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Mpenucnosue

Llenn, ocHOBHble MPUHLMMBLI 1 obwKMe npasuna npoeedeHust paboT MO MeXrocynapCTBEHHON cTaHaapTu3auun
yctaHoBneHol TOCT 1.0 "MexrocynapctBeHHas cuctema ctaHgapTtudauun. OcHoBHble nonoxenus” n FOCT 1.2
"MexrocynapcTBeHHas cuctema ctaHgapTusauun. CtaHoapTbl MEXTOCynapCTBEHHbIE, NpaBMia 1 pekoMeHaaunm no
MeXrocyaapCTBeHHOW cTaHaapTmaauun. MNMpasmna pa3paboTku, NPUHATUS, 0BHOBNEHUS U OTMEHbI"

CeepneHusi 0 cTaHaapTe

1 MNOAOMOTOBJIEH PecnybnvkaHCKMM YHUTapHbIM MpeanpusituemM "Benopycckuii rocynapCTBEHHbIA LIEHTP
akkpeautaummn" (lCocynapcteeHHoe npeanpusitne "BIrLA") Ha ocHoBe COBCTBEHHOrO MepeBoAa Ha PYCCKU S3bIK
aHr nosA3blYHON BEPCUUN CTaHaapTa, yKa3aHHOro B NyHKTe 4

2 BHECEH NocynapcTBeHHbIM KOMMTETOM MO cTaHaapTuaaummn Pecnybnuku Benapycb

3 MPNHAT MexrocynapCTBeHHbIM COBETOM MO CTaH4apTM3auuun, METPONOrMn U cepTudmkaumm (NpoTokon oT
28 nioHa 2019 1. N 55)

3a NPUHATME Nporonocosann:

KpaTtkoe HanMeHoBaHWe cTpaHbl NoO Kog ctpaHbl no MK CokpaleHHoe HavMeHoBaHWe HauuoHanbHoro

MK (MCO 3166) 004-97 (NCO 3166) 004-97 opraHa no ctaHnapTvsaumm

ApMeHus AM MuHakoHoMukmM Pecnybnvkmn ApmeHus

Benapycb BY locctanpapT Pecnybnvkn Benapycb

KasaxcTaH KZ lNocctanpapt Pecnybnvkn KasaxctaH

Knprusums KG KblpreiactangapT

Poccunsa RU PocctanpapTt

TapXxukmucrtaH TJ TapxukcTaHoapt

Y3bekuctaH uz Y3ctaHgapT

4 lMpukasom denepanbHOro areHTCTBa NO TEXHMYECKOMY perynmpoBaHunto n metponorum ot 15 nionsg 2019 r. N
385-cT MexrocynapcteHHbii ctaHgapT FOCT ISO/IEC 17025-2019 BBeneH B OeNCTBME B KAYECTBE HALMOHAIbHOMO
ctaHmapta Poccuiickoin depepaumn ¢ 1 ceHTsbpsa 2019 .

5 Hactosiwmin ctaHaapT noeHTnyeH MexayHapogHomy ctanmapty ISO/IEC 17025:2017* "Obwwne TpeboBaHus K
KOMNETEHTHOCTM MCMblTaTeNbHbIX U KannbpoBodHbix nabopatopuii ("General requirements for the competence of
testing and calibration laboratories", IDT).

* [ocTyn K MeXAyHapoOHbIM 1 3apy6eXXHbIM JOKYMEHTaM, YNOMSIHYThIM B TEKCTE, MOXHO NONy4nuTh, 06paTmMBLIKCh
B Cnyx6y nogaoepXku nonb3osarteneii. - [MpnmeyaHne narotosutens 6asbl gaHHbIX.

B HacTosiwem ctaHgapTe CnoBo customer nepeBefeHO KakK "3akasyuk" U MPUMEHSIETCS B KAYeCTBEe OLHOMO K3
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3HayeHnin TepmmHa "notpebutens” (cm. FTOCT P NCO 9000-2015, nyHkT 3.2.4; CTB ISO 9000-2015, nyHkT 3.2.4),
MocKOJNbKY, Kak npasuno, nabopatopun B3aMMoAENCTBYIOT HEMOCPEACTBEHHO C 3aKa34MKOM YCNYT MO MCMbITaHWSM U
kanubpoBke, a He C KOHeYHbIM nonb3oBaTteneMm. KpoMme TOro, B npakTMKe OCylecTBAeHNs nabopaTtopHoii
nesiTenbHocTU obLeynoTpebuTensHbIM SBNSIETCS CHNOBO "3aKasyumk".

MexoyHapoaHblii ctaHmapT paspabotaH Komutetom no oueHke cooTBetctBus (CASCO) MexayHaponHoi
opraHusauum no ctaHgapTusaumu (1ISO).

[Mpyn NpuMMEHeHMM HacTosAWero ctaHgapTa PeKOMEHOYyeTCS UCNONb30BaTth BMECTO CCbINIOYHbIX MEXAyHapOLHbIX
CTaHOapTOB COOTBETCTBYIOWME WM MEXroCydapCTBEHHble CTaHOapThl, CBEOEHMS O KOTOpPbIX MNPUBEAEHbI B
JOMNONMHUTENBbHOM NpunoxeHun OA

6 BBAMEH rOCT NCO/M3K 17025-2009

VIHbopmaums o BBeneHun B AeViCTBUE (MPEKpaLLeHUy eiCTBUS) HACTOSWero ctaHaapTa i UBMEHEHUN K HEMy Ha
TEPPUTOPUN YKa3aHHbIX Bbile rocynapctB rybnuKyeTcs B yKasarensx HaLUMOHa/bHbIX CTaH4apToB, M34aBaeMbiX B
aTuX rocypapcreax, a TaKkXe B cetn VIHTepHer Ha cauitax COOTBETCTBYIOWUMX HALMOHA/IbHbLIX OpPraHoB o
craHgapTusauuu.

B cnyyae nepecMotpa, M3MEHeHUs iy OTMeHbl HacTOosIero cTaHgapTa COOTBETCTBYtolas uHgpopmaums bynet
onybnykoBaHa Ha 0onLINaILHOM MHTEPHET-cariTe MexxrocyaapcTBeHHOro coBetTa o craHaapTu3aumm, MeTposIorum 1
ceptugpukaumm B karanore "MexrocynapcrBeHHble ctaHgapTs!”

BeBenpeHue

HacTtoswwnii ctaHnapT paspaboTaH ¢ Lefbio yKpenneHus nosepusi K aestenbHocTy nabopartopuit. B HacTosiuem
cTaHzmapTe comepxarcs TpeboBaHus K nabopatopusiM, BbIMOJIHEHNE KOTOPbLIX MO3BOMNT UM MPOOEMOHCTPUPOBATH
KOMMETEHTHOCTb W cnocobHOCTb MonyyaTh AOCTOBEPHble pesdynbTaThl. JlabopaTtopun, KOTOpble COOTBETCTBYHOT
TpeboBaHNAM HacTosWero cTaHaapTa, Takxe 6yayT B LEOM gOyHKLUMOHMPOBATb B COOTBETCTBUM ¢ npuHumnamu ISO
9001.

CornacHo TpeboBaHVsIM HacTOsIWEro cTaHaapTa nabopaTopursi [OMXHA NNAaHNPOBATb W OCYILECTBASTh OEACTBUS
Mo YMNpaBneHWO pUCKaMM U BO3MOXHOCTSMU. YMpaBneHWe pUCKamum U BO3MOXHOCTSIMU CO3L4aeT OCHOBY [ANS
MOBbIWEHNS PE3yNbTATUBHOCTA CUCTEMbl MEHEOXMEHTa, OOCTMXEHWS NyyWwux pesynbTaTtoB U NpenoTBpalleHus
HeraTMBHbIX NocnencTeuit. JlabopaTopnsi HECET OTBETCTBEHHOCTb 3@ MPUHATUE PEWEHUS O TOM, KakMe PUCKU W
BO3MOXXHOCTV HEOBX0AMMO paccMaTprBaTh.

Wcrnonb3oBaHne HacTosWero craHhapTa YnpoCTUT COTPYOHWYECTBO Mexay nabopatopusiMm v Opyrumu
opraHamu 1 NoMoxeT B OOMEHEe MHCPOPMaUMEN W OMbITOM, @ TakXe B rapMoHM3auuy CTaHLapTOB M mpouenyp.
MpusHaHve pesynbTaToB nabopaTopHOM AesiTENbHOCTM MeXOy CTpaHamu yrnpowaeTtcs, ecnu nabopaTtopuu
COOTBETCTBYIOT TPeOOBAHMSM HACTOSILEro CTaHaapTa.

B HacTosiwem cTaHaapTe MCMOMb3YTCA CAeayoLMe naronbHbIE (HOPMbI:

- "nonxeH" - o6o3HavyaeT TpeboBaHue;

- "cnepyet" - 0603HaYaeT PpeKoOMeHaauUmIo;

"MoxeT" - 0603Ha4aeT paspelleHue;
- "cnocobeH" - 0603HaYaeT BO3MOXHOCTb.
Bonee noapobHyto MHpopMaLMIO MOXHO HanTy B dnpektmBax ISO/IEC, yacTb 2.

Insa uenen nccnenosaHns Nonb3oBaTeNnsam pekomMeHOoyeTCda OennTbCa CBOUM BUOeHNEM HaACTo4Wero ctaHoapra
n npegnoxeHnsamm no BHeECEeHUo N3MEeHeHui B nocnegywouwmne n3naHus. Yrtobbl NPUHATb y4acTune B OHH&VIH-OI’IpOCG,
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Heobx0AMMO NPoTK No cebinke: hitps://www.surveymonkey.com/r/6MQ95ZC.

1 O6bnactb NpUMeHeHus

Hactoswwnii ctaHpapt yctaHaBnmBaeT obwme TpeboBaHWS K KOMMNETEHTHOCTW, 6GecnpucTpacTHOCTM WU
cTabunbHOMY (OYHKUMOHMPOBaHUKO nabopaTopuii.

HacTtosiwmiA ctaHOapT MNPMMEHUM KO BCEM OpraHu3auusiM, 3aHuMarowmmcst nabopaTopHO LeAaTeNnbHOCTbIo,
HEe3aBUCKMO OT YMC/IEHHOCTW NnepcoHana.

3akasuvku nabopaTopuii, perynupytollme opraHbl, OpraHu3auuy 1 CXembl, MICMONb3yolWme NapuTEeTHYIO OLEHKY,

opraHbl Mo akKpeauTaumu, a Takxe Opyrne CTOPOHbl MPUMEHSIOT HACTOAWMA CTaHAaPT NPWU MNOATBEPXAEHUN UK
NPU3HaHUM KOMNETEHTHOCTU nabopaTopuii.

2 HopmaTuBHble CCbINIKU

[Mpyn NpMMEHeHMM HacTosAWero ctaHgapTa PEeKOMEHOYEeTCS UCMONb30BaTth BMECTO CCbINIOYHbIX MEXOYyHapOL4HbIX
CTaHOapTOB COOTBETCTBYIOWME WM MEXroCyfoapCTBEHHble CTaHOapTbl, CBEAEHUS O KOTOPbIX MNPMBEOEHbl B
LOMOSIHUTENbHOM Npunoxenun OA

ISO/IEC Guide 99, International vocabulary of metrology - Basic and general concepts and associated terms (VIM)
(Mexx ayHapogHbii cnoBapb no Metponorun. OCHOBHbIE 1 06LWKMe NOHATUS U COOTBETCTBYOWME TepMuHbl (VIM))

ISO/IEC 17000, Conformity assessment - Vocabulary and general principles (OueHka cooteetcTBus. Cnoeapb 1
obwye npuHUMnb)

3 TepMuHbl 1 onpepeneHus

B HacToswem ctaHpapTe npuMmeHeHbl TepMuHbl no ISO/IEC Guide 99 n ISO/IEC 17000, a Takxe cnegyiowme
TEePMUHbI C COOTBETCTBYOWNMK onpeneneHnsamn.

ISO un IEC nopnepxuBatoT TepMmrHonorndeckme 6asbl JaHHbIX 415 UCMONb30BaHMsl B 0b6nactv ctaHmapTusaumm,
KOTOpble AOCTYMHbI N0 CNeOyoWmM CCblNKaMm:

- oHnanH-nnatdopma ISO ans nomucka [ocTynHa no cebinke: http://www.iso.org/obp;
- anekTponeamns IEC: poctynHa no ccoinke: http://www.electropedia.org/
3.1 6ecnpucTtpacTHocTb (impartiality): Hannune o6 bekTUBHOCTW.

MpumeyaHrne 1 - O6BEKTMBHOCTb O3HAYaET, YTO OTCYTCTBYIOT KOH(PIMKTbI MHTEPECOB WU OHM paspewarTcs
Takum 06pa3oM, YTO He 0KA3bIBAKOT HEFATMBHOIO BNSIHWAS HA NOCNEOYIOWYI0 AeATENbHOCTL nabopatopuu (3.6).

MpumeyaHve 2 - Opyrumy TepMmrHaMu, UCNOb3YEMbIMIA MPU Nepeaade CyTu cocTaBnsoWwmx 6ecnpucTpacTHoOCTH,
ABNAOTCS "OTCYTCTBME KOHMKTOB WHTEpecoB", "OTCyTCTBME NpemdB3sitocTu", "oTcyTcTBME npenybexaeHunin”,

"HenTpanutet", "cnpaBeannBoCTb", "OTKPbLITOCTL",

06BbEeKTUBHOCTL", "0TCTPaHEHHOCTL" K "napuTteT”.

[MCTOYHUK: ISO/IEC 17021-1:2015, 3.2, n3ameHeHo - B npumedaHun 1 cnosa "opraHa no ceprtudomkauumn”
3aMeHeHbl Ha "nabopaTopumn”, B NpuMeYyaHnm 2 CloBo "HE3aBUCUMOCTL" NCKJTIOYEHO U3 crnncka.]

3.2 xanoba (npeteH3us) (complaint): BolpaxeHne HeyLoBNETBOPEHHOCTM NMOOLIM NULIOM UK OpraHvM3auuein B
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oTHoweHun nabopatopumn (3.6), Kacawoleecs OeATeNbHOCTM WU Pe3ynbTaToB 3Tol nabopaTopuu, No KOTOPOMY
oXunaaeTcs oTBeT.

[MCTOYHWK: ISO/IEC 17000:2004, 6.5, n3aMeHeHO - cfioBa "B OT/IMYME OT anennsuun” Obinv CKIOYEHbI, a clioBa
"opraH no oueHKe COOTBETCTBUS UMM OpraH No akKkpenmTaumu, OTHOCSWMACS K OEATENBHOCTM 3TOro opraHa” bbinu
3aMeHeHbl cnoBamm "nabopaTtopum, Kacarwlencs AesTeNbHOCTU UK pe3ynbTaToB aToi nabopatopun'.]

3.3 mexnabopatopHoe cnuuyeHue (interlaboratory comparison): OpraHu3auusi, BbINOJSIHEHNE W OLEHWUBaHWNE
M3MEPEHWA WU WCMbITaHUA OAHOTO W TOrO0 XEe WIM HEeckonbkux nonobHbix obpasuoe Asymss wan 6onee
nabopaTopusiMu B COOTBETCTBUU C 3apaHee YCTaHOBNEHHbLIMU YCNOBUSMU.

[MCTOYHUK: ISO/IEC 17043:2010, 3.4]

3.4 BHyTpunabopaTtopHoe cnuyeHue (intralaboratory comparison): OpraHu3auusi, BbiNONHEHWE U OUEHMBaHWE
N3MEPEHMIA N UCMBITAHWIA OJHOIO 1 TOFO X€E UMW HECKONbKIKX NoaobHbIx 06pa3LoB B npeaenax oaHoin nabopartopuu

(3.6) B COOTBETCTBUM C 3apaHee YCTAHOBNEHHBIMUA YCIIOBUSIMU.

3.5 npoeepka kBanudcukauum (proficiency testing): OueHuBaHne xapakTepucTUKN PYHKLMOHNPOBAHNS
y4acTHMKa Mo 3apaHee yCTaHOBNEHHbIM KPUTEPUSIM NMOCPEACTBOM MeXabopaTopHbIX CanyeHuii (3.3).

[MCTOYHUK: ISO/IEC 17043:2010, 3.7, U3MEHEHO - yaaneHbl NpuMeYaHns K NyHKTY.]

3.6 nabopatopms (laboratory): OpraH, KOTOpbIA OCYWECTBNSIET OOWH WM HECKONbKO W3 CRelyrowux BUOOB
neAaTenbHOCTK:

- NCNblTaHWS;
- KannmbpoBka;
- 0TH60p 06pa3LoB, CBA3AHHbIA C NOCNEeAYOWMMA UCTIBITAHUSIMUA UK KannbpOBKOIA.

MpumeyaHne 1 - B KOHTEKCTe HacTOsWero ctaHgapTta NnoHATWe "nabopaTtopHas AesiTeNbHOCTb" OTHOCUTCS K
TPEeM BbllleyKa3aHHbIM BUAaM AesTeIbHOCTH.

3.7 npaBuUno nNpuUHATUS pelueHnsa (decision rule): [MpaBuno, KOTOPOE OMMCbIBAET, Kak Yy4yuTbiBaeTCs
HeonpeneneHHOCTb M3MEPEHWIA MPU NMPUHSTUN PELLEHNSt O COOTBETCTBUM YCTAHOBIEHHOMY TpeboBaHMIo.

3.8 Bepudbukaumsa (verification): MNMpepoctaBneHne 06bEKTUBHbLIX CBMAOETENbCTB TOrO, YTO LaHHbIA 06bEKT
COOTBETCTBYET YCTAHOBNEHHbIM TpeboBaHUSIM.

Tpnmepsi

1 lMonaTBepXxaeHne Toro, 4To AaHHbIA CTaHAapTHbIN obpa3eL, sABNSeTCs, KaK 3asB/IeHO, 04HOPOAHbIM
A/151 3HaYeHNs1 Be/INYNHbI U COOTBETCTBYIOLLEH METOOUKN N3MEPEeHNIA, BIJ1I0Tb 0,0 obpa3ua Maccon 10 Mr.

2 lMonpTtBepXpeHue TOro, 4HYTO IKCIU1yaTaUuUOHHbIE XapaKTepPUCTUKU WU3MEPUTEIbHOW CUCTEeMbl WIN
3aKoHogare/bHble Tpe6oBaHNs K Hel co6io L eHbl.

3 MonTBepx.geHune TOoro, 4To MOXET ObITb [4OCTUIHYTa LienieBasi Heonpe.neleHHOCTb N3MEPEHUN.
MpumeyaHwve 1 - Koraa npyMeHnMo, cnemyeT yunTbiBaTb HEONPEAeNeHHOCTb U3MEPEHNIA.

anIMe‘-{aHVIe 2 - O6bekTOM MOXeET 6bITb, HanpuMmep, npouecc, MeTtoounka naMepeHuda, matepuman, sewecTtso nnnm
n3amMeputTenbHasa cuctema.

MpumeyaHve 3 - YcTaHoBMEHHbIE TpeboBaHWS MOryT 3ak/4aTbCs, HanpuMep, B cobnoneHnn cneuudrkaumm
npoun3BoaMTENS.
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[MpuMeyaHve 4 - B 3akoHoZaTeNnbHOM MeTponormu, Kak ato onpegeneHo B VIML, n npn oueHke COOTBETCTBMSA B
LuenomMm BepudpmkaLmMs OTHOCMTCSH K WCCNEOOBaHUIO W KNENMEHWIO W/WAU Bbldaye CBUAETENbCTBA O MNOBEpke
N3MepUTENbHON CUCTEMBI.

MpumeyaHve 5 - MNMoBepky He cnenyeT nyTatb ¢ KannbpoBkoi. He kaxaas Bepudprkaums sensetcs Banmaaunei
(3.9).

MpumeyaHne 6 - B xumun Bepudprkaums MAEHTUYHOCTU paccMaTprBaemMoro obbekta unu peakuun Tpebyet
onMcaHus CTPYKTYPbl U CBOMCTB 3TOr0 06 bekTa Nnu peakLuu.

[MCTOYHWUK: ISO/IEC Guide 99:2007, 2.44]

3.9 Banmpaums (validation): Bepudpukauusi (3.8), npu KOTOpPOI yCTaHOBNEHHble TpeboBaHUS CBsiI3aHbl C
npegnonaraemMbiM UCNOSIb30BaHUEM.

anMep - Meroguka n3MepeHusi, 00bIYHO ucrionb3yeMasi O0Jisi U3MepPeHus1 MaccoBo# KOHUeHTpaunn
a3otra B Bo4ge, MoxXxer ObITb Ba/ingupoBaHa TaKXxe L4J151 U3MepeHUus MmaccoBou KOHUeHTpaunn a3ora B
CbIBOPOTKe KpoBU 4YyesioBekKa.

[MCTOYHKUK: ISO/IEC Guide 99:2007, 2.45]

4 O6wume TpeboBaHUs

4.1 BecnpucTpacTHOCTb

4.1.1 JlabopaTopHas nesaTenbHOCTb OONXHA OCYLEeCTBNSATbLCS HecnpucTpacTHO, a TakXe CTPYKTYpUpoBaThCs U
ynpaensitbcst Takum 06pasoM, 4Tobbl obecneynBaTb 6eCNPUCTPACTHOCTD.

4.1.2 PykoBoacTBo nabopaTtopum AONXHO NPUHATL 06513aTenbcTBa No 6ecnpucTpacTHOCTH.

4.1.3 Jabopatopusi [OONXHA HECTM OTBETCTBEHHOCTb 3a O6ecrnpucTpacTHOCTb CBOeil nabopaTopHoi
[eaTenbHOCTM W He [OofXHa gonyckaTb KOMMEpPYeckoe, (OMHAHCOBOE WAW WMHOE [OaBfeHue, CcTaBssuee
6ecnpncTpPacTHOCTb NOL Yrpo3y.

