctesa MCO/M3K 99, 2.52.

3.12 nsmepsemasn sennyuHa (mesurand): BenuuvHa, npegHasHavyeHHas Ansa n3MepeHus.
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MpumeuvaHuns

1 ApantuposaHo u3 Pykosoactea MCO/M3K 99.2.3.

2 TepMWH BaHanuT» He cnejyeT UCNOMb30BaTb Kak W3MEPSieMyl BeNYMHY. AHEMUT ABAAETCA KOMMNOHEHTOM
n3MepsemMoii BeNNYNHbI.

Mpumep — B o603HayeHun *KpoBb - KOHLEHT payua KonnyecTBa BewecTBa MMI0OKO3bl» TEPMUH *r0Ko-
3a» 03Ha4yaeT aHanunT. paBH03HaHHbIV1 KOMMNOHEHTY.

3.13 npepen o6HapyxeHus (detection limit, limit of detection): 3HaueHne n3mepsieMoli BEUUMHBI,
noslyYeHHoe AaHHOW MeTOAVKON BbINOSIHEHNSA U3MEPEHUS, 41 KOTOPOI BEPOATHOCTb JIOXHOMO yTBEPXAEHNSA
OTCYTCTBMS KOMMNOHEHTa B MaTepuasne coctaBnseTt (i Npu BEPOATHOCTU @ NOXHOT0 YTBEPXAEHNS O NPUCYT-
CTBWU KOMMOHEHTA.

MpumeuaHuns

1 MexAyHapoAHbIi cOl03 TeopeTUYecKol U NpUKNagHOW XMMUN peKoMeHAYeT OWN6OoYHbIe 3HaYeHUs a u p paBs-
HbimK 0,05.

2 WHorpga ncnonb3yT cokpaweHune LOD.

3 TepMWH «4yBCTBUTE/IbHOCTb» HEMPUMEHUM A1 AAHHOTO MOHATUS.

4 ApantupoBaHo u3 Pykosogctea NCO/M3K 99.4.18.

3.14 kanubpartop (calibrator): CtaHAapT M3MepeHUsi, NCNONb3yeMblii 415 KaMOPOBKU.

MpumeuvyaHune — AgantupoBaHo us Pykosogctea MCO/M3IK 99. 5.12.
4 OnwucaHne DGQ)GDEHTHOVI MEeTOANKN BbINOJIHEHUA M3Mep6HI/II7I

4.1 3nemMeHTbl pehepeHTHO MEeTOAUKN BbINO/THEHUS U3MEPEHNA

OnucaHune peq)epeHTHoﬁ METOAUKN BbINO/IHEHNA I/I3MepeHI/IVI AO0/KHO BKNKWO4YaTb B cebsl Te aNeMeHThI,
KOTOpbIE 0603HayYeHbI B Taﬁnmu,e 1kakobs3aTenbHbIE. [opAa0K3/IEMEHTOB MOXET 6bITb U3MEHEH, MoryT 6bITb
BHeCeHb!l A0NOJIHUTEIbHbIE 3/1EMEHTbLI, Hanpumep pes3tomMe, eC/im 3TO OKaXXeTcA HeO6X0,qVIMbIM.

Ta6nuya 1— SneMeHTbl cofepxaHus pedepeHTHOW MeTOAUKN BbIMOSTHEHUS U3MEpPeHUs

Monpasgen HacTosLiero

OnemeHT Tun
cTaHfjapTa
TUTYNbHbIG AncT O6s3aTenbHbIN -
Nlnct copgepxaHusa Mo xenaHuto —
Mpeaucnosue Mo xenaHuto —
MpepgynpexaeHne o puckax 1 NpefoCTOPOXHOCTAX ANA obecneve- O6s3aTenbHbIl 4.2
HUA 6e30nNacHoCTH
BsegeHue Mo xenaHuto 4.3
HaumeHoBaHue peepeHTHO MeTOAUKN BbINOTHEHNS U3MEPEHUA O6na3aTenbHbIl —
O6nactb NpUMeHeHns O6na3aTenbHbll 4.4
HopmaTunBHbIe CCbINKN Mo xenaHuto -
TepMuHbl, onpeaeneHuns, CUMBOJIbI U COKpal|eHHble TEPMUHbI Mo xenaHuto 4.5
MpuHUMN N3MEPEHUS U MeTOA U3MepeHnsa O6s3aTeNbHbIi 4.6
MepeuyeHb ocHaleHNsA Mo xenaHuto 4.7
PeareHTbl 1 matepuansbl O6na3aTenbHbll 4.8
Mpubopsl O6s3aTenbHbIN 4.9
B3siTne npo6 v npoo6bl O6s3aTeNbHbI 4.10
MoparoTtoBka U3MepUTENbHOW CUCTEMbI M aHANUTUYECKOR nopunn O6na3aTenbHbIl 411
Onepauuu M3MepuUTeNbHON CUCTEMBI O6na3aTenbHbll 4.12
O6paboTka AaHHbIX O6na3aTenbHbIl 4.13
AHanutnyeckas LOCTOBEPHOCTb O6na3aTenbHbll 4.14
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OkoHuaHue Tabnuybl 1

Moapasgen HacTosero

OnemeHT Tun
cTaHfapTa
Ocobble cnyvyau Mo xenaHuo 4.15
Banupauns pedepeHTHON METOAUKN BbINOSIHEHUA U3MEpPEHNS O6a3aTenbHbIl 4.16
OTuYeT 0 pesynbrarax O6s3aTenbHbIN 4.17
Ob6ecneyeHne kauyecTBa O6A3aTeNbHbIN 4.18
Bubnuorpadus Mo xenaHuto 4.19
[laHHble 06 yTBepXAeHUn 1 nepecmoTpe O6Aa3aTenbHbIN 4.20

4.2 MpepynpexaeHne o puckax n NnpefocTopoXHOCTAX ANa o6ecnevyeHns 6e3onacHoOCTu

[O/MKHO 6bITb NPVB/IEYEHO BHUMAaHWE K Nt06GOI OMacHOCTU, CBSI3AHHOI C TUMOM MpPoGbl, peareHToMm,
o6opyaoBaHnuem nunu AeicTBUAMU, 1 ONUCaHbl BCE HEO6X0AMMbIE NPeAoCTOPOXHOCTY, BKOYas NpegocTo-
POXHOCTW MNpU yTUAM3auMn. MOXeT NPUMEHATLCA pPerMoHasibHoe, HaluMoHa/lbHOE UM MEeCcTHOe 3aKoHoja-
TeNbLCTBO M Npasuna.

NMpumeyvaHne — [N pehepeHTHO! MeTOAMKM BbINOSIHEHUS U3MEPEHUs, KOTOPYID HaMepeHbl WCNonb30BaTh
Kak cTaHgapT, cnegyeT npUMeHnTb cTaHaapT [1J.

4.3 BBepeHue

BBefeHve AoMKHO 0XBaTbiBaTh C/ieAyoLLe acnekTbl, NP He06X0AMMOCTH, B I060M NopsakKe:

a) onucaHue BENMYMHBI, U3MEPSAEMOi pehepeHTHOI MeTOANKON BbINOMIHEHWS U3MEPEHNs, B TEPMUHAX
cUCTEeMbl, KOMNOHEHTA 1 poja Be/IMUYMHbI, BKIOYan nobble cneundukaum B OTHOWEHNW KaX Ao 13 nepeymc-
NEHHbIX XapaKTepucTuk;

b) KpaTkoe 3asB/fieHVe 0 POV BeIMUYUHbBI 419 OKa3aHUs MeAULMHCKON NOMOLLM, eC/IM 3TO YMECTHO;

C) MeToA U3MepeHus 1 0CHOBaHWA A5 ero Bbi6opa;

d) mMogenb nsMepeHus B TEpMUHAX U3MEPSEMOI BENNUNHBI Kak (DYHKLMA BCEX BETIMUMH Ha BXOAE;

€) MecTO B Mepapxuv MeTofVK BbINOSIHEHUS N3MEPEHNS U KaNnbpaTopos:

f) meTponoruyeckas npocnexmBaeMocTb.

4.4 O6nacTb NpUMeHeHus

O6nacTb NPUMEHEHNA A0/HKHA OXBaTbIBaTb CYObLEKT 1 acnekT (acnekTbl) C ykazaHueM Ha /1to6ble 3BecT-
Hble npefesbl MPUMEHNMOCTU. STOT aNIEMEHT He [JO/IKEH coAepXaTb TpeboBaHus.

O6nacTb NPMMEHeHUs A0/MKHA BKIOYaTb B Ce65 criefyloLimne acnekTbl:

a) 00bEeKTbl M3MepeHus, ANS KOTOPbIX NpeAHasHavyeHa pedepeHTHas MeToAVKa BbIMOSHEHUSA U3Me-
peHus;

b) TUMNbl MaTtepuanoB Npo6, B OTHOLIEHUN KOTOPbIX NPUMEHSAIOT pehepeHTHYH0 MeTOAMKY BbINO/THEHUS
N3MepeHns, 1 MHOPMaL Mo 0 TOM. CYLLECTBYIOT /N OrpaHnyeHuns;

C) MHTepdepupyloLie KOMNOHEHTbI, TakK1e Kak fiekapcTsa, MeTabonuTbl, 4o6aBku, MUKPOOHbIA poCT;

d) coobpaxeHuss OTHOCUTENbHO AOMNYCTUMbIX MOAWCIMKALUA B OCHOBHON pedhepeHTHON meToauke
BbIMNO/IHEHNA U3MEpPeHWs, Hanpumep, ecnn Heob6XoAMMO MCKAYUTL 6ecnonesHylo n naeHTuduympyemyo
nHTepepeHumio [geTann MoantnLNpPOBaHHON METOAMKN AO/KHbI 6bITb NpMBeAEHbl B pasgene «Ocobbie
cnydam» (cm. 4.15));

e) VHTepBan U3MepeHus.

4.5 TepMUHbI, onpeAeneHna, CUMBOJblI U COKpaLL,eHHble TEPMUHbI

4.5.1 ToHATnA

B cnyvae ecnv 3To BO3MOXHO, 3TOT pasge/ O/HKEH cofepXaTb onMcaHnsa BCeX 31EMEHTOB, CYLL,eCTBEH-
HbIX A1 NTOHUMaHNA pecbepeHTHoD’l METOANKN BbINOJ/THEHUA U3MEPEHNA.

