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Mpegucnosue

Llenn, ocHOBHbIe NpUHUUNBI 1 06LLMe NpaBuia NpoBeaeHns pabdoT NO MeXrocyapCTBEHHOM cTaHAap-
Tusaummn yctaHoBsieHbl TOCT 1.0 «MexrocygapctBeHHasa cuctema craHgaptusaunn. OCHOBHbIE MOJIOXKEHUSA»
n rOCT 1.2 «MexrocygapcTBeHHasd cuctema crtaHgaptusaumn. CtaHgapTbl MeXrocyaapcTBeHHble, npasuia
M pekoMeHAauMn No MeXrocyfapcTBeHHOV cTaHgapTusaumn. MpaBwunia pa3paboTku, NPUHATUS, OOHOBMEHUSA
1 OTMEHbI»

CBefileHVs 0 cTaHAapTe

1 NOAIrOTOBJIEH Pecny6/MKaHCKMM YHUTapHbIM npeanpuatnem «benopyccknini rocyaapCTBeHHbI
LeHTp akkpeguTauum» (FocypgapcTBeHHoe npeanpusatne «blLA») Ha OcHOBe CO6GCTBEHHOro nepeBoga Ha
PYCCKWUIA A3bIK aHII0A3bIYHOW BEPCUM CTaHAapTa, YKazaHHOro B NyHKTe 4

2 BHECEH NocygapcTBeHHbIM KOMUTETOM MO CTaHAgapTu3auun Pecnybnvkn Benapycb

3 MNPUVHAT MexrocysapCTBeHHbIM COBETOM MO CTaHAapTu3auuu, MeTposiorum wn ceptTudukaumm
(npoTtokon oT 28 ntoHA 2019 r. Ne 55)

3a NpuHATUE NPOrosI0CoBasIun:

KpaTko* HaMmeHoBaHMe CTpaHbl Kop cTpaHbl no CokpauleHHoe HaMeHOBaHNe HauMOoHasIbHOTrO
no MK (MCO 316B) 004-97 MK(MCO 3166) 004-97 opraHa no ctaHgapTusauumn

ApmeHusa AM MuH3akoHoMUkn Pecny6nukun ApmeHuns

Benapycb BY FocctaHaapT Pecny6nuvku Benapycb

KasaxcTaH Kz FocctaHaapTt Pecny6nivkn KasaxctaH

Knprunsma KG KblpreisctaHgapt

Poccusa RU PoccraHpapTt

TamkukncTaH TJ TamKnkcTaHgapT

Y36ekucTaH uz YacTtaHgapTt

4 Tlpukazom defepasibHOro areHTCTBa Mo TEXHUYECKOMY PerysimpoBaHuio U metposiormm oT 15 uons
2019 r. Ne 385-cT mMexrocygapcTBeHHbI cTtaHgapT FTOCT ISO/IEC 17025—2019 BBeAeH B geiicTBMe B Kade-
CTBe HauuoHanbHOro ctaHgapta Poccuiickoin depepaunm c 1 ceHTsabps 2019 r.

5 HacToawwin cTtaHAapT MAEHTUYEeH MexayHapogHomy cTaHgapTy ISO/IEC 17025:2017 «O6wwne Tpe-
60BaHNA K KOMMETEHTHOCTU UCMbITaTe/IbHbIX U KaIMbpoBOYHbIX nabopatopuii («General requirements for the
competence of testing and calibration laboratories», IDT).

B HacTosLem cTaHfapTe C/I0BO customer nepeBefleHO Kak «3aKka3yuuk» N NPUMEHSAETCSA B Ka4ecTBe O4HO-
ro M3 3HayeHWi TepMuHa «notpedbutenb» (cm. TOCT P MCO 9000—2015. nyHkT 3.2.4; CTB ISO 9000—2015.
NyHKT 3.2.4), NOCKO/IbKY, KaK npaswu/io, n1abopaTtopun B3aVIMOLENCTBYIOT HENOCPEACTBEHHO C 3aKa34MKOM YcC-
NyT MO NCMNbITAHUAM N KasIMbPOBKe, a He C KOHEeYHbIM nosib3oBartesiem. Kpome TOro, B NpakTuke OcyllecTB/le-
HUMA abopaTopHOIi AeATeNIbHOCTM 06LeynoTpebuTenbHbIM ABSETCS C/I0BO «3aKa3uunK».

MexayHapoaHbli cTaHAapT paspaboTtaH KomuteTom no oueHke cooTtBeTcTBusi (CASCO) MexayHapoa-
HOW opraHmsaymn no ctaHgaptTusauum (1ISO).

Mpn NpYMeHeHUM HacToALWEro crtaHgapTa PeKOMeHAYETCA MCMNO/b30BaTb BMECTO CCbUIOYHbIX MeXAy-
HapoAHbIX CTaHOAPTOB COOTBETCTBYHOLME UM MEXIoCyAapCTBEHHbIE CTaHOAapTbl, CBEAEHUS O KOTOPbIX Mpu-
BeeHbl B AONOJIHUTEeIbHOM npunioxeHun JA

6 B3AMEH FOCT MCO/M3K 17025—2009
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WHcpbopmaumsi 0 BBeAeHUM B geiicTBue (MpekpalleHun AeiicTBUsA) HacTosero cTaHjapTa v usme-
HEHUIi K HEMY Ha TeppuTOpWUM YKa3aHHbIX Bbille FOCYAapCTB Ny6AMKYeTCs B yKa3aTesNsxX HalWMoHasIbHbIX
CTaHaapToB, U3faBaeMbiX B 3TUX rOCYAapCcTBax, a Takke B CeTU VIHTepHeT Ha cailTax cooTBeTCTBY-
IOLLIMX HALMOHA/IbHBIX OPraHoB Mo CTaHAapTu3auum.

B cnyyae nepecmMoTpa, W3MEHEHUS UM OTMEHbl HACTOSALWEr0 cTaHgapTa COOTBETCTBYHOLWASA WH-
hopmaumsi 6yaeT onybsnkoBaHa Ha oULMANIbHOM MHTepHeT-caliTe MexXrocyfapCTBEHHOro coBeTa Mo
cTaHgapTu3auum, MeTposIorMn n cepTudmKaumm B KaTanore «MexrocyfapcTBeHHble CTaHaap Thi»

€>1S0. 2017 — Bce npaBa coxpaHsaTCs
© CraHgapTuHdOpM. odhopmsieHme. 2019

B Poccuiickoii ®egepauun HacTosIWMiA CTaHAAPT HE MOXET 6bITb MO/IHOCTLIO
WM Y4acTUYHO BOCMPOM3BELEH, TUPKMPOBAH M PacnpoCTpaHeH B KayecTBe odu-
UMasibHOTO M3faHus 6e3 paspelleHnss defepasibHOTO0 areHTCTBa MO TEXHUYECKOMY
peryniMpoBaHuio 1 MeTposiornum
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BBegeHune

Hactoswwnii ctaHgapT paspabotaH C Lenbl YKpenseHusa [OBepus K AeATeNbHOCTU nabopaTopuid.
B HacTosilwem cTaHgapTe cogepxaTca TpeboBaHMA K f1abopartopusiM, BbINOSIHEHWE KOTOPbLIX MO3BOMIUT UM
NPOAEMOHCTPMPOBaTb KOMMNETEHTHOCTb U CMOCOBHOCTL NOJlyYaTb AOCTOBEPHble pe3ynbTatbl. Jlabopatopun,
KOTOpble COOTBETCTBYIOT TpebOBaHUAM HACTOSLEro craHgapta, Takke O6yayT B LenoM (PYyHKUMOHMPOBATb
a cooTBeTCTBUU C npuHumnamm ISO 9001.

CornacHo TpeboBaHUAM HaCTOALWEro craHgaprta fabopartopus AO0J/HKHA MAaHupoBaTb W OCYLLECTBAATb
LEeNCTBMA MO yNpaBfieHN0 PUCKaMW N BO3MOXHOCTSAMW. YNpaB/ieHWe puckamu U BO3MOXHOCTAMM cO34aeT
OCHOBY [A/1A1 MOBbIWEHNS Pe3y/IbTaTUBHOCTU CUCTEMbI MEHE)KMEHTa, AOCTUKEHUS NyylnX pe3y/bTaToB U
npegoTBpalweHns HeraTMBHbIX MOcneacTBuiA. JlabopaTtopmuss HeceT OTBETCTBEHHOCTb 3a MPUHATWE peLleHns
O TOM. Kakve pUCcKu 1 BO3MOXHOCTM HEO6XO4MMO paccMmaTpmBaThb.

Mcnonb3oBaHne HacTosLWero craHgapTa YNpPOCTUT COTPYAHUYECTBO Mexay nabopaTopysamu n Apyrumu
opraHamu 1M NOMOXeT B O0bMeHe MHJopMaLMer 1 ONbITOM, a Takke B rapMoHM3aLMyM CTaHAapToOB M Mpoue-
nyp. MNMpusHaHve pe3ynbTatoB n1abopaTopHON AeATeNbHOCTU MexAy cTpaHamu yrnpowaeTcs, ecnv siabopa-
TOpUM COOTBETCTBYIOT TPe60BaHUAM HACTOSLLEro ctaHaapTa.

B HacToslwem cTaHgapTe MCNOoJIb3YHOTCA CreaytoLwme rnarosibHble opMbl:

- «40/MKEH» — 0603HavaeT TpeboBaHue;

* «cnefyeT» — 0603Ha4YaeT pekoMeHauuio;

* «KMOXeT» — 0603HayvaeT paspeLleHne;

- «CcrnocobeH» — 0603HavYaeT BO3MOXHOCTb.

Bonee nogpo6Hyo MH(opMaLunio MOXHO HanTu B AnpektuBax ISO/IEC, yacTb 2.

Onsa uenein nccnepoBaHMA NOMb30BaTeNIIM pPeKOMeHAYeTCA Ae/MTbCA CBOUMM BUAEHWEM HacCTOsLLEro
cTaHgapTa v npeasioXeHNsAsMU No BHECEHUIO M3MEHEHWI B nocreayowme n3gaHnsa. Ytobbl NpuHATL yvacTue
B OHJ1aliH-OMnpoce. He06X0AMMO NPONTU NO cebifke: https://www.surveymonkey.com/r/f6MQ95ZC.

Vi
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MEXTIOCYAAPCTBEHHbIA CTAHAAPT

OBLWWE TPEBOBAHWA K KOMMNETEHTHOCTU NCTIBbITATE/IbHbIX
1 KAIMBPOBOYHbIX TABOPATOPWI

General requirements for the competence
of testing and calibration laboratories

Jarta BBegeHna — 2019—09—01

1 O6nacTb NpUMeHeHuA

Hactoawmii ctaHgapT ycTaHaBnvBaeT ob6wme TpeboBaHUs K KOMMNETEHTHOCTW, 6ecnpuCcTPacTHOCTU U
CTabunbHOMY (PYHKLNOHMPOBaHMIO NnabopaTopuid.

HacToawwmi ctaHgapT NPUMEHUM KO BCEM OpraHudauusM, 3aHMMaloWMMCs f1labopaTopHON AesATeNbHO-
CTbl0. HE3aBNCMMO OT YNC/IEHHOCTU NepcoHasna.

3aka3uvkn nabopatopuii, perynvpylolmne opraHbl, OpraHn3aumm U CXembl, UCNOJb3yloWMe NapuTeTHYO
OLEHKY, OpraHbl MO akkpeguTauum, a Takke Apyrue CTOPOHbl MNPUMEHSIOT HACTOSAWWA cTaHgapT nNpv noga-
TBEPXAEHUN U NPU3HAHNN KOMNETEHTHOCTU flabopaTopuii.

2 HopmaTuBHbIE CCbIJIKN

Mpn nNpuMeHeHUN HaCTOSALWEero cTaHAapTa pPeKoOMeHAYETCA UCMONb30BaTb BMECTO  CCbUIOYHbIX
MeXAyHapoAHbIX CTaHO4ApTOB COOTBETCTBYHOLWME WM MEXIOCYAapCTBEHHblE CTaHAapTbl, CBEAEHUs O
KOTOpbIX NpUBEAEHbI B AONO/THUTENTBHOM NpuioxeHun JA

ISO/IEC Guide 99. International vocabulary of metrology — Basic and general concepts and associated
terms (VIM) (MexayHapogHbIi cfioBapb N0 MeTposornn. OCHOBHbIE U 06LMe NMOHATUS N COOTBETCTBYHOLIME
TepMmuHbl (VIM))

ISO/IEC 17000. Conformity assessment — Vocabulary and general principles (OueHka coOTBeTCTBUA.
CrnoBapb 1 o6Lue npuHUUnbI)

3 TepMuHbI 1 onpegeneHns

B HacTosdwem cTtaHgapTe npuMeHeHbl TepMuHbl No ISO/IEC Guide 99 m ISO/IEC 17000. a Takke cne-
AyroLime TEPMUHBbI C COOTBETCTBYIOLWMMN OnpeaeneHnsaMun.

ISO n IEC noanepxumBatroT TEPMUHOMOINYECKNE 6a3bl faHHbIX A1 NCNOMb30BaHUs B 06s1acTn ctaHaap-
TN3aunmn. KOTopble AOCTYMHbI MOCNEAYIOWMM CChI/TKaM:

- OHManH-nnardgopma ISO Ans novcka AocTynHa no ccbuike: http://www.iso.org/obp;

- anekTponeausa IEC: goctynHa no ccbuike: http://www.electropedia.org/

3.1 6ecnpucTpacTHOCTb (impartiality): Hannune o6bekTuBHOCTH.

MpumeyvaHne 1 — OOGBLEKTUBHOCTb O3HA4YaeT, YTO OTCYTCTBYIOT KOHQ/IMKTbI WHTEPECOB WM OHW paspellaroTcs
Taknm 06pa3oM, YTO He OKasblBalOT HEFATUBHOMO BAUSIHUA Ha NOCNEeAYOLWY0 AeATeIbHOCTb flabopatopun (3.6).
MpumevaHne 2 — [pyrumMn TepMMHaMu, WCMOAb3yeMbiMM MNpW nepegaye CyTM COCTaBASAOWMX 6GecnpucTpacT-

HOCTU. AB/IAKOTCA «OTCYTCTBUE KOHCp]'IVIKTOB MHTEpecoB», «OTCYTCTBME MNpeaB3ATOCTU», «OTCYyTCTBUE npep,y6e>K,qu|/|l7|»,
<<HeVITpaJ'IVITeT>>, «CcnpaBegMBOCTb», «OTKPbITOCTb», «0OBBEKTMBHOCTb», «OTCTPAHEHHOCTb» U «NapUTeT».

[MCTOYHUK: ISO/IEC 17021-1:2015. 3.2, U3MEHEHO — B npumedyaHun 1 cnoBa «opraHa no ceptugwm-

Kauum» 3aMeHeHbl Ha «/1abopaTopun», € NpuMedaHnmn 2 CJI0BO «HE3aBUCUMOCTb» UCK/TKOUEHO U3 cnncka.]

3.2 xanoba (npeteH3us) (complaint): BblpaxeHne Hey[OBMNETBOPEHHOCTU MAKOObLIM ANLOM WU opra-
HMU3auMeil B OTHOWeHuUn nabopatopun (3.6), kacarouleecd AesATe/IbHOCTU uan pel3ynbTatoB 3TOW nabo-
paTopun. N0 KOTOPOMY OXUAaeTCsl OTBET.

[MCTOYHUK: ISO/IEC 17000:2004, 6.5. IBMEHEHO — CJIOBa «B OT/IMYME OT anesisaunmn» ObinN UCKIIHO-
YeHbl. a C/I0Ba «OpraH Mo OLEeHKe COOTBETCTBUS WM OpraH no akkpeauTaumun, OTHOCALWWIACA K AeATeslbHO-
CTW 3TOro opraHa» Obl/IN 3aMeHEHbI C/I0BamMu «1abopaTopun, Kacalolwencsa AeaTeslbHOCTUM MU pe3y/ibTaToB
3ToW nabopartopunm».]

M3paHue omumansHoe


http://www.iso.org/obp
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3.3 mexnabopatopHoe cnudeHue (interlaboratory comparison): OpraHu3auusi, BbINOJSIHEHNE W OLEHU-
BaHWe N3MepeHWin UM UCMbITaHUR OAHOIO U TOTO Xe WM HEeCKOSIbKUX Nofdo6HbIX 06pa3uoB ABYyMS Uan 60-
Nee nabopaTopusiMM B COOTBETCTBUM C 3apaHee yCTaHOB/IEHHbIMU YC/I0BUSIMU.

(MCTOYHMK: ISO/IEC 17043:2010. 3.4)

3.4 BHyTpuniabopatopHoe cnmyeHue (intralaboratory comparison): OpraHu3aumsi, BbINOSIHEHWE U
OLleHNBaHVEe N3MEPEHUA NN UCNbITaHN OLHOIO U TOFO XXe MMM HECKOJIbKMX NOAO0OHbIX 06pa3LoB B npeje-
nax ogHown naboparopun (3.6) B COOTBETCTBUN C 3apaHee yCTaHOB/IEHHbIMU YCTOBUSMMU.

3.5 nposepka kBannukaumm (proficiency testing): OueHVBaHWE XapakTeEPUCTUKU (DYHKLMOHMPOBAaHUSA
y4acTHMKa MO 3apaHee yCTaHOB/IEHHbIM KpUTEPUAM NOCPEACTBOM MeX/1abopaTopHbIX ciandeHunii (3.3).

(MCTOYHUK: ISO/IEC 17043:2010. 3.7. "3MeHeHO — yAasieHbl NPUMeYaHusi K MyHKTY.)

3.6 na6opatopusa (laboratory): OpraH, KOTOpbIA OCYLLECTBMSAET OAMH WAN HECKOSbKO W3 Criefyowmx
BWAOB AEeATeNbHOCTHU:

- UCNbITaHWS;

- KaSINBpPOBKa;
* 0T60p 06pa3yoB, CBA3aHHbI C NoCeAyoWNMN NCbITAHUSAMU W KaSTMGPOBKOIA.
l‘lpmmeanme 1 — B KOHTekcTe HacToduwero crtaHgapTa TMNOHATUE «naﬁopaTopHaﬂ AeATeNIbHOCTb» OTHOCUTCA

K TPeM BbllleyKa3aHHbIM BUaamM AeATe/IbHOCTW.

3.7 npaBwno npuHATUA peweHnsa (decision rule): MNpaBwio, KOTOPOE OMUCbIBAET, KaK y4yuUTblBaeTcs
HeonpeaesIeHHOCTb U3MEPEHUI NMPY NPUHATUN PELLEHMS O COOTBETCTBUN YCTAaHOBIEHHOMY TPeboBaHuIo.

3.8 Bepudmkauyms (verification): MpegoctaBneHne 06bLEKTUBHbLIX CBUAETE/NLCTB TOrO, YTO AaHHbIA 06b-
€KT COOTBETCTBYET YCTaHOBJ/IEHHbIM TPEOOBAHUAM.

Mpumepsl

1 nMMopTBepxaeHMe TOro, 4YTO JaHHbIA CcTaHOapTHbI o06pasel, sBAsSeTCs, KakK 3asiB/IeHO, OAHOPOAHbIM
ONSA 3HAYeHNS1 BE/IMUUHBI U COOTBETCTBYHOLLLE METOANKN N3MepeHniA, BNNOTb A0 obpa3ua maccoii 10 ma.

2 lMopgTBepxAeHMe TOro, 4YTO 3KCMyaTauuoHHble XapakTepUCTUKA U3MEPUTEIbHOW CUCTEeMbl WM 3a-
KOHOZaTeNbHble TPeboBaHMSA K HEl COG/OAEHbI.

3 lMopgTBepxaeHMe TOro, 4YTO MOXeT OblTb [JAOCTUIHyTa UeneBas HeOnpeneneHHoCTb W3MeEPEHUIA.

MpumeyaHne 1 — Korpga npymMeHnmMo, cnegyeT yunTbiBaTb HEONPeAe/IeHHOCTb U3MEPEHWNIA.

MpumeyaHne 2 — O6GBLEKTOM MOXET ObliTb, Hanpumep, MNPOLEeCC, MeToAMKa WU3MEPEeHUsi, MaTepuasi, BeLLECTBO
VNV U3MepuTesibHasa cnuctema.

MpumeyaHne 3 — YcTaHOBJ/IEHHble TpeboBaHWSA MOFYT 3akK/klu4aTbCs, Hanpumep, B CO6GMOAEHUM crieyudvka-
unn NnponssoauTens.

MpumeyaHne 4 — B 3akoHOAATENbLHOW MeTposioruu, Kak 3To onpegeneHo B VIML, M npu oOugHKe COOTBETCTBUSA

B LEeJ/IOM BepmchKau,vm OTHOCUTCA K nUccnegoBaHUO u KNeMMEHNIO n/nnn Bblaaye cBuUAeTes/ibCTBa O NOBEPKe M3Mepun-
TeNbHOW CUCTEMBI.

MpumeuvaHne 5 — TloBepKy He cnegyeT NyTaTb C Ka/MGpoBKol. He kaxpasa Bepudmkaumsi siBNsieTcs Baavja-
umeii (3.9).
MNpumeyaHne 6 — B xumum BepudmKaums WAEHTUYHOCTM pacCMaTpPUBaEeMoro O6BLEKTA WKW peakunn TpebyeTt

onmncaHus CTPYKTYpPbl UM CBOWCTB 3TOr0 06'beKTa NN peakLmu.

(MCTOYHWK: ISO/IEC Guide 99:2007.2.44)

3.9 Bampauymsa (validation): Bepudmkaumnsa (3.8). nMpu KOTOPOI/ yCTaHOBJ/IEHHblE Tpe6oBaHUSA CBSA3aHbl
C nNpegnosiaraemMbIM UCMOIb30BaHUEM.

Mpumep — MeToauKka W3MepeHUs, O0ObIYHO WUcMofb3yeMass A1  WU3MEpPeHUss MacCOBOW  KOHLEHTpauun

asoTa B BoAe, MOXeT OblTb BanAMguMpoBaHa TakKke AN U3MePeHUss MacCoBOI KOHLEHTpauuu asoTa B CbIBO-
POTKe KPOBM YefioBeKa.

(MCTOYHKK: ISO/IEC Guide 99:2007.2.45)

4 O6wme TpeboBaHUSA

4.1 BecnpucTpacTHOCTb

4.1.1 JlabopaTopHas AeATeNbHOCTb A0/DKHA OCYLECTBAATLCA 6ecnpucTpacTHO, a Takke CTPYKTypupo-
BaTbCA 1 yNpaB/iaTbCA TakuMm 06pa3om, 4To6bl obecnevmBaTb 6eCNpUCTPaACTHOCTb.