4.1.4 Nabopatopusi JONXHA MOEHTUUUMPOBATb PUCKN AN CBOel 6eCcnpMcTpacTHOCTU Ha NMOCTOSIHHOW OCHOBE.
370 OONIXHO BKNKO4YaTbh PUCKK, KOTOPble BO3HUKAIOT B Nnpouecce ee nedaTeNnbHOCTU, B pe3yibTaTte ee OTHOLWEHNA nnn
OTHOWEHUI ee nepcoHana. BmecTte ¢ TeM Takue OTHOWEHWSI He 06s3aTenbHO NpeAcTaBnstoT coboit puck ans
6ecnpuctpacTHocTy nabopatopun.

MpumedaHne - OTHOWEHMS, KOTOPbIE yrpoXatT HecnpuctpacTHOCT NnabopaTtopun, MOryT OCHOBbLIBATLCS Ha
npaee COBCTBEHHOCTU, ynpaB/ieHnn, PyKOBOACTBE, NepcoHane, obwux pecypcax, orHaHcax, LOroBopax, MapKeTUHre
(BkNoyas GP3HOMHT) M KOMUCCUOHHBIX BbiNnaTtax WAW Ha OPYrux BuAax CTUMYNMPOBaHWS B OTHOLWEHWWU HOBbIX
3aKas34ynkoB v T.M.

415 Tpu obHapyxeHun pucka pns 6GecnpuctpacTHocTu nabopatopusi HOMXHA OblTe B COCTOSHWM
NPOLEMOHCTPUPOBATb TO, KaK OHa YCTPAHSET UM MUHUMU3MPYET Takol PUCK.

4.2 KoHdoupeHUNanbHOCTb

4.2.1 JlabopaTopmss AOONXHA Ha OCHOBE HOPUANYECKM 3HAYUMbIX 005S3aTENbCTB HECTUM OTBETCTBEHHOCTb 3a
ynpasfieHne Bcel nHdopmaumeld, NoCTyrnMBILEA W3BHE WM MOMYYEHHOW B MPOLecce BbIMOMHEeHUs nabopaTopHON
nestenoHocTn. JlabopaTopus OONXHa 3apaHee WMHGOPMMPOBATb 3akasynka 00 MHpopMaumu, KOTOPYH OHa
HamepeHa pasmecTuTb B cBoBooHOM gocTyne. MckniouyeHne cocTaBnsieT WHdpopMmauusl, KoTopasi CTaHOBUTCS
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061eoCTyNHON MO peLeHno 3akadyrka nMbo No CornacoBaHUio Mexay nabopaTopueit U 3aKa3yvMkoM (Hanpumep, C
Lenbio pearMpoBaHus Ha xanobbl). Bcs mHas nHgopMaums cuMTaeTcs NpeAcTaBsioweri KOMMEPYeckyio TanHy U
LO/XHa paccMaTprBaThCs B KAYECTBE KOH(PMAEHUMABHOI.

4.2.2 Ecnn B COOTBETCTBMM C 3aKOHOAATENbCTBOM WM AOrOBOPHLIMW OTHOWEHMsIMA nabopatopust LOMXHA
PacKpbiTb KOHPMAOEHUMANbHYIO MHAOPMaUMo, OHa AO0MXHA YBENOMWUTb 3aKasuyvka WM MHOE 3avHTepecoBaHHOe
NIMLO O PacKpbITOV UHCPOPMALLMW, B CllyYae ec/iv 3TO He 3anpeleHo 3aKOHOAATENIbCTBOM.

4.2.3 WHpopmaums o 3akasuyuke, MONlyYeHHAss He OT CaMoro 3akasuyuka (Hanpumep, nuua, HanpaBMBLLErO
xanoby, perynvpylowmnx opraHoB), HOMXHa O6blTb KOHPUAEHUMANbHON Mexay 3akasyMkoM u nabopatopueil.
CBefneHus 0 NocTaBlMKe (UCTOYHUKE) 3TOM MHGpOPMaLMM AONXKHbl BblTb KOH(UAEHUMANbHBIMKA A5 nabopaTtopum u
He OOJIXHbl MepefaBaThbcsl ee 3aKkasyvKy, eCnm 3TO He COrnacoBaHO C MCTOYHMKOM AaHHOM MHdpopMaumn.

4.2.4 MNepcoHan, BKOYas NobblX YNEHOB KOMATETOB, NOAPSAYNKOB, MEPCOHAN BHEWHUX OPraHoB UK OTAENbHbIX
nvu, OeicTByOWMX OT WMeHW nabopartopun, LONMXeH cobnopgatb KOHMUOEHUMANbHOCTb BCel MHMopMaumu,
MONMyYEeHHON WAM CO3LAHHOW B XOHE BbINOMHEHWUS nabopaTopHON AeSTENbHOCTU, 3a WCK/IIOYEHWEM Cryyaes,
npenyCcMOTPEHHbIX 3aKOHOAATENBCTBOM.

5 TpeboBaHUs K CTPYKType

5.1 Jlabopatopus nonxHa ObiTb HOPUOMYECKUM NULOM WAW MoApasfeneHneM PULNYECcKoro nuua, Kotopoe
HeceT IopVaNYECKYI0 OTBETCTBEHHOCTD 3a €€ AeSATENbHOCTb.

an/IMe'-IaHVIe - IIna uenen HacToswWwero CTaHOapTa npaBunTeibCTBEHHAA na60paTopv|;| cynTaeTca ropngny4eckmnm
NMUOM Ha OCHOBE ee NpaBnTeNibCTBEHHOIO cTaTtyca.

5.2 Jlabopatopusi AOONXHa OMNpenenvTb PYKOBOACTBO, KOTOPOE HECEeT TMOJIHyl0 OTBETCTBEHHOCTb 3a
nabopatoputo.

5.3 Jlabopatopusi 0ONXHa OnNpeaennTb M AOKYMEHTWpoBaTb o6nacTb nabopaTopHOV AeAaTenbHOCTW, Mpwu
OCYLWECTBNIEHUM KOTOPOI OHA COOTBETCTBYET HacTosWeMy cTaHaapTy. O6nacTb, B OTHOWEHUM KOTOpoi nabopatopus
3asBnsieT O COOTBETCTBUM HACTOsIWeMy CTaHbapTy, He [JONiXHa BK/4YaTb NabopaTtopHyld LesTeNbHOCTb,
OCYLLECTBNIAEMYIO Ha MOCTOSIHHOV OCHOBE BHELHVMM MOCTaBLMKaMU.

5.4 JlabopaTopusi OONXHA OCYLWECTBNSATb CBOK AEATEeNbHOCTb TakuM 006pas3oM, 4Tobbl COOTBETCTBOBATb
TpeboBaHNAM HACTOSALWEro cTaH4apTa, CBOMX 3aKa3uyMKoB, PErynvpyoLmx OpraHoB 1 opraHu3aumni, obecneymsarowmx
npusHaHue. JlabopaTopusi JONXHA HECTV OTBETCTBEHHOCTb 3a OESATENbHOCTb, OCYLECTBSIEMYIO BO BCEX MECTax ee
NOCTOSIHHOTO Pa3MeLLeHNsl, BHe MeCT ee MOCTOSIHHOrO pasMelleHusl, Ha BPEMEHHbIX UK NepedBuXHbIX naowaasx u
Ha ob6bekTax 3akasuuka.

5.5 Jlabopatopus ponxHa:

a) onpenenuTb OpPraHWM3auUMOHHYKD U YMpPaBNEHYECKYID CTPYKTypy nabopatopun, ee MecTo B FOJIOBHOM
opraHv3auun 1 B3avMOCBS3N MEXAY YNPaBneHYeCKnMM, TEXHUYECKUMYM 1 BCTIOMOraTe NbHbIMK Cy>X6amu;

b) ycTaHOBMTb OTBETCTBEHHOCTb, NOTHOMOYUS 1 B3AMMOOTHOLIEHNSI BCEX COTPYAHMKOB, 3aHATLIX B YNpPaBneHnn,
BbINMONHEHNM NN NpoBepKe paboT, BAUSIOWMX Ha pe3ynbTaThbl 1abopaTopHOl AeSTEeNbHOCTY;

C) LOKYMeHTMpOBaTb CBOW NpoLeaypbl B 06beMe, Heo6xoauMoM nnst obecneyeHmst CTabunbHOro OCyWecTBNEHNS
CBOE [esiTeNbHOCTU U JOCTOBEPHOCTY Pe3y/bTaToB.

5.6 Jlabopatopusi [LOnXHa WMETb MepcoHasn, KOTOPbIA, HEe3aBMCUMO OT Opyrux obsisaHHOCTEW, uMeeT
MOMHOMOYUS U Pecypchbl, He06X0AMMblE ANS BbINOMHEHUS CBOUX 06S3aHHOCTER, B TOM YuCne:

a) BHeOpeHue, nogaoep>XaHme n copepleHCTBOBaHNE CUCTEMbl MEHE N XKMEHTA;

b) BblSiBfIEHNE OTKNOHEHMUI A OT CUCTEMbl MEHEeOXMeHTa UNW OT npouenyp ANs OCyWeCTBEeHUS na6opaTopH0|7|
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0eAaTeNnbHOCTN;
C) VHMLMNPOBAHWE Mep No NpPenoTBpalleHno NN MUHUMN3aUNN TaknxX OTKTIOHEHWIA,

d) npenctaBneHue pykoBOACTBY nabopatopuy OTYETOB O CPYHKUMOHMPOBAHWM CUCTEMbI MEHeOXMeHTa U
HeobX0ANMOCTU €€ YINyYLEeHWS;

e) obecreyeHne pesynbTaTBHOCTY NabopaTopHO AesaTebHOCTM.
5.7 PykoBoacTBo nabopaTtopun LONXHO obecneynTb:

a) obMmeH uWHgopMauunein o pesynbTaTUBHOCTU CUCTEMbl MEHeOXMeHTa W BaXHOCTU YAOBNIETBOPEHMS
TpeboBaHuit 3aKa34ymKoB 1 ApYrux TpeboBaHuii;

b) CoxpaHeHune UenoCTHOCTN CUCTEeMbl MeHeKMEHTA nNpu nnaHNnpoBaHMN N BHECEHNN VW3MEHEHWIN B HEE.

6 TpeboBaHus K pecypcam

6.1 O6wme TpeboBaHUA

NabopaTtopuss gonxHa pacnonaratb MepPcoHanoM, MOMelleHUsaMn, o0opydoBaHWEM, cuUCTeMamMn U
BCroMoraTesnbHbiMM  cnyXxbamu, HeobxoouMbIMU ANS  ynpaBneHus nabopaTopHOW [OesiTeNbHOCTblO W ONs ee
OCYLLECTBNIEHUS.

6.2 NMepcoHan

6.2.1 Becb nepcoHan nabopaTtopuuv, Kak MOCTOSHHbIA, TaK W MPWBNEKAEMbIA, KOTOPbLIA MOXET MOBMUSTH Ha
nesaTenbHOCTb nabopartopun, OONMXEH OeicTBoBaTb 6ecnpucTpacTHO, ObiTb KOMMETEHTHbIM U AONXeH paboTaTtb B
COOTBETCTBUM C CUCTEMOW MEHELXMEHTa nabopatopuu.

6.2.2 Jlabopatopusi LONXHa [LOKYMEHTMpoBaTb TpeboBaHMS K KOMMETEHTHOCTM MepcoHana Ans Kax.aown
hyHKLUMK, BAMSOWeElR Ha pesynbTaTbl nabopaTopHOW OesTeNnbHOCTU, B TOM uyucne TpeboBaHms Kk obpasoBaHuio,
KBanudukaumm, NPodPECcCoHabHON NOAroToBKE, TEXHNYECKMM 3HAHMAM, HaBbIKaM, ONbITY.

6.2.3 NlabopaTopusi OOMXHA rapaHTMpoBaTtb, YTO nepcoHan obnagaeT KOMMEeTEHTHOCTbIO ANSt BbIMOSHEHWS
nabopaTopHO NesATEeNbHOCTU, 32 KOTOPYH OH HECET OTBETCTBEHHOCTb, U ANS OLEHKN 3HAYMMOCTU OTKNIOHEHWA.

6.2.4 PyKOBOJJ,CTBO na60paTopV|V| OON>XHO OOBEeCTU A0 KaXOooro coTpygHuka ero 06513aHHOCTWN, OTBETCTBEHHOCTb
N NONTHOMOYUA.

6.2.5 NNabopaTopusi 4oNIXHaA MMeTb npouenypy(bl) 1 BECTW 3anucu no:
a) onpegnenexHnio TpeboBaHM K KOMNETEHTHOCTMW;

b) nonbopy nepcoHana;

C) N0AroToBKE NepcoHana;

d) HabnogeHUto 3a NepcoHarnoM;

€) HaJeneHWio nepcoHana NnoIHOMOYNSAMM;

f) MOHUTOPWHIY KOMNETEHTHOCTM NepcoHana.

6.2.6 JlabopaTopuss [OONXHa YMONHOMOYMTbH MEpcoHan Ha BbiMOJHEHME KOHKPEeTHoW nabopaTopHoi
NesATeNbHOCTU, BK/IOYas (HO He orpaHuyMBasichb) cneayllee:
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a) pa3paboTky, M3MEHeHWe, BepUgMKaLMio 1 BaMAALMIO METOLO0B;
b) aHann3 pesynbTaToB, B TOM YMCne 3as8BNIEHNIA O COOTBETCTBUN MW MHEHWUIA U MHTEpPNpeTaLmii;

C) NOAroTOBKY OTYETOB O pe3ynbTaTax, X MPOBEPKY U YTBEPXAEHMeE.

6.3 lNMomeLLeHUs N YyCNOBUA OKpYXaloLen cpenbl

6.3.1 [lomeweHnss © YycnoBus OKpyXawwen cpedbl LOONXHbI OblTb MPUrOOHBIMU OS5  OCYWECTBNIEHWS
nabopaTopHO AEATENbHOCTM W HE AONXKHbl OKasblBaTb HEraTMBHOE BMUSHWE HA LOCTOBEPHOCTb MONy4YaeMbiX
pesynbTaToB.

MprmeyaHve - Bo3neincTeums, KOTOpbIe MOTYT HEraTVBHO BAUSATbL HA AOCTOBEPHOCTb Pe3ynbTaToB, BK/OYAOT (HO
He orpaHuyMBaloTCsl) Cnemylowme: MUKPOOMONOrMYEeckoe 3arpsi3HeHne, nMblib, 31EKTPOMArHUTHbIE MOMEXM,
N3ny4YeHne, BNaXHOCTb, aNeKTpocHabXeHne, TemMnepaTypa, WyM 1 Bubpauums.

6.3.2 TpeboBaHusl, NpenbsIBASiEMble K MOMEWEHUSM U YCNOBMSIM OKpyXawlwein cpenbl, HeobXoaMMbIM NS
ocylecTBNeHNs nabopaTopHON OeaTeNbHOCTMW, OOJNIXHbI ObiTb AOKYMEHTMPOBAHDI.

6.3.3 JlabopaTtopus [ONXHA OCYWECTBASATb MOHUTOPUHI YCNOBUIA OKPYXatowein cpelbl, ynpaBieHne UMn n nx
perucTpaumio B COOTBETCTBUM C TEXHUYECKMU TPpeboBaHMSMN, METOAAMU Y METOLMKAMU UK B CNyYasix, KOraa OHU
BAUSIOT HA [LOCTOBEPHOCTb PE3YNIbTATOB.

6.3.4 Mepbl MO ynNpaBfEHWIO MOMEWEHNSIMA [ONXHbl OblTb BHEAPEHbl, MOABEPraTbCs MOHUTOPWHIY U
nepuoouyeckoMy NepPeCMOTPy 1 BKOYATb (HO HE OrpaHnyMBaTbhbCs) Cneaytolee:

a) OOCTyn U ncnosib3oBaHme y4acTkoB, OKa3bliBaoWmx BandaHne Ha na6opaTopHy+o 0eAaTenbHOCTb,

b) npenoTepalleHue 3arpa3HeHnit, B3auMHOro BANSHNSA UK He6ﬂaFOI'IpI/ISITHbIX BO3OENCTBUIA Ha naéopaTopHyro
neAaTenbHOCTb,

C) acphekTMBHOE pasrpaHMYeHmne 30H, B KOTOPbIX MPOBOAUTCS HECOBMECTMMas nabopatopHast 4esTeNbHOCTb.

6.3.5 lMpu ocywecTeneHnn nabopatopvieil OesiTeNbHOCTU Ha 0O6beKTax, HaXOLAWWUXCS BHE €€ MOCTOSIHHOrO
ynpaBneHus, oHa OofixHa obecneyntb COOTBETCTBME MOMELLEHWU M YCNOBWIA OKpyXawwei cpedbl TpeboBaHUAM
HacToswero crtaHgapTa.

6.4 O6opynoBaHue

6.4.1 Jlabopatopus OonxHa UMeTb LOCTyn K obopynoBaHWio (BKMOYas, HO He OrpaHuYMBasicb, CPencTea
n3MepeHunsl, nporpammHoe obecrneyeHne, 3TanoHbl, CTaHAAPTHble 00pasubl, CMPaBOYHbIE [aHHbIe, PeakTVBbI,
pacxofHble MaTepuanbl WAW  BCMOMOratesbHble YCTPOWCTBA), KOTOpPOe HeobxoouMmMo [Ons Hagnexauero
OCyLLecTBNEHUs nabopaTopHO AesTENBHOCTU M KOTOPOE MOXET NOBNAUATb Ha ee pe3dynbTaThl.

MpumeyaHne 1 - CylecTByeT MHOXECTBO HasBaHWiA Ans CTaHAapTHbIX 006pasuoB U CepTUEULMPOBAHHBIX
CTaHOapTHbIX 06pa3uoB, HamnpuMep 3TasioHbl, KanMbpPOBOYHbIE 3TasOHbl, CTAHOAPTHble 06pasubl, KOHTPOSbHbIE
obpasubl. B ISO 17034 npuBegeHa HOMOMHMTENbHAS WHGOPMAUUS O NPOM3BOAUTENSX CTaHOAAPTHbIX 06pa3LoB
(RMP). TMMpousBoantenn cTaHOapTHbIXx 00pasuoB, cooTBeTcTBylowmx TpebosaHusim ISO 17034, cumtatotcs
KoMrneTeHTHbIMU. CTaHOapTHble o06pasubl OT npousBoauTenei, cooTBeTcTBylowme TpebosaHusm ISO 17034,
NnocTaBnATCS C NacnopToM/cepTMdMKaTOM, KOTOPbIA onpeaenseT cpean npodnx xapakTepucTuk O4HOPOAHOCTb U
cTabunbHOCTb A5 yKa3aHHbIX CBOWCTB, a ANs CEPTMULMPOBAHHBIX CTaHAAPTHLIX 06pasLoB - yKa3aHHbIe CBONCTBA
C CepTUULNPOBAHHBIMUA 3HAYEHMSMU, X HEONPELENEeHHOCTb U3MEPEHWUIA 1 METPONOrMYECKYIO NPOCNEXMNBAEMOCTb.

MpumeyaHre 2 - B ISO Guide 33 paHbl pekomMeHzaumm no Belbopy U UCMONb30BaHMIO CTaHOapTHbLIX 0bpa3uos. B
ISO Guide 80 npvBeaeHbl ykasaHUsi MO M3rOTOBMEHMIO 0OpasLoB, NMPUMEHSIEMbIX [N BHYTPEHHEro KOHTPONS
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KayecTtBa.

6.4.2 B Tex cnyyvasix, korga nabopaTopus ucnonb3yeT obopyaoBaHue, HaxoaswWweecs BHe 30Hbl €e MOCTOSIHHOMO
ynpaeneHus, oHa LONXHa 06ecneynTb ero COoTBETCTBME TPEBOBaAHUAM HACTOSIWEro cTaHAapTa.

6.4.3 NNabopaTtopus JONXHa MMETb NpoLenypbl obpalleHus ¢ 060pyLoBaHNEM, o TPaHCMOPTUPOBKU, XPaHEHNS,
aKcniyatauuMM W nnaHoBoro obcnyxmBaHWs B Uensx o6ecneyeHus Hannexawero YHKLUMOHWPOBAHNS W
NPenoTBPALEHNS 3arPSIBHEHNS UMK MOBPEX AEHUS.

6.4.4 JlabopaTopus OONXHa NOATBEPAUTE COOTBETCTBME 06OPYOOBaHWS YCTAHOBIEHHbIM TpeboBaHMAM nepen
BBOAOM €ro B 3KCMnyaTauuto U1 Nocne Bo3Bparta B aKCrayataumio.

6.4.5 O6opynoBaHne, WCMOMb3yeMoe [ONs  W3MEpPeHwuid, [OOMXHOo obecrneymBaTb TOYHOCTb  W/MAK
HeonpeneneHHOCTb M3MepeHuit, Tpebyemble onst obecrneyeHns 4OCTOBEPHOro pesynbraTa.

6.4.6 N3mepuTtenbHoe obopynoBaHmne 0ONXHO ObiTb KanmbpoBaHo, ecnu:
- TOYHOCTb W HEOMPELENEHHOCTb U3MEPEHWI BANSIKOT HAa LOCTOBEPHOCTb NPEACTaBNSEMbIX PE3YNbTATOB; W/

- KaJ'IVI6DOBKa O60py,£I,OBaHVI9| Tpe6yeTc9| Ona  yCTaHOBMEHNS  MeTPOsIOrmyeckom npocrexXmnsaeMocTu
npeancrtaBnsaAeMblX pe3ynbTaToB.

