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MpeaucnoBue

Lienu, ocHoBHblE NpuHUMNbLI M 06wue npaeuna npoBeaeHus paboT No MeXrocyaapCTBEeHHOR cTaHaap-
Tusauun yctasosneHsl FTOCT 1.0 «<MexrocyaapcTeeHHas cuctema ctaHgaptusaumn. OCHOBHbIE NONOXEHUA»
n FOCT 1.2 «MexrocyaapcTeeHHan cuctema ctaHgapTusaumuu. CTaHaapTbl MEXrocyAapCTBeHHbIe, NpaBuna

W PEKOMEHAALIMIA NO MEXIoCYapCTBEHHON CTaraapTusauuu. MNpasuna paspaboTku, NPUHATUS, OBHOBMEHNS
¥ OTMEHbI»

CBeneHusA o cTaHaa pTe

1 NOArOTOBJIEH PecnyGnukaHckum yHUTapHbIM npeanpusituem «bBenopycckuii rocyaapcTBeHHbIi

UeHTp akkpeguTauun» (lFocypapcteeHHoe npeanpusaTue «BILA») Ha ocHoBe coGCTBEHHOro nepesofa Ha
PYCCKWA A3bIK aHIMOA3LIYHON BEPCUMN CTaHgapTa, yKasaHHoro B nyHkTe 4

2 BHECEH lNocynapcTeeHHbIM KOMUTETOM NO cTaHaapTusaumn Pecnybnukn Benapyce

3 MPUHAT MexrocyaapcTBeHHbIM COBETOM MO CTaHAapTU3auuu, MeTPoNnorun u cepTudukaumu
(npotokon ot 28 uioHA 2019 r. Ne 55)

3a MPUHATUE nporonocosanu.

KpaTkoe HaumeHoBaHWe CTpaHb! Kog cTpaHbl no CokpalleHHoe HaMEHOBaHWE HaLUNORANBHOTO
no MK (UCO 3166) 004—97 MK (UCO 3166) 004—87 opraHa no cTaHaapTu3auuu

ApMeHua AM MuHakoHomMuku Pecnybnuku ApmeHus

Benapych BY loccrangapt Pecny6nvku Benapyck

KasaxcTaH KZ loccranaapt Pecnybnuku KazaxcraH

Kunprusus KG KblprelactaHaapt

Poccus RU Poccrangapt

TapKnKkucTaH TJ TapKkuKkcTanaapT

YabekucraH uz YacraHaapT

4 MpukasoMm PeagepanbHOro areHTCTBa No TEXHUYECKOMY perynuposaHuioc u metponorum ot 15 uions
2019 r. Ne 385-cT MexrocyaapcTBennblid ctangapt MOCT ISO/IEC 17025—2019 seeaeH B feiCTBUE B Kaye-
CTBE HaunoHanbHoro cranaapTa Poccuitckon degepauunn ¢ 1 ceHTsbps 2019 .

5 HacToawui cTangapt MAEHTUYEH MexgyHapoaHomy ctanaapTy ISO/IEC 17025:2017 «O6wue Tpe-
BoBaHWs K KOMNETEHTHOCTM UcnblTaTenbHbIX M kKannbpoBodHbIX nabopatopuin («General requirements for the
competence of testing and calibration laboratories», IDT).

B HacTosweM cTaHaapTe CNOBO customer nepeBeaeHo Kak «3aKasyuk» 1 MpUMEHSAETCA B Ka4ecTBe O4HO-
ro U3 3HaqdeHuin TepmuHa «noTpebutens» (cM. FTOCT P UCO 9000—2015, nyHkT 3.2.4; CTB ISO 8000—2015,
nyHKT 3.2.4), NOCKONbKY, Kak npasuno, nabopaTopuu B3aMMOAEACTBYIOT HENOCPEACTBEHHO C 3aKa34yMKoM yc-
Nyr MO UCTbITaHUSIM U KanMBPOBKe, a He C KOHeYHbIM nofb3oeartenem. Kpome Toro, B npakTuke ocylecTsrie-
Hus naBopaTopHOi aesitenbHocT obLweynoTpebuTenbHbIM ABMSAETCH CNOBO «3aKa34nK».

MexayHapogHbii cTangapT paspaborad Komutetom no ouerke cootsetctens (CASCO) MexayHapoa-
HOW opranu3auuu no ctanaaptmsaumnm (1ISO).

Mpu NpMMeHEeHW HACTOSILLEro cTaHaapTa pekoMeHAYETCs UCNOoNb3oBaTh BMECTO CCbINOUHBIX Mexay-
HapOAHbBIX CTaH4apPTOB COOTBETCTBYIOLLNE UM MEXIOCYAapCTBEHHbIe CTaHAapTbI, CBEAEHWUS O KOTOPbIX npu-
sefeHbl B AONONHUTENBbHOM Npunoxexnn A

6 B3AMEH FOCT UCO/M3K 17025—2009
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Mrgpopmayus o esederuu e delicmesue (npekpawieHuu dedicmeus) Hacmosiwezo cmaxdapma u usme-
HeHUU K HeMy Ha MeppPUMOPUU yKa3aHHbIX ebie 2ocydapcme ny6nukyemcs e ykazamensix HayuoHasbHbIX
cmaHOapmos, uzdasaeMbix 8 3mMux socydapcmeax, a makxe ¢ cemu MumepHem Ha caiimax coomeemcmay-
FOWUX HayuoHarbHbIX 0p2aHos Mo cmandapmusayuu.