NMpumeyaHune — OHUMOTYT BK/lOHATL acebs, HaNpUmMep:

a) cMCTeMy B3aMMOCBA3AHHbLIX NMOHATUI, HANpUMep U30(epMeHTbl NakTaTAernaporeHassl. B COOTBETCTBUN C UX
3N1eKTPOhOPEeTUYECKON NOABUKHOCTLIO;

b) TEPMUH, KOTOPbIA MOXET 6bITb UCMOMb30BAH B €r0 CNeLanbHOM 3HaYeHUM, C KOTOPbIM HE3HAKOMbl NOTEHUMab-
Hble YNTATENN, HANPUMEP «BEIMYNHA», «CBOWCTBO* WM «KOMIMUYECTBO BelwecTsa» 419 060CHOBaHNUS POAA BEMUYUHBI C
efNHNL el N3MepeHns Mosb.

4
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c) NPUHATbIE TEPMUHBI, KOTOPbIE HE MOTYT GbITb MCMNONb30BaHbl NOAAHHOI NPUYNHE, Hanpumep, cneayeTt nsberatb
MCNONb30BaHUA TEPMUHA «4YacTeil Ha MUNAKWOH (Ppm)», NpeAnoYynTas TEPMUH «MaccoBas A0NA B MUNAUIPaAMMax Ha
Knnorpamm» unu «o6bemHas Aons B Ky6uuyecknx caHTUMeTpax Ha Kybuueckuit meTp (MM B MUKPOAUTPax Ha NUTP)»

(c™m. Takxe 4.8.4).

4.5.2 HomeHknartypa

Mcnonb3yeMble HaMMEHOBaHUS XMMWUYECKUX COeAMHEHWI, GUOMOTMYECKAX KOMMOHEHTOB, BEJINYUH,
e[VHUL, 1 CUMBOJIOB A0/HKHbI COOTBETCTBOBATbL MeXAyHapoaHbIM cTaHfapTam (unu EBponeiickum ctaHgap-
TaMm. ecnv 370 NpUeMsIEMO) UK NOCeAHNM peKoMeH[alnsaM COOTBETCTBYOL e MeXAyHapOoAHO opraHm3a-
uun (opraHusauuii). B cnyyae ecniv aBTOPUTETHbIM MCTOYHUKOM peKOMeHAyeTcsi 60/iblie 4Yem OfHO
HauMeHoBaHue, MOXeT 6bITb N36paHO eANHCTBEHHOE HauMeHoBaHue. N36paHHOe HaMMeHOBaHWe 1 ero CUHO-
HVMbI LO/TXHbI ObITb NEPeYNCIEHbI CO CChISIKOW HA COOTBETCTBYHOLLMIA CTAHAAPT WK Ha PpEKOMEHAYOLLYI0 opra-
HU3aumio.

4.5.3 Paboume HauMmeHoBaHUA

Mpu ncnonb3oBaHuy paboyero HaMMeHoBaHUA peareHTa OHO 0/MKHO 6bITh NPUBEAEHO B CKOGKax nocne
nepBoro ynoMuHaHms B TEKCTE CUCTEMATNYECKOrO HauMeHOBaHUS.

4.6 TMpuHUMN N3MEPEeHUa N MeTo U3MepeHunsa

4.6.1 [omkeH 6bITb NPMBEAEH MPUHLMN U3MEPEHUSA, HANpUMep MosiekynsapHas abcopbuma BUAMMOTO
cBeTa NnpYMeHeHa B MeToAMKe A8 N3MePEHUS KOHLEHTpaLuy KoMyecTBa BelecTsa 6unmpy6ruHoOB B XNAKOM
pacTtBope.

4.6.2 [lo/mKeH 6biTb onncaH meTog nsmepexns. OCHoBaHMA 415 BbiGopa onpeAeneHHON cTaanm Takke
LOMKHBI 6bITb NpUBeAeHbl. CyLLLEeCTBEHHbIE XMUYECKME peakLMn AO/KHbI ObITb YKa3aHbl B TOM C/iyvae, eciu
3TO MOMOraeT MOHMMaHMWI0 TEKCTa unn cnocoba pacyeTa. Peakuuy no BO3MOXHOCTU AO/IKHbI 6bITb MPUBEAEHbI
B MOHHOI chopwme.

4.7 TlepeyeHb OCHaleHus
4.7.1 CooTBeTcTBUE

[MepeyeHb ocHaleHUa A0/KEH BKNOYaTb BCcebs nepevyeHb BCex npeamveToB 1 yCI'IOBVIVI, KOTOpbIE Tpe6y-
H0TCA ANA BbINO/IHEHUA I/I3Mep9HI/Il7I.

NMpumeyaHune — MepeyeHb OCHALLEHUS OCOBEHHO HYXeH, B C/lyyae ecin JOKYMEHT OYeHb GONbLIOK No 06be-
My. OH 0CO6EHHO BaXeH AN peareHToB (CM. 4.8) u gnsi o6opygosBaHus (cMm. 4.9). MosHble ONUCAHUS N MHCTPYKLMU NO Npu-
rOTOBJ/IEHNIO PeareHToB J0/XHbI GbiTh NPUBEAEHbI Aafiee B TEKCTE NN NPUSTOXKEHUN.

4.7.2 TlepeyeHb peareHTOB U MaTepuanos

B cnyuyae ecnv BNUCT yueTa BHECEHbI peareHTbl, OHV AO/KHbI 6bITb NPUBEAEHbI B MepeYHe C UCNo/b30Ba-
HMEeM CTaHAApTHOro UNn paboyero HaMMeHOBaHMS.

[JaHHblii pa3gen omkeH 66T 0DOPMIIEH B CiefytoLem nopsake:

a) NpoAyKTbl (UCKoYas pacTBOpPbI), UCNOJIb3yeMble B X KOMMeEPYeCKol OCTYMHOW hopMme;

b) pacTBOpbI, CyCNEH3UN 1 NOPOLLKN (UCKoHasa pedepeHTHbIe MaTepuasbl) C UX MPUMEPHO YCTaHOB-
JIEHHBLIMW KOHLEeHTpauuamu,

C) KannbpoBOYHblE MaTepuasibl, TakMe Kak pacTBOPbI C YTOYHEHHbBIMWN KOHLEHTpaLusaMu,;

d) mHaukaTopbl;

e) pacTtsopuTenu (Boga, opraHnuyeckne pacTBopuTenn);

0 KOHTpOJIbHbIE MaTepuasbl.

4.7.3 TlepeyeHb NpegmeToB 060pyA0BaHNSA

OcHOBHble npeAmeTbl 060pyAOBaHUSA AO/MKHbI ObITb NEPEYNCNEHbl C yKasaHuem UxX Tuna u nbbIx
YacTHbIX TpeboBaHwWii, TakUX Kak ohnLManbHO KanubpoBaHHbIe MHCTPYMEHThI (HanpymMep, Becbl U YCTPOicTBa
ANS n3mepeHus obbema).

4.7.4 TepeyeHb NpeAMeTOB A0NO/HUTENBHOTO 060pyA0BaHNSA

MpeameTbl 060pyf0BaHMUS, HE NepeyncieHHble BCOOTBETCTBMM C4.7.3. 0MKHbI ObITh BKIOYEHBI B Nepe-
YeHb C yKkaszaHneM X Tna u 4pyroii COOTBETCTBYHOLL e nHdhopmaLmm, Takoi kak matepuan, knacc, kanmbpos-
Ka. pasmep 1 nobble 4pyrne yacTHble TpeboBaHNSA K UX 3KCN/TyaTaunoHHbIM XapakTepucTmkam.

4.7.5 TepoyeHb cneumnanbHbiX 1abopaTopHbIX TpeboBaHuii

[o/mkHbI 6bITb ONpeaeneHbl Ntobble usnyeckme TpeboBaHuUs, TpeboBaHMsA oKpyXxatoLei cpeabl n 6e30-
NacHOCTW. He06XoANMble /15 BbINMOMHEHNSA N3MEPEHNIA.
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4.8 PeareHTbl U MaTepunarnsl

4.8.1 O6wwme NnonoxeHuns

[lo/mKHbI 6bITb MCNOMb30BaHbl TOMIbKO TaKNe peareHTbl U CONbBEHTbI, KOTOPblE COOTBETCTBYIOT JOKYMEH-
TUPOBaHHbLIM aHANIMTUYECKNM CBONCTBAM, €C/IN He YCTaHOB/EHbI HblE TpeboBaHuS.

B cnyuae ecnv peareHTbl nnv npenapatbl TpebyoTAanbHeiwero onpegeneHns, MoryT okasaTbCs nones-
HbIMW OMMCaHWA MaTepuana, ero M3roToBUTENSA UK NOCTaBLLKKA, @ B HEKOTOPbIX C/TyYasx U AaHHble 0 HoMepe
cepun.

Ecnun peareHT cneuundurumpoBaH Kak HaMeHoBaHne 6peHaa (Mapku), AO/MHKHO 6bITb 0hOPMAIEHO NpUMe-
YyaHue, 4To Apyrve 6peHbl MOTYT Takke ObITb NCNO/Ib30BaHbl B KAYECTBE 3aMeHbl NPU KX COOTBETCTBUN Tpebo-
BaHUSAM.