MpumeyaHne - K Buoam obopynoBaHUs, OKasblBalOWMM BAUSHAE HA [LOCTOBEPHOCTb MPEACTaBNEHHbIX
pes3ynbTaToB, MOXHO OTHECTV 06opyaoBaHme, Cnyxauwee ons:

- NPAMOro N3MepeHus onpenensaemMon Benn4mHbl, HanpuMep NpUMeHeHne BECOB A1 U3MEPEHNS MaCChl;
- BHECEHWNA nonpaBoK B M3BMEPEHHblIE 3Ha4YeHnsd, HanpuMep naMepeHnsa Temnepartypbl;

- NONyYeHus pesynbtaTta U3MEpPEeHNs NyTeM BblYMCIEHU HA OCHOBE 3HAYEHNN HECKONbKNX BENUYNH.

6.4.7 JlabopaTtopus LJonxHa paspaboTtatb nporpammy KanubpoBku, KOTopasi OONXHA mepecMatpuBaTbCs U
KOPPEKTUPOBATLCSA MO Mepe HEOBXOAMMOCTM C LieNbio NoAAepXaHusl AOBEpUs K cTaTycy KanmbpoBKu.

6.4.8 Bce obopynoBaHve, KoTopoe TpebyeT KanmbpoBKM MM UMEET ONMpeneNeHHbI CPOK FOAHOCTU, AOMXHO
6biTb MapKMPOBaHO, 3aKOLMPOBAHO MM WMHbIM 06pa3oM WOEHTUPUUMPOBAHO, 4TOObI MO3BOMUTL MONb30BATENIO
060pynoBaHns BbICTPO NOEHTUPMUMPOBATL CTATYC KanMbpPOBKM UIN CPOK FMOAHOCTMU.

6.4.9 O6opynoBaHne, KOTOpoe OblNI0O MOABEPrHYTO NEperpyske WavM HemnpasuibHOMY oOpalleHuto, BblaaeTt
COMHUTENbHbIE PE3yNbTaTthbl, @ TakXe B Chny4yae, ecnn ObiNno 3aMeYeHO, YTO OHO SBNSIETCA OEeEKTHBIM WU He
cooTBeTCTBYyeT YyCTaHOB/IEHHbIM TpGéOBaHI/ISIM, OONTXHO ObITb BblBEOEHO W3 3aKcnnyatauuu. OHo AOJTIXHO ObITb
N30/1MpoBaHO, 4YTobbl NMPenoTBpaTUTb €ro WUCMonb30BaHWe, UM 4eTko 0603HAYEHO WM MPOMAaPKUPOBAHO Kak
HeucnpasHoe, noka He 6yneT MPoOBepeHo, YTO OHO paboTaeT npaswnbHO. JlabopaTopus LONMXHA UCCNenoBaTb
BAUSIHWE AedpekTa UMM OTKJIOHEHWUS OT YCTaHOBNEHHbIX TpeboBaHW U MPUCTYNMTb K paboyeil npouenype no
ynpaBneHnto HecooTBeTCTBYowWel paboToi (cMm. 7.10).

6.4.10 Ecnum npoMeXyTo4Hble NpPOBEPKU HEOOXOAWMbl ONS MNOAAEPXAHUS YBEPEHHOCTW B WCMPABHOCTM
060pynoBaHWs, TO 3TV NPOBEPKM AOMXKHbLI MPOBOANTLCS B COOTBETCTBUN C YCTAHOBNEHHON NpoLenypOiA.

6.4.11 Ecnu pesynbTaTtbl KanMbpoBkM U CBEAEHWS O CTaHAAPTHbIX obpasuax BkovaloT B cebsi onopHble
3HAYEHUs| UM NOMPABOYHbIE KOIPULMEHTLI, TO nabopatopus HonXHA 0b6ecneyntb, YTO OMOPHbIE 3HAYEHUS U
nonpaBoYHbIe KO3 PULMEHTEI OBHOBASIOTCS Y NMPUMEHSIOTCS LOMXKHBIM 06pa30M B COOTBETCTBMU C YCTAHOBIEHHBIMM
TpeboBaHNSAMU.

6.4.12 Jlabopatopusi HOMXHa MPWHUMaTb NpPakTU4Yeckne Mepbl Mo NPeAoTBPAWEHUD HemnpeaHaMepeHHbIX
perynmpoBok 06opyLoBaHNs, KOTOPbIE MOTYT MPUBECTU K MPU3HAHMIO PE3YIbTaTOB HEAENCTBUTENbHBIMM.
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6.4.13 LLonXHbl BECTUCb 3annCu O COCTOSIHUM 0060pYyAOBaHMSl, KOTOPOE MOXET MOBAUSATH Ha nabopaTopHyto
OeAaTeNbHOCTb. 3anucy A0NXHbI BKOYaTh cneaytouee, Korga aTo NpMMEHUMO:

a) naeHTndvkaumio obopyaoBaHns, BKIOYas BEPCUIO NMPOrpaMMHOro o6ecneyeHusi, B TOM YIC/e BCTPOEHHOIO;

b) HavmeHOBaHME W3roTOBMTENS, WAEHTUMMKALMIO TUNa, CEPUAHbIA HOMEP WAN  OPYryl YHUKANbHYIO
noeHTudgpmrkaunio;

C) [aHHble Bepudprkaumm o ToM, 410 060pyLoBaHME COOTBETCTBYET YCTAHOBNEHHBIM TPEOOBAHMSIM;
d) Tekylee MECTOHAXOX AEHWE;

e) patbl U pe3ynbTaTtbl KannbpoBOK, PErynvMpoBOK, KPUTEPUU MPUEMKU W NNaHupyemylo naTy cnegylouwei
KannbpoBKU NN MeXKanmbpoBOYHbIA MHTEpPBAN;

f) mOoKyMeHTaumio Ha cTaHbapTHble 06pasubl, pe3ynbTaThl, KPUTEPUU MPUEMKM, COOTBETCTBYIOWME AATbl U CPOKM
roAHOCTH;

g) nnaH TexXHWYecKoro oBCNYXMUBAHUS U TEXHUYECKoe OOCNYXMUBaHUE, BbINOMHEHHOE K HaCTOSAWEMY MOMEHTY
BPEMEHU, ecnin aTo TpebyeTcs ans paboTel 060pyaOBaHNS;

h) nogpobHylo uHGOpPMaUMO O MOObIX MOBPEXOEHNSX, HEWCNPAaBHOCTSX, MOOMMMKAUMSX WAN PEeMOHTE
obopynosaHus.

6.5 MeTponoruyeckas npocnexumBaeMocTb

6.5.1 JlTabopaTopms OONXHa yCTAaHOBUTb 1 MOLOEPXMBATb METPOIOrMYECKYO NMPOCNEXMBAEMOCTb Pe3yNbTaToB
CBOMX WU3MEPEHWiA, CBSI3blBasi UX C COOTBETCTBYIOWEA OCHOBOW NSl CPpaBHEHWS MOCPELCTBOM AOKYMEHTUPOBaHHOM
HenpepbIBHOM Lienu KanmbpoBoK, Kaxaas 3 KOTOPbIX BHOCUT CBOM BKNad B HEONpedeeHHOCTb U3MEPEHMUIA.

Mpumeyanne 1 - B ISO/IEC Guide 99 meTponoruyeckass nNpocnexXmBaemMoCTb OMpenensiercsa Kak "CBOWCTBO
pe3ynbTaTa N3MepeHusl, B COOTBETCTBMMN C KOTOPbIM pe3yfbTaT MOXeT ObiTb COOTHECEH C OCHOBOW ONSi CPaBHEHNS
NMocpencTBOM [OKYMEHTMPOBAHHOW HEMpPEepbIBHOW Lenu KanubpoBoK, Kaxghas M3 KOTOpblX BHOCMT BKnan B

HeonpeneneHHOCTb N3MepeHnn .

MprmeyaHne 2 - CM. npunoxeHve A Ons NONy4YeHUS LOMONHWUTENbHON WMHCpOPMAUUM O METPONOrMYecKoi
MPOCNeXBaeMOCTH.

6.5.2 JlabopaTtopusi ponxHa o6ecneynTb MPOCNEXMBAEMOCTb Pe3ynbTaToB M3MepeHuid Kk MexayHaponHoi
cucteme eamHuy, (CU) nocpencTeoMm:

a) KannbpoBkK, NpeaocTaBnsieMol KOMNeTeHTHoM nabopatopueii; nnm

MpumeyaHne 1 - JlabopaTopwu, ynposneTBopsiowme TpeboBaHWAM HACTOsIWEro cTaHjapTa, cyuTaloTcs
KOMMETEeHTHbIMU.

b) cepTMUUMPOBAHHBIX  3HAYEHWIA  CEPTUMPULMPOBAHHBIX  CTAHOAPTHbIX 06pa3uoB  KOMMNETEHTHOro
NPOV3BOAMTENS C YKa3aHHOW METPONOrMYEckoi npocnexmnsaemocTbio kK CU; nnm

MpumeyaHne 2 - MNpounssoanTenn cTaHOapTHbIX 06pasuoB, BbiNo/HSALWMe TpeboBaHusa cTaHaapTta 1ISO 17034,
CYMTAOTCH KOMNETEHTHBLIMU.

C) HenocpeacTBEHHON peanusauun eguHUL, Cci, NOATBEPXAEHHOW CNNYEHUAMU, MPSAMbIMA U KOCBEHHbIMU, C
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HaunoHanbHbIMN NN MeXAyHapooHbIMA 3TAIOHaMWN.

MpumeyaHve 3 - MoapobHasa nHdopmaums o0 NPakTUYECKON peanuaaunm onpeneneHnini HeKOTOPbIX BaXHENWNX
eanHuy nprueeneHa B bpowtope CU.

6.5.3 Ecnmn yctaHoBneHne MeTpOIornyeckon npocnexmnsaemMocTn Kk eamHmuam CU ¢ TEXHMYECKOW TOYKMU 3peHmns
He  MNpencTaBnseTCs  BO3MOXHbIM,  nabopatopusi  OOMXHA  NPOLEMOHCTPUPOBATL  METPOSIOFUYECKYHD
NPOCNEXUBAEMOCTb K COOTBETCTBYIOLWEN OCHOBE 4719 CPABHEHWS, HANPUMEp K:

a) CepTUEMUUMPOBAHHEIM 3HAYEHWSIM CepTUPULIMPOBaHHbLIX CTaHOapTHbIX 00pasuoB, nNpenoCTaBNEHHbIX
KOMMETEHTHBIM N3rOTOBUTENEM;

b) pesynbTartam, NoayYeHHbIM C NPUMEHEHNEM PEGEPEHTHBIX METOAUK U3MEPEHUIA, YCTAHOBNIEHHBIX METOAOB MK
COrnacoBaHHbIX CTAaHAAPTOB (3TANOHOB), €CMM OHU YETKO OMMcCaHbl M MPU3HaHbl B kayecTBe obecrneynBatoLmx

pe3ynbTarthbl msmepeHw?l, KOTOpble O0OTBe4YaT CBOEeMy npennonaraemMoMy Ha3HaA4YeHU0 W noaTBepXnarTcA
COOTBETCTBYOWNMN CNNYHEHNAMI.

6.6 Flpo,u,yKu,ml nycnyrm, npegocrasjisiembie BHeLULHUMU NOCTaBLLLUKaAMN

6.6.1 J'Ia6opaTopV|9| nonxHa obecneyntb NnpUrooHoOCTb MCNONIb3yeMbiX npoaykunun n ycnyr, npenoctaBnsgembix
BHELWHNMIN NOCTaBWKMKaMN, KOTOPblIe BNUAIOT Ha OeATeNIbHOCTb na6opaTopV|V|, Kornoa OHu:

a) NpegHasHayeHbl 415 NCNob30BaHWs B COOCTBEHHOW nabopaTopHO AeATENbHOCTY;

b) npenoctaBnsitotca nabopatopueil, YaCTUYHO WU MOJIHOCTbIO, HaMPSIMYIO 3aKas3uyuky B TOM COCTOSIHWM, B
KOTOPOM OHW BblNI NONYyYEHbl OT BHEWHErO NOCTABWMKA;

C) MCMONb3YOTCS ANS NoaaepXaHns paboTel nabopartopum.
MpumeyaHve - TpoAyKuMsi MOXET BK/YaTb, HanpuMmep, 3TanoHbl U obopyLoBaHwe, BcroMmoratenbHble
YCTPOWCTBA, pacxolHble MaTepuanbl U cTaHOapTHble obpasupbl. YCAyru MoryT BK/OYaTb, HaAMpUMeEp, yCnyru no

kanmbposke, oTbopy 06pasLoB, WCMbITAHWSM, O0OCNYXMBaHWIO MOMeWEHUA 1 0bopynoBaHUs, NpPoBepke
KBanudvkauum, oLeHKe 1 ayanTy.

6.6.2 JlabopaTopums 0ONXHa MMETb NpPoLenypbl U BECTU 3anucy Ans:

a) OonpeaeneHusi, PaccMOTPEeHUst W yTBepXAeHus TpeboBaHwulii nabopaTopum K MPOSYKUMU WU ycnyram,
NpenocTaBNseMbIM BHELWHMY NOCTABLUKAMY;

b) onpeneneHust kputepueB ANS OUEHMBAHWUS, BbIGOPA, MOHUTOPMHrA LESTENbHOCTU U MNEPMOANYECKOro
OLIEHVBaHNS BHEWHWX NOCTABIYNKOB;

c) obecneyeHns Toro, 4Tobbl MPOAYKUMS U YCNYrK, NOCTABNSIEMbIE BHEWHMM NOCTaBLLMKaMU, COOTBETCTBOBASM
YCTaHOB/EHHbIM TpeboBaHusaM nabopatopuu MaW, Korha aT0 NPUMEHUMO, TPebOBaHMAM HACTOSIWEro CTaHAapTa,
npexge 4em oHn 6yayT Mcnob3oBaHbl B paboTe v HemocpencTBEHHO NepeaHbl 3aKasyviKy;

d) ocywecTBneHus Kakux-nnbo [LOEWCTBWA MO pe3ynbTaTaM OLEHWBAHWSl, MOHUTOPUHIa LEATEeNbHOCTU W
MeproanMYeckoro OLEeHNBAHNS BHEWHKX NOCTaBLWUKOB.

6.6.3 JTabopaTopus OONI>XHA UHOPMMPOBATb BHEWHMNX NOCTABLWMKOB O CBOMX TPEOOBaHNSX B OTHOWEHUN:
a) NpenocTaBnsgeMblX NPOOYKLN N YCNYT;

b) KkpuTEpnes npuemku;
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C) KOMMNETEHTHOCTW, BKNKO4Yas Tpe6OBaHMF| K KBanudgomkaumm nepcoHana;

d) 0eaTenbHOCTN, KOTOPYIO na6opaTop|/1;| nnn ee 3aka3dymk HaMmepeHbl OCyWeCTBUTb Ha TeppuTopun BHELWHEro
nocTasluka.

7 TpeboBaHUs K npoueccy

7.1 PaccMoTpeHue 3anpocoB, TeHAEepPOB U JOroBopoB

7.1.1 NabopaTtopusi [LOMXHA WMETb Npoueaypy [ANs PacCMOTPEHWS 3arnpocoB, TEHOEPOB U LOrOBOPOB.
Mpouenypa nonxHa obecneynBatb, YTO:

a) TpeboBaHMs Haanexawmm obpa3om onpeneneHbl, LOKYMEHTUPOBAHbI 1 NPaBWIbHO MOHUMAIOTCS;

b) nabopaTtopus pacnonaraet BO3MOXHOCTSIMA U pecypcammn LS BbINONHEHUs TPeOOBaHNA;

C) B C/lyyae NpUBNIEYEHUS BHEWHMX MOCTaBLUMKOB BbIMOMHSAOTCS TpeboBaHus 6.6 n nabopartopus npennaraet
3aKa34uKy, yTOObI KOHKpeTHas na60paTopHaﬂ neAaTenbHOCTb Oblna BbiNOMHEHA BHELWHUM NOCTaBLWWKOM, 1N nonyyaeTt
onobpeHne 3akasyuka.

anIMe'-IaHVIe 1- anIHﬂTO, 4yTO naéopaTopHaﬂ OeATeNIbHOCTb MOXET OCyWweCTBNATbCA BHEWHNMM NOCTaBWNKOM B
Tex cnydasx, korga:

- nabopaTtopus pacronaraet pecypcamu 1 KOMNEeTEHTHOCTbIO ANSl OCYLWECTBNEeHNs OesTeNbHOCTU, OOHAKO B CUY
HenpeaBuaeHHbIX 06CTOATENbCTB OHA HE B COCTOSIHUM BbIMNOMIHUTL €€ YacTUYHO MW MONHOCTbIO;

- na6opaTopV|ﬂ He pacnonaraetT pecypcamMmm nnm KOMNEeTeHTHOCTbIO OANA OCYylWeCTBNeHNA 0eaTeNbHOCTI.

d) Bbl6paHbI CoOoTBEeTCTBYIOWME MEeTOoObl N METOOUKN N OHU CrnocobHbl yaooBNneTBopuUTb TpeéoBaHl/lﬂ 3aKa34MKOB.

an/IMe'-IaHI/Ie 2-Insa BHYTPEHHUX NN NOCTOSAHHbBIX 3aKa34MKOB pacCMOTpeHne 3anpocoB, TeHAEePOoB 1N Orosopos
MOXeT ObITb BbIMNO/IHEHO B ynpoweHHOM Bnae.

7.1.2 NTabopaTtopus ponxHa MHPOPMMPOBATL 3akasyrka, Koraa MeTol, 3anpawnBaemblii 3aKa34ynkoM, SBNsSeTcs
HEernprvMEHUMbIM U YCTapPEBLUINM.

7.1.3 Korpga 3akasuvk 3anpawmeaeT 3ak/itoyeHne 0 COOTBETCTBMU cneumdmkaumm Uam cTaHoapTy Ha UCNbiTaHns
unm kanubpoeky (Hanpumep, rodeH/He rofeH, B Npeaenax nonycka/aa npenenamm Oonycka), To cneundomkaums unm
CTaHOapT W npaBunna NpPpUHATUA pemeHVl|7| JAOJTIXHbI ObITb 4ETKO onpeneneHsol. Ecnn npaBniio NPUHATNA pelleHnsa He
onpefeneHo B cneumcukaumm nnm ctaHiapTe, To OHO JONXKHO 6biTb COOBWEHO 3aKa34mnKy 1 COrnacoBaHO C HUM.

MpuMmeyaHne - [lononHUTENbHYIO MHChOPMAaLLMIO O 3asaBneHusIx o cooteseTcTeum cM. B ISO/IEC Guide 98-4.

7.1.4 Jiobble pasHornacus Mexy 3anpocoM WU TeHOEepPOM U OOrOBOPOM HOMXHbI BbiTb yCTpaHeHbl 40 Havana
nabopatopHoit aesaTenbHocTW. Kaxablii [OroBop LOMXeH OblTb MpueMnemMbiM Kak Ans nabopatopuun, Tak v Ans
3akasuyuka. OTKNOHEHNS1 OT MONIOXEHWA [OroBopa Mo 3anpocy 3akasymka He AO0NXKHbl BAUSTb HA 06BEKTUBHOCTb
nabopatopun Unn LOCTOBEPHOCTb €€ PEe3yNbTaToB.

7.1.5 3akasuuk gonxeH 6blTb MPOVHOPMUPOBAH O N0HOM OTKNIOHEHNM OT YCOBMIA LOroBOpa.
7.1.6 Ecnun B BOroBop BHOCSITCS U3MEHEHMSI MOCNE TOro, Kak paboTta Havyanacb, aHanua [orosopa AonXeH bbiTb

npoeeneH MOBTOPHO W” nobble  U3MEHeHWs OONXHbl OblTb [OBedeHbl 00 CBeAeHUst BCEeX COTPYyAOHUKOB, Ha
0eAaTeNIbHOCTb KOTOPbLIX BNNAKOT JAaHHbIEe UBMEHEHUA.
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7.1.7 abopatopus [onxHa COTPYAHUYATb C 3aKa3unkamy Ui UX NPeacTaBuTENsMA ANs YyTOYHEHWS] 3anpOCOB
3akasyuka v HabnaeHus 3a LeaTeNbHOCTbIO nabopaTopum, BbIMONHSOWeR paboTy.

an/IMe'-IaHI/Ie - Takoe COTPYyOHMNYECTBO MOXET BK/OYaTb:

a) obecrneyeHne nNpueMIEMOro AOCTyna K COOTBETCTBYOWWM 30HaM nabopatopum nns HabnopeHus 3a
nabopaTopHOW AeATEeNbHOCTbIO, BBIMNOHAEMOW ANsi KOHKPETHOrO 3aKasymKa;

b) NoaroToBKY, ynakoeky 1 oTnpaeky 06 beKToB, HE0OX0AUMbIE 3aKa34vKy C Liefbio MPOBEPKU.

7.1.8 3anucy no aHanuay, BKAoyas nodbie 3HAYMTENbHBIE M3MEHEHWS, OONIKHbI COXPaHATbCS. TakXe AO0MXKHbI
COXPaHATbCS 3anucyu COOTBETCTBYIOWMX MEPEeroBOpPoOB C 3aKasuyMKoM, Kacawlmecs TpeboBaHWli 3akasdvka Wau
pe3ynbTaToB nabopaTopHOi AeaTenbHOCTH.

7.2 Bbibop, Bepuchukaums n sanuaaums MeTonoB

7.2.1 Bbi6bop u Bepucbmkaums meTonos

7.21.1 NabopaTopusi A[ONXHA MPUMEHATb COOTBETCTBYKOWME MEeToObl W MEeTOAMKU [N BCEX BWAOOB
nabopaTopHO OEeATEeNbHOCTM M MPU HEOOXOOUMOCTM LONS OLUEHUBAHUS HEOMNPedeNneHHOCTU U3MEPEHMIA, a Takxe
cTaTUCTUYecKne MeTobl 4715 aHann3a OaHHbIX.

