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MpeancnoBue

MexayHapogHasa opraHm3dauus no ctaHgaptmusaumm (1ISO) saensetcs BcemmnpHon heaepaument HaumoHanbHbIX
opraHusaumi no crtaHgapTu3auum (komutetoB-uneHoB ISO). PaspaboTka MexayHapoAaHbIX CTaHOapToB
0ObIYHO OCYyLLEeCTBNAETCA TexHudeckummn komuteTamm ISO. Kaxabli KOMUTET-UNeH, 3auHTepeCcoBaHHbIN B
[edaTenbHOCTU, ANd KOTOpoW Obin co34aH TEXHUYECKUA KOMUTET, umeeT npaBo ObiTb NpeacTaBneHHbIM B
3TOM KomuTeTe. MexayHapoaHble NpaBUTENbCTBEHHbIE U HEMPaBUTENbCTBEHHbIE OpraHu3auuun, umetoLune
cBa3n c ISO, Takke npuHMMaloT ydactme B paboTtax. ISO ocywecTBnNseT TeCHoe COTpyaHUYEeCTBO C
MexayHapoaHown anekTpoTexHudeckon kommccuen (IEC), paspabatbiBaeT ¢ Hew coBmecTHble ISO/IEC
OOoKyMeHTbl nof pykoBoacTBom KomuteTa ISO no oueHke cootBetcTBus (ISO/CASCO).

Mpoueaypsbl, ucnonb3yemble Ans pa3paboTkM 4aHHOro JOKYMEHTA, U Npouenypbl, NpeayCMOTPEHHbIE Afsi ero
panbHenwero BegeHusi, onucanbl B IupektmBax ISO/IEC Directives, Part 1. B yacTHocTW, cneayet oTMETUTb
pasnuyHble KpUTEpUU yTBepXaeHus, TpebyemMble Ons pasnuyHbiX TMNoB AokymeHToB ISO. NpoekT gaHHoro
[OKyMeHTa Obin pa3paboTaH B COOTBETCTBMM C pefakunoHHbiMy npasunamu Oupektus ISO/IEC Directives,
Part 2. (cm. www.iso.org/directives).

Heobxoanumo obpaTuTb BHUMaHWE Ha BO3MOXHOCTb TOrO, YTO psii SMNEMEHTOB LaHHOrO OOKYMEHTa MOryT
ObITb NpeaMeToM naTeHTHbIX npaB. MexayHapoaHasa opraHu3auusa 1ISO He JomkHa HECTU OTBETCTBEHHOCTb
3a uOeHTUMKaLMIO Takux npas, YacTMYHO WNM  NOMNHOCTbl. CBedeHMss O nNaTeHTHbIX Mpasax,
naeHTUUUMPOBaHHbIX Mpu paspaboTke [oKymMeHTa, OyayT ykasaHbl BO BBegeHwn w/vunn B nepedHe
nony4deHHbix ISO 06bABNEHNsIX O NaTeHTHOM NpaBe (CM. Www.iso.org/patents).

Jlloboe TOproBoe Ha3BaHWe, WCMONb30BAHHOE B [aHHOM [OOKYMeHTe, sBnsdetcda wuHdopMaumen,
npegocTaBnsemMon aAns ynobctea nonb3oBaTtesiel, a He CBUOETENbCTBOM B MOSb3y TOr0 MM MHOrO ToBapa
WN1 TOW UITN MHOW KOMMaHUWN.

[1ns NosiCHEHMS 3HAYEHUIN KOHKPETHBIX TEPMUHOB U BbipaxkeHnin ISO, 0THOCALLMXCS K OLleHKE COOTBETCTBUS, a
Tarke MHdopmauusa o cobnogeHnn MexagyHapogHon opraHmsaumen ISO npuHumnoB BTO no TexHMYecknm
Oapbepam B ToproBne (TBT), cMm. crnegyowmin yHUUUMPOBaHHbLIA  nokatop pecypca URL:
http://www.iso.org/iso/foreword.html.

HaHHbIn aokymMeHT 6bin noarotosneH Komutetom ISO no oueHke cootBeTcTBUs (ISO/CASCO) u pasocnaH
N1 roflocoBaHUA HauMoHanbHbIM opraHam ISO u IEC 1 6bin ogobpeH o6enmm opraHnsaunsamum.

HacTtoswee TpeTbe u3gaHne OTMeHseT M 3ameHseT BTopoe wusgaHue (ISO/IEC 17025:2005) nocne
TEXHUYEeCcKoro nepecmorpa.

B HacTosiLee HOBOE M3aHue BKITHYEHbI cneaywuwme nsMmeHeHud, no cpaBHEHUKO C nNpeabiaywmm nsgaHnem:

— MbllLMIEHNE HA OCHOBE OLEeHKM pucka, npmmeHeHHoe B AJaHHOM W3gaHWUKW, MNO3BOJIUIIO COKpPaTUTb
npeanuceiBarvoLwme Tp96OBaHVIFI N 3aMeHUTb X Ha Tpe6OBaHVIFI, OCHOBaHHbIe Ha BbINOJIHEHNN 3a4aun,

—  TpeboBaHMA K npoueccaMm, MeToAaM, [HAOKYMEHTUPOBAHHOM WHGopMauum U 06s13aHHOCTAM
opraHusaumi B 3ToM n3aaHum Gonee rmbkue, Yem B NpeabiayLiem;

—  pobaeneHo onpepeneHue “nabopatopus” (cM. 3.6).

© I1SO 2017 — Bce npaBa CoxpaHsitoTcs \Y
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BBeneHue

[aHHbIn OOKyMeHT paspaboTaH C LUernbl MNOBLILWEHMS [oBepusi K paboTe nabopaTtopuin. B gokymeHTe
cogepxartcs TpeboBaHusA K nabopaTtopusiM, NO3BOMSLINE OEMOHCTPMPOBAaTb KOMNETEHTHOCTbL B paboTe u
nonyyaTb AOCTOBEpPHbIE pe3ynbTaThl. JlTabopaTtopun, COOTBETCTBYOLWME TpebOBaHMAM JAHHOIO JOKYMEHTA, B
paboTe Takke pykoBOACTBYOTCA NpuHumnamm 1ISO 9001.

HaHHbin gokymeHT TpebyeT OoT nabopaTopum NNaHUPOBAHWS U OCYLLECTBMEHUS OEWCTBUN, CBA3AHHbLIX C
puckamu n BO3MOXHOCTAMU. [1pM 0gHOBPEMEHHOM YyyeTe PUCKOB M BO3MOXHOCTEN Co3AaeTcd OCHOBa Ans
MOBbILLIEHUS Pe3yNbTaTUBHOCTM CUCTEMbl MEHEKMEHTa, [JOOCTUXKEHWUS YIyylleHHbIX pe3ynbTaToB W
npenoTBpalleHns HeraTuBHbIX addpekToB. JlabopaTopuss HeceT OTBETCTBEHHOCTb 3a MPUHATUE peLleHUus,
Kakme pUckun n kakme BO3MOXHOCTU cnegyeT NnpuHuMaTh BO BHUMaHMe.

lMpumeHeHne aTOro AokymeHTa OyaeT cnocobCTBOBaTbL COTPYAHMYECTBY Mexay nabopaTtopusimu u gpyrumm
opraHamu, MOMOXEeT OCyLecTBnATb ObMeH WHdOpMauMen U OMbITOM W FapMOHM3aUU0 CTaHOApTOB U
meToaoB. [Npuemka pesynbTaToB, MOJTYYEHHBIX B pasHbiXx CTpaHax, obnerdyutcs, ecnu nabopartopun OyayTt
COOTBETCTBOBATb TPEOOBAHUSIM AAHHOIO JOKYMEHTA.

B gaHHOM mMexayHapo4HOM CTaHAapTe MCMONb3YTCS Creayolmne rmarofbHble opMbl:

—  “shall’ (nomxeH) yka3biBaeT Ha TpeboBaHue;

—  “should” (cnegyeT) yka3biBaeT Ha pekoMeHOaLMIo;

— “may” (paspeluaeTcd) yka3biBaeT Ha paspeLleHme;

—  “can” (MOXeT) yKka3blBaeT Ha BO3MOXHOCTb UM CMOCOBHOCTb.

[ononHutenbHyo MHopMaLno MoXxHO HanTu B [upektuBax ISO/IEC Directives, Part 2.

B mMHTepecax Hay4HbIX MCCNEeAOBaHU Mbl MPOCMM MONb30OBaTeENen NOAENUTLCA CBOMM MHEHMEM O AaHHOM
OOKYMEHTe U NpuoputeTax B OTHOLUEHUM BHECEHMS U3MEHEHUN B Byaywine usgaHud. [ina yyactus B OHNanH-

nccneaoBaHMmM NONb3yNTECh CCbINKOW:

17025 ed3 usersurvey
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O6wme TpedboBaHUA K KOMNETEHTHOCTU UCNbITAaTENbHbLIX U
KanmMopoBOYHbIX NabopaTopui

1 O6nactb NpUMeHeHus

HacTtoswuin OokyMeHT ycTaHaBnuBaeT o6wme TpeboBaHWA K KOMMETEHTHOCTW, OecnpucTpacTHOCTU W
cornacoBaHHoOCTM B paboTte nabopartopun.

[aHHbIN OOKYMEHT MNpuMeHuM KO BCeM opraHum3aunam, 3aHMMarwnmcA naGopaTopHoﬁ 0EeATENIbHOCTbIO
He3aBMCUMO OT KoJim4ecTBa nepcoHana.

3akasuumkm na6opaTopM|7|, perynupyroLwine opraHbl, opraHn3aumm n CTpykTypbl, UCNOJNb3yloLine OLEeHKY paBHOIZ

CTOp0HOI7I, opraHbl MO akkpegutaunMm n gpyrne nUcnonb3yrT OaHHbIN OOKYMEHT AnA noatrBepXaeHua unnm
NPU3HAHNA KOMNETEHTHOCTHU na6opaTopM|?1.

2 HopmaTtuBHbIe CCbINKK

Cnepylowme ccbinodHble OKYMEHTbl 0bsA3aTenbHbl Anst NPUMEHEHUS B HACTOSILLEM OOKyMeHTe. B cnyyae
AaTUPOBAHHbLIX CCbIJTIOK MPUMEHAKTCA TOJSIbKO UUTUPOBAHHbIE W3OAHUA. |_|pl/l HeJaTUpoBaHHbLIX CCblJIKax
ncnonb3yeTcd nocnegHee n3gaHme CCblJIOMHOINoO AOKYMEHTa (BKJ'IIO‘-IaQ BCe VI3MeHeHVIFI).

ISO/IEC Guide 99, MexdyHapoOHbil crogapb Mo mempornoauu. OCHO8Hble U obwue noHamus u
coomeemcmeytowjue mepmutsi (VIM)L)

ISO/IEC 17000, OuyeHka coomeemcmeusi. Criogapb u obwjue npuHyunbl

3 TepMuHbI U onpeaeneHus
[ns uenen HacTosLLero AOKYMeHTa NPUMEHSIOTCA criedyroume TepMUHbI U onpeaeneHuns.

OpraHusauun 1ISO n IEC Begyt TepMmmnHonornyeckue 6asbl AaHHbIX A8 NPUMEHEHUs B CTaHAapTM3auuu no
cnefylowuM CCblrikam:

— |EC Electropedia:  https://www.electropedia.org/

— NpocCMOTpoBas oHnanH-nnatgopma 1SO: https://www.iso.org/obp

3.1
becnpucTpacTHOCTb
impartiality

Hannyne o6bEKTUBHOCTYU

MpumeyaHne 1 k ctaTbe OBBHEKTUBHOCTL O3HAYAET, YTO KOH(IIMKTOB MHTEPECOB HE CYLLECTBYET UMM OHU paspeLleHbl
Taknum obpasom, YTO He OKa3blBAKOT OTpULATENBHOMO BUSAHUS Ha nocregylowme aenctaust 1abopamopuu (3.6).

MpumeyaHue 2 k ctaTbe Opyrvmn  TepMuHamu,  KoTopble  MOryT OblTb  MOME3Hbl  AnNd  nepejayn  cyTtu
©ecnpucTpacTtHOCTU, SBMASIOTCH, ,OTCYTCTBME KOH(PNIUMKTA WHTEepecoB', ,0TCYTCTBME NpeaB3sAToCcTu', ,0TCYyTCTBME
npeaybexaeHun”, ,HentpanuTeT', ,CNpaBeanMBOCTL", HenpeaybexaeHHOCTh", ,00beKTMBHOCTL", ,0TCTPaHEHHOCTL,
»YPaBHOBELLUEHHOCTbL".

1) Takxe ussecteH kak JCGM 200.

© 1S0 2017 — Bce npaBa CoxpaHsioTCs 1
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[MCTOYHUK: ISO/IEC 17021-1:2015, 3.2, ¢ nameHeHusmn. Croea “opraH no cepTudukaymm” 3aMeHeHbI
cnoeoMm “nabopartopus” B lpumeyaHun 1 Kk cTaTbe, a CrOBO “HE3aBMCMMOCTb’ yAaneHo U3 nepeyHs B
MpymeyaHun 2 k ctatbe.]

3.2

Xanob6a

npeTeH3us

complaint

BblpaXXeHWe HeyaoBNeTBOPEHHOCTN AEATENBHOCTLIO UNK pesynbTaTtamMu, NnonyvyeHHbIMu Jabopamopuel (3.6),
Kaknm-nmbo NULOM Unu opraHusaumen ¢ oxnagaHuem oTeeta

[MCTOYHUK: ISO/IEC 17000:2004, 6.5, ¢ nsameHeHnsmn. Crioea “B OTnmMuMe OT anennsauun” ygarnedol, a
crnoBa “opraH Mo OLEHKEe COOTBETCTBMS WM OpraH Mo akKpeauTauuu, CBSI3aHHbIN C AeATENbHOCTbIO 3TOro
opraHa” 3aMeHeHbl CNoBaMu “OeAaTENbHOCTLIO UK pe3yrbTaTaMu, NonyvYeHHbIMKU nabopatopueir”.].

3.3

MexrnabopaTopHoe crinyeHue

interlaboratory comparison

opraHusauusi, BbINONIHEHME U OLEHUBaHUE M3MEPEHUN UMM UCMLITAHUN OQHOTO U TOMO XK€ WU HECKOMNbKUX
nodobHbIx obpasuoB AByMs unum Bonee nabopaTtopusMn B COOTBETCTBMM C 3apaHee YCTaHOBEHHbIMM
YCINoBuAMHU

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

3.4

BHyTpunabopaTtopHoe crimyeHue

intralaboratory comparison

opraHusauusi, BbIMOSIHEHWE U OLEHMBAHUE M3MEPEHUN UMM UCMbITAHUIA OQHOTO U TOTO X€ WU HECKOIbKUX
noaobHbIx 0BpasLoB B oaHON U Ton xe sabopamopuu (3.6) B COOTBETCTBMM C 3apaHee YCTaHOBIEHHbIMU
YCIOBUSIMU

3.5

npoBepkKa KBanudukaumm

proficiency testing

OLIEHUBAHWE XapaKTEPUCTUKU (PYHKLUMOHMPOBAHUS Yy4acTHMKA MO 3apaHee YCTAHOBMEHHbLIM KpUTEPUSIM
nocpencTBom mexrnabopamopHbix criudeHul (3.3)

[MCTOYHUK: ISO/IEC 17043:2010, 3.7, C "3MeHeHMAMMW. Y ganeHo npuMeYvaHue K cratbe.]

3.6

naboparopus

laboratory

opraH(nsauus), kKoTopasi 3aHUMaeTCs crneayowen AeaTenbHOCTbIO:

— MCNbITaAHUS;
— KanmbpoBkKa;

—  oT6op Npob Ans nocneayoLwwmx UCNbITaHWA UMK KanuGpPOBKK

MpumeyaHue 1 k cTaTbe B KOHTEeKCTe [aHHOro [OoKyMeHTa “AeaTenbHOCTb nabopaTopun” OTHOCUTCS K Tpem
yKa3aHHbIM BblLLE MyHKTaM.

3.7

NpaBuUIo NPUHATUA peLLueHUs!

decision rule

npaBuo, KOTOPOE OMNMUCLIBAET, KaK y4eCcTb HeonpeaeeHHOCTb U3MEPEHMUS NMPU YCTAaHOBIEHNM COOTBETCTBMS
npegbsBrsieMoMmy TpeboBaHuUo

2 © 1S0 2017 — Bce npaBa coxpaHsioTcs



ISO/IEC 17025:2017

3.8

Bepudukauma

verification

npefocTaBrneHne OOBLEKTMBHbLIX CBUAETENbCTB, YTO [JaHHbIA  OOBEKT MOSHOCTLI  YAOBNETBOPSET
YCTaHOBIEHHLIM TpeboBaHMAM

NMPUMEP 1 MopTBEPXKAEHME TOrO, YTO AAHHBIN CTaHOAPTHLIN 06pasel 3asBeH Kak O4HOPOAHLIA Anst obpasLoB ¢
maccon Ao 10 Mr OTHOCUTENBHO 3HaYeHUs NapaMeTpa u COOTBETCTBYIOLLEN METOANKN N3MEPEHUIA.

MNMPUMEP 2 MoaTtBepXaeHne TOro, YTO IKCMIyaTaUUOHHbIE XapaKTEPUCTMKU UIKM 3aKoHoAATesNbHble TpeboBaHUs K
N3MEPUTENbHON CUCTEME OOCTUTHYTHI.

MPUMEP 3  TNoaTeBepXxaeHune Toro, YTo NiaHMpyeMas HeonpeaenéHHOCTb M3MEPEHUIN MOXET OblTb JOCTUTHYTA.
MpumeyaHmne 1 k ctaTbe B ymecTHbIX criy4dasix HeonpeaeneHHOCTb UBMEPEHUI 0IMKHA Y4YUTbIBATHCS.

MpumeyaHune 2 k cTaTbe Ob6bekToM MOXeT ObiTb, Hanpumep, Mpouecc, MeToauKa W3MepeHun, MaTtepwan,
cMecb(coeauHeHne) Unn namepuTensHas cuctema.

MpumeyaHue 3 kK cTaTbe  YCTaHOBMEHHbIMU TpeboBaHWSIMU, Harmpumep, MOryT OblTb Te, 4YTO YAOBIETBOPSIIOT B
cneumndukaLmmn N3rotoBuTens.

MpymeyvaHue 4 k cTaTbe B 3akoHogaTenbHOW MeTpororyn, kak onpegeneHo B VIML, n B o6uwem, npu OLEHKe
COOTBETCTBUS, BEpUMKALUS OTHOCUTCSA K UCCNEOOBaHUSM U MapKUPOBKE W/WNKN Bblgade CBUOETENbLCTBA O MOBEpPKe
N3MEPUTENbHON CUCTEMBI.

MpumevaHue 5 k ctatbe MoBepky He cnegyeT nyTatb € KanubposkoW. He Bcskas Bepudukauma sBnsercs
sanudayued (3.9).

Mpumeyanue 6 k ctTatbe B xvmumn Bepudukauma naeHTM4YHoCcTM obbekTa nnn peakumn tpebyeTt onucaHnsa CTPYKTypbl
U CBOWCTB TaKoro o6bekTa unm peakumu.

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

3.9

Banuaauus

validation

sepuchukayuss  (3.8), npu  KOTOpPOM YyCTaHOBNEHHble TpeboBaHUS  COOTBETCTBYHT (adeKBaTHbI)
npegnonaraemMomMy MCnonb30BaHNUO

NMPUMEP MeTogmka namepeHuin, obbIMHO Mcnonb3yeMas oS U3MEpPeHUs MacCoBOW KOHLEHTpauun a3oTa B BOAE,
MOXeT ObITb aTTeCTOBaHa Takke ANsi UBMEPEHUS KOHLIEHTPaLMM a30Ta B CbIBOPOTKE KPOBU YENOBEKA.

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

4 OO6wwue TpeboBaHUs

4.1 bBbecnpucTpacTHOCTb

4.1.1 [esAtenbHocTb nabopaTopun A0MKHA GbiTb OCYLLECTBNATLCA GECNPUCTPACTHO U CTPYKTYPUPOBAHO U
ynpaBnsATbCA TakuM 06pasoMm, YToGbl COXpaHUTb GEeCNPUCTPaCTHOCTD.