4.8.2 OnucaHunAa peareHTos

[nsa kaxa0ro KOMMepYeckoro 1 NpUroToBIEHHOTO B 1abopaTopumn peareHTa B MOHoOrpadgmyeckoi hopme
[OJ/MKHa 6bITb NpefcTaBnieHa cneayowas nHpopmaumus:

a) HoMep B MPUHATOM PErncTpe XMMU4eckmx BoLLecTB':;

b) paboyee HavMMeHOBaHWe [OCHOBHOW KOMMOHEHT (KOMMOHEHTbI) M/UNN CBOWCTBO (CBOMCTBA)]:

C) N0 BO3MOXHOCTM MOSTHOE CUCTEMaTNYECKOe XMMUYeCKoe HauMeHoBaHWe Unu (415 KaXaoro cBoincTea
NPUroTOBNIEHHOIO peareHTa B KOHeYHol hopme) 6uonornyeckoe HamMmeHoBaHue 41 MapkUpPOBKN C HAUMEHO-
BaHVWEM KOMMOHEHTa, coyeTaloLeecs HaMMeHOBaHWe poja CBOWCTBA U 3HaYeHVe CBONCTBA, N0 BO3MOXHOCTY C
onpeeneHHol Mepoit HeonpeaeneHHOCTW N3MepeHus, B cooTBeTcTBuu ¢ 1 C 015194,

d) ycTtaHoBNEeHHble He06X04MMbIe NOAPOGHOCTHN MPOV3BOACTBA peareHToB, NPUroTOB/IEHHbIX B 1abopa-
TopuK:

1) ANS Kaxgoro ncnosib3yemMoro nepBoHavyasibHoro marepuana:

- €CNIN 3TO XMMUKanuid, xuMmnyeckas copmyna (BkIYas KpUcTan3aunoHHyo Boay), MONeKynsapHas
macca, aHanmMTyeckme CBONCTBa (HanpyvMep, YNCTOTa, yCTaHOB/IEHHbIE NPUMECHK):

- eC/1 3T0 6B1oNornyeckunii MmaTepuas, ero TUM 1 NPOUCXOXAEHNE:

2) npuemnemoe KavyecTBO BbIMO/IHEHUSA, COpa3MepPHOE C ero UCNosib30BaHNeM:

3) npouefypa KOHTPONS C AOBEPUTENIbHBbIM WHTEPBASIOM, HanpuMmep A8 MPOBEpPKN OTCYTCTBUA
NHTEpPdEPMPYIOLLNX KOMMOHEHTOB:

4) nocypa v cneundmyeckne npoleaypbl 04YNCTKY;

€) YC/0B/A XpaHeHUs,

f) cpokrogHocTu:

L) oTxoasbl;

h) knacconacHocTtu c cumBonom. R-copasamu n S-chpasamu (cm. [26] n[27]).

B cnyuyae ecnu o6ume meTofbl ANA NOATOTOBKM ¥ MPOBEPKM ONpeAesieHHbIX NCNO/b3yeMbIX peareHToB
ABNAIOTCA CyOBEKTOM MeXYHapOoAHOro MM HauMoHaIbHOTO cTaHAapTa, f0/hkHaA ObiTh cenaHa ceblfika Ha
Takoli ctaHgapT (4.8.1).

4.8.3 Bnusawuwme BesIMYNHbI

Byayun KpUTUYHBIMW 415 U3MEPEHWS, BCE BIMAIOLLME BEMNUYNHBI AO/KHBI ObITh 3a4aHbl, HANpUMep Tem-
nepatypa npv usmepeHuv obbema.

4.8.4 BblpaxeHune KoHUeHTpaLuuu

[nA pacTBOPOB C TOYHO ONpefenieHHol KOHUeHTpauuel nyTemMm TUTPUMETPUMN KOHLLEHTpaLna AO/HKHA
6bITb BblpaXeHa Kak KOHLeHTpauus KonnyecTsa Belectsa (C ykasaHMeM 3/1eMeHTapHOW CYLLLHOCTU) B MONSX
Ha Kybunueckunin MeTp (Mob/M3) MU B MOAAX HA NUTP (MONL/A).

B onpepgeneHHbIx cnyyasnx, Hanpumep, ecnn aneMeHTapHas CyLLHOCTb HEM3BECTHa, MOXeT ObITb NpuBe-
JeHa MaccoBast KOHLEHTpaLmMs C eAVHULE U3MepeHns, Hanpumep rpamm Ha nnuTp (r/n).

Takve eguHuLbl, Kak ppm (4acTu Ha MUANOH, YTO paBHO 10~6) n ppb (4onn Ha Munnavapg, 4Yto paBHO
10-3), HE JOMKHbI MPUMEHATLCS.

TepMuHbI pofa BENNUYUHBI KHOPMa/TbHOCTb» U «MOMISPHOCTb» A0/MKHbI ObITb 3aMeHeHbl 0603HaYeHeM
KOHLeHTpaLmmn koimyecTsa BeLecTBa C yka3aHHOW, Npy He06X0AMMOCTH, 31IEMEHTAPHON CYLLHOCTbI0 KOMMO-
HeHTa (aHanuTa). Takme 0603HAYEHNSA, KaK «KOHLEeHTpaunsa BeLecTBa» Wan «KOHLEHTpauus Konnyectsa,
[OMKHbI 6bITb UCKTHOYEHDI.

B cnyuyae ecnu coctas pacTBopa peareHTa He MOXeT 6biTb BblpaXKeH Kak KOHLeHTpauusa konvyectsa
BeLLeCTBa, MOryT 6bITb M36paHbl HEKOTOPbIE ApYyrne cnocobbl, Hanpuvep:

a) maccoBasi KOHLEeHTpauus [eguHuLa kuaorpammM Ha amTp (Kr/n) unm cooTBeTCTBYOLWLANA ee A0/bHasA];

b) maccoBas Aons [egvHuua ogvH (1) uam kunorpamm Ha kunorpamm (Kr/kr)];

" B MeXAyHapoAHOM CTaHjapTe npuBejeHa CCbifika Ha HOMep pernctpa Cnyx6bl xumuuecknx pestome (Chemtcat
Abstracts Servtce Registry Number. CAS-. CARN-number).
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c) obbemHas fonsa [eguHnua oguH (1) nutp Ha nuTp (n/n)];
d) KOHUeHTpauus KaTa/IMTUYECKOW akTUBHOCTW, KaTanMTuyeckas KOHUeHTpauus [eAuHuua Mofb Ha
NUTp B cekyHAy (Monb/n-' «c*1), paBHas katany Ha nuTp (kat/n)].

MpumeyvyaHune — Eannnya Ea/mn {eanHuua dhoepmeHTa Ha MUNAUANTP) pasHa 16,67 x KT 6 kat/n.

3HaveHne U3MepPeHHON KOHLLEHTpaLMmM KaTaIMTUYeCcKoli akTMBHOCTM 3aBUCUT OT METOAVKM BbINOTHEHUS
n3MepeHus, Kotopas fo/KHa ObiTb yCTaHOBMEHA.

4.8.5 PasbaBneHue

PasbaBneHns, NpuroToBneHHbIe NyTem AobaBneHns ob6bema XUAKOCTM K 06beMy APYroi Xugkoctu,
[O/MKHBI BbITb YKa3aHbl OAHUM Y3 CeAYIoLLMX CNOCO60B;

a) «pasbaBrieHHbIl 06beM V,  ¥Y2», ecnu 06bem V, 3a4aHHOro pactTeopa pas3basfieH TakuM 06pasom,
4YTOG6bI NOAYYNTb 06WMIA 06beM V20KoHUYaTebHOI cMecu, Hanpumep. 25 ma -» 1, nan

b) «pasbaBneHHbIin V, + V2», ecnn 06beM V, 3agaHHOro pacteopa Aob6aBneH ko6bemy V2pacTBopuTe-
na. Hanpumep, 25 mn + 975 mn.

BbipaxeHus, nogobHble Vt:V2unu V,/V, He cnegyeT UCMONb30BaTb, MOCKONbKY MX MOXHO NPUMEHATb C
pasNNYHLIMUN 3HAYEHUSAMU.

4.8.6 CcbINKK Ha MaTeHTOBaHHbIe n3genus

Ecnv B NCKNIOUUTENbHbIX CyYasx TEXHUYECKe CoO06paxeHns onpasabiBaloT pa3paboTky pechepeHTHO
METOAMKV BbINO/THEHUS U3MEPEHNS B TEPMUHAX, KOTOPbIe BK/IOYalOT MPYMeHeHne NnpeAMeToB, 3aluLeHHbIX
naTeHTHbIMY NpaBamu, MOXeT BO3HUKHYTb HE06X04MMOCTb 0POPMUTL NPYMEeYaHne 0 TOM, YTO COOTBETCTBUE C
pedepeHTHO METOAMKOWN BbINOMHEHUS U3MEPEHWI BK/TOYAET MCNOJIb30BaHMe naTteHTa.

NMpumeuvaHne — [nA pedepeHTHONW METOANKN BbINOMHEHNA U3MEPEHWIi, NPeHAa3HAYEHHO nrpaTtb posb Mex-
AyHapoAHoOro ctaHgaprta, — cMm. AupekTusbl (18), 2.14 n iupekTussbl [19], npunoxexne F.

4.9 Mpubopsbl

4.9.1 OnucaHune

Kaxablii npnbop n 06beKT 060pyA0BaHNA AO/MKEH MMETb OnucaHue, BKIvalLLee;

a) HaumeHoBaHue (POAOBOE) W. ec/in Heo6XoAMMO, TWUM. M3TOTOBUTENS, HOMEP MOAEesn, cepuliHblii
HOMEePp MHCTPYMEeHTa WK KOf, Cepuu, a Takke

b) cylecTBeHHble PyHKLNOHaIbHbIE CBOWCTBA.

4.9.2 fJononHutenbHoe o6opyfoBaHue

JlononHutenbHoe o6opyaoBaHre AO/MKHO 6bITb ONMCAHO B OTAENbHOM nogpasgene, aHanornyHo 4.9.1.
ec/in 3To Npuemsaemo.

4.10 B3ATne npob n npobbl

4.10.1 OO6WMe NonoXxeHus

Ecnu n3BeCTHO, YTO Ha pe3y/ibTaTbl U3MEPEHNS MOTYT OKa3blBaTb BAIMSHME NpeaHaInTUyYeckme hakto-
pbl. KOTOPblE U3MEHSIIOT HEKOTOpble CBOWCTBA NepBMYHOl NPo6bl, AO/MKEH ObITh NPUBEAEH NEpeyeHb Takux
(hakTopOoB C NepeUnc/ieHnem cnoco6oB X MAEHTUUKALMN UK NPeLOTBPALLEHUS UX BANSHUSA.