MpuMmeyaHne - TepmnH "MeTO4", MCMONb3yEMbIA B HACTOSWEM CTaHAapTe, U TePMUMH "MeToanka N3MepeHuii",
npueeneHHbIvi B ISO/IEC Guide 99, MoryT paccMatprBaTtbCs Kak CMHOHUMBI.

7.2.1.2 Bce MeToAbl, METOLMKM 1 COMYTCTBYIOWME OOKYMEHTbI, Takue Kak MHCTPYKLUMKW, CTaHaapTbl, PyKOBOACTBA
Mo aKcrjyaTauuu W CrNpaBOYHble AaHHble, UMelolwye OTHOWeHWe K nabopaTopHON HOeSTENbHOCTWU, LOJXKHbI
NnoAAepXunBaTbCs B aKTyanbHOM COCTOSIHUM 1 ObiTb NerkoAoCTyNHbIMM ANsi nepcoHana (cM. 8.3).

7.2.1.3 Jlabopatopus ponxHa obecrneynTb NPUMEHEHWe MOCNefHel AEWCTBYOWENR pelakuum meToma, 3a
WCKNIIOYEHMEM C/lyYyaeB, korha ee TMpuMeHeHve sBnsetcs HeuenecoobpasHbiM WA HEBO3MOXHbIM. [lpu
HeoOX0AMMOCTU [N MPUMEHEHMS MeToda LONMXHbl ObiTb paspaboTaHbl LOMOMHUTENbHbIE YTOYHEHUS, YTOObI
obecrneynTb ero HeMPOTMBOPEYMBOE NMPVIMEHEHNE.

MpvmeyaHne - MexayHapoAaHble, pervoHanbHble UMM HauMoOHaNbHble CTaHAapPTbl WM OpYyrne npusHaHHble
TexHnyeckne TpeboBaHMs, codepXalwme [OOCTATOYHYO M TOYHYIO MHPOPMauuMio O TOM, Kak OCyLeCTBNATb
nabopaTopHyl0 AeATeNbHOCTb, He TpebyeTcs OOMOMHATbL UMM MepenucbiBaTb B KAYeCTBE BHYTPEHHUX Mpouenyp
nabopaTopun, e€cnum 3T CTaHAapTbl HamMcaHbl Takum 006pasoM, YTO MOryT MPUMEHATHCS MNPOW3BOACTBEHHbBIM
nepcoHanom nabopartopun. [ns BapumatuBHbIX 3TAMOB MeTO4A UMW LNS AOMNOMHUTENbHOrO NOAPOBHOro onucaHus
MOXeT noTpeboBaTbCs NpeaocTaBneHne AONONHUTENbHOM AOKYMEHTaLNN.

7.2.1.4 Korpga 3akasuuk He onpenensieT Metod, KOTOPblii HeobxoAuMo npuMeHsTb, nabopaTtopus OOMXHA
BbiOpaTb MOAXOOSAWWMA MEeToL CaMOCTOATEeNbHO M npouHdopmupoBate 06 3TOM 3akasuvka. PekomeHayetcs
MCMoNb30BaTb MeTObl, ONy6/MKOBAHHbIE B MEXOYHAPOLOHbIX, PErMOHANbHbBIX MW HAUMOHaNbHbLIX cTaHaapTax, nmbo
PEKOMEHOOBaHHbIE aBTOPUTETHBIMU TEXHUYECKUMU OpraHu3aumnsiMm, nmbo onucaHHbie B COOTBETCTBYIOWMX Hay4YHbIX
cTaTbsX MW XypHanax, nnMbo ycTaHOBNEHHblE N3roToBuTenemM obopynoBaHns. TakkKe MOryT NMPUMEHSITbCA METObI,
paspaboTaHHble nabopaTtoprei UM MoaNUUNPOBAHHbIE.

7.2.1.5 Jo BHenpeHus MeTonoB B paboTy nabopaTopus AONXHA MOATBEPLAMTb, YTO OHA MOXET Haanexauwum
o0b6pa3oM npuMeHsTb BbibpaHHble MeToabl, obecrneunBas TpebyeMoe NCnonHeHre. 3anucu 0 BepuguKaLmm LOMXHbI
coxpaHsaTbes. Ecnnm uameHeHus B Metoq 6binvm BHECEHBI OpraHv3aumneri-pa3paboTymkoM, To Bepucukauus LonxHa
6bITb NPOBEAEHA NMOBTOPHO B HEOOXOAMMOM 06 BHEME.
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7.2.1.6 MNpwn HeobxoomMocTu pas3paboTkyM HOBOro MeToda AONXeH ObiTb COcTaBneH nnaH paboT M HaszHayeH
KBanMMUMpOBaHHbIA nepcoHan, obecneyeHHbln HeobxoauMmbiMi pecypcamu. B npouecce paspaboTkm MeTtona
JONIXHa NPOBOAMTLCS Mepuoanyeckas oueHka paboT C uenbio NOATBEPXAEHNS TOro, 4To TpeboBaHus 3akasuuka
BCE elle BbiNonHaTCS. JTiobble M3MeHeHWs, BHOCUMbIE B NnaH paboT, AONXHbI ObiTb 0000pEHbI N YyTBEPXAEHDI.

7.2.1.7 OTKNOHEHVE OT METOOOB A5 BCEX BMAOB NabopaToOpHON OEATENbHOCTU LOMXHO LOMYCKaTbCs TOMbKO
TOrga, Korga 370 OTK/IOHEHWE OMPOPMNEHO OOKYMEHTalbHO, TEeXHUYeckn O0OOCHOBaHO, YTBEPXAEHO W MPUHSTO
3aKasynKom.

MpumeyaHue - Cornacue 3akasymka Ha OTKNIOHEHNSt MOXeT ObiTb 3apaHee OroBOPEHO B 1Or0BOPE.

7.2.2 Bannpauusa metonos

7.2.2.1 Jlabopatopus [onxHa MNPOBOAMTb BanMpauM HeCcTaHOapTHbIX METOLOB, METonOoB, pa3paboTaHHbIX
nabopaTopwveit, 1 CTaHAaPTHbIX METOLOB, MCNONb3yEMbIX 3a Mpenenamy ux obnactTv NpUMEHEHUs UM Kakum-nmbo
UHbIM 0b6pazoM mMoaMdMLMPOBaHHbIX. Banuaaums nonxHa 6biTb HACTONBKO MOMHON, HACKONBKO 3TO HeobxoauMo,
4TO6bl 0TBEYATb MOTPEBHOCTSM AAHHOrO MPUMEHEHMS UK 0ONACTU NPUMEHEHNS.

MpumeyaHve 1 - Banupauusi MoxeT BKMoYaTb npouedypbl oTbopa o6pasuos, obpaweHns ¢ obbekTamu
UCMbITaHWs UM KanMBpOBKM 1 UX TPAHCMOPTUPOBKMY.

MpumeuyarHne 2 - [Ons BanupauMm MeToda MOXET MPUMEHSITbCS oAWH U3 crneaywowux crocobos nnbo ux
KoMOVHauus:

a) KanmbpoBka UNM OLEHMBAHME CMEeLWEeHUs U NPELU3NOHHOCTY C UCMOIb30BaHNEM 3TaNlOHOB MM CTaHOAPTHbIX
06pa3sLoB;

b) cuctemaTtunyeckas oueHka oakTopOoB, BNUSIOWMX HA PeE3yNbTarT;

C) npoBepka YCTOMYMBOCTWM MeToda MNOCPEOCTBOM W3MEHEHUs YrpaBiseMblXx MNapaMeTpoB, TakWX Kak
TemnepaTypa B TepMocTaTe, 103MpyeMblit 06beMm;

d) cpaBHeHMe ¢ pe3ynbTaTamu, NONYYEHHbLIMK C MOMOLLbIO APYrvX BANMAONPOBAHHbIX METOAOB;
e) MexnabopaTopHbIe CNUYEHUS;

f) oueHmBaHMe HeonpemoeneHHOCTM W3MEPEHUN, CBSA3aHHOW C peadynbTataMu W3MEPEHU, Ha OCHOBaHWUN
NMOHVMaHNs TEOPETMYECKUX MPUHLMMOB MEeToAa W OfbiTa ero peanusauun npu otbope 06pasuoB Wy NPOBELEHWN
MNCNbITAHUA.

7.2.2.2 lpy BHECEHNM UBMEHEHWIA B BANNANPOBAHHBIA METOL UX BAUSIHUE LOMXHO ObITb ONPeLeneHo u, B cnyyae
ecnv 6blfIo0 YCTaHOBIEHO, YTO OHM OKAa3blBAIOT BIMSIHUE HA NEpBOHaYasbHYyO Banuaauuto, 0onXHa 6biTb BbINONHEHA
HoBag Banuaauuns Metoaa.

7.2.2.3 XapakTepuctukum BanngupoBaHHbIX METOLOB, OLEHEHHbIE ANS MNPEeanofaraeMoro UCnonb30BaHUS,
LOJIXHbl COOTBETCTBOBATb MNOTPEOHOCTSM 3aKa34MKOB 1 YCTAHOBNEHHbIM TPeboBaHNAM.

MpuMeyaHne - XapakTepucTUKM MeToda MOryT BKOYaTb (HO He OorpaHvyMBaThbCs) AmanasoH W3MEpPEHWH,
TOYHOCTb, HeonpeneneHHoCTb pPe3ynbTaTtoB msmepeHw?l, npenen 06Hapy>KeH|/|;|, npenen Koln4yecTtBeHHOro
onpeneneHns, nsbnpatenbHOCTb METOAA, IMHEWHOCTb, NOBTOPSIEMOCTb UM BOCMPOU3BOAUMOCTb, YCTOMYMBOCTb K
BHELHUM BO3LEACTBUAM NN dpPeKTaM BAUSHUS MaTpuULbl 0bpasua unm ncnblTelBaeMoro 06 bekTa 1 CMeLeHme.

7.2.2.4 labopaTopust LOMXHA COXPaHsATb Cneaytolme 3anucu o0 Banmaaumn:

BHuMaHwue! lokyMeHT B cusy He BCTynua BHumMaHue! lokyMeHT oduumanbHo nsgaH. Cm. "CtaTyc" BHnMaHume! O nopsiake npuMeHeHns LOKyMeHTa CM.
ApabIK "MprMevaHna" [JOKyMeHT NPUBOANTCSA C TEKCTOM
NC «TexakcnepT: 6 nokoneHne» NHTpaHeT
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a) MCnonb30BaHHYO NpoLeaypy Banmoauuu;
b) nepeyeHb TpeboBaHwWii;

C) onpepeneHne xapakTepucTnk MeToaa;

d) Nony4YeHHbIe pe3ynbTaThl;

e) 3ak/ito4yeHme o0 npurooHoCTn MetToga BMeCTe C I'IO,D,pO6HbIM onncaHmem ero cooTBeTCTBMA B OTHOWEHUA
npeanonaraemMoro ncnosb3oBaHUA.

7.3 OT60p 06pa3LoB

7.3.1 B cnyyae korga nabopatopusi npoBoaMT oT6op 06pa3uoB BewecTB, MaTepuanoB UAM NPOLyKUMM ONs
nocneaylwWwmnx NCrbiTaHWin UM KanubpoBkK, OHa A0MXHA MMETb MiaH 1 MeToAbl ux oTbopa. Meton oT6opa obpasLos
JLONMXEH YYnTbIBATb (PAKTOPbl, KOTOPble HEOOXO0AMMO KOHTPONMpPOBaTb, 4TOObl 06€ecneynTb AOCTOBEPHOCTb
pe3ynbTaToB MOCNEAYIOWMX UCMbITAHUIA UNn Kanubposku. MnaH 1 meTon oT6opa 06pasLoB LONXHbI ObiTb AOCTYMHbI
Ha MecTe npoBegeHust otbopa. MnaHbl oT6opa 06pasLOB LONMXHbI OCHOBbLIBATLCS, KOrga 310 LenecoobpasHo, Ha
COOTBETCTBYIOWMX CTATUCTUYECKUX METOAAX.

7.3.2 MeTombl 0T60pa 06pasLLoB AO/XKHbI ONUCLIBATDL:

a) Bblbop 06pasuoB nn Todek 0Tbopa;

b) nnaH ot60pa 06pasLos;

C) noOroTtoBky unn ob6paboTky obpasua(os) BewecTBa, MaTepvana WAM MNPOOYKUMM C LEefblo MONydYeHus
TpebyeMoro obpasua ons nocnenyowero NPoBeAeHUst UCMbITaHUIA UK KanubpoBKM.

MpumeyaHve - Mocne Toro kak obpasel nonyyeH nabopartopueit, fanbHeirwee obpalleHue, KOTOpPoe MOXeT
notpeboBatbcs, ONNcaHo B 7.4.

7.3.3 JlabopaTopust [LOMXHa COXPaHsTb COOTBETCTBYOWME 3anncy 06 oTbope 06pasLoB, KOTOPLIA cocTaBnsieT
4yacTb NPOBELEHHbIX UCMbITAHW UK KannbpoBkW. Takme 3anncu LONXHbl BKoYaTh B cebs (eCnm NpUMEHNMO):

a) CCbINKY Ha NPUMeHEeHHbI MeTod 0T6opa 06pasuos;

b) naty v Bpems otbopa 06pasLoB;

C) LaHHble Ans naeHTudrKaumm n onucaHms obpasua (Hanpumep, HoMep, KOMYEeCTBO, HAMMEHOBAHWE);
d) ngeHTnhrkaumio nmua, BeinoaHMBWEro oT6op 06pa3LLoB;

€) NAeHTUEVKALMIO NCNONb30BAHHOrO 060PYL0BaAHWS;

f) ycnosus okpyxatouen cpenbl 1 TPaHCNOPTUPOBKMN;

g) CxeMbl WM Opyrne 3KBMBANEHTHble Crnocobbl maeHTUUMKauum Mecta otbopa o06pasuoB, ecnvm 3710
HeobxooMMO;

h) OTKNOHEHWNA, OOMONMHEHUSA NN NCKNTIOYEeHUSA N3 MeToda U NnaHa 0T60pa o6pa3uos.

7.4 O6paLeHune ¢ 06beKTaMy UCMbITaHWUIA MU KannbpoBKU

7.4.1 NabopaTopus QonXxHa UMeTb Mpouenypy LN TPaHCMOPTUPOBKU, NMONyYeHUS OO bEKTOB WCMbITAHUA Uau
kanmbposku, obpateHus ¢ 06bekTammn UCNbITaHUIA MK KanMBPOBKM, 3alUNThI, XPaHEHNS, 0BecnedYeHnst COXPaHHOCTM,

BHuMaHwue! lokyMeHT B cusy He BCTynua BHumMaHue! lokyMeHT oduumanbHo nsgaH. Cm. "CtaTyc" BHnMaHume! O nopsiake npuMeHeHns LOKyMeHTa CM.
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YHUYTOXEHNS UK BO3Bpata 00bEeKkTOB WUCMbITAHWA UNM KanubpoBKW, BKOYasi BCE YCNOBMUS, HeobxoOuMble Onsi
3aWnTbl LENOCTHOCTM 0OBEKTOB WCMbITAHUA UM KanubpoBKU U 3awmTbl MHTepecoB nabopatopun 1 3akasyuka.
JonxHbl 6bITb NPeanpUHATEI Mepbl NPEOOCTOPOXHOCTW, 4TOObl M3bexaTb YXyIWeEeHUs CBOWCTB, 3arpsisHeHus,
noTepu WM MNOBPEXAEHUs 0O6bEeKTOB NMpu obpalleHnun, TPaHCMOPTUPOBKE, XPaHEHWW/OXWOAaHUM U MOArOTOBKE K
ucnblTaHusiM unn kanmbpoeke. WMHcTpykumm no obpauweHutio ¢ obbekTamy, npenocTaBfieHHble BMECTe C HUMW,
OOMXHbI OblTb CODNIOAEHDI.

7.4.2 Nlabopatopus [ONMXHA UMETb YETKYIO CUCTEMY MAEHTUMMKAUUM 0O bEKTOB WCMbITAHUIA UK KanubpoBKM.
NpeHTndukauma [onXHa COXpaHATbCS, noka ob6bekT HaxoamMTCa non OTBETCTBEHHOCTbi nabopatopwu. LaHHas
cuctema fonxHa obecrneynBaTtb, 4TO 06beKTbl He ByayT nepenyTaHbl U3NYECKN UK NMPU CCbINKE HA HUX B 3amMCsiX
unn ppyrux OokymeHTax. Cuctema wnaeHTUdpmKauum AONXHA, eCcnM 3T0 HeobXoOMMO, yuMTbliBaTb paspeneHve
ob6bekTa nnm rpynnsl 06 bEKTOB U UX NEPEMELLEHNE.

7.4.3 MNpwn nonyyeHun obbekTa UCMbITAHWA AN KAnMBPOBKM OTKIOHEHWS OT YCTAHOBNEHHbIX YCNOBUIA LOMXKHbI
6biTb 3apernctpmpoBaHbl. ECnv ecTb COMHEHWS OTHOCMTENbHO MPWrOAHOCTM O6bekTa AN MCMbITAHUS WK
KannbpoBkU UNn ecnu o6 bEKT He COOTBETCTBYET MPEACTABNEHHOMY OnMcaHuio, To nabopatopus, nepen TeM Kak
NpooONXMTb paboTy, [ONXKHA 06paTUTLCS K 3aKa3yuKy 3a OOMOMHUTENbHBIMA UHCTPYKLMSAMA N 3aperncTpupoBatb
pe3ynbTatbl 3TOro obcyxnaeHus. Ecnu 3akasumk TpebyeT NpoBeCTV uUCMbiTaHWe WM KanubpoBKYy Kakoro-nnbo
06bekTa, npu3HaBas OTK/IOHEHWE OT YCTAHOBMEHHbIX YCNOBWA, nabopaTtopus [ONXHA BKAOYATb B OTYeT
3aK/oYeHNe 0 TOM, Ha Kakue pesdynbTaTbl MOTyT NOBANATL AaHHbIE OTKNOHEHNS.

7.4.4 B cnyyae ecnn 06beKTbl HEOOXOOMMO XPaHUTb WMAW KOHAWLMOHUPOBATb NPV ONPELENEHHbIX YCNOBUSAX
OKpy>Xaroliei cpelbl, 3TU YCNOBUS LOMXHbI NOAAEPXUBATLCS, KOHTPOUPOBATHLCS U PErUCTPUPOBATHLCS.

7.5 TexHnyeckue 3anmcu

7.5.1 Tabopatopus nonxHa obecrneynBatb HanMyMe B TEXHUYECKMX 3annCsX ANs Kaxaoro suaa nabopaTtopHol
0edaTeNbHOCTU pe3ynbTartoB, OT4eTa W [0CTATOYHOM UHpopMauun, NO3BONAIOWENRA, ecnu 3TO BO3MOXHO,
naeHTupmumMpoBaTb akTopbl, BAMAIOWME Ha pesynbTaT W3MEPEHUS U CBSA3AHHYIO C HVMM HeornpeneneHHOCTb
M3MepeHunin, a Takxe obecrne4ynTb BO3MOXHOCTb NMOBTOPHOrO MPOBEAEHNS LAaHHOW nabopaTopHON LeSATEeNbHOCTU B
YCNOBUSAX, MaKCUManbHO 61M3KUX K NepBOHaYaibHbIM. TeXHUYECcKne 3anncu AOMXKHbl BKOYaTh AATy U CBELEHMWS O
nepcoHane nabopartopuun, KOTOPbIA HECET OTBETCTBEHHOCTb 3a KaXApliA BuA nabopaTopHOl LesTEeNnbHOCTW U 3a
NpOBEPKY AaHHbIX 1 pe3ynbTaToB. [epBuyHble HabnoAEHNS, AaHHbIE N pacyeTbl JOMXHbI 6blTb 3anncaHbl B MOMEHT,
Koraa oHv 6bINn NOMyYeHbl, N JONXHbLI OTOXAECTBNATLCS C KOHKPETHOW paboToii.

7.5.2 J'IaéopaTopvm nonxHa obecneynBatb npocnexmneaemMocTb N3MEHEHW, BHOCUMbIX B TEXHUYECKME 3amnuncu, K
npenbloywunm sepcusam nmbo K nepsnYHbIM HabnoaeHusm. U nepsu4yHble, N N3MEHEHHbIe JaHHble U cpa|7|nb| OONXHbI
COXPaHATbCA C yKa3aHneM natbl BHECEHUA W3MEHEHWI, CBeOeHNN 06 acnekTax, npetepneBwnx N3AMeHeHns, n nmuax,
OTBETCTBEHHbIX 3a OaHHble N3BMEHEHUA.

7.6 OueHnBaHue HeonpeaneneHHOCTU U3MePEeHUn

7.6.1 Jlabopatopun OONXHbI onpedensitb Bknag(bl) B HEONpPeLeneHHOCTb uamepeHuii. [pu oueHuBaHUK
HeonpeneNeHHOCTN U3MEPEHMIA BCE CYLLECTBEHHbIE BKNabl, B TOM YMC/Ee CBS3aHHble ¢ 0T6OpOM 06pasLoB, OONXKHbI
YUMTBIBATHCS C NPUMEHEHVEM COOTBETCTBYIOWMNX METOLOB aHaNM3a.

7.6.2 TabopaTopws, BbINOMHSAOWAsS KanmbpoBKy, B TOM Ynucne cobCTBEHHOro o60pynoBaHus, AONXHA OLEHNBATD
HeonpeaeneHHOCTb N3MePEHNIA ANs BCEX KanmbpoBOK.