B criyyae nepecmompa, usmeHeHus unu ommeHs HacCMosWezo cmaHOapma coomeemcmeyrowias UH-
gopmayus 6ydem onybnukoeaHa Ha OhuUUaTEHOM uHmepxem-caiime MexezocydapcmeeHHO20 coeema no
cmardapmusayuu, Memposoauu u cepmucgbukayuu 8 kKamanoze «MexeocydapcmeeHHble cmaHdapmbi»
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BBeaneHue

Hacroswmii craHgapt paspaboTaH C Lenbio YKpenneHus AoBepus K AesTenbHOCT naGopaTopui.
B HacToOsILLEM CTaHaapre copepxatcs TpebosaHus k nabopaTopusM, BbINONHEHVE KOTOPbLIX NO3BONUT UM
NPOAEMOHCTPMPOBATL KOMNETEHTHOCTb U CNOCOGHOCTbL NONy4aTh JOCTOBEPHLIE PE3ynbTaTh. NabopaTtopuu,
KOTOpbIE COOTBETCTBYIOT TPeBGOBaHNAM HACcTOALLEro cTaHaapTa, Take GyAyT B LIeNoM (PYHKUMOHUPOBATL
B COOTBETCTBUMN C npuHumnamm SO 9001.

CornacHo TpeboBaHUsaM HacTosiLero ctaHaapTa nabopaTopus AOMKHA NNaHWPOBaThL U OCYLLECTBNATDL
AEVCTBUA NO YNPaBNEHNIO PUCKaMK U BOSMOXHOCTAMU. YNpaBneHue puckami u BOSMOXHOCTAMU CO3AaeT
OCHOBY ANSi NOBLIWEHNS PE3YNbTAaTUBHOCTU CUCTEMbI MEHEMAXMEHTA, AOCTIKEHNA NYHLMX Pe3ynbTatos 1
NpenoTBpaLUeHNs HeraTBHbIX nocneacTeuit. Jlabopatopus HeCeT OTBETCTBEHHOCTb 3@ NPUHATUE PeLUEeHUsA
O TOM, KaKue pUCKM U BO3MOXHOCTHU HEOBX0ANMMO paccmaTpuBaThb.

Mcnonb3oBaHue HacToALWEero cTanaapTa ynpoCcTUT COTPYAHUYECTBO Mexay nabopatopusamu v Apyrumu
opraHamu n nomoxet B o6MeHe vHdOpMauued 1 ONLITOM, @ Takke B rapMoHW3aLWM CTaHAAPTOB U npoue-
Ayp. MpusHaHue pesynbTaToB nabopaTopHoO AESTENbHOCTY MeXAy CTpaHamu ynpolaetcs, ecny nabopa-
TOpUK COOTBETCTBYIOT TpeboBaHNAM HacTOsLero ctaHaapra.

B HacTosILLEM CTaHAapTe UCNONb3YIOTCA cneayloLue rnaronbHbie hopMbl:

- «JoMKeH» — obo3HavaeT Tpebosanve;

- «cnepyeT» — 0603HaYaeT pekoMeHaaUuIo;

- «<MOXeT» — 0603Ha4YaeT paspeLleHue,

- «cnocobeH» — 0603Ha4aeT BO3MOXHOCTb.

Bonee nogpoBHyIo MHOpMaLMIo MOXHO HalTy B [lupexTueax ISO/IEC, vacTb 2.

ins uenein uccnenoBaHWA MNONb3OBaTENAM PEKOMEHAYETCA AeNnUTLCA CBOWM BUAEHUEM HaCTOSLero
cTaHAaapTa ¥ NPeasoKEHNAMMN N0 BHECEHUIO N3MEHEHVI B nocneayiowme usaanns. Ytolbl NpUHATL y4acTue
B OHNaiiH-onpoce, Heo6xoANMO NPONTH MO ccbinke: https://www.surveymonkey.com/r/6MQI5ZC.

Vi
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MEXITOCYAODAPCTBEHHBLINW CTAHAAPT

OBLWUE TPEBOBAHWA K KOMMETEHTHOCTU UCNbLITATENBbHbIX
U KANIUBPOBOYHbIX TABOPATOPUN

General requirements for the competence
of testing and calibration laboratories

HaTta BBegeHua — 2019—09—01

1 O6nacTb NpUMeHeHUsA

HacToswwmii ctaHaapT ycraHasnueaeT obve TpeGoBaHNs K KOMNETEHTHOCTH, BECNpPUCTPACTHOCTH W
cTabunbHOMy YHKUWOHUPOBaHUIO NaGopaTopuii,

HacTosAwmiA cTaHgapT NpuMeHUM ko BCeM OpraHU3aLmMsM, 3aHUMAIOLLMMCA NaBGopaTopHOW AesTenbHO-
CTbi0, HE3ABUCUMO OT YNCNEHHOCTU NepcoHana.