NMpumeuyaHne — K npeaHanMTUYECKUM (PaKTOPaM OTHOCATCS TEHETUUYECKWe BAUSIHUSA, BAUSHUS nona, 6epe-
MEHHOCTU. OKpYXatoleil cpefbl, AMeTbl, NEKAPCTB, (DU3NOMOTUYECKON HATPy3Kiu, BDEMEHU CYTOK, MOMOXEHUS Tena, 3acTos
KPOBM nepej B3siTUEM BEHO3HON KPOBU, 06pabOTKM NPO6LI HA MECTE B3ATUSA U XPAHEHNS NEePBUYHON NPO6bI.

4.10.2 Mpo6bl

Tpe6oBaHUs AN NePBUYHON NPO6LI [O/MKHBI BbITb YCTAHOBMEHBI B OTHOLLIEHUW NOAXOAALLEr0 KOHTeliHe-
pa ans npo6bl u/unm npouenypbl 06paboTkM, YTO HEOGXOAUMO AN MUHUMU3ALUN U3MEHEHWUIT n3MepsieMol
BeNUUHbI (HanpumMep, yTpaTa v 3arpsisHeHve), npueMseMoro MaTepuana, TpebyemMoro KonmyecTsa, Heo6-
XOAMMbIX A06aBOK, YC/I0OBWIA TPaHCMOPTUPOBAHUS, YCMOBUIA XpaHEHUsl, CTaBUNbLHOCTM, OMacHocTel u
npeLoCTOPOXHOCTEN.

Tpeb6oBaHUsi K nabopaTopHO Npo6e A0MKHbI ObITb YCTAHOBNEHbI TPUMEHUTENLHO K CNOCO6Y ee nosyye-
HUSA. TUNY ¥ KONMYECTBY NPUEMIEMOr0 MaTepuana, YClIoBUSAM XpaHeHus, No6oii npoueaype oTTanBaHus u
cMeLLnBaHus.

LomkHbI 6bITb ONMCaHbl 3Tanbl NOAFOTOBKM aHAIMTUYECKOW NPO6bI, TO €CTb pa3feneHne, UsMesibyeHue,
CMelLMBaHue, BbiCylBaHME Ha X0104e, XpaHEeHUE U BOCCTaHOB/IeHMe.
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4.11 MopAroToBKa U3MEPUTENbHO CUCTEMbI M aHATMTUYECKON NopLUum

4.11.1 O6wme NoN0XeHUS

AHanutuyeckvne ctagun NoAroToBKA M3MEpPUTENbHOM CUCTEMbI U aHAIMTUYECKOW NopuMn MOryT 6biTb
npeAcTasieHbl B (hopme Tabnumupbl Mau gnarpaMmMbl NOTOKa WU APYrOro cnocoba cxemaTnyeckoro npeacras-
neHunsa Ana obneryeHns NOHMMaHWA U NnpegctasaeHns obuiero o63opa NoAroToBKW NPoobI.

4.11.2 MoparoToBka npnbopos

Ecnn umetotca oTiMumnsa ot MeTOAVKA, MPUBEAEHHON B Npef0CTaBIEHHbIX U3rOTOBUTENEM UHCTPYKLMUAX
no NPUMEHEHNI0, MOAroToBKa NPMOGOPOB Nepes NpoBeAeHneM N3IMepeHnsa Ao/MKHa ObiTb ONpegeneHa u onmca-
Ha C y4eTOM cnefyoLmx AaHHbIX:

a) npegynpexpeHne o puckax n mepax 6e30nacHocTy;

b) cbopka, MOHTax:

C) MpoBepkKa TOro, YTO A0BEpUTE/IbHbIE NPeAe bl XapaKTePUCTUK BE/IMYNH He NpeB30i4eHbl;

d) cnocob ncnonb3oBaHus:

e) npeBeHTUBHOE 06CnyXuBaHvue noTpedbuTenem.

4.11.3 Kanubposka

MprHUMN, MaTepuans! 1 cTaanm ool npoueaypbl KanMOpPOBKM LOMKHbI ObITh AeTasbHO ONMCaHbl cre-
Aylownm obpasom:

a) BblbOp TMMa METOAMKMN KaNMBPOBKM [UnCNo 3HaYeHWli kannbpaTopa, Hanpumep, No AByM ToukaM, No
MHOIMM TOYKaM; «nonagaHue B BUNKy» («bracketing») (cMm. 4.11.5); no6aBneHue ctaHgapTa) u TpeboBaHus K
KauecTBy;

b) noaxopgsLine kanubpaTopbl v N06bie MPOBEPKM TPEBYEeMbIX 4151 HUX cneundrKalmii, Hanpuvep MeT-
ponoruyeckas NPoc/exmBaeMocTb O COOTBETCTBUM CO cTaHAapToMm [12] nnm [13]:

C) nogrotoBka (MOArOTOBKKU) KanimbpaTopa, Hanpumep rpaBMMeTpuyeckas 1 BoatoMeTpuyeckas noaro-
TOBKa pacTBopa, TexHosorna pasbasneHns unv gobaenexHns ctaHgapra:

d) m3mepeHue kanmbpartopa (kanmbpaTopos);

e) mMeToj pacyeTa MOHOTOHHOW (MOCTOSIHHO MOBbILWALEACA UK NOHWXatoLLelica) KannbpoBOYHOWA
OyHKLMM N HeonpeaeneHHOCTU N3MEPEeHNs ee napameTpoB;

f) npuemnemocTb KaNMHGPOBOYHON PYHKLUN B COOTBETCTBUN C YCTAHOBIEHHBIMU KPUTEPUAMMU;

) NepuouYHOCTb PeKaMbpPOBKN BHYTPU CEPUN /MU MEXAY CEPUAMM.

4.11.4 Tunbl aHaNUTU4YECKUX Npob6

[lo/mkHbI 6bITb NEPeYNCEHbI M ONUCaHbI pa3NyHbIe TUMbl NPeACTaBNEHHbIX aHANUTUYECKMX NPOB.

MpumeyaHune — OHW MOTyT NPOUCXOAUTL U3 NEPBUYHOI NPO6bI, KANMGPOBOYHOrO MaTepuana UM KOHTPOSIb-
HOro matepuana, Bkaw4yaa matepuan maTpuubl.

4.11.5 CTpyKTypa aHanmTnyeckux cepuii

Mpy ncnonb3oBaHMn cepuii matepuana, 06pasoBaHHbIX U3 aHaIMTUYECKUX NPO6, CTPyKTypa cepumn
[JO/MKHa 6bITh 3aaHa B OTHOLLEHUN NOC/1e0BaTENIbHOCTN U KONIMYecTsa:

a) KanMbpoBOYHOro Matepuana (Matepuanos) (€CNM NPUMEHUMO);

b) KOHTPOSbHOro Matepuasna (matepuanos) (ec/iv NPUMEHNMO);

C) martepwuana xofn0cToi npobsl (Mpo6) (eciv NpUMeHUMO);

d) «Hen3BecTHOro» martepuasna, KOTopblii O/IKEH ObITb MPOAHAIM3NPOBAH.

MpumeyaHune — MpuHLMN «nonagaHna B BUNIKY» («brackebng») ¢ ncnonb3osaHmem kanubpatopa C HU3KUM

3HayeHneMm, HeM3BeCTHOro martepuana, kanuépaTopa c BbICOKMM 3HAYeHMEM a NOBTOPHbLIX CEPUAX CNYXNUT 3D EKTUBHBIM
CMnoco60OM CHUXeHWs HeonpeneneHHOCTM pe3ynbTaTtoB U3MEpPEHNA.

CnepyeTnpefocTepeybo HeL0NyCTUMOCTM NepeHoca MaTepuana us npejwecTsytoLein npobel B nocne-
OYIOLLYI0. aTakKXe yCTaHOBUTL €ro MakCumasibHoe A0NyCTUMOE 3HaYeHue.

4.11.6 AHanuTunyeckas nopuma

OnuncaHve aHanMTUYEeCKOR NOPLUY AO/HKHO YyCTaHOBUTb, €C/IM 3TO NPUEMIEMO, BO3MOXHbIE PUCKK, aTak-
Xe npefocTepexeHns, METOAUKN Y TOYHOCTb, TpebyeMble A1 U3BMEPEHHOT0 KoNnYecTBa (KONNYeCcTs), a Takke
BCe CTaJuu npeaBapuTesibHoli 06paboTku.

4.11.7 AHanuTuyeckuii pacTeop

JomkHa 6bITb ONncaHa npoteaypa noAroToBKy /1060ro aHaMTUYeckoro pacteopa.

4.12 Onepauuy U3MEPUTENLHON CUCTEMBI

4.12.1 TlocnepoBaTesibHOCTb 3TaN0OB U3MEpPEHUA
Kaxabli aTan namepeHns [o/mKeH 6bITb 0AHO3HAYHO onucaH (cm. ctaHaapT [1]). MocnegoBaTenbHOCTL
3TanoB fo/hkHa 6bITb N3/10XKeHa B nogpasjenax u naparpadax.

8
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MocnepoBartesibHOCTb 3TAMOB BbINO/IHEHNA U3MEPEHUSA LOJKHA BKIOYaTh:

a) BepudmKaLMio XapaKTePUCTUK M3MepPUTENbHBLIX DYHKLUA 060pyA0BaHUS, BK/THOYAS AONOMHUTENNbHOE
o6opypoBaHue;

b) noaTanHoe onucaHue N3MepeHns aHaIMTUYeCKo NnopLmu;

C) nokasaHWs N3MepuTeNbHOl CUCTEMDI.

4.12.2 MNpurotoBaeHUe X0N0CTOW NPo6bI

MpuroToB/ieHNE XO/I0CTOM aHa/IMTUYECKO NOPLUMU M3 XOMOCTOM aHaNUTUYeCKol Npobbl U XONOCTOro
aHa/IMTUYECKOro peareHTa fO/KHO ObITb ONUCAHO HACTOJ/IbKO fleTalbHO, HACKO/IbKO 3TO BO3MOXHO.