7.6.3 NabopaTopusi, BbIMOAHAKWAS UCMbLITAHWS, OONXHA OLEHMBATb HEONPeLeNeHHOCTb U3MepeHuin. B Tex
cliyyasix, Korga MeTtoq UCNbITaHWA NCKNoYaeT CTPOrylo OLEHKY HeornpeaeneHHoCT U3MEPEHUNIA, OLleHNBaHNE OOJIXHO
NPOBOANTLCA HA OCHOBE NOHUMaHUS TEOPETUYECKUX NMPUHLUMOB UM NPaAKTUYECKOro ONbITa BbIMOMHEHNS MeTOAa.

lMpuMmeyaHne 1 - B cnyyae ecnm XOpoOWO W3BECTHbI METOL WUCNbITAHWA yCTaHaBnvMBaeT npenenbl 3Ha4YeHWui
OCHOBHbIX WCTOYHMKOB HeonpeneneHHoCTn W3MepeHnin W ykasblBaeT opMy npeacTtaBneHns pesynbTartos
BbIYMCIEHNIA, cumTaeTcs, 4To nabopatopus BoinonHWna TpebosaHus 7.6.3, cneays MeTody UCMbITAHUA U MHCTPYKLIMK
no NpeacTaseHnio pe3ynbTaTos.
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I"Ipvlme'-laHme 2 - I'IpM MCnonb30oBaHMM KOHKPETHOro Metoda, ond KOoToporo HeonpeneneHHoCTb pe3ynbTaToB
|/|3mepeHv||7| yxe 6bina yCTaHOBJ/ieHa W noAaTeepXpaeHa, HeT HeobX0OMMOCTM OLEHMBATb HeonpeneneHHoCTb
V|3MepeHVIVI Oona Kaxnoro pesynbtara, ecnm na60paTop|/|;1 MOXeEeT npoOoeMOHCTpMpOBaATb, 4YTO BbisABIEHHbIE
Kputnyeckme doakTopsbl, okasbiBaloLlune BINSHNE, HAaXo0aAaTCsa Noa KOHTPONIEM.

Mpumeyanve 3 - Ons nogpobHoit nHgopmaumm cm. ISO/IEC Guide 98-3, ISO 21748 n ctanpapTbl cepum 1ISO
5725.

7.7 O6becneyeHne OOCTOBEPHOCTU pe3ybTaToB

7.7.1 Jlabopatopusi [LOnXHa WMETb npouenypy ILNS MOHUTOPWUHra [OOCTOBEPHOCTM pPEe3yNnbTaToB CBOEW
nesitenbHocTU. MonyyeHHble OaHHble AONXKHbI PErucTpupoBaTbcsl TakuMm 06pasoM, 4Tobbl MOXHO ObINO BbISBUTb
TEHOEHUUW, U TaM, FOe 9TO NPaKTUYECKM BO3MOXHO, LOMXHbI MPUMEHSITbCS CTATUCTUYECKME METOObI ANS aHanMaa
pesynbTtaTtoB. JonxeH OblTb COCTaBNEH NnaH Takoro MOHUTOPWMHra M MPOBOAMTbCS ero aHanud. MOHUTOPWHF
LOJIXEH BK/OYaTh (HO HE OrpaHUYMBaThCS), rae LenecoobpasHo, cneayouee:

a) NcnoNb30BaHNe CTaH4apTHbIX 06pa3LIoB UM 06Pa3LOB AN KOHTPONS KAa4YeCcTBa;

b) wucnonb3oBaHMe anbTepHaTUBHOro ob6opyHoOBaHWs, KoTopoe Oblo kanubpoBaHo, ans obecrieyeHus
NPOCNeXMBaeMOCT Pe3ynbTaToB;

C) NPOBEPKY(M) PYHKLMOHNPOBAHNS N3MEPUTENBHOIO 1 UCMbITATENBHOrO 060PYAOBaHNS;

d) ucnonb3oBaHMe KOHTPONbHBIX NN PABOYNX 3TANOHOB C BEAEHNEM KOHTPO/bHbLIX KapT, FAe 9TO MPUMEHUMO;

€) MPOMEXYTOYHbIE NPOBEPKN U3MEPMTENBHOrO 060PYAOBaAHNS;

f) NOBTOpPHbIE NCNBITAHUS K KANMBPOBKM C NCMONb30BAHWEM OLHOI0O U TOFO X€e UKW PasnnyHbIX METOLOB;

g) NOBTOPHbIE UCMbITAHNSA UK NMOBTOPHYIO KANMBPOBKY XpaHAWMXCs 06pasuoB;

h) koppensuuio pe3ynbTaToB ANs pas3NUYHbIX XapakTepucTuk obpasua;

i) aHanM3 NONyYeHHbIX OaHHbIX;

j) BHyTprnabopaTopHbIE CNNYEHNS;

k) ncnoitaHns wmndppoBaHHoro(bix) 0b6pasua(os).

7.7.2 NabopaTopust LONXHA OCYLWECTBNASATbL MOHUTOPWHI CBOE OESTENBHOCTY NYTEM CPABHEHNS C pe3ynbTaTtamu
Opyrvux nabopatopuii, €cnvm 3TO BO3MOXHO U MPUMEHMMO. Takoi MOHUTOPWHI OOMXEH NiaHnpoBaTbCs, U €ero
pe3ynbTaThl AONMXHbI aHanu3anpoBatbcs. OH OONMXEH BKAoYaTh (HO HE OrpaHMyMBaTbCs) CNemylowme MeponpuaTus
WAN OJHO U3 HUX:

a) yyacTue B NnpoBepkax keanmdukaunu.

Mpumeuarne - B ISO/IEC 17043 npuseneHa OONoNHWTENbHAs nHopMaums o0 nNposBepkax KBanugoukaumm n o

nposaiigepax npoBepkun keanudoukauuu. Mposaigepbl NPoBepKM KBanudukauumn, KoTopble BbINONMHSAOT TpeboBaHus
ISO/IEC 17043, cuntaloTcs KOMNEeTEHTHbIMU;

b) yuactue B MexnabopaTopHbIX CIMYEHUSIX, OT/INYHBIX OT MPOBEPOK KBaNMuKaumu.

7.7.3 IaHHble, NOMyyYeHHble C MOMOLWbI0O MOHWTOPUHra, LOMXHbI aHaNM3MPOBATbCS U MCMOMb30BaTbCs LS
ynpaeneHuss nabopatopHON LOesITENbHOCTBbIO, @ TakXe MO BO3MOXHOCTW ANS BHECEHUS YynydweHwuin B paboTy
nabopatopwuun. Ecnn 66110 obHapykeHo, Y4TO pedybTaThl aHann3a AaHHbIX, MONYYEeHHbIX MNPV MOHUTOPUHIE, BbIXOAST
32 paMKu YCTAHOBNEHHbIX KPUTEpMEB, HEOOXOOMMO MPEAnpUHSATb COOTBETCTBYIOWME OEUCTBUS C  LENblo
NpenoTBPaLEHNS BKIOYEHNS B OTYETHYIO OKYMEHTALMIO HEBEPHbIX PE3yNbTaToB.

BHuMaHwue! lokyMeHT B cusy He BCTynua BHumMaHue! lokyMeHT oduumanbHo nsgaH. Cm. "CtaTyc" BHnMaHume! O nopsiake npuMeHeHns LOKyMeHTa CM.
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7.8 MpepncraBneHne 0TYETOB O pe3ynbTaTax

7.8.1 O6LwMe NonoxeHus

7.8.1.1 Pe3ynbTathl 4ONXHbI ObITb PACCMOTPEHbBI 1 YTBEPXAEHbI [0 X BblAayu.

7.8.1.2 PeaynbTaTthl ONXHbl ObiTb NPeACcTaBNEHbl TOYHO, YETKO, HEABYCMbICTIEHHO U 06 bEKTUBHO, KaK MpPaBuno,
B oopMe oTuyeTa (Hanpumep, oT4eT 06 UCMbITAHWSIX, CBMOETENbCTBO (CepTudmkart) o kannbposke unm akt otbopa
06pasuoB) 1 OOMXHbI BKAYaTh B cebs BCO MHGDOpMALMIO, COrNacoBaHHY0 C 3aKka3yukoM ¥ Heobxooumyio Ans
WHTeprpeTaunn pesynbTaToB, a TakXe BC MHpopMauuto, Tpebyemyto B COOTBETCTBUN C MPUMEHSIEMbIM METOLOM.
Bce odhbopMneHHbIEe 0TYEThI JOMXHbI ObITb COXPaAHEHbI B KAYECTBE TEXHUYECKMX 3anUCENA.

MpumeyaHve 1 - ns ueneli HacTosWero cTaHaapTa oT4eThbl 06 UCMbITAHMSIX U CBMAETENbCTBA (CepTudmKaThl) O
KannbpoBke MHOrAa MOTYT Ha3blBaTbCS MPOTOKONAMM UCMbITAHWIA U OTYETaMM O KanmbpoBKe COOTBETCTBEHHO.

rlpVIMe'-laHVIe 2 - OtyeThl MOTyT 6bITb n3gaHbl Ha 6yMa)KHOM HOCuUTene nnn C NOMoLWbO 3JIEKTPOHHbBIX CpencTB
npwn ycnoeuun, 41o Tpeéosava HacToslero ctaHoapTa BbIMO/HEHbI.

7.8.1.3 Mpw cornacoBaHnn ¢ 3aKas34nkoM pesynbTaTbl MOryT 6blTh NMpeacTaBneHbl B ynpoweHHoM Buae. Jiobble
CBeLEeHUS, yKasaHHble B 7.8.2-7.8.7, KOTOpble He Bbiny NpeacTaBneHbl 3aKkasurky, AONXKHbl ObiTb NErkKoAOCTYMHBIMU.

7.8.2 O6wme TpeboBaHUs K oTyeTam (06 ucnbiTaHUAX, Kannbposke U otbope ob6pa3LoB)

7.8.2.1 B uensx MMHUMU3ALMN BO3MOXHOCTM HEMPaBWIbHOIO NMOHMMAHWUS WAW HENPaBUNbHOrO UCMONb30BaHNS
MHCpopMaLMKM KaxX aplii 0TYEeT OOJNIXKEH BKOYaTh Kak MUHMMYM Cledyollyo nHgopMauuio, ecnu y nabopatopun Het
060CHOBaHHbIX MPUYMH HE BbIMOMHATL 3TO TpeboBaHue:

a) HaseaHue (Hanpumep, "OTyeT 06 ucnbiTaHusAx", "CBuaeTenbcTBO (cepTudomkar) o kanubpoeke" nnu "AkT
oTbopa 06pasLos");

b) HanmeHoBaHWe 1 appec nabopatopuu;
C) MEeCTO ocCylWecTBNeHNs nabopaTtopHOi AeATEeNbHOCTM, B TOM YMCNE eCM OHA OCYWECTBNANAach Ha Nnowaasax
3akasumka, nmbo Ha ydyactkax, yAaneHHbIX OT MOCTOSHHbIX MPOM3BOACTBEHHbIX naowanei nabopatopumn, nMbo Ha

COOTBETCTBYOWNX BPEMEHHO UCMNOTIb3YEMbIX UMK MOBUNBHbIX 06'beKTaX;

d) yHVKanbHylo naeHTndmkaumio, ons Toro 4tobbl BCe ero coctasnsiowme BOCNPUHUMANUCE Kak YacTb oblero
0TYeTa, U YEeTKYI0 MAEHTUMKALMIO KOHLA 0THETA;

€) HauMeHOBaHWE N KOHTaKTHbIe AaHHble 3aKa34uka;
f) noeHTNpukauno NpMMeHseMoro MeToaa;
g) onucaHue, 0LHO3HAYHYIO MOEHTUGIMKALMIO M MPU HEOBXOAMMOCTM COCTOsSHME 06pasLa;

h) naty nonyyeHuns obpasua(oB) Ans MchbITaHwin nan obbekTta kanubposku 1 naty otbopa obpasua(os), korga
3TO UMEET BaXHOe 3HaYeHne Ans OCTOBEPHOCTU U NMPUMEHEHNS Pe3yNbTaToB;

i) maty(bl) ocywecTBneHNs nabopaTopHO AesiTENbHOCTY;
j) maty BbljauM oTYeTA;

k) ccbinky Ha nnaH n meTton oTbopa 06pasuoB, UCMONb3OBaHHbIe nabopatopuein nM OpyruMm opraHamu, ecnu
STO BaXHO ON19 [OCTOBEPHOCTU NN NPUMEHEHNS pe3yNbTaTtos;
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[) 3asiBNeHMe 0 TOM, 4YTO pe3ynbTaTbl OTHOCATCA TONMbKO K 06 bekTam, NPOWEeAWnNM UCMbITaHNS, KannbpoBKy MK
oTbop;

m) pe3ynbTaThl, FAe 3T0 NPUMEHUMO, C EAUHULAMN N3MEPEHNS;

N) SOMNOSIHEHUS, OTKIOHEHUS NN NUCKTIOYEHNS N3 METOA;

0) ngeHTudunkaumio nuu(a), yTsepamBlUNX(ero) oTyeT;

P) OOHO3HAYHYIO NOEHTUMUKALMIO PE3YNbTATOB, MOMYYEHHbIX OT BHEWHWX NOCTABLUNKOB.

MpumeyaHne - BknioyeHne 3asiBNieHUsI 0 TOM, YTO OTYET He A0JiXeH BbiTb BOCNPON3BELEH HE B NOSHOM 06 beme

6e3 paspeweHuss nabopaTtopun, MOXeT obecnedynTb YBEPEeHHOCTb B TOM, YTO YacTu OTYeTa He UHTepnpeTupyoTcs
BHE KOHTEeKCTa.

7.8.2.2 NabopaTopusi OOMXHA HECTU OTBETCTBEHHOCTb 3a BCIO MHMpopMaumio, NpeacTaB/ieHHyl0 B oTyeTe, 3a
UCKJIIDYEHMEM CfyyaeB, Korga wHopMauus npenocTaBnsetcs 3akasyumkoMm. [JlaHHble, npenocTaBfiEHHble
3aKa34MKOM, OOMXHbl ObITb YeTKO MaeHTuduumpoBaHbl. KpoMe Toro, B cnydae ecnv MHpopMaums npegocTtaeneHa
3aKa34yMKOM W OHa MOXET MOB/USATb HA LOCTOBEPHOCTb PE3yNbTaToB, B OTYET AOJIXKHO OblTb BKIOYEHO 3asiBNeHue
06 orpaHuuyeHuM oTBETCTBEHHOCTM nabopartopun. B cnyyae ecnn nabopaTtopusi He OCYLECTBMSIET U He HeceT
OTBETCTBEHHOCTW 3a cTagumio otbopa obpasuos (Hanpumep, obpasel, 6bin NPefoCcTaBNeH 3aKas3ynkoM), B OTYeTe
IONXXHO BbITb OTPaXEHO, YTO MOJyYEeHHbIe Pe3ybTaTbl OTHOCSTCS K NMPenoCTaBNeHHOMY 3aKa3uynkoM obpasLy.

7.8.3 CneumanbHble Tpe6oBaHUs K 0TYeTaM 06 UCTbITaHMSAX

7.8.3.1 B pononHeHue Kk TpeboBaHMsIM, NepeyncneHHbiM B 7.8.2, oT4eTbl 06 MCMbITAHWUAX LOMXHbI, €Cnv 3TO
Heobx0AMMO ONS MHTEpPNPEeTaUMU pe3ynbTaToB UCMbITAHUA, BKNOYATL B cebs cnepytollee:

a) MHpopmauwmio 06 0cobbiX YCNOBUSIX UCMbITAHWIA, TaKMX Kak YCNOBUSI OKpYXatower cpeabl;

b) npy HeobxoauMoCTK 3asiBNEeHNE O COOTBETCTBUM TPeboBaHMAM UK cneundrkaumsm (cM. 7.8.6);

C) roe 3TO NPMMEHUMO, HEOMPenEeNneHHOCTb W3MEPEHW, MPEACTaBNEHHYD B TeX Xe eauHuuax, 4To
nsMepsieMasl BENNYMHA, WM B OTHOCWUTENBHOM MO OTHOWEHWIO K W3MepsieMoil BenuyvHe Bupae (Hanpumep, B
npoueHTax), koraa:

- 3TO UMEET OTHOWEHWNE K LOCTOBEPHOCTU UM NPUMEHEHUIO Pe3yNbTaTOB UCMbITaHWIA;

- aToro TpebyeT 3akasuuk; unu

- HeonpeaeneHHOCTb N3MEPEHUS BIUSIET HA COOTBETCTBME YCTAHOBNEHHOMY Npeaeny;

d) MHeHWA 1 nHTepnpeTauun, roe aTo NPUMEHUMo (cM. 7.8.7);

€) LOMOMHUTENbHYI0 MHGDOPMALMIO, KOTOpas MOXeT NoTpeboBaThCs MO KOHKPETHBIM METOLAM, OpraHam BnacTu,
3aKkasyvkam Unam rpynrnam 3akasyvkos.

7.8.3.2 Ecnu nabopatopusi HeceT OTBETCTBEHHOCTb 3a [HesiTeflbHOCTb Mo oTbopy obpasuos, oT4eTbl 06
NCMNbITAHUAX OONXKHbl COOTBETCTBOBATb TpGﬁOBaHVIFIM, yKa3aHHbiM B 7.8.5, ecnm 9310 H606XO,£I,VIMO ans
VHTepnpeTauny pe3ynbTaToB UCTbITAHWA.

7.8.4 CneumanbHbie Tpe6oBaHUA K cBUOeTeNbCTBaM (cepTucpmkaram) o Kanmbposke

7.8.4.1 B nononHeHne K TpeboBaHnAM, NepeymcineHHblM B 7.8.2, B CBUAETENbCTBA (CepTudukaTthl) o Kannbposke
IOMXHbl O6bITb BKJIIOYEHbI Cieaytolmne CBeeHUs:
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a) 3HaYeHve HeonpeneneHHOCTU U3MepPEeHn NS pesynbTata U3MepeHuin, NpeacTaBneHHoe B Tex Xe eanHuuax,
4YTO U N3MepseMas BeNnM4mHa, UM B OTHOCUTE/IbHOM MO OTHOWEHWIO K M3MEPSIEMO BENUYMHE Buae (Hanpumep, B
npoLeHTax).

Mpumeuarne - B cooTtBetcTBuM ¢ ISO/IEC Guide 99 pesynbTaT M3MepeHUs, Kak Npasnio, BbipaxaeTCs 0OHUM
N3MEPEHHbIM 3HAYEHUEM BENNYMHbI C YKa3aHWeM eoMHULbI U3MEPEHNS U HeonpeaeNeHHOCTU U3MEPEHUN;

b) cBeneHns 06 ycnoBusix (HaNpUMep, YCNOBUAX OKPYXatowen cpelbl), MPU KOTOPbIX BbIMOAHANMCE KanmbpoBku
1 KOTOPbIE MOTJIM 0Ka3aTb BMSHUE Ha Pe3yNbTaTbl U3SMEPEHUIA;

C) 3asiBNeHne 0 TOM, Kakum obpa3oM obecneymBaeTcsi METPONOrnyeckas NpPocnexvBaeMocTb U3MEPEHUIA (CM.
npunoxexwve A);

d) pesynbTatbl, NONyYEHHbIE 0 1 NOCNE PErYINPOBKU UM PEMOHTA, €CNN TaKOBble NPOBOANINCH;

€) 3asiBfieHNne 0 COOTBETCTBUM TPeBOBaHNAM 1N cneumdukaumsim npy HeobxoanuMocTu (cM. 7.8.6);

f) MHEeHUs U MHTepnpeTauun (cM. 7.8.7) npu HEOHXOAUMOCTM.

7.8.4.2 Ecnn nabopatopusi oTBevaeT 3a OesiTeNbHOCTb No oTbopy 0bpasuos, cBUOETENbCTBA (CepTUdUKaThl) 0
kanmbpoBke [OONXHbI COOTBETCTBOBATb TpebOBaHMAM, ykasaHHbiM B 7.8.5, ecnu 310 Heobxomumo Ans
WHTepnpeTaunm pesyibTaToB KanmbpoBku.

7.8.4.3 CBuaeTenbCcTBO (CepTudoukat) o kanmbpoBke unn KanubpoBoyHas 3TUKETKA He OOJIXHbl CoAepXaTb

HUKaKuUX pekoMmeHJauuim no Bbl60py Me)l(KaﬂVI6pOBO‘-IHbIX MHTEpBanoB, KpoMe TeX CclyyaeB, Korga 93T0 66110
cornacosaHo C 3aka34MkKoM.

7.8.5 MNpepcraBneHne pe3ynbTaToB NO 0T6OPY 06pa3L0B - crieuunanbHbie TpeboBaHUs

Ecnn nabopaTopms HeceT OTBETCTBEHHOCTb 3a [HesTeNbHOCTb MO OT6opy 006pasuos, B [OOMNONHEHWE K
TpeboBaHMsAM, NepeyncneHHbiM B 7.8.2, korga ato Heo6xo4MMO ANs MHTepnpeTaunn pe3ynbTaTtoB, OTHETbl LOMXKHbI
BK/lOYaTb cnenyoulee:

a) paTy otbopa 06pasLoB;

b) yHukanbHylo wuoeHTUpMKaumio BblbpaHHOro obpasua unAM  MaTepuana (BKnoYas HauMeHoBaHue
nponaeoanTens, o6o3HaYeHe MoAeny UK TUNa 1 cepuiHble HoMepa, Koraa aTo NPYMEHUMO);

¢) mecTo oTbopa 06pasLoB, BKIOYAs Nobble anarpammbl, 3CKM3bl UK oTorpadouu;
d) ccbinky Ha nnaH ot6opa u metoq oTHOPA;

e) cBefeHusi 060 BCeX YCNOBUSIX OKpyXKarwowein cpelbl Bo Bpems oTbopa o6pasuoB, KOTOpble BAMSIOT Ha
WMHTEpnpeTaunto peaynbTartos;

f) uHdbopmaumio, HeOBX0AMMYO ANt OLEHKU HEOMPEAENEHHOCTM N3MEPEHUIA ANS1 NOCNEAYOWNX UCNbITAHUA UK
KanmbpoBeku.