3akaz4ukv nabopaTopuii, PerynmpyoLme opratbl, OpraHU3aLmMin U CXeMbl, UCMONL3YOLME NapUTETHYIO
OLEHKY, OpraHbl No akkpeauTauum, a Takke Apyrue CTOpPOHbl NMPUMEHAIOT HacTOSILUMIA CTaHAapT npv noa-
TBEPXKAEHUW UNWU NPUSHAHWN KOMNETEHTHOCTHM NaBopaTopuil.,

2 HopMmaTuBHbIe CCbINKK

MpU nNpUMEHeHUN HacTosLLero CcTaHAapTa PeKOMEHAYETCA WCNonb3oBaTh BMECTO  CCbINOYHbIX
MEXAYHApOAHbIX CTaHAAPTOB COOTBETCTBYHOLUME WM MEXFOCYySapCTBEHHble CTaHA4APTbl, CBEAEHWS O
KOTOpPbIX NPUBEAEHbLI B AONONHATENBHOM NpunoxeHnn JA

ISO/IEC Guide 99, International vocabulary of metrology — Basic and general concepts and associated
terms (VIM) (MexayHapogHbin crnoeapb no MeTpororun. OCHOBHbIE U OBLUME NOHATUS N COOTBETCTRYIOLME
TepMuHbl (VIM))

ISO/IEC 17000, Conformity assessment — Vocabulary and general principles (OueHka cooTeeTcTBUS.
Cnosapb 1 obLume npuHUMnbI)

3 TepMuHBI M onpeaeneHuns

B HacTosLWeM cTaHgapTe npumeHeHbl Tepmunbl no ISO/IEC Guide 99 u ISO/IEC 17000, a Takke cne-
Ayolmne TepMyUHbl C COOTBETCTBYIOLLUMU ONpeaeneHnsamMu.

ISO n IEC nopaepxusaioT TepMuHonornyieckue 6asel JaHHbIX AR MCNONb30BaHUs B o6nacTi cTanpap-
TH3aLUuK, KOTOpbIe AOCTYNHLI NO CNEAYIOLMM CChINKaMm:

- OHnanH-nnardopma ISO ans noncka AocTyrHa no cebinke: http://www.iso.org/obp;

- anekTponeaus IEC: aoctynHa no cebinke: http:/iwww.electropedia.org/

3.1 6ecnpucrpacTHocTk (impartiality): Hanmune o6bekTusHocTH.

MpumeyaHmne 1 -— O6BLEKTMBHOCTL 03HAYAET, YTO OTCYTCTBYIOT KOHDMUKTLI MHTEPECOB UMM OHW pa3peLualTes
Takum oBpaszoM, YTO He OKa3LIBAIOT HEraTUBHOIO BIUSHWS Ha Nocreayiowyl AesiTernbHocTb nabopatopum (3.6).

MpumMmevaHune 2 — [IpyrnmMu TepMUHamMu, UCNOL3YEMBIMU NPU Nepedade CyT cocTasnsiowmx Becnpuctpact-
HOCTY, SIBASIIOTCA «OTCYTCTBUE KOH(NUKTOB UHTEPECOB», KOTCYTCTBME NPEAB3STOCTUY, «OTCYTCTBUE NpesybexaeHniny,
KHEeWTpanuTeT», «CrpaBeanuBoCTbY, OTKPLITOCTbY, KOBBLEKTUBHOCTbY, KOTCTPAHEHHOCTbLY W «NapUTeTs.

[MCTOUYHUK: ISO/IEC 17021-1:2015, 3.2, uaMeHeHO — B npumedaHun 1 cnoea «opraHa no ceptTupu-
Kauuu» 3ameHeHbl Ha «nabopaTtopun», B NpUMeYaHun 2 CNoBO «HE3aBUCUMOCTLY UCKITIOHEHO U3 Cnucka.]
3.2 xano6a (npeteH3us) (complaint). BelpaxeHne HeyaoOBRETBOPEHHOCTU NMHOOLIM NMULOM UMK opra-
HW3auven B oTHoweHun nabopaTtopumn (3.6), KacawLleecs AEATENLHOCTU WM pe3ynbTaToB 3Tok nabo-
paTtopuu, NO KOTOPOMY OXMAAETCH OTBeT.

[MCTOYHUK: ISO/IEC 17000:2004, 6.5, nameHeHo — cnoBa «B OTNNYME OT anennauum» Obinu UCKN-
YeHbl, a CNoBa «OpraH No OUeHKe COOTBETCTBUA UMN Opraxd NO akKpeavTauuK, OTHOCALMACS K OesiTeNbHO-
CTW 3TOro opraHay» Obiny 3ameHeHb! cnoBamu «nabopaTopum, KacarwLeircs AeaTenbHOCTU UNKU pesynbTaTos
aTon nabopatopum».]