4.1.2 PykoBoacTeo nabopaTopun OOMKHO BbITb NPUBEPXKEHO NPUHLMIAM GeCnpUcTpacTHOCTM.
4.1.3 JlaGopaTtopusi OOMKHA HECTU OTBETCTBEHHOCTb 3a GEeCnpUCTPacTHOCTb CBOEW AEATENbHOCTU U He

AOIDKHa [onyckaTb KOMMEPYECKOro, (PMHAHCOBOrO MMM WMHOTO BuAa [aABMEHWMSI C LUenbilo OTkasa oT
OecnpucTpacTHOCTMW.
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4.1.4 JlaGopaTopusi OOSPKHa MOCTOSIHHO WMAEHTUMMLMPOBATL PUCKM B OTHOLLUEHMU 6GecrnpucTpacTHOCTU.
Ciofa [OrmKHbl  BKMIOYMATbCA Te PUCKWM, KOTOPble BO3HMKAOT OT ee [OesATeNbHOCTU, WIn OoT ee
B3aMMOOTHOLLUEHWIA, MM OT B3aVMOOTHOLLEHWI ee mepcoHana. B To e Bpemsi, TakMe B3aUMOOTHOLLEHWS
Heobsi3aTenbHO NPeACcTaBNsoT pUcK Ans 6ecnpucTpacTHocTH nabopaTopun.

NMPUMEYAHUE B3anMoOTHOLLEHNMSsI, KOTOPbIE YrpoXaloT 6ecnpucTpacTHOCTM nabopaTopmm, MOTyT OCHOBbLIBATbCS HA
COBCTBEHHOCTH, YNpaBneHun, MeHe)KMEHTE, NepcoHane, COBMECTHOM UCMONb30BaHUN PECYPCOB, (hMHAHCaxX, KOHTPaKTax,
MapKeTuHre (BKIoYasa (MpPMEHHYIO CUMBOMMWKY, BPEHAVHT), KOMUCCUN C NpoAaX UMM MHOM NoByAMTENbLHOM MOTUBE Ans
NPUBMNEYEHNs HOBbIX 3aKa34MKoB, U T.A4.

415 EcnM puck B OTHOWEHUN BEecnpucTpacTHOCTU WAEHTMUUMPOBaH, nabopatopus AoMkHa
NPOAEMOHCTPUPOBATL, KaK OHa YCTPaHAET UMW CBOAUT K MUHUMYMY TaKue PUCKW.

4.2 KoHdumaeHUManbLHOCTb

4.2.1 JlabopaTopusi OOJPKHA HECTM OTBETCTBEHHOCTb, Yepes puanyeckn obecrneyeHHble 00a3aTenbCTBa,
3a MEeHeKMEHT BCeW MHdOopMauuu, NOMy4YEeHHOW WMNU Co3daHHOW B xoae nabopaTopHON AeATenbHOCTMU.
JTabopaTopusa gomkHa NHpopmMMpoBaTb 3aka3vnka 3apaHee O CBEAEHUNX, K KOTOPbIM OHa HaMepeHa OTKPbITb
obwun goctyn. 3a NckniovYeHneM CBeAEeHUIN, KOTOPble OTKPbIBAET CaM 3aka3duK UMx Mo COrnacoBaHUI0 MeXay
nabopartopuen 1 3akazymkom (Hanpumep, C Lernbio OTBETa Ha NpPeTeH3uun), BCA UHaA MHopMaLms cumTaeTcs
cobCcTBEHHOCTLIO (NabopaTopun, opraHusauum, 3akasdmka u T1.4.), U AormkHa OblTb KOHUAEHLNANBHOMN.

4.2.2 Ecnn packpblTue KoHUuaeHUnansHou mHdopmauumn notpebyetcsa oT nabopaTopum NO 3aKOHY UNU
OydeT paspelleHO KOHTPaKTHbIMW cornaweHusmu, To nabopaTopus OOMKHA, €Ccnv 3TO He 3anpeLleHo
3aKOHOM, YyBEOOMWUTb 3aKas3yMka WM WHOe 3auMHTepecoBaHHOe u3Mdeckoe nMuo O NpesocTaBleHun
MHdopMaLnu.

4.2.3 WHdopmauuss o 3akasyvke, MONly4eHHass M3 MOCTOPOHHMX WCTOYHWMKOB (Hanmpumep, >anoba,
KOHTPOMNUpPYIOLLMe OpraHbl), OOMKHAa ObiTb KOHUAEHUMANbHOW MeXay 3akas3dMkoM W nabopaTopuei.
NcTouHnk Takoi uHdgopMauunm JormkeH OblTb KOH(MAeHUManbHbIM Anst fabopaTopuM U He [OSDKeH
OTKpbIBATLCSH 3aKka3yuky 6e3 BejomMa camMmoro UCTOYHMKa.

4.2.4 TlepcoHan, BKroYas YrieHOB KOMUTETOB, NOAPSAYNKOB, MEPCOHAN BHELLUHUX OPraHoB NNu hrnsnyeckmnx
nvu, OencTByOLWNX OT MMeHM nabopaTopun, OOMKEH COXPaHATb KOH(MAEHLMAaNbHOCTb BCEW MHOpMaLmK,
NONy4eHHOM UNU CO34aHHOW MpWU BbIMNONHEHUN NAabopaTOpPHON AEATENbHOCTU, 3@ WUCKMNIOYEHMEM Cry4yaes,
Korga aTto TpebyeTcs 3aKOHOM.

5 TpeboBaHusA K CTpyKType

5.1 JlaGopatopuss unu opraHu3auusi, B COCTaB KOTOPOW BXoAuT nabopaTopus, OOIPKHA SBMAATHCA
CaMOCTOATENbHOW NPaBOBOWN e4MHULEN, CMOCOOHOM HECTU IOPUONYECKY0 OTBETCTBEHHOCTL 3a AEATESNIbHOCTb
aTon naboparopuu.

NMPUMEYAHUE B naHHOM JoKyMeHTe rocygapCTBeHHasi nabopatopusi cHMTaeTCsl lpUANYECKMM NMLOM Ha OCHOBE
CBOEro rocy4apcTBeHHOro craTyca.

5.2 Nabopatopusi JoMmKHA OMpedenuTb COCTaB PYKOBOACTBA, KOTOpoe OyAeT HEecTM 3a Hee MOSHY
OTBETCTBEHHOCTb.

5.3 JlabopaTopus [OomkHa onpedenuTb W OOKYMEHTanbHO MOATBEPAMTb TOT [AuanasoH CBoeM
AesATENbHOCTMU, NSl KOTOPOro OHa COOTBETCTBYET AaHHOMY OOKyMeHTy. JlaGopaTopusi goimkHa 3asBUTb O
COOTBETCTBUW JA@HHOMY JOKYMEHTY TOJbKO Afis 3TOro AuanasoHa OesTenbHOCTU, YEM UCKIOYaEeT BHELLHIOW
nabopaTopHyto AeATENbHOCTb Ha NOCTOSIHHON OCHOBE.

5.4 [eaTenbHocTb nabopaTtopun [OMKHA OCYLLECTBNSATLCA Takum o6pa3om, 4TOObl YOOBIETBOPSTbH
TpeGoBaHNAM [OaHHOro OOKYMeHTa, 3akasyvkoB nabopaTopuy, KOHTPOMMPYIOLLMX OPraHoB W OpraHu3auui,
obecneumnBatolLmx NpusHaHue. Cloga OormKHa BKIoYaTbCA AeATeNbHOCTbL NabopaTtopun, ocyLlecTBnsemas Ha
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BCEX MOCTOSIHHLIX OCHOBHbIX OObEKTax, Ha CMEXHbIX BPEMEHHbIX WM NepeaBMKHbIX OoObekTax MnM Ha
obbekTe 3akas4uka.

5.5 Jlabopatopus gomkHa:

a) onpeaenuTb CTPYKTYpYy oOpraHusauuM U ynpaeneHuss nabopaTtopuu, CBOE MeCTO B T[OFIOBHOWM
opraHM3auMnm 1 B3aMMOOTHOLUEHUSI MeEXAYy PYKOBOACTBOM, TEXHUYECKMMM ofepaumsiMu U
BCroMoraTesibHbIMK Criy>K6amu;

b) YCTAHOBWUTb OTBETCTBEHHOCTb, TOMHOMOYMS W B3aMMOOTHOLUEHUS MepcoHana, PYyKoBOASLIEro
pabGoTtamu, wucnonHsiowero paboTbl WM nNpoBepsiolwero paboTy, BNUSIIOLWLYIO Ha pesynbTaTbl

neATenNbHOCTU na6opaTop|/| n;

C)  OOKYMEHTWpoBaTb MNpoLeaypbl B TOW CTEMEHW, KoTopasi Heobxoguma Ans  MociiefoBaTenbHOro
NMPUNOXEHNs CBOe AeATENbHOCTU 4OCTOBEPHOCTU pe3yfibTaToB.

5.6 B nabopaTtopuu OoOmKeH NMeTbCSA NepcoHar, KOTOPbI HE3AaBUCUMO OT BbINOMHAEMbIX yHKUMIA, GyaeT
obnagatb NOMHOMOYMSIMW U pecypcamu, HeobXxoAuMbIMM ANA OCYLLEeCTBREeHUA CBOUX obsi3aHHOCTEN,
BKMOYas:

a) BHegpeHue, BeaeHne n ynydlieHme CUCTEMbl MEHEIKMEHTA;

b) NMOEHTUMMKALMIO OTCTYNSIEHUA OT CUCTEMbI MEHEeMLKMEeHTa WM OT MNopsifka OCYLLEeCTBMEeHUs
nabopaTopHOn AeATENBHOCTMU;

C) MHUYnmnpoBaHmne OEencTBui no npenoTepalleHnio nnn ceeaeHnio K MUHMMYyMY Taknux OTCTyI'IJ'IeHI/II7I;

d) oT4yeT nepepd PYKOBOACTBOM rabopatopuv O (OYHKUMOHMPOBAHUU CUCTEMbI MEHEKMEHTa W
HeobXoAMMOCTU e€ YNy4YLlEeHUS;

e) obecneyeHne pe3ynbTaTMBHOCTY AeATeNbHOCTUN nabopatopum.
5.7 PykoBoacteo nabopatopum AomKHO 06ecneynTb.

a) ocyllecTerieHme obmeHa MHopMaUMM B OTHOLLEHUM Pe3yNbTaTUBHOCTM CUCTEMbl MeHeKMeHTa U
Ba)KHOCTU YI0BNETBOPEHUS TpeboBaHWin 3aKkasumka 1 Apyrux TpeGoBaHuii;

b) nogaepXaHne UenoCTHOCTUM CUCTEMbl MEHEeMKMEHTa npu NMaHMPOBaHMM M BHEOPEHWUM B Hee
U3MEHEHUN.

6 [MoTtpeGHOCTL B pecypcax
6.1 OO6wwue nonoxeHus

JNlaGopaTopus formkHa UMeTb NepcoHarn, MaTepuansHyto 6asy, 06opyaoBaHUE, CUCTEMbI U BCiOMOraTesibHbie
cnyx6bl, Heobxoaumble Asi ynpaereHus nabopaTopuen U OCYLLECTBIIEHNS ee AeATENbHOCTU.

6.2 [TepcoHan

6.2.1 Becb nepcoHan nabopaTtopuu, BHYTPEHHUA WAW BHELUHWA, KOTOPbIA MOXET MOBMAUATbL Ha
JedatenbHoCTb nabopaTtopun, OOMKeH AencTBoBaTb BecnpucTpacTHO, BbiTb KOMNETEHTHbIM U paboTaTbk B
COOTBETCTBUU C CUCTEMOMN MEHeXXMeHTa nabopaTtopuu.

6.2.2 Jlabopatopusi OofmkHa LOKYMEHTanbHO NoaTBEPAMUTb TPeOOBaHUSA K KOMMETEHTHOCTU ANsl Kaxaow

OOIMKHOCTHOMN 0653aHHOCTY, BMUSIIOLLIEN Ha pe3ynbTaTbl AesTenbHOCTU nabopaTopuu, BKoYas TpeGoBaHus K
obpasoBaHuto, NOArOTOBKE, KBanNM@uKaLum, TEXHUYECKUM 3HaHWSIM, MaCcTEPCTBY U OMbITY.
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6.2.3 Jlabopatopuss [ormkHa rapaHTMpoBaTb KOMMETEHTHOCTb MNepcoHana Ansa  OCYLeCTBIEeHUs
MocTaBMEHHbIX 3afa4, 3@ KOTOpPblE OH HECET OTBETCTBEHHOCTb, W Afsi OLEHKN 3HAYMMOCTM OTCTYMMEHUNA.

6.2.4 PykoBoACTBO rabopaTopun [OMKHO PasbsiCHATb MepcoHany ero o6s13aHHOCTW, OTBETCTBEHHOCTb U
MOSTHOMOYKSI.

6.2.5 JlabopaTopus OomKHa YCTAHOBUTb NOPSA0K M XPaHUTb 3anvcy B OTHOLLEHUN

a) onpegeneHunsa TpeboBaHNn K KOMNETEHTHOCTM;

b) noabopa nepcoHana;

c) NOAroTOBKM NepcoHana;

d) Haf30pa 3a NepcoHarnom;

e) onpegeneHnsi NOfIHOMOYMIA NepcoHana;

f) MOHWUTOPWUHIa KOMNETEHTHOCTM NepcoHana.

6.2.6 JlabopaTopus gormkHa YNOSHOMOYUTL NEepPCoHan Ansi NPOBEAEHMS KOHKPETHbLIX paboT, B TOM YMcne:
a) paspaboTka, mogmdukaums, Bepndmkaunsa n Banvgaumsi METOLOB;

b) aHanu3 pesynbTaToB, BKNoYas 3asiBMeHNsi O COOTBETCTBUN UMM MHEHUST U TONKOBaHWS,
c) OTYeT, aHanus3 u yTBepXKaeHne pesynbTaTos.

6.3 [lMomelweHnsa n ycnoBusa OKpyxalLlien cpeabl

6.3.1 [lomeLleHuns n ycnosus 0|<py>|<a|ou.|,e|7| cpenbl AOJTXHbl COOTBETCTBOBATbL AEATENIbHOCTU na6opaTopMM
N HEe OOJDKHbI He6J'IaFOI'IpMF|THO BITNATb Ha AOCTOBEPHOCTb Pe3ybTaToB.

NMPUMEYAHUE Bospencteusa, KoTopble MOMyT oOTpuUaTeNnbHO OTpasUTbCA Ha [AOCTOBEPHOCTU pe3ynbTaTos,
BKIIOYaOT MUKPOOHOE 3apakeHue, Nbifb, 3NEeKTPOMarHUTHble BO3MYLLEHUS, pagnaumio, BNAXHOCTb, 3NeKTponuTaHue,
Temneparypy, 3ByK 1 Bubpaumio 1 T.n.

6.3.2 TpeboBaHMsA K MOMELLEHUSIM U YCITOBUSIM OKpYXXaloLLen cpeapbl, HeobxoamMMble ANs OCYLECTBIEHUS
[edarenbHoCTU nabopaTopun, AOIMKHbI ObiTb 3a40KYMEHTUPOBAHBI.

6.3.3 JlaGopaTopusi [OOMKHA OCYLUECTBNATb MOHUTOPUHI, KOHTPOMNb W perucTpauuio napameTpoB
OKpyXatoLle cpedbl B COOTBETCTBUW C TEXHWYECKUMU YCMNOBUSIMW, MeTodamu UMM npouedypamu, unv B
criyyae ux BNUSIHUS Ha JOCTOBEPHOCTb Pe3ynbTaToB.

6.3.4 HeobxoOMMo OCYLIECTBMATL Mepbl MO KOHTPOMK MOMELLEHWUA, OCYLLECTBMATE MOHUTOPUHT U”
nepuoanyecKknin aHanms, B TOM Yucne:

a) 0OCTyn U ncnosnb3oBaHune nnowaaen, CBA3aHHbIX C AeATENbHOCTbLIO na6opaTopMM;

b) npefoTBpalleHne 3arpsi3HeHusl, MoMex WM HebnaronpusaTHbIX BO3AEUCTBUA Ha [eSATENbHOCTb
naboparopuu;

c) abpeKkTMBHOE pasgeneHune NoMelleHuin, 0eaTenbHOCTb TabopaTopun B KOTOPbLIX HECOBMECTMMAL.
6.3.5 Tam, roe nabopatopusi OCYLLECTBNAET AeATENbHOCTb Ha Mollagkax UM obbekTax, HaxoaaLmxcs

BHE 30HbI €e NMOCTOSIHHOIO KOHTPOs, OHa A0MmkHa obecneunTb BbiNONHEeHNe TpeboBaHMi 4aHHOIo JOKYMeHTa
B OTHOLLIEHUWN MOMELLEHUI U YCIIOBUIA OKpYXKatoLen cpefbl.
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6.4 O6opynoBaHue

6.4.1 Jlabopatopusi JoSkHa pacnonaraTb 0GopyaoBaHWeM (B TOM 4YMCIe KOHTPOSbHO-U3MEPUTENbHBLIM
npubopam, KOMMbIOTEPHBIM MpOrpamMmaM, MepBUYHbIM 3TanoHam, CTaHAapTHbIM obpasuam, CrpaBOYHbIM
[JaHHbIM, peakTuBaM, PacxodHbiM MaTepuanam Unu BcroMmoratenibHoMy o6opyaoBaHMIO), KOTOpoe TpebyeTcs
AN HaAnexalllero ocyLIecTBNEHUs ee AeATENbHOCTU 1 KOTOPOoe MOXET BNUATb Ha pe3ynbTaThbl.

MPUMEYAHME 1 CywecTByeT MHOXECTBO HauUMeEHOBaHWW cTaHg4apTHbix o6pasuoB (CO) M aTTecToBaHHbIX
cTaHgapTHbIx obpasuoB (ACO), Bkmo4asi NepBUYHbIE W BTOPWYHbIE 3TaNOHbl, 06pasubl Ans kanubposku, obpasupl
cpaBHeHMs 1 obpasubl AN KOHTpons kKayectBa. MexayHapogHbin ctaHgapT ISO 17034 BkntoyaeT AOMNOMHUTENBHYHO
WHopMauuio 06 ur3roToBuUTENs CTaHOapTHbIX obpasuyoB (RMP). Warotoutenn CO, koTopble YOOBNETBOPSOT
TpeboBaHusam 1SO 17034, cumtatotcs komneTeHTHbiMU. CO oT umarotoButener CO, yaoBneTBOpsitOLLMX TpeboBaHUSAM
ISO 17034, conpoBoxaarTcs UHMOPMAaLUMOHHBIM JIMCTOM O NpoayKumu/cepTndukaToM, B KOTOPbIX yKasbiBaeTCcs, cpeau
NPOYNX XapakKTEPUCTUK, TOMOTEHHOCTb U CTabWNbHOCTb YCTAHOBMEHHbLIX CBOWCTB, @ ANS aTTeCTOBaHHbIX CTaHAAPTHbIX
obpasuoB (ACO), yCTaHOBMEHHbIX CBOWCTB C aTTECTOBAHHbIMW 3HAYEHWSIMW, CBSA3AHHOW C STUMKU 3HAYEHUSAMU
HeomnpeaeneHHOCTbI0 N3MEPEHNIA U METPONOTMYECKOW NPOCIEXNBAEMOCTBIO.

NMPUMEYAHME 2  ISO Guide 33 npeacraBnseT pykoBoACTBO MO BbIGOPY M MCNOMNb30BaHMIO CTaHAapTHLIX obpasuos. B
ISO Guide 80 npefacTaBneHo pykOBOACTBO MO M3rOTOBMEHMIO BHYTPpK nabopaTtopun o6pasLoB AN KOHTPOMSA KadecTsa.

6.4.2 Tam, rge nabopatopus ucnonb3yeT 000pyAoBaHWE, Haxoasieecs BHe cdepbl ee MOCTOSIHHOro
KOHTPOMNs, OHa AofmkHa obecneynTb BbINONHEHWe TpeboBaHWi OAHHOrO OOKYMEHTa B OTHOLUEHWMW 3TOro
obopyaoBaHus.

6.4.3 IaGopaTopusi [OSMKHA MMETb WHCTPYKUMM NO O6palleHuno, TPaHCNopTUPOBAHMUIO, XPaHEeHWUHo,
MCMOMb30BaHUIO W MNNAaHOBOMY TEeXHWYEeCKOMy OBCnyxuBaHuio obopydoBaHuss Ans  obecrnievyeHust
Hagnexauero yHKUMOHUPOBaHUA 1 NpeaoTBpaLLeHNs 3arpsi3HEHUS UMK MOBPEXOEHNS.