7.8.6 MNpencraBneHue 3aKNKOYeHUN O COOTBETCTBUMN

7.8.6.1 Ecnm no pe3ynbtataMm ucnblTaHUa WUn KaJ'II/I6pOBKVI nenaeTcd 3akn4yeHne O COOTBeTCTBUn
cneundoukaumm nam ctaHoapTy, na6opaTop|/|;| OON>KHA OOKYMEHTMNPOBATb NPaBuio NPUHATUA peleHns, NpuH1Mas Bo
BHMMaHmMe ypoBeHb pucka (HaanMep, NOXHOMNONOXUTENbHOE NN NTOXHOOTPUUATEeNlbHOE pelweHne, ctatuctnyeckmne
npennonoerm), CBSI3aHHbIV C NnpuMeHseMbiM NPaBUNOM MPUHATUA peLleHnd, N NPUMEHUTb AJaHHOE NpaBuno.
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MpumeyaHve - Ecnu NpaBuno NpuHSATWS peleHus YyCTAHOBIEHO 3aKas3yvKoM, MpasuiaMy UnM HOPMAaTUBHBIMY
LNOKYMEHTaMu, fanbHelwee pacCMOTPEHWE YPOBHS pucka He TpebyeTcs.

7.8.6.2 Jlabopatopus foMXHA NPEACTaBMTb 3aK/OYEHNE O COOTBETCTBUM, B KOTOPOM YETKO ONPENENEHO:
a) K Kakum pesynbTaTaM NPUMEHSIETCS faHHOEe 3aK/l0YeHue;
b) kakum cneuundpukaLmnsM, cTaHaapTaM UM Ux 4acTsiM COOTBETCTBYET UMM HE COOTBETCTBYET 06 bEKT;

C) NPaBUNO MPUHSATUS PeleHns, KOTopoe BblNo NCNOb30BaHO (ECIN OHO HE COLEPXMWTCS B COOTBETCTBYHIOLMX
cneunduKaumnm Uy ctaHgapTe).

MpuMmeyaHwne - [ng nonyyeHns oononHuTensHon nHgopmaumm cm. ISO/IEC Guide 98-4.

7.8.7 MNpencraBneHMe MHEHU U NHTepripeTauun

7.8.7.1 B cnyyae npeActaBneHUst MHEHWA 1 MHTepnpeTauuii nabopatopust fONXHa obecneynTb, Y4TO TObKO
nepcoHan, YrnONHOMOYEHHbIA Ha NPEeACTaBNeHWE MHEHWIA WM WHTeprnpeTauuii, NpeacTaBisieT COOTBETCTBYOWME
3asBneHus. Jlabopatopus LONMXHA OOKYMEHTUMPOBATb OCHOBAHWSA, Ha KOTOPbIX 6a3vpylOTCst BK/IOYEHHbIE B OTYET
MHEHMWSI U MHTepnpeTauun.

MpuMeyaHne - BaXHO OTnMYaTb MHEHWS U WHTepnpeTauun OT BbiBOLOB MO pe3ynbTartaM WMHCNEKUWA nnn
ceptudukaumm npomykumm, Kak 3to yctaHosneHo B ISO/IEC 17020 wn ISO/IEC 17065, n OT 3asBneHuin o
COOTBETCTBUW, YNOMAHYTbIX B 7.8.6.

7.8.7.2 MHeHUs unn mHTepnpeTauun, coaepXawuecs B oTyeTax, AOMXKHbl ObiTb OCHOBaHbl Ha pe3ynbTatax,
NoNyYeHHbIX Ans 06bekTa, NPOXOLMBLLENO UCMbITAHNSA/KannMbpOoBKY, N AONXHbI 6bITb 4eTKO 0603HAYEHBI KAaK TaKoBbIE.

7.8.7.3 ECnn MHEeHNS u nHTEepnpeTaunn npenctasndaroTCcAa nyTeMm HenocpencTtBeHHOro 06CY)KJJ,€HI/IFI pe3ynbTtartoB
C 3aKa34mKoM, HeobxoamMmo COXpaHsATb COOTBETCTBYOLWME 3anncn T1aKoro o6cy>|<,ueHv|91.

7.8.8 N3mMeHeHUs K oTyeTam

7.8.8.1 Ecnu HeobxoaMMo BHECTW W3MEHEHWs, AOMOJSIHEHWS B BblA@HHbIA OTYET, nepeodoopMutb ero, noboe
M3MEHEHNE MHOpMaUMN AONXKHO BblTb YeTKO 0603HAYEHO U, ecnv HeOBXOOUMO, MPUYMHA BHECEHUSI U3MEHEHUS
LOMXHa B6biTb BKJIHOYEHA B OTYET.

7.8.8.2 VIaMeHeHUs B OTYET NOCNe ero BblAayun AONXHbl BHOCUTLCS TONbKO B BULAE AOMOSHUTENbHOMO LOKYMEHTa
nnn nHoro cnocoba nepenayy OaHHbIX, KOTOPble BKIOYAOT OOPMYNMPOBKY: "MI3MeHeHue K OT4yeTy, MOpSAKOBbIN
HOMEp... [Mn nHas naeHTuguKaums]" naM apyryto nofobHyo opMynMpPoBKY.

Takne naMeHeHns 0ONXHbl COOTBETCTBOBATL BCEM Tpe6OBaHI/I91M HacToduero ctaHgapra.

7.8.8.3 Korgpa HeobxoOvMMo BblaaTb HOBbLI OTYET O pesynbTaTtax, OH HONXeH ObiTb yHMKanbHbIM 06pasom
MOEHTUMLUMPOBAH N COAEPXaTb CCbINKY Ha OTYET O pedyfbTaTax, KOTOPblii OH 3aMeHseT.

7.9 Xanob6b! (npeTeH3unm)

7.9.1 NabopaTopusi [ONMXHA MMETb AOKYMEHTUPOBAHHLIA MPOLECC AAS MOMYYEHWUs, PaCCMOTPEHMs Xanob
(NpeTeH3uiA) N NPUHATUS PeWeHniA No xanobam (NpeTeHsnsam).
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7.9.2 OnuncaHve npouecca obpauweHuss ¢ xanobamu (NPeTeH3usiMn) [ONXHO ObiTb AOCTYMHO BCEM
3aVHTEepPecoBaHHbIM CTOpOHaM Mo 3anpocy. [lpu nonyyeHun xanobel (npeTeH3uun) nabopaTopusi AONXKHA
yIOCTOBEPUTbCS, OTHOCUTCS N Xanoba (npeTeH3us) kK nabopaTopHOl OeATeNnbHOCTM, 3a KOTOPYK OHa HeceT
OTBETCTBEHHOCTb, U, €C/N 3TO TaK, AOMXHA NPUHSATL ee Ha paccMoTperme. JlabopaTopusi HeceT OTBETCTBEHHOCTb 3a
NMPUHSITUE BCEX PELIEHUIA Ha BCeX CTaamMsIX MPoLLecca pacCMOTPeHUs Xanobbl (MpeTeH3un).

7.9.3 MNpouecc paccMoTpeHns Xanob (NpeTeH3uni) 4oNXeH BKoYaTb Mo KpaiHel mepe creaytowme 3neMeHTbl 1
mMeTonbl:

a) onvcaHue npouecca Mnony4yeHusi, NPOBEPKM, PACCMOTPEHUS Xanobbl (NMPeTeH3nn) 1 NPUHSATUS pelueHnst o0
OTBETHbIX AEACTBUSAX, KOTOPbIE JONXHbI ObITb NPEANPUHSITHI;

b) oTcnexwuBaHune n peructpaums xanob (NpeTeHauit), BKIoYas AencTBuUs, NpeanpuHATbIE ANS X Pa3peLLeHns;
c) obecneyeHne TOro, YT0 HeobxoaNMbIE MEPBI MPEANPUHUMAIOTCS.

7.9.4 Nlabopatopus, nonyyatwowas xanoby (MpeTeHsnto), 0oMXKHA HECTU OTBETCTBEHHOCTb 3a cO0p 1 NPOBEPKY
BCe HeobxoauMol HGPOPMaLMK C LieNbIo MOATBEP X AEHNS 0OOCHOBaHHOCTW Xanobbl (MpeTeHaunn).

7.9.5 Korpna aT0 BO3MOXHO, nabopatopusi [ONXHA MNOATBEPOWUTL MONyYeHWe Xanobbl (npeteH3un) u
MHOPMMPOBATL 3a8BMTENS O XO4E U pe3ynbTaTtax PacCMOTPEHNS.

7.9.6 Pe3ynbTathl paccMoTpeHus xanobbl (MpeTeH3nm), koTopble 6yayT LOBEAEHb! A0 3asIBUTENS, NOMXHbI 6blTh
NOArOTOBNEHBI NN PACCMOTPEHBI 1 0f06pEHbl NMLOoM(amm), KOTOPoe(ble) He NPUHUMAanNO(M) y4acTns B AEATENbHOCTM
nabopartopwuu, MO NOBOAY KOTOPOW NnocTynuna xanoba (npeteHsuns).

I'IpMMeanme - OTO MOXET BbIMONHATLCS BHEWHNM nepcoHanom.

7.9.7 Korpa 310 BO3MOXHO, nabopaTtopusi LOMXHA NPefocTaBUTb 3asBUTENO oduunansHoe yBenoMIeHne o
pesynbTaTax pacCMOTPeEHUS Xanobbl (MpeTeH3nu).

7.10 YnpaBneHue HecooTBeTCTBYIOLLLeN paboTon

7.10.1 JlabopaTopusi LONXHa UMeTb Mpouedypy, KOTOPYl MPUMEHSIOT B CnyyYae, ecnu Kakoi-nmbo acnekT
nabopaTopHOW OesTENbHOCTU UK peaynbTaThl paboTbl HE COOTBETCTBYIOT COBCTBEHHBLIM NpoLeaypam nabopaTtopum
unu TpeboBaHUSIM, COrNacoBaHHbIM C 3aKa34ynMKoM (Hanpumep, obopyLoBaHvWe WK YCNOBUS OKPYXalowwen cpenbl He
COOTBETCTBYIOT YCTaHOB/IEHHbIM Mpefenam, pedynbTaTbl MOHUTOPUHIA He OTBEYalT YCTAHOBNIEHHLIM KPUTEPUSIM).
Mpoueanypa ponxHa obecrneyrsaTb, YTO:

a) onpeneneHbl OTBETCTBEHHOCTb U NOMHOMOYMS AN yNpaBNeHUsi HECOOTBETCTBYOWeEN paboToil;

b) neicTBna (BKNOYAs NPUOCTAHOBKY UM NOBTOP PaboThbl 1 MPUOCTAHOBKY BblAa4yM OTYETOB, ECNM HEOOXO0AUMO)
OCHOBAaHbI Ha YPOBHSIX pUCKa, yCTaHOBNEHHbIX labopaTtopuei;

C) MPOBELEHO OLEHMBAHME 3HAYMMOCTM HECOOTBETCTBYIOWEN YCTAHOBNEHHbIM TpeboBaHUsM paboTbl, B TOM
yncne aHanu3 ee BO3LENCTBUS Ha Npeablaylime pe3ynbTarthl;

d) npuHATO pelweHne 0 NPUEMIEMOCTU HECOOTBETCTBYIOWER paboThl;
e) Korza 310 Heob6xo0aMMo, YBEAOMNIEH 3aKa3unK U aHHYIMPOBaHbl pe3ynbTatbl paboThl;
f) onpeneneHa 0TBETCTBEHHOCTb 3a MPUHSTUE PELIEHNS 0 BO30OHOBEHM paboThbl.

7.10.2 Jlabopatopusi OofiXHa BECTW 3anMCU B OTHOLWEHWM HECOOTBETCTBYHOWEN paboTbl M HeOOXOAUMbIX
HencTBumin, kak ykasaHo B 7.10.1, nepeuncnenns b)-f).

7.10.3 B Tex cny4asdx, Korga oueHka nokasbiBaeT, YTO HeCOOTBETCTBYHOLWas pa60Ta MOXET MOBTOPUTbCA, NN
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€CTb COMHEHWUS! B OTHOWEHWWN COOTBETCTBUS LESATENbHOCTU nabopatopum COOBCTBEHHOW CUCTEME MEHEOXMEHTa,
nabopaTopwus foNnXHa 06ecneynTb BbIMONHEHWNE KOPPEKTUPYIOWNX AEACTBUIA.

7.11 YnpasneHve faHHbIMU N UHdpOpMaLMen

7.11.1 Nabopatopusi fonxHa MMETb AOCTYN KO BCEM AaHHbIM U MHAOPMaLUMK, HEOBXOAMMBIM ANS BbINOMHEHNS
nabopaTtopHoil AesiTeNbHOCTH.

7.11.2 TpaBunbHOCTb  (OYHKUMOHMPOBAHUS  cucTeM(bl)  ynpaBneHus  uHdopmaumeld  nabopaTopuw,
ucrnonbayemeix(oii) ans cbopa, 06paboTku, 3anmcu, NpeacTaBeHnsl PpesynbTaToB, XPaHEeHUs N NOWCcKa OaHHbIX, B
TOM 4Yucne NPaBUNbHOCTb (PYHKLMOHMPOBAHUS MHTEPMECOB cucTeM(bl) yrpaBneHns nHgopmauunein naboparopuu,
nonxHa(bl) 6biTb NpoBepeHa nabopaTopuel nepen BHeapeHnem B paboTty. Mpw NobbiXx M3MEHEeHWsX, BKIOYas
M3MEHEHUS KOHGoMrypaumn nporpaMmHoro obecnedveHust nabopatopum WAU  MOAUCPUKALUM  KOMMEPYECKOrO
nporpaMMHOro obecrneyeHns, OHW LONXHbl 6blTb YTBEPXAEHbI, AOKYMEHTUPOBAHbI M BaNMAVPOBaHbI JO BBELEHUS UX
B OeliCcTBUe.

MpumeyaHre 1 - B HacToslwem cTaHfapTe "CMCTEMbI ynpaBneHus uHgopmaumeli nabopatopumn” BkiovaroT B cebst
ynpasBneHne JHaHHbIMM U WHJOpMAaLMen, coaepXawuMuca Kak B  KOMMbIOTEPU3NPOBAHHbIX, Tak W B
HEKOMMbIOTEPU3NPOBAHHBIX cucTemax. HekoTopble 13 TpeboBaHuii MoryT 6biTb B BoNblieli CTeneHn NPUMEHUMbl K
KOMMbOTEPU3NPOBAHHbBIM CUCTEMAM, YEM K HEKOMMbIOTEPU3NPOBAHHBIM CUCTEMAM.

MpumeyaHne 2 - [oCTynmHOEe Ha pblHKE KOMMEPYECKOe MporpamMmHoe obecneyeHne npu OOLIYHOM €ro

ncnonb3oBaHnnn B o6nacw|, ans KOTOpOVI OHO npenHa3Ha4YeHo, MOXeT CHUTaTbCA B JOCTaTOYHON CTeneHu
BanMaonpoBaHHbIM.

7.11.3 Cuctema(bl) ynpaBneHus nHgopmaumein nabopatopumm, LONXHa(bl):

a) 6bITb 3awmueHa(bl) 0T HeCaHKLIMOHMPOBAHHOMO AOCTYNa;

b) 6bITb 3awmweHa(bl) 0T NCKaXEHUS! MU NOTEPW AAHHbIX;

C) (byHKLMOHMPOBATb B YCNOBUSAX OKPYXalowWwen cpelbl, KOTOpble COOTBETCTBYIOT cneundmkaumsaM noctaswmka
unn nabopatopun, WKW, B CNyyae HEKOMMbIOTEPU3MPOBAHHBLIX CUCTEM, CO34aBaTb YCNOBWS, obecnedvBaroliye
HEN3MEHHOCTb BbIMNOIHEHHbIX OT PYKW 3anncen n paclumngpoBKy;

d) nogaepXunBaTbCsl B TaKOM COCTOSIHMM, KOTOpoe obecrneynmsaeT LeNOCTHOCTb AaHHbIX U MHCpopMaLmu;

€) BK/IloYaTb permctpaumio CUCTEMHbIX COOEB U COOTBETCTBYIOLWMX ONepaTUBHBIX 1 KOPPEKTUPYIOWNX OeACTBUIA.

7.11.4 B TOM cny4yae, ecnu ynpasneHne OaHHOW CUCTEMOWN N ee noanep>XaHue OCyLWeCTBASETCS OUCTaHUMOHHO
UM Yepes BHEWHero nocTasliyka, nabopatopusi OonxHa obecneynTb COOTBETCTBME MOCTAaBWMKA WKW onepaTopa

CncTeMbl BCEM NMPUMEHNMbBIM Tpe6OBaHVI$|M HacTogduero ctaHpoapTa.

7.11.5 Jlabopatopus ponxHa obecrneuymBatb, 4YTOObl WMHCTPYKLWM, PYKOBOACTBA M CMPABOYHbIE HAaHHbIE,
OTHOCSILUMECS K ccTeMe(aM) ynpaeneHns nHgpopmaumein nabopaTtopun, Obinn NerkofocTyrnHbIMK NS NepcoHana.

7.11.6 PacueTbl 1 nepenaun gaHHbIX OONIXHbI NOABEPrarbcs Hagnexatmm CUCTeMaTUIeCKM NpoBepKam.

8 TpeboBaHUs K CUCTEME MEHEOXMEHTa
8.1 BapuaHThbl

8.1.1 O6Lwue NoNnoXxeHusd
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NabopaTopust [ONXHA YCTAHOBUTb, LOKYMEHTMPOBaTb, BHEOPWUTb M MOAAEPXMBATb CUCTEMY MEHEOXMEHTa,
KoTopas cnocobHa obecneymBaTtb U AEMOHCTPMPOBATb MOCTOSIHHOE BbINONHEHME TpeboBaHWiA HACcTOSWeEro cTaHaapTa
n obecrieynBaTb KayecTBO BbINMONHEHHbIX nabopatopueit pabot. B gononHeHMe Kk COOTBETCTBMIO TpeboBaHusM
pasgnenos 4-7 nabopatopus OONMXHA BHEOPUTb CUCTEMY MEHEOXMEHTA B COOTBETCTBUM C BapuvaHToM A unu
BapuaHTom B.

Mpumeyarue - CM. npunoxeHune B gns nononHUTENbHOW MHopMaLmm.

8.1.2 BapmaHT A

Kak MUHMMYyM cucTema MeHedXMeHTa nabopatopmu LOMXHA NpeaycMaTpuBaTth Cleaytolee:
- DOKYMEHTaLUM CUCTEMbI MEHEOXMEHTA (CM. 8.2);

- ypaBneHne JOKYMeHTaMy CUCTEMbl MEHEeAXMEHTa (CM. 8.3);

- ynpaeneHue 3anucamu (cm. 8.4);

- DEeNCTBUSA, CBA3AHHbIE C pUCKaMM 1 BO3MOXHOCTSAMU (CM. 8.5);

- ynyyweHus (cm. 8.6);

- KOppekTupytowmne gencrems (cMm. 8.7);

- BHYTPEeHHWe ayamThbl (M. 8.8);

- aHanM3 Co CTOPOHbI pykoBOACTBA (CM. 8.9).

8.1.3 BapuaHT B

NabopaTopus, KoTopas ycTaHoBMNA U NOLLEPXMBAET CUCTEMY MEHEAXMEHTA B COOTBETCTBUM C TPeboBaHNAMM
ISO 9001 n cnocobHa moaTBEpXAaTb M LEMOHCTPUPOBATb MOCTOSHHOE BbINONHEHWE TpeboBaHWil pa3nenos 4-7,
TaKXe LEMOHCTPUPYET Kak MUHMMYM rOTOBHOCTb BbINONMHATL TpeboBaHUs, conepxallmecs B 8.2-8.9.

8.2 [loKyMeHTauma cucTeMbl MeHeaXXMeHTa (BapuaHT A)

8.2.1 PykoBoacTBo nabopatopum LOMXHO YCTAHOBUTb, LOKYMEHTMPOBATL U MOAAEPXMBATL MOAUTMKU U LENU
LONsl BbINONHEHMS] TpeboBaHWn HacTosWero ctaHgapTa U OOMXHO obecneynTb, 4ToObl 9TV MOAUTUKK U Uenn Bbinn
MPW3HaHbl 1 BHELPEHbI HA BCEX YPOBHSAX OpraHm3aummn nabopaTtopuu.

8.2.2. MonnTUKN 1 Lenn JoNXHbl 6blTb HanpaBneHbl HAa obecredyeHne KOMNETEHTHOCTU, BECNPUCTPACTHOCTU ©
cTabunbHOCTU feaTenbHOCTY nabopaTopun.

8.2.3 PykoBoacTBo nabopaTopuv OONXHO MPencTaBuTb AoKasaTenbCTBa MPUBEPXEHHOCTM K paspaboTke u
BHEAPEHMIO CUCTEMbl MEHEXMEHTA 1 NMOCTOSAHHOMY MOBLIWEHUIO ee Pe3yNbTaTUBHOCTY.

8.2.4 Bcsl BokyMeHTauwms, nNpoLecchl, CUCTEMbI, 3annCh, OTHOCSILLMECS K BbINONHEHWIO TPebOoBaHMA HACTOSIWErO
cTaHaapTa, LONXHbl 6blTb BKOYEHbI B CUCTEMY MEHEAXXMEHTA, COOTHECEHbBI UM CBS3aHbl C HEA.