WUzpaHue ocpmumansHoe
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3.3 mexxnabopaTtopHoe cnuyeHnue (interlaboratory comparison): OpraHnsauus, BbINOTHEHNE W OLEHM-
BaHWE USMEPEHUI NN UCMBITAHWIA OAHOMO U TOTO XKE UMW HECKOMNbKUX NoAcBHLIX 06pa3uos Asyms unm 6o-
nee natopaTopusMu B COOTBETCTBUM C 3apaHee YCTaHOBNEHHbIMIA YCNOBUAMU.

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

3.4 BHyTpunabopaTopHoe cnuueHue (intralaboratory comparison): OpraHusauus, BbiNOfiHeHUe U
OLIEHMBaHKE U3MEPEHUIA UMW UCNLITAHUI OAHOTO U TOFO Xe UNK Heckonbkux NoaobHbIX obpasuoe B npege-
nax oaHow natoparopuu (3.6) B COOTBETCTBUM C 3apaHee YCTAaHOBNEHHbIMU YCINOBUAMM.

3.5 npoBepka kBanudukaumum (proficiency testing): OLieHUBaHWE XapaKTepUcTUKN (OYHKLMOHUPOBaHUS
yHacTHMKa Mo 3apaHee YCTaHOBNERHBIM KPUTEPUAM NOCPEACTBOM MexnabopaTopHbIx cnuyieHun (3.3).

[MCTOYHUK: ISO/IEC 17043:2010, 3.7, U3MeHEeHO — yAaneHbsl NPUMedaHuns K NyHKTY.]

3.6 na6opatopma (laboratory). Opras, KOTOPbIA OCYWECTBNSET OOUH WNU HECKONbKC U3 cneaytoumx
BUOOB AEATENLHOCTK!

- UCNbITAHUS;

- KanubpoBKa;

- oT6Op 06pasLoB, CBA3AHHLIA C NOCNEAYOWMMYA UCTBITAHUAMIA UMK KanMBPOoBKOW.

MpumeuaHue 1 -— B KOHTEKCTE HACTOALIEro CTaHAapTa noHsTMe «nabopaTopHan AeATeNbHOCTb» OTHOCUTCA
K TpeM BbilU€YKasaHHbIM BUOaM AesaTenbHOCTH.

3.7 npaBunNo NPMHATUA peweHna (decision rule): MNpaBuno, KOTOPoOE OMUCLIBAET, KaK YYUTbIBAETCH
HeonpeneneHHoCTe U3MePeHUA Npu NPUHATUN PELLEHNS O COOTBETCTBUN YCTAHOBNEHHOMY TpeGoBaHuIo.
3.8 Bepudpmkauma (verification): MNpepoctaeneHne 06LEKTUBHBIX CBUAETENLCTB TOr0, YTO AaHHbIA 06b-

€KT COOTBETCTBYET yCTaHOBNeHHbIM TpeboBaHUAM.

Npumepsi

1 ModmeepxBeHue moeo, Ymo BaHHbIl cmaHdapmHbli obpa3ey sie1iemcs, Kak 3asienieHo, 0OHOPOOHbLIM
OnsA 3HaveHUs eeNUYUHBI U coomeememayrowell Memoduku usMepeHull, ennoms 8o o6pasuya maccoil 10 Ma.

2 MModmeepxdeHue Mo2o, YMO 3KCNTyamayuoHHble XapakmepucmuKu UsMepumenbHol cucmeMsl unu 3a-
KoHoOdamenbHbie mpeboeaHus K Heli cobmodeHbl.

3 NNodmeepdeHue moeo, Ymo Moxem 6bimb docmuaHyma yeneeas HeonpedesleHHOCMb U3MepeHud.

MpumMmevaHue 1 — Koraa npMeHUMoO, cnegyeT yduTLIBaTb HEONPEAENEHHOCTb U3MEPEHUN.

MpumeuaHune 2 — O6bekTOM MoXeT 6biTb, HanNpuMep, NPOLECC, METOAUKA U3MEPEHUS, MaTepuan, BeWEeCTBO
WNKU M3MepUTENnLHaa cucTema.

MpumMmeuaHue 3 — YcraHoBneHHbIe TpebOBaHMA MOrYT 3aKniOYaTeCA, Hanpumep, B cobniogeHun cneunduka-
LUK1 NpOU3BOAUTENS,

MpuMmevaHue 4 — B zakoHoaaTensHON METPONOMMK, Kak 3T0 onpeaeneHo B VIML, u npu oueHke cooTBeTCTBUS
B LiefioM BepudUKaLUa OTHOCUTCS K MCCNEAOBAHUIO U KNEAMEHUK M/MNu Bbiaaue CBUAETENLCTBA O MOBEPKE U3Mepu-
TENLHON CUCTEMBI.