4.12.3 Banupauma nepBUYHbIX JaHHbIX

MonyyeHHble NepBOHaYasbHbIe AaHHbIe 0 pe3yibTaTe aHann3sa fOo/MKHbl 6bITb NOATBEPXAEHbI. [L0/KHbI
6bITb NPMBEAEHbI NPaBKIa NPOBEPKN ONepaTopoM NPaBW/IbHOTO YHKLMOHUPOBaHNA 060pyAoBaHuns, y0B-
NeTBOPUTE/NIbHOTO COCTOSIHUA OKpPYXalLeid cpefbl U COOTBETCTBUSI M3MEPEHHbIX 3HAYEHWI KanMbpaTopos.,
npo6 ¥ XoNocTbiX NMPO6 YCTAHOB/IEHHLIM MHTEpBasiaM. 3Ta nepBoHavasbHas Banufauua 0JKHa ocylie-
CTBNATHCA BCOOTBETCTBMM C TPe60BaHNSAMM. yCTaHOBNEHHbIMU B4.13.1,4.14 n4.18 COOTBETCTBEHHO.

4.12.4 Tlpoueaypbl pe3epBMpoOBaHUA U BbIKNOYEHUSA

[ns npoBefeHVa n3mepeHunii CyLL,eCTBEHHO BaXHO NMeTb MHCTPYKL MK N0 NpuBeAeHnto 060pyA0BaHNS B
pe3epBHOE MOJSIOXKEHMNE 1 NO Ero BbIK/HOYEHWNIO.

4.12.5 CxemaTnyeckoe npeacrassieHne MeToaunku

Tabnuua nnu gnarpamma noToka wam Apyroe cxemaTuyeckoe npefcras/eHne NCnosib30BaHus usMepu-
TesbHOl cuCTEMbl MOXET 06/1er4YnTb NOHNMaHNe ee CTPYKTYPbI 1 AelicTBUS.

4.13 O6paboTka gaHHbIX

4.13.1 PacuyeT pe3ynbTaToB U3MepeHus

Mpoueaypa pacyeta pe3ynbTaToB M3MEPEHUS A0/HKHA BKIHOYATb:

a) 06paboTKy NMepBUYHbIX AaHHbIX (CM. 4.12.3). BK/OYas KOPPEKLMIO MO X0/10CTbIM NpobaM, 3HavyeHus
NOBTOPHbIX U3MEPEHWUIA;

b) hopMMpoBaHUE N3MEPUTENLHOMN PYHKLUN.

MpumevyaHne — 3meputensHas PyHKLUA 06bIYHO 06paTHA NO OTHOLWEHMWIO K KANMGPOBOYHOW hYHKLUU.

C) PpOfA BeNYVHbI N € 4UHULY U3MEPEHUS, B KOTOPbIX AO/MKEH ObITh BbIPAXEH pe3ynbTaTt U3MepeHus;

d) mogenb cTaTucTMyeckoli 06paboTku 3HAUEHU N3MEPEHHOI BENUYUHBI:

€) MoJIHoe ypaBHeHve ANA pacyeTa pesysibTaTa U3MepeHns, UCNosb3yoLee TOIbKO CMBOJIbI BENINYNH,
mMaTeMaTuyeckme 3Haku 1 4ncna; CMMBOJIbI AO/MKHbI ObITb BHECEHbI B NepeyeHb N 06bACHEHbI, A0/MKHbI 6bITh
yCTaHOBEHbI eANHULbI U3MEPEHUS, B KOTOPLIX BbIpaXeHbl CUMBOJIbI, 3HAaYEHME N0ObIX YNCNIEHHbIX (DaKTOPOB
[O/MKHO 6bITb 06 BACHEHO;

0 onwucaHve N60ro NCNObL30BAHHOTO a/ITOPUTMA,;

) MUHMMasbHOEe YNCI0 TOYEK, Heo6xoanMoe 415 (DOPMUPOBAHUS U3MEPUTENbLHOW DYHKLNK;

h) uyncnosHayeHnit NOBTOPHLIX U3MEPEHUIT BEMTMUUHBI, HEOOXOANMBIX A1 pacyeTa pe3ynbTara nsmepe-
HUA. UX AOMYCTUMOE MakCuMasibHoe pas/inine 1 1Ncrnosib30BaHHoe /1A pacyeTa ypaBHeHue,;

i) uncno 3HakoB B 3HAYEHUUN pe3ynibTaTa U3MepeHusa 1 awbas npoueaypa okpyrineHus (cm. Takke Pyko-
BOACTBO [16]);

j) pacuet HeonpefesieHHOCTU U3MEePEHUS.

PekomeHAauMn MO XpaHeHWIo JaHHbIX, ecn 3TO0 Heo6XoAMMO, MOTYT ObiTb NpUBEAEHbI B OTAE/TbHOM
pasgene.

4.13.2 YpaBHeHUs nepesoja pe3ybTaToB U3MeEpPeHUA

JomxHbl 6bITb NMpUBEAEHbl ypaBHEHUS ANA NepeBofa pe3y/ibTaToB N3MEepPEeHUs, BblPaXeHHbIX B COOT-
BETCTBMM C pEKOMEHAALMAMU, B pe3ybTaThl, BbIpaXeHHbIe B APYrMX pogax BENNYNHbI U/vnv eguHuLax nsme-
peHus.

Mpumep — YpaBHeHuWe ANns nepeBoja KOHULEHT paunm konnyecTBa BewecTBaremorno6ura (Pe) B nnasme
KPpOBU B MaCCOBYH KOHUEHTpauunio.

4.13.3 CpaBHeHue pe3ynbTaTOB U3MepPEHUii C NPUMEHEHUEM AaHHO MEeTOAUNKKN C pe3ynbTaTamMmu
N3MEepPeHUd, NONTYYEHHbIMU C NOMOLWbLIO APYTUX METOAUK NU3MEPEHUSA

[N oueHKn cpaBHUMOCTU AO/IXKHBI 6bITb NPUBEAEHBI AaHHbIE OCPABHEHUMN pe3ybTaToB U3MepPeHUs pas-
NNYHBIX TUMOB NPO6, K KOTOPbIM 6blNa NpUMEHeHa NpefcTaB/ieHHas pepepeHTHas MeToAuKa BbINOTHEHUS
n3MepeHus, ¢ pesysibTatamu asibTEPHATUBHbBIX METOAMK BbINOSTHEHUA U3MEPEHUSA, OTIMYAIOLLNXCSA MO NPUHLA-
ny UsmepeHuns, Metoay N3mMepeHnsa uau getansam MeToAuKN BbIMONHEHUA N3MEPEHUS.
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4.14 AHanuTu4yeckas AOCTOBEPHOCTb

4.14.1 TIOHATUA, 3HAYEHUA N UX NPUMEHEHMNE

3HayeHnss 1 COOTBETCTBYOLWME UM HeonpeaeneHHOCTU U3MepeHns AOﬂmel6bﬂb yCTaHOB/1EHbI ANA
BCeXaHaﬂMTMHeCKMX(byHKqMOHaﬂbHHXCBOﬁCT&

MpumeyvyaHune — AHanuTnyeckass [OCTOBEPHOCTb METOAUKM BbIMOJSIHEHWA U3MEPEHUS MOXeT 6biTb OLEeHeHa
TO/IbKO C MOMOLLbI0 MHOTUX @HANUTUYECKNX (PYHKLMOHANbHbIX CBOCTB. DTO CYL,€CTBEHHO 419 OLLEHKN NPUTOAHOCTN MeTOo-
LAVKU BbIMOSIHEHUS! U3MEPEHNA A5 AAaHHOW uenu.

4.14.2 AHanuTnyeckas kannbpoBoyHas PQyHKLMA
[omkHa 6bITb 3agaHa aHanMTnyeckKas KambpoBoyHas PyHKLNS.

MpumeyaHune — ITa dyHAamMeHTanbHas QyHKLNA, KOTopas MoXeT ObiTb NpeAcTaB/ieHa kKak kannbpoBoyHas
KpuBaa (MMM aHanuTUueckas Kpusas), ABNAETCA nokasateneMm (MU CUTHANOM Ha BbIXOAE) W3MEPUTENbHON CUCTEMBI
(ocb Y) Ha cTUMYN (MM HA CUTHAN HA BXOAE) OT MaTepmnanoB CO 3HAYEHUAMU pedepPeHTHOW BennUYmnHbI (0cb X).

4.14.3 AHanuTuyeckas YHyBCTBUTE/IbHOCTb

LomkHa 6bITb 3aaHa aHaIMTUYeCcKas YyBCTBUTE/IbHOCTb.

3Ta BenuuuHa npeAcTaBfieHa YT/IOM Hak/oHa KannbpoBOYHON KPUBOM (MM aHANUTUYECKON KPUBOIA).
Ecnu kannbpoBoyHasa yHKLMSA He ABNSETCS HY IMHEWHO, HU TpaHCGOPMUpPYEMOii B IMHEHY0 B3anMo3aBu-
CUMOCTb, JO/DKHBI ObITb 3a4aHbl Yr/bl HAKMOHA NPY Pa3INYHbIX 3HAYEHNAX BENINUNHBI.

MpumevyaHune — TepMUH «aHanUTU4yeckas YyBCTBUTENbHOCTb» He SIBNAETCA CMHOHUMOM «npejena o6Hapy-
XeHusa» (cm. 4.14.15). xoTA ee 4acTo HasbiBaKT NpeAesioMm 06HapyXeHuUs.

4.14.4 AHanuTnyeckas nameputenbHas @yHKUMA

AHanuTuueckas nsmeputesibHas QPyHKLUSA f0MKHa 6bITb UCNONb30BaHa Npu NepeBoje nokasaHus B 3Ha-
YeHne M3MepeHHOW BenunuuHbl. [lo/mkeH ObiTb 3afaH MeToj pacuyeta W3MepUTesbHOW (yHKLUN 1 Mep ee
HeornpeaenieHHOCTN Ha Pas/INYHbIX YPOBHSX.

4.14.5 JIuHenHOCTb UK Apyrue popmMbl aHANUTUYECKOA N3MEpPUTEsIbHON KPUBO

JInHeliHaa YyacTb M3MepPUTEsIbHOW KPMBOI A0/HKHA OblTh YCTAHOB/IEHA KaK MHTepBas 3HavYeHuin Bennyu-
Hbl. B Apyrux cnyyasx MoxeT 6bITb 3afiaH UHTepBas, B Npejesiax KOTOPOro MOXeT ObITb NPpUMeHeHa Apyras
n3BecTHaa MmartemaTnyeckas yHKLUS.