6.4.4 J'Ia6opaTop|/|ﬂ OOJKHa noatrBepanuTb, YTO o6opy,u,osaHv1e cooTBeTCTBYEeT YCTaHOBJIEHHbIM
Tpe6OBaHI/IF|M 00 ero MOHTaxa unun Bo3BpalleHna B aKCnryataumio.

6.4.5 O06opynoBaHue, UCNONb3yeEMOE S U3MEPEHUsl, LOMMKHO 00ecneynTb TOYHOCTb M3MEpPEHUst U/unm
HeonpeaeneHHOCTb U3MepeHusi, Tpebyemyto A NofyyYeHns JOCTOBEPHOro pesynbTara.

6.4.6 W3meputenbHoe 0bopyaoBaHMe NOANEXUT KannbpoBke, ecrnu

a)  TOYHOCTb UM3MEpPEeHUsl WM  HeonpedesyieHHOCTb  U3MEepeHuss BINUseT Ha  [JOCTOBEPHOCTb
NpeacTaBrsieMbIX pesynbTaToB, U/unm

b) kannbpoBka obGopydoBaHus TpebyeTcs AN YCTaHOBIEHUS METPOJIOrMYECKON MpPOCNEXNBaEMOCTH
npeacTaBnsieMblX pe3ynbTaToB.

NMPUMEYAHUE Tunbl oGopynoBaHUsl, BNUSIIOLLErO Ha [AOCTOBEPHOCTb MNPEACTaBMsSIiEMbIX Pe3ynbTaToB, MOryT
BKIOYaTb:

— oGopynosaHme, ncrnonb3yemoe Ans NpAMoro U3MepeHus nuamepsieMon BeSiMYuMHbI, Hanpumep, MCnofb3oBaHue
BEeCOB AJ1d naMepeHunsd Mmacchbl;

— obopynoBaHue, uUcnonb3yemMoe [Ans BBEAEHWS MOMpPaBoK B W3MEPEHHOe 3HayeHue, Hanpumep, W3MepeHus
TemnepaTypbl;

— o6opyuosaHme, ncnonb3yemoe Ansa nosfydYeHuss pesynbTaTa U3MEepeHUd, KOTOPbIA BbIMUCAAOT MO HECKOSbKUM
Benn4nHam.

6.4.7 Jlabopatopuss gomkHa paspaboTaTb nporpaMmmy KanumbpoBKM, KOTOPYH MOXHO aHanmMsvMpoBaTb U
ncnpaBnsATb N0 Mepe HeOOX0AMMOCTU, YTOOLI NOAAEPKMBaTL [OBEPUE K CTATyCy KanMbpoBKU.

6.4.8 Bce obopygoBaHue, Tpebywuee KanuMbpoOBKM WM MMetoLee OnpedeneHHbli CPoK TFOAHOCTU

(Hanpumep, cBUAETENBLCTBA O NOBEPKE), AOIMKHO MMETb STUKETKY C KOAOM UK MHOW aeHTUdMKaunen, 4ytobbl
nosib3oBaTesnib 060PYAOBAHUSI MOT C JIEFKOCTbIO ONpPeaenuTb 3TOT CTaTyc KanmnbpoBKM UM CPOK FOAHOCTMU.
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6.4.9 OO6opynoBaHne, KOTOpOe MOABEPINOCh MEPErpyske WM HeHagnexaiwiemy obpalieHuo, u gaet
COMHUTESbHbIE pe3ynbTaTbl UMW AEMOHCTPUPYET HEUCMNPABHOCTb, UMM HE COOTBETCTBYET YCTAHOBIIEHHbIM
TpeboBaHMsIM, OOIMKHO ObiTb BbIBEAEHO M3 3kchnyataumn. Ero Heobxogmmo pepaTb OTAENbHO, YTOObI
WCKITIOUNTL €ro UCMosib30BaHue, WM CHabaWTb 3TUKETKOM WM MapKUPOBKOW O HEUCNpPaBHOCTW, MOKa He
OyoeT noaTBeEpPXOEHWS ero npurogHoctTu. Jlabopatopusi OofmkHa MccnenoBaTb HEWUCNPaBHOCTb  UNK
OTKINOHEHME OT YCTaHOBMEHHbIX TpeboBaHWA W WMHULMUPOBATb MEHE)KMEHT MpoLeaypbl OnpeneneHus
HecooTBeTCTBMA AN paboTsl (cMm. 7.10).

6.4.10 Ecnu TpebyloTca NpoOMEXYTouHble MNPOBEpKW ANnA MOAAEPXaHUA [O0Bepus K XapakTepucTukam
obopyaoBaHusi, 3TV NPOBEPKN AOMKHbI MPOBOAMTLCS COMMAaCHO YCTaHOBNEHHOMY NOPSAKY.

6.4.11 Ecnu gaHHble 0 KanMbpoBOYHLIX U CTAaHOAPTHbLIX 06pa3suax BKMYAT aTTECTOBAHHbLIE 3HAYEHUS UNK
nonpaBoYHble KO3(hPULMEHTLI, NabopaTopus AoMmkHa obecneunTb akTyannsaumio aTTeCTOBaHHbIX 3HAYEeHWU
1 NOMpaBoYHbIX KOAPULIMEHTOB 1 MCNOMNBL30BaTh UX NPU COOTBETCTBUM YCTAHOBIIEHHBIM TpeboBaHUAM.

6.4.12 JlabopaTopusi [OMKHA TMPUHSTL COOTBETCTBYIOLUME Mepbl AN MPeAoTBpalleHUst MnonyvyeHus
HeOencTBUTENbHbIX Pe3yNbTaToB M3-3a Clly4aliHOro c60os HAacCTPOMKM 0GOPYOOBaHUS.

6.4.13 3anucu [OMmKHbI COXpaHATbCA And 060py,CI,OBaHVI$-I, KOTOpOE€ MOXET MNOBJINATbL Ha OeATEeJsIbHOCTb
na6opaTopMM. OTu 3an1cy OOMMKHbI BKIKOYaTb, TaMm, rae YMECTHO, cnefyruiee:

a) MOEHTUYHOCTb 060py,CI,OBaHVIﬂ, BKITHO4aA BEpCUto NporpamMmMHOro n annapartHoro obecneyeHus;

b) HanveHoBaHMWe Wn3rotoButend, I/I,El,eHTI/Id)I/IKaLlI/IFl ™™Mna " CepI/IﬁHblﬁ HOMEep Wnn MHada YHUKanbHada
I/I,El,eHTI/I(bI/IKaLLI/IFI;

c) CBUAETENLCTBO O NoBepke 0b6opyAoBaHMSA U NOATBEPXKAEHME, YTO OHO COOTBETCTBYET YCTAHOBMEHHLIM
TpeboBaHusM;

d) HacTosILLLee MECTOMOSOXEHNE;

e) AaTtbl KaJ'II/I6pOBKI/I, pe3ynbTaTthbl KaJ'II/I6pOBOK, perynmpoBka, KpuUtepun TnpuemMkn 1 TOo4YHaa [aTta
cne,qyrou.l,eﬁ KaJ'II/I6pOBKI/I nnu nHTepBan Mexay KaﬂMGpOBKaMM;

f) AOKYMeHTaLMsl Ha cTaHAapTHble o6pasubl, pesynbTaTbl UCTbITAHUIA, KPUTEPUM NMPUEMKN, OTHOCSILLIMECS
K oeny gatbl U nepuog roqHoCTH;

g) nraH TexHn4eckoro 06CJ'Iy)KVIBaHVIFI N TexXHn4eckoe OGCJ'IY)KVIBGHVIG, BbIMOSIHEHHOE Ha AaHHbIA MOMEHT,
TaMm rae Heobxoammo, no TEeXHNYECKOMY COCTOAHUIO OGOpy,D.OBaHVIﬂ;

h) onucaHue NOoBPEXAEHUN, HencnpaBHOCTEN, MOAMAUKALIMIA NN PEMOHTa 000pPYAOBaHUS.
6.5 MeTponornyeckas npocnexmuBaeMmocTb

6.5.1 IaGopatopuss pdomkHa obGecrneuynBaTb M nNoadepXvMBaTb METPOSIOrMYECKYD MNPOCINEXUBAaeMOCTb
pe3ynbTaToB BbIMNOSIHEHHbLIX W3MEPEHUIn MNOCPEeACTBOM [OOKYMEHTMPOBaHHOW HepaspbiBHOW  LIemNoyku
KanubpoBoK (NOBEPOK), KaXaas M3 KOTOPbIX BHOCUT BKMad B HeONpeAeieHHOCTb U3MepPEeHUiA, NPUBA3bLIBas UX
K COOTBETCTBYHOLLEMY STaroHy.

NMPUMEYAHUE 1 B ISO/IEC Guide 99 MeTponornyeckyto npocrnexvBaeMocTb ONpeaensioT Kak “CBOMCTBO pedynbTarta
W3MEPEHUI, B COOTBETCTBUM C KOTOPbIM pe3ynbTaT MOXET OblTb COOTHECEH C 3TaNlOHOM [Af1 CpaBHEHUS 4Yepes
[OKYMEHTUPOBAHHYIO HEMNPEPbLIBHYIO Lenb KanubpoBOK, kaxdas M3 KOTOpbIX BHOCUT BKNad B HeoNpeneneHHOCTb
n3mepeHun “.

MPUMEYAHME 2 [JononHuTenbHyo nHOpMaLmIo MO METPOSIOrMYECKON NPOCNEXnBaemMocT cMm. B MpunoxerHun A

6.5.2 Jlabopatopusa gorkHa cneauTb 3a TeMm, YTobbl pesynbTaTbl U3MEPEHUn Bbinyv NpocnexmBaeMbl o
MexayHapogHon cuctemsl eanHul namepenmns (CA), ncnonssys:

a) KanvbpoBKy, BbINOMHEHHYIO KOMMNETEHTHON NabopaTopuein; nnm
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NMPUMEYAHUE 1 JlabopaTopuu,  BbinonHswWMe  TpeboBaHMS  HACTOSILLEro  OOKYMeHTa  cuyuTaroTcs
KOMMETEeHTHbIMW.

b) artectoBaHHble 3Ha4veHus ACO, npegcraBneHHbie KOMNEeTeHTHbIM U3rotoButesiem C yCTaHOBHeHHOﬁ
MeTDOJ'IOFI/ILIeCKOI;I npocnexmnBaemMocCcTbio 0 CW; vnu;

MPUMEYAHUE 2 U3roToButenu crtaHgapTHbix obpasuoB (CO) BbinonHstowme TtpeboaHus 1SO 17034,
CUMTAIOTCA KOMNETEHTHBIMM.

c) npsMyto peanusauunio eauHuy CU, oBecrneyeHHylo cpaBHEHMEM, NPSAMbIM UM ONOCPeAOBaHHbIM, C
HaLMOHaNbHbLIM UM MEXAYHAPOAHLIMU CTaHAapTaMu.

MPUMEYAHUE 3  [DeTtanu npakTuyeckon peanusauum onpeneneHnii psaa BaxkHbIX eaAvMHuL, npyuBeaeHsl B Gpowitope CU.
6.5.3 Ecnu metponoruyeckas npocnexusaemoctb A0 eanHuy, CUA TexHu4eckn HeBO3MOXHa, nabopaTtopus
[oImkKHa AEeMOHCTpUpoBaTb METPOSIOTMYECKYI0 MPOCNEeXMBAEeMOCTb K COOTBETCTBYIOLLEMY 3TalloHY,
Hanpuwmep:

a) aTTecToBaHHbIM 3HavyeHusim ACO, npegocTaBfieHHbIM KOMMETEHTHBIM U3rOTOBUTENEM;

b) pesynbTataMm CTaHAapTHbIX METOAUK W3MEPEHWN, YCTaHOBMNEHHbIX METOAOB WNW COrnacoBaHHbIX

CTaHOapTOB, KOTOpble YETKO OMnucCaHbl U MPUHATbI Kak NpegocTaBnswowmne pesynbTaTel M3MEpPeHWN,
NOAXOASLLME MO HA3HAYEHUIO U NOATBEPKAEHHbIE COOTBETCTBYHOLLMM COMOCTaBEHNEM.

6.6 TpoAayKTbl N ycnyru nsBHe

6.6.1 J'Ia6opaTopM;| [omkHa obecneynTb, YTOObI N3BHE nocTynanu ToNnbkKo nogxogdiline npoaykTbl N yCnyru,
KOTOpbl€ BITUAKT Ha AeATENIbHOCTb na60paTop|/||/|, €CInn 3TK NPOAYKTbl U yCnyru

a) npegHasHavyaroTca And BKIMoYeHNA B eATENIbHOCTb camom na6opaTop|/||/|;

b)  npepocTaBnsOTCHA, YaCTUYHO MNM MONHOCTLIO, 3akasyuky nabopaTopueit HenocpeACTBEHHO Mocne
nornyyeHusi OT BHELLHEro NocTaBLLyuKa (cybnoapaayvka);

c) NCNonb3ylTCcsa ANs Noaaepkn pabdoTsl nabopaTtopun.

NMPUMEYAHUE MpoaykTbl MOryT BKMHOYATb, HAMpPUMEP, 3TaroHbl U3MEpPEeHUs U 00opyaoBaHME, BCOMOraTesibHoe
obopynoBaHue, pacxodHble matepuanbl M CTaHAapTHble 00pasupbl. YCryrm MOryT BKMOYaTb, Hanpumep, Kannbposky,
oT6op Npob, mcnbiTaHusl, TEXHUYECKOE OOCNyXMBaHUE OOBLEKTOB M 060pYynOBaHWS, KBanUUKaLMOHHbIE UCMbITAHUS Y
ayauT 1 yCnyrv no oueHKe COOTBETCTBUS.

6.6.2 JlabopaTtopusa fomkeH 6bITb YCTaHOBNEH NOPAOAOK

a) onpeaeneHvsl, aHanusa v yTeepxaeHns TpebosaHmin NaGopatopun K nony4yaembiM M3BHE MPOAYKTaAM U
ycnyram;

b) onpeaeneHna KputepueB A4 OLIEHKWU, Bbl60pa, MOHUTOPUHIa UTOIoB AOeATESIbHOCTU U I'IOBTOpHOIZ
OLUEHKN BHELLUHNX NMOCTaBLLNKOB;

c) obecrneyeHnss COOTBETCTBUS MOSy4aeMbIX M3BHE MPOOYKTOB M YCMyr YCTAHOBIIEHHLIM nabopaTtopueii
TpeGoBaHuAM wnu, rae uernecoobpasHo, COOTBETCTBYOLIMM TpebGoBaHUSIM [aHHOTO [OKYMEeHTa,
npexae Yem UCMonb3oBaTh UX UIM HEMOCPEACTBEHHO NPEAOCTaBMATL 3aKa3unKy;

d) BbIMOSHEHUs] OENCTBUI MO pes3ynbTaTaM OLEHUMBaAHUS, MOHWUTOPWHra WCMOSHEHUS W MOBTOPHbLIM
OLe€HKaM BHELUHMX NOCTaBLLMKOB (CyOnoapsiAUYMKOB),

a Takxe BegeHua N XxpaHeHusa 3anucen no BbllLleyKa3aHHbIM MyHKTaM.
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6.6.3 JlabopaTtopus 4OMKHA 0O3HAKOMUTb BHELLHMX NOCTABLUUKOB CO CBOMMMU TpeboBaHMsIMU K
a) npegocTaBnsemMbIM NpoAyKTaM 1 ycryram;

b) KpUTEPUSIM NPUEMKN;

c) KOMMNETEHTHOCTH, BKIoYas TpebyeMyto KBanmdukaumio nepcoHana;;

d) [eATenbHOCTb, KOTOpPYH NnabopaTtopusi Unn ee 3akas3yumk HaMepeHbl OCYLWECTBNATb Ha Tepputopuu
BHELLHEro nocraBLUMKa.

7 TpeboBaHus K npoueccy
7.1 AHanus 3anpocos, 3aABOK Ha NogpsaAa U KOHTPaKToB

7.1.1 Y nabopatopuu OormkeH ObiTb MpegyCcMOTPEH MOPSAOK aHanmsa 3anpocoB, 3asiBOK Ha noapsg wu
KOHTpakToB. Takas npouedypa JoSmKHa rapaHTMpoBaTh

a) afekBaTHOe onpeaeneHne, JOKYMEHTMPOBAHUE U MOHMMaHWe TpeboBaHuiA;

b) Hanuume y nabopatopum BO3MOXHOCTEN N PECYPCOB 4181 BbINONTHEHUSA 3TUX TpeboBaHui;

c) (Mpy  uCnNonb3oBaHUM BHELUHWX MOCTaBLUUKOB) MNpUMeHeHne TpeboBaHun 6.6 u pekomeHgaumm
3akasuuky, YToObl KOHKPETHbLIN 3aka3 nabopaTopusi nepegana B cyonoapsag npy nonyvyeHnn ogobpexHns

3aKa34uKa,

MPUMEYAHME 1  O6wenpusHaHo, 4YTO [esTenbHOCTb, OCyLlecTBnsiemast Ans nabopatopuv CTOPOHHMMMU
nocTaBLUMKaMu, MOXeT MUCMNOoNb30BaTbCs, KOraa

— V4 na6opaTopV|V| MMEIOTCA PecypCbl UMM KOMMETEHTHOCTb A5 BbINOSIHEHUA 3TOM paGOTbI, OgHako, no
HEenporHo3npyemMmbiM NpnYnHamMm oHa He CMOXET BbINMOJIHUTb 3TY pa60Ty YaCTUYHO UMK NOJIHOCTbLIO;

— V4 na6opaTopvw| HEe nmMmeeTcd peCcypCoB UM KOMNETEeHTHOCTU OJ1A BbINOJIHEHUA aToNn pa6OTbI.
d) BbIOOP COOTBETCTBYIOLLMX METOAO0B UM MPOLEAYpP W BbiNOfHEHME TpeboBaHMI 3aKasunka.

MPUMEYAHUVE 2 [na BHYTPEHHUX UMW NOCTOSIHHBLIX 3aKa34yMKOB aHanu3 3anpocoB, 3asiBOK Ha MOApsia U KOHTPaKToB
MOXHO BbIMOMHATL YMPOLLEHHbLIM CrIOcOBoM.

7.1.2 Jlabopatopuss gomkHa MHGOPMMpOBAThL 3akasyuka, €criv 3anpalivBaemMblil UM MeTod cuyuTaeTcsd
HEenoaxoAsLMM Ui YCTapeBLUVM.

7.1.3 Ecnu 3akasuuk 3anpaluvBaeT noATBEPXKAEHNE COOTBETCTBUA TEXHUYECKMM YCNOBUAM UNW CTaHAapTy
Ha ucnbiTaHWe WUnu KanubpoBKy (Hanpumep, Tvna “UcnbiTaHue npowaeHo/He nponaeHo” nnu "B npegenax
Jonycka/aa npegenamu gonycka”), OH AOMKEH YEeTKO onpefenntb TeXHUYECKMe YCMOBUSA Unu cTaHaapT v
nNpaBuno MNPUHATUA pelleHus. Ecnn B 3anpoOLUeHHbIX TEXHUYECKMX YCMOBUSAX WNM cTaHgapTe He
nogpasymeBaeT npaBuna MpUHATUS peLleHud, To BblbpaHHOe npaBuMo [OMMKHO ObiTb COrnacoBaHoO C
3aKa34yMKoM.

NMPUMEYAHUE [ononHuTensHoe pyKOBOACTBO MO 3asBrieHnsiM 0 cooTBeTcTBMM cM. B ISO/IEC Guide 98-4.

7.1.4 Bce pacxoxageHus Mexay 3anpocoM UMW 3asiBKOM Ha NOAPSiA U KOHTPaKkToM HeobXoouMMO OroBOpPUTH
0O Havana BbINOMHEHMsI 3aka3a nabopatopuen. Kaxabli KOHTpaKT AofmkeH ObITb npuemnem u ans
nabopartopuun, uU Ans 3akasuvka. VI3mMeHeHus, 3anpalimBaemble 3aKa3yMKOM, He [OKHbl BIUATH Ha
penyTauuto nabopaTtopmm unm JOCTOBEPHOCTb Pe3ynbTaToB.