4.1.2 PykoBOACTBO naboparopun AO/HKHO MPUHATE 06s3aTenibCcTBa No 6ecnpmMcTpacTHOCTH.

4.1.3 JlabopaTopus [O/HDKHA HECTU OTBETCTBEHHOCTb 3a 6ecnpucTpacTHOCTbL CBOel flabopaTopHol aes-
TENIbHOCTU U He [0JDKHA [OornyckaTb KOMMep4yeckoe, (hMHaHCOBOE WM MHOe [aBfieHune, cTasswee 6ecnpwu-
CTPacTHOCTb NOA Yrpoa3y.

4.1.4 NabopaTopusa [O/MKHA WAEHTU(ULMPOBaTL PUCKN O/ CBOel 6ecnpucTpacTHOCTM Ha NMOCTOSHHOW
OCHOBe. 3TO [0/PKHO BK/KOYATb PUCKW, KOTOPbIE BO3HMKAKOT B Mpouecce ee AeATe/IbHOCTU, B pe3ynbTaTe ee
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OTHOLUEHWIA UMM OTHOLLEHWI ee nepooHana. BmecTe ¢ TeM Takme OTHOLIEHUA He 0653aTeNlbHO NpeAcTaBAsAOT
coboi puck Ansa 6ecnpucTpacTHOCTU labopaTopun.
anMeanI/le — OTHOwWeHuns, KOTOpPble YrpoxarT 6€CI'IpI/ICTpaCTHOCTI/I na60paTop|/||/|, MOryT OCHOBbIBaTbCA Ha
npaBe CO6CTBEHHOCTH, yNpaB/ieHNN, PYKOBOACTBE, MepcoHase, o6Lmx pecypcax, duHaHcax, 4OroBopax, MapKeTuHre (BK/O-
Yas 6p3H,qVIHF) N KOMUCCUOHHbIX BblMaatTax nin Ha Apyrux sngax CtTuMysimnposaHnAa B OTHOLWEHUN HOBbIX 3aKa3ynMKoB U T. M.
4.1.5 T[lpu o6HapyxeHun pucka ans 6ecnpmcTpacTHOCTM nabopaTopmsa A0/KHA ObITb € COCTOSAHUM NPOo-
OEMOHCTPMPOBATh TO. Kak OHa YCTPaHAeT U MUHUMU3NPYET Takol PUCK.

4.2 KoHthnaeHumanbHOCTb

4.2.1 JlabopaTopusi AOJ/DKHA Ha OCHOBE HPUANYECKN 3HAUMMbIX 06583aTeNIbCTB HECTU OTBETCTBEHHOCTb
3a ynpaBrieHVe Bceli nHpopmauueld, NOCTyNUBLLEA U3BHE WKW MOSYYEHHOW B MpPOLLecCe BbINOSHEHUS Nabo-
paTopHoOW aesatesnibHOCTU. JlabopaTopusa AO/hKkHa 3apaHee MHOPMMPOBaThb 3akasvvMka 06 MHdopmauum, Ko-
TOPYIO OHa HamepeHa pa3MecTUTb B CBOGOAHOM AOCTyre. VcknioyeHre cocTaBfisieT MHgopmauus, Kotopas
CTaHOBMTCA 06LWWEAOCTYNHON MO PEeLIeHUI0 3akas3uuka Anbo Mo cornacoBaHUIO Mexay nabopaTtopuen v 3a-
Ka3uMKoM (Hanpumep, C LUeNblo pearmpoBaHUs Ha Xaiobbl). Bca uHas uHdopmMauums cunTaeTcs npeacras-
NSAOLWEN KOMMEPYECKYHO TaliHy 1 lo/XHa paccMaTpuBaTbCsl B KA4eCTBE KOH(pMAEeHUNaIbHO.

422 Ecnun B COOTBETCTBUW C 3aKOHOAATE/IbCTBOM WM [OrOBOPHbLIMW OTHOLLEHMSIMK flabopaTopust
OOJ/DKHa packpbITb KOH(pMAeHUNaIbHYO0 MHAOPMALMIO, OHA AO0/MKHA YBEAOMUTb 3akas3uvka Uan MHoe 3auH-
TepecoBaHHOE INL0 O PacKPbITON MHpopMaLMK, B C/lyHae ecsiv 3TO He 3anpeLLeHo 3aKoHo4aTe/ IbCTBOM.

4.2.3 VHdopmaums O 3akasuuke, NONyHeHHas He OT caMOro 3akasuumka (Hanpumep, fivua, HanpaBuUBLLETO
Xanoby, perynmpyoLwmx opraHoB), AO/DKHA ObITb KOH(PMAEHUNAIbHOM MexAay 3aka3uvKoM K flabopaTopueri.
CBefeHMs 0 NoCcTaBLUMKe (UCTOYHUKE) 3TOW MHAPOPMaLMK AO0/MKHbI 6bITb KOH(MAEHUNaIbHbIMU AN flabopaTo-
pUK N He AO/MKHbI NepefaBaTbCs ee 3aKkas3yunky, ecin 3TO He COr/lacoBaHO C NCTOYHMKOM AaHHOW MHAhOPMALMK.

4.2.4 TlepcoHan, BK/IOYasA NOO6bIX Y1EHOB KOMUTETOB, NOAPSAYNKOB, MEpPCOoHa BHELLUHMX OpPraHoB WUan
OTAeNbHbIX NUL, AeNCTBYOWMX OT MMEHW nabopartopun, AO/HKEH cobnofartb KOHMUAEHUNaIbHOCTb BCEWN
MHdopMaLmMn, NONYYEHHOM WM CO3[4aHHOM B XOA4e BbIMNOMHEHUSA NabopaToOpHON AeATeNbHOCTU, 3@ UCK/Io-
YeHUeM cnyvaeB, NPeayCMOTPEHHbIX 3aKOHOAATE/IbCTBOM.

5 TpeboBaHUA K CTPYKTYpe

5.1 JlabopaTopusi A0/HKHA ObiTb HOPUAMUYECKUM NIMLOM UMM nogpasfenieHneM HpUaMYeckoro nuua, Ko-
TOpOE HECET HPUANYECKYIO OTBETCTBEHHOCTb 3a €€ AesTe/IbHOCTb.

MNpumeyaHne — Ansa Ll'el'lel\/ll HacTosdulero crtaHaapTta npaBUTE/IbCTBEHHasA na60paTopM;| CcynTaeTca rpugnye-
CK/UM /IML,OM Ha OCHOBE ee NpaBUTErLCTBEHHOIO cTaTyca.

5.2 JlabopaTopus AoskHa onpefennTb PyKOBOACTBO, KOTOPOE HeceT MOJIHYK OTBETCTBEHHOCTb 3a Na-
6opartopuito.

5.3 JlabopaTtopus [O/MKHA OMpeaenuTb M OOKYMEHTMPOBaTb 06/1acTb /1abopaTtopHO AeATenbHOCTY,
Npu OCYLLECTBNIEHNN KOTOPOW OHa COOTBETCTBYET HacTosilemy cTaHAapTy. O6/1acTb, B OTHOLUEHWUM KOTOPOM
nabopatopus 3anB/isieT 0O COOTBETCTBMM HACTOALLEMY CTaHAapTy, He A0/hkHa BK/IOYaTb nabopaTtopHylo Ae-
ATENbHOCTb. OCYLLECTB/IAEMYIO Ha MOCTOSIHHOW OCHOBE BHELUHUMUW MOCTaBLUMKaMMU.

5.4 Jlabopatopus [OO/hKHA OCYLECTB/ATb CBOK AeATeNlbHOCTb TakuM 06pa3oM, 4To6bl COOTBETCTBO-
BaTb TpebOBaHMAM HaCTOSILLEro craHfapTa, CBOMX 3aKa3uyuKoB, PEry/iMpylolmx OpraHoB W opraHunsauuin,
obecneumBaroLmx npusHaHue. JflabopaTtopus AO/HKHA HECTU OTBETCTBEHHOCTb 3a AesATe/IbHOCTb, OCYLUeCTB-
NnsieMylo BO BCeX MeCTax ee MOCTOSHHOro pasMelleHusl, BHe MeCT ee MOCTOSHHOro pasMmelleHusl, Ha Bpe-
MEHHbIX U NepeaBWKHbIX M0WAanAX U Ha 06 beKTax 3akasymka.

5.5 NabopaTtopus JomxkHa:

a) onpegennTb OpPraHM3auvoHHYHO W YNpaB/ieHYeCKYHO CTPYKTYypy slabopaTopuun, ee MecTo B FOJIOBHOW
opraHmsauumn 1 B3amMOCBA3N MeXay ynpas/ieHYeCKUMU, TEXHUYECKMMW 1 BCIIOMOraTesibHbIMU CIyX6amu;

b) YCTaHOBUTb OTBETCTBEHHOCTb, MOJ/IHOMO4YNA N B3aMMOOTHOLUEHUA BCeX COTPYAHUKOB, 3aHATbIX
B ynpaBsieH1W, BbINOSIHEHUM U NPOBEPKe paboT, BANAIOLWNX Ha pe3ybTaTbl 1abopaToOpHO AeATeNbHOCTY;

C) OOKYMEHTMpPOBaTb CBOMW Mpoueaypbl B 06beme, Heo6xoaMmMoM ANs obecrneveHuss cTabusibHOrO ocy-
LLleCTB/IEHNS CBOEN AeATeNbHOCTN N 4OCTOBEPHOCTU pe3y/ibTaToB.

5.6 JlabopaTopusa AO/DKHA MMETb MNepCOHasl, KOTOPbIA, HEe3aBUCUMO OT ApYyrux o6sA3aHHOCTel, umeeT
NOSIHOMOUUS U PECYPCbI, HEOBX0ANMbIE A1 BbINOHEHNSA CBOUX 0653aHHOCTEM, B TOM YuUcne:

a) BHeApeHWe, NogaepXaHne N COBepLUIEHCTBOBaHMNE CUCTEMbI MEHEI)KMEHTA;

b) BbIiBNeHWe OTKNOHEHWI OT CUCTEMbI MEHeMKMeHTa WAM OT npoueayp AN ocyllecTBfieHns nabopa-
TOPHOW AeATeNbHOCTY;

C) VHULMMpOBaHWe Mep Mo npefoTBPaLLeHMI0 UM MUHUMU3aUUN TaKNX OTK/TOHEHWI;
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d) npeactaBneHve pPyKOBOACTBY /1abopaTopuy OTHETOB O (PYHKUMOHMPOBAHUN CUCTEMbI MEHeKMEeHTa
N HeO6XOANMOCTU ee yNyULLeHUS;

e) obecneyeHune pe3yibTaTMBHOCTY NabopaTOpHO AeATEe/IbHOCTMU.

5.7 PykoBoacTBO nabopatopum O/HKHO 06ecneynTb:

a) obmeH WHdopMauMer 0 pPe3yNbTaTUBHOCTU CUCTEMbI MEHEeLXMEHTA WU BaXHOCTU YAOB/IETBOPEHUS
TpeboBaHWii 3aKa3unkoB 1 ApYyrux TpeboBaHuii:

b) coxpaHeHne LeNoCTHOCTM CUCTEMbI MEHEIXKMEHTA NP NJIAHNPOBaHUM U BHECEHUN U3MEHEHWI B Hee.

6 TpeboBaHuA K pecypcam

6.1 O6wme TpeboBaHUSA

Na6opatopusi gospkHa pacrnornaratb MNepcoHasioM, MOMeLeHMsIMKU, 060pyAoBaHMEM, CUCTEMaMU WU
BCroMoraTesibHbIMU Cly)X6aMu, HEOGXOAUMBbIMU A5 YrNpaB/ieHUsl /TabopaTOPHON AeATesIbHOCTbIO U AN ee
OCYLL,eCTB/EHUSI.

6.2 MNepcoHan

6.2.1 Becb nepcoHan nabopaTopun, Kak MNOCTOSHHbIM, TaKk N MPUBJ/IEKAEMbIA, KOTOPbIA MOXET MOBMUATb
Ha fAeATeNlbHOCTb /flabopaTtopuun, AO/HKeH AeicTBOBaTb 6ecnpucTpacTHO, ObiTb KOMMNETEHTHbIM U A0J/DKEH
paboTaTb B COOTBETCTBUM C CUCTEMOW MeHeMKMeHTa flabopaTtopun.

6.2.2 Jlabopatopusi AO/MKHA AOKYMEHTUPOBaTb TpeboBaHUsS K KOMMETEHTHOCTM MepcoHasia A1 Kaxnown
YHKLMN, BANAIOWEN Ha pe3ynbTaTbl 1abopaTtopHON AeATeNbHOCTU, B TOM yuc/e TpeboBaHus K obpa3oBa-
HUIO. KBaNTMdrKauum, NnpodeccnoHasIbHOM NOArOTOBKE, TEXHUYECKMM 3HAHUAM, HaBblkaM, ONbITY.

6.2.3 JlabopaTopus [O/KHa rapaHTMpoBaTb, YTO MepcoHan o0651afaeT KOMMETEHTHOCTbIO A1 BbINON-
HeHNs NabopaTopHOl AeATeNbHOCTW, 3a KOTOPYK OH HEeCeT OTBETCTBEHHOCTb, W /1 OLEHKU 3HayMMOCTU
OTKIOHEHWIA.

6.2.4 PykoBOACTBO nabopaTtopuu [O/DKHO [OBECTUM [0 KaXKAOro COTPyAHWKa ero 0653aHHOCTW, OTBeT-
CTBEHHOCTb W MOSIHOMOUUS.

6.2.5 JlabopaTopus fO/MKHA UMETb Npoueaypy (bl) U BECTM 3aNUCK NO:

a) onpegeneHnto TpeboBaHWi K KOMNETEHTHOCTU;

b) nonbopy nepcoHana.

C) NoAroToBKe NepcoHana;

d) HabnoaeHMIo 3a NepcCoHaIoM:

€) HafesieH1Io nepcoHana NosIHOMOYUSMN:

f) MOHNTOPVHIY KOMMETEHTHOCTM NepcoHas1a.

6.2.6 Jlabopatopusa AO/DKHA YNOJSIHOMOUYUTbL NMEPCOHasT Ha BbINOJIHEHNE KOHKPETHON flabopaTtopHOoin aes-
TeNIbHOCTU, BK/tOYas (HO HE OrpaHMYMBasiCb) creaytollee:

a) pa3paboTKy, U3MeHeHue, Bep{uKaLuuio 1 BamaaLmnto MeToaos;

b) aHann3 pe3ynbTaToB, B TOM YnC/le 3as9BNEHNIA O COOTBETCTBUN NN MHEHWUI U MHTepnpeTauwnii;

C) NOAroTOBKY OTHETOB O pe3y/ibTaTtax, X NPOBEpPKY U YTBEPXAEHMeE.

6.3 MomeLLeHNS 1 YyCIOBUST OKpYXatoLLeli cpeabl

6.3.1 TloMeLleHMs U YCMOBUS OKpyXatolleli cpefbl AO/DKHbI OblTb NPUrOAHBIMU A1 OCYLLECTBIEHNS
NnabopaTopHOi AeATeNbHOCTU U He [0/DKHbl OKa3biBaTb HeraTMBHOE B/MSIHME HA [AOCTOBEPHOCTb Mosy4ae-
MbIX pe3ynbLTaToB.

MprMedyaHne — Bo34eNCTBUS,, KOTOPbIE MOTYT HEraTMBHO B/IMATbL Ha [AOCTOBEPHOCTb PEe3yrbTaToB, BK/IKOUAKOT
(HO He OrpaHMuMBalOTCSs) Creaytolme: MUKPOBMOIOrMYECKOe 3arpAasHeHne, Mblflb, 3/1IEKTPOMArHUTHbIE MOMEXW, U3fyde-
HMe. BNaXHOCTb, 3/1IEKTPOCHa6XeHWe, TemMnepatypa, LWym 1 BUGpauus.

6.3.2 TpeboBaHVs, NpeAbsBASeMble K MOMELEHNAM M YCNOBUAM OKpyXalowen cpefbl, HE06XO04UMbIM
[O/151 OCYyLLeCTBIeHNA NabopaTopHON AeATeNbHOCTU, [O/TXKHbI ObITb AOKYMEHTUPOBAHbI.

6.3.3 Jlabopatopus [0/DKHA OCYLLEeCTB/IATb MOHUTOPUHI YC/IOBUI OKpyXalolel cpenbl, ynpaBneHue
UMW U UX PerucTpaumio B COOTBETCTBUM C TEXHUYECKUMWU TpeboBaHUAMW, MeTojamMu U MeToAMKamMu Wnu
B C/lyyasix, KOrga OHvM BAVAIOT Ha 4OCTOBEPHOCTb pe3y/ibTaToB.

6.3.4 Mepbl MO ynpaB/eHMIO MOMELEHNAMN AO0/MKHbl OblTb BHEApPEHbl, NoABeprarbCs MOHUTOPUHIY Y
neprnoanyeckoMy nNepecMoTpy 1 BK/OYaTb (HO He OrpaHNYMBaTbCs) creaytolee:

a) AOCTynM 1 NCMOJIb30BaHMe y4aCcTKOB, OKa3blBaloLLMX BNUSHME Ha /1ab0opaTopHYHO AeATeNbHOCTb;

b) npepoTBpalleHne 3arpA3HeHWA, B3aMMHOIO B/IUSHUSA WKW HEGNaronpuaTHbIX BO3AENCTBUI Ha nabo-
paTopHYto AeATeNbHOCTb:
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C) apdeKTMBHOE pasrpaHMyeHue 30H. B KOTOPbIX MNPOBOAUTCA HecOBMecTMMasi nabopaTtopHas nes-
Te/bHOCTb.

6.3.5 Tpwu ocywecTBneHnn naboparopueli AeaTe/IbHOCTU Ha O06bekTax, HaXOOAWNXCSA BHE ee MOCTOSH-
HOrO ynpaB/ieHMs, OHa AO0/HKHa 06ecneynTb COOTBETCTBME MOMELLEHUA U YC/OBUI OKpyXarwuei cpegbl
TpeboBaHMAM HaCTOSILLEro cCTaHaapTa.

6.4 O6opyaoBaHue

6.4.1 JNabopaTopus Aos/HkHa UMeTb AO0CTYN K 060pyaoBaHWMIO (BK/OYasi, HO He orpaHuyMBasicb, cpep-
CTBa M3MEPEHUS, MPOrpaMMHOE obecneyeHne, 3Ta/IoHbl, CTaHO4apTHble 06pas3ubl, CMpaBOYHbIE AaHHbIe, pe-
aKTVBbI. pacxofHble MaTepuasbl UM BCNOMOraresibHble YCTPOWCTBa), KOTOPOe HEeO6XOoAMMO AN Hadslexa-
LLlero OcyLecTBEHNS TabopaTopHO AeATENBHOCTU N KOTOPOE MOXET NMOBJ/IMATbL Ha ee pe3y/ibTaTbl.

MpumevaHne 1 — CyuwecTByeT MHOXECTBO Ha3BaHWiA A5 CcTaHAapTHbIX 06pasuoB U CePTUPULMPOBAHHBLIX
CTaHAapTHbIX 06pa3uoB, HanpuMep 3TasIOHbl, Ka/IMOPOBOYHbIE 3TasI0HbI, CTaHAApPTHble 06pasubl, KOHTPO/bHble 06pas-
ubl. B ISO 17034 npuBegeHa [onosiHATENbHasi MHAOpMaUMs O MPoOu3BOAUTENsAX CTaHAApPTHbIX obpasuoB (RMP). lMpo-
M3BOAUTENN CTaHOAPTHbIX 06pa3LoB, COOTBETCTBYHOLWMX Tpe6oBaHuAM ISO 17034. cumtaloTCA KOMMNETEHTHbIMU. CTaH-
OapTHble o06pasubl OT MpouM3BOAMWTENel, COOTBeTCTBylOWMe TpeboBaHnam [ISO 17034. nocTaBnslOTCA € nacnop-
ToMm/CcepTUMKATOM. KOTOPbIA onpegenser cpeau Mpo4YMx XapakTepUCTUK OOHOPOAHOCTb UM CTabUbHOCTb A/1S yKasaH-
HbIX CBOICTB, a AO/18 CEpPTUMLNPOBaHHbIX CTaHAapTHbIX 06pas3LOB — YyKa3aHHble CBOWCTBa C CepTUULMPOBAHHbLIMA
3HaYEHNSAMU, NX HEONPEAENEHHOCTb U3MEPEHNI N METPOJIOTMYECKYHO MPOC/IEXMBAEMOCTb.

MpumeyaHne 2 — B ISO Guide 33 gaHbl pekoMeHAauuu No BbIGOPY M UCMONL30BaHUIO CTaHA4apTHbIX 06pa3uoB.
B ISO Guide 80 npvBeeT ykasaHus Mo N3rotossIeHNIO0 06pa3LLoB, NPMMEHAEMbIX A1 BHYTPEHHErO KOHTPO/1S KayecTBa.

6.4.2 8 Tex cnyuvasix, Korga nabopatopusa ncnosb3lyeT 060pyAoBaHMe, Haxo4sleecs BHe 30Hbl ee Mo-
CTOSIHHOTO yNnpaB/ieHNs, OHa A0/HKHa 06ecneunTb ero COOTBETCTBUE TPEOOBaHMAM HACTOSLLEro cTaHaapTa.

6.4.3 Jlabopatopus O0O/DKHA MMEeTb npoueaypbl obpaleHns ¢ 060pyaoBaHMEM, ero TPaHCMOPTUPOBKY,
XpPaHeHUs1, aKcyaTaumMm M NAaHOBOro O6CAYXMBaHUA B LENsX ob6ecneyeHns Hagnexawero yHKUUOHUPO-
BaHWA 1 NpeAoTBPALLEHMS 3arpPA3HEHNS U MOBPEXAEHNS.

6.4.4 NabopaTopusa [O/DKHA NOATBEPAUTL COOTBETCTBME 060PY[O0BaHWUSA YCTAHOBJ/IEHHbLIM TPebGOoBaHUAM
nepeg BBOAOM €ro B 3KCM/lyaTaluio Ui nocne Bo3Bpara B SKCriyarauuio.

6.4.5 O6opyaoBaHue, NCNOMb3yeMoe A/19 U3MEPEHUN, LOMKHO obecrneyrBaTb TOYHOCTb U/MMK Heorpe-
[ENeHHOCTb U3MepeHuii, Tpebyemble Ansi o6ecneyeHnss 4OCTOBEPHOro pe3ysbTaTa.