4.14.6 AHanuTnyeckue BAnUsAKOLWMNE BESTUYNHDI

[omkHa 6bITb NpBeAeHa MHOPMALIUA OTHOCUTETBHO B/IMAHUA NMPOBEPEHHbIX aHaTUTUYECKNX BANSIO-
LLMX BENNYYH. [lo/KHBI ObITb YCTAHOB/IEHbI X OXMAAEMbIe BANAHUS B TEPMUHAX 3HAUYEHNSA BENNYMHBI Ha COOT-
BETCTBYHOLLMX YPOBHSAX BANAIOLMX BENIMYNH M COOTBETCTBYIOLLMX YPOBHAX M3MEPSAEMOI BE/TMYNHBI.

Mpumepsbl

1 MoBbIWEHNE UBMEPEHHON KOHUEHT pauun 6unupybmnHa B CbIBOPOT Ke KPOBU YenoBeKA Kak CNeAcTBUeE
npuMecu remorno6uHa ABNAeTCA NPUMEPOM BANSAO LW €A BENNYNHBI.

2 ®octhaT MOXeT MHTepdepnpoBaThbCCUTHANOM OT KanbLUns NPpM aTOMHON a6COP6LNOHHON CNEeKT po-
MeTpuu.

4.14.7 V3mepeHVe X010CTON Npo6bl

LomkHa 6bITb yka3aHa afekBaTHOCTb U3MepPEeHUsi XO/1I0CTON Npobbl (cM. 4.12.2) Ana KOPPEKTUPOBKU
OCHOBHbIX 3(hheKToB.

4.14.8 V3mepeHue OTKPbITUA

B cnyyae ecnu 3TO CywWeCTBEHHO, [O/IXHO 6bITb NPOBEAEHO U3MEepeHWe OTKPbITUA (fo6aBieHHoro
o6pasLia cpaBHEHWSA) 1 ero pe3ynbTaTbl AO/MKHbI ObITb yCTAHOBEHbI.

4.14.9 HeonpepeneHHoOCTb NU3MepeHus

OueHKa Kaxoro cuctematmyeckoro adpdhexta N3BeCTHOWM NPUUNHBI [O/KHA ObITb MCNOb30BaHa C NPo-
TUBOMOJIOXKHBIM 3HAKOM Kak Ao6aB/fieHHas KOppekuus Wan BblpaXeHa Kak KOppekTupyoLwnii hakTop uan kak
6onee cnoxHaa (yHkUus. BospacTawolwas HeonpeneneHHoCTb U3MEepPeHuss B pesysibTaTe HeycTpaHWMbIX
HecoBepLUEHHbIX KOPpPeKuuii cnctematnueckmx adpekToB fo/mKHa ObiTb BKIOUeHa B GlofkeT Heonpege-
neHHocTtu (cMm. Takke PykoBoactBo MCO/M3K 98-3). lomkHa 6bITb cobnogeHa 06BbEKTUBHOCTL Npu paspa-
60TKe pediepeHTHON MeTOAMKN BbINOSHEHUA W3MEPEeHWs, YTOObl UCKIIOUUTb BCE W3BECTHblE NPUYUHBI
cucTemartumyeckoro appekra.

Pap 3HaueHuii nsmepsieMoli BennMUMHbl GyAeT ykasbiBaTb Ha AMCNEPCUIO, BbI3BAHHYIO ClyYalHbIMU
apdhekTamu, M HeonpeaeneHHOCTb U3MEPEHNS A0/KHA ObITb OXapakTepnsosaHa CTaTUCTUYECKN C YKa3aHHbI-
My npegenamu (cm. Takke 4.12.12 n4.12.13). OueHka HeonpeaesIeHHOCTY M3MepPeHNS A0/MKHA ObITb CBSI3aHa C
onpegeneHHbIMN YyCNOBUAMU NPELM3NOHHOCTH.

10)
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HeonpefeneHHOCTb N3MepeHUs npucylla MeToauke U3MepeHusa 1 ee criegyeT OT/iyaTb OT BAUSAHWIA
OLLUNOKN.

4.14.10 TOYHOCTb N3MepeHus

TOYHOCTb U3MEpPEHNA SABNSETCA «KayeCTBEHHbIM» NMOHATUEM; 3HaUYeHne hopMbl NPOAYKTa B YNC/TEHHOM
BUAE N enHMLA U3MEPEHNSA HE MOTYT ObITb NPUMNMCaHbI: AO/HKHA OblTb NCNO/Ib30BaHAa TOJ/ILKO Cy6BbEKTUBHASA
LUKa1a 3HauYeHN, Taknx Kak «naoxo» Uam «XopoLuo».

MoaToMy TOYHOCTb M3MEepeHUs, BKIoYawWwas B ceba nNpaBuIbHOCTb U3MEPEHUSA U NPELU3NOHHOCTb
n3MepeHus, Jo/KHA ObiTb BbIpaXeHa B TepMuUHax 0fHOl nnu obenx cnegyrowmnx opm HeonpeaeeHHOCTH
M3MepPEHNs B paLMoHasbHOM LWKase:

a) KOMOGUHMpOBaHHAA HeonpeaeneHHOCTb U3MepPeHNsa uUC, NoslydyaemMas kak uTor 6rogxeTa Heonpege-
JIEHHOCTH;

b) paclwmpeHHaa HeonpefeneHHOCTb uamepeHns U ¢ hakTopoM MOKpbITUS K, cneunduuuposaHHas
cnepgyrowmm obpasom: U = kuc.

4.14.11 Tpeuyn3noHHOCTb U3MepeHUs

Mepamy pauvoHanbHOW LWKanbl NPELU3NOHHOCTU M3MEpPEeHUs ABNAKTCA CTaHAapTHOe OTK/IOHeHue,
BapuaHca v KoadurumneHT nameperuna. Kaxaaa ns atux mep fosmkHa 6biTb cneunduumposaHa cneyowmm
obpasom:

a) yc/i0BMSA MOBTOPSAEMOCTU, TO eCTb CUTyaL M BHYTpu cepun (cm.4.14.12);

b) yC/n0BUS NPOMEXYTOUHOI NPELM3NOHHOCTH, TO eCTb ONpeAe/ieHHas MexXcepuintHas cutyaums B AaH-
Ho nabopaTopwuu;

C) YC/0BMS BOCNPOM3BOANMOCTY NpW yyacTum MHOrmx nabopatopuii (cm. 4.14.14).

MpeLn3noHHOCTb M3MEPEHUS IBNAETCA «KaYECTBEHHbIM» NOHATUEM, 3HAYEHNE N3MEPEHHON BEIMUNHBI
B (DOPME YMCNEHHOr0 3HAYeHUs NPoAyKTa U eAnHULbI U3MEePeHNs He MOryT 6biTb NPUNVCaHbl; MOTYT ObiTb
MCNOb30BaHbl TO/IbKO CYyObEKTUBHbIE 3HAYEHWNS MOPSAAKOBO LUKA/IbI «M10X0» UIN «XOPOLLO».

4.14.12 CpepHekBagpaTnyeckoe OTK/IOHEHUE NOBTOPAEMOCTU S,

CpepHekBagpaTnyeckoe OTK/IOHEHME NMOBTOPAEMOCTU S, MOXeT 6biTb YCTaHOBNEHO (CM. cTaHaapT [5]
1n4.14.11), npeAnoyYTUTENBHO C HEONPEeAENEHHOCTbIO M3MepeHns. Ecnv ero sHaueHne Bapbu pyeT co 3Ha4YeHu-
AMU BENNYVHBI, MOXET 6bITb NpuBegeHa Tabnmua unm QyHKLms.

MpumeuaHuns
1 CuHOHMMaMn ABNAKTCA BHyTpuUcepuilHoe cpejHBKBajpaTuyeckoe OTKNOHEHUE U cpejHekBajpaTnyeckoe

OTK/IOHEHMWE B Npejenax cepuu.
2 CraTucTuKa NOBTOPSIEMOCTM NpuBegeHa B cTaHgapte (1].

4.14.13 CpepgHekBaapaTuyeckoe OTK/IOHEHUE NPOMEXYTOUYHOW NPeLn3MoHHOCTH

J,0/KHO 6bITb YCTAHOBNEHO 3HAYEHNe CpeHeKBaAPaTUYECKOro OTK/IOHEHNSA NPOMEXYTOYHOW Npeunsn-
OHHOCTYM [cM. cTaHZapT [6] n4.14.11, nepeuncneHune b)]. npy BO3MOXHOCTH, C EF0 HEONPEAETEHHOCTbI0 U3Me-
peHus. B cnyyae ecnu 3To 3HaYeHre BapbUpyeT CO 3HAYEHNEM Be/IMYMHbI, MOXET 6bITb NpuBegeHa Tabnvua
NN PYHKUNS.

[Janee foxHbl 6bITb NPUBEAEHLI NOSCHEHUS O TOM. Kakue yCI0BUSA NPELn3NOHHOCTY YYacTBYIOT B U3Me-
HEHUWAX 1 BK/TIOYEHA NN UK CTNaXeHa Bapuaumsa nostopseMocTu (4.14.12).

4.14.14 CpepgHekBaapaTnyeckoe OoTK/IOHEHWe BOCnpoun3BogumocTum SR

3HaveHne cpefHeKkBaapaTUYecKkoro OTKIOHEHUS BOCMPOU3BOANMOCTY SR AO/MKHO 6bITb YyCTAaHOBEHO
[cm. cTtangapT [5] 1 4.14.11, nepeuncneHue c)], NPy BO3MOXHOCTW, C €r0 HeonpeaesIeHHOCTbI0 N3MEPEHUS.
Ecnu aTo 3HauyeHne BapbupyeT Co 3HAYEHNEM BENMUMHDI, A0/KHA 6bITb NpYBeAeHa Tabnuua nnv yHKLUS.

[Janee fomkHbl 6bITb NPUBEAEHBI MOSICHEHWUS O TOM, KakKue YC/I0BUS MPeLn3voHHOCTM y4yacTBYOT B U3Me-
HEHMAX 1 BKMNIOYEHbI /N UAW CrNaXeHbl BapuaLuus NoBTopsaemMocTu (4.14.12) n Baprauymsa NpoMexyToUYHO npe-
LM3noHHocTH (4.14.13).

MpunmeuyaHune — CTaTucTuka NOBTOPAEMOCTU NpuBeaeHa B cTaHgapTax (1). (21) n (23).