7.1.5 3akasuuka HeobxoaMmMo MHPOPMMPOBATE O JTIOOOM OTKITOHEHUN OT KOHTPAaKTa.
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7.1.6 ECnu KOHTPakT HyX[OaeTcs B M3MEHEHWsIX nocre Toro, koraa pabota Hadvanacb, TO OOMKeH BbiTb
MOBTOPEH TOT )€ MpOoLEecC aHanu3a U cooblnuTb 060 BCEX W3MEHEHMUsIX MepcoHarny, KOTOPOro OHWU
3aTparvBsaior.

7.1.7 INabopaTopusi JOSKHA COTPYAHMYaTb C 3akaszyMkaMu WM KX MNpPeAcTaBUTENI MU B OTHOLLEHUU
pa3bsACHEHUS 3anpoca 3akasynka U MOHUTOPWHra UCToNHeHus nabopaTopuei paboT no 3akasy.

NMPUMEYAHUE Takoe COTpyAHMYECTBO MOXET BKMOYaTb:

a) obecneyeHne pa3yMHOro aoctyna K COOTBETCTBYWLWMM Yy4yacCTKaMm na60paTopMM ana  oTcneXxmBaHuAa
na60paTopH0171 0eATeNbHOCTN, CBA3AaHHOMW C AaHHbIM 3aKa34ynKkoM;

b) NoAroTOBKY, yNaKoBbIBaHUE U OTNPaBKy U3aenuii, TpebyloLmxcsa 3aKkasymky s NpoBepku (Bepudukaumum).

7.1.8 HeobxogMmo XpaHUTb 3anucu pesynbTaToB aHanus3a, BKIYas 3HAYMTENbHblE M3MeHeHusl. Takke
OOMKHbI COXPaHSITbCA 3anMCU MEPEroBOpoB C 3aka3yMKOM, Kacawwmecs TpeboBaHWi 3akasuvka wunmu
pe3ynbTaTtoB paboTbl NabopaTopun No 3akasy.

7.2 Bbibop, Bepudukaumua n Banugaumsa MeToaoB
7.2.1 Bbibop u Bepucukaumus meTonos

7.2.1.1 JlabopaTopusa OOMKHa MCMonb3oBaTb NoaxodsLMe MeTodbl U Npoueaypbl Ans Bcel nabopaTopHoi
[esATenbHOCTM U, B 3aBMCUMOCTM OT paccMaTpuBaemoro cryyas, Ans OLUeHKM HeonpeaeneHHOCT U3MepEeHUit,
a Takke cTaTUCTUYeCKe MeTodbl aHanv3a OaHHbIX.

NMPUMEYAHUE MoHATMe “meToa”, Kak OHO UCnonb3yeTcsl B AaHHOM [AOKYMEHTEe, MOXeT CUMTaTbCAd CUHOHWMOM
TepMuHa “meToauka namepeHus”, onpegeneHHoro B ISO/IEC Guide 99.

7.2.1.2 Bce meTogpl, Npouenypbl U nogaepxvearoLlas AOKYMEHTaUus, Hanpumep, MHCTPYKUUK, cTaHaapThbl,
pykoBoACTBa M CMpaBOYHMKK, Kacawwmecs AesTenbHocTn nabopaTopuu, OOMKHbI OTBEYaTb YPOBHIO
COBpPEMEHHbIX TpeboBaHW 1 BbITb NErkogoCTyNHBIMK ANS nepcoHana (cMm. 8.3).

7.2.1.3 JlabopaTopua OomkHa creauTb 3a TeM, YTobbl UCMOMb30BanuCh caMmasl NocneaHsaa OencTByoLLas
Bepcuss MeToda, ecnu OHa noaxoduT M JocTynHa. [pu HeoGxoOuMOCTU MpUMEHeHWe MeToda [OOMKHO
[JOMONHATLCA BCMOMOraTenbHbIMU AeTansMun Ans cornacoBaHHOCTU AeNCTBUIA.

NMPUMEYAHUE MexayHapoaHble, pervoHanbHble WAW HauuMoHarbHble CTaHgapTbl, WNW  gpyrve nNpu3HaHHble
TEXHUYECKUE YCIOBWSI, KOTOpble coaepXaT KpaTKyo MHopMaLuio B 4OCTaTOYHOM 06beMe O TOM, Kak BbINONHUTL paboTy,
He HyXOalTcsl B [AOMOMHEHUU UNu nepepaboTke B METOOUKW ANsi BHYTPEHHErO MONb30BaHUS, €Cnv 3T CTaHaapTbl
W3NOXeEHbI TaK, YTO MepcoHan MOXEeT WX MCnonb3oBaTh Npu pabote B nabopaTtopun. [JononHuTenbHash OKYMeHTauus
MOXeT noTpeboBaTbCcsa AN HeobA3aTeNnbHbIX 3TanoB MeToAa UK JONOMHUTENbBHbBIX AeTanen.

7.2.1.4 Ecnu 3aKkasyuk He ykasbiBaeT, Kakon UMEHHO MeTO UCMOoNb30oBaTb, NabopaTtopus AomkHa BbibpaTb
noaxogawnin Meton U MHPOPMMPOBATL 3akasumMka O cBoeM Bblbope. PekomeHayeTcsa BbibupaTb MeToabl,
onybnvKoBaHHblE B MEXAYHAPOAHbIX, PErMoHanbHbIX UM HauMOHanNbHbIX CTaHA4apTax, UM aBTOPUTETHLIMU
TEXHUYECKUMU OpraHmsaumsiMi, WNM B COOTBETCTBYIOLUMX HAYYHbIX CTaTbsX, WNU >XypHanax, wunu
YCTaAHOBMEHHbIX UM3rotoButeneMm obopyaoBaHus. Takke MOXHO MNOMb30BaTbCA pa3paboTaHHbIMU UMK
MoANULMpPOBaHHLIMM NabopaTopuen meTogamu.

7.2.1.5 JlabopaTopus [OSKHA MOATBEPAWTH, YTO MOXET Haanexalum oOpa3oM BbIMOMHATL MEeToAbl,
npexge 4YemM BBOAWUTb WX, FapaHTUPOBAB, YTO MOXET OOCTMYb Tpebyemblx pesynbTaToB. 3anucu no
BepuMKaumMn OOMKHbI COXpaHATbcA. Ecnv meToa nepecmatpuBaeTcsi paspaboTyvkom, BepuduKaumio
Heo6XxoaVMO NMOBTOPUTL B TOWM CTENEHU, KOTOpasi NoTpeGyeTcs.

7.2.1.6 Ecnun TpebyeTca paspabotatb MeTon, HeobxoaMmo BbipaboTaTb NnaH M Nopydntb paspaboTKy
KOMMNETEHTHbIM paboTHMKaM, CHabXXeHHbIM COOTBETCTBYHOLMMKU pecypcamu. Mo mepe paspaboTkm metoaa
Heob6xoQMMoO NpoBOAUTL MNepuoauyeckMin aHanmua, 4tobbl NoaTBEpPAMTb, YTO MOTPEOHOCTM 3akasyumka
BbInonHsATcA. Jllobble n3MeHeHUs B nnaHe pa3paboTku Heo6xoaMMo 0400pPUTb N CaHKLMOHMPOBATb.
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7.2.1.7 OTKINOHEHUs OT METOAOB B pamkax BCel AeAaTenbHocT nabopaTopun BO3MOXHbI TOMbKO B TOM
criyyae, ecnv TaKoe OTKIOHEHME [OKYMEHTMPOBaHO, TEXHWYECKM OBOCHOBAHO, Pas3pelleHo U MPUHSATO
3aKa34MKoM.

NMPUMEYAHUE MpuHATME 3aKa34YMKOM OTKITOHEHUA MOXHO COrflacoBaTth 3apaHee B KOHTPaKTe.
7.2.2 Banupauusa metogoB

7.2.2.1 [JlabopaTopusi JoImpkHa NOATBEpXAaTb HecTaHAapTHble MeToAbl, pa3paboTaHHble B nabopaTtopun
MeToAbl M CTaHAapTHble METOAbl, WUCMONb3YHLWMECS HEe MO MEPBOMY HA3HAYEHWUO WUN MHbIM 0Opasom
n3MeHeHHble MeToabl. Banvaauma gomkHa ObiTb HACTOMBKO CKPYMNYNe3HOW, HAaCKOMbKO 3TO Heobxoaumo ans
yOoBMNeTBOpeHnsa notTpebHocTen faHHOW 3a4ayun unu obnactm npuMeHeHus.

MPUMEYAHME 1 Banupauus mMoxeT BkMovaTe meToabl oTéopa npob, obpalleHns u TpaHCNopTUPOBaHUS 0OBbEKTOB,
npeaHasHa4YeHHbIX ANs UCNbITaHUM UK KanMbpoBKK.

MPUMEYAHUME 2  Cnoco6, ucnonb3yembli Ans BanugaumMyM mMeToda, MOXET ObiTb OAHMM M3 criegyrwmx (Mnu ux
KoMbuHaumen):

a) KanmbpoBka Unu oLeHKa CUCTeMaTUYECKON NOrPeLLHOCTY U MPELM3VOHHOCTU, UCMOMb3Ys ATarioHbl CPABHEHUS UK
CcTaHAapTHble obpasubi;

b) cucTeMatudeckas oueHka hakTopoB, BNMSIIOLWMX HA pe3ynbTar;

c) HaJeXHOCTb MeTofa WCMbITaHWs! M0 M3MEHYMBOCTU KOHTPONMPYEMbIX MapamMeTpoB, Hanpumep, TemnepaTypbl B
TepMocTaTe, 403VPYyeMOro o6bema;

d) CpaBHEeHWe pe3ynbTaToB C pedyfibTaTaMu, NoMy4YeHHbIMU APYrMMI NPOLLEALLMMI Banuaaumio MeToaamu;
e) MexriabopaTopHbIe CrMYEeHUs;
f) OLleHKa HeonpeaeneHHOCTN U3MEPEHNSA Pe3ynbTaToOB HA OCHOBE MOHMMAaHWUsSi TEOPETUYECKMX MPUHLMNOB MeToAa U

NPaKTU4YEeCKOro onbiTa OCyLleCTB1eHNA 0T60pa I'Ip06 nnn metoga UcnbiTaHnA.

7.2.2.2 Ecnv B npoweawunin Banuaaumio METOA4 BHOCATCA WM3MEHEHUs, BAWAHWE TakuX W3MEHEHUN
HeobxooMMO onpedenuTb U, B Criydyae NoATBEPXKAEHMS MX BO3OENCTBUS Ha MepBOHAYanbHyH Banuvgauumto,
BbIMOSTHUTbL HOBYHO Banugauuio Metoaa.

7.2.2.3 Paboune napameTpbl MpoWeAWnX Banvaaumlo MEeTOOOB, OLEHEHHble Ansi Mpepnoriaraemoro
Ha3Ha4YeHusl, JOJMPKHbI COOTBETCTBOBATbL NOTPEOHOCTAM 3aKa3uMKOB M COrMMacoBbIBATbCSl C YCTAHOBIIEHHBIMMU
TpeboBaHMsIMN.

NMPUMEYAHUE Paboune napameTpbl MOryT BKM4YaTb [AMANasoH W3MEPEeHWsi, TOYHOCTb, HEOMNPeAerieHHOCTb
U3MepeHUN pe3ynbTaToB, npegen obHapyXeHusi, Npefen KONMUMYeCTBEHHOro onpeferneHunsi, n3bupartenbHOCTb MeToaa,
NIMHERHOCTb, MOBTOPSIEMOCTb UMM BOCMPOW3BOAMMOCTb, YCTOWYMBOCTb K BHELUHUM BO3OEWCTBUSM WIU MEPEKPECTHYIO
YyBCTBUTENBHOCTb K MOMExaM OT MaTpuLbl NPoBbl NN UCNBITYEMOro 06BbEKTa U CUCTEMATUYECKYIO NMOrPeLLHOCTb, U T.4.

7.2.2.4 JlabopaTopus JOJPKHA COXPaHATb crieayloLlime aHHble O Banvauuu:
a) ncnonb3yemblil MeTO Banuaauum;

b) 3agaHue TpeboBaHui;

c) onpegeneHune paboynx napameTpoB METOAA;

d) Nnony4eHHble pe3ynbTaThl;

e) 3anBneHne O TeXHWYEeCKOM MPUroJHOCTM MeToda C AeTanu3auueit B OTHOLIEHWM Mpeanonaraemoro
MCMNomnb30BaHus.
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7.3 OT60p Npo6

7.3.1 B nabGopatopum pomkeH ObiTb paspabotaH nnaH BbIOOPOYHOrO KOHTPONS W METOA4 npwu
OCYLLIeCTBNEHMM OTOopa Npob BelecTB, MaTepuanoB UM NPOAYKUMM ONS NOCnenywmx UCNbITaHUA Unu
kannbposku. MeTtog oTbopa npob [0MKeH yuuTbiBaTb (PAKTOPbI, KOTOpble MOAMEXaT KOHTPO, YToObI
obecneuntb NPaBUNbHOCTb PEe3ynbTaToB MOCMAEAYHIOLNX UCMAbITAHUA unu kanubposku. MnaH BbIGOPOYHOrO
KOHTpONS 1 MeTog oTbopa npod AoMmKHbI MMEeTbCA B TOM MecTe, rae npoucxogut otbop npob. lMnaHbl
BbIOOPOYHOrOo KOHTPONSA OOMKHbI, ecnu uenecoobpasHo, OCHOBLIBAaTbCA Ha MNOAXOOSALMX CTaTUCTUYECKUX
MeToaax.

7.3.2 MeTtog otbopa npob AosmKkeH onuckiBaTb
a) Bbl6Op 06pasLoB MM NNOLWAAOK;
b) nnaH BbIGOPOYHOIO KOHTPOIS;

c) noaroToBky M obpaboTky npob(bl) OT BewecTBa, Marepuana WM npoaykuuu, 4Tobbl MOMyyYnTb
Tpebyemblii 0Opasel, 45t NOCNEeAYOLLEro UCMbITAHNUS UK KanubpPOBKMY.

NMPUMEYAHUE Mocne Toro, kak npoba nonyyeHa nabopaTtopuer, MoxeT NnoTpeboBaTbCca AanbHenwasa obpaboTka B
COOTBEeTCTBUN C 7.4.

7.3.3 Jlabopatopuss [OMmKHa COXpaHATb 3anncu AaHHbIX No oTbopy npob, KoTopbid 06pasyeT 4vacTb
OCYLLECTBMSIEMbIX UCMbITAHWUI UK KanUMBPOBKWN. DTN 3aNMCK OOMKHbI BKIOYaTb, rae Heo6xoaumo:

a) CCbIJIKY Ha UCMOSb3yeMbIi MeTo 0TOopa Npoob;

b) [aTty u Bpemsi NnpoBeaeHnst oTbopa npoo;

c) OaHHble Anst nAeHTUdMKaLMmM 1 onnucanuns npobbl (Hanpumep, HoOMep, KONMMYEeCTBO, HAMMEHOBAHNE);
d) NOEeHTUMUKALMIO NepcoHana, BbINoHsABLLEro oT6op npob;

e) NOeHTUMKALMIO UCNOSb3yeMoro obopyaoBaHus;

f) YCNOBMS1 OKpYXKatoLwen cpeabl ¥ TPaHCNOPTUPOBaHMS;

g) anarpammbl U OpyrMe paBHOLEHHble cpefacTBa uaeHTUduKaumm mecta npobootbopa, ecnu
HeobxoauMo;

h) OTKITOHEHWNA, AOMNOJTHEHUA UITN NUCKINKOYeHnAa N3 MmeToaa 0T6opa |'|p06 1 nnaHa Bbl60p0HH0l’0 KOHTpONA.
7.4 OO6palweHne c obbekTamm (obpasuamm) AnNA UCNbITAaHUW UM KANMOPOBKK

7.4.1 IabopaTtopusi 4OSMKHA YCTaHOBUTbL MpaBuria TpaHCNOPTUPOBaHUS, NonyyYeHus, obpalleHuns, 3aluThbl,
XpaHeHWs, coaepXXaHus 1 yTunusaumMm unu sosspata ob6pasuoB ANst UCTIbITaHUA UNK KannBpoBKX, BKIOYast
BCE MOJIOXEeHUs, Heobxoaumble ANs 3alMThl LENOCTHOCTU obpasLua 1 ons 3awwmTbl MHTepecoB nabopaTtopuu
N 3akasdvka. HeobGxogmMMo nmpuHMMaTb Mepbl NPEAOCTOPOXHOCTM, YTOOblI M3bexaTb Mop4M, 3arpsA3HeHus,
noTepmu Wnu noBpexaeHust obpasua BO Bpemsi obpalleHWsi, TPaHCMNOPTMPOBAHUS, XPaHEHUS/OXMOAAHUS 1
NMOArOTOBKM ANsl WUCMbITaHUA wnu kanubpoBku. HeobGxoguMMo crnepgoBaTb WMHCTPYKUMSIM Mo obpalleHuto,
npunaraemMbix K o06pasuy.

7.4.2 B nabopatopun gormkHa ObiTb NpeaycMoTpeHa cuctema 6e3owmnboyHon naeHTudgrkaumm obpasuyos
AN ucnblTaHui Mnu Kanubposkn. VaeHTndurkauma OOMmMKHaA COXPaHsITbCH, Moka obpaseyn, HaxoguTcsd nog
OTBETCTBEHHOCTbIO nabopatopum. Cuctema p[ormkHa obecneuntb HEBO3MOXHOCTb CchyTaTb obpasubl
du3mdeckn, UM B 3anucax, UM gokymeHTax. Cuctema [orpkHa, ecnv LenecoobpasHo, npegycmaTpuBaTth
AeneHune obpasua unuv rpynn obpasuos 1 nepegady odpasuos.
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7.4.3 [pu nonyyeHun obpasuya Oond kanuMbpoBKM UNKU MUCMbITaHUA HeobXxoaMMO 3anucaTb OTKIIOHEHUS OT
YCTaHOBMEHHbIX YCnoBWUWA. [lpy BO3HUKHOBEHUM COMHEHWA B OTHOLIEHWM MpUrogHOCTM obpasua ang
UCMbITAHWA UM KanMbpoBKM UMM B Cllydae HeCcOOTBETCTBMS obOpasua npeacTaBfeHHOMY OMUCAaHMIo,
nabopatopuss [OmKHa, Mpexge u4Yem npogormkaTe paboTy, CBA3aTbCsA C  3aKa3vyMkoM W NONy4YnTb
[OOMOSTHUTENbHbIE MHCTPYKUMK, U 3addUKCUPOBaTb pe3yrbTaTbl NEPEeroBOpoB C 3akaszynkoM. Ecnu 3akasuuk,
HEeCMOTps Ha yBefoMreHne 0O OTKMOHEHUU OT YCTAHOBIEHHbIX YCNOBUW, TpebyeT BbINONHEHUST UCMbITAHWUI
unu kanubposkn obpasua, nabopaTopusa JOMKHA BKMNIOYUTL MYHKT 06 orpaHMyeHnn OTBETCTBEHHOCTU B OTYET,
yKasaB, Ha Kakune pe3yrnbTaTbl MOrfo NOBMAMATb OTKIIOHEHNE.

7.4.4 Ecnu obpasuybl HeobxoAMMO XpaHWTb WNN  KOHOMUMOHMPOBATb B YCTAHOBIIEHHbIX YCIOBUSIX
OKpy)KatoLLiel cpefpl, 3TV YCNOBUS LOMKHbI NOAOEPKMBATLCS, OTCNEXMBATLCS U PETMCTPUPOBATLCS.

7.5 TexHun4yeckue 3anmcum

7.5.1 Iabopatopusi gomkHa obecnevnTb, YTOOblI TEXHUYECKME 3amnucy MO KaxkZoMy BUAY OeATENbHOCTU
nabopartopumn copgepxanu pesyrbTaTbl, OTYET U AOCTATOYHbIA 00bEeM MHopMauun, 4Tobbl 06NerymTb, Nno
BO3MOXHOCTM, WUAEHTUMKALMIO (DAKTOPOB, BIUSIIOWMX Ha pe3ynbTaT U3MEPEHUS W CBA3AHHYD C HUM
HeonpeaeneHHOCTb M3MepeHusl, U 0bnerdnTb NOBTOpPEHME SToro BuAa AesiTenbHOCTU nabopatopuun B
YCINOBUSAX, MaKCUMarnbHO OnuM3kmx K WCXOOHbIM. TexHWYecKkMe 3anucu [OSPKHbI BKMYATb AaHHble U
WOEHTUYHOCTb NepcoHana, Hecylero OTBETCTBEHHOCTb 3a Kaxabli BUL OesTenbHOCTU nabopatopun n 3a
NPOBEPKY AOaHHbIX N Pe3ynbTaToB. |/|CXO,EI,HbIe Ha6mo,quvm, OaHHble U pacyeTbl OOJKHbI ObITb 3anucaHbl B
npouecce nx BblNONMHEHUA U I/I,EI,eHTI/Id)VILI,I/IpyeMbI B KOHerTHOIZ 3ajave.