6.4.6 N3meputenbHoe 060pyn0OBaHME OO/MKHO ObITb KAJIMOPOBAHO, eC/Nn:

e TOYHOCTb W HeonpeaesIEHHOCTb M3MEPEHU BAUSAKOT Ha AOCTOBEPHOCTb MpeacTaB/iieMbIX pe3yribTa-
TOB; U/vnun

e KanmbpoBka o0b6opynoBaHuWA TpebyeTcA [A/19 YCTAHOB/IEHUS METPOJIOrMYecKO MNpPOCIeXMBaeMoCcTu
npeacraB/iAseMbIX Pe3y/1bTaToB.

MpumeyvaHne — K Bugam o6o0pyaoBaHWs, OKasblBaloWWMM B/IUSAHWE Ha [OCTOBEPHOCTb NpeAcTaBs/IeHHbIX pe-
3yreTaTtoB. MOXXHO OTHECTU o60py,u,OBaHme, cnyxaltiee ans:

* NPAMOro nsmepeHuns onpe,qenﬂemof/’l Be/INYMNHbI, Hanpumvep npnMmeHeHne BecoB AJ19 U3MepPeHNA MaccChbl;

* BHECEHUSA NONPaBOK B M3MepPeHHble 3HaYeHNsA, HanpumMep n3mepeHnsa Temnepartypbl:

* NoNy4vyeHna pesysibTata UsMmepeHnsa nytem BbIUNC/IEHNI HA OCHOBE 3HAYEHUI HECXOJIbKUX BENYNH.

6.4.7 JNabopaTopus AoshkHa paspaboTaTb nporpamMmy KanmbpoBKM, KOTOpasa AO/DKHA nepecMaTtpuBaTthb-
CS N KOPPEKTMPOBATLCS MO Mepe HEO6XOAMMOCTU C Lesbio NoaaepXaHnsa 4OBEpPUs K CTaTyCcy KasinbpoBKU.

6.4.8 Bce o6opypoBaHue, KOTOpOe TpebyeT Ka/IMOPOBKM WM VMMEET OnpefesieHHbli CPOK rogHOCTU,
LO/DKHO ObITb MapKuMpoBaHO, 3aKOAVPOBaHO W/AN WHbIM 06pa3oM MAeHTUULMPOBaHO, YTOObI MO3BOJIUTH
nonb3oBarento 060pyA0BaHUA BbICTPO MAEHTUDIULNPOBATL CTaTyC KasIMBPOBKU UM CPOK FTOAHOCTMU.

6.4.9 O6opyaoBaHue, KOTOpoe Obl/10 NOABEPrHyTO Neperpyske wan HenpasubHOMY O6palleHuto, Bbl-
[aeT COMHUTESIbHbIE pe3y/ibTaTbl, a Takke B C/lyyae, ecnv 6blIJ10 3aMEYEHO, YTO OHO SABASEeTCA AedeKTHbIM
WIN He COOTBETCTBYET YCTaHOBJ/IEHHbIM TpPeboBaHWSAM, AO/HKHO ObiTb BbIiBeAEHO n3 3skchnyataumn. OHO
[O/DKHO 6bITb M30MMPOBaHO, YTOObI NPeaoTBPaTUTb €ro MCMosib30BaHue, WM 4YeTKo 0603Ha4YeHO W MNpo-
MapKMpPOBaHO KaK HeucrnpaBHOe, Moka He OyaeT MPOBEPEHO, YTO OHO paboTaeT NpaBubHO. JlabopaTtopus
[O/KHa uccnepoBatb BMsHME gdeddeKkTa WAW OTK/IOHEHUS OT YCTaHOBJ/IEHHbIX TpebGoBaHuii M NPUCTYNUTb
K pabouyeli npoLeaype no ynpasneHnio HECOOTBETCTBYIOL e paboToit (cm. 7.10).

6.4.10 Ecnu npomexyTo4Hble NMPOBEPKN HEOOXOAUMBbI A/ MOoAAepPXaHUS YBEPEHHOCTU B MCMPaBHOCTU
o60pyaoBaHUs, TO 3TN NPOBEPKN LO/MKHbI MPOBOANTLCSA B COOTBETCTBMM C YCTaHOBJ/IEHHOW NpoLLeAypoii.

6.4.11 Ecnn pe3ynbTaTbl Ka/IMOPOBKM N CBEAEHUS O CTaHOAPTHbIX O06pasuyax BKAKOYalOT B cebsi onop-
Hble 3Ha4YeHUs WNU MonpaBoYHble KO3MMULUMEHTbI, TO nadopaTtopmsa [O/HKHA 06ecnevynTb, YTO OMNOpPHbIE
3Ha4YeHMsa 1 NornpaBoyYHble KOIMPULMEHTHI OOHOBAAITCA N MPUMEHSAIOTCA A0/HKHbIM 06pas3omM B COOTBET-
CTBMWU C YCTaHOBJ/IEHHbIMU TPEGOBaHNAMMU.
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6.4.12 NabopaTtopus AO/IKHA NPMHMMaTb NPakTUyYeckMe Mepbl MO NpeaoTBpPaLleHNIO HenpeaHaMepeHHbIX
perysimpoBoK 060pyA0BaHusi, KOTOPbIE MOTYT NPMBECTU K MPU3HAaHUIO Pe3y/ibTaTOB HEAENCTBUTETbHbIMMU.

6.4.13 [0O/IKHbl BECTUCbH 3anncy O COCTOSIHUM 060pyA0BaHuA, KOTOPOe MOXET MOB/MATL Ha flaboparop-
HYIO 0eATEe/IbHOCTb. 3anucu AOJDKHbI BK/IKOYaTb c/ieayrollee, Korga 3aTo NnpuuMeHnmMo:

a) uvaeHTUdUKaumio o060pyaoBaHUA, BK/IHOYaA BEPCUIO MPOrpaMMHOro obecnevyeHus, B TOM 4ucne
BCTPOEHHOrO;

b) HammeHOBaHMe u3roToBUTENSA, NAEHTUMKALUIO TUMa, CEPUHBLIA HOMEP WMN OPYTYH YHUKaSIbHYHO
nAeHTUUKaLMIo;

C) AaHHble BepudmKaymm o TOM. 4HTO 060pya0BaHe COOTBETCTBYET YCTaHOB/IEHHbIM TPe60OBaHUAM;

0) TeKyLLee MeCTOHaxXOXaeHune:

€) AaTbl U pe3y/bTaTbl KA/IMGPOBOK, PEry/iMpoBOK, KPUTEPUU MPUEMKMA U MAaHUPYEMYIO aaTy criefyto-
e KaIMBPOBKN NN MEXKASTMOPOBOYHbIN MHTEpPBa:

0 [OKyMEeHTauutlo Ha CcTaHAapTHble 06pasubl, pe3ynbTaTbl, KPUTEPUN MPUEMKU, COOTBETCTBYIOLLME AAThbl
N CPOKM FOAHOCTY;

,CI.) nnaH TeXHUN4YeCcKoro O6C]'Iy)KI/IBaHI/IF| N TeXHun4Yeckoe O6C!‘Iy)KI/IBaHI/Ie, BbINOJ/IHEHHOE K HacTodAllemMy
MOMEHTY BPEMEHMU, ec/n 3To TpebyeTca Ansa paboTbl 060pya0BaHUS;

h) nogpo6Hyo nHdopMaumio 0 NO6bLIX MOBPEXAEHUAX, HEUCMPABHOCTAX, MOAUMUKALUAX WA PEMOHTE
ob6opyaoBaHus.

6.5 MeTponormnyeckas NPOC/eXnBaemMocCTb

6.5.1 Jlabopatopus A0/HKHA YCTaHOBUTb UM MNOAAEPXKVBaTb METPOJSIOTMYECKYIO MPOC/EXNBAEMOCTL pe-
3yNbTaToB CBOUX U3MEPEHUI, CBA3bIBasA NX C COOTBETCTBYIOLLE OCHOBOW A9 CpaBHEHUS NocpeacTBOM A0-
KYMEHTMPOBAHHOW HeNpepbIBHOWM Lenn KannbpoBOK, KaxAasa M3 KOTOPbIX BHOCUT CBOW BkNaj B Heonpege-
NEHHOCTb N3MEpPEHUIA.

MpumeuvaHne 1 — B ISO/IEC Guide 99 meTponorvyeckass MpPOC/AEXMBaEMOCTb OMNpeaenseTcss Kak «CBOWCTBO
pesynbTata U3MepeHus. 8 COOTBETCTBMM C KOTOPbIM pe3y/ibTaT MOXeT ObITb COOTHECEH C OCHOBOW AJ/11 CPaBHEHWUS Mo-
CcpeAcTBOM [AOKYMEHTMPOBAHHOM HenpepbIBHOW Leny KaiMOpoBOK, KaXaas U3 KOTOPbIX BHOCUT BKMag B HeonpeeneH-
HOCTb U3MEPEHUIA».

MpvmMeuvaHne 2 — CM. npunoxeHve A A8 NONyYeHWS [OMOSHUTENbHOW MHOPMaUMM O MeTPONOrnyeckor
nNpocnexmnsaeMocTH.

6.5.2 JlabopaTopus go/mkHa 06ecrneynTb NPOC/IEXMBAEMOCTb Pe3y/IbTaTOB MU3MepPeHUi K MexayHapoa-
HoW cucTteme eguHny, (CU) nocpeacTeBom:

a) Ka/IMbpOoBKW, NpeAoCTaBNAEMON KOMNETEHTHOW labopartopueit; nnm

MpumeyvaHne 1 — Jlabopatopuu, yAoBfeTBOpsOWMe TpeboBaHUSAM HaCTOSLWEro CTaHAapTa, CUMTaltoTCA KOM-
NeTeHTHbIMMU.

b) cepTudmurpoBaHHbIX 3HAYEHUI CEPTUPULMPOBAHHBIX CTaHOAPTHbIX 06pa3L0B KOMMETEHTHOrO MNpo-
M3BOAMTENA C YKa3aHHOM METPOJIONMYECKOWM NPOCeXnBaemMocTbio K CU; nnn

MpumeuyaHne 2 — T[lpou3BoAuTENM  CTaHAApTHbIX 06pasyoB, BbINOSHANWOWME TpeboBaHWA  cTaHAapTa
ISO 17034, cuntaroTCA KOMMETEHTHLIMMU.

C) HenocpeAcTBeHHOW peanu3auun eanHuy, CU. NnoaTBEPXKAEHHOW CAVNYEHUSIMU, NPSMbIMUA WUIN KOCBEH-
HbIMU. C HAUMOHA/TbHbIMN NN MEXAYHaPOAHbIMUN 3Ta/IOHAMW.

MpumevaHne 3 — T[logpobHas MHGOPMAUMS O NPaKTUYeCKOW peanun3aumy onpefesieHnin HEeKOTOPbIX BakHeWn-
WnX eanHUL, NnpuBeneHa B bpowtope CU.

6.5.3 Ecnin ycTaHOB/EHME METPOIOrMYECKOW MPOCMEXNBaeMOCTM K eanHnyam CU ¢ TEXHMYECKOW TOUKMU
3peHns He npeacTaB/seTcsd BO3MOXHbIM, fabopaTopusi Ao/DkHA MNPOAEMOHCTPUPOBaTb METPOsIOrMYecKyro
NPOC/EXNBAEMOCTb K COOTBETCTBYHOLLE/ i OCHOBE AJ151 CPaBHEHMS, HAaNnpuMep K:

a) cepTUULMPOBaAHHBIM 3HAYEHUAM CepPTUUNLMPOBAaHHbLIX CTaHAAPTHbLIX 06pa3LoB, NMPeaoCTaBNEHHbIX
KOMMNETEHTHbIM U3rOTOBUTE/IEM;

b) pesynbrtatam, Mony4vyeHHbIM C MPUMEHEHMEM pedepeHTHbIX MeTOANK W3MEPEHU, YCTaHOBJIEHHbIX
MeTOZ0B WAM COrflaCoOBaHHbIX CTaHAApPTOB (3Ta/IOHOB), €C/IN OHM YETKO OnucaHbl U Npu3HaHbl B KayecTBe
obecrneunBalOWmX pe3ysibTaTbl M3MEPEHUIA, KOTOpble OTBEYaldT CBOEMY MnpearnosiaraeMoMy Ha3HaUYeHUD U
NOATBEPXAAOTCA COOTBETCTBYIOLVIMUN C/IUHEHNSAMMU.

6.6 MNpoaykumnsa n ycnyru, npegocraBridemMble BHELWWHMMW NOCTaBLuKaMu

6.6.1 JlabopaTopusi Aos/mkHa 06ecneynTb NPUroAHOCTb UCMOJb3YEMbIX NMPOAYKUAN U YCyr, NpenocTaB-
nAaeMbiX BHELLHUMW NOCTaBLWMKaM, KOTOPble BZINAKOT Ha AeATe/IbHOCTb na60paTopvw|, Koraa oHwu:
a) npegHasHaveHbl 415 UCNOb30BaHMA B COOCTBEHHOM NabopaTopHO AesATeNbHOCTH;
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b) npepocTtaBnsaloTCA Nnaboparopueid, HaCTUHHO WAN MOMHOCTbLIO, HANpPsMylo 3aka3umky B TOM COCTOS-
HUN. B KOTOPOM OHU 6bINIV MOJTyYEHbI OT BHELLHENO NMOCTaBLUMKA:

C) MCNoNb3yloTCA A/18 nogaepXxaHnsa paboTbl nabopartopumn.

anMeanI/le — rlpO,quLl,I/lﬂ MOXET BK/KH4YaTb, Hanpumep, 3Ta/IOHbl W oGopyp,osaHVle, BCcnomorarte/sibHble
YCTPOWCTBaA, pacxofHble Matepuasibl U CTaHAApPTHble 06pasubl. YCyrn MOryT BKAKO4YaTb, Hanpumep, YCAyrm no Kaamo-
poBKe. 0T60opy 06pasLoB, MUCMNbITAHVUAM, 0O6CNYXMBaHMIO MOMELLEHNA U 060pPyAOBaHMs, NPoBepke KBasMdmkaumm, OLeH-
Ke 1 ayauTty.

6.6.2 NNabopaTtopus AO/HKHA MMETb NpoLeaypbl 1 BECTU 3anvcuy O/1s:

a) onpefeneHns, pPacCMOTPEHUs U yTBepXxAaeHust TpeboBaHwii nabopatopum K APOAYKUUW W yCryram,
npefocTaBAsseMbIM BHELLHMMU MOCTaBLUUKaMu;

b) onpepeneHna kputeprveB 419 OLEHUBaHMWA, BblOOpa, MOHUTOPUHIA AEATE/IbHOCTU U Mepuoan4ecKoro
OLLeHNBAaHWS BHELUHVX NOCTaBLNKOB;

c) obecneyeHns TOro, YTO6bI MPOAYKUUSA W YC/YTX, NOCTaB/siEMble BHELHMMW NOCTaBLLMKaMWN, COOTBET-
CTBOB&/IM YCTaHOBJ/IEHHbIM TpeboBaHuAM naboparopun Wan. Korga 3To NPUMEHUMO, TpeboBaHUAM HacTOS-
Liero ctaHgapTa, nNpexae 4em oHun 6yayT MCNonb30oBaHbl B paboTe MM HENOCPEeACTBEHHO MepefaHbl 3akas-
umnKy;

d) ocywecTBneHns Kakux-1mbo [eincTBUA NO pely/ibTaTaM OLEHVBaHWSA, MOHUTOPUHra AeATeNbHOCTU U
NepMoaMyYecKoro OLeHNBaHNS BHELLUHMX MOCTaBLLMKOB.

6.6.3 JlabopaTopusi Ao/MKHA MHOPMUPOBATb BHELLHMX NOCTaBLMKOB O CBOUX TPEOOBaHNAX B OTHOLLEHUN:

a) NnpefocTaBAgeMbIX MPOAYKLN U YCYT;

b) KpuTepueB NnpnemMKku;

C) KOMMETEHTHOCTU, BK/IKOHas TpeboBaHMA K KBafidpmkaumm nepcoHana;

d) pesaTenbHOCTW, KOTOpPYH flabopatopus UM ee 3akKa3uuMK HamepeHbl OCYLWEeCTBUTb Ha Tepputopun
BHELLHEro NOCTaBLLMKa.

7 TpeboBaHWsA K NpoLeccy

7.1 PaccMoTpeHue 3anpocoB, TeHAEPOB 1 A0r0BOPOB

7.1.1 JlabopaTopusi [O/MKHA MMETb Npoueaypy A1 PacCMOTPEHMS 3anpocoB, TEHAEPOB M [OroBOPOB.
Mpoueaypa AomxHa obecrneymBaTtb, UTO:

a) TpeboBaHWA Hagnexawum o6pa3omM onpeaesieHbl, AOKYMEHTMPOBaHbI U NPaBUIbHO NOHVMAIOTCS;

b) nabopatopus pacnonaraeT BO3MOXHOCTAMMU 1 pecypcamu AN BbINOSIHEHUS TpeboBaHWiA;

C) B C/lyyae NpuUB/IEYEHUS BHELUHUX MOCTaBLUMKOB BbIMOMHAITCA TpebGoBaHuA 6.6 n slabopatopus
npeanaraeT 3akasuumky, YTOObl KOHKpeTHas slabopaTopHas OesaTesIbHOCTb Oblna BbINOJIHEHA BHELUHWM MO-
CTaBLLMKOM. 1 MOsyYaeT o4006peHme 3aKkasumka.

MpumeuvaHne 1 — TlpuHATO, u4TO nabopaTopHas [AeATesNlbHOCTb MOXEeT OCYLEeCTBAATbCA BHELHWM MOCTaBLym-
KOM B TeX c/iy4yasnX, Korga:

- na6opaTopV|;| pacnosaraet pecypcamMn M KOMNETEHTHOCTbI A1 OCYLWEeCTB/IEHUA AeATEerbHOCTM. OAHakKOo B cuny

HenpeaBnaeHHbIX 06CTOATENLCTB OMa He B COCTOSIHUU BbIMOJ/THUTL €€ YaCTUYHO U/ MOJTHOCTLIO;
- na6opaTop|/|ﬂ He pacnonaraeTt pecypcamMmn nam KOMMNeTeHTHOCTbHO ANA OCyLWeCTB/EHNA OAeATEe/IbHOCTU.

d) BbIGpaHbl COOTBETCTBYHOLME METOAbl UM METOAUKM N OHU CMOCOOHbI YA0B/ETBOPUTL TpeboBaHMA
3aKa34MKOB.

MpuMevaHve 2 — [NA BHYTPEHHWX WU MOCTOSIHHbIX 3aKa3uyMKOB pPacCMOTpeHVe 3arnpocoB, TEHAEPOB U [0ro-
BOPOB MOXET 6bITb BbINO/IHEHO B YMNPOLLEHHOM BUAE.

7.1.2 JabopaTopusa A0/HKHA MHOPMMPOBAaTL 3aka3uunka, Korga MeTof, 3anpallvBaeMblii 3aKka3uukowm,
ABMAETCA HENPUMEHUMbIM NN YCTapeBLUUM.

7.1.3 Korpa 3aka3uumk 3anpalivBaeT 3ak/l0YeHMe O COOTBETCTBUM creundmkaumm nam cTtaHgapTy Ha
VCNbITaHNA WU KaIMOpPOBKY (Hanpumep, rofeH/He rofeH, B npegenax Aonycka/da npegenamu [onycka), To
cneyndmkaumsa namM ctaHgapT M npaBuia NPUHATUSA pPeLleHnin [O/DKHbI 6bITb YeTKO onpegeneHbl. Ecnn npa-
BW10 MNPVHATUSA peLIeHns He onpejesieHo B creumgukaumm nam ctaHgaprte, TO OHO A0/HKHO 6biTb COOOLLEHO
3aKa3uunKy 1 COriacoBaHoO C HUM.

MpumeyaHe — [JONOAHUTE/IBbHYIO MH(pOpMaLMIO O 3asB/IeHMAX O COOTBETCTBUKU cM. B ISO/I EC Guide 98-4.

7.1.4 Jobble pasHornacust Mexay 3arnpocoMm WM TEHAEPOM M AOrOBOPOM AO/MKHbI ObITb YCTpaHeHbl A0
Hayana nabopaTtopHoOW AeaTenbHOCTU. Kaxablii 4OroBOp A0/HKEH ObiTb NpMEM/IEMbIM Kak A5 flaboparopuu,
Tak 1 Ana 3akasdmka. OTK/IOHEHWA OT MOJIOXKEHWUI [OroBopa Mo 3anpocy 3akasumka He AO/DKHbl BAUATb Ha
06BEKTMBHOCTb 1abopaTopum Uimn OCTOBEPHOCTL ee pe3y/bTaToBs.



FOCT ISO/IEC 17025—2019

7.1.5 3aka3uuk fosHkeH 6bITb MPOUHAIOPMMPOBaH O JIF060M OTK/IOHEHUN OT YCNOBUIA AOroBopa.

7.1.6 Ecnu B [OroBOp BHOCATCA M3MEHEHMWS MOC/e TOro, Kak paboTta Havanacb, aHa/IM3 gorosopa gosl-
XeH 6bITb NPoBeAeH NOBTOPHO U /1I06ble U3MEHEHUSA A0/IKHbI ObITb AOBefAeHbl A0 CBEAEHUSA BCEX COTPYAHU-
KOB. Ha [eATe/IbHOCTb KOTOPbIX B/ANAIOT AaHHbIE U3MEHEHUSA.

7.1.7 JNabopatopusa [0/HKHa COTpyAHWYaTb C 3akasdunmkamv UM X npeactaButTensaMn A8 YTOUYHEeHUs
3aMnpocoB 3aKa3unka u HablAeHns 3a AeATe/IbHOCTbIO N1abopaTtopuu, BbINOJTHAOLLER paboTy.

I‘Ipmmeanme — Takoe COTPYAHNYECTBO MOXET BK/IKOYaTb:

a) obecneveHune npuemsieMoro Aoctyna K COOTBETCTBYHWOWMM 30Ham na6opaT0p|/W| ana Ha6ﬂ|'0,ﬂ,eHI/|F| 3a na6opa—
TOpHOI\/JI AeATeNbHOCTbHO, BbINOJIHAEMO ANA KOHKPETHOro 3akasyunka:

b) noAroToBKy, yNnakoBKy 1 OTNpaBKy 06 LEKTOB, HEO6X0AUMbIe 3aKa3UUKy C Liefbio NPOBepKU.

7.1.6 3anucu no aHanm3y, BK/IOYas /06ble 3HaUNTESIbHbIE U3MEHEHUs, OO/DKHbI COXPAHSTLCS. Takxe
[OMKHbI COXPaHATBLCS 3anvMcy COOTBETCTBYHOLMUX MEPEroBOPOB C 3aKas3ulKoM, Kacarwolmecs Tpe6oBaHuii 3a-
Kasumka unu pesysibTaToB f1abopaTopHO AesATENbHOCTH.