4.14.15 Tlpepen ob6HapyxeHuUs

[omxeH 6bITb yCTAaHOB/MEH Npefen 06HapYXeHUs.

NMpumeyaHne — Ha 3HayeHne npegena o6HapyXeHUA BAUAIOT aHanUTMyYeckas 4YyBCTBUTENbHOCTbL (4.14.3),
TOYHOCTb W3MepeHus (4.14.10). npeyusMoHHOCTb u3MepeHus (4.14.11) un pacnpefeneHne 3Ha4YeHWUk XONOCTOWA
npo6bl (4.14.7), OHO AO/KHO BbITb PACCUYNTAHO NO OTHOLWEHUIO K yCTAHOB/IEHHbIM BEPOATHOCTAM aHaIMTUYECKM NOXHOMNO-
NIOXUTENbHBIX U I0XKHOOTPULATE NbHbIX pe3yNbTaToB u3mepeHuii. Cm. ctangapTsl (7) u (23).

4.14.16 HwXHWIA 1 BEPXHUIA Npeaenbl N3MepeHns
LO/MKHbI 6bITb YCTAHOB/EHbI HUXHWIA N BEPXHWI Npeaenbl N3MepeHust.
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MpumevyaHuns

1 3HayYeHMA HUXHEro N BEPXHEro npefenoB M3MepeHnsa cBA3aHbl C aHANIMTUYECKOW YYBCTBUTENbHOCTbIO {4.14.3).
NUHERHOCTBIO AN APYTUMU PYyHKUMAMYN <4 14.5). namepeHnem xonocToii npo6bl (4.14.7). oTkpbITUEM (4.14.8). TOYHOCTbIO
nsmepeHus (4.14.10). npeLM3NOHHOCTbIO n3MepeHus (4.14.11) n npegenom o6HapyxeHus (4.14.15).

2 TlpuouyeHKe N0NEe3HOCTU NPUMEHEHNS peepeHTHON MeTOANKN BbINMOMIHEHNS U3MEPEHNA AN AaHHO Lenu noco-
6eHHO B TeX cnyyasx, korga npegen o6HapyxeHus (4.14.15) n HUXKHWIA U BEPXHWUI npeaenbl U3MepeHnsa agekBaTHbl, peko-
MeHAyeTCA yka3aTb HWXHWIA W BEPXHUIA U3MepeHHble pe3ynbTaTbl, 3aperncTpupoBaHHble WM NpaKTU4yeckn
o6HapyXeHHble YUl Cy4eTOM Takux hakTopoB, Kak N0N. BO3pacT, penpoAyKTUBHbIV cTaTyCc n cooTBeTCTBYlOUlee (guar-
HOCTWYECKO! 3ajaue) cocToAHne 60ne3Hu.

3 CUHOHMMOM «HWXHEro npegena naMepeHus» SBNAeTCA npefen kKonuyecTtseHHoro onpegeneHua («limit of
quantitation». «limit of determination», «limit of quantification»).

4.15 Ocobble cnyyau

OTOT 3/IEMEHT JO/KEH COAEpXaTb ONMcaHus No6biX YCTAHOBIEHHbLIX OTK/IOHEHWUIA B OCHOBHOI pedhe-
PEHTHOV MeToAuKe BbIMOSIHEHWSA N3MEPEHUS, KOTOPble HEOOXOAMMbI ANA TOro, YTO6bI UCKAYNUTL BAUSHME
HEeob6bIYHOrO NPUCYTCTBUA WAW OTCYTCTBUA cneundnyecknx KOMMOHEHTOB WAWN CBOWCTB aHa/M3npyemoro
martepuana. Takve OTK/TOHEHWS [AO0/KHbI ObITb OTMEYEHbI B pasgene «O6nacTb NpUMeHeHus» (cM. 4.4).

Kaxablil 0cobblii cnyyaii 4o/mkeH 6biTb PACCMOTPEH B faHHOM pasgesie ¢ ykazaHueMm:

a) NpuHUMNa N3MeHeHus:

b) nM60ro N3MeHeHUs cnocoba B3ATUS NPO6ObI;

C) U3MEHEHHbIX CTafunin METOANKMY;

d) pacueTa n/mnm cnocoba BbipaXXeHNA pe3ynbTaToB U3MEPEHUS;

e) cTaTtucTu4eckoro MeTofa, ycTaHoBNEeHHoro B4 14.

4.16 Banupauma pechepeHTHOW MeTOANKN BbINOTHEHNS N3MEPEHNS

PecbepeHTHas meToAvKa BbINOTHEHNS U3MEPEHNA A0/KHA 6bITb BaNuanpoBaHa. 4Tobbl NO4TBEPANTD €e
NPUrogHOCTb AN NpefHasHayeHHOro nNpumeHeHus. Banupgaumsa fonxHa ObiTb HACTONBLKO 3KCTEHCUBHOM,
HaCKo/IbKO 3TO He06Xx0AMMO, YTOObI OHA COOTBETCTBOBAIA NOTPEBHOCTAM aHHOTO NPUMEHEHMUS NN 061acTu
npuMeHeHuns. MeToavka BbINOHEHNA N3MEPEHNS A0/MKHA CCblaTbCA HA MPOTOKO/T M OTYET 0 BaiMauuu.

TexHonorus, ucnonb3dyemas Ans sanufauun, 4o/KHa BKAOYaTb cnefytolee, He orpaHninBasch 3TUM:

- CpaBHEeHVe AOCTUTHYTbIX Pe3y/1bTaToB U3MepPeHus € APYrvMnU MeTOAMKaMU BbINO/THEHUS N3MEPEHUS;

- mexnabopaTtopHble cnuyeHns (4.18);

- BaNMAaumio BbINOTHEHNA U3MEPEHNS C NPYMEHEHNeM pedepeHTHbIX MaTepnasios;

- cucTemMaTUyecKyo OLEeHKy hakTopoB, BNUSAIOLWMX Ha pe3yibTaTbl;

- OLeHKy HeomnpeaeneHHOCTN U3MepPeHUs pe3yibTaToB, OCHOBaHHYI0 Ha Hay4YHOM NOHMMaHuW TeopeTu-
YeCcKnx NPUHLMNOB MeTofa v NPakTUYeckoMm onbiTe.

4.17 OT4yeTO pesynbTartax

LomkHbl 6bITb NepeyncneHbl HE06X0ANMbIE MYHKTbI 0TYETA, BK/IIOYAs Takylo aHaIMTM4eckyto nHgopma-
LMII0. Kak:

a) uaeHTuduKauus u Tun npooésl;

b) faTa B3ATUS NPO6LI M BO3MOXHAA faTa UsMepeHus;

C) CcCblsiKa Ha MeToZ, U3MepPEHUs U /MM NCNOIb30BaHHYI METOAMKY BbIMOSIHEHUS N3MEPEHWS;

d) pesynbTaThl C ykazaHWem HauMeHOBaHNA U3MEePEHHOW BEMNYNHBI, YUCTIEHHOTO 3HAYEHNSA N eANHULbI
N3MepeHus:

e) 3asBJ/IeHne 0 HeonpeeeHHOCTN N3MEPEHNS;

f) HabnoaeHns o HeObbIYHbIX CBOMCTBAxX NPO6bI;

) HabNAeHVs B OTHOLLEHNY HEOObIYHbIX NPOSBEHUA peddepeHTHON MEeTOAMKM BbINMO/THEHNS N3Mepe-
HUS U UCNONb30BaHUS MOAMUKaLWiA;

h) ymecTHas dmsnonormyeckas v knvHuyeckas nHopmaums.

4.18 ObecnevyeHne kayecTBa

B cnydyae ecnv BKIOYEH pasgen ob6ecrneyeHuns KauecTBa, B HEM O/MKHbI COAEPXaTbCS BCE 3Tanbl, 0THO-
CALLMECA K YCTAHOB/IEHHOW MeTofuKe, A8 MOHUTOPWHIA UM OLleHKM KayecTBa pe3y/ibTaToB, NOMyYeHHbIX
METOAMKOIA:

a) BHYTpPU/1aGopaTOpPHbIi KOHTPO/Ib KAYeCTBa;

b) pabounii xypHan (KypHasbl);

c) mexnabopaTopHble CnYeHus (BHELLHAS OLeHKa KayecTBa).

12
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4.19 bubnuorpadgus

[ OKyMEHTbI, KOTOPbIE coAepXaTt AONO/THUTETbHYIO Mchopmaumo, HO KOTOpbIE HE HeO6X0,CI,VIMbI ANATOro,
4TO6bI BbINOMHUTL pecpepeHTHylo MEeTOANKY BbINO/IHEHNA U3MEPEeHNA, UK ANAa pacveTa COOTBETCTBYHOLNX
pe3ynbTtaTtoB, U CTaTUCTUYECKNE MEeToAbl MOTYT 6bITb nepeyncneHol B 6I/I6IWIOFpa(*)I/IVI.

MpumeuaHunsn

1 Bubnuorpaduna moxet 6bITb NpeacTaBneHa B hopme NpUNoXeHns.

2 Ona pedepeHTHO MEeTOAMKM BbIMOSIHEHUS U3MEPEHUS, NpeAHa3HaYeHHOol cTaTb cTaHfapTom, 6ubnuorpadus
MOXeT BK/t0YaTh CCbINIOYHbIE JOKYMEHTbI, KOTOPbIE TO/IbKO LUTUPOBaHblI B MHDOPMALMOHHbIX LLeNaX, HO MOTYT CAYyXUTb
OCHOBHbIM MaTepuanom uA0CTyNHbI No 3anpocy. CMm. Takxe JupekTussl [19).

3 Tunamu ny6aukaymit MoryT 6biTb, HANPUMEp, 3aKOHOAaTEebHbIE PEryNpyoLLMe akTbl, HalMoHa bHble cTaHjap-
Thbl. pEKOMEHAALNN HayYHbIX OPraHn3aLunii, cTaTbi B HayUHbIX XypHanax, y4ue6GHUKM 1 0TYEeTbl 0 Mex1abopaTopHbIX cAnye-
HUAX pe3ynbTaToB, a Takke NHopMaLna N3roToBuTeNei.