MpuMmeuarnue 5— lMosepky He crieayeT nyTaTb ¢ KanuGpoBkoW, He kaxzas sepucukaumua siBNsieTc Banuaa-
uuen (3.9).

MpumeyvaHune 6 — B xumMun BepucukaLna MAESHTUYHOCTU paccMaTpuBaemMoro obbekta unu peakuumn TpebyeT
ONUCaHVS CTPYKTYPb! UMK CBOWCTB 3TOr0 06BEKTa UNK peakuum.

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

3.9 Banupauus (validation): Bepudukaums (3.8), npn KOTOPOR yCTaHOBMNEHHbIE TpeBoBaHua cBA3aHbI
¢ nNpeanonaraemMbiM UCNONb3OBAHUEM,

lNpumep — Memoduka uamepeHusi, o6bIYHO UCMOnbL3yemMas ONsi UIMEPEHUS] MAaccoeoll KOHUeHmpauuu
azoma e eode, Moxxem 6bimb eanudupoeaHa maioke Onsi U3MEPEeHUs! Maccoeoll KOHUeHmpauuu azoma e chbieo-
pomke kpoau venoeexa.

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

4 O6wme TpeboBaHun

4.1 BecnpucTpacTHOCTL

4.1.1 NlaGopaTopHas AeATenbHOCTb JOMKHA OCYLLECTBASATLCA GECnpPUCTPacTHO, a Takke CTPYKTYpUpo-
BaTbCA M yNpaBnATLCA Takum o6pasom, 4Tobbl obecnednsaTts HecnpucTpacTHOCTb.

4.1.2 PykosogcTteo nabopartopuu AOMKHO NPUHATL 06583aTenbcTBa No 6ecnpucTpacTHOCTY.

4.1.3 NNabGopaTopus A0MKHa HECTVN OTBETCTBEHHOCTbL 3a GECNPUCTPACTHOCTL cBOeN nabopaTopHoii Aes-
TEMNbHOCTU U HE AOMXKHa OONyCcKaTb KOMMEpUYeckoe, (hHaHCOBOE UNW MHOEe AasneHue, crassilee Gecnpu-
CTPacTHOCTb Nog yrposy.

4.1.4 NabopaTtopus [orkHa MAEHTMOULMPOBATL PUCKU AN CBOeN HeCcnpucTpacTHOCTU Ha NOCTOSAHHOM
OCHOBE. JTO AOMKHO BKMKYATL PUCKM, KOTOPbIE BO3HWUKAKOT B NPOLEcce ee ASATENbHOCTH, B pesynbTaTte ee
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OTHOLLEHUI WK OTHOLEHUIA ee nepcoHana. BmecTe ¢ Tem Takue oTHOWEHUS He 0B6s3aTenbHO npeacTaBnswT
cobo¥ puck ana GecnpucTpacTHocTy nadopaTopun.

n puMevdyaHune — OTHOLUGHI/IH, KOTOpbIE YrpoXaT 6eCHpV|CTpaCTHOCTI/I na6opaTopMM, MOryT OCHOBLIBATLCA Ha
npase cOBCTBEHHOCTW, yNpaBneHun, pykOBOACTBE, NepcoHane, obwmx pecypcax, thuHaHcax, [oroBopax, MapkeTuHre (BKno-
vas 6p3H.CWIHl') ¥ KOMUCCUOHHbLIX Bbinmnatax unn Ha APYyrux suaax CtTuMmynnposasns B OTHOLLEHUM HOBbIX 3aKa3vMKOB U T. N.

4.1.5 MNpu obHapyxeHnm pucka aAns GecnpucTpacTHOCTM NabopaTopus AOMKHA BbiTh B COCTORHUM npo-
AEMOHCTPNPOBaTL TO, KaK OHa YCTPaHSIET UM MUHUMU3UPYET TakoW PUCK.

4.2 KoH(puaeHUNanLHOCTb

4.2.1 NabopaTopust AomMKHa Ha OCHOBE HPUANHECKU 3HAUYMMbIX ODA3ATENBLCTE HECTU OTBETCTREHHOCTL
3a ynpasneHue Bcei UHopmMauuen, NoCTYNMBLIER N3BHE MM NOSyYeHHON B NpoLiecce BbiNnonHeHUs nabo-
paTopHow AesdTtenbHocTu. JlabopaTopus A0MKHa 3apaHee UHOPMUPOBATL 3aKasuuka o6 WHopMaumm, ko-
TOpyto OHa HamepeHa pasMecTUTs B CBOGOAHOM AocTyne. UcknoueHne cocTaBnseT uHopMaums, kotopas
CTaHOBUTCS OGLIEAOCTYMHONW NO PelUeHio 3aKka3yuka NGO No COrnacoBaHu MeXay naBopatopuei u sa-
Ka34nkom (Hanpumep, € Uenbio pearnposalus Ha xanobbl). Bea uHas MHpopmauna cuutaeTtcs npeacTas-
NSOLLEN KOMMEPYECKYIO TalHy W AOMKHA PACCMaTPUBATLCS B KA4ECTBE KOHMDUAEHLINANLHOIA.