7.5.2 JlabopaTopusi gormkHa obecneynTb BO3MOXHOCTb COMPSXEHUS N3MEHEHMI B TEXHUYECKMX 3arnncsax C
npeabliayWwmnMmm BEPCUAMUN UM UCXOOHBIMU AaHHbIMU. Kak ucxodHble, Tak U U3MEHEHHbIE AaHHble U hannbl
HeobXxoQMMO COXpaHATb, BKMOYas AaTy M3MEHEHUS U yKaszaHWe M3MEHEHHbIX acneKkToB, a Takke nepcoHana,
OTBETCTBEHHOTO 33 3TN N3MEHEHMS.

7.6 OueHKa HeonpeaeneHHOCTU U3MepeHUs

7.6.1 INaGopaTopun OOMKHbI UAEHTUMULUMPOBATL BKMadbl B HeonpeaeneHHOCTb uaMepeHuin. Mpu oueHke
HeonpeaeneHHOCTU U3MepeHUii Bce BKMadbl, KOTOpble ABMNSAITCA 3HAYMMbIMKM, BKMOYas BKNadbl oT oTéopa
NpoG, AOMKHBI YYMTLIBATLCA C UCMOMNb30BaHWEM COOTBETCTBYIOLLMX METOAO0B aHanunsa.

7.6.2 Jlabopatopus, BbINOMHsAOLWAA KanubpoBkKy, BKOYaoLLmMe ee cOBCTBEHHOE 060pyaoBaHUe, AOMKHa
OLeHUBaTb HeonpeaeneHHOCTb N3MePEHUI AN BCEX pacHETOoB.

7.6.3 INaGopaTtopusi, BbINOMNHAKLIAA UCNbITAaHNA, OOMKHA OLleHMBaTbL HeonpeaeneHHoCTb U3MepeHnid. Tam,
roe MeTod MCMbITaHUs MpensiTcTByeT GecnpucTpacTHOM OLEHKe HeonpeaernieHHOCTU W3MEPEHUs, OLEHKY
HeoBXoAVMO BbIMOMHUTL Ha OCHOBE MOHWMAaHWUSi TEOPETUYECKMX MPUHLMIOB WIN MPaKTUYECKOro omnbiTa
BbINOMHEHNS JaHHOro MeToaa.

NMPUMEYAHUE 1 B Tex cnyyasx, korga LWUpoKO M3BECTHbIM MeTo UCMbITaHNS yCTaHaBNuBaeT npeaesibHble 3Ha4YeHUs
OCHOBHbIX UCTOYHUKOB HEOMpeneneHHOCTM M3MEepPeHUIn, a Takke OpMy MPeACTaBlEHUST PACCUUTaAHHbLIX Pe3yrbTaToB,
cunTaeTcs, 4To nabopaTtopusi BbIMOMNHSET 7.6.3 NOCPeACTBOM BbINOMHEHUSI METOAA UCTLITAHUS Y ONUCAHWUSI UHCTPYKLWIA.

MPUMEYAHUME 2 [Onsa KOHKpeTHOro metoAa, Tam, rae HeonpeneneHHOCTb pe3ynbTaToB yCTaHOBNEHa U NoATBEPXAEeHa,
HeT HeobXxoAMMOCTM B OLEHKEe HeonpedeneHHOCTW M3MepeHus ONsi Kaxgoro pesynbrarta, ecrnu nabopaTtopusi MoOXeT
NPOAEMOHCTPMPOBATb, YTO MOAEHTUMULMPOBAHHbLIE KpUTMYECKNe hakTopbl, BNMSAKOLWME Ha pesynbTaTbl, HAXOASATCA MNOA
KOHTpOnem.

NMPUMEYAHVE 3  [JononHuTtenbHyto nHdopmauuto cm. B ISO/IEC Guide 98-3, ISO 21748 n cepun ISO 5725.

7.7 O6ecneyeHne [OCTOBEPHOCTU pe3ybTaToOB

7.7.1 Y nabopaTtopun JomKeH BbITb YCTAHOBMNEHHbINA NOPSAOK MOHUTOPUHIA AOCTOBEPHOCTU pe3ynbTaToB.
PesynbTupytowime AaHHble AOMKHbI ObiTb 3anucaHbl Takum obpasoM, 4uTobbl, Tam, rge uenecoobpasHo,

BbIIBUTb 0OLUMe HanpasleHna “n npuMeHnTb CTaTUCTUYEeCKMe MeToObl aHalM3a pe3ynbTaToB. Takon
MOHUTOPWHI OOJTKEeH ObITb NSTAHOBLIM, NOANEXMUT aHannsy 1 BKIo4vaeT, rge HeobxoaMmo:
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a) NpUMeHeHne CTaHAapTHbIX 06pa3LoB MM 00pa3LoB 4SS KOHTPOSIA Ka4YecTBa;

b) ucnonb3oBaHue gpyroro obopyaoBaHus, NpoLlleaLwero kanubpoBKy, YTOOblI AaBaTb MPOCIEXUBaeMble
pesynbTathl;

c) bYHKLMOHAmNbHbIE NPOBEPKU U3MEPUTESIBHOTO U UCTbITaTeNIbHOIrO 060PYAOBaAHUS;

d) UCMOMb30BaHNE ITANlOHOB CPaBHEHWUS UMM paboymx 3TarioHOB C KOHTPOMbHBLIMU KapTamu, rae
NMPUMEHNMO;

e) NPOMEXYTOYHbIE MPOBEPKN Ha M3MEPUTENbHOM 060pyaOBaHUK;

f) napannernbHble UCMbITaHWSA UMK KannMbpoBKK TEMM Ke CaMbIMU UNWU APYTMMUA METOAAMY;

9) MOBTOPHbIE UCMbITAHWSA UMW NOBTOPHAasA KanMbpoBka ocTaBLUMXCS 06pasLoB;

h) Koppensums pesynbTaToB Af1si Pa3nuyHbIX XapakTepucTuk obpasua;

i) aHanu3 coobLLeHHbIX pe3ynbTaToB;

)] BHyTpunabopaTopHble CrnYeHus:;

k) ucnblTaHWs cnenbix Npoo, u.T.A4.

7.7.2 JlabopaTopus OOSPKHA OCYLLECTBMSATb MOHUTOPUHI Pe3yrnbTaTMBHOCTM CBOEW AeATernbHOCTU MyTem
CpaBHEHus1 C pesynbTatamu Apyrmx nabopartopui, Tam, rge LenecoobpasHo 1 yMeCcTHO. Takoh MOHUTOPWHT
HeobXx0AMMO NnaHMpoBaTb U aHaNM3NPOBaTb, MPU 3TOM OH AOIPKEH BKMOYaTb UMK

a) yyacTue B KBannuKaLMOHHbIX NCNbITAHNSAX;

NMPUMEYAHUE ISO/IEC 17043 copepXvT OOMOMHUTENBbHYH MHOPMaUMO O NpoBepke Keanuduvkaumm n o
npoBangepax NpoBepkn keanudpukaummn. MpoBaraepsbl, yoosneteopsiowme TpeboaHmnam 1ISO 17043, cumTatotcs
KOMMNETEHTHBIMMU.

b) y4yacTme B MexnabopaTopHbIX CITMYEHUSAX, KPOME NPOBEPKN KBanUduKaLmm.

7.7.3 [aHHble, NOMy4YeHHble B XOOE€ MOHWTOPWHra [OeATenbHOCTW, HeoOXOAMMO npoaHanu3vpoBaThb,
MCMonb30BaTb [JI1 KOHTPONsS W, €Cnv MpUMEHMMO, YIydlWeHns pesTtenbHocTu nabopatopuun. Ecnu
pe3ynbTaTbl aHanuM3a [AaHHbIX, MOMyYeHHbIX OT MOHWTOPWHIE, BBLIXOAAT 3a paMKu NpPeABapUTENbHO
onpedeneHHbIX KpuTepues, HEOBXOAMMO MNPeanpUHATbL COOTBETCTBYIOLUME Mepbl, YTOBbl MpeaoTBpaTUTb
coobLLeHMe HenpaBUIbHbIX pe3ynbTaToB.

7.8 CoobweHue pe3ynbTaToB

7.8.1 OOwme nonoxeHusn

7.8.1.1 PesynbTaTbl HEOOXOOAMMO aHaNM3MpPoBaTb U yTBEPXKAAThb, Npexae Yem coobLiaTh (3akasunky).
7.8.1.2 PesynbTaTtbl AOMKHbI OblTb NpeacTaBrieHbl TOYHO, YETKO, OOAHO3HAYHO U OOBLEKTUBHO, OOLIYHO B
npoTtokorne (Hanpumep, B NMPOTOKOSIE UCMbITAHUSA UIM CBUAETENLCTBE O Kanubposke mnm otyete 06 otbope
npo6) n JOMKHbI BKMOYaTh CreayoLwyo MHpopmaLmio, CornacoBaHHy C 3aka3yMkoM U Heobxoammyro Ans
WHTEpnpeTauMn pe3ynbTaTtoB, a Takke BCO MHdopMauuio, Tpebyemyo ucnonb3yembiM MeTogom. Bce

BbliNyLLlEHHbIEe NPOTOKO/bI (OT‘-IeTbI) OOJTKHbI COXPaHATLCA KakK TEXHUYEeCKne 3anncu.

MPUMEYAHME 1  [Ona uenen OaHHOrO AOKYMEHTa MPOTOKOMbl UCMbITAHUIA U cepTudukaTbl O KannbpoBke WHOr4a
Has3bIBalOT cepTUdUKaTaMm UCTbLITAHNA U MPOTOKONaMn KanMbpOBKM, COOTBETCTBEHHO.

MPUMEYAHUME 2  TpoTOKOMbI MOXHO BbiNyckaTb Ha Oymare WnmM 3MEKTPOHHbIX HOCUTENSX, MpU YCrNOBWUW, 4YTO
BbINOMHATCA TpeboBaHWSA AaHHOIO LOKYMEHTA.
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7.8.1.3 Ecnu cormacoBaHO C 3aka3yuMKOM, pe3ynbTaTbl MOXHO MpeAcTaBnsTb YNPOLWEHHbIM 06pasom.
Jlobas nHdopmaums, npuBegeHHas B 7.8.2 — 7.8.7, KoTopasi He coolLaeTcs 3akas3ymky, AoSMkHa ObITb Nerko
OOCTymnHa.

7.8.2 0O6wue TpeboOBaHUA K NPOTOKONaM (MCNbITaHUSA, KAaNIMOPOBKM UNK oT60pa NpPoo)

7.8.2.1 Kaxgblh NpOTOKOST OOMMKEH BKMYaTb, MO KpavHen Mepe, cregylowyio uHdopmauuo, ecnn y
nabopatopunm HeT BeCcKMX MpuUYMH He pfenaTb 9TOro, CBOAs, Takum 06pa3oM, K MUHUMYMY Mobyio
BO3MOXHOCTb HEMNPABMUMbHOIO NOHUMAaHUSA UMW HEMPAaBUNBHOIO UCMNOMNb30BaAHUSA:

a) 3aronoBok (Hanpumep, “lMpotokon mcneitaHusa”, “Ceptucukat o kannbposke” unu “OtyeT 06 oTbope
npo6”);

b) HanmeHoBaHue u agpec nabopatopuu;
c) MecCTO npoBefeHus paboT, BKMyasd npoBefeHWe paboT Ha TeppuTOpMM 3akasyuka Wnnm B MecCTe,
yAaneHHOM OT MOCTOSIHHOrO MECTOMOJSIOXKeHMs nabopatopun, UM Ha acCOLMUPOBAHHBIX BPEMEHHbIX

nnn nepenBMXXHbIX YCTaHOBKaX;

d)  yHukanbHasi naeHTUdUKaLms, YTobbl pacnosHaTk BCE COCTABISIOLLME Kak YacTb MOJTHOMO NMpoToKona, 1
yeTkas aeHTUdMKaLnsa KoHUa;

e) HaMMEeHOBaHWe N KOHTaKTbl 3aKa3uuka;
f) naeHTnmrkaymsa NCnonb30BaHHOIO METOAZ;
0) onucaHue, ogHo3HauYHasi aeHTMdKnKaums 1, Npu HeodXoaUMOCTH, COCTOsIHME obpasua;

h) AaTa nonydeHve obpasua(oB) AN UCNbITaHUA UNK KanNMbpoBKM U AaTa oT6opa Npob, ecnu 3To BaXHO
AN JOCTOBEPHOCTU M MPUMEHEHMWS pe3yrnbTaToB;

i) Jarta(gatbl) ocyLlecTBneHNst nabopaTopHOM OEeATENBHOCTY;
i) JaTta Bbinycka NpoToKonNa;

k) CCbINiKa Ha nnaH BbIGOPOYHOro KOHTPONSA M MeTog oT6opa npob, NCnonb3oBaHHbLIA NnabopaTopueit unu
APYIIMU OpraHM3aLuaMn, ecrii Heo6X0AMMO AN JOCTOBEPHOCTU UMW NPUMEHEHWs! pe3ynbTaToB;

) 3asiBNIEHNE O TOM, YTO pe3ynbTaTbl KacalwTCH TONMbKO 00pa3sLoB, UCMbITAHHLIX, KanMbpOBaHHbLIX WK
OTOOpaHHbIX;

m)  pes3ynbTaTthl C eAMHMLAMU U3MEPEHUS, ECITU UMEIOTCS;

n) OOMNOSMHEHMS, OTKIIOHEHUS UITN UCKITFOYEHMS B OTHOLLEHUW METOAZ;

0) noeHTnmrkaumnsa cotpygHuka(oB), yTBepXOaroLLmnX NPOTOKOIT;

p) 4yeTKoe yKasaHue, ecnv pesynbTaTbl NOfly4YeHbl OT BHELUHMX NPOBangepoB.

NMPUMEYAHUE BknioyeHve 3asiBneHnst 0 TOM, YTO He JOoMNycKaeTcsl BOCMPOM3BOAUTL MPOTOKOS MO YacTsM, (TONbKO
MONHOCTbLIO) 6e3 pa3pelueHust NnabopaTopumn, MOXET rapaHTUPOBaTh, YTO YaCTM NPOTOKOMA He ByayT M3bATLI U3 KOHTEKCTA.

7.8.2.2 JlabopaTopusi [OOJPKHA HECTM OTBETCTBEHHOCTb 3a BCH MHGOPMaUUIo, NPeaCTaBNEHHY0 B
NpoTOKONe, 3a WCKIIYEHNEM CNydaeB, Korga WHgopMaumss npenocTaBnsaAeTCcs 3aka3yumkoM. [laHHble,
NpefoCTaBeHHbIE 3aKa34YMKOM, OOMMKHbI OblTb YeTKO naeHTuduumpoBaHsl. Kpome Toro, B MpOTOKON AOMKEH
ObITb BKMOYEH OTKa3 OT OTBETCTBEHHOCTWU, €Ccnu MHopMauusi NpegocTaBrisseTcsl 3aKas3ydMkoM U MOXKET
MOBNUSATbL Ha [OCTOBEPHOCTb pe3ynbTaToB. TaM, rae nabopatopusi He HeceT OTBETCTBEHHOCTM 3a aTan
oTbopa npob (Hanpumep, obpaseL, NpefoCTaBnseTCs 3aka3ynmkoM), OHa JOSPKHA 3asBUTb B NPOTOKONE, YTO
pe3ynbTaTbl NPUMEHATCA K o6pa3u,y B COCTOAHUM HENoCpeaCTBEHHO Nnocne nonyvYeHus.
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7.8.3 KoOHKpeTHble TpeboBaHUA K NPOTOKOMIaM UCNbITaHUN

7.8.3.1 B pgononHeHune k TpebOBaHUAM, NepeyvncreHHbIM B 7.8.2, NPOTOKOIbI UCMbITAHUIA AOSMKHbI, Tam rae
HeobxoQMMO ANS MHTepnpeTaumm pe3ynbTaToB UCMbITAHWIA, BKIOYaTb criegyoLlee:

a) nHdopmauno 06 yCroBMUAX KOHKPETHOTO UCMbITaHWS, T.€. YCIOBUSAX OKPY>KaloLLEen cpeabl;

b) roe YMecCTHO, 3asiBIEHNE O COOTBETCTBUM TPEBOOBAHUSIM NN TEXHUYECKUM yCroBusiM (cMm. 7.8.6);

c) roe NpUMMEHUMO, HeONpPedeneHHOCTb M3MEPEHWI, MpeAcTaBfeHHas B Tex Xe eduHuuax, Yto u
naMepsiemasl BEMWYMHA, WM B MeEpecdeTe OTHOCUTENbHO W3MEpPSIEMON BEMWYMHLI  (Hanpumep,
NPOLEHT), ecnu:

—  3TO BaXHO AN JOCTOBEPHOCTM UMN MPUMEHEHUS PE3YNbTATOB UCMNbITAHNIA;
—  WHCTPYKLMS 3aKasunka TpebyeT NMMeHHO 3TOoro;
—  HeonpeaeneHHOCTb U3MEPEHUI BNUSET HA COOTBETCTBME YCTaHOBNEHHOMY Npeaeny;

d) no obcTosATENLCTBAM, MHEHUSA U TONIKOBaHMSA (pe3ynbTaToB) (cM. 7.8.2);

e) aononHuTenbHaa MH(bOpMaLI,MFl, KOTOpasa MOXeT I'IOTpe6OBaTbCF| KOHKPETHbIMMN MeTOoJaMKn, opraHamu
BNacTun, 3akad4ynmkamum unu rpynnamMmm 3aka34mKkosB.

7.8.3.2 Tam, roe nabopaTopusi HeceT OTBETCTBEHHOCTb 3a OTGOpP NPO6, MPOTOKOMbI MUCMbITAHUIA OOMMKHbI
COOTBETCTBOBaTbL TpeboBaHuAM 7.8.5, koraa aTo Heo6XxoAMMO AN MHTepnpeTaummn pesynbTaTos.

7.8.4 KoHKpeTHble TpeboBaHMA K cepTucukaTam o KanmbpoBke

7.8.4.1 B pononHeHune k TpeboBaHMAM, MepeyncrieHHbiM B 7.8.2, cepTtudumkaT O KanvbOpOBKE [OOIDKEH
BKIIOYATb CreayoLlee:

a) HeonpeneneHHOCTb pesynbTata U3MepPeHUs, MPEACTABMEHHYI0 B TEX e eAuHULax, YTo U u3MepsieMast
BEJIMYMHA, WU B NEPECYETE OTHOCUTENBHO U3MEPSIEMOI BENNYMHBI (Hanpumep, NMpPOLEHT);

NMPUMEYAHUE CornacHo ISO/IEC Guide 99 pesynbTaT M3mMepeHusi OObIYHO BbipaXkatoT Kak OTAerbHoe
3HaYeHWe N3MEePSIEMON BEMUYNHBI, BKIOYAst E4UHULBI U3MEPEHWUSA Y HEOMPEAENEHHOCTb U3MEPEHWIA.

b) YCroBUS (Hanpumep, OKpyXKaloLLe cpenpl), NpU KOTOPLIX NpoBoaunacb kannbpoBka, KOTOpble UMEKT
BMUSIHWE Ha pe3yrbTaTbl U3MEPEHUIA;

c) 3asBfieHME O METPOJSIOTMYECKOM NPOCEXMBAEMOCTN U3MepeHun (cm. Mpunoxexne A);

d) pe3ynbTaTthbl 4O W NOCIe PEryrnmpoBKM UM PEMOHTA, €Cin 3TO CObbITME NPOU3OLLIIO;

e) roe yMecTHO, 3asiBfieHMe O COOTBETCTBUM TPEBOBAHMAM UM TEXHUYECKUM YCroBUsIM (CM. 7.8.6);

f) roe yMecTHO, MHEHUs 1 TonkoBaHus (cm. 7.8.7).