8.2.5 Becb nepcoHan, yyacTeytowuii B nabopatopHoOi AEeATENbHOCTM, OONMXEH UMETb LOCTYM K TEeM 4acTsMm
JOKYMEHTAaUMN CUCTEeMbl MeHelXMeHTa M COOTBEeTCTBYHOLEl MHOpopMaLMK, KOTopbie MPUMEHATCA B cdoepe ero
OTBETCTBEHHOCTW.
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8.3 YnpaBneHue 0OKyMeHTaMM CUCTEMbl MeHedXMeHTa (BapuaHT A)

8.3.1 JlabopaTopusi AOONXHa ynNpaBnsiTb [OOKYMEHTaMU (BHYTPEHHWMU W BHEWHWMM), OTHOCSILMMUCA K
BbINONHEHWIO TPeBOBaHMIA HACTOSIWero cTaHaapTa.

MpvmeyaHne - B AaHHOM KOHTeKCTe "OOKYyMEHTOM" MoryT ObiTb 3asiBNeHWs O MNOAWTUKE, Mpouenypsbl,
cneunduKkaumm, NHCTPYKLMN NPOM3BOAMTENS, KanMbpoBOYHble Tabnuubl, cxembl, Nocobus, nnakatbl, yBeAOMNEHNS,

namaTky, YepTexu, nnaHbl U 7.4. OHW MOryT 6biTb NPEeAcTaBNEHbl HA Pa3NYHbIX HOCUTENSX MHZDOPMALIMK, HAaNpPUMep
B NMeyaTHOM Unn LmMdopoBoM doopmare.

8.3.2 NabopaTopus ponxHa obecneynTb, 410!

a) DOKYMEHTbl NpOBepeHbl HA NPUrOAHOCTb YNOMHOMOYEHHbBIM MEPCOHANOM A0 MX U3OaHUS;
b) AOKYMEHTbI NEPMOANYECKU aHANN3MPYIOTCS 1 NPU HEOBXOAMMOCTI NEpeCMaTpUBalOTCS;
C) MASHTUMDNLMPYIOTCS UBMEHEHNS U CTATYC TeKyLlWen pegakunm JOKYMEHTa;

d) akTyanbHble BEPCMU NMPUMEHSIEMbIX OKYMEHTOB OOCTYrMHbI Ha BCex paboynx Mectax 1 npu HeobxoaMMoCTh MX
pacnpocTpaHeHne ynpasnsieTcs;

e) OOKYMEHTbl YHUKa/IbHbIM o6pa30M NOeHTNPULNPOBaHHI;

f) HEe [gonyckaetca HenpeoHaMmepeHHOe Wucnonb3oBaHMe YyCTapeBWnxX OOKYMEHTOB W TNMPUMEHAEeTCH
COOTBETCTBYIOWAA UoeHTUPMKaLna gaHHbIX OKYMEHTOB, B Clly4ae eC/in OHU COXPaHATCA C Kakow-nmbo uenblto.

8.4 YnpaBneHue 3anucamu (BapuaHT A)

8.4.1 JlabopaTtopunst AONXHA BECTU U COXPaHsATb pasbopyvBble 3anucy ¢ Lefbio NOATBEPXAEHNS coboneHws!
TpeboBaHWii HacTosAWEro cTaHjapTa.

8.4.2 ﬂaéopaTopMﬂ OON>XKHA OCyWeCTBNnATb YynpaBneHue, HeobxoOnmoe Ans noeHTurkaunum, xpaHeHus,
3alTbl, Pe3epBHOro KOonnpoBaHW4, apXmBMpoBaHUsA, Noucka, cpoka XpaHeHUA N YHUYTOXEHUA CBOUX 3anucen.
ﬂaéopaTopMﬂ OONIXHaA COXpaHATb 3anncun B Te4YeHue nepuona, yCtaHOBNEHHOro OOroBOPHbIMA obsi3aTenbLcTBaMM.
,D,OCTYI'I K OaHHbIM 3anuncsiM OONIXEeH COOTBETCTBOBaTb 0bsi3aTeNbcTBaM B 06nactu KOHJouAeHUnanbHoOCTh, 1 3anncu
LOMXHbl ObITb nerkonooCTynHbIMIA.

an/IMe'-IaHI/Ie -B75 npueeneHbl JONONIHUTEIbHbIE TpeéoBava, OTHOCAWMeCH K TEXHUYECKM 3anncsm.

8.5 llencTBuUSs, CBA3aHHbIe C pMCKaMu U BO3MOXHOCTSIMU (BapuaHT A)

8.5.1 Jlabopatopusi [LOnXHa paccmatpuBaTb PUCKM W  BO3MOXHOCTM, CBs3aHHble C nabopaTopHOii
0edaTeNbHOCTbIO, ONS TOro YTtobbl:

a) O6€Cﬂe‘-II/IBaTb, 4TO cuCTeMa MeHedXMeHTa NOCTUraeT HaMe4YeHHbIX pe3yNnbTaToB;
b) HapalmeaTb BO3MOXHOCTN ANA OOCTUXEHUA Lenei n 3anad na60paTopV|V|;

C) npefoTepawarb WUAKM YMEeHbWWUTb HeXenaTtefibHble BO3L4ENCTBUSA W BO3MOXHblE cbon B na60paTopH0|7|
neAaTenbHOCTN;

d) nobuBaTtbcs yny4weHWi.

8.5.2 JlabopaTopus OONIXHA NNaHNpoBaThb:
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a) ,D,GI7ICTBI/I9|, CBdA3aHHble C AaHHbIMN pUCKaMn N BO3MOXKHOCTSAMU;

b) kakum obpasom:

1) MHTErpnpoBaTtb 1N BHeAPATb OaHHble nNencTeus B CUCTEMY MeHe XMEeHTa,;
2) oueHMBaTb Pe3ynbTaTUBHOCTb AaHHbIX OEACTBUIA.

MpumeyaHne - XoTs B HacTosIWEM cTaHOapTe yKasblBaeTcs,, 4To nabopaTopusi nnaHupyeT OEeCcTBUS Mo
YyCTPaHEHMIO pPUCKOB, TpeboBaHWA K (POPManbHbIM MeToLaM YNpPaBNeHUs puckamym WM LOKYMEHTMPOBAHHOMY
npoLeccy ynpaBneHns puckamn He ycTaHoBfeHbl. JlabopaTtopun MoryT pewuTb, cnegyeT nu paspabatbiBate 6onee
OOWMPHYIO METOLOMOrMI0 YNpPaBNeHUs puckamu, 4Y4em 310 TpebyeTcs B HaCTOsIWEM CcTaHhapTe, Hanpumep,
NMocpenCTBOM NMPVMEHeHNs Opyrix PyKOBOACTB UMW CTaHOapToB.

8.5.3 MNpeanpuHuMaeMble OENCTBUS, CBSA3AHHbIE C PUCKAMU 1 BO3MOXHOCTAMU, LOMXHbI OblTb COpa3MepHbl UX
NoTEHLMANbHOMY BIIMSIHAKO HA AOCTOBEPHOCTb NabopaTtopHbIX Pe3ybTaToB.

MpumeyaHre 1 - Mpumepamu OencTBUiA, CBS3aHHbIX C pUcCKaMu, MOryT BbiTb MAEHTUGMKAUMS U NpeaynpexXaeHue
Yyrpo3, MNPUHATME PUCKOB C LEeNblo peanu3auuy BO3MOXHOCTM, YCTPAHEHWE WCTOYHMKA puUCKa, W3MEHEHWe
BEPOSITHOCTM puUCKa WNIM  €ero TMoc/feacTBuiA, pasfeneHne pPUCKOB WM COXpPaHeHWe pucka MNocpencTBOM
060CHOBAHHOr O peLIeHMS.

an/IMe'-IaHVIe 2 - BoamoxHocTH MOryT npuBecCctn K paclumnpeHuio obnactu naéopaTopHoM neaTenbHoCTH,
NPUBMEYEHUIO HOBbIX 3aKa34MKOB, WCMOJSIb30BAHUIO HOBbIX TEXHOMOTMMA WAM OPYrux BO3MOXHOCTEA C LENbo
ynoBneTBopeHuA I'IOTpe6HOCTeVI 3aKa34MKOB.

8.6 YnyuweHuns (BapuaHT A)

8.6.1 JlabopaTopusi OonxHa wuOeHTUpMUMPOBATb W BbIOpaTb BO3MOXHOCTWM [LNS YNYyYWEHUA, a TakXe
NpeanpuHATL HeOOX0aUMbIE NEeCTBUS.

MprMeyaHne - BO3MOXHOCTW LONS YNyYWeHWiA MoryT OblTb WMAEHTMULMPOBAHbI MO pe3ynbTataM aHanmaa
pabounx npouenyp, NCNonb30BaHNS NONNTUK, OCHOBHbIX LieNeli, pe3ynbTaToB ayauToB, KOPPEKTUPYIOWMX AEACTBUNA,

aHanusa Co CTOPOHbI PYKOBOLCTBA, MPELNOXEHW MepcoHana, OLeHKM pucka, aHanmsa OaHHbIX U pesybTaToB
NPOBEPOK KBanugukauum.

8.6.2 JlTabopatopust BOMXHA CTPEMUTLCS NOMyYyaTh 0O6paTHYIO CBA3b OT 3aKa34MKOB, Kak NMONOXUTENbHYIO, TaK U
oTpuuartenbHyto. O6paTHasi CBS3b [O0NIXHA aHanM3vMpPoBaTbCs W MPUMEHSITbCS ONS  YYYWEHUS CUCTEMbl
MEHenXMeHTa, nabopaTopHO AeSTENBHOCTY N 0OCNYXMBaHNS 3aKa34MKOB.

MpumeyaHne - lNpumepamn TUNOB 0BPATHON CBA3N SBASIOTCS OMNPOCHl OTHOCUMTENBHO YLOBNETBOPEHHOCTU
3aKas4ynkoB, 3anucy NeperoBopoB 1 06Cy X AeHNE OTYETOB C 3aKasymkamm.

8.7 KoppekTtupytouwime nencTeus (BapmaHt A)

8.7.1 lNpwu BbISIBNEHUM HECOOTBETCTBUS NabopaTopus AONXKHa:
a) pearmpoBaTtb Ha HECOOTBETCTBUE 1 NPU HEOBXOAMMOCTH:
- MPeAnpPUHATb OeNCTBUS 05 ynpasBneHns HECOOTBETCTBMEM U €ro YCTPaHEHUS;

- oTpearnpoBaTtb Ha NOCNencTBUA;
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b) oueHuTb HeobXoOMMOCTb AOEWCTBMS ANS YCTPAHEHWUS MNPWYMH(bl) HECOOTBETCTBUSA, [LNS TOro 4TO6HI
npeaynpeanTb ero NoBTOPHOE UMM HOBOE NPOSIBNIEHUE, NMOCPELCTBOM:

- PacCMOTPEHUS U aHan3a HECOOTBETCTBNUS;

- BbISIB/IEHWS MPUYMH HECOOTBETCTBUS;

- BbISIB/IEHWS CYLLECTBOBAHMS UM NOTEHUMAIbHON BO3MOXHOCTY BO3HWKHOBEHNS NOA0OHBIX HECOOTBETCTBUIA;
C) NPeLnpuHsTL HeobXoOMMble NeNncTBNS;

d) oLeHNTb pe3yNbTaTMBHOCTb MPELNPUHSITLIX KOPPEKTUPYIOWNX OEACTBUIA;

€) MOBTOPHO OLIEHNTb PUCKUN 1 BO3MOXHOCTHU, BbISIBJIEHHBIE MO MTOram NiaHUpoBaHus, ecnv 3To HeobxoauMmo;
f) Npn He06Xx0AMMOCTN BHECTW N3MEHEHUS B CUCTEMY MEHELKMEHTA.

8.7.2 KOppEKTVIpyPOLIJ,VIe IleCcTBMSA OONIXHbI COOTBETCTBOBaTb MacwTtabam U nocnencTBusiM 06Hapy)KeHHOFO
HEeCOOTBETCTBUA.

8.7.3 NabopaTopusi [OMXHA COXPAHSATb 3amnnCK B KAYECTBE CBUAETENLCTB CNeayolero:
a) CYLWHOCTU HECOOTBETCTBIUMA, NPUYMH(bI) N NOBObLIX NPEANPUHATEIX NOCNeayoWnX AEACTBIIA;

b) pe3ynbTaTtoB KOPPEKTUPYIOWMNX OENCTBUIA.

8.8 BHyTpeHHUue ayauTbl (BapnaHT A)

8.8.1 JlabopaTtopusi OONXHaA MNPOBOANTb BHYTPEHHME ayOuTbl 4Yepe3 3annaHMpoBaHHble WHTepBanbl Ons
nony4YeHns UHopMaLMn 0 TOM, SIBNSIETCS NN CMCTEMA MEHEe O XKMEHTa:!

a) COOTBETCTBYIOWEN:

- cOBCTBEHHbIM TpeéoBaHVIFlM naéopaTopvu/l K CBOel CUCTeMe MeHeLXMeHTa, B TOM yucne na60paTopH0|7|
neAaTenbHOCTN;

- TpeboBaHNAM HACTOSWEro CTaHAapTa;

b) pe3ynbTaTnBHO BHEAPEHHOW U peannsyemo.

8.8.2 Jlabopartopus nonxHa:

a) nnaHvpoBaTb, pa3pabaTbiBaTb, BHEAPSTb M pPeann3oBbiBaTb NPOrpamMy ayamTta, B TOM YUCNE B OTHOWEHUM
NeproanNyYHOCTW, METOOO0B, CApepbl OTBETCTBEHHOCTU, MNaHUpyeMbix TpeboBaHWi 1 OTYETHOCTM, KOTopas LOMXHa
yunTbiBaTb BaXHOCTb COOTBETCTBYIOWEV NabopaTopHOi NesTENbHOCTU, N3MEHEHUS, BAnsOWwmMe Ha nabopaTopuio, a
TakXxe pesynbTartbl Npeablaywmnx ayamTos;

b) onpenenatb kpuTepum ayanta n 06nacTb NPOBELEHUS KaXAOro ayamTa;

c) obecneumBatb, YTO pe3ynbTaTthl ayauta AOBELEHbI A0 COOTBETCTBYIOWEr0 PyKOBOACTBA;

d) BbINONHATL COOTBETCTBYIOWME KOPPEKLIMU N KOPPEKTUPYIoWwmne AeincTensa 6e3 Heo60CHOBaHHbIX 3aepXeK;

€) COXpaHATb 3anucy B KA4eCTBE NMOATBEPXAEHUS peann3aummy nporpamMmbl ayamta v pesyibTaToB ayanToB.

Mpumeuarure - B ISO 19011 npmnBeneHbl pykoBoASWME yKa3aHUS A8 NPOBEAEHNS BHYTPEHHMX ayAUTOB.
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8.9 AHanus co CTOpOHbI pyKOBOACTBA (BapuaHT A)

8.9.1 PykoBoacTBo nabopatopuv [HOMXHO aHanM3MpoBaTb CUCTEMY MEHEOXMEHTa C 3aniaHMPOBaHHOW
NepuooNYHOCTLIO, 4TOObI 06ecneunTb ee MNOCTOSHHYI NPUrO4HOCTb, afeKBATHOCTb M Pe3ynbTaTUBHOCTb, BKOYas
3asB/ieHHble NOJIUTUKN U LeNin, CBA3aHHble C BbIMOTHEHNEM Tpe6OBaHVII7I HacTosduwero ctaHgapTa.

8.9.2 BxonHble OaHHble aHanM3a CO CTOPOHbl PYKOBOACTBA AOMXHbI OblTb 3aperucTpumpoBaHbl U BKOYATb
NHOOPMaLIMIO OTHOCUTENBHO:

a) U3MEHEHUIA BO BHYTPEHHMX 1 BHEWHNX BOMPOCaXx, MMEIOWNX OTHOLWeEHWe K nabopatopuu;
b) BocTMXEeHMa NoCTaBNEHHbIX LEeNne;

C) NPUrogHOCTN NONUTUK U NPOLERyp;

d) cTaTtyca oeincTBeuiA, 3annaHMpPOBaHHbIX NOC/E NpeabloyWwmx aHanM3oB CO CTOPOHbI PYKOBOACTBA;
e) peaynbTtarta(oB) NOCNEAHNX BHYTPEHHMX ayAMTOB;

f) KoppekTupyowmx oencTBui;

g) OLIEHOK, MPOBOANMbIX BHELHMI OpraHamu;

h) nameHeHwnii o6bema 1 Bmaa paboTtebl MM obnactu gesitensHocT nabopatopuu;

i) oBpaTHOI CBSI3M OT NepcoHana u 3akasynkos;

i) xanob (NnpeTeH3wnit);

K) pesynbTaTtuBHOCTU peann3oBaHHbIX YNyHWEHWA;

I) BOCTATOYHOCTU PECYPCOB;

m) pe3ynbTaTtoB MAEHTUMKALMN PUCKOB;

N) NTOrOB AeSATEebHOCTM MO 0becneyYeHnto 4OCTOBEPHOCTM Pe3y/bTaTOB; a TakXe

0) APYruX 3HAYMMbIX PAKTOPOB, TakMe Kak MOHUTOPUHT OesiTeNbHOCTU 1 0By4yeHme.

8.9.3 BbixoAHble OaHHble aHanmn3a co CTOPOHbI PYKOBOACTBA AOJIXKHbI BK/OYATh 3amnuncy 060 BCEX PELeHnsX u
OencTBUSAX, OTHOCSALWMXCS MO KparHeh Mepe K:

a) pe3ynbTaTMBHOCTW CUCTEMbI MEHEAXMEHTA 1 €€ NPOLECCOB;
b) yny4weHwmio nabopatopHoi e TENbHOCTI, OTHOCSILLENCS K BbINONHEHMIO TPEeOOBaHWA HACTOSIWero CTaHaapTa;
C) NpenocTaBneHno HE0OX0AUMbIX PECYPCOB;

d) nioboit HeobXx0ANMOCTN N3MEHEHWIA.

MpunoxeHue A
(cnpaBoyHoe)
MerponoruquKaﬂ npocnexBaeMoCTb

A.1 O6LuMe cBepeHns

B HacTosleM NpunoxeHuy nprueeaeHa LONONHUTENbHAS MHADOPMALIMS O METPONIONMYECKON NPOCIEXMBAEMOCTH,
KoTopas npeacTaenseT coboil BaXHeWyo KOHLEeNUuio ansg obecneyeHns conocTaBMMoCTy Pe3ynbTaToB U3MEPEHWI
KaK Ha HaUMOHANbHOM, TaK U Ha MeX AYHApOAHOM YPOBHE.
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A.2 YcTtaHOBNEeHMe MeTposiornyeckomn npocnexmnsaemocTu
A.2.1 MeTponornyeckas npocnexmnsaemMocTb yCTaHaBIMBAETCSA C YYETOM U MOATBEP XK OEHNEM:
a) onpeneneHns n3mMepsemMon BeNNYUHbI (BENMYMHbI, Noanexaten n3aMepeHunio);

b) OOKYMEHTMPOBAHHON HEMpPepbIBHONM Lenn KanmbpoBokK, NO3BOMSIOWEN YCTAHOBUTD CBS3b C COOTBETCTBYIOLWEW
OCHOBOW [.ns CpaBHEHUS (B KayeCcTBe TakOW COOTBETCTBYIOWEN OCHOBbI A8 CpaBHEHWS MOryT BbICTynaTtb
HaUMOHabHbIE NN MeXOYHaPOOHbIe 3TaNOHbI, a TakXXe BHYTPeHHMe (paboyne) aTanoHbl);

C) oueHmBaHnsa HeonpeneneHHoCcTn Msmepean?l Ha KaX[goMm aTtane B uUenun npocnexmBaemocTn ¢ npuMeHeHnem
cornacoBaHHbIX METOOB;

d) peanuzaumym Kaxgoro atana B LEnu MNPOCNEXUBAEMOCTM C NMPUMEHEHWEM COOTBETCTBYIOLWMX METOAO0B, C
Nnony4yeHneM pesynbTaToB U3MEPEHUA N CBA3AHHbIX C HUMU 3aperucTpupOBaHHbIX 3HAYEHUA HeonpeneneHHOCTU
n3MepeHuia;

e) npenocrtasneHusd na6opaTop|/|9|MV|, peanmdyrowmnmm ognH nnn HECKO/IbKO 3TanoB B Uenn npocnexXnsaemMocTu,
[0oKasaTenbCTB TEXHNYECKOM KOMNETEHTHOCTN.

A.2.2 Cuctematmyeckass MOrpewHocTb (MHOrOa HasbiBaeMasi cMelleHVeM) KannmbpoBaHHOro 060pynoBaHUS
YyYMTbiBAETCA NPM  PacrnpoCTpaHEeHUN MEeTPONOrnYyeckom MPOCNEeXMBAEMOCTU Ha pe3ynbTaTbl  M3MEpPEeHUn,
nonyyeHHole B nabopaTtopun. CywecTBYIOT pasfiMyHble MexaHW3Mbl ONsl yyeTa cUcTeMaTuyeckol MOrpewHocTr
N3MepeHnin Npu pacnpocTpaHeHU MeTPONOrNYEeCKON NPOCNEXNBAEMOCTH.