4.2.2 Ecnu B COOTBETCTBMM C 3aKOHOAATENbCTBOM WNU AOrOBOPHBIMU OTHOLUERUSIMIA nabopaTtopus
AOMKHA PackpbiTb KOH(MAEHUMaNbHYI MHOPMaLIWIO, OHa AOMKHA YBEAOMUTbL 3aKa3uyuKa WNu WHOe 3auH-
TepecoBaHHOe NULO O PacKpbITON MHOPMaLMK, B CRyYae ecnm 3TO He 3anpeLLeHo 3akoHOAaTENbCTBOM.

4.2.3 NHcpopmaLms © 3aKasynke, NONyYeHHas He OT CaMoro 3aKasynka (Hanpumep, NUua, HanpasuBLLErO
XanoOy, perynupytoLimx opraHoB), A0MxHa ObiTb KOH(UACHUMANBHOW MEXAY 3aKa3qMKoM 1 naBGopaTopuei.
CBeneHns o NocTaBLyuKe (MCTONHWKE) 3TON UHGOPMAaLINM AOMKHB! GbiTb KOHMAGHLMANBHBIMN ANS NaBGopaTo-
PUM 1 He AOMXKHbI NepeaBaTbCA e 3aKasqmnKy, ECNy 3TO He COrNacoBaHO € MCTOYHUKOM A4aHHON MHOPMaLK,

4.2.4 NepcoHan, BkNtoYas NobbIX YNEHOB KOMUTETOB, NOAPSAYMKOB, NEPCOHAS BHELUHUX OpraHoB Unu
OTAeNbHbIX NWL, AeCTBYIOUMX OT UMeHn nabopaTopuu, AOMKeH cobnogaTb KOHMUAEHUNANBHOCTL BCel
WHpOPMaLMK, NONYYEHHOR MM CO34aHHOW B XOAE BbINONHEHWA NabBopaTopHON AEATENbHOCTH, 32 UCKMHo-
YeHneM cny4aes, NpeAyCMOTPEHHbIX 3aKOHOAaTENBCTBOM.

5 Tpe6oBaHusA K cTpykType

5.1 JlabopaTopus aorkHa ObiTh OPUANHECKAM MULIOM UNU NOApPa3feNeHUeM IopUaNYEcKoro nuua, Ko-
TOPOE HECET IOPUANYECKYIO OTBETCTBEHHOCTL 3a €€ AeATENbHOCTb.

M puMedYyaHne — ﬂj‘lﬂ u,eneﬁ HaCTosALWero CraHaapTa npaBuTensCTBEeHHanA naﬁopaTopMﬂ CHUTaeTCsa opnanve-
CKUM NKLIOM Ha OCHOBE ee NpaBuTenbCTBEHHOro craTyca.

5.2 NlabopaTopus AomKHa onpeaenuTb PyKOBOACTBO, KOTOPOE HECET NOMHYIO OTBETCTBEHHOCTL 3a Na-
BopaTopuio.

5.3 Nabopatopus JofkHa onpeaenvTb W AOKYMEHTUPOBaTb obnacTb nabopaTopHOW AeATenbHoCTH,
npy OCyLWECTBNEHUN KOTOPOW OHa COOTBETCTBYET HacTosLeMy cTaHgapTty. ObnacTts, B OTHOLIEHWUN KOTOPOW
nabopaTopus 3as8BNSET O COOTBETCTBUN HACTOSLLEMY CTaHAAPTY, He AOMXKHA BKMOYaTL NabopaTopHylo ge-
ATENbHOCTL, OCYLWECTBNSEMYIO Ha NOCTOAHHOW OCHOBE BHELUHUMU NOCTABLLMKAMM.

5.4 NlabopaTtopusi gorxHa OCYLWECTBNATE CBOI AEATENbHOCTbL TakuM 06pasoM, 4Tobbl COOTBETCTBO-
BaTb TpeboBaHWAM HACTOSLIEro CTaHgapTa, CBOMX 3aKa34vuKOB, PerynupyroliMxX OpraHoB U opraHunsauuii,
obecneynBalox npusHadune. Jlabopartopus AoMmKHa HECTU OTBETCTBEHHOCTL 32 AEATENLHOCTL, OCYLLecTs-
nsiemyo BO BCEX MECTax ee NOCTOAHHOrO pasMeLeHns, BHe MECT e NOCTOSHHOrO pasmelleHus, Ha Bpe-
MEHHbIX UM NEPeaBMKHBLIX NTOWAAAX N Ha 0bbeKTax 3akasqvka.