7.8.4.2 Tam, rge nabopaTopus HeceT OTBETCTBEHHOCTb 3a OT6op npob, cepTudukaTbl O KanmbpoBke
OOMKHbI COOTBETCTBOBaTbL TpeboBaHusaM 7.8.5, ecnu 3TO HeobOXoouMO Ansi UHTeprnpeTauuv pesynbTaToB
KannbpoBKu.

7.8.4.3 Ceptudukar o kannbpoBke unm OoTMeTKa O KanvbpoBKe He OOIMKHbl BKIHOYaTb pekoMeHgauuu o

nepnoanvyHoOCTM npoeseaeHunsa KaJ'IVI6pOBKVI, 3a WUCKNK4yeHneM Tex cryydaeB, Korga 3TO corfacoBaHO C
3aKa34nkoMm.
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7.8.5 OT4eT 06 OTOOpPE NPO6 — KOHKPETHbIE TPe6oBaHUA

Tam roe nabopaTopuss HeceT OTBETCTBEHHOCTb 3a OTOOp npod, B [JonofiHeHne K TpeboBaHusaM,
nepeyncrieHHbIM B 7.8.2, OTYEThl JOMKHbI BKINOYATb CrieayloLee, ecrnv 3To Heo6XoanMo AN HTepnpeTauum
pe3ynbTaTos:

a) [aTty BbINONHEHUsa oToopa npob;

b) YHUKalnbHYHO I/I,El,eHTI/I(*)MKaLI,MIO onpo6yeM0ro n3genna wunm marepunana (BKJ'IIO‘-Iaﬂ HanmveHoBaHue
na3rotosutens, o6o3HavyeHme Mogenu unu Tuna u CepMﬁHble HOMepa, no 06CTOF|TeJ'IbCTBaM);

c) MecTo oTOopa npob, BkNo4as gMarpamMmmbl, 3CKU3bl UnNu gotorpacuu;
d) CCbINKY Ha nnaH BbIDOPOYHOro KOHTPONS U MeTod oTbopa nNpoo;

€)  onucaHue YCroBMI OKpyxatollei cpedpbl B xode Npo6ooT6opa, KoTopble BAUSIOT Ha UHTepnpeTauuu
pe3ynbLTaTos;

f) MHpopmaumo, HeobxoouMMyto Anst OLEHKM HEeOonpenerieHHOCTU W3MEepeHus Ans MNocnenyloLmx
UCNbITAHWIA UIK KannbpoBKuM.

7.8.6 3asABneHunsa o COOTBETCTBUU

7.8.6.1 Ecnu npenctaBneHo 3asdBneHME O COOTBETCTBUM TEXHUYECKMM YCMOBUSIM WU  CTaHZapTy,
nabopartopusi OMmKHa OOKYMEHTanbHO OOpPMUTL MPUMEHSIEMOE MPaBWUIO MPUHATUS PEeLUeHUsl, Y4uTbiBas
YPOBEHb puUcka (Hanpumep, BEpPOSATHOCTb JIOXKHOW MPUEMKM WM JIOXKHOM OpakoBKM M CTaTUCTUYECKUE
OONYLLEHWS), CBSA3AHHBIN C UCTMONb3YEMbIM NMPaBUITOM MPUHATUST PELLEHNS, U MPUMEHSITb 3TO NPaBMIIO.

NMPUMEYAHUE Tam, rge npaBuno MNPUHATUS peLLeHNss NpeanncaHo 3aka3ynkoM, pernaMmeHToM UM HopMaTUBHBIMA
AOKyMeHTamu, HeT Heo6X0ANMOCTY B AOMOMHUTENBLHOM PACCMOTPEHUN YPOBHS pUCKa.

7.8.6.2 JlabopaTopusi [OfMKHA COCTaBUTb 3asiBlIEHME O COOTBETCTBMM, TakK 4TOObI OHO YEeTKO
naeHTnmumnposano:

a) K KakvM UMEHHO pe3ysibTaToM 3TO 3asiBfieHne NPUMEHUMO;
b) KaKue TeXHUYecKne yCroBus, CTaHAapTbl UMK YacTU X BLINOMHSOTCA M Kaknue He BbINOMHATCS;

C) npuMmeHdemoe npaBuiio TMPUHATUA peLlleHnsa (ecnm OHO He 4BMSETCAd HEOTbEMIIEMOM 4YacTbio
YKa3aHHbIX TEXHUYECKNX yCJ'IOBI/IIZ nnn CTaHﬂ,apTa).

NMPUMEYAHUE JononHuTenbHyto nHdopmaumio cm. B ISO/IEC Guide 98-4.

7.8.7 CoobweHne MHEHUN U TOJIKOBAHUMN

7.8.7.1 [JlabGopaTopusi OOMmKHa CneanTb, YTOObl TONbKO COTPYAHMKU, KOTOPbIE UMEIOT MPaBO Ha BblpaXKeHue
MHEHUN W TOMKOBaHWsA, Mornu nybnukoBaTb COOTBETCTBYOLLEe 3asBrneHune. JlabopaTopuss AoOmKHa

3a0KyMEeHTMNpPOBaTb 0bocHOBaHWe, Ha OCHOBE KOTOPOro CO30atTCs MHEHUS Y TOMNKOBAHUS.

NMPUMEYAHUE BaxHO oTnnyaTb MHEHUS U TOMKOBaHUA OT 3asiBIIEHUW MOCMe WHCMEKTMPOBAHUSA U cepTudumkaumm
npoaykummn, npeaycMoTpeHHbIx B ISO/IEC 17020 n ISO/IEC 17065 1 OT 3asBNEHUn O COOTBETCTBUN, Ha KOTOpbIE JaeTcs
ccbinka B 7.8.6.

7.8.7.2 MHeEHMs U TONKOBaHWUA, npeacrtaBneHHble B NMPOTOKO1aX, AOJTKHbI ObITb OCHOBaHbI Ha pesynbTatax,
NONy4eHHbIX Ha WCNbITAaHHOM WK OTKaJ'IM6pOBaHHOM o6pa3u,e, W OOMMKHbl OblTb YETKO BblAENEHbl B
NpoTOKOose.

7.8.7.3 [EcnuM MHeHus 1 TonkoBaHUs HenocpencTBeHHO nosny4yeHbl B neperosopax C 3aka34mkoMm, 3annucb
3TUX NeperoBopoB AOJTKHAa COXPaHATbLCA.
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7.8.8 WU3meHeHus B npoToKonax

7.8.8.1 Ecnu nocne Bblga4n npoTokornia TpebyeTcs BHECTU B HEr0 M3MEHEHUs, MOMpaBKU UMM COCTaBUTb
MPOTOKON 3aHOBO, TO mnboe MW3MEeHeHMe CBefeHWW [OIDKHO ObiTb YeTko wuaeHTudumumpoBaHo, rge
HeobXxoaMMO, a MpUYMHa BHECEHMS U3MEHEHWS yKa3daHa B MPOTOKOre.

7.8.8.2 WN3MeHeHua K NpOTOKOMY MOCse ero COCTaBMeHnss OMKHbI BHOCUTLCS TOSbKO B (hopme oTAenbHOro
OOKYMEHTa, Unv OONOMHUTENBHON Nepedayun AaHHbIX U BKAOUYUTL OPMYNMPOBKY “I3MeHeHne K NpoTokony,
CEPUIHbIA HOMED...[UNY MAEHTUDULNPOBAHHbLIA MHbIM 06pa3om]”, NN B 3KBUBANeHTHON hOPMYNMPOBKE.

Takne naMeHeHnsa JomKHbl COOTBETCTBOBATL BCEM Tpe6OBaHI/IF|M 0aHHOro JOKyMeHTa.

7.8.8.3 Tam, roe HeoBGXOOMMO COCTaBWUTb MPOTOKON 3aHOBO, HEOGXOAMMO CHabaWTb ero YHuKanbHOM
naeHTUMKaLMEN U BKIOYUTb CCbINKY Ha OPUTMHar, KOTOPbI 3aMeHsIeTCsl AaHHbIM.

7.9 TlpeteH3umn

7.9.1 B nabopatopun JormkeH ObiTb NpeayCMOTPEH AOKYMEHTMPOBAaHHbIA MOPSAOK MOMYYEHUS, OLEHKN U
NPUHATUA PeLUEHNn B OTHOLLEHUN NPETEH3UN.

7.9.2 Onucanne npouecca o00paboTkM npeTeH3n [ormKHO ObITb AOCTYNHO MO  3anpocy nobon
3aMHTEPECOBAHHOM CTOPOHLI. Mpu NocTynneHun npeTeH3uin nabopatopus OOSHKHA NOATBEPAUTb, YTO OHU
OTHOCATCA K [OesATenbHOCTM, 3a KOTOopyl rabopaTopusi HeceT OTBETCTBEHHOCTb, W, B 3TOM Crydae,
nabopartopusi OyaeT 3aHuMaTbCca UX yperynupoBaHueM. JlabopaTopus JOSMKHA HECTU OTBETCTBEHHOCTL 3a
BCE peLUeHUsi Ha BCEX YPOBHSAX NpoLecca yperynmpoBaHus NpeTeH3un.

7.9.3 [Mpouecc yperynupoBaHus NpeTeH3Un JOMMKEH BKITIOYaTb CreayloLwmne anemMeHTbl U MeToabl:

a) onncaHme npouecca nonyvyeHuda, noATBepXAeHUA, paccnenoBaHUA W NMPUHATUA peLlleHUA, Kakue
nencTeus cnenyeT OCyLeCTBUTb B OTBET Ha NPETEeH3UH0;

b) OTCneXunBaHWe 1 3anucb NPETEH3UI, BKIOYasi 4eNCTBUSA, NPeanpUHATLIE ANl UX pa3peLUeHUs;
c) rapaHTus yperynmpoBaHus (NPUHSITUS COOTBETCTBYHOLLMX Mep).

7.9.4 JlabopaTtopus, nony4varoLwas NpeTeH3nto, JoJPKHA HECTU OTBETCTBEHHOCTL 3a COOp M NpoBepKy Bcen
HeobxoaMMoN MHopMaLuKn Ans NoATBEPKAEHUS 3TON NPETEH3NMN.

7.9.5 Bo Bcex BO3MOXHbIX crniyyasix nabopaTtopusi OOIKHA MOATBEPAUTb MOSyYeHWe MpeTeHsnn u
o6ecrneynTb OTYETHI O NMPOABWKEHUN 3TOM NMPETEH3NUMN Y KOHEYHBIN pesynbTarT.

7.9.6 KoHeuHbli OTBET MO YPErynupoBaHUIO MNPeTeH3UW, OTNPaBnsAeMbld NPeabABUTENIO MPETEH3UMU,
J0MmKeH ohopMIATLCA, UMK NPOCMaTPUBATLCA, UMW YTBEPXOATbCA NMULOM (N1uamn), He BOBMEYEHHbIM(K) B
paccmaTtpuBaeMyto AesATenbHOCTb nabopaTtopum.

NMPUMEYAHUE [ns yperynvpoBaHusi NPeTEH3NA MOXHO NpUBeKaTb CTOPOHHUX pabOTHUKOB.

7.9.7 Bo Bcex BO3MOXHbIX cny4daax na6opaTop|/|;| AOoJKHa ocbmu,maano yBEOOMIATL nNpeabAaBUTEnA
npeTeH3nn O 3aBepLUeHNN yperynmpoBaHuna npeTeH3nn.

7.10 HecooTBeTtcTBME

7.10.1 B nabopaTopum formkeH BbITb NpeayCMOTPEH NOPSIAOK AENCTBUIA, OCYLLECTBISIEMbIX B CIlyyae, Korga
Kakon-nubo acnekT AeaTenbHoCcTM nabopaTopum wnM pesynbTaTt ee paboTbl He COOTBETCTBYHT e€e
CODCTBEHHBIM MpaBWriaM WIK  COMMacoBaHHbIM C 3aka3yukoMm TpeboBaHusM (Hanpumep, napameTpbl
obopydoBaHNs UNKU YCIIOBUS OKpY>KalLLen cpefdbl BbIXOOAAT 3a YCTAHOBIEHHblE Mpefenbl, pes3ynbTaThbl
MOHWTOPUHIa He COOTBETCTBYIOT 3aaHHbIM Kputepusim). [Nopsagok 4encTBmi JOmKeH o6ecneynTb:

a) onpeneneHne o6a3aHHOCTEN U MONHOMOYUI ANA MeHeIXMeHTa paboThkl HeHaAnexallero Ka4yecTsa;
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b) penctenst  (Bkroyas npekpaweHune paboT unM  BbIMONHEHME paboTbl 3aHOBO U MPUMOCTaHOBKA
COCTaBMIEHUsI NMPOTOKOSOB, €CNN HEOOXOAMMO), KOTOpblE YYUTLIBAIOT YPOBHW PUCKA, YCTaHOBIEHHbIE
nabopartopuen;

c) OLieHMBaHME 3HaA4YMMOCTM paboTbl HeHaanexallero KadyecTBa, BKMOYas aHanu3 BO3AeUCTBUS Ha
npeaLwecTByolne pesynbTaThl;

d) NPUHSTME PELLEHNS O MPUEMINEMOCTU paboTbl HEHaAIEXaLlero Ka4ecTBa;
e) yBeoMIIEHME, NPU HEOOXOAMMOCTH, 3aKa3ymka U NpuocTaHoBka paboT;
f) onpegeneHne oTBETCTBEHHOCTYM 3a pa3peLleHne BO306HOBUTEL paboTy.

7.10.2 Iabopatopus LONKHa COXpaHsTb 3anncu o paboTe HeHaarnexallero kadyectBa M Mepax,
cooTBeTCcTBYIOWMX 7.10.1, b) —1).

7.10.3 Ecnu oueHka nokasbiBaeT, YTO paboTa HeHaanexallero kadectBa MOXET MOBTOPUTLCS WUIM 4YTO
BO3HMKAET COMHEHME O COOTBETCTBMM OMNepauun, BbINOMHSAEMbIX rnabopatopuen, TpeboBaHusM ee
COBCTBEHHON CUCTEMbI MEHeMKMEeHTa KayecTBa, NabopaTtopusi OOMKHA OCYLECTBUTb KOPPEKTUPYHOLLEe
Jgencreue.

7.11 YnpaBneHue AaHHbIMU U MEHEeMKMEHT nHdopmauum

7.11.1 Jlabopatopusi 4OMMKHA UMETb AOCTYM K AaHHBIM U MHCpOPMaLUUKN, HEOOXOAMMBIM Afsi OCYLLECTBIEHNS
CBOEN OeATENbHOCTH.

7.11.2 Jlabopatopusa cama [OrfbKHa MOATBEPAUTb  (PYHKUMOHANbHOCTb  cucteM(bl) MeHemKMeHTa
uHcpopmaumm nabopatopuun, ncnoneayroulencs ana céopa, obpaboTku, 3anncu, cCOOBLLEHNS, XPaHEHUST UK
nomucka [OaHHbIX, BKMNOYas Haanexawlee ¢QyHKUMOHMpoBaHWEe wWHTepdencoB B npefenax cuctem(bl)
MeHeKMeHTa umHdopmauum nabopatopuun, OO BHeApeHus cuctembl. B cnyvae kakmx-nnbo uameHeHuin,
BKITOYas U3MeHeHne KoHdurypaumm nporpammMHoro obecneveHms unum Mogmdukaumnm KOMMepYeCckux roToBbIX
nporpaMmm, Heo6xooMMo MX YTBEPAUTb, JOKYMEHTUPOBATb M NOATBEPANTL 4O BHEOPEHUSI.

NMPUMEYAHUE 1 B naHHOM JOKyMeHTe “cuctema MeHepKMeHTa MHdopmMaumm nadopatopun” BKNOYaET MEHEOXKMEHT
OaHHbIX 1 MHOPMaLUUN, CoOAepXKaLLMXCsl B aBTOMATU3MPOBAHHOM N HEABTOMAaTM3NPOBAHHOM cuctemax. Pag TpeboBaHui
Gonblle NPUMEHMMO K aBTOMaTU3UPOBAHHLIM CUCTEMAM, YEM K HEAaBTOMATU3MPOBAHHbIM.

MPUMEYAHUE 2 Kommepueckne roToBble Mporpammbl, OOLLEr0 HasHaydeHWss B paMkax WX npegnonaraeMoro
AnanasoHa TEXHUYECKMX YCMOBUIN, MOXHO CYMTaTb B JOCTAaTOMHON CTENEHN MOATBEPXKAEHHBIMU.

7.11.3 Cwuctema MeHeaXMeHTa nHopmMaumm nabopatopumn JOSKHA:

a) ObITb 3aLMLLIEHa OT HECAHKLMOHMPOBAHHOIO JOCTYNa;

b) UMeTb 3aLuTy NPOTMB B3NoMa U yTepu nHdopmMmaumu,;

c) paboTaTb B OKPYXEHUW, KOTOPOE COrMacyetcsi C MNpPOBaWAepoOM WM TEXHUYECKMMMU YCIOBUSIMU
nabopatopun wnu, B Cryvyae HeaBTOMATU3MPOBAHHbLIX CUCTEM, obecrneyvvBaeT YCMOBWsl, KOTOpble
COXPaHSIOT TOYHOCTb PYYHbIX 3anucen u nepesanuncu,;

d) noaaepXuBaTtbCs Takum o6pasom, 4Tobbl 06ecneunTb LLEeNOCTHOCTb AaHHbIX U MHCpopMaLnu;

e) BKMOYaTb 3anucb OTKA30B CUCTEMbI U COOTBETCTBYHOLUMX HE3aMeONUTENbHbIX U KOPPEKTMPYHOLLMX
JEencTBuUn.

7.11.4 Ecnm cuctema MeHemkMmeHTa uwHdopMauun nabopaTopum yhpaBnsieTcd WM NogAepXMBaeTcs

AVCTaHLMOHHO UM BHELHWM MpoBaigepoM, nabopaTtopus f4oSmkHa obecrneynTb COOTBETCTBME MpoBaiaepa
Unn onepartopa cucTeMbl NPUMEHSIEMbIM TpeboBaHMSIM AaHHOIO JOKYMEHTa.
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7.11.5 Jlabopatopust gormkHa obecneunTb JOCTYMHOCTb MHCTPYKLMIA, CNPABOYHUKOB U CMPaBOYHbIX OAHHbIX,
OTHOCSILLMXCS K cucTemMe (cuctemam) MeHegKMeHTa uHpopmaumm nabopatopun, Ansi nepcoHana.

7.11.6 PacuyeTbl 1 Nnepegava gaHHbIX JOMKHbI MPOBEPSATLCA CUCTEMATUYECKU COOTBETCTBYIOLLMM 06pa3oMm.

8 TpeboBaHusA cucTeMbl MEeHEeOXKMEHTa

8.1 Onuum

8.1.1 O6wwme NnonoxeHus

JlabopaTtopusa gomkHa co3faTb, 3a40KYMEHTMPOBATb, BHEAPUTb U BECTU CUCTEMY MEHeKMeHTa, KoTopas
crnocobHa noadepxmBaTtb M OEMOHCTPMPOBaTh NMOCTOSIHHOE cobntogeHne TpeboBaHWM AHHOTO AOKYMEHTa U
obecneunTb Ka4yecTBO NlabopaTopHbIX pe3ynbTaToB. B gononHeHue Kk BbinonHeHuto TpeboBaHum Pasgenos 4—
7, nabopaTopusl AOIMKHA BHEOPUTb CUCTEMY MeHemkMeHTa B cooTBeTcTBUM ¢ Onuuen A nnmn Onunen B.
NMPUMEYAHUE JononHuTenbHyo MHpopmauuio cMm. B MNpunoxeHumn B.

8.1.2 Onuusa A

Cuctema meHemxmeHTa nabopatopum, Kak MMHUMYM, AOMKHA OCYLLIECTBNATL creytoLlee:

—  BeJeHve JOKyMeHTauuu Mo cucteme MeHempkMmeHTa (cMm. 8.2);

—  ynpaBneHue JOKYMeHTaMu cucTeMbl MeHemXXmeHTa (cMm. 8.3);

—  ynpaeneHue 3anucsamu (cm. 8.4);

—  [AencTBus No obpaboTke pnCKOB 1M BO3MOXHOCTeN (cMm. 8.5);

—  ynyJvweHue (cm. 8.6);

—  KOppekTupylowme gencteuns (cm.8.7);

—  BHYTPeHHu ayaut (cm. 8.8);

—  aHanus meHempxMeHTa (cMm. 8.9).