4.20 [laHHble 06 yTBEPXAEHUN N NepecMoTpe

LomKHbI 6bITb NPUBEAEHbI CBEAEHUS O AaHHOW Ny6ankauum 1 o NiobomM nNpealecTByoWLeM ee n3gaHum
(n3paHunax).

Tpeb6oBaHUs MO NEPMOANYECKOMY NMEePecMOTPY 1 BO3MOXHOW PEBU3UN [OMKHbI ObITb Yka3aHbl B pyKo-
BOACTBE N0 kayecTBy nabopaTopuu.

13
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MpunoxeHune A
(cnpaBouHOE)

PedepeHTHble MeTOAUKN ANS CBONCTB, OTAMYalLWmUXcs oT gudpdepeHymnanbHbiX
N paumoHanbHbIX BENUYNH

A.1 O6wmre nonoxeHns

A.1.1 HacToAwwuii cTaHAapT ycTaHaBnmBaeT Tpe6oBaHUsA K cofepxaHuio pedepeHTHbIX METOAUK BbINOSHEHUS
N3MEpPEeHNs, fak WX pe3ynbTaTbl U3MepeHns 3 guddepeHumanbHoli WkKane WU paumoHanbHON wkane, rae sHavyeHue
KaX A0/ BENNUYUHbI ABNAETCA YNCEHHbIM 3HAYEHUEM, YMHOXEHHbIM Ha eANHULY BENNYUHbI.

A.1.2 [lns paunmoHanbHON WKanbl C HATypaibHbIM HY/IEM OTHOLWEHUSA U Pa3HULbl MeXAY 3HAYEHUSIMN BENTNYNH Ha
WwKane cOOTBETCTBYIOT OTHOLWEHUAM W pasHuLLamM MeXJy COOTBETCTBYIOWMMU pasmepaMy BeNUYMH. Ans psga sHaveHui
MOTyT 6bITb paccunTaHbl 06blYHbIE CTATUCTUYECKNE NapamMeTpbl, Takne Kak cpefHee, cpefHeKBajpaTUYHOE OTK/IOHEHME,
reomeTpuyeckoe cpeaHee N ko3 nLUNeHT Bapuaunm.

A.1.3 [nsanddepeHynanbHONR WKanbl C NTPOM3BOIbHBIM Hy/1IeM B psfie OTpULaTeIbHbIX N NOJTOXUTENbHbIX 3HaYe-
HUA pasHWLbl MEXAY 3HAYeHUAMMN Ha WKane (HO He OTHOLWEHMWSA) COOTBETCTBYIOT pasHuULaM Mex/Ay COOTBETCTBYOLWMUMN
pasMepamMmu BeNYUH. [N psaa 3HauYeHWi MoryT 6bITb paccyuTaHbl cpefjHee 3Ha4YeHue n cpegHekBagpaTuyHoe OTKIOHe-
HMe (HO He reoMeTpuyeckas cpegHsas U KO3 ULMEeHT BapuaLumum).

A.2 NMopsaaKkoBble BENNYUHBI M HOMUHANbHBIE (KAYECTBEHHbIE) CBOICTBA

A.2.1 [lns nopAAKOBOI BeNNYMHbLI 3HAYEHNS BEZIMUYUHBI MOTYT GbITb NPeAcCTaBAeHbl hpasamu UM Yucnamm, Bbipa-
Xawwnmmn pasMmepbl COOTBETCTBYOWMUX BEIMYNH. 3HAYEHNA MOTYT 6bITb UCNONb30BaHbI 418 PAHXUPOBAHUSA, HO Pa3HUL bl
WOTHOLWEHNS Ha LWKa/le He UMeT CPaBHUTEIbHOTO 3HAYeHUsA, HanpuMmepnsaTu3HayHas wkana (0.1,2.3.4) npu uccnegosa-
HUWN KOHLeHTpauuu anbbymMnHa B Moye C NOMOLLbIO NOrpyxXxaemoi B Npoby ANarHOCTUYECKOW NONOCKK, FAe 3HaYEeHNA MOTyT
6bITb NepeBeAeHbl B c/oBa (He NOBbIWEHHAs, COMHUTE/IbHO MOBbIWEHHAA, C/erka NoBblWeHHas, NOBbIWeEeHHAasA, CUTbHO
nosblWeHHan). Ana paga 3HavyeHuin MoryT 6bITb paccunTaHbl pakTUnu (BkAYas MefnaHy) n NpUMeHeHbl HeKoTopble
HenapameTpuyeckne cTaTUCTMYECKNE TecThl, Takme kak TecT Konmoropoesa-CmMupHoBa, TeCT BUNKokcoHa 1 TECT 3HAKOB.

A.2.2 lna HOMWHaNbLHOrO (KA4eCTBEHHOrO) CBONCTBA 3HAYeHWUsA CBOMCTBA MOTYT 6bITb NpefcTaBneHbl hpasamu
UNY TepMUHaMu (HaMMEHOBaHUAMM), HE MMEI LW MMM OTHOLLEHNS KNIOGOMY pa3Mepy COOTBETCTBYHOLLEro CBOCTBA, HANpu-
Mep psf HauMeHOBaHWU TUNOB NenKoLUTOB, 06HaPYXEHHbIX B KPOBW Yenoseka. [ina paga 3HayeHuii MoryT 6bITb paccunTa-
Hbl YNC/I0 3/TEMEHTOB M MOAa (HO He cpefiHee) MNMPUMEHEHbI HeENapaMmeTpuyeckne TeCThl, Takme kak X2u TecT duwepa.

A.2.3 Onucaxune pedepeHTHOV METOAUKN NccnefoBaHnsa NS NOPALKOBbLIX BEIMYNH U HOMUHAbHBIX (KAYEeCTBEH-
HbIX) CBOWCTB [O/XHO, HACKO/IbKO 3TO BO3MOXHO, BbINO/IHATL TPE60BAaHNSA KCOAepXaHU peepeHTHO MeToOANKN BbINO /-
HEHNA N3MepeHunsa, NpuBeAeHHble B HACTOAWEM cTaHgapTe. VICKNI0YeHUA cocTaBnsanT:

a) U3MEeHEeHUs TEPMUHONOTNN.

1) «BeNMWYMHa» f0MKHA OblTb 3aMEHEHA Ha «CBOWCTBO» A1 HOMUHA/IbHbIX (KAYECTBEHHbLIX)CBOMWCTB, a Takxe B
KOMMNEKCHbIX TEPMUHAX, TaKNX Kak «poj cBOWCTBa»;

2) «n3mepeHue» cneayeT 3aMeHUTb Ha «MCCef0BaHNE» AN HOMUHAbHbLIX (KAYECTBEHHbIX)CBOWCTB, a Takke
B KOMMJ/IEKCHbIX TEPMUHAX, TAKNX KaK «MeToAuKa nccnefoBaHnsa»;

O) TexHuyeckme M3MeHeHna

1) ucnonb3oBaHWe 3HAYEHUI, TakUX Kak onncaHHble B A.1.1 unn A.2.2;

2) Hanuune HeonpefeneHHOCTU UCCNEef0BaHNA, BbIPAXEHHOW B Yncne HenpaBu/bHO KNaccuuLMpOBaHHbIX
hpakywnii:

3) HEBO3MOXHOCTb KanMbpoBaTb HOMUHANbHYI (KAYECTBEHHYIO) LWKany.
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Mpunoxexune A
(cnpaBouHoe)

CBefieHNsA 0 COOTBETCTBUWN CCbINTOYHbIX MEeXAYHapPOAHbIX CTaHAapTOB
HaunoHanbHbIM cTaHgapTam Poccuiickoii depepauun
(v felicTByOW MM B 3TOM KauyeCTBO MeXToCy4apCTBEHHbIM CTaHAapTam)

Ta6nuuya [JA1

O603Ha4YeHne CCbISIOYHOro

CreneHb O603HaveHne 1 HaMMeHoBaHe COOTBETCTBYHIOLLETNO HAaLMOHAIbHOTO
MeXAyHapo/fHOro cTaHgapTa
COOTBETCTBUS cTaHgapTa
WM [OKyMeHTa
NCO 15194:2009 Hor FOCT P NCO 15194—2013 «WN3penua meguuuHckune Ana guar-

HOCTUKM 10 Vitro. i3mepeHune BenuunH B npo6ax 6Guonornyeckoro
npoucxoxgeHnsa. Tpe60oBaHNa K aTTeCTOBAHHbIM CTaH4APTHbLIM 06-
pasuam 1 cofiepXaHuto ConpoBOAUTENbHONR AOKYMeHTaLun»

NCO."’M3K Guide 98-3:2008 Hor FOCT P 54S00.3—2011/PykoBogcTBo NCO/M3K 98-3:2008 «He-

onpeAeneHHOCTb n3MepeHusi. YacTb 3. PyKOBOACTBO NO Bbipaxe-
HUI0 Heonpe/eneHHOCTN U3MepeHnsa»

NCO/M3K Guide 99:2007 — .

* COOTBETCTBYIOLW NI HALMOHASbHBINA CTaHAAPT OTCYTCTBYeT. [0 ero yTBepXAeHUss pekoMeHyeTcs MCNosb30BaTh
nepeBOj Ha PYCCKMi S3bIK AAHHOTO MEX/AYHapo4HOro cTaHjapTa. MepeBoj AaHHOTO MEXAYHAPOAHOro cTaHjapTa Ha-
xoauTcsi B ®efiepanbHOM UHDOPMALMOHHOM (POHAE TEXHUYECKUX pPEernamMeHTOB M CTAHAAPTOB.

NMpumeuaHune — B HacTodAweh Tabauye Ncnoab3oBaHO cejylollee yC0BHOe 0603HaYeHne cTeneHn cooT-
BETCTBUA CTaHQapTOB:
IOT — npgeHTn4YHbIe cTaHaapThl.
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Bubnunorpadus

ISO 78-2. Chemistry — Layouts for standards — Part 2: Methods of chemical analysis

ISO 3696, Water for analytical laboratory use — Specification and test methods

ISO 4791-1. Laboratory apparatus — Vocabulary relating to apparatus made essentially from glass, porcelain or
vitreous silica — Part 1: Names for Iltems of apparatus

ISO 5725-1. Accuracy (trueness and precision) of measurement methods and results — Part 1: General
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