5.5 labopaTopus gorxua:

a) onpeenuTb OPraHusaUMOHHYIO U YNPaBneHYeckyo CTPYKTypy naboparopun, ee Mecto B ronosBHOM
OpraHu3aLiM 1 B3auMOCBSI3U MeXay YNpasneHyeckuMu, TEXHUYECKUMU i BCMOMOraTenbHbIMU CryxBamu;

b) ycTaHOBUTL OTBETCTBEHHOCTb, MOMHOMOYUA W B3AaUMOOTHOLLUEHWUA BCEX COTPYAHMWKOB, 3aHSATBIX
B YNpaBneHun, BbINONMHEHUN UK NpoBepke paboT, BAUSIOLWMX Ha pesynbTaTkl NabopaTopHOW AesTENLHOCTY;

C) AOKYMeHTupoBaTeb CBOM npoueaypbl B obbeme, Heobxogumom ans obecnedeHns ctabunbHOro ocy-
LeCTBINEeHUs CBOEN AeATENbHOCTY U AOCTOBEPHOCTU pe3ynbTaTos.

5.6 NabopaTopua AOIMKHa UMETL NEepcoHarn, KOTopbIA, HE3aBUCUMO OT ApYyrux oBsa3aHHOCTEN, UMmeeT
NOMHOMOYMS U peCYPChl, HEOBXOAUMBIE ANS BLINOMHEHWUst CBOMX O0SI3aHHOCTEN, B TOM HUCHE:

a) BHeapeHue, NoagepKaHme 1 COBEPLUEHCTBOBaAHNE CUCTEMbI MEHEAKMEHT];

b) BbISBNEHWE OTKNOHEHMWI OT CUCTEMBI MEHEI)KMEHTa Unn OT Npoueayp ANs ocylecTeneHns nabopa-
TOPHOW AeATENbHOCTY; 5

C) UHULMNPOBaHNE Mep MO NPeAOTBPALLEHM UNU MUHUMU3ELUM TaKUX OTKIOHEHWUR,
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d) npeacTaeneHne pykoBOACTBY nabopaTopuu OTHETOB O (hYHKLIMOHUPOBAHUN CUCTEMbl MEHEMKMEHTa
¥ HeoBXoaAUMOCTU ee yIyYLIeHNs,

e) oBecneveHune pe3ynbTaTMBHOCTH NabopaTopHON 4eATENBbHOCTM.

5.7 PykosoacTeo nabopartopum AOSIXHO obecneunTsb:

a) o6MeH MHgopMauven O pesynbTaTMBHOCTU CUCTEMbI MEHEKMEHTa U BaXHOCTU YAOBNETBOPEHUS
TpeGoBaHWiA 3aKa34MKoB U ApYrUX TpeboBaHuii; )

b) coxpaHeHue LenocTHOCTM CUCTEMbI MEHEIKMEHTA NPU NNAHUPOBAHUN U BHECEHUM U3MEHEHUN B Hee.

6 TpeboBaHuA Kk pecypcam

6.1 O6wme TpeboBaHnA

JlabopaTopua pomkHa pacnonarartb MepcoHanoMm, nNoMelleHnsaMu, o6opy,qosaHV|eM, cucteMamMm M
BpcnomorarefbHbIMU CHY)KGGMM, HeobXxoaAnMbIMU ANA ynpagneHua na60paTopHoF1 AeATeNbHOCTLIO U AR ee
ocywecTeneHuns.

6.2 Nepcoxan

6.2.1 Becb nepcoHan nabopaTopuu, Kak NOCTOAHHbIA, Tak U NPUBMEKaeMbIA, KOTOPbIA MOXET MOBNUATL
Ha OeAaTenbHOCTe Nabopartopuu, AoMkeH AeicTeosaTtk OecripucTpacTHo, BbiTh KOMNETEHTHBIM U AOIHKeH
paboTaTb B COOTBETCTBUM C CUCTEMOW MeHeKMeHTa nabopaTopuu.

6.2.2 NlabopaTtopus [4omkHa AOKYMEHTUpoBaTb TpeBoBaHNA K KOMNETEHTHOCTU NepcoHana ANA Kaxaon
chyHKUMK, BNUSIIOLLEN Ha pesynbTaTel NabopaTopHON AesTernbHOCTH, B TOM vucne TpebosaHua K obpasosa-
HUIO, KBanudukauumu, npodecCUoHaNbLHON NOArOTOBKE, TEXHUHECKUM 3HAHMSAM, HaBbIKaMm, OnbITY.

6.2.3 NlabopaTopus JOMKHa rapaHTUpOBaTb, YTO nepcoHan obnafaer KOMNETEHTHOCTLIO ANS BbINON-
HEeHWUs NaGopaTOpHOW AERTENBHOCTH, 33 KOTOPYIO OH HeceT OTBETCTBEHHOCTb, U OANA OUEHKU 3HaYMMOCTU
OTKIMOHEHUIA.

6.2.4 PykosoacTeo natopaTtopun AOMKHO A0BECTU A0 KaXKAOro COTpYAHWKA ero o6s3aHHOCTH, OTBeT-
CTBEHHOCTb U NOMHOMOYMA.,

6.2.5 NlabopaTopust gormxHa UMeTb npoueaypy {(bl) M BECTU 3anucu no;

a) onpeaeneHmnto TpeboBaHNi K KOMNETEHTHOCTH;

b) noabopy nepconana;

C) NOAroTOBKE NEPCOHaNa;

d) HabnaeHWo 3a nepcoHanom;

€) HageneHuo nepcoHana NnoNMHOMOYUAMY;

f) MOHWTOPUHIY KOMNETEHTHOCTM NepcoHana.