7.2 Bb160p, Bepudukaumsa n sanvgaumna Metoaos

7.2.1 Bbl6op 1 BepudMkaLumna MeToaoB

7.2.1.1 NabopaTopus Ao/HKHA NPUMEHSATb COOTBETCTBYHOWME METOAbl U METOAVKN NS BCEX BUAOB Ma-
60opaTopHO AeATEeNIbHOCTU U NPU HEOBXOAMMOCTU A5 OLEHUBAHUSA HeonpeaesIeHHOCTU U3MEPEHUNIA, a TaKke
cTaTUCTNYecKme MeTobl ANA aHanm3a JaHHbIX.

MpvmevaHve — TepMUH «MeTOA», WCMNOJb3YEMbIA B HaCTOsAWeEM cTaHAapTe, W TepMUH ameToAuka u3mepe-
HUli». NpuBeAeHHbI B ISO/IEC Guide 99. MOryT paccmMaTpuBaTbCsl KaK CUHOHVMBI.

7.2.1.2 Bce MeTOoAbl, METOAMKN U COMYTCTBYHOLME AOKYMEHTbI, Takue Kak WHCTPYKUMWN, CTaHA4apTbl, py-
KOBOACTBa MO 3Kchlyataunn M cnpaBoOYHblE AaHHbIE, MMEKLWME OTHOLWIEHNE K 1TabopaTOpPHOW AeATE/IbHOCTH,
LO/DKHbI NOAAEPXNBATLCA B aKTya/IlbHOM COCTOSIHUM U ObITb IEFKOAOCTYMHbIMUW AN nepcoHasia (cMm. 6.3).

7.2.1.3 JlaGopaTopusi fos/hkHa 06ecneynTb MPUMEHeEHMEe MNocneaHeli AelicTBylOWel pegakuum mMeToza,
3a UCK/IOYEHWEM CrlyyaeB, Korga ee NpUMEHeHue SIBMISIETCA HelesiecoobpasHbiM MW HEBO3MOXHbIM. [Mpwu
HEeoBGXoAUMOCTM ANA NMPUMEHEeHUsI MeToda AO0/DKHbl OblTb paspaboTaHbl AOMNOMHUTENbHbIE YTOUYHEHUs], YTO-
6bl 06ecneyYnTb ero HeNPOTUBOPEUYMBOE NPUMEHEHNE.

MpumeyaHne — MexayHapoaHble, pPervoHaslbHble WU HaUMOHa/IbHble CTaHA4ApTbl WM Apyrve MpU3HaHHble
TexXHUYeckne TpeboBaHUs, cofepxallive AOCTaTOYHYHO U TOUYHYH MHGOPMaLMo O TOM. K3C OCYLLeCTBAATb N1abopaTopHYHo
AeATeNNbHOCTb, He Tpe6yeTc;| AONOJSIHATb WU NepenncbiBaTb B KadeCTBe BHYTPEHHUX npoueayp na6opaTop|/||/1, ecnam atm
CTaHOapTbl HanMcaHbl Takum 06pa30M, 4YTO MOryT MNMPUMEHATbLCA NPOM3BOACTBEHHbLIM MepCcoHa/IoOM na60paTopM|/|. ,ﬂ,l‘lﬂ
BapnaTMBHbIX 3TanoB MeToda win Aand AOMNOJ/IHUTE/IbHOro I'IOADOﬁHOFO onnucaHna MOXXeT I'IOTDEGOBaTbCFI npepgocraBie-
HUe rELOI'IOJ'IHI/ITE.I'II:HOI‘/II AOKYyMeHTauunn.

7.2.1.4 Korga 3akas3uumk He onpepensieT MeTof, KOTOpbli HeEO6XOAMMO NPUMEHNATbL, SlabopaTopus AOJK-
Ha BblGpaTb MNOAXOAALWMIA METOA CaMOCTOSTE/IbHO M MPOMH(OpPMUpPOBaTh 06 3TOM 3akasuumka. PekomeHay-
€TCA WUCMosib30BaTb MeToAbl, OMNyO6/IMKOBaHHble B MeXAYHapoAHbIX, PernoHasibHbIX WIN HauUOHasIbHbIX
CTaHgapTax, /inbo pekoMeHAOBaHHble aBTOPUTETHbIMW TEXHUYECKMMU OpraHmsaunsmMm, anbo onmcaHHble
B COOTBETCTBYHOLIMX HayUHbIX CTaTbAX WM XypHanax, NMbo yCTaHOBJ/IEHHble U3rotoBuTesieM ob6opyaoBa-
HUA. Takke MOryT NPUMEHATLCA MeTOAbI, pa3paboTaHHble nabopaTopuen niam MmogudnLMpoBaHHbIe.

7.2.1.5 J[lo BHegpeHMs MeTOAOB B paboTy slabopatopusi Ao/HKHa NOATBEPAUTb, UTO OHa MOXET Hagsle-
Xawym obpa3oM MPUMEHsSTb BblOpaHHbIe MeToAbl, obecreyrBasi Tpebyemoe MCMOsIHEHVE. 3anicu O Bepu-
mKauum OOMKHblI COXPaHATbCA. ECn namMeHeHuss B MeTof 6bl/IM BHECEHbI OpraHm3auunen-pa3paboTymkom,
TO BepudurkaLma Jo/mkHa 6b1Tb NPoBeAEHA MOBTOPHO B HEOOXOAMMOM O6bEME.

7.2.1.6 Tpu HeobxoguMmoCTU pa3paboTkM HOBOro MeToja [AO/hkKeH ObITb cocTaBsieH niaH paboT u
Ha3HayeH KBa/IMPULUMPOBAHHbIV MepcoHasl, o6GecrneyveHHblli Heo6XoAMMbIMU pecypcaMmn. B npouecce pas-
paboTkn MeToda [0/DKHA MPOBOAUTLCS Nepuoguyeckasi oueHka paboT C uefnibio NOATBEPXAEHUS TOro, 4YTO
TpeboBaHMsA 3aka3umka BCe elle BbINOAHAITCA. JIlo6ble M3MEHEHUs, BHOCUMbIe B MjaH paboT, AO0/KHbI
ObITb 0406pEHbI 1 YTBEPXAEHDI.

7.2.1.7 OTKNOHEHME OT METOAO0B AO/19 BCEX BUAOB /1abopaTopHOW AesATesIbHOCTU A0/HKHO A0MycKaTbCsl
TO/IbKO TOrAa, Korga 3To OTK/IOHEHME OMOPM/IEHO OOKYMEHTa/IbHO, TEXHUYECKM OOOCHOBAHO, YTBEPXAEHO U
NMPUHATO 3aKa34MKOM.

MpumeyaHne — CorsiacuB 3aKka3ynKa Ha OTK/IOHEHUSI MOXET ObITb 3apaHee OroBOPEHO B A0OroBope.
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7.2.2 Banngauna metonos

7.2.2.1 JlabopaTtopusi AOJ/HKHA MPOBOAUTL Banujaumio HecTaHA4ApPTHbIX MeTOA40B, MEeToA0B, pa3pabo-
TaHHbIX flabopaTopuent, N cTaHAapTHbIX METOAOB, UCMOMb3YEMbIX 3a NMpegenamum Mx 06/1acTU NPUMEHEHUs
WIN KakMm-nnbo WVHbIM 006pasoM MOANUUMPOBaHHbIX. Bannpgaumsa po/mkHa ObiTb HACTO/IbKO MOJIHOM,
HACKOJIbKO 3TO HEOH6XO0ANMO, YTOObI OTBEYaTb NOTPEOBHOCTAM JAHHOIO NPUMEHEHNSA UM 06/1aCTU MPUMEHEHMS.

MpumeyaHne 1 — Banupauus MOXeT BK/IOYaTb npouenypbl oT6opa o6pasuoB, obpalleHWs € O06bekTamu uc-
NbITaHUA UM» KASIMOPOBKU U UX TPAHCMOPTUPOBKM.

MpymevaHne 2 — [na Baavpaunm meToda MOXET MPUMEHATbCS OAMH U3 Criefyrowmnx cnocoboB nM60 nX Kom-
6uHayms:

a) KanmMbpoBKa WM OUEHMBAHME CMeELLeHUs U MNPEeUM3NOHHOCTU C WUCMOJ/Ib30BaHMEM 3Ta/IOHOB WM CTaHAAPTHbIX
ob6pa3sLoB:

b) cucrtematnyeckas oueHka hakToOpoB, BAUSAIOLNX Ha pe3y/ibTarT.

C) MpoBepKa YCTOWYMBOCTM MeTOoAa MOCPeACTBOM M3MEHEeHMs ynpaBiseMblX MapaMeTpoB, Takux Kak TemnepaTypa
B TepmocTare, 1031MpyeMblil 06bem;

d) cpaBHeHuWe ¢ pe3ysibTatamu, NosTlyYeHHbIMY C MOMOLLbIO APYTMX Ba/IMANPOBaHHbIX METOA0B;

€) MexsiabopaTopHble CNINYEHNS;

f) oueHmBaHMe HeonpegeneHHOCTM U3MEepPEHWIA, CBA3aHHOW C pe3y/ibTaTaMu M3MEPEHUA, Ha OCHOBaHUW MOHVUMaHUs
TeopeTn4ecKnx NpMHUUNOB MeToAa M OnbiTa ero peaimsaumm Npu otbope o6pasLoB NIV NPOBeAeHUN UCTIbITaAHWNIA.

7.2.2.2 Tpn BHECEHUN U3MEHEHWI B Ba/INANPOBAaHHbIA METOA NX BIMSAHWE [O/DKHO ObITb OnpeaesieHo wu.
B C/lydae ecsim OblNI0 YCTaHOB/EHO, YTO OHM OKa3bIBalOT B/USIHME Ha MNepPBOHaYasIbHYHO BaMpaumio, AosHKHa
6bITb BbINO/IHEHA HOBas Bavjaumsa Metoaa.

7.2.2.3 XapakKTepuCTUKU Ba/IMgMpPOBaHHbIX METOAO0B, OLEHEHHbIe O/ MpeanosiaraeMoro 1Ucnosb3oBa-
HUSA. JOJ/DKHbI COOTBETCTBOBATb NOTPEOHOCTAM 3aKa34yMKOB 1 YCTaHOB/IEHHbIM TPEGOBaHNAM.

MprvMedaHve — XapakTepucTukM MeToJa MOryT ac/llousTb(HO He OrpaHMuYMBaTbCS)AMana3oH W3MepeHwuii, Tou-
HOCTb. HEONpeae/ieHHOCTb Pe3y/IbTaTOB M3MepeHuid, npeaen o6GHapyXeHusl, npeAes KO/IMYECTBEHHOro ornpeaesieHus,

I/I36I/Iparer'bHOCTb MeToaa, JINHENHOCTb, NnoBTOPAEMOCTb Ura BOCNPOM3BOAMMOCTDb, yCTOVILII/IBOCTb K BHeWHUM 303,qe|7|-
CTBUAM Unn 3(*)CbeKTaM B/INAHNA MaTpulbl 06pa3u,a VAN NCTbITbIBAEMOrO 06 bekTa 1 cMeLleHune.

7.2.2.4 Jlabopatopus A0/HKHA COXpaHATb criefytolme 3anmcm o Baimgauunm:

a) MCNosib30BaHHYO NpoLueaypy Banuaaunu;

b) nepeyeHb TpeboBaHwMiA;

C) onpejesieHne XxapakTepnucTnk Metoaa:

d) nony4yeHHble pe3ynbTaThbl;

€) 3aKk/Il04eHre O NPUroAHOCTN MeTo[a BMecTe C NoAPO6HbIM ONMCaHNeM ero COOTBETCTBUA B OTHOLLEHUN
npepnosiaraemMmoro Ucnosib30BaHuA.

7.3 OT60p 06pa3LoB

7.3.1 B cny4ae korga nabopaTtopusi NnpoBoAUT OT60OP 06pasLoB BeLLECTB, MaTepuasioB Uan NMpoaykumm
ON5 NocneayWmnx UCMbITaHUi AN KambpoBKY, OHa AO/HKHA UMETb M1aH U MeToAbl nx otéopa. MeTtog oT-
60opa 06pasuoB [AO/MKEH YyUMTbIBaTb (DaKTOpbl, KOTOPble HEOGXOAMMO KOHTPO/MPOBATb, UTOObI 06ecneynTb
[OCTOBEPHOCTb pe3y/ibTaTOB MOCAeAyoWwmX UCNbITaHU AN KannmbpoBku. MnaH n metod otéopa o6pasuoB
OO/MKHbI 6bITb OOCTYMHbI HA MecTe npoBefeHus oTtbopa. MNnaHbl 0T6opa 06pa3LoB A0/MKHbI OCHOBbLIBATLCH,
Korga aTo LesiecoobpasHo, Ha COOTBETCTBYHOLUX CTATUCTUUYECKMX METOAAX.

7.3.2 MeToabl oT60pa 06pasLoB AO/IXKHbI ONMUCLIBATL:

a) BbI6Op 06pa3y0B NI ToUek 0Tbopa;

b) nnaH ot60pa 06pas3yoB:

C) NOAroTOBKY uam o6paboTKy o6pasuya (0B) BewecTBa, MaTepuasa Uam Npoaykumn € Lenbio NonyyeHus
Tpebyemoro obpasua A1 nocnenyrouero npoBeAeHNsa NCNbITaHUA NN KaIMBPOBKU.

MpumevaHne — T[locne Toro kak o6pasel nosiydeH nabopartopuveii, JasbHelilee o6palleHne, KOTOpoe MOXeT
notpe6oBaTbCs. ONnUcaHo B 7.4.

7.3.3 Jlabopatopusi AO/MKHA COXpPaHsATb COOTBETCTBYIOWME 3anmMcy o6 otbope ob6pasuoB, KOTOPbIA CO-
CTaB/1deT 4YaCTb nNpoBeneHHbIX UcnbITaHUW UK KaJ'II/I6pOBKI/I. Takune 3anucu AOJDKHbI BKKOYaTb B cebs (eC}'II/I
NPYMEHNMO):

a) CCbI/IKY Ha NPUMEHEHHbIN MeTo 0T60opa 06pasyoB;

b) naty n Bpems ot6opa 06pasLoB;

C) AaHHble ANa UgeHTUVKaLnMM n onucanus obpasya (Hanpvmep, HoMep, KOJIMYeCcTBO, HAMMEHOBaHME);

d) ngeHTudmkaymio nmua, BbIMNOSHUBLLENO 0T60p 06pas3L0B;

€) UAeHTUMPUKaLUIo UCNo/1b30BaHHOIo 060pyA0BaHNS;

f) ycnoBus okpyxatoLiein cpebl 1 TPAaHCMOPTUPOBKMY;
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g) CXeMbl WM OpPYrve 3KBUBAJIEHTHbIE CMOCO6bI MAEHTU(MKaLMN MecTa oT6opa 06pasyoB, ecnv 3To
HeobxoaAnmo:
h) oTKNOHEeHVs, 4ONOAHEHNSA UM UCKITIOYEHUA U3 MeTo4a 1 NsiaHa oTbopa 06pasLoB.

7.4 O6paleHre ¢ 06bekTaMn UCMbITaHWIA NN KaIMBpPOoBKN

7.4.1 NabopaTopusa AO/HKHA MMETb npoueaypy 419 TPaHCNOPTUPOBKW, NOAYYEHUSS O6BEKTOB UCMbITaHW
nn KanmbpoBKM, oBpalleHns ¢ 06bekTaMn UCMbITaHU UK KanMObpOBKK, 3alluTbl, XpaHeHUs, obecneyvyeHuns
COXPaHHOCTW, YHUUTOXEHUS MAN BO3BpaTa O6BHEKTOB UCMbITAHUA MAN KaMGpPOBKW, BK/lOYas BCe YC/10BUS,
HeobxoAMMble AN 3aWUTbl LE/TIOCTHOCTM O6BbEKTOB UCMbITAHUA NN Ka/IMBPOBKM U 3alUMTbl UHTEPECOB Na-
6opatopun 1 3akasuvka. JosDkHbl ObITb NpeAnpUHATbI Mepbl NPeAOCTOPOXHOCTH, YTOObI n3bexaTb yxygLle-
HUA CBOICTB, 3arpsA3HeHus, NOTEPU WM NOBPEXAeHUS OOBLEKTOB Npu ob6palleHUn, TPaHCMoOpPTUPOBKe, Xpa-
HEHUW/OXNAaHNN N NOATOTOBKE K UCMbITAHUAM WU Ka/IMO6pOBKe. VIHCTPYKUMM No obpalleHnto ¢ ob6bekTamu,
npefocTaB/ieHHbIE BMECTE C HUMW, AO/DKHbI ObITb COGMIOAEHBI.

7.4.2 Nabopatopus [O/MKHA NMETb YeTKYH CUCTeMY UaeHTUmKaumm o6 bekTOB UCMbITAHUA U Kanné-
poBku. aeHTUrKaLms [o/mKHa COXPaHATLCA, MOKa 06 EKT HAXOAMTCA MO OTBETCTBEHHOCTbLIO slabopaTopun.
JaHHasa cuctema gomkHa obecrneyvBaTb, YTO OObEKTbl He OyayT nepenyTaHbl (PU3NYECKN WU MPU CCbIJIKe
Ha HMX B 3anNncax Wi Apyrux AokymMeHTax. CucTtema naeHtTudmkauum Ao/mkHa, ecrim 3To Heo6Xoa4MMo, y4un-
TbIBaTb pa3feneHne o6 bekTa Unn rpynrnbl 06bLEKTOB U NX MNepeMeLleHne.

7.4.3 Tlpn nonyyeHnn o6bekTa UCMbITAHUA UIN Ka/IMOPOBKM OTK/IOHEHWUS OT YCTaHOBJIEHHbIX YC/TOBUIA
LO/MKHbI BbITb 3aperncTpMpoBaHbl. ECM eCTb COMHEHUS OTHOCUTE/TIBHO NPUroAHOCTUM 06bekTa ANA ucnbiTa-
HUA WAN KaJIMBPOBKN WM €C/in O6beKT He COOTBETCTBYET NpefcTaB/IeHHOMY OnMcaHuio, To naboparopus,
nepes TemM Kak npofos/pkuTb paboTy, AO0/MKHA 06paTUThCA K 3aKa3uuKy 3a AONOMHUTENTIbHBIMU UHCTPYKLUMAMUN
W 3aperncTpmpoBaTtb pesysibTaTbl 3TOro 06CyxaeHus. Ecnv 3akasumk TpebyeT NPoBeCTU UCMbITaHMUE UMK Ka-
NNBPOBKY KaKoro-imbo o6bekTa, Npu3HaBash OTK/IOHEHME OT YCTaHOBJ/IEHHbIX YCNOBUWIA, nabopaTopus A0/DK-
Ha BK/IIOUYNTb B OTYET 3aK/I0YEHNE O TOM. Ha Kakme pe3y/ibTaTbl MOryT NOBAUATbL AaHHbIE OTK/IOHEHNS.

7.4.4 B cnyyae ecnu 06beKTbl HEOH6XOAMMO XPaHUTb UM KOHOMLUOHMPOBAaTb NpU onpeaenieHHbIX YCno-
BUSAX OKpYXXatoLleli cpefibl, 3TN YC/10BUSA A0/KHbI NOAAEPXKUBATBHCS, KOHTPO/IMPOBAaTbLCA U PErMcTpnpoBaThbCs.

7.5 TexHnuyeckumne 3anmcu

7.5.1 Nabopatopusa go/mkHa obecnedymBaTb Ha/IMuMe B TEXHUUYECKUX 3anmncax ANA Kaxaoro svpa nabo-
paToOpHOW [eATe/IbHOCTU pe3y/bTaToB, OTYeTa M AOCTaTOYHOW MHhopmauun, NO3BOMAIOLWEN, eCcnn 3TO BO3-
MOXHO. NAeHTUNUMpPOBaTb (PaKTopbI, BAVAIOWME Ha pe3ysbTaT U3MEPEHUA N CBA3AaHHYIO C HUM Heornpege-
JIEHHOCTb M3MEepeHU, a Takke obecrneunTb BO3MOXHOCTb MOBTOPHOrO NpoBeAeHWs AaHHOW nabopaTopHOii
LeATEeNbHOCTU B YC/0BUAX, MakCUManibHO O/IM3KMX K MepBOHaYasibHbIM. TexHU4Yeckue 3anucu AOSIKHbI
BK/lOYaTb [aTy W CBeAeHMs O nepcoHasie nabopaTopun, KOTOPbIA HECeT OTBETCTBEHHOCTb 3a KaxXAblii BUA
NnabopaTopHO AeATeIbHOCTM M 3a MPOBEPKY AaHHbIX U pe3y/bTaToB. [epBUYHble HA6MOAEHUA, AaHHbIE Y
pacyeTbl A40/DKHbI 6bITb 3annucaHbl B MOMEHT, KOr4a OHU 6bl/iv NONYYeHbl, U O/KHbI OTOXAECTB/IATLCA C KOH-
KpeTHOI paboToli.

7.5.2 Jlabopatopusa Oo/mkHa obecneumBaTb MNPOCNEXMBAEMOCTb WU3MEHEHU, BHOCUMbIX B TEXHUYECKMe
3anvcuy, K npegbiaywmmM BepcusaM inbo K nepBrUYHbIM HabntoaeHUsaM. V1 nepBuYHbIE, N U3SMEHEHHbIE AaHHble
n halinbl OO/MKHBI COXPaHATLCS C yKazaHWeM [aTbl BHECEHWS M3MEHEHWUI, cBefeHuii 06 acnekrax, npetep-
neBLUNX U3MEHEHUS, U TNLaX, OTBETCTBEHHbIX 3a flaHHbIE U3MEHEHUS.

7.6 OueHMBaHMe HeornpeaeieHHOCTUN N3MepPeHnii

7.6.1 JNabopatopun [O/MKHbI onpeaenaTb Bkiag (bl) B HeonpenesieHHOCTb u3MmepeHwuii. MNpu oueHuBa-
HUM HeonpeaesIeHHOCTU N3MEpPEeHUA BCe CYLeCTBEHHbIe BK/1aZbl, B TOM 4uC/ie CBs3aHHble C O0T60poOM 06-
pa3uoB. AO0/DKHbI YUYNTbIBaTbCA C NpMMeHeHeM COOTBETCTBYHOLWNX METO40B aHa/In3a.

7.6.2 NabopaTopus, BbINOMHAKOWAA Ka/IMOPOBKW, B TOM 4ucrie CO6CTBEHHOrNo 060py[oBaHuA, A0/HKHA
oLeHMBaTb HEOMPEAENEHHOCTbL U3MEPEHNI 4151 BCEX Ka/TMBPOBOK.