8.1.3 Onuus B

Jlabopatopusi, KoTopasi yCTaHOBMNa W MOAAEPXKUBAET CUCTEMY MEHedXMeHTa B COOTBETCTBMM C
TpeboBaHmamm ISO 9001, n koTopas cnocobHa NoAAepPXKUBaTh U 4EMOHCTPUPOBATh NOCTOSHHOE BbINOMHEHNE
TpeboBaHui PasgenoB 4 — 7, Takke COOTBETCTBYET, MO KpaWHEW Mepe, CMbICIy TpebOoBaHWA CUCTEMbI
MEeHeIXMeHTa, yCTaHOBIMEHHbIX B 8.2 — 8.9.

8.2 [oKyMeHTauusa cucteMbl MeHemkMmeHTa (Onuua A)

8.2.1 PykoBoacTtso nabopaTtopun AOMKHO €CO34aTb, JOKYMEHTMPOBATb M MPOBOAMTbL MOMUTUKY U CTaBUTb
Lenu ons BbliNonHeHUsa TpeboBaHMA AaHHOro JOKYMEHTa, a Takke obecneunTb O3HaKOMIIEHUe 1 BHeapeHue

Ha BCeX YPOBHAX OpraHusauunun na6opaTopM|/|.

8.2.2 TlonuTuka u Lenu JOSMKHbI NpefycMaTpmMBaTh KOMMNETEHTHOCTb, BECNPUCTPACTHOCTL U Haaexallyo
paboTty nabopaTtopun.

8.2.3 PykoBoacTtBo nabopaTtopun OOIMKHO MOATBEPAUTb 0053aTenbCTBO MO pa3paboTke U BHEOPEHMHo
CUCTEMbI MEHEXXMEHTA U MOCTOSIHHOMY YIYYLLEHUIO €€ pPe3yNbTaTUBHOCTY.
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8.2.4 Bcsa AoKyMeHTauusi, NPOLECChl, CUCTEMbI, 3anncK, CBsI3aHHbIEe C BbIMNONIHEHWEM TpeboBaHUM gaHHOro
[OKYMEHTa, A0MMKHbI ObiTb BKMOYEHbLI B CUCTEMY MEHEKMEHTA, CBSA3aHbl C HEW, M HA HMX AOMKHA CCbiNnaTbes
cuctemMa MeHe)KMeHTa.

8.2.5 Becb nepcoHan, BOBMEYEHHLIN B [OesTenbHOCTb nabopaTopuu, OOMKEeH WMeTb AoCTyn K
JOKYMEHTaUMM CUCTEMbl MEHEeMXMEHTa U CBA3AHHOM C Hel MHopMauun MNPUMEHUTENbHO K CBOWUM
obsa3aHHOCTAM.

8.3 YnpaBneHue AOKYMeHTaMu cUCTeMbl MeHemKkMeHTa (Onuuna A)

8.3.1 JlaBopaTopusa OoSkKHa YNpaBnsATb JOKYMEHTaMu (BHYTPEHHVMMU U BHELLHWMM), KOTOPble OTHOCATCH K
BbINOMHEHWNIO A@HHOTO AOKYMEHTA.

NMPUMEYAHUE B AaHHOM KOHTEKCTe “AOKYMEeHTbl” MOryT 03HadaTb MOSIOXEHUS CTpaTernn, MeToauKU, TeXHUYecKme
YCMNOBUSA, MHCTPYKUMM M3roToBuTEns, Tabnmuvubl KannbpoBOYHbIX AaHHbIX, KapTbl, NOCOOWS, MnakaTtbl, yBeAOMIIEHWS,
MeMOpaHayMbl, 4YepTexu, nnaHel u T.4. OHU MOryT HaxoAWTbCH Ha PasHbIX HOCUTensx, Ha Bymare unu B UMDPOBOM
dopmare.

8.3.2 Jlabopatopusa gomkHa obecneuntb

a) noaTBePXAeHe afeKBaTHOCTM JOKYMEHTa 4O ero BbiNycka YNnOHOMOYEHHbIM fNLIOM;
b) nepuoanyecKknii NeEpPecMoTp 1 akTyannsauus JOKYMEHTOB MO Mepe HeobxoanmocTu;
c) NMOEHTUMMKALNIO MBMEHEHUI N DAKTUYECKOrO cTaTyca pefdakunn JOKYMEHTOB;

d) LOOCTYNHOCTb COOTBETCTBYHOLNX Bepcmﬁ npuMeHAeMblX OOKYMEHTOB B MYyHKTaxX UX NMPUMEHEeHUA n, rge
HeobxoaMMo, KOHTPOJ1b UX pacnpeaeneHna,;

€)  YHUKanbHY MOEHTUPUKALUIO JOKYMEHTOB;

f) npegoTBpalleHne HeHaMepPEHHOrO UCMONb30BaHMS MOTEPSIBLUMX CUNY AOKYMEHTOB W HaHeceHwe Ha
HUX NOAXOASLLEN OEHTUDUKALUM, ECITM OHU COXPaHSIOTCSA ANs KaKux-nnbo Lenen.

8.4 YnpaBneHue 3anucamu (Onuusa A)

8.4.1 JlabopaTopua co3gaTb W XpaHuUTb yaoGouuTaemble 3anucu, YToGbI  NPOAEMOHCTPMPOBATb
BbINOMHeHNe TpeboBaHUii 4aHHOTO AOKYMEHTa.

8.4.2 JlabopaTopusa OoMmKHA OCYLLECTBNATb HEOOXOANMBIA KOHTPOSb MAEHTUMUKALUW, XPaHEHNS, 3aLlUnThbI,
OyGnupoBaHus, apXMBMpOBaHUS, NOUCKa, BPEMEHU XpaHEeHUs U yTunusauum 3anucen. Jlabopatopusa gomxHa
COXPaHsiTb 3anMcu B Te4eHUe BPeMEHU, COrnacoBaHHOro ¢ obasarenscTBamMmm No KOHTpakTy. [ocTyn K aTnm
3anncaM OOJMKEH COrnacoBbiBaTbCA C 00s3aTenbCTBaMM B OTHOLIEHMM KOHMAEHUManbHOCTU. 3anucu
[OIDKHbI BbITb NErko AOCTYMHBI.

NMPUMEYAHUE [ononHuTenbHble TpebOBaHNSA B OTHOLLEHNM TEXHUYECKNX 3anucei npMBoasTcsa B 7.5.

8.5 [JencTBMA B OTHOLUEHMU PUCKOB U BO3MOXHoOcTen (Onuusa A)

8.5.1 JlabopaTopus OOImKHA YY4ECTb PUCKM M BO3MOXHOCTU, CBA3AHHbIE C €€ AeATENbHOCTbIO, YTOObI

a) ybeaouTbecs, UTO cUcCTeMa MEHEKMEHTA AaeT OXMAaeMble pesynbTaThbl;

b) 0o6nerynTb BO3MOXHOCTb AOCTVXKEHUST LIENW U BbIMOMHEHUS 3ada4 nabdopaTtopuu;

C) npegoTBpaTuTb WM COKPATUTb HeXenaTellbHble BO3OENCTBMS M NOTEeHUManbHble HEAOCTaTKU
ANeATenNbHOCTU na6opaTop|/|M;

d) [OCTUYb YyNy4LLeHUS.
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8.5.2 Jlabopartopusa gormkHa NiiaHMpoBaTb

a) OENCTBMS MO PaCCMOTPEHUIO PUCKOB U BO3MOXHOCTEN;

b) Kak
— WHTErpupoBaTb 3T AENCTBUSA B CUCTEMY MEHEMKMEHTA U UCMNOSTHATb UX;
— OLeHNBaTb Pe3ynbTaTUBHOCTb 3TUX OENCTBUN.
NMPUMEYAHUE XOoTS B J@HHOM JOKYMEHTE YCTaHOBIIEHO, YTO nabopaTtopus NnaHupyeT AeACTBUSI NO PaCCMOTPEHUIO

puckoB, 3TO He sBnseTcs TpeboBaHMEM MpUMeHeHUst oduuManbHbIX MeTOOOB MeHe[XMEHTa pPUCKOB  WNnn
[OKYMEHTUMPOBAHHOIO MpoLecca MeHegXMeHTa puckoB. Jlabopatopuu MoryT peluatb: paspabaTtbiBaTb Unu HeT Gonee
pa3BepHyTYI0 METOLOMOMMI0 MEHEIXKMEHTA PUCKOB, YeM TpebyeTcsl AaHHbIM JOKYMEHTOM, HarpumMep, Yepes npuMeHeHue
Opyrix cTaHO4apToB MW PYKOBOACTBA.

8.5.3 [eictBus, npeanpuHATble AN pPacCMOTPEHUST PUCKOB WM BO3MOXHOCTENW, [OOIMKHbl  ObiTb
nponopuMoHarnbHbl  NOTEHUMANbHOMY BO3OENCTBMIO Ha [AOCTOBEPHOCTb  Pe3ynbTaToB, MOMYYEHHbIX
nabopatopuen.

MPUMEYAHUE 1 BapuaHTbl yCTpaHeEHNs1 pUCKOB MOTYT BKMOYaTb onpeaeneHne n nsbexaHue yrpos, NpuHsaTue pucka
Onsi MCMONb30BaHWS BO3MOXHOCTW, YCTPaHeHWe WCTOYHMKA pucka, W3MeEHeHWe BeposiTHOCTW WM MOCNeacTBUN,
pasgerneHue pycka unu yaepxaHue pucka 060CHOBaHHbIM peLLeHNEM.

MPUMEYAHME 2  BO3MOXHOCTM MOTyT NMPUBECTU K PacLUMPEHUIO cchepbl AeATeNbHOCTU flabopaTtopun, HaxXoXOeHUo
HOBbIX KIIMEHTOB, WCMOMb30BAHNIO HOBbLIX TEXHOMOTMN W APYrMX BO3MOXHOCTEW YAOBMETBOPEHWs noTpebHocTen
3aKa34MKOB.

8.6 Yny4weHue (Onuusa A)

8.6.1 IabopaTopusi AomkHa naeHTudmumMpoBaTb 1 BbiGpaTb BO3MOXHOCTM AN YiyYLEHUs U UCTIOMHEHNS
HeobxoauMbIX AEeACTBUNA.

NMPUMEYAHUE B03MOXHOCTM ynyyLleHns MOXHO naeHTUMUMpoBaTb NOCPEACTBOM aHanu3a nopsigka BbiMOMHeHNst
paboT, NCnonb3oBaHWA NONUTUKK, OBLUMX Lienen, NCXOAs U3 pesynbTaToB ayauTa, KOPPEKTUPYIOWNX eNCTBUIA, aHanuaa
CO CTOPOHbI PYKOBOACTBA, MPEANOXEHW OT MepcoHana, OLEHKW pucKa, aHanvs3a AaHHbIX U pesynbTaToB MPOBEPKM
KBanuukaumm.

8.6.2 Jlabopatopua [o/mkHa WHTEPECOBaTbCS OTKIMKAMM 3aKa34yMKOB, KaK MONOXUTENbHbIMUK, TaK WU
oTpuuaTteneHbiMi. Heobxogumo aHanvM3upoBaTb OTKIMKM M MCMONb30BaTb ONA  YMYYLWEHUs CUCTeMb
MeHeIKMeHTa, AeAaTenbHOCTN nabopaTtopun 1 06CryXMBaHMS 3aKa34YNKOB.

NMPUMEYAHUE MprMepbl TMNOB OTKIMKOB BKIOYAlOT aHanu3 yaoBMETBOPEHHOCTM 3aKas3yukoB, 3anmcy obmeHa
UH(OpPMaLMen 1 aHanm3 NpoTOKOMOB 3akasynkamu.

8.7 Koppektupyrowme gerncteus (Onuusa A)

8.7.1 B cny4yae BO3HMKHOBEHMSI HECOOTBETCTBUS NabopaTopusi 4OMKHa:

a) pearmpoBaTb Ha HECOOTBETCTBME W, B 3@BUCUMOCTM OT paccmMaTpmMBaeMoro criyvas:
—  NpeanpuHATbL Mepbl 4115 KOHTPOIS Y UCMPaBREHUS;
—  paccmoTpeTb NocneacTBus.

b) OLEeHUTb HeO0BXOAMMOCTb AENCTBUS NO YCTPaHEHUIO NPUYMH(bl) HECOOTBETCTBUA, TaK YTODObI OHO He
BO3HMKIIO CHOBA UNn B IPYroM MecTe, NocpeacTBOM

— aHanms3a " OUueHKMN HeECOOTBETCTBUA,
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— BblABNEHUA NPUYNH HECOOTBETCTBUA,

— onpenerieHna, CywecTBYyOT N nogobHble HECOOTBETCTBMSA WK MOMNKN Obl OHM MOTEHLUManbHO
BO3HUKHYTb;

c) BbINOMHUTL HEOOXOAUMbIE AENCTBUS;

d) paccMOTpeTb Pe3yNbTaTUBHOCTb NPEANPUHATBIX KOPPEKTUPYIOLLNX AEACTBUN;

e) aKTyanv3upoBaTb PUCKM 1 BO3MOXHOCTM, onpegefieHHble Npy NiaHnpoBaHuK, ecnvm Heobxoanmo;
f) B CIly4ae HeO0OXOOUMOCTM BHECTU N3MEHEHUSI B CUCTEMY MEHEKMEHTA,

8.7.2 KoppekTtupyowme enCTBUS A0SMKHbI COOTBETCTBOBATL BIIUSHUIO BbISIBIIEHHbLIX HECOOTBETCTBUMN.
8.7.3 IlabopaTopus QormkHa COXpaHsiTb 3anncu, Kak CBUAETENbCTBO

a) XapakTepa HeCOOTBETCTBUI, MPUYMH(bI) U NOCNEOYIOLMX NPUHATLIX MEP;

b) pe3ynbTaToB KOPPEKTUPYIOLLNX OENCTBUNA.

8.8 BHyTpeHHUM ayauT (Onuusa A)

8.8.1 JlabopaTopusa OOMmKHa MPOBOAMTbL BHYTPEHHME ayAMTbl Yepes3 3annaHUpOBaHHblE MHTepBanbl Ans
Nosy4yeHust MHcpopMaumMK O TOM, YTO CUCTEMA MeHeKMeHTa:

a) COOTBETCTBYET:

—  cobcTBeHHbIM TpeboBaHuAM nabopaTtopum B OTHOLIEHUMM CBOEN CUCTEMbI MEHEIKMEHTa,
BKItONan AenaTenbHOCTb nabopatopuu;

—  TpeboBaHUSIM AaHHOrO JOKYMEHTA.

b) 3¢pheKkTUBHO BHEOPSETCS U NOOOEPXKMBAETCS.

8.8.2 Jlabopartopusa gormkHa:

a) 3annaHupoBaTtb, BHEAPUTb WM BECTM MporpaMMy ayauTa, BKIOYas 4acTOTy MpoBedeHWsi, MeToApbl,
OTBETCTBEHHOCTb, TpeboBaHUs K MNNaHUPOBAHWIO WM OTYETHOCTM, KOTOPble [AOJDKHbI YYUTbIBATb
3Ha4YMMOCTb paccMaTpuBaemon [gesaTenbHOCTM nabopaTtopuv, W3MEHeHWs, BhnusiloWMe Ha
nabopaTopuio 1 pe3ynbTaTbl NpeablAyLNX ayanToB;

b) onpeaenuTb KpUTepum ayauta u obnactb NPUMEHEHNS Kaxaoro ayamTa;

c) obecneuntb coobLueHne pesynbTaToB ayanTa COOTBETCTBYIOLEMY PYKOBOACTBY;

d) BbIMOSNHWUTL COOTBETCTBYIOLLIEE UCNPaBMNEHNE U KOPPEKTUPYIOLLME AeNCTBUS 6e3 3aepxKKu;

e) XPaHUTb 3anucu Kak CBUAETENBCTBO BHEAPEHUS NPOrpamMmbl ayanTa u pesyrnbTaTtoB ayauToB.

NMPUMEYAHUE B ISO 19011 npepctaBneHo pykoOBOACTBO MO BHYTPEHHUM ayauTam.

8.9 AHanu3 co cTopoHbl pykoBoacTea (Onuusa A)

8.9.1 PykoBogctBo nabopatopuv OOIDKHO MPOBOAUTH  aHanmM3 CUCTEMbl  MEHemKMeHTa uJepes

3annaHupoBaHHble WHTEpBanbl, 4YTOObl oObecneunTb ee MOCTOSHHYK MNPUrogHOCTb, aAeKBaTHOCTb U

pe3yrnbTaTMBHOCTb, BKMoYasi pa3paboTaHHyl CTpaTervio U Lenu, CBs3aHHble C COOTBETCTBMEM [aHHOMY
OOKYMEHTY.
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Bxogdwne MNOTOKM B aHanuMse CO CTOPOHbl PYKOBOACTBA AOSDKHbI OblTb 3anMcaHbl U BKIHOYaATb

MHDOPMALIMIO, KacaloLLIYHCA CreayroLLero:

a)
b)
c)
d)
e)
f)
9)
h)

N3MEHEHN BHYTPEHHNX U BHELLHUX Npobnem, OTHOCALLMXCS K nabopaTopuu;
JOCTWXKEHMNSA Lenen;

COOTBETCTBUSI NOSIMTUKM U NMpoLenyp;

cTatyca JeNncTBUA 13 NpeablayLlero aHanmaa co CTOPOHbI PyKOBOACTBA;
pesynbTarta NnocneaHero BHyTPEHHErO ayauTa;

KOPPEKTUPYIOLLNX OEeNCTBUN;

OLEHKMN BHELLHUX OpraHu3aumn (cybnoapsaqmkoB);

M3MeHeHunn obbemMa 1 Tuna paboT Uy AnanasoHa AesTenbHOCTU nabopaTopuu;
OTKJIMKOB 3aKa34nKOB W NepcoHana;

npeTeH3unu;

pe3ynbTaTUBHOCTU BHEAPEHHbIX YIyYLLEHUN;

COOTBETCTBUS PECYPCOB;

pes3ynbTaToB uaeHTUMKaumn pucka;

nToroe obecnevyeHns JOCTOBEPHOCTUN pe3ynbTaToBs; U

OPYrux OTHOCALLMXCS K BONPOCY haKTOPOB, TAKMX Kak MOHUTOPUHI U 00yYeHue.

8.9.3 BbixoOHble MOTOKM M3 aHanM3a CO CTOPOHbI PYKOBOACTBA [AOMKHbI (PMKCMpOBaTb BCE pelleHus U
OelcTBUS, KacaloLumecs, Mo KpaHel mepe, cneayoLlero:

a)

b)

c)
d)

pPe3ynbTaTUBHOCTU CUCTEMbI MEHE)KMEHTA N €€ NPOoLECCOB,;

ynydweHna AOedAtesibHOCTU na60paTopV|V|, CBSI3aHHOW C BbINOSIHEHWEM Tpe6OBaHVIl7I AaHHOoro
OOKyMEeHTa,

obecneyeHnsi He0OXoONMbIX PECYPCOB;

no6o Heob6XxoaMMOCTU B USMEHEHUN.
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MpunoxeHune A
(MHOopMaTMBHOE)

MeTponoruyeckas npocrneXxnBaemocTb

A.1 OO6wwmne nonoxeHus

B oaHHOM npunoxeHun gaeTcs OOMNOMHUTENbHAas MHOpMaUUs Mo MeTPOrorMyeckoin NpocrnexnBaemocTy,
KOTOpasl SIBMSIETCS BaXKHbIM MOHATMEM ANl 06ecneyYeHnsi ConocTaBUMOCTM pe3yrbTaToB M3MepeHUi Kak Ha
HauMoHanbHOM, Tak U Ha MEXAYHapOAHOM YPOBHE.