6.2.6 JlabopaTopusi AOMKHA YNONHOMOUUTL NEPCOHAN Ha BbINOMTHEHNE KOHKPETHOW NabopaTopHon aes-
TeNbHOCTU, BKIOYas (HO HE orpaHu4YnBasch) creaytlee:

a) pas3paboTky, U3MeHeHue, BEpUbUKaLMIo 1 Banngauuio MeTogos,

b) aHanus pesynbTaToB, B TOM YUCNE 3aABNEHWIA O COOTBETCTBUN UMN MHEHWUIA U MHTepnpeTaLuii;

C) NOATOTOBKY OTYETOB O pesynbTaTax, ux NPOBEPKY U yTBEPXASHUWe.

6.3 MNomelweHns n ycnoBust okpyxalolen cpeabi

6.3.1 MomellueHns 1 ycnoeus OKpyxatollen cpeabl AOMKHbI GbiTb NPUrCAHLIMK ANS OCYLECTBREHUS
nabopaTopHOi AeATeNbHOCTU W He AOIKHBI OKa3biBaTb HEraTUBHOE BIIVSIHWE Ha LOCTOBEPHOCTb Nonyyae-
MbIX pesynbTaTos.

n puMmeyaHme — BO&QGI;ICTBVIFI, KOTOpblE MOFYT HEraTUBHO BNMATL HA AOCTOBEPHOCTE PE3ynNbLTATOB, BKIOYAIT

(HO He orpaHWuMBAIOTCS) CreaylowmMe: MUKPOGNONIOrMYeckoe 3arpsAsHeHe, Nbifb, ANEKTPOMArHUTHLIE NOMEXW, U3nyye-
HWE, BRaXHOCTb, aNeKTpocHabxeHue, TeMnepaTypa, Wym u subpaums.

6.3.2 TpeGoBaHus, NpeabRBRAEMbIE K NOMELLEHUAM W YCMOBMAM OKpysKalolleil cpefbl, HeOBXOAUMbIM
Ans ocylwecTsneHus NabopaTtopHon AEATENBHOCTU, [OMKHbI GblTb AOKYMEHTUPOBaHbI.

6.3.3 JlaGopartopusa fomkHa OCyWecTBATL MOHUTOPUHI YCTIOBUM OKPYXatollel cpeasl, ynpasreHue
UMW U UX perucTpauuio B COOTBETCTBUN C TEXHUYECKUMU TpebBoBaHuUAMU, METOAaMU U MEeTOSUKaMU unu
B Ccrydasx, koraa oHu BNUSIKOT Ha JOCTOBEPHOCTL Pe3ynbTaToB.

6.3.4 Mepbi Mo ynpaBnexuio NOMeLLeHNsIMU A0MXHbI BbITb BHEAPEHbI, NOABEPraTbC MOHUTOPUHIY 1
nepnoau4eckomy nepecMoTpy ¥ BKNYaTb (HO HE OrpaHUYMBaTLES) criegytoLlee:

a) AOCTYN W UCMOMNb30BaHME YYaCTKOB, OKa3blBAOLLMX BUSHWE Ha NabopaTopHyo AeATenbHOCTb;

b) npeaoTepalleHne 3arpasHEHUA, B3aMMHOTO BIIMSIHUA MM HEGNaronpusiTHbIX BO3ASCTBUIA Ha Nabo-
paTopHY0 OeATENbHOCTb;
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C) adbpeKTMBHOE pasrpaHuyeHne 30H, B KOTOPbIX MPOBOAWTCS HECOBMECTUMAS nabopartopHasa ges-
TEeNbHOCTD.

6.3.5 MNpw ocyuwiectenennn nabopaTtopuein 4eSTENbHOCTU Ha OBBLEKTaX, HAXOAALMXCS BHE ee NOCTOSH-
HOro ynpaeneHus, oHa AomnxHa obecneunTb COOTBETCTBME MOMELLIEHUIA U YCNOBUIA OKpyXatollel cpeab
TpeboBaHNAM HacTosILero craHgapTa.

6.4 ObopynoBaHue

6.4.1 Nlabopatopus gormkHa MMeTb AOCTyN K 06OPYAOBaHMIO (BKMKOYAs, HO HE OFpPaHUYMBANCh, cpea-
CTBa U3MepeHus, NporpaMmHoe obecneveHue, 3TanoHbl, CTaHAapTHble 06pa3aUbl, CNPaBOYHbIE AaHHbIE, pe-
aKkTUBbI, pacxofHble MaTepuansl unu BCnoMorartenbHble YCTPOWCTBA), KOTOpPOoe HeobXoanMO ANS Haanexa-