7.6.3 Jlabopartopusi, BbINOSHAKOWAA MCMbITaHUs, OO/DKHA OUEHMBaTb HEOMNpeAesieHHOCTb WU3MEPEHWIA.
B Tex cnyvasx, Korga MeTo, UCMbITaHUi MCKIKYaeT CTPOrylt0 OLEHKY HeonpenesieHHOCTU M3MepeHuid, oue-
HMBaHne AOO0J/HKHO NpoBOAMTbLCA Ha OCHOBE MOHMMaHUA TeopeTundyeckKnx npuHUmMnoB UM NPakKTU4eckKoro onbl-
Ta BbIMOSIHEHNS MeToAa.

l‘lpmmeanme 1 — B Ccnyyae ec/im Xopouwo N3BECTHbIN MeToa NcnbITaHW yCTaHaB/IMBaeT npeaesibl 3HaueHun
OCHOBHbIX MCTOYHMKOB HeonpeaesneHHOCTU I/I3Mep6HI/IVI N yKasblBaeT cpopmy npegcrtaBneHnsa pe3ysibTaTtoB BbIHMCHEHMﬁ,

cunTaeTcsl, 4YTo slabopatopus BbINoOSHUNA TpeboBaHuA 7.6.3, cneflyss MeToAy WUCMbITaHWi U UHCTPYKUMU MO MpeacTasne-
HUIO pe3y/bTaToB.
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MpumeyaHne 2 — T[py MCNONBL30BaHUM KOHKPETHOro MeToga, [AJ/19 KOTOpPOro HeonpeaesieHHOCTb pe3y/ibTaToB
M3MePEHNI yxe Obl/la yCTaHOB/IeHA WM MOATBEPXAEHa, HEeT Heob6XoAMMOCTU OLEHUBaTb HeonpeaesieHHOCTb W3MepeHui
019 KaXAoro pesynbTarta, ecriv slabopatopusi MOXeT MNpOAeMOHCTPUPOBaTb, YTO BbISIB/IEHHbIE KpUTUYEeCKne hakTopbl,

okasblBaloLlve BAUSAHNE, HaXO4ATCA NOA4 KOHTPOEM.
MpumevaHne 3— [Ansa nogpobHoin uHdopmaumm cm. ISO/IEC Guide 98*3. ISO 21748 u cTaHpapTbl cepun

ISO 5725.

7.7 Ob6ecneyeHne AOCTOBEPHOCTU pPe3y/ibTaToB

7.7.1 JNab6opatopusi O/DKHA MMETb Npoueaypy A1 MOHUTOPWUHra AOCTOBEPHOCTU pe3y/ibTaTOB CBOEM
JedatenbHOCTU. MNMony4yeHHble faHHble AO/DKHbI PErMCTPUPOBATLCA TakuM 06pa3oM, YTOObl MOXHO 6bl/1I0 Bbl-
ABUTb TEHAEHUWU, U TaMm. r4e 3TO NpakTUYeCcKu BO3MOXHO, AO/KHbI MPUMEHATBCA CTAaTUCTUYECKME METO/Abl
ONA aHanu3a pesysnibTatoB. [Jo/mkeH 6bITb COCTaB/IeH MaH Takoro MOHUTOPWUHIa 1 NPOBOANTLCA ero aHans.
MOHUTOPWHT A0/IKEH BK/IOYaThb (HO HE OrpaHNyYnBaTbCs), rae LenecoobpasHo, criesyoLlee:

a) Mcnonb3oBaHue CTaHAapPTHbIX 06pasLoB MV 06pasLoB A/ KOHTPO/IA Ka4yecTBa;

b) wncnonb3oBaHve anbTepHaTMBHOIO 060PYAOBaHUs, KOTOpoe 6blNo KanmbpoBaHO, ANs o6ecnevyeHus
NPOC/EXNBAEMOCTUN Pe3y/ibTaToB;

C) NpoBepKy (1) DYHKLUNOHMPOBAHUS N3MEPUTE/ILHOIO U UCNbITaTeIbHOro 060pyA0BaHNS;

d) ncnonb3oBaHMe KOHTPOSIbHBIX NN pabounx aTaslloOHOB C BefleHMEM KOHTPOJIbHbIX KapT, rae aTo npu-
MEHNMO;

€) NPOMEeXyTo4Hble NMPOBEPKN N3MEPUTENBLHOIO 060pyA0BaHNS;

f) NOBTOpPHbIE NCNbITAHMSA N KAWTMBPOBKM C NCNOJ/1Ib30BaHMEM OZHOMO M TOTO Xe AN pas/inyHbIX METOA0B;

[) NOBTOPHbIE UCMNbITAHUA UAN NOBTOPHYIO Ka/TMGPOBKY XPaHALMXCH 06pas3LoB;

h) Koppenauuio pe3ynbTaToB 4/15 Pa3/IMUYHbIX XapakTepnucTnk oépasua;

») aHa/IM3 NOJTyHEHHbIX AAHHbIX;

j) BHyTpunabopaTopHbIe C/INYEHNS;

k) ncnbiTaHnsa wudposaHHoOro (bix) obpasua (oB).

7.7.2 NabopaTopusa [O/MKHA OCYLECTBAATb MOHUTOPUHI CBOEN AeATeNIbHOCTU NyTEM CPaBHEHUs C pe-
3ynbTaTamMn Apyrmux naboparopuii, ec/iv 3TO BO3MOXHO W MPUMEHUMO. Takol MOHWUTOPUHI AO/DKEH MaaHu-
poBaTbCsA. U ero pesysbTaTbl AO/MDKHbI aHanM3npoBaTbesa. OH AO/DKEH BKAKOYaTb (HO He OrpaHMyYnBaTbCs)
criefyowme MeponpuaTUsS Uian ogHO U3 HUX:

a) yyactue B NpoOBepKax KBasmukaymu.

MpumeuvaHne — B ISO/IEC 17043 npuBeAeHa Q[ONOMAHUTENbHAs WHQOPMauua O MpoBepkax Keasvdmkaumm u

0 npoBailifgepax npoBepku KBasmdumkauuun. lMpoBaligepbl NPOBEPKU KBa/M(PUKaLMK, KOTOPbIE BbINOHAT TpeboBaHus
ISO/IEC 17043. cuntatoTCcst KOMNETEHTHBLIMU;

b) yuacTne B MmexnabopaTopHbIX CIMYEHUSIX, OT/IMYHbIX OT MPOBEPOK KBaMdMKaLnu.

7.7.3 [aHHble, NoslydeHHble C MOMOLLbIO MOHUTOPWUHTA, AO/HKHbI aHa/IM3NMPOBATLCS U UCMOIb30BaTbCs
ONs ynpaBneHns nabopaTtopHOi AeATesIbHOCTbIO, a TakkKe MO BO3MOXHOCTU AN BHECEHUS ynyudlleHui
B paboTy nabopatopuun. Ecnm ObiN0 06HapYXXEHO, YTO pe3y/ibTaTbl aHa/M3a AaHHbIX, MNOYYEHHbLIX NPU MO-
HUTOPWUHre. BbIXOAAT 3a paMKM YCTaHOBJ/1IEHHbIX KpuUtepues, HeOGXO,CI.I/IMO npeanpmHATb COOTBETCTBYHOLLINE
[ENCTBUS C LeNbIo NpeAoTBpaLLeEHNS BK/THOYEHUS B OTHETHYHO AOKYMEHTALMIO HEBEPHbIX Pe3y/ibTaToB.

7.8 MNpeacTaBfieHWe OTYETOB O pe3y/bTaTax

7.8.1 O6LWMe NONOXeHUs

7.8.1.1 Pe3ynbTaTbl O/DKHbI 6bITb PACCMOTPEHBbI U YTBEPXAEHbI 10 UX Bblga4n.

7.8.1.2 PesynbTaTbl JO/MKHbI 6bITb NpeAcTaBneHbl TOYHO, YETKO, HEABYCMbIC/IEHHO N OOBHEKTMBHO, Kak
npaBuio, B hopme oT4veTa (Hanpumep, OTYET 06 UCMbITAHUAX, CBUAETENLCTBO (CepTUdMKAT) O KaIMbpoBKe
Wan akT oTbopa 06pa3LoB) N AO/MKHbI BKOUYaTh B ce6S BCHO MHAIOPMALMIO, COM/TaCOBaHHYHO C 3aKa3ylKOM U1
HEeoOGXoANMYIO O/1 UHTeprnpeTaumm pe3ynibTaTtoB, a Takke BCIH MHdopmauuio, Tpebyemyto B COOTBETCTBUM
C NPUMeEHSAeMbIM MeTOA0M. Bce ohopm/ieHHbIE OTYETHI A0/KHbI ObITb COXPaHEHbl B KaYeCTBE TEXHUYECKUX
3anvceri.

MpumevaHne 1 —[ns uesneli HacTosWEro craHAapTa OT4YeTbl 06 MCMbITAHUAX U ceupaeTerbcTBa (cepTudmKaTbl)
(0] KaJ1VI6pOBKe MHOrga MoryT HasblBaTbCA NMPOTOKO/1aMU MCMNbITaHW N oT4YeTaMn O KaJ'IVI6pOBKe COOTBETCTBEHHO.

I'Ipmmeanl/le 2 — Ortyetbl MoryTt 6bITb n3gaHbl Ha 6yMa)KHOM HOCcuUTene wnanm C NOMOLWbKO  3/1EKT-
POHHbLIX CpeacTB Npu ycnoeun, 4To Tpe6OBaHVIF| HacTosAWwero CtaHgapTa BbINMOJ/THEHDI.

7.8.1.3 Tpn cornacoBaHUn C 3aKa34yMKoOM pe3ysibTaTbl MOryT 6biTb NPeACTaB/ieHbl B YNPOLLEHHOM Buae.
Jllobble cBefeHus, ykasaHHble B 7.8.2-7.3.7, KOTOpble He 6blLIM NpeAcTaB/ieHbl 3aKa3yuKy, AO/DKHbl ObiTb
NerkofoCTynHbIMN.
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7.8.2  O6wue TpeboBaHMA K oTyeTaMm (06 NCNbITaHUAX, KaMB6poBKe NNn oTbope 06pa3LoB)

7.8.2.1 B uenax MmmHNMmn3aumm BO3MOXHOCTU HErNpasu/IbHOr0 NMOHUMAHUA WU HenpaBwu/1bHOro UCNonb*
30BaHMs MHoOpMaUMn Kaxabli OTYET AO/DKEH BK/AOYATb Kak MUHUMYM Creayrowyto MHOopMaumio, ecnim
y nabopaTopun HET 060CHOBAaHHbIX MPUYNH HE BbINOJIHATL 3TO TpebOBaHMeE:

a) HasBaHue (Hanpumep. «OTYET 06 UCMbITaHUSIX». «CBUAETEe/IbCTBO (CEPTUAIMNKAT) O KasIMGPOBKE» UMK
«AKT 0T60pa 06pasLoB»);

b) HaumeHoBaHue 1 agpec naboparopuu;

C) MecCTO OCyLleCTB/eHMs NnabopaTtopHO AeATeNbHOCTW, B TOM YMC/Ie eC/IM OHa OCyLLecTBsANacb Ha
naowaasax 3akasumka, /IMO60 Ha y4vacTkaX, YOas/IeHHbIX OT MOCTOSIHHbIX MPOV3BOACTBEHHbIX Msowanen nabo-
paTopun. IM60 Ha COOTBETCTBYIOLNX BPEMEHHO NCMO/b3YEMbIX UM MOBUIBLHBIX 06 bEKTax;

d) YHUKa/IbHYIO MAEHTUMKaLMIO, A1 TOro 4YTOObl BCE €ro COCTaBNsAlolWmMe BOCMPUHUMAIUCL KaK YacTb
0o6LIero oTyeTa, N YeTKYH MAEHTUMUKALNIO KOHLA OTYETa;

€) HaMMeHOBaHVe N KOHTaKTHble JaHHble 3aKa3uunka;

f) noeHTUdmnkaLmno NnpuMeHseMoro MeToaa;

[) onvcaHue, OAHO3HAaYHYHO NAEHTUGMKALMIO N NPU HEOBXOAMMOCTU COCTOSAHME 06pasLa;

h) patry nonyudeHus o6pasua (0B) A1 WUCNbITAHWA UM 06beKTa Ka/MbpoBKM M aaty otbopa ob6pas-
ua (oB). KOrga aTo MMeeT BaXXHOe 3HaYeHne AN 4OCTOBEPHOCTU U NPUMEHEHNS Pe3y/bTaToB;

i) aaty (bl) ocyuwlecTB/EHNS TaboOpPaTOPHON AEATENBLHOCTY;

j) paTy Bblgayun ot4yeTa:

k) ccbinky Ha nnaH 1 MeTog oT6opa 06pasLoB, NCMO/Ib30BaHHble NabopaTopuvein NN OPYyrMMmM opraHa-
MW. €CJI1 3TO B&XHO A/19 4OCTOBEPHOCTU U/ NPUMEHEHNS Pe3y/bTaToB;

|) 3asaBJ/ieHNne O TOM. 4YTO pe3ysibTaTbl OTHOCATCA TOJIbKO K O6'beKTaM, npouweaunm ncnbltTaHUA, Kano-
pOBKY UNu OT60P;

T) pe3ynbTarbl, rge 3To NPUMEHMMO, C eANHULAMN U3MEPEHUS;

n) AOMOJIHEHUS, OTK/IOHEHUS UV UCK/THOYEHUS N3 METOAA;

0) ngeHtTndukauuo vy, (a), yreepamsLlumx (ero) otyeT;

pP) O4HO3HAYHYIO NAEHTUMKALMIO PE3Y/IbTAaTOB, MO/IYHYEHHbIX OT BHELLIHNX MOCTaBLLNKOB.

I'Ipmme'-laHme — Bk/1loOYEHME 3asiBNIEHUST O TOM. 4YTO OTYeT He AO0JDKEH 6bITb BocnpousseneH He B NOJIHOM 00b-
eme 6e3 paspelleHnsa na60paTopv|M. MOXeT ob6ecneunb YBEPEHHOCTb B TOM. YTO 4YaCTuU OT4HeTa HEe UHTEepPnpeTunpyroTcsa
BHE KOHTEeKCTa.

7.8.2.2 Na6opatopusi AO/HKHA HECTU OTBETCTBEHHOCTb 3a BCH MH(hOpMaLMio, NpefCcTaB/IeHHYIO B OTYeTe,
3a WCK/IIOUEHNeM C/lyyaeB, Korja WHdopmauusi npefocTaBfsieTcss 3aka3uukom. [laHHble, NpeAocTaB/iEHHble
3aKa3uMKOM, [O/KHbI GbITb YETKO MAEHTUUUUPOBaHbIL. KpomMe Toro, B ciiydae ecsiv MHdopmauusi npego-
cTaB/ieHa 3aKa3uMKOM W OHA MOXEeT MOB/MATb Ha [A0CTOBEPHOCTb pe3ys/ibTaToB, € OTYET [A0/HKHO 6biTb
BK/IIOYEHO 3asiB/ieHMe 06 OrpaHuMyeHWM OTBETCTBEHHOCTM naGopatopun. B crnyuvae ecnu na6opatopusi He
OCYLLECTB/ISIET U He HeceT OTBETCTBEHHOCTU 3a CTaauio oT6opa 06pa3uoB (Hanpumep, obpasel, 6611 Npeao-
CTaBJ/IeH 3aKa3uuMKoMm), B OTYeTe AO0/HKHO GbiTb OTPAXKEHO, UTO MOJlyUYeHHble pe3y/ibTaTbl OTHOCSTCS K Npego-
CTaB/IeHHOMY 3aKa34MKOM 06pa3Lly.

7.8.3 CneynasnibHble TpeboBaHUA K OTYeTaM 06 UCMbITAHUSX

7.8.3.1 B ponosnHeHue K TpeboBaHMAM, MEpPeUnCsieHHbIM B 7.8.2, 0T4eTbl 06 UCMbITAHUAX LO/DKHbI, €CNn
39TO He0bXOoAMMO ANA UHTepnpeTaumn pesynbTaToB UCMbITaHWA, BKIOYaTb B cebs creaytollee:

a) nHdopmMaLmio 06 0CObbIX YC/TOBUSAX UCMbITAHWIA, TaKUX KakK YC/IOBUS OKpYXXatoLleli cpeabl;

b) npn Heo6xoANMMOCTU 3asAB/IEHNE O COOTBETCTBUM TpeboBaHNAM U cneumdukaumsm (cm. 7.8.6);

C) rge ST0 MNPUMEHUMO, HEONPEAENIEHHOCTb M3MEPEHWUI, NPeACTaB/IEHHYHO B TeX Xe efuHuuax, 4To u
n3mepsemMas BesINUNHA, WU B OTHOCUTESIbHOM MO OTHOLUEHUID K M3MEPSeMOol Benm4vmHe Buae (Hanpumep,
B NpoLeHTax), korga:

- 9TO MMeEeT OTHOLLEHNE K JOCTOBEPHOCTN NN NPUMEHEHUIO Pe3y/IbTaTOB UCMbITaHWi;

* 3TOro TPebyeT 3aKka3uvkK; Um

- HeonpeneneHHOCTb N3MEPEHMUS BIUSIET HA COOTBETCTBUE YCTAHOBJ/IEHHOMY Mpeaeny;

d) MHEHWSA N nHTepnpeTaumu, rae 3To NPUMEHUMO (CMm. 7.8.7);

€) AONOSHUTENIbHYIO MHOPMaLMIO, KOTopas MOXET NoTpeboBaTbCA MO KOHKPETHbIM MeTojaM, opraHam
B/1aCTU, 3aKaszvymkKam WUan rpyrnrnam 3akasymkoB.

7.8.3.2 Ecnu naboparopusi HeceT OTBETCTBEHHOCTb 3a [eATeNIbHOCTb Mo OoT6opy 06pa3uoB, OTYEThLI 06
NCNbITAHNAX OO/DKHbI COOTBETCTBOBaTb TPebOBaHUsSM, yKaszaHHbIM B 7.8.5. ec/in aTO HEOGXOAUMO AN WH-
TepnpeTaunn pe3yibTaToB UCMbITaHWIA.
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7.8.4 CneumnanbHble TpeboBaHUA K cBUAETEIbCTBaM (cepTudumkaTam) o KanmbposBke

7.8.4.1 8 ponosHeHne K TpeboBaHWAM, MepeyucrieHHbIM B 7.8.2. B cBugeTenbcTBa (cepTudukartbl)
0 KaJIN6POBKE A0/MKHbI ObITh BK/IKOUYEHLI Clieaytolme CBegeHUs:

a) 3Ha4yeHue HeonpeaesieHHOCTM WM3MEPEHUA ANA pe3ynibTaTta M3MEPEHWUN, NpeacTaB/ieHHOE B TEX Xe
eAuHULax, YTO U n3MepsiemMasl Be/IMYUHA, UIN B OTHOCUTESIbHOM MO OTHOLLUEHUIO K M3MEPSIEMON BennyuHe
Buae (Hanpumep, B NpoLeHTax).

MpumeyvaHne — B cootBeTcTBUM ¢ 1SO/IEC Guide 99 pesynbTaT M3MEpPEHUs, KakK MpaBwu/io, BblpakaeTcs oA-
HUM N3MEPEHHbIM 3Ha4YeHneM BEeJTMYUHDbI C yYKasaHnemMm eanHuL bl USMepeHnsa n HeonpeneneHHoCTn VI3Mep6HVIVIZ

b) cBegeHuna 06 ycnoBusx (Hanpumep, yCrIOBUAX OKpyXatolel cpebl), NPy KOTOPbIX BbINOMHAINCH Ka-
NIMBPOBKM N KOTOPbIE MOT/IM OKa3aTb B/IMSIHME Ha pe3y/ibTaTbl U3MEPEHWIA:

C) 3asiBNleHVe O TOM. KaknMm ob6pa3om obecrneumBaeTcsd MeTpOsiornyeckas npocnexnBaeMocTb U3mepe-
HWi (CM. NpunoxeHue A);

d) pe3ynbTaTbl, NOSly4YeHHbIE A0 1 NOC/Ae PEry/IMPOBKM NN PEMOHTA, eC/iM TaKOBble NPOBOANINCH:

€) 3asB/IeHNe 0 COOTBETCTBUM TpeboBaHUAM uUim cneundurkaumsam npn HeobxoammocTtn (cm. 7.8.8);

f) MHeHnA n nnuTepnpetaymn (cm. 7.8.7) NnpyM HEO6XO4MMOCTMU.

7.8.4 2 Ecnu nabopatopusi oTBevaeT 3a AesaTe/IbHOCTb Mo oTbopy o6pasuoB, cBuAaeTesbCTBa (CepTu-
domKaTbl) O Ka/IMGPOBKE A0/HKHbI COOTBETCTBOBATH TPebOBaHUAM, yKa3aHHbIM B 7.8.5. ecim 3TO HEO6XO4MMO
0115 HTepnpeTauumn pesy/ibTaToB KaJIMOpPOBKH.

7.8.4.3 CBugetenbcTBO (cepTucmkaT) 0 kanMbpoBKe NN KaIM6POBOYHAA 3TMKETKa He O0/IKHbI coaep-
XaTb HMKaKuUX pekoMeHAauuii N0 BbIGOPY MEXKa/IMOpOBOYHbLIX WHTEPBA/IOB, KpOMe Tex CslyyaeB, Korga 3To
6b1/10 COr/IacoBaHO C 3aKa34ymMKOM.

7.8.5 lMpepacTtaBneHne pesybTaToB MO OTOOPY 06pas3yoB — creyymasibHble TpeboBaHUs

Ecnu nabopaTtopusa HeceT OTBETCTBEHHOCTb 3a [AeATe/IbHOCTb MO OT6opy 06pasuoB, B AONOSHEHWE
K Tpeb6oBaHusAM, NepeyncsieHHbIM B 7.8.2. KOorga 3T0 He0O6XoAMMO A1 MHTepnpeTaumn pesysbTaTtoB, OTHeTbl
OOJIKHbI BK/IIOUATh cneaytoulee:

a) paty otbopa o6pasLoB;

b) yHukanbHyl MaeHTUMVKaLMIO BbiIGpaHHOro o6pasua uan matepvana (Bkaw4Yas HauMeHOBaHue Mnpo-
n3BoanTess. 0603HayYeHe MOAEeN NNV TUNa N CEPUHbIE HOMepa, Kor4a 3TO0 MPUMEHUMO):

C) MecTo oT60opa 06pa3uoB, BK/IKOUas fobble gunarpaMmbl, 3CKU3bI Un poTorpacum;

d) ccbinky Ha nnaH oT6opa 1 MeTos 0Toopa;

e) cBefeHns 060 BCeX YCNOBUSX OKPYXaloLwen cpefbl BO Bpems oTbopa 06pa3LoB, KOTOpPble BAUSAIOT Ha
MHTeprpeTauuto pesynNbLTaToB;

f) nHpopmauuio, Heo6XoAUMYHO O/ OLEHKN HeonpeaesieHHOCTU U3MEPEHUI ANs nocneayrowmnx UcChbl-
TaHWn NN KannbpoBKN.