A.2.3 [Ins pacnpocTpaHeHns MeTponornyeckoi NPoCNexXnBaeMocTyi MHOT Ia NPVMMEHSIOT aTanoHbl, MHpopMaums
0 KOTOpbIX, MpPenocTaBNeHHasl KOMMETEeHTHON nabopaTopuen, COOePXUT TONMbKO 3asiBfieHWe O COOTBETCTBUU
cneuncpukauun (6e3 ykasaHus pesynbTaToB U3MEPEHWIn U 3HAYEHWA HeonpeneNeHHOCTU, CBA3AHHbIX C HUMM).
Peanusauus gaHHoro noaxofa, B COOTBETCTBMM C KOTOPbIM NpedenbHble 3HAaUYeHUs, yKasaHHble B crieLudukaumsx,
MCMONb3YTCA B Ka4eCTBE NCTOYHMKA HeonpeaeNeHHOCT, 3aBUCUT OT:

- NPUMEHEeHNs COOTBETCTBYIOWEro Npasuna NpUHATUSA peweHnin 4ns yCTaHOBNEHNS COOTBETCTBUS;

- rocnedyolWero yyeTta ykasaHHbIX B crieuudprkaumsax npenenbHbiX 3HaYeHuid B BoaxeTte HeonpeneneHHOCTU
NMocpencTBOM TexHMYecky obocHOBaHHOro criocoba.

TexHuyeckoe 0OOCHOBaHME OAHHOrO MOAXO4A 3ak/lYyaeTcs B TOM, 4TO npn 3asaBneHun O COOTBETCTBUMU
cneuudpukauum onpenenseTcs MHTepBan M3MEPeHHbIX 3Ha4YeHui, B npefenax KoToporo npwu 3agaHHOM YpPOBHE
nosepusa npenonoXnTenbHO HaxoanTca NCTUHHOE 3HadYeHune, N NMpn 3TOM paccMaTpuBaeTcsa Kak noboe cmelleHne
OT UCTUHHOrO 3HAYeHUs, Tak N HeonpeaeneHHOCTb U3MePEHUIA.

Tpumep - MpumMeHeHne rupb ¢ NPUCBOEHHbLIM cornacHo TpeboBaHnsiM OIML R 111 knaccom ToYHOCTH 0151
KannbpoBKu BeCos.

A.3 [leMOHCTpaLUs METPOJSIOrNYECKON MPOCEeXNBaeMOCTU

A.3.1 JlabopaTopum HecyT OTBETCTBEHHOCTb 3a YCTaHOB/IEHME METPONOrMYecKo MpPOCNeXnBAEMOCTN B
COOTBETCTBMW C HacToAWWM cTaHpapToM. MeTponoruyeckyio npocnexuBaeMocTb obecrneyvBatoT pesynbTaThl
KanubpoBku, NpeacTasBfeHHble nabopaTtopusiMm, COOTBETCTBYIOWMMM HacTosIWeMy cTaHaapTy. CepTUuLmnpoBaHHbIe
3Ha4YeHNs cepTUULNPOBAHHbBIX CTaHOaPTHbLIX 06pa3LoB, NPeACTaBNeHHbIX NOCTaBIMKaMU CTaHAapTHbIX 06pasLoB,
cooTBeTcTBYlOWME TpeboaHuaM ISO 17034, obecrneumBaloT METPONOrMyeckytlo npocrexnesaemMoctb. CyllecTByoT
pasnunyHble crnocobbl AEMOHCTPaUUM COOTBETCTBUSI HACTOSIWEMY CTaHOApPTY: NPU3HAHUE TPeTbel CTOPOHOMN (Takow,
KaKk opraH MO akkpeauTauuu), BHELWHSSl OUeHKa 3akasuyuvkamy uan camooueHka. K crnocobam, MPUHATBIM Ha
MEXAYHapOAHOM YPOBHE, OTHOCAT (HO HE OrpaHMYMBatOTCS 3TUM) Cneayowme:

a) KanMbpoBOYHble UM M3MEPUTENbHbIE BO3MOXHOCTW, obecneymBaeMble HauUMOHANbHbIMA METPONOrMYECKMM
WHCTUTYTaMW W Ha3HAYeHHbIMU WHCTUTYTaMu, KoTopble ObiM MOABEPrHYThl COOTBETCTBYHOWMM MpoLieccam
napuTeTHON oueHku. Takas naputeTHas oueHka nposogutcs B pamkax CIPM MRA (CornaweHne o0 B3auMHOM
NpWsHaHWM, MOAroToBAEHHOEe MeXayHapooHbiM KOMUTETOM Mep U BecoB). C Buagamu ycnyr, Ha KOTopble
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pacnpocTtpaHsietcst geiictene CIPM MRA, MoxHO o3HakoMuTbes B npunoxerHun C BIPM KCDB (6asbl AaHHbIX no
K/lOYEBbIM CNUYEHUSIM, COpMUpPOBaHHOM MexayHapoaHbiM 610po Mep U BECOB), FAe COLepXuTcs nonpobHas
MHdOpMaLMsa 0 amManasoHax U HeonpeoeneHHOCTU U3MEPEHUIA NS KaX OOW N3 NepeyvncneHHbIX B HEM YCIYT;

b) kanMbpoBoYHbIE N N3MEPUTENbHBIE BO3MOXHOCTW, KOTOPblE MOATBEPXAEHbI NPU akKkpeauTauum B opraHe no
akkpeguTaumm, ynonHoMoveHHoM B pamkax cornaweHus ILAC (MexayHapoaHoe CoTpyaHUMYECTBO MO akkpeauTaumm
nabopatopuin) WUNKM  pPervoHanbHbiX  COrnaweHuin, npuaHaBaemblx ILAC, obnapatoT noaTBEpPXIOEHHOM
METPONOrMYeckoin npocnexmBaemoctblo. CeeneHust 06 obnactu akkpenutTaumm KannbpoBoyHbIX nabopaTopwuii
SABNSAOTCS 06WWeA0CTYMHBIMU U MOTYT BbITb 3amnpoLLeHbl y COOTBETCTBYIOLWMX OPraHoB No akkpeamTauum.

A3.2 CosmecTHas peknapaums BIPM, OIML (MexayHapoOHOW oOpraHmsauMm Mo 3akoHO4ATeNbHON
metponoruu), ILAC n ISO 0 MeTponornyeckoin npocnexmBaemMoCTV COLEPXWUT creuunanbHble yKasaHus no
obecrneyeHmnio MeX yHapoaHOro NPU3HAHWS LLeN METPOIOFMYECKOR NPOCNEXBAEMOCTM.

MpunoxeHue B
(cnpaBoyHoe)
Bapl/IaHTbI CUCTEeMbl MEHe O )XMEeHTa

B.1 PacwupeHune npMMeHeHnsl CUCTEM MEHEeIXMEHTa B LiefioM yBENNYMN0o noTpebHOCTb B MOATBEPXAEHUN TOrO,
yto nabopartopun MoryT obecrneunmBaTb PYHKLUMOHUPOBAHNE CUCTEMbI MEHEOXMEHTA, cooTBeTCTBYoWel 1 ISO 9001,
N HacTosllweMy cTaHgapTy. Takum obpa3oM, HacToswumin ctaHpapT obecrneyvBaeT ABa BapuaHTa TpeboBaHWiA,
OTHOCSLWMNXCH K peannsaunmn CUCTEMbl MEHEAXMEHTA.

B.2 BapuaHT A (cM. 8.1.2) nepeuncnsier MMHMMasbHble TPeBOBaHNS K BHEAPEHUIO CUCTEMbI MEHELXMEHTa B
nabopatopun. BHMmaHmne 6bino yoeneHo ToMmy, 4Tobbl BKNOUYMTL Bee TpeboBaHust ISO 9001, uMetowme OTHOLWEHME K
obnactsaM nabopaTopHO OESTENbHOCTW, HAa KOTOPbIE PacrnpoCTpaHseTcs cuctemMa MeHedxmeHta. Jlabopatopuu,
KoTopble cooTBeTCTBYlOT TpebosaHuam ISO/IEC 17025 (paspenbl 4-7) 1 BHeOpPSOT BapuaHT A pasgena 8, Takum
obpasom, Takxe 6ynyT B LLeNIOM OeiiCTBOBATb B COOTBETCTBUM ¢ npuHumnamn ISO 9001.

B.3 BapuaHTt B (cM. 8.1.3) nossonsiet nabopaTtopusiv co3gaBaTb M MNOAAEPXMBATb CUCTEMY MEHELXMEHTa B
cootBeTCTBUM C TpebosaHusmm ISO 9001 Ttakum obpasom, 4Tobbl obecneumBatb M LEMOHCTPUPOBATbL MOCTOSIHHOE
BbINONHeHe TpeboBaHwii pasnenos 4-7. Jlabopatopun, KoTopble NPUMEHSIOT BapuaHT B paspena 8, 6ynyTt Takxe
paboTtatb B cootBeTcTBUMM ¢ ISO 9001. CooTBeTcTBME TpeboBaHusim ISO 9001 cucTeMbl MEHELXMEHTa, B paMKax
KOTOpOl cPyHKLMOHNPYeT nabopatopusi, He siBNsieTcs camo o cebe neMoHCcTpaumeli KoMneTeHTHocTy nabopaTtopun
B OTHOLEHNN NPELOCTABNEHNS TEXHWYECKN LOCTOBEPHbIX OAHHbIX WM PeldynbTaTtoB. OTo TpeboBaHUe peanvayeTtcs
yepes COOTBETCTBME pasnenam 4-7.

B.4 O6a BapuaHTa npeanonaraioT AOCTUXEHME TOro Xe pesdynbTaTta B npouecce PYHKLUMOHUPOBaHNS CUCTEMbI
MEHeLXMeHTa 1 COOTBETCTBUS TpeboBaHUSM pasnenos 4-7.

MpuMmeyaHne - JloKyMeHTbl, OaHHble W 3anncu SBASIOTCSA COCTaBHbIMM 4acTAMUM  OOKYMEHTUPOBAHHOM
uHcpopmaumm B ISO 9001 wm gpyrux cTaHgapTax Mo cuUcTeMaMm MeHenXMeHTa. YnpasneHue OOKyMeHTamu
paccmatpueaetcs B 8.3. YnpaeneHue sanucamu paccmaTtpusaeTtcs B 8.4 m 7.5. YnpaBneHue AaHHbIMU, KOTOpPbIe
OTHOCSITCS K nabopaTopHOi AeaTenbHoCTW, paccMaTprBaetca B 7.11.

B.5 Ha pucyHke B.1 nokasaH npumep BapuaHTa CXemMaTU4Yeckoro npeAcTaBneHust paboynx npoLeccoB
nabopaTopwum, Kak onucaHo B pasaene 7.
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PucyHok B.1 - BapnaHT cxemaTtnyeckoro npencrasneHns pabounx npoueccos nabopatopumn

Mpunoxenve OA
(cnpaBoyHoe)
CBeneHNSA O COOTBETCTBMU CCbINIOYHbIX MEXAYHapOAHbIX CTaHOAPTOB MEXrocyaapCTBeHHbIM
cTaHpapTtam

Tabnvua OA.1

O603Ha4YeHne CCbINOYHOro CreneHb O603HayYeHne N HaMMEHOBaHME COOTBETCTBYIOLErO
MeXAyHapoAHoro ctaHjapra COOTBETCTBMS MEXrocyaapCTBEHHOro ctaHmapTa
ISO/IEC Guide 99 - ¥
ISO/IEC 17000 IDT OCT ISO/IEC 17000-2012 "OueHka cooTBETCTBUS.
CnoBapb 1 obwye npuHumnb”

* CoOTBETCTBYIOLMIA MEXTOCYAAaPCTBEHHbIA CTaHOapT oTcyTcTByeT. [1o ero NpuHATAS pekoMeHayeTcs
MCMoNb30BaTh NEPEBOL HA PYCCKUIA A3bIK JAHHOMO MEXAYHAapOAHOro CTaHaapTa.

MprmedaHve - B HacTosiwer Tabnuue ncnonb30BaHo creaytowee ycnoBHoe 0603HaYeHe CTENEHN COOTBETCTBUS
cTaHpapTa:

- IDT - noeHTWYHbIA cTaHZapT.

Bubnuorpacus

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

principles and definitions
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(ToyHOCTb (MPaBMABLHOCTb N NPELU3NOHHOCTb) METOLOB U Pe3ynbTaTtoB U3MepeHuin. Yactb
1. OCHOBHbIE MONOXEHMNS 1 ONPeaeneHns)

ISO 5725-2 Accuracy (trueness and precision) of measurement methods and results - Part 2: Basic
method for the determination of repeatability and reproducibility of a standard measurement
method

(ToyHOCTb (MPaBMABLHOCTb M NPEUU3NOHHOCTb) METOLOB U pe3ynbTaTtoB U3MepeHuin. Yactb
2. OcHOBHOIN MeToq, OnpefeneHuss NOBTOPSEMOCTM M BOCMPOM3BOAMMOCTU CTaHOAPTHOro
MeToLa U3MEPEHNIA)

ISO 5725-3 Accuracy (trueness and precision) of measurement methods and results - Part 3:
Intermediate measures of the precision of a standard measurement method
(ToYHOCTb (NPaBUABLHOCTb N NPEUU3NOHHOCTb) METOLOB U Pe3ynbTaTtoB U3MepeHuin. YacTb
3. MNpoMexXyTo4YHble nokasaTenn NPeUn3MoHHOCTU CTaHAAPTHOro MeToaa N3MepeHunii)

ISO 5725-4 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 (NPaBUABLHOCTb N MPEUU3NOHHOCTb) METOL0B U Pe3ynbTaTtoB U3MepeHuin. YacTb
4. OCHOBHble MeTOLbl ONpeaeneHns NpaBnnbHOCTU CTaHLAPTHOro METOAA N3MEPEHWIA)

ISO 5725-6 Accuracy (trueness and precision) of measurement methods and results - Part 6: Use in
practice of accuracy values
(ToYHOCTb (NPaBMABLHOCTb N NPEUU3NOHHOCTb) METOAOB U Pe3ynbTaTtoB U3MepeHuin. YacTb
6. icnonb3oBaHne 3Ha4YeHNi TOYHOCTM Ha NPakTUKe)

ISO 9000 Quality management systems - Fundamentals and vocabulary
(Cuctembl MeHeaxMeHTa kadyecTBa. OCHOBHblE MONOXEHUS 1 CNOBapb)
ISO 9001 Quality management systems - Requirements
(CncteMbl MeHeaXMeHTa kadecTBa. TpeboBaHUs)
ISO 10012 Measurement management systems - Requirements for measurement processes and

measuring equipment
(CvcteMbl  MeHeOXMeHTa Wu3MepeHuii. TpeboBaHUs K npoueccam WU3MEPEHWIA u©
N3MepuTeNLHOMY 060pYyN0BaHNIO)

ISO/IEC 12207 Systems and software engineering - Software life cycle processes

(MnapopMaLmoHHble TexHonorum. MNpouecchbl XW3HEHHOMO LiMKa NPorpaMMHbIX CPeCTB)
ISO 15189 Medical laboratories - Requirements for quality and competence

(MeanumHckne nabopatopun. CneumanbHble TpeboBaHNs K Ka4ecTBy M KOMNETEHTHOCTM)
ISO 15194 In vitro diagnostic medical devices - Measurement of quantities in samples of biological origin

- Requirements for certified reference materials and the content of supporting documentation
(MeouunHckue wsmenus Oons in vitro-guarHocTuku. WamepeHve BennyvH B obpasuax
6ronornyeckoro npomcxoxaeHus. TpeboBaHNs K aTTeCTOBaHHbIM CTaHAAPTHbIM obpa3suam
1 COLEPXaHMN CONPOBOAMTENBbHOM LOKYMEHTaLMM)

ISO/IEC 17011 Conformity assessment - Requirements for accreditation bodies accrediting conformity
assessment bodies
(OueHka cooTBetcTBMA. Obwme TpeboBaHWs K opraHam MO akkpeauTauum OpraHoB Mo
OLEHKE COOTBETCTBUS)

ISO/IEC 17020 Conformity assessment - Requirements for the operation of various types of bodies
performing inspection
(OueHka cooTteeTcTBUusi. Ob6wwme TpeboBaHns K paboTe pasfMyHbIX TUMOB OPraHoB,
NPOBOASAWMNX MHCNEKLNN)

ISO/IEC 17021-1 Conformity assessment - Requirements for bodies providing audit and certification of
management systems - Part 1: Requirements
(OueHka cooTtBeTcTBMSA. TpeboBaHWS K opraHam, NPOBOASIWMM ayouT U CepTUdOMKaUMIo
cucTeM MeHenxmeHTa. YacTb 1. TpeboBaHusi)

ISO 17034 General requirements for the competence of reference material producers
(Obwme TpeboBaHMst K KOMNETEHUMW NPON3BOANTENEN 3TANOHHBIX MaTepmarsnos)

ISO/IEC 17043 Conformity assessment - General requirements for proficiency testing
(OueHka cootBeTcTBMS. OCHOBHblE TPEBOBAHMS K MPOBEAEHMIO NPOBEPKM KBaNMgUKaLmm)

ISO/IEC 17065 Conformity assessment - Requirements for bodies certifying products, processes and
services
(OueHka cooTtBeTCcTBUS. TpeboBaHus K opraHam no cepTudomkaumm NpoaykLmu, NpoLEeCccos
n ycnyr)
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ISO 17511 In vitro diagnostic medical devices - Measurement of quantities in biological samples -
Metrological traceability of values assigned to calibrators and control materials
(U3penuns menvumHckmMe Ans OMarHOCTUKM in vitro. amepeHune BenuumH B G1ONOrMYecKmnx
npobax. MeTponormyeckas NPOCNeXUBAEMOCTb 3HAYEHWIA, MPUNUCAHHbBIX Kanubpatopam u
KOHTPO/IbHbIM MaTepranam)

ISO 19011 Guidelines for auditing management systems
(PykoBoasiwume ykasaHus no ayamTy CUCTEM MEHEAXMEHTA)
ISO 21748 Guidance for the use of repeatability, reproducibility and trueness estimates in measurement

uncertainty evaluation
(CTaTVICTVI‘-IeCKVIe MeToabl. PyKOBO,D,CTBO no nCcnonb30BaHMIO OLIEHOK MOBTOPAEMOCTN,
BOCNPOW3BOAMMOCTM 1 NMPAaBUIbLHOCTM NPW OLEHKE HEONPEAENEHHOCTUN N3MEPEHWIA)

ISO 31000 Risk management - Guidelines
(MeHepxMeHT puckos. PykoBoasiwme ykasaHus)
ISO Guide 30 Reference materials - Selected terms and definitions

(CtaHmapTHble 06pasubl. TepMWHbl ¥ OMpeneneHusi, ucnonb3yemble B obnactu
CTaH4apTHbIX 06pasLoB)

ISO Guide 31 Reference materials - Contents of certificates, labels and accompanying documentation
(CtaHpapTHble obpasubl. ComepxaHue cepTUUKaToB (NMacrnopToB) N 3TUKETOK)

ISO Guide 33 Reference materials - Good practice in using reference materials
(CtannapTHble 06pasubl. YCTaHOBMBLIASICA NPaKTVKa NPUMEHEHUS CTaHAAPTHbIX 06pa3LoB)

ISO Guide 35 Reference materials - Guidance for characterization and assessment of homogeneity and
stability
(CtaHpapTHble obpasupl. Ob6wue U CcTaTUCTUYECKME  MPUHUMNBI  cepTudukauum
(atTectaumn))

ISO Guide 80 Guidance for the in-house preparation of quality control materials (QCMs)

(PykoBoACTBO MO BHYyTpunabopaToOpHOMY W3rOTOBMEHWIO MaTepuanoB [O1si KOHTPOSS
kadvectea (MKK))

ISO/IEC Guide 98-3 Uncertainty of measurement - Part 3: Guide to the expression of uncertainty in measurement
(GUM:1995)
(HeonpepneneHHoOCTb  M3MepEHMIA. Yactb 3. PykoBoACTBO N0  BbIpaXeHwuto
HeonpeneneHHOCTN U3MepPEeHUs)

ISO/IEC Guide 98-4 Uncertainty of measurement - Part 4: Role of measurement uncertainty in conformity

assessment
(HeonpeneneHHoCcTb uamepeHuin. Yactb 4. Ponb HEoNpeaeneHHOCTN U3MEPEHNS B OLEHKE
COOTBETCTBUSA)

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

electrotechnical sector
(MorpewHoCTb  M3MEPEHWs  MpuM  OLEHKe  COrfacoBaHHOCTU  OeATeNbHOCTM B
9NEKTPOTEXHUYECKOM CEKTOPE)

Joint BIPM, OIML, ILAC and ISO declaration on metrological traceability, 2011 2)

(CoBmecTHas peknapauus BIPM, OIML, ILAC un ISO o meTponorunyeckor npocnexumsaemoctu, 2011)
ILAC International Laboratory Accreditation Cooperation 3)

(Mex oyHapoaHas opraHusaums no akkpeautauum nabopartopui)

(VIML), International vocabulary of terms in legal metrology, 2013

OIML V1:2013
(MexayHapoaHbli cnosBapb TEPMUHOB MO 3aKOHOAAaTeNbHOW MeTponorum, 2013)

JCGM 106:2012 Evaluation of measurement data - The role of measurement uncertainty in conformity
assessment
(OueHnBaHMe pOaHHbIX WK3MepeHui. Ponb HeonpeneneHHOCTU W3MEPEHWUs B OLEHKe
COOTBETCTBMS)

EEE/RM/062rev3, Eurachem4) The Selection and Use of Reference Materials

(BblbOp 1 NCNoNb30BaHNe 3TaNoHHbIX MaTepuanos)
BIPM Sl Brochure 5): The International System of Units (SI)

(Bpouwtopa CU: MexpyHaponHas cuctema egumnul (CU), BIPM)

2) http://www.bipm.org/utils/common/pdf/BIPM-OIML-ILAC-ISO_joint_declaration_2011.pdf
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3) http://ilac.org/
4) https://www.eurachem.org/images/stories/Guides/pdf/EEE-RM-062rev3.pdf
5) http://www.bipm.org/en/publications/si-brochure/

(Hymepauus cHocok npusegeHa no opuruHany.)
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