A.2 YctaHOBNEeHMe MeTponorM4eckomn NpPocrnexmBaemMocTu

A.2.1 MeTponornyeckas MpPOCMNEXNBAaEMOCTb YCTaHaBMMBAETCH MNPU PacCMOTPEHUM W MOocredytoLlem
obecnevyeHunn:

a) crneundmrKaumn n3mMepsaemMmon BENNYUHbI (BENNYUHA, KOTOPYIO TpebyeTca n3aMepuTb);

b)  OOKYMEHTMPOBaHHOW  HENpPepbIBHOM  LEMOYKM  KanuBGpOBOK  PETPOCTEKTUBHO OO0  MPUHATLIX
COOTBETCTBYIOLUMX 3TAnoHOB (COOTBETCTBYIOLIME 3TanoHbl  BKMIOYAKT  HaUMOHanbHble UMK
MexayHapodHble CTaHaapThl, @ Takke BHYTPEHHWE CTaHaapThl);

c) OLIEHKM HeonpeaeneHHOCTU W3MepeHun Ans KaxOoro aTana B Lernodke NpocreXxnBaeMocTu
cornacoBaHHbIMM MeToAaMu;

d) BbIMONTHEHNS KaXKOoro atana B Lernovyke B COOTBETCTBMM C MOAXOAALMMU MeTodamMu C NorydYyeHuem
pe3ynbTaToOB M3MEPEHMUI U CBA3AHHBIX C HUMM 3aMNUCaHHbIX HeoNpeaeneHHOCTEeN N3MepeHi;

e) NoATBEepPXAEHNA TEeXHUYECKOW KOMMETEHTHOCTU nabopaTopuii, BbIMOMHSALWNMX OOAWH UMM HECKONbKO
3TanoB B LieNouKe.

A.2.2 CuctemaTtnyeckasi NorpeLiHoCTb U3MepeHuii (MHorga HasbiBaeMasl “cMelleHMeM”) KanvbpoBaHHbIM
obopynoBaHueM nNpuHUMaeTcs B pacyeT, YTobbl pacnpoCTpaHUTb METPOSIOrMYECKyH NPOCIEXMBAEMOCTb 40
pe3ynbTatoB wu3MepeHui B nabopatopun. VIMeeTcsi HEeCKOMNbKO MEXaHU3MOB MNPUHATUS B pacyeT
CUCTEMATUYECKMX TMOrpPEeLIHOCTE M3MEPEHUI B PacnpoOCTPaHEeHMU METPOSIOrMYECKON MPOCMEXMBAEMOCTU
N3MepEeHN.

A.2.3 WVHorga ans pacnpocTpaHeHUs MeTpPOnorMyeckor NpoCneXxnBaeMoCTU UCMONMb3YT U3MEpPUTENbHbIe
aTanoHbl, Hecylume MHOPMALMIO OT KOMNETEHTHOM NabopaTopun, KoTopas BKMOYaeT TONMbKO 3asBrfieHue o
COOTBETCTBUN TEXHWYECKMM YyCroBusam (onyckas pesynbTaTbl W3MEPEHWA W CBA3AHHbIE C  HUMMU
HeonpegeneHHocTn). ATOT noaxod, NPV KOTOPOM MpedesibHble 3HAYeHUs UMMOPTUPYIOTCHA KaK MCTOYHUK
HeonpeaeneHHOCTH, 3aBUCUT OT:

— MCMNOoJ1b30BaHNA COOTBETCTBYIOLLEro npasuna NpUHATUA pelleHna and yctaHoBleHUA COOTBETCTBUA,

—  npenenbHbiX 3HAYeHWR, nocriegoBaTenbHO 0OpabaTbiBaeMbIX TEXHUYECKM MPUrodHbIM crnocobom B
OlooxeTe HeonpeaeneHHOCTEN.

TexHn4ecKo OCHOBOW TaKoOro nogxopa SIBMSIETCA TO, 4TO AeKnapnpoBaHHoe COOTBETCTBUE TEXHUYECKUM
ycnosumaM onpenendet aguvanas3oH 3Ha4YeHUn M3MepeHI/Il7I, B TrpaHuuax KOToporo oxwungaetcaA WUCTUHHOEe
3Ha4yeHune, nNnpn yCtaHoOBNIEHHOM YpPOBHE OOBEPUA, N YHYUTbIBAET noboe cmellleHne OT UCTUHHOIO 3Ha4YeHus, a
TaKkXe HeornpeaeneHHOCTb N3AMepeHns.

NMPUMEP Vcnonb3oBaHme pa3HoBecoB knacca OIML R 111 gna kanMbpoBku BECOB.
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A.3 [eMoHcTpaumsa MeTposiorm4ecKkon NPoCrieXxmBaeMocTm

A.3.1 JlaGopaTtopuy HecyT OTBETCTBEHHOCTb 3a YCTAHOBIIEHME METPOIOrMYeckon MpPoCneXxnBaemMocT B
COOTBETCTBUWN C OaHHbIM OOKYMEHTOM. MeTponormyeckyio npocrnexvBaeMocTb oGecneynBaloT pesynbTaThbl
KanubpoBKW, MOMNy4YeHHble B nabopaTopuax, COOTBETCTBYIOLWIMX TpeBGoBaHMSAM [OaHHOTO [OOKyMeHTa.
MeTporormyeckyio MpocrexnBaemMocTs 0GecneynBaloT Takke aTTeCTOBaHHble 3HAYEHUs] aTTeCTOBaHHbIX
CTaHOapTHbIX 00pa3uoB, MOMyYEeHHbIX OT M3roToBUTEnNel (CTaHdapTHbIX OOpasLoB), COOTBETCTBYHOLLMX
TpeGoBaHuam 1SO 17034. CywecTBYylOT pasnunyHble Crnocobbl AeMOHCTpauMu COOTBETCTBMS AaHHOMY
JAOKYMEHTY: Npu3HaHue TpeTbel CTOPOHON (Takol Kak opraH Mo akkpeauTauun), BHELLHSIS OLleHKa CO CTOPOHbI
3aKa3YyMKOB WJIM CaMOCTOSITENIbHO BbIMOMHEHHAs OLEHKAa MPU3HAHHbIMKA Ha MEXOyHapoAHOM YPOBHE
cnocobamu, B TOM YucCHe:

a) KanubpoBouyHble 1 M3MepuTEmnbHblE  BO3MOXHOCTW,  MpefoCTaBnsieMble  HauMOHaNbHbIMU
METPOSIOTMYECKUMN  UHCTUTYTAMU MU YMOMHOMOYEHHBIMW  UHCTUTYTaMK,  KOTOpble  MPOLUMn
COOTBETCTBYIOLLUME nNpoBepku. Takyld MpoBEpPKY npoBoasaT noa pykosoacteom CIPM  MRA
(MexayHapoaHbii komuTeT no CornallueHunio 0 B3aMMHOM NpU3HaHum Mep 1 BecoB). Cnyx0Obl B paMmkax
CIPM MRA vykasaHol B [ononHenun C BIPM KCDB (Basa p[aHHbIX KIHOYEBbIX CRUYEHWUN
MexayHapoaHoro 610po Mep 1 BECOB), KOTOpoe NoapOBGHO ONUCKLIBAET AMana3oH U HeonpeaeneHHoOCTb
N3MepeHu Ans Kaxaomn ykasaHHOW B nepeyHe crnyxosbl.

b) KannbpoBouHble M U3MepuTesibHble BO3MOXHOCTM, aKKpeOWTOBaHHble OpraHoM Mo akKpeauTauum
nognagatot nog CornaweHve ILAC (MexayHapodHoe COTPYOHMYECTBO MO akkpeauTauuu
nabopaTopuii)  UNM  perMoHarnbHble  CornalleHusi,  npuaHaHHble  ILAC,  OeMOHCTpupyloT
METPOJIOrMYecKylo  npocnexunBaemMocTb. Cdoepa [OeATenbHOCTY aKKpeaMTOBaHHbIX JlabopaTtopuii
o6LleoCcTyrnHa B COOTBETCTBYIOLLMX OpraHax Mo akkpeauTaumu.

A.3.2 CosmectHast [eknapauua BIPM, OIML (MexayHapoaHas opraHu3auus Mo  3akoHoAaTerbHOM
meTtponorun), ILAC un ISO no MeTponorMvyeckorn npoCnexnBaeMocT npenocTaBnsieT KOHKpeTHoe
PYKOBOACTBO, Korga umeeTcs noTpebHOCTb B AEeMOHCTpauuu MeXAyHapoAHOW MpUeMMeMOCTU Lernoyku
METPOSOrM4YECKON NPOCIEXMBAEMOCTH.
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MpunoxeHune B
(MHopMaTMBHOE)

BapuaHTbl cMCTeMbl MeHegXKMeHTa

B.1 PacTtyuiee npumeHeHne cucteM MEHEMKMEHTa yBernmunBaeT noTpebHOCTb B TOM, YToBbI NabopaTopun
MornuM paboTaTb C CUCTEMOW MeHeXMeHTa, KoTopas cooTBeTcTByeT TpebosaHuam ISO 9001, a Takke
OaHHOMY [OKyMeHTy. B pesynbTate p[aHHbIM [OOKYMEHT MpeacTaBnseT ABa BapuaHTa TpeboBaHu,
KacaloLmxcs BHe4PEHUSI CUCTEMbI MEHEXKMEHTA.

B.2 Onuua A (cm. 8.1.2) BKkMwoYaeT MUHUMAnNbHLIN 06beM TpeboBaHWil AN BHEAPEHUS CUCTEMbI
MeHeKMeHTa B nabopartopun. Heobxoammo cneantb 3a TeM, YTOObI BKMOYNUTL Bee Te TpeboBaHusa 1ISO 9001,
KOTOpble KacalTcs cdepbl AesaTenbHOCTM nabopaTopun, OXBaTbiBAEMOW CUCTEMON MeEHEMXMEHTA.
JlabopaTtopun, koTopble cooTBeTCTBYIOT Paszgenam 4 — 7 u BbinonHAwT TpebosaHua onuun A Pasgena 8,
oyayT pabotatb, B 06LLEM, B COOTBETCTBMM C NpuHUunamu 1ISO 9001.

B.3 Onuusa B (cm. 8.1.3) nossonsietr nabopartopusm co3aaTb M NOAAEPKMBATL CUCTEMY MEHEKMEHTa, B
cooTBeTcTBUMM C TpebosaHuamu ISO 9001, Tak uTobbLI NogaepkmBaTb U OEMOHCTPUMPOBATL COOTBETCTBUE
Pasgenam 4 — 7. Jlabopatopuu, koTopble BbINOMHAKT TpeboBaHusa onunn B Pasgena 8, 6yayt pabotats, B
obuem, B cooTBeTcTBUM ¢ NpuHUMnamu ISO 9001.CooTBETCTBUE CUCTEMbI MEHEIPKMEHTA, B paMKax KOTOPOM
paboTtaeT paccmaTpuBaemass nabopatopusd, TpebosaHuam ISO 9001, camo no cebe He AeMOHCTpupyet
KOMMETEHTHOCTb 3TOoW nabopaTtopuu B NONYYEHUUN TEXHUYECKU OOCTOBEPHbLIX AAHHbLIX U pe3ynbTaTtoB. OTO
AocTuraeTcs nocpeacTtsom cooTsetcTeusa Pasgenam 4 — 7.

B.4 06e onuun npegHasHaueHbl AnNsS JOCTMXKEHUS OOHOMO U TOTO Xe pe3ynbTaTta B UCMOMHEHUN CUCTEMBI
MeHeIXMeHTa 1 B cooTBeTcTBUM Pasgenam 4 — 7.

NMPUMEYAHUE [oKyMeHTbI, AaHHble W 3anucu SIBMSTCA COCTaBNSAWUMU AOKYMEHTUPOBAHHOW WHGOpMaLmK,
ucnonb3yemon B ISO 9001 n gpyrmx ctaHgapTax Ha CUCTEMbl MEHEOXMEHTa. YnpaBrneHne oKyMeHTamm onucaH B 8.3.
YnpaBneHue 3anucamu onucaHo B 8.4 u 7.5. YnpaBneHue [aHHbIMW, KacawowuMucs AesATenbHOCTM nabopatopuwm,
onucaHo B 7.11.
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B.5 Ha PucyHke B.1 nokasaH npumep BO3MOXHOIO CXeMaTUYeCKOro npeacTasneHusi paboumx npoLeccos
nabopartopuu B cooTBeTCTBUM C Pasgenom 7.

Ob6paweHue ¢ obpasuammn ons KanuGpoBKK
WM UCMBITaHWA 7.4
o T 1
f -—— - 1 :
Obpasen .r__._.____._._E n:,g:;:r;::“ BeinonHeHne KanubGpoBKM/MCNLITAHUA Brinyck obpasua : O6pazey | 1
u] Ot6op npob
|J_C D | I v
TexHWU4eckue 3anucu
Pecypc : : : Ynpaenexue MeHemkMEHT Hecooreerctemne
AaHHEIMHU/MeHeKMeHT paboTtel
HWHpopMaumK
Bribop, o o
AHanua sanpocos, BepUcUKaLus OGecneveHne ueHKa Coob THeT
3anpoc reHae, H ocTH oodlleHue pesyneTatax
poB W AocT F
KOHTPaKTOB e nh:aTna WaMepeHua pesynsTatos
P I Banupauva | pesy.
MeTopa

Xanobei
(npereHauu)

PucyHok B.1 — Bo3moxxHoe cxeMaTuyeckoe npencraBrieHMe pabounx npoueccoB naéopartopumn
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Bubnuorpadusn

ISO 5725-1 ToyHOoCmb (ApasunbHOCMb U MPEeyU3UOHHOCMbL) Memodos U pe3yribmamos UsMepeHul.
Hacmb 1. Obwue npuHyurel u onpedeneHusi

ISO 5725-2, ToyHocmb (MpasunibHOCMb U MPeyu3UOHHOCMb) Memodo8 U pe3yrnbmamos usMepeHul.
Yacmb 2 OcHosHoU Memo0d onpedernieHUs nosmopseMocmu U 80Crpou3gooumMocmu cmaHdapmHoz20
Memooda u3MepeHust

ISO 5725-3, ToyHoCMb (MpasuribHOCMb U MPeyU3UOHHOCMb) Memod0o8 U pe3ysibmamos usMepeHud.
Yacmeb 3. [NpomexxymouyHble nokasamesiu npeyuduoHHoCcmu cmaHdapmHo20 Memoda U3MepeHUst

ISO 5725-4, ToyHocmb (nMpasuribHOCMb U MPeyU3UOHHOCMb) Memodo8 U pe3ysibmamos usMepeHul.
Yacmb 4. OcHogHble Memodbl onpedenieHus npaguibHOCMU cmaHOapmHo20 Memoda U3MepPeHUs

ISO 5725-6, ToyHoCMb (nMpasusibHOCMb U MPeyU3UOHHOCMb) Memod0o8 U pe3ysibmamos usMepeHul.
Yacmeb 6. Hcrionb3osaHue 3HadyeHUl mo4YyHoCmuU Ha rpakmuke

ISO 9000, Cucmembl meHeOxMeHmMa kadecmea. OCHOBHbIE MOIOXEHUS U Crioeapb
ISO 9001, Cucmembl MmeHeOxmeHmMa Kadecmea. TpebosaHus

ISO 10012, Cucmembl meHedxmeHma usmepeHul. TpeboeaHus K usMepumersibHbIM rpoyeccam U
uaMepumersibHoMy obopydo8aHuto

ISO/IEC 12207, UHpOopmauuoHHble mexHonoauu. [lpoueccbl XU3HEHHO20 UUKa npoepaMmMHO20
obecrieyeHus

ISO 15189, MeduuyuHckue nabopamopuu. CreyuanbHble mpebosaHusi K Kadecmey U
KoMremeHmHocmu

ISO 15194, MeduyuHckue u3denusi 0ns in vitro QuazHocmuku. M3mepeHue eernuduH 8 obpa3suax
buosioau4eckoz20 npoucxoxoeHuss. TpebogaHus K ammecmo8aHHbIM cmaHOlapmHbIM obpasuyam U
colepxaHuro corpogodumeribHol GOKyMeHmauyuu

ISO/IEC 17011, OueHka coomeemcmsusi. Obwue mpebosaHus K opzaHaM [0 akkKpedumauyuu,
aKkpedumyruwuM opaaHb! o oyeHKe coomeemcmeusi

ISO/IEC 17020, OueHka coomeemcmeusi. TpeboeaHus K pabome pa3sfuyHbIX MUNo8 Op2aHo8
UHcrnekyuu

ISO/IEC 17021-1, OueHka coomeemcmeusi. TpeboeaHusi K opaaHam, npoesodsawum aydum u
cepmucpukayuto cucmem meHedxmeHma Yacme 1. TpebogaHusi

ISO 17034, Obwue mpebosaHusi K KOMIemeHmMHocmu useomosumesieli cmaHlapmHbix 06pa3yoe

ISO/IEC 17043, OueHka coomeemcmeusi. Obwue mpebosaHusi K [MpoOBepKe Keasnugukayuu
nabopamopuu

ISO/IEC 17065, OueHka coomeemcmeusi. TpebogaHusi K opeaHam o cepmucgukayuu rnpodyKyuu,
npoueccos u ycrnye

ISO 17511, ObopydosaHue meduuyuHckoe Orsi duazHOCMUKU in Vvitro. KonuyecmeeHHble U3MEPEHUsT 8

buonoauyeckux o6pa3uax. MemponoauquKaﬂ ripocrsiexkueaeMocms 8€eJlU4UH, 3adaHHbIx 0Onis
Kanu6pamopoe U KOHMPOIJ1bHbIX Mamepuarsioe
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[27]

(28]

[29]

[30]

(31]
(32]

(33]

(34]

(35]

ISO/IEC 17025:2017

ISO 19011, Pykosodsiwyue ykasaHusi rno ayoumy cucmem MeHedxMeHma

ISO 21748, Pykosodcmeo 1o UcCronb308aHUK0 rnokazamersieli noemopsemMocmu, 80Crpou3gooumocmu
U npasusibHOCMU rpu oyeHuU8aHuUuU HeornpeoderieHHOCMU U3MEepPEeHUsT

ISO 31000, MeHedxmeHm puckos. [NpuHyunbl U pyKogoodsuue yKkasaHusi
ISO Guide 30, Cma+HdapmHbie obpasubl. Hekomopbie mepMuHbl U onpedesieHus

ISO Guide 31, CmaHdapmHbie obpa3subl. CodepxaHue cepmughukamos, 3MUKemMoK U
coripogodumeribHol Q0KyMeHmauuu

ISO Guide 33, CmaHOapmHble o0b6pa3ubl. Hadnexauwas npakmuka npuMeHeHUs1 cmaHOapmHbIX
obpasyos

ISO Guide 35, CmaHOapmHble o0bpa3subl. Pykoeodcmeo ro onpedeneHuro xapakmepucmuk U oyeHKe
00HOpOoOHOCMU U cmabunbHocmu

ISO Guide 80, Pykosodcmeo rno eHympusiabopamopHOMYy U320mOo8/ieHUr0 Mamepuasios 07151 KOHMPOIs
kadyecmea (MKK)

ISO/IEC Guide 98-3, HeornipedeneHHocmb usmepeHus. Yacmb 3. Pykogodcmeo 10 8bipaxeHuro
HeonpedeneHHocmu usmepeHusi (GUM:1995)

ISO/IEC Guide 98-4, HeornpedeneHHocmb u3mepeHul. Yacmb 4. Ponb HeonpedeneHHocmu
u3MepeHUs1 8 OUEHKe coomeemcmauu

IEC Guide 115, [lpumeHeHue HeonpedeneHHOCMU U3MepeHUll K 0esmesibHoCmuU M0 OUEHKE
coomeemcmausi 8 3/1eKIMPOMEXHUYECKOM CEKmMope

CoemecmHasi Oeknapauusi no memporsoaudeckol npocnexusaemocmu (Joint BIPM, ILAC u ISO
declaration on metrological tracefbility, 20112)

MexdyHapodHoe compydHu4ecmso o akkpedumauuu nabopamoputi (ILAC)3)
MexdyHapoOHbIl criogapb mepMuHo8 8 3akoHolamerbHol memponoauu (VIML), OIML V1:2013

JCGM 106:2012, OueHka OaHHbIX u3mepeHul. Ponb HeornpedeneHHocmu U3MepeHuli 8 OUeHKe
coomeemcmeusi

Bbibop u ucrionb3oeaHue cmaHOapmHbix obpa3uyos (Selection and use of reference materials)
EEE/RM/062rev3, Eurachem?)

Bpowrwopa CU. MexdyHapodHas cucmema eduHuy, (S| Brochure: The International System of Units (SI)/
BIPM )

2)
3)
4)

5)

http://www.bipm.org/utils/common/pdf/DIPM-OIML-ILAC-ISO_JOINT DECLARATION 2011.PDF

http://ilac.org/
http://www.eurachem.org/images/stories/Guides/pdf/EEE-RM-062rev3.pdf

http://www.bipm.org/en/publications/si-brochure/
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