7.8.6 MpepcTtaBiieHMe 3aKIlOHEHN O COOTBETCTBUN

7.8.6.1 Ecnn no pe3ynbTaram WCNbITaHUSA WKW KaIMOPOBKM [enaeTcs 3ak/loveHne O COOTBEeTCTBUM
cneuydmvkaumn wWnu CcraHgapTty, flabopartopus OO/DKHA [LOKYMEHTUPOBATb NpaBWAO MPUHATUS peLleHus,
NPYHUMasi BO BHUMaHne YpOBEHb pUCKa (Hanpumep, SI0KHOMOIOKUTENTbHOE WU 10XHOOTpULaTesibHoe pe-
LWeHne. cTaTUCTUYeCKMe MpPeanosioxKeHns), CBA3aHHbIM C MPUMEHSIEMbIM MPaBUIOM MNPUHATUA PeELLeHUs, ”
NPUMEHUTb AaHHOe NpaBusio.

I'Ipmmeanl/le — Ecnu npaBunno TMPUHATUA pelleHna YCTaHOBJ/1IEHO 3aka34duMKoM, npaBunamMmm WA HOPMaTUBHbI-
MU JOKyMeHTamu, fafibHelllee pacCMOTPEHME YPOBHS pucka He TpebyeTcs.

7.8.6.2 Jlabopartopusi AO/HKHA NPeACcTaBUTb 3aK/IH0HEHVE O COOTBETCTBUM, B KOTOPOM YETKO OMpeesieHo:

a) K Kaknm pesysibTataM NPUMEHSETCHA faHHOe 3aK/TiYeHNE;

b) kakum cneumdpmnkaumuam, ctTaHgapTam UM Nx YacTam COOTBETCTBYET UM HE COOTBETCTBYET OO bEKT;

C) NpaBWO MNPUHATUA PELLEHUs, KOTOpoe Obl/10 UCNOMb30BaHO (EC/IM OHO He COAEPXUTCH B COOTBET-
CTBYHOLLMX cneundmkaLmm nian ctaHgapTe).

MprmeyaHne — AN Noy4YeHUsa AON0STHUTETbHOW nHpopmauum cm. ISO/IEC Gu>de 98-4.

7.8.7 lMpeacTtaBneHne MHEHUIA N MHTepnpeTayui

7.8.7.1 8 cnydae npeacTaBfieHUs MHEHUI W MHTepnpeTauuii nabopaTopusi Ao/MKHA 06ecneynTb, 4TO
TO/IbKO MEepcoHasl, YNONIHOMOYEHHbI Ha NpeAcTaB/ieHNWEe MHEHWI U WHTepnpeTauuii, npeacTaBnsieT COOT-
BETCTBYHOLME 3asBreHuNs. JlabopaTopus [0/MHKHA OOKYMEHTMPOBaTb OCHOBaHWS, Ha KOTOpbIX 6a3upyloTcs
BK/IIOYEHHbIE B OTYET MHEHUS U MHTepnpeTaLmm.

MpymeyaHne — BaxHO OT/MYaTb MHEHUS W WHTepnpeTauunm OT BbIBOAOB MO pe3y/bTaTaM WHCAEKUMA unuv
cepTudmkaumm npoayKunmn, Kak 3TO ycTaHOB/ieHO B ISO/IEC 17020 u ISO/IEC 17065. n OT 3asiB/IEHUI A O COOTBETCTBUM,
YNOMSAHYTbIX B 7.8.6.
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7.8.7.2 MHeHMa unu nHTepnpetaunu, cogepxalimeca B otdetax, AO/DKHbI 6blTb OCHOBaHbl Ha pe3y/b-
TaTax. MNOJIyYEHHbIX O/19 0GbEKTa, MPOXOAMBLLETO UC/bITaHUA/KASIMOPOBKY. N AO/MKHbI ObITb YETKO 0O03Ha-
YeHbl KakK TakoBble.

7.8.7.3 ECnu MHeHUs W MHTepnpeTauMn NpeacTaBnsAlOTCA MyTeM HenocpeAcTBEHHOro obcyxaeHus pe-
3yNbTaToOB C 3aKa34yMKOM, HEOHXOANMO COXPaHATb COOTBETCTBYIOLLME 3anNMCK TaKOro 06CyXaeHuUsI.

7.8.8 M3mMeHeHuA K oTyeTam

7.8.8.1 Ecnu HeobxoAuUMO BHECTU N3MEHEHUs, AOMNOSIHEHUS B BblAaHHbI OTYET, NepeodOpPMUTb €ro.
noboe naMeHeHne MHOPMaUUN AOSIKHO ObITb YEeTKO 0603HAYEeHO U. ecniM HeO6XO0AMMO, NPUYMHA BHECEHMUA
M3MEHEHUsI [0/HKHa B6bITb BK/1KOYEHA B OTYET.

7.8.8.2 VI3aMeHeHUs B OTYeT Mocsie ero Bblgadn LO/DKHblI BHOCUTBCS TOJIbKO B BUAE LOMOSIHUTENIbHOIO
LOKYMeHTa WUan MHOro crnocoba nepefayn faHHbIX, KOTOpble BKAOYaT (POPMYIMPOBKY: «/3MEHEHMe K OT-
yeTy. NOPSAAKOBbIN HOMEP... [MNN NHasa naeHTUMKaUUA]» nan gpyryo nogo6Hyo opMyMpoBky.

Takue n3MeHeHUs1 A0/MKHbI COOTBETCTBOBAaTL BCEM TpeboBaHUAM HACTOSLWEro ctaHaapTa.

7.8.8.3 Korpa Heo6xoauMo BbigaTb HOBbI OTHET O pe3ysibTatax, OH AO/DKEH ObITb YHMKa/lbHbIM 0Opa-
30M MAEHTUULMPOBAH N COAEPXaTb CCbI/IKY Ha OTYET O pe3y/ibTaTax, KOTOPbI OH 3aMeHsieT.

7.9 XXanobbl (npeTeH3nn)

7.9.1 Jlabopatopus AO/MKHA UMETb [LOKYMEHTUPOBAHHbLIN MPOUECC ANA MONYyYEeHUS, PacCMOTPEHUs Xa-
N106 (NpeTeH3nii) u NPUHATUS PeLLeHN Mo Xanobam (NpeTeH3nsaM).

7.9.2 OnucaHue npouecca obpalleHusi ¢ xanobamu (NpeTeH3nAMU) A0/DKHO ObITb AOCTYMHO BCEM 3a-
MHTEpPeCcOoBaHHbIM CTOpPOHaM Mo 3anpocy. Npu nosyyeHun xanobbl (NpeTeH3nun) nabopaTtopus AOJDKHA YAOo-
CTOBEpPUTBLCA. OTHOCUTCA N1 Xanoba (NpeTeH3ns) K 1abopaTopHOW AeATeNIbHOCTWU, 3a KOTOPYK OHa HeceT
OTBETCTBEHHOCTb, M. €CNu 3TO TaK. AOJ/DKHA MPUHATbL €e Ha paccMoTpeHue. JlabopaTtopuss HeceT OTBeT-
CTBEHHOCTb 3a NPUHATNE BCEX PELLEHUI Ha BCeX CTaauAaX npouecca pacCMOTPEHUS Xaobbl (NpeTeH3un).

7.9.3 Tlpouecc paccMOTpeHus xanob (npeTeH3wid) AO/DKEH BKAOYaTb MO KpaliHeil Mepe cregytouime
3/1EMEHTbI N METOAbI:

a) onucaHue npouecca MNosly4YyeHusi, MPOBEPKU, PACCMOTPEHUSA Xaiobbl (NMPETEH3UM) U MPUHATUS peLue-
HUS 06 OTBETHbIX AEACTBUAX, KOTOPblE AO/MKHbI ObITb NPEeANPUHATI;

b) oTtcnexuBaHue u perucTpaumsa xanob (NpeTeH3wuii), BKIOYaA AeNCTBUSA, NpeanpuHATbIe A48 UX pas-
peLleHus;

C) obecneyeHne Toro, 4To Heo6XoAMMble MepPbI NPeANPUHMMAIOTCS.

7.9.4 NabopaTopusd, nony4arowasi xanoby (MpeTeH3nk), AO0/HKHa HEeCTM OTBETCTBEHHOCTb 3a c6op U
NpPOBepPKy Bceli HeobxoanmMoli nHhopmaLnm € Lenbio NOATBEPXAEHNS 060CHOBAHHOCTW Xaso6bl (MpeTeH3un).

7.9.5 Korga 3TO BO3MOXHO, nabopaTopusi AO/DKHa MOATBEPAUTb MNOy4veHUe Xasiobbl (MpPeTeH3nn) u
MHdOPMMPOBAaThL 3asBUTENS O XO4e N pe3y/ibTaTax pacCCMOTPEHNS.

7.9.6 PesynbTaTbl pacCMOTPeHUA Xasiobbl (NpeTeH3uun), KoTopble OyayT AoBefeHbl A0 3asaBuUTeNs,
LO/MKHbI ObITb NOArOTOB/IEHbLI UAN PACCMOTPEHbI U 0406PEHbI NIMLLOM (aMun), KOTOpoe (ble) He MPUHUMaNo (1)
yyactus B fesaTe/ibHOCTU flabopaTtopum, No NoBOAY KOTOPOW NOCTynuia xanoba (npeTeH3uns).

I'Ipwvleanme — OTO MOXET BbIMO/IHATLCA BHELLIHUM nepcoHas oM.

7.9.7 Korga 370 BO3MOXHO, naboparopusi AO/MKHA NPefoCcTaBUTh 3asBUTENO0 ohuLMasibHOE yBeaoMIle-
HVe O pe3y/ibTaTax PacCMOTPEHNS Xanoobbl (NpeTeH3un).

7.10 YnpaBneHve HECOOTBETCTBYHOLLEel paboToi

7.10.1 JabopaTopus AO/HKHA MMETb NpoLeaypy, KOTOPYH MPUMEHSIOT B Crlyyae, ec/nn Kakoii-nmbo ac-
NekT /1abopaTopHOl AeATesIbHOCTU WU pe3yfibTaTbl paboTbl HE COOTBETCTBYHOT COGCTBEHHbLIM Mpoueaypam
na6opatopun nam TpeboBaHMsIM, COr1acoBaHHbIM C 3aka3unmkoM (Hanpumep, o6opyAoBaHWE WU YCOBUSA
OKpy)aroLleil cpefbl He COOTBETCTBYHOT YCTAHOBJ/IEHHbIM MNpeAenam, pe3ysibTaTbl MOHUTOpPUHIa He OoTBeYa-
HOT yCTaHOBJ/IEHHbIM KpTepusaMm). Npoueaypa Ao/mkHa obecneyumBartb, YTO:

a) onpeaeneHbl OTBETCTBEHHOCTb 1 NOJITHOMO4YNSA A5 YNIPaBeHNs HECOOTBETCTBYIOLEN paboTou;

b) pelictBMa (BkNo4ass NPUOCTAHOBKY WM NOBTOP paboTbl M NPUYOCTAHOBKY Bblayn OTYETOB, €C/u
Heo6X0AMMO) OCHOBaHbl Ha YPOBHSIX PUCKa, YCTaHOBJ/IEHHbIX Nnabopatopueid;

C) NpPOBEAEHO OLEHMBaHME 3HAYMMOCTU HECOOTBETCTBYHOLEN YCTaHOBJ/IEHHbIM TpeboBaHMSAM pPaboTbl,
B TOM 4Mcne aHa/In3 ee BO3LENCTBUSA Ha Npeablaylime pesynbraThbl;

d) NpMHATO pelueHre O NPUEM/IEMOCTU HECOOTBETCTBYIOLLEN paboThl;

€) Korga 3To Heo6XxoAnMO, YBeAOM/IEH 3aKa3unK U aHHY/IMPOBaHbl pe3y/ibTaTbl paboTbl;

f) onpepeneHa oTBETCTBEHHOCTb 3a NPUHATUE PeLLIeHUs1 O BO306HOB/1IEHMN PabOoThl.
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7.10.2 Nabopatopus AO/IKHA BECTM 3anucyu B OTHOLLIEHUM HECOOTBETCTBYIOLWEN paboTbl U HEO6X0AM-
MbIX OECTBUIA, KaK yka3zaHo B 7.10.1, nepeuncrnenus b)—f).

7.10.3 B Tex cnyyvasx, Korga oueHkKa nokasbiBaeT, YTO HECOOTBETCTBYILWasa paboTa MOXeT NMOBTOPUTb-
CA. WIN eCTb COMHEHUSI B OTHOLUEHUM COOTBETCTBUS AesATeNIbHOCTM naboparopun COOCTBEHHOW cucteme
MeHeKMeHTa, nabopatopus Ao/mMKkHa 06ecneynTb BbIMOSTHEHME KOPPEKTUPYIOLLMX AeliCTBUIA.

7.11 YnpaBneHne gaHHbIMU U MHGhopMauueii

7.11.1 JlabopaTopus AO/IXKHA MMETb AOCTYMN KO BCEM AaHHbIM U MHOPMauun, HeO6XoANMbIM A1 Bbl-
NOJIHEHUS STabopaTopHON AEeATENLHOCTU.

7.11.2 TMpaBWUnbHOCTb (PYHKUMOHMPOBaHMA cuctem (bl) ynpaerieHUs vHdopmaumein nabopartopun, umc-
nonb3yembix (O) Ans c6opa, o06paboTKM, 3anucu, npeacTaB/ieHUs pe3y/ibTaToB, XPaHeHUs WM noucka
JaHHbIX, B TOM 4ucne npaBuIbHOCTb (DYHKLUMOHMPOBaHUA uHTepdericoB cuctem (bl) ynpasneHnsa nHgopma-
umeii naboparopumn, gosmxHa (bl) 6bITb NpoBepeHa nabopaTopueint nepes BHeapeHueM B paboTy. Mpu nobbix
M3MEHEHNSAX, BK/OYast M3MEHEHUs1 KOHurypauum nporpaMmMHoOro obecnedeHus faboparopum nnm moamdum-
Kauum KOMMEPYECKOro NporpaMMHOro obecrneyeHusi, OHM OO/MKHbl ObITb YTBEPXAEHbI, LOKYMEHTUPOBaHbI U
eanMaupoaaHbl 00 BBELEHVS UX B AeliCTBME.

MpumeyvaHne! — B HacTosileM CTaHAapTe «CUCTEMbl YMNpaB/fieHUs WHgopMauuen nabopaTtopumn» BKAKOYAKOT
B cebs ynpaBneHne AaHHbIMU U I/IHd)OpMaLU/IeVI, cogepxawmmMmnca Kak B KOMMbHOTEPU3INPOBaHHbIX, TaKk MU B HEKOMIMbHO-
Tepn3npoBasiHbIX cucTeMax. HekoTopble M3 TpebGoBaHWii MOryT ObiTb B 60O/blUel CTENeHU MPUMEHUMbI K KOMIbHOTE-
pusnpoBaHHbIM CUCTeMaM, HeM K HEKOM/TbIOTEPU3NPOBaHHbIM CUCTEMAM.

ﬂpmmeanme 2 — ,ﬂ,OCTyﬂHoe Ha pblIHKE KOMMep4YecKoe nporpamMmvHoe obecrnevyeHne npu 06bIYHOM €ero uc-
NnoTb30BaHUN B 06ﬂaCTVI, ansa KOTOpOVI OHO npeagHasHa4YeHOo, MOXEeT CHUTaTbCA 8 ,D,OCTaTO‘-IHOVI cTenet BayingnpoBaHHbIM.

7.11.3 Cwuctema (bl) ynpaBneHunsa nHcopmaumern nabopatopumn, [osmkHa (bl):

a) 6bITb 3awmileHa (bl) OT HECaHKLMOHNPOBAHHOIO A0CTYyNa;

b) 6bITb 3awuLleHa (bl) OT UCKKEHUA UM NOTEPU AAHHbIX;

C) (hbyHKUMOHMPOBATb B YC/0BUSX OKpPYXXalollel cpelbl, KOTOPble COOTBETCTBYHOT creundumkaymsam no-
CTaBlWMKa WM nabopatopuu, WiIN. B CJlydae HEKOMMNbIOTEPUINPOBAaHHbLIX CUCTEM, CO34aBaTb YC/IOBUS,
obecneunBaloLne HEU3MEHHOCTb BbIMOJSTHEHHbBIX OT PYKU 3anucein n paclumdpoBKu;

d) nogaepxunBaTbCa B TaKOM COCTOSIHUN, KOTOPOe o6ecrneymBaeT Le/IOCTHOCTb AaHHbIX 1 MHhopMauuu;

€) BK/YaTb PErncTpaunto CUCTEMHbIX COOEB M COOTBETCTBYIOLUMX OMEPATUBHbLIX U KOPPEKTUPYIOLLNX
nencTBuii.

7.11.4 B TOM cnyyae, ecnu yrnpaBfieHVEe [aHHOW CUCTEMOW M ee nogaepXaHue OCyllecTBASeTca Au-
CTaHUMOHHO WM 4Yepe3 BHELLUHEero nocTaBLyMKa, flaboparopusi Ao/HkHa obecrneunTb COOTBETCTBME MOCTaB-
LMKa Ny oneparopa CMcTeMbl BCEM MPUMEHMMbIM TPeOOBaHUAM HAaCTOSALEro cTaHaapTa.

7.11.5 Nab6opaTtopus Aos/mkHa obecneunBaTb, YTOObI MHCTPYKLMKU, PYKOBOACTBA M CrpaBOYHbIE [aHHbIE,
OTHOCALLMECS K cucTemMe (am) ynpaBrieHUs MHpopMaumein naéoparopumn, 6bian NerkogocTynHbIMK A1 nep-
coHana.

7.11.6 PacuyeTbl 1 nNepefayuun faHHbIX A0/DKHbI NoABeprartbCa Hag/1exatmmmMm cMcTteMaTMyeCcKMmM npoBepKam.

8 TpeboBaHNA K CUCTEME MEHEIKMEHTA

8.1 BapuvaHTbl

8.1.1 O6wme NoNOXeHUs

Na6opaTopns AO/HKHA YCTaHOBUTb, AOKYMEHTMPOBAaTb, BHEAPUTb U MOAAEPXKUBaTb CUCTEMY MEHEeLK-
MeHTa. KOTopasi chnocobHa ob6ecneuvBatb W AEMOHCTPMPOBaTb MNOCTOSAHHOE BbIMOSIHEHME TPE6OBaHWIA
HacToslero craHgapTa M ob6ecneyMBaTb KayecTBO BbINOJSIHEHHbIX nabopaTopueilt paboT. B ponosiHeHue
K COOTBETCTBUIO TpeboBaHWAM pasfesnioB 4—7 nadopatopus [O/DKHA BHeAPUTb CUCTEMY MeHeMKMeHTa B
CO-OTBETCTBUM C BapuaHTOM A nnin sapmaHTtom B.

MpumeyaHne — CM. npunoxexve B ans oononHUTeNbHOM nHhopmauuu.

8.1.2 BapwuaHT A

Kak MMHUMYM cucTeMa MeHe)KMeHTa fabopaTopum AO/HKHA NpeaycMaTpmBaTh cneayrollee:

* NOKYMEHTaUMIO0 CUCTEMbI MeHeKMeHTa (CM. 8.2);

* yrpaB/ieHVe AOKYMeHTaMU CUCTEMbI MeHepkMeHTa (CM. 8.3);

- ynpasrieHve 3anmcsamu (cm. 8.4);

- [eNcTBUSA, CBA3aHHbIE C pUCKaMm 1 BO3MOXHOCTAMMU (CM. 8.5);

- yny4duweHus (cMm. 8.6):

* KOppekTupytowme aenctTeus (cm. 8.7);
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* BHYTpeHHue ayanTbl (CM. 8.8):
* aHa/IM3 CO CTOPOHbI pykoBoACTBa (CM. 8.9).

8.1.3 BapunaHTt B

NabopaTopus, KoTopas ycTaHOBWU/IA N NOALEPKUBAET CUCTEMY MeHeKMeHTa B COOTBETCTBUM C Tpebo-
BaHusMKM ISO 9001 n cnocobHa noATBepXAaTb U AEMOHCTPUPOBAaTb MOCTOSIHHOE BbINOJIHEHVE TpeboBaHWi
pa3genoB 4-7, Takke OEMOHCTPUPYET Kak MUHUMYM TOTOBHOCTb BbINOJHATbL TpeboBaHusA, cofepxalinecs
B 8.2-8.3.

8.2 [lokymeHTaLmsa cMCTeEMbl MeHeKMeHTa (BapnaHT A)

8.2.1 PykoBoACTBO slabopaTtopun OO/HKHO YCTaHOBUTb, AOKYMEHTUPOBAaTb M NoAfepXuBaTtb NOAUTUKA U
Luenn A4S BbIMOJIHEHUS TpebGoBaHWMIi HaCTOAWEro ctaHgapTa M AO/MKHO obecneuunTb, YTOObl 3TU NOSINTUKU U
uenv 61NV NpU3HaHbl M BHEAPEHbI HA BCEX YPOBHSAX opraHu3auum nabopartopuu.

8.2.2. MoNUTUKN N Lenn 0O/MKHbI OblTb HanpaB/ieHbl Ha obecrneyeHne KOMNETEHTHOCTW, BGecrnpucTpacT-
HOCTU 1 CTabUIbHOCTU AeATe/IbHOCTU nabopaTopun.

8.2.3 PykoBoACTBO nabopatopuun A0/DKHO NPeAcTaBuUTh AokasaTesibCTBa MPUBEPXEHHOCTU K pa3paboT-
K€ N BHEAPEHNIO CUCTEMbI MEHEKMEHTA 1 NOCTOSIHHOMY MOBBLILIEHUIO €€ Pe3y/IbTaTUBHOCTH.

8.2.4 BcsA AOKyMeHTauusi, MpoueccChbl, CUCTEMbI, 3arnucu, OTHOCSALMECH K BbIMOJSIHEHMIO TpeboBaHWuii
HacTosLllero ctaHagapTa, A0/DKHbI ObITb BK/IIOUYEHbI B CNCTemMy MeHeg)KxMeHTa, COOTHeCEHbI U1 CBA3aHbl C HEWn.

8.2.5 Becb nepcoHan, y4yacTBylOUWMIA B /1abOpaTOpHOM AeATeNbHOCTU, A0/DKEH UMETb AOCTYN K TeM 4a-
CTAM [OOKYMeHTauuMnm CUCTEMbI MEHe)KMEHTa W COOTBETCTBYHLEN MHopMaunn, KOTOpble MPUMEHSOTCA
B cchepe ero oTBETCTBEHHOCTU.

8.3 YnpaBneHne fOKYMEHTaMU CUCTEMbI MEHEKMEHTA (BapuaHT A)

8.3.1 JlabGopatopus [O/MKHA YNPaB/isaTb OOKYMeHTaMu (BHYTPEHHUMU W BHELIHMMMK), OTHOCALLMMUCS
K BbINOJIHEHUIO TPEOGOBaHM HACTOALLEro cTaH4apTa.
l‘lpmmeanme — B paHHOM KOHTekcTe «OOKYMEHTOM>» MOryT ObITb 3asiB/IeHVS1 O TMOJINTUKE, npoueaypbl, cne-

LUMMKaLUU. UHCTPYKUMU MPOU3BOAWTENS, Ka/IMBPOBOYHbIE Tab/vubl, CXeMbl, MOCO6OMS, NnakaTbl, YBeAOM/IEHUS, NaMsiT-
K. YepTexu, miaHbl U T. 4. OHW MOryT 6bITb MpeAcTaB/ieHbl Ha Pas3/IMYHbIX HOCUTENSX UH(OPMauMK, HanpuMmep B ne-

yaTHOM unn undpoBom dropmare.

8.3.2 labopaTopusi Ao/HKHA 06ecneynTb, YTo:

a) AOKYMEHTbI NPOBEPEHbI HA NPUro4HOCTb YNO/THOMOYEHHBIM NEPCOHAIOM [0 UX U34aHUS;

b) [OKYMEHTbI Nepruoanyeckn aHaIM3NpPyTCA 1 NP HEO6XO4MMOCTN NepecMaTpuBaloTCS:

C) MAEHTUDULMPYIOTCA N3MEHEHNS N CTaTyC TeKyLlel peaakunm OKYMEHTa,;

d) aKkTya/ibHble BEPCUN NPUMEHSAEMbIX AOKYMEHTOB AOCTYMHbI HA BCeX paboymx MecTtax v nNpu Heob6Xo-
[VMOCTU UX pacnpocTpaHeHue ynpasrisieTcs;

€) JOKYMEHTbI YHUKa/IbHbIM 06pa3oM naeHTUdmunpoBaHsbl;

f) He ponyckaeTca HenpegHaMepeHHOE MCMOJIb30BaHVEe YCTapeBLUMX AOKYMEHTOB U MPUMEHSETCSA COOT-
BETCTBYIOLWAA NAEHTUMKALNA OaHHbBIX JOKYMEHTOB, B C/lydae eC/IM OHM COXPaHSATCA C Kakor-nmbo uerbio.

8.4 YnpaBrneHue 3anucsamu (BapnaHT A)

8.4.1 JlabopaTopus [O/HKHA BECTU U COXPaHATb pasbopuuvBble 3aMnCU C LEeblo NOATBEPXAEHUS CO-
6ntoaeHns TpeboBaHMi HAaCTOSLWEro cTaHaapTa.

8.4.2 Jlabopatopusi [O/DKHA OCYLLEeCTB/IATb ynpas/ieHWe, Heobxoaumoe Ans uaeHTudmnkaumm, XpaHe-
HUSA. 3aWUTbl, PEe3epPBHOI0 KOMMPOBaHUA, apXUBUPOBaHUA, MOUCKa, CPOKa XPaHEHUA N YHUUTOXEHUS CBOUX

3anuceii. Jlabopatopusi AO/HKHA COXPaHsTb 3anucy B TeyeHue nepuoga, YCTaHOBJ/IEHHOrO [AOrOBOPHbLIMU
o6GsizaTesnibcTBaMn. [OCTYN K AaHHbIM 3anuncsM [O/DKEH COOTBETCTBOBATb 06si3aTesibCTBaM B 06/1aCTW KOH-

C*)I/I,Cl,eHLl'I/IaJ'IbHOCTI/I. 1 3anncun AO0JKHbI ObITb NerkoaoCTynHbIMW.
MpumeHeHne — B 7.5 npuBeAeHbl A0MOMHUTE NbHbIE TPEGOBaHNA, OTHOCALLMECS K TEXHUYECKUM 3armcsm.

8.5 [elicTBuSA, CBA3aHHbIE C PUCKaMX 1 BO3MOXHOCTAMU (BapuaHT A)

8.5.1 JlabopaTopusa AO/MKHA paccMaTpuBaTb PUCKM U BO3MOXHOCTW, CBAA3aHHble C nabopaTopHoi aes-
TEeNbHOCTbLH. AJ/18 TOro YTOoObI:

a) obecneumBatb, UTO CUCTEMA MEHEI)KMEHTA AOCTUraeT HaMeUYeHHbIX Pe3y/ibTaToB;

b) HapalmBaTb BO3MOXHOCTU A/151 AOCTUXEHUSA Lieseld 1 3agay nabopaTopum;

C) npepoTBpaliaTh UMW YMEHbLLUWUTL HeXeraTe/bHble BO34eCTBUS 1 BO3MOXHble c60U B slabopaToOpHOIA
[EeATeNIbHOCTH;

d) pobuBaTbCA yNyULLEHWIA.
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8.5.2 NabopaTopus A0/DKHA NS1IaHNPOBaTb:
a) [encTBus, CBA3aHHbIE C AaHHbIMU PUCKaMU 1 BO3MOXHOCTSIMU;
b) kaknm ob6pasom:
1) MHTerpmpoBaTb 1 BHEAPSTb AaHHble AeliCTBUSA B CUCTEMY MEHeMKMEHTA:
2) oueHuBaTb pe3y/ibTaTUBHOCTb AaHHbIX AeACTBUIA.
MpumevaHne — XoTA B HaCTosILEeM CTaHAapTe YKa3blBaeTcsl, 4TO JabopaTopusi nnaHupyeT n[elcTtBus Mo
YCTPaHEeHNIO PUCKOB, TpeboBaHUA K hopMasibHbIM MeToAam ynpaB/ieHUs pUCKaMu UAN OOKYMEHTUPOBAHHOMY npoueccy
ynpaBneHna puckamm He YyCTaHOBJ/1EHbI. }'Ia60paT0p|/||/| MOryT pewunTb, crieaoyeTt nn pa3pa6aTb|BaTb 6onee 06LIJI/IpHyP0

MeTOZ0/IOTUI0 YNPaB/IeHVs pPUCKaMu, YeM 3TO TpebyeTcs B HACTOSILEM CTaH4apTe, Hanpumep, NocpeacTBOM MpUMeHe-
HUSI APYTUX PYKOBOACTE WUV CTaHAApTOB.

8.5.3 T[pepnpuHUMaeMble OENCTBUS, CBA3AHHbIE C PUCKAMU M BO3MOXHOCTSIMU, AO0/KHbI 6bITb copas-
MepPHbI UX MNOTEeHUNa/IbHOMY BJIMAHUIO HA OCTOBEPHOCTb N1abopaTOpHbIX pe3y/bTaToB.

MpumeuvaHne 1 — T[pymepamMn [ENCTBUA, CBA3aHHbIX C puUcKamMu, MOTryT OblTb uAeHTMdMKauus w npegynpe-
XAEHNe yrpos, NPUHATUE PUCKOB C UMbl peaniM3auun BO3MOXHOCTU, YCTPaHEHME UCTOYHMKA puUcCXa. M3MEHeHVe Bepo-
ATHOCTW pyCKa WUu ero NocnefcTBUiA, pasfesneHre pUuckoB UM COXpaHeHne pucka nocpecTBOM 060CHOBaHHOTO peLleHus.

MpumevaHne 2 — BO3MOXHOCTM MOFyT TMpPMBECTM K paclwmpeHnto obnactu n1abopaTtopHON AesaTenbHOCTH,
NPUBNEYEHMIO HOBbIX 3aKa34yMKOB, WUCMO/b30BaHNI0O HOBbIX TEXHOMOTUIA WU APYrNX BO3MOXHOCTEN C Lefiblo yAOBNEeTBO-
pPeHus NoTpebHOCTeR 3aKa3unKoB.

8.6 YnyuuweHus (BapuaHT A)

8.6.1 JlaGopaTopus AO/HKHA MAeHTUMUMPOBaTb N BblGpaTb BO3MOXHOCTM AN Y/YULWEHWH, a Takke
npeAnpuHATb He06Xo4MMble AENCTBUS.

MpuMeyaHne — BO3MOXHOCTM ANA YAydleHuidi MOryT ObiTb MAeHTUMUMpPOBaHbl NO pe3ynbTaTaMm aHaausa
pa6oq|/|x npouenyp, MCcnosib3oBaHUA MNOJINTUK, OCHOBHbIX uene|7|, pe3ynbTatoB ayanToOB, KOPPEKTUPYHLWNX AEI7ICTBVII7I,

aHa/IM3a CO CTOPOHbI PYKOBOACTBA, MPEASIOKEHWIA NnepcoHana, OLEHKU pUcKa, aHasv3a AaHHbIX U pe3ysibTaToB MNpoBe-
POK KBa/IMdpMKaL MK,

8.6.2 Jlabopatopus Ao/DKHa CTPEMUTLCS MNOAy4dYaTb OOpPaTHYH CBSA3b OT 3aKa3uMKOB, KaK MONOXUTesb-
HYl0. Tak U oTpuuaTesibHyto. Ob6paTHas CBSA3b A0/DKHA aHa/IM3NPOBaTbLCA U NPUMEHATLCA A1 YAyUlleHUs
CUCTEMbI MEHE)KMEHTA, /1TabopaTOPHO AeATEeNTIbHOCTU U 06CY)XMBaHUS 3aKa3uMKOB.

MpumedaHne — T[lpyMepamMy TUMNOB OOPATHOW CBSI3W SAB/ISAKOTCS OMPOCbl OTHOCUTENIBHO YAOB/IETBOPEHHOCTU
3aKa3ynKoB, 3an1cuy NeperoBopoB 1 06CYXAEHME OTHETOB C 3aKas3unKamu.

8.7 Koppektupytowme geiicteus (BapmaHT A)

8.7.1 TMpwu BbIABIEHNN HECOOTBETCTBUSA /labopaTopus AODKHA:

a) pearnpoBaTb Ha HECOOTBETCTBME U NPV HEOBXOANMOCTH:

- NpeanpuHATL AENCTBUA AN yNpaB/ieHNs HECOOTBETCTBMEM 1 €r0 YCTPaHEeHUS;

* oTpearnpoBaTb Ha NOCNeACTBUS;

b) oueHnTb HEO6GXOAMMOCTb AENCTBUSA ANA YCTPaHEHUS NpPUYnH (bl) HECOOTBETCTBUSA, ANS TOr0 4TOObI
npeaynpeanTb ero NOBTOPHOE UM HOBOE MPOosiB/ieEHNE, NOCPeACTBOM:

- pacCcMOTpeHu1s 1 aHa/In3a HECOOTBETCTBUS;

* BbISIBNIEHNSA NPUYNH HECOOTBETCTBUS;

- BbISIB/IEHMS CYLLECTBOBAHUS WM MOTEHUVA/IbHOM BO3MOXHOCTU BO3HMKHOBEHUS NOA0GHbLIX HECcooT-
BEeTCTBUN;

C) NpeAnpuHATL HEO6X0ANMblE AENCTBUS;

d) oueHUTb pe3ybTaTMBHOCTb NPEANPUHATBLIX KOPPEKTUPYIOLWNX AENCTBWIA;

€) MOBTOPHO OLEHUTb PUCKN M BO3MOXHOCTU, BbISIB/IEHHbIE MO UTOramMm MAaHMpoBaHWSA, ec/iu 3TO Heob-
X0AUMO;

f) Nnpn HeO6XO4MMOCTV BHECTU U3MEHEHUS B CUCTEMY MEHEKMEHTA.

8.7.2 Koppektupylwue [elcTBUS OO/MKHbl COOTBETCTBOBaTb Maclitabam v nocneAcTBMAM 06Hapy-
YXEHHOr0 HECOOTBETCTBUS.

8.7.3 Naboparopus A0/HKHa COXPaHATbL 3annucu B KaYeCTBE CBUAETE/NLCTB CeayloLero:

a) CYLHOCTU HECOOTBETCTBUIA, MPUUUH (bl) N NO6LIX NPEANPUHATBLIX MOCEAYHOWNX AeACTBUIA:

b) pe3ynbTaToB KOPPEKTUPYHOLWMX AEACTBUIA.

8.8 BHyTpeHHue ayauTbl (BapuaHT A)

8.8.1 Jlabopatopusi Ao/HKHA NMPOBOAUTH BHYTPEHHUWE ayAuTbl Yepe3 3arjiaHMpoBaHHble UHTepBasibl AJ1s
nosly4yeHnNst NHPOPMaLMN O TOM. SIB/ISIETCS /I CUCTEMA MEHEeDKMEHTA:
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a) COOTBETCTBYHOLLEN:

mCO6CTBEHHbIM Tpe6oBaHMsIM NabopaTopun K CBOER cUCTEMe MeEHEI)KMEHTa, B TOM uuc/ie naboparop-
HOW AesATeNIbHOCTU;

mTPe6OBaHNAM HACTOSILLEro CTaHAapTa;

b) pe3ynbTaTMBHO BHEAPEHHOW 1 peasin3yemMoin.

8.8.2  Jlabopartopus AosKHa:

a) nnaHuMpoBaTb, paspabaTbiBaTb, BHEAPSATb U peasin3oBbiBaTb NMporpaMmy ayauTa, B TOM 4uciie B OT*
HOLIEHUN MNEPUOANYHOCTU, METOAO0B, cdepbl OTBETCTBEHHOCTW, MJIAHUPYEMbIX TpeboBaHWn M OTYETHOCTU,
KOTopasi A0/DKHa YyUuTbiBaTb BaXHOCTb COOTBETCTBYHOLEN NnabopaTOpHON AeATeNbHOCTU, U3MEeHeHus, Bau*
AoLWMe Ha nabopaToputo, a Takke pesynbTaTbl Npeablaywmnx ayanTtos;

b) onpepensaTb kpuTepun ayanta n 06/1acTb NPOBEAEHNS KaXKA0r0 ayanTa;

c) obecneumBaThb, YTO pe3y/ibTaTbl ayauTa AOBeAEHbI 40 COOTBETCTBYHOLLEINO PYKOBOACTBA;

d) BbINO/IHATbL COOTBETCTBYHOLLME KOPPEKUUN N KOPPEKTMpylwue AelcTBus 6e3 HeoH6OCHOBaHHbIX 3a-
LEPXKEK;

€) COXpaHATb 3anucu B KayecTBe MOATBEPXAEHUS peanu3aumy nporpamMmbl ayauta v pesyibTaToB
ayauToB.

MpumevaHne — 8 I1SO 19011 npuBedeHbl PYKOBOASAWIME YKa3aHUA 4119 NPOBEAEHUA BHYTPEHHUX
ayauToB.
8.9 AHanuns co CTOpPOHbI pyKOBOACTBA (BapuaHT A)

8.9.1 PykoBoACTBO flaboparopum AO/HDKHO aHa/IM3NPOBaTh CUCTEMY MeEHeKMEHTa C 3an/ilaHNpOBaHHO’
NnepmoanyHoOCTbIO, YUTOObI 06ecneUunTb ee NOCTOSIHHYH NPUro4HOCTb, aAEKBATHOCTbL M pPe3y/ibTaTUBHOCTb,
BK/IHOYAs 3asiB/IEHHblE MOIMTUKN U LENN, CBA3aHHbIE C BbINO/IHEHNEM TPeboBaHMA HACTOSALEro cTaHaapTa.

8.9.2 BxoaHble AaHHble aHa/In3a Co CTOPOHbI PYKOBOACTBA AO/MKHbI OblTb 3aperMcTpupoBaHbl 1 BK/O-
yaTb MHOPMAaLMIO OTHOCUTESTBHO:

a) M3MEHEHUI BO BHYTPEHHMX U BHELUHUX BOMPOCaXx, MMEeIOLMX OTHOLLEeHWEe K nabopaTtopuu;

b) pocTmxeHna NocTaBMEHHbIX Lenen;

C) NPUrogHOCTN NONUTKK N NpoLeayp;

d) ctatyca geicTBuWiA, 3an1aHNPOBaHHbIX NOCc/e NpeablayLnx aHasIM30B CO CTOPOHbI PYKOBOACTBA:

€) pesysnibTarta (0B) NOCAeAHUX BHYTPEHHUX ayaUTOB:

f) KoppekTVpylowWnX AencTBunii;

[) OLLEeHOK, NPOBOAMMbIX BHELLUHUMUW OpraHamu;

h) nameHeHunini o6bema 1 Buga paboTbl UM o6a1acTn gesatTenbHOCTU nabopartopuu;

i) 06paTHOIi CBA3M OT NepcoHasia N 3aKka34ynKoB;

j) »anob (npeTeH3uii);

k) pe3ynbTatMBHOCTU peasin30BaHHbIX YyULLEHWNI;

l) [OCTaTOUHOCTY pecypcCos,;

T) pe3ynbTaToB NAeHTUMKALNN PYCKOB:

N) NTOrOB AeATeNbLHOCTN N0 06ecneyvYeHnto 4OCTOBEPHOCTUN Pe3y/ibTaToB; a Takxke

0) APYTrX 3HaYMMbIX (DAKTOPOB, TaKNe KaKk MOHUTOPUVHI AEATENILHOCTU N 06YYEHNE.

8.9.3 BbIxogHble AaHHble aHann3a CO CTOPOHbI PYKOBOACTBA AO/DKHbI BK/OUaTh 3anmcy 060 Bcex pe-
LIEHNAX N AEeNCTBUAX, OTHOCALLMXCS MO KpaHen Mmepe K:

a) pe3y/ibTaTUBHOCTU CUCTEMbI MEHEI)KMEHTA U €€ MPOLLeCCOB;

b) ynyyweHunto nabopaToOpHOIi AEATE/IbHOCTU, OTHOCSLWENCA K BbINOMHEHNIO TPeboBaHUIA HACTOSLENO
CcTaHOapTa;

C) NpefocTaBNeHVIO HEOBXOANUMBIX PECYPCOB;

d) nro60in HeE06XO0ANMOCTUN N3MEHEHWIA.
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MpunoxeHne A
(cnpaBo4HoOe)

MeTposiorMyeckasi NpPoC/IeXNBaeMOCTb

A.1 O6wme cBeneHUsA

B HacTosileM NPUIOXKEeHUN NpUBeAeHa [OMNO/HUTE bHAs MHAopMaLMsi O METPOIOTMYECKOW MPOCNEXU-
BaeMOCTUW. KOTopasi npeAcTaBnsieT cob60li BaXHelLY KOHLEeNuuio Ans o6ecrieyeHnsi COnocTaBMMOCTU pe-
3y/IbTATOB M3MEPEeHUIi Kak Ha HaLUMOHa/TbHOM, TaxX U Ha MeXAyHapoAHOM YPOBHE.

A.2 YcTaHOB/eHMEe METPOJIONMYECKOW NPOCEXNBAEMOCTH

A.2.1 MeTposiornyeckas npocnexmBaeMocCTb yCTaHaB/IMBAETCA C YHYETOM U NOATBEPXKAEHUNEM:

a) onpeaeneHns N3MepPsiEMOol Be/IMUNHbI (BEIMUUHbBI, NoASieXxalleii nsMepeHunto);

b) poOKYMEHTMpOBaHHOW HenpepbIBHOW Liesin KaJIMGPOBOK, NO3BO/ISIIOLEN YCTAaHOBUTL CBSI3b C COOTBET-
CTBYIOLLEM OCHOBOW A/ cpaBHeHVA (B KayecTBe TaKOW COOTBETCTBYHOLLEN OCHOBbI A1 CPaBHEHUS MOTyT
BbICTyNaTb HaLMOHA/IbHbIE UV MEXAYHAaPOAHbIE 3Ta/IOHbI, a Takke BHyTpeHHue (paboune) aTaloHbl);

C) oueHMBaHUsA HeonpeaeneHHOCTU N3MEPEHUIA Ha Kak[oM 3Tasle e Le/in NPOoC/exXnBaemMocTu ¢ npume-
HEHVEM corslacoBaHHbIX METOOB;

d) peanmzaumm Kaxgoro atana B LENUW NPOCNEXUBAEMOCTU C NPUMEHEHMEM COOTBETCTBYHOWMX METO-
[OB. C NOMyYeHNEM Pe3y/ibTaTOB U3MEPEHU U CBSA3aHHbIX C HUMMK 3apermcTpupoBaHHbIX 3HAYeHUl Heorpe-
OEeNeHHOCTU U3MepPEHN;

€) npegocTaB/ieHNs NabopaTopusaMin, peasin3yrwmMmm oAuH UK HECKO/IbKO 3TarnoB B LENW MPOC/exXu-
BaeMOCTU. loKa3aTe/IbCTB TEXHNYECKO KOMMETEHTHOCTMW.

A.2.2 Cuctematmyeckas MNorpewHocTb (MHOrAa HasbliBaemasi CMeELWEHNEM) Ka/lmbpoBaHHOro o6opyao-
BaHUS yUMTbIBaeTCs MpU pPacnpocTpaHEHUN MeTPOsSIOrMYECKO NPOCNEXMBaAeMOCTM Ha pesy/ibTaTbl U3Mepe-
HWIA. NoNy4YeHHble B slabopaTopun. CyLLecTBYHOT pasfiMyHble MexaHW3Mbl A5 yyeTa CUCTeMaTMUecKol no-
rPeLHOCTU N3MEPEHNI NPY pacnpocTpaHeHNN METPOTIONMUYECKOWN NPOCIEXNBAEMOCTM.

A.2.3 [nsa pacnpoCTpaHeHuUsi MEeTPOJSIOrMYECKOW MPOCAEXNBAEMOCTM MHOTAA NPUMEHST 3TasSIOHbI, WH-
popmaLmsi 0 KOTOpbIX, NpefocTaBfieHHas KOMMETEHTHOW sabopaTopueiri, coaepXUT TONbKO 3asiBlieHue
0 COoOTBeTCTBUMM cheundmkaumm (6e3 ykasaHus pesysibTaToB U3MEPEHUA WU 3HAYEeHUIA HeonpenesieHHOCTH,
CBSiI3aHHbIX C HUMM). Peanmsaumsi faHHOrO NMoaxofa, B COOTBETCTBUM C KOTOPbIM MNpenefibHble 3HaveHus,
YKa3aHHble B cneumcbmau,mnx, MCNOJIb3YHOTCA B Ka4eCcTBe UCTOYHMKa HeonpeaesieHHOCTU, 3aBUCUT OT:

- NPUMEHEHUSI COOTBETCTBYHOLLErO NpaBuia NpUHATUS PeLleHnii AN yCTaHOB/IEHUS COOTBETCTBUS;

- nocriefyouero yyeta ykasaHHbIX B crneundvkaumsax npefesibHbIX 3Ha4eHUA B OlomkeTe Heornpege-
NIEHHOCTM NOCPEACTBOM TEXHNUYECKM 06OCHOBAHHOIO cnocoba.

TexHn4Yeckoe O0OOCHOBaHWE AaHHOro noaxoda 3ak/itovaeTcsl B TOM. UTO MNpu 3asiBfIEHWN O COOTBETCTBUM
crneundgmkaumm onpegensieTcs MHTepBanl M3MEPEHHbIX 3HA4YeHWl, B Mnpefesnax KOTOPOro npu 3agaHHOM
YPOBHE [O0Bepus MpeanosiokUTE/IbHO HaxoAuTCA WCTUHHOE 3HaveHuMe, M Mpu 3TOM paccMaTpuMBaeTCs Kak
N060oEe CMeLLleHNE OT UCTUHHOIO 3HAYEeHUS, Tak U HEeONpPeAeNEHHOCTbL U3MEPEHNIA.

Mpumep — TllpuUMeHeHWe TUpb C MPUCBOEHHbIM corflacHo Tpe6osaHuam OIML R 111 kniaccoM TOYHOCTM
[OJ151 KAIMBPOBKM BECOB.

A.3 leMOoHCTpauusi MeTPOJSIOrMYECKOM NPOCIEXNBAEMOCTH

A.3.1 JlabopaTopun HecyT OTBETCTBEHHOCTb 3a YCTaHOBJ/IEHWE MeTPOJIOTMYECKO MPOCIeXNBAEMOCTHU
B COOTBETCTBMW C HACTOAWMM CTaHOAPTOM. MeTposiorMyeckyto rnpocnexmBaeMocTb obecnevynsaloT pesy/ib-
TaTbl KanMOpPOBKW, NpefcTaB/ieHHble flaboparopusamMun, COOTBETCTBYIOLMMWU HacTosweMy ctaHpapTy. Cep-
TUOMUMPOBaHHbIE 3HAYeHUs CepTURPUUMPOBAaHHbLIX CTaHAapPTHbIX 06pasuoB, NPeACTaB/IEHHbIX MNOCTaBLUW-
KamMu cTaHOapTHbIX 00pasLoB, COOTBETCTBYHOWME TpeboBaHuAM ISO 17034. obecneumBardT MeTPoOsiOrmye-
CKYIO npocriexmBaeMocTb. CyLIeCTBYIOT pas/inyHble Crnocobbl [AeMOHCTPaununM COOTBETCTBUSA HACTOALLEMY
CTaHAapTy: Mpu3HaHuMe TpeTbeli CTOPOHOW (TakoW, Kak opraH Mo akkpeamTalumu), BHELLHAS OUEeHKa 3akas-
ynkamMmm unm camooueHka. K cnocobam, NMPUHATBIM Ha MeXAyHapoLHOM YPOBHE, OTHOCAT (HO He orpaHunyu-
BalOTCS 3TUM) cnegyrowme:

a) KanmbpoBOYHbIE N U3MepUTEeSiIbHbIE BO3MOXHOCTW, ob6ecneyvBaeMble HauUOHa/IbHbIMW METPOJIOrn-
YECKMMU WHCTUTYTaMM W Ha3Ha4YeHHbIMW WHCTUTYTamu, KOTOpble OblIN MNOABEPrHYTbl COOTBETCTBYIOLWUM
npoleccam napuTeTHOW oueHkW. Takas napuTeTHas oueHka npoBoguTca B pamkax CIPM MRA (Cornaue-
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HVe O B3auMMHOM [MpPU3HaHWUW, NOAroTOB/IEHHOEe MexayHapoAHbIM KOMUTETOM Mep M BecoB). C Bugamu
yCnyr, Ha KoTopble pacnpocTpaHseTcsa gelictBne CIPM MRA. MOXHO 03HakOMUTbCSA B npwuioxeHun C 8IPM
KCDB (6a3bl gaHHbIX MO K/OYEBbIM C/IMYEHUAM, CPOPMUPOBaHHON MexayHapoaHbiM 6I0pO Mep M BecOoB),
rae coaepxutcs nogpobHas vMHgopmauma O auanasoHax M HeonpeaeneHHOCTU U3MEPEHUi ANA KaKAoW 13
nepevyncneHHbIX B HEM YCAYT;

b) KaIMBPOBOYHbIE U N3MEPUTESbHbIE BO3MOXHOCTU, KOTOPble NOATBEPXAEHbI MPU akkpeamMTaumn B op-
raHe nNo akkpeauTauuu, YrosIHOMOYEHHOM B pamkax corsaweHus ILAC (MexayHapofHoe cOTpyAHUYeCTBO
no akkpeguTaumn nabopatopuii) UM pervoHasibHbIX CorfaweHnin, npusHaBaembix ILAC. o6nagaloT noa-
TBEPXAEHHOW METPOSIOrMYecKo npocnexmBaeMocTblo. CBeAeHns 06 06/1acTu akkpeguMtTaumm KanmbpoBou-
HbIX flabopatopuii ABAAIOTCA 06LLEeAOCTYNMHBIMU U MOTYT 6bITb 3anpolleHbl Y COOTBETCTBYHIOLWNX OpPraHoB Mo
akkpeauTauuu.

A.3.2 CoBmecTHasa pgeknapaums BIPM. OIML (MexayHapogHOW opraHmMsauuu no  3akoHoAaTesibHOMN
meTponoruu), ILAC n ISO 0 MeTpOnornyeckom MnpoOC/EXNUBAEMOCTM COLEPXMUT cheunasibHble yKasaHus Mo
obecneyeHno MexayHapo4HOro NMPU3HaHUs Lenmn MeTposIorMyeckoim NpoCexXmBaemMoCTu.
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MpunoxeHve B
(cnpaBo4HOE)

BapuvaHTbl cncteMbl MeHEOXXMEHTa

B.1 PacwupeHve NpUMEHEHUS CUCTEM MeHe[MKMeHTa B Le/IOM YBenuuyuao noTpebHOCTb B NoATBep-
XOEeHUM Toro, 4to slaboparopum MOrytT obecneumBatb (OYHKUMOHUPOBAHWE CUCTEMbI MEHEe)KMEHTa, COOT-
BeTcTBYlOWEN 1 1ISO 9001, N HacTosieMy cTaHOapTy. Takum 06pa3oM, HacTosWMii cTaHAapT obecneynBa-
eT [ABa BapuaHTa TpeboBaHNi, OTHOCALLNXCS K peasin3aunum CUCTEMbI MEHEI)KMEHTA.

B.2 BapuaHT A (cm. 8.1.2) nepeyncnser MUHMMasibHble TPeboBaHUSA K BHEAPEHU0 CUCTEMbl MEHEX-
MeHTa B nabopatopun. BHMMaHne 6bIN0 yaeneHo ToMy, YTo6bl BKAOUUTL BCce TpeboBaHust ISO 9001, nme-
loWne OTHOLLEHNE K 06/1acTaAM NabopaTopHON AeATe/IbHOCTU, Ha KOTOpble pacrnpoCcTpaHseTcsl cuctema Me-
HeMKMeHTa. JlabopaTopun, KOTOpble COOTBETCTBYIOT TpeboBaHuaM ISO/IEC 17025 (pasgens! 4-7) n BHe[ps-
0T BapuaHT A pasgena 8. Takmm obpas3oM, Takke OyAyT € LenioM [eicTBoBaTb B COOTBETCTBUU C MPUHLU-
namun 1ISO 9001.

B.3 BapuaHT B (cm. 8.1.3) no3BosisieT slabopatopusiM co3gaBaTb M NogdepXxumBaTb CUCTEMY MeEHe;X-
MeHTa B COOTBETCTBMU C TpeboBaHMAMM ISO 9001 Takmm 06pa3oM, 4TO6bl obecneumBaTb U AEMOHCTPUPO-
BaTb MOCTOSIHHOE BbIMOJIHEHME TpeboBaHWi pa3aesioB 4-7. JlabopaTopuun, KOTOpble NPUMEHAKT BapuaHT B
pa3gena 8. 6yayT Takke pabotartb B cooTBeTcTBMM € ISO 9001. CooTBeTCcTBUE TpeboBaHuAM ISO 9001 cu-
CTEMbl MeHeKMEHTa, B paMKax KOTOpoi (OyHKUMOHMPYET nabopaTopus, He sBNSeTcs camo no ceb6e fe-
MOHCTpauunen KOMMETEHTHOCTM JflabopaTtopuM B OTHOLWEHUU MPefocTaB/ieHNA TeXHUYECKU [OOCTOBEPHbIX
JaHHbIX 1 pe3ynbTaToB. 3TO TpeboBaHWe peannlyeTcs Yepes COOTBETCTBUE pasgenam 4-7.

B.4 Ob6a BapuaHTa npegnonaratoT OOCTMKEHME TOro Xe pe3ysbTaTa B npouecce yHKUMOHMPOBaHUSA
CUCTEMbI MEHE)KMEHTa 1 COOTBETCTBUA TpeboBaHNAM pa3aenos 4-7.

l‘lpmmeanme — ,ﬂ,OKyMeHTbI, AaHHble W  3annMcn  ABMAKTCA COCTaBHbIMM  4YaCcTAMU AOKyMeHTVIpOBaHHOVI NH-
topmaumm B ISO 9001 u Apyrux crTaHgapTax Nno cuctemMam MeHeKMeHTa. YrnpasfieHue [AOKYMeHTaMu paccMaTtpuBaeT-

ca B 8.3. YnpaBrieHve 3anucsiMm paccmatpuBaetcs B 8.4 m 7.5. YNpaBneHve AaHHbIMW, KOTOpble OTHOCATCA K nabopa-
TOPHOW AesATeNIbHOCTU, paccmaTpuBaeTcs B 7.11.

B.5 Ha pucyHke B.1 nokasaH npvMep BapuaHTa CXeMaTM4YecKoro npefcTaBfieHusi paboymx MpoLeccoB
na6opaTopuu, Kak onncaHo B pasgene 7.
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PucyHok B.1 — BapunaHT CXeMaTU4ecKoro npefcTaB/eHns pabo4mx npoLeccoB naboparopun

Mpunoxexne JA
(cnpaBoyHOE)

CBefeHVA 0 COOTBETCTBUM CChIJIOYHbIX MeXAyHapoaHbIX CTaH4apTOB

MEXrocyAapCTBEHHbIM CTaHAapTam

Tabnnuya JA.1

O603Ha4YeHne CCbISIOYHO CreneHb O603HayeHVe N HaMMeHoBaHNe COOTBETCTBYHOLLErTro MeXrocygapCctBeHHoro
MexayHapoaHOoro ctaHaapTa COOTBETCTBUA CTaHOapTa
ISO/IEC Guide 99 — a
ISO/IEC 17000 IDT OCT ISO/1EC 17000—2012 «OugeHka cooTBeTCcTBUA. CnoBapb 1
obLLMe NPUHLMUNbI»

’ COOTBETCTBYIOLMII MeXrocyiapCTBeHHbIN CTaHAapPT OTCYTCTBYET. [Jo ero NpUHATUSE PeKOMEHAYeTCsi UCMOoNb30BaTh

nepeBo, Ha PYCCKU A3bIK AaHHOrO MeXAyHapOoAHOro cTaHgapTa.

MNpymeyvaHne — B HaCTOFIlJJ,el‘/'I Ta6nmue MCnoJsib30BaHO criegytoulee ycsioBHoe 0603HayeHne CTeneHn cooTBeT-

CTBUA cTaHJapTa:
- FOT — naeHTNYHBIN cTaHaapT.

22




ISO 5725-1

ISO 5725-2

ISO 5725-3

ISO 5725-4

ISO 5725-6

ISO 9000

ISO 9001

ISO 10012

ISO/IEC 12207

ISO 15189

ISO 15194

ISO/IEC 17011

FOCT ISOfIEC 17025—2019

Bunénuorpadus

Accuracy (trueness and precision) of measurement methods and results — Part 1:
General principles and definitions

(ToyHOCTb (MPaBUIBLHOCTbL U MPEUV3MOHHOCTb) METOAOB U pPe3y/ibTaToB U3Mepe-
HUI. YacTb 1. OCHOBHbIE MOJIOXEHUSA N ONpeaesieHns)

Accuracy (trueness and precision) of measurement methods and results — Part 2:
Basic method for the determination of repeatability and reproducibility of a stand-
ard measurement method

(ToyHOCTb (NPaBUILHOCTb M MPELM3NOHHOCTb) METOAOB U pPe3ysibTaTtoB M3Mepe-
Huii. YacTb 2. OCHOBHOIM MeTof, onpegeneHnss NOBTOPSEMOCTM M BOCMPOU3BOAM-
MOCTW CTaHOapTHOro MeToAa N3mMepeHuii)

Accuracy (trueness and precision) of measurement methods and results — Part 3:
Intermediate measures of the precision of a standard measurement method
(ToyHOCTb (MPaBU/IBHOCTbL U MPEUV3MOHHOCTb) METOAOB U pPe3y/ibTatoB U3Mepe-
HU. YacTb 3. MpomexyTouHble nokasartenu Mpeun3noHHOCTN CTaHOapTHOro Me-
ToAa N3MepPEHMIA)

Accuracy (trueness and precision) of measurement methods and results — Part 4:
Basic methods for the determination of the trueness of a standard measurement
method

(ToyHOCTb (MPaBU/IBHOCTbL U MPEUV3MOHHOCTb) METOAOB U pPe3y/ibTatoB U3Mepe-
HUIA. YacTb 4. OCHOBHblE METOAbI ONpeaesieHnsi NPaBU/IbHOCTM CTaHAAPTHOIO Me-
ToAa N3MepPEHMIA)

Accuracy (trueness and precision) of measurement methods and results — Part 6:
Use in practice of accuracy values

(ToyHOCTb (MPaBU/IBHOCTbL U MPELU3MOHHOCTL) METOA0B U pe3y/ibTaToB U3Mepe-
HUI. YacTb 6. icnosib30BaHMe 3HaUYeHU TOYHOCTU Ha MPaKTUKe)

Quality management systems — Fundamentals and vocabulary
(CucTtembl MeHeg)KMeHTa kadecTBa. OCHOBHbIE MOJIOXEHNS 1 CNOBapb)

Quality management systems — Requirements
(CucTtembl MeHe)KMeHTa KayecTBa. TpeboBaHus)

Measurement management systems — Requirements for measurement process-
es and measuring equipment

(Cuctembl MeHemKMeHTa u3MepeHuin. TpeboBaHMs K Mpoueccam W3MepeHuii 1
n3MepuTeNIbHOMY 060pY40BaHMIO)

Systems and software engineering — Software life cycle processes
(MHopMaLMOHHBbIE TEXHO0MMN. [poLEeCcChl XN3HEHHOTO LuKIa NPorpaMmMHbIX
cpeacTs)

Medical laboratories — Requirements for quality and competence

(MegnuunHckne nabopaTtopuun. CrneynanbHble TpeboOBaHUSA K KaUeCcTBY M KOMMe-
TEHTHOCTN)

In vitro diagnostic medical devices — Measurement of quantities in samples of
biological origin — Requirements for certified reference materials and the content
of supporting documentation

(MegunuuniHckne mnsgenusa ans in vitro-guarHocTuku. ismepeHve BenuyuH B 06pas-
yax 61oNorM4yeckoro NPoOUCxXoXxaeHusi. TpeboBaHUS K aTTeCTOBaHHbIM CTaHOapT-
HbIM Obpa3suam 1 coaepXXaHUo CONPOBOAUTE/ILHOWN AOKYMEHTaLMN)

Conformity assessment — Requirements for accreditation bodies accrediting con-
formity assessment bodies

(OueHka cooTtBeTcTBMA. O6WMe TpeboBaHUS K OpraHam MO akkpeguTaumm opra-
HOB MO OLEHKe COOTBETCTBUS)

23



FOCT ISO/IEC 17025—2019

24

ISO/IEC 17020

ISO/IEC 17021-1

ISO 17034

ISO/IEC 17043

ISO/IEC 17065

ISO 17511

1ISO 19011

1ISO 21748

1ISO 31000

ISO Guide 30

ISO Guide 31

ISO Guide 33

ISO Guide 35

ISO Guide 80

Conformity assessment — Requirements for the operation of various types of bodies
performing inspection

(OueHka cooTBeTCcTBUA. ObLLMe TpeboBaHUA K paboTe pas3fIMYHbIX TUMOB OPraHoB,
NPOBOAALLMX UHCMEKLNN)

Conformity assessment — Requirements for bodies providing audit and certifica-
tion of management systems — Part 1: Requirements
(OueHka cooTBeTCTBUA. TpeboBaHMA K OpraHam, NPoOBOAALLMM ayauT u cepTudu-
Kauuo cncteMm meHempkmeHTa. Yactb 1. TpeboBaHus)

General requirements for the competence of reference material producers
(O6wme TpeboBaHUS K KOMNETEHLUM MPOU3BOANTENEN 3TA/IOHHbLIX MaTepnanioB)

Conformity assessment — General requirements for proficiency testing
(OueHka cooTBeTCcTBMA. OCHOBHbIE TPE6OBaHUA K MPOBEAEHMIO NPOBEPKN KBaU-

hukaumn)

Conformity assessment — Requirements for bodies certifying products, processes
and services

(OueHka cooTBeTcTBMA. TpeboBaHUs K opraHam nNo cepTudmkaumn NpoayKUnu,
NMpoLEeCccoB U YCNyr)

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

(U3penua mMeguUMHCKME AN AWArHOCTMKM - in vitro. M3mepeHuMe  BeUNUUH
B 6GMON0rMyeckmx npobax. MeTponornyeckasi NPOC/AEXMBAEMOCTb 3HAYEHWIA, NpK-
MMCaHHbIX KasIMbpaTopam 1 KOHTPO/IbHbIM MaTepuaniam)

Guidelines for auditing management systems
(PykoBogsiLme ykasaHUsa No ayAuTy CUCTEM MEHe)KMEHTA)

Guidance for the use of repeatability, reproducibility and trueness estimates in
measurement uncertainty evaluation

(Ctatnctnyeckme metofbl. PykoBOACTBO NO MCMONb30BaHUIO OLLEHOK MOBTOpse-
MOCTW. BOCMPOWU3BOAMMOCTM W MPaBW/IbHOCTM MpPU OLEeHKe HeonpeneneHHOCTU
N3MEpPEHNIA)

Risk management — Guidelines
(MeHeKMeHT p1CKoB. PyKoBOASALIME YKa3aHWs)

Reference materials — Selected terms and definitions
(CtaHpgapTHble 00pasubl. TepMuHblI U OMNpenesieHns, WCMoJib3yemMble B 06s1actu
CTaHAApPTHbIX 06pa3LoB)

Reference materials — Contents of certificates, labels and accompanying docu-
mentation
(CtaHpapTHbIe 06pa3ubl. CogepxaHme cepTudmkaToB (MacrnopToB) N 3TUKETOK)

Reference materials — Good practice in using reference materials
(CtaHgapTHble 06pa3Lbl. YCTaHOBUBLUAACA NpakTUKa NPUMEHEHUS CTaHO4APTHbIX
obpasuoB.)

Reference materials — Guidance for characterization and assessment of homo-
geneity and stability

(CtanpgapTHble 06pa3ubl. O6LMe 1 cTaTUCTUYECKUE NPUHLNUMLI cepTudukauum
(atTectauun))

Guidance for the in-house preparation of quality control materials (QCMs)
(PykoBogcTBO NO BHYTpMIabopaTtopHOMY N3rOTOB/IEHUIO MaTEPUAIIOB /1 KOH-
Tposis kavecTtBa (MKK))
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tSQIEC Guide 98-3 Uncertainty of measurement — Part 3: Guide to the expression of uncertainty in
measurement (GUM:1995)
(HeonpegeneHHOCTb n3mepeHuii. YacTb 3. PyKOBOACTBO MO BbIPaXKEHWIO Heomnpe-
LEeNeHHOCTN U3MEpPEHNST)

ISOfIEC Guide 98-4 Uncertainty of measurement — Part 4; Role of measurement uncertainty in con-
formity assessment
(HeonpepeneHHoCTb n3mepeHuii. YacTb 4. Posib HeonpeaeneHHOCTU U3MepeHns
B OLlEHKE COOTBETCTBUS)

IEC Guide 115 Application of uncertainty of measurement to conformity assessment activities in

the electrotechnical sector
(MorpewHOCTb U3MEPEHUS MPU OLLEHKE COrflaCcoOBaHHOCTU AeATeNIbHOCTU

B 3/IEKTPOTEXHNYECKOM ceKTope)

Joint BIPM, OIML. ILAC and ISO declaration on metrological traceability, 2011 21
(CoBmecTHas geknapauus BIPM, OIML. ILAC 1 ISO o meTposiormieckoi npocrexvsaemoctu. 2011)

ILAC International Laboratory Accreditation Cooperation 3>
(MexxgyHapogHas opraHusauusi No akkpegutauum nabopartopuin)

(VIML). International vocabulary of terms in legal metrology. 2013
OIML V1:2013 (MexayHapoaHbIli crnoBapb TEPMMHOB NO 3aKoHOA4aTe/IbHOW MeTposiormn. 2013)
JCGM 106:2012 Evaluation of measurement data — The role of measurement uncertainty in con-

formity assessment
(OueHunBaHMe faHHbIX N3MepeHnii. Ponib HeonpeaeneHHOCT N3MepeHUst
B OLEHKe COOTBETCTBUSA)

EEE/RM/062rev3, Eurachem 4! The Selection and Use of Reference Materials
(BbI6Op 1 MCMoNb30BaHWe 3Ta/IOHHbIX MaTepmnanos)

BIPM SI Brochure M: The International System of Units (Sl)
(Bpowtopa CA: MexayHapogaHasa cuctema eguHny, (CH). BIPM)

2) httpJAvww.bipm.org/utite/common."pdt/BIPM-OIML-ILAC-ISOJanl_declaration_2011.pdf
3> httpy/>lac.org/

4» httpsJ/www.eurachem.wgftnages/stones/Guides/pdf/EEE-RM-062rev3.pdf

5) http://lwww.b«prn.orgfen/publicatk>ns/si-brochure/

(Hymepauus CHOCOK NpvBeAeHa No opuruHany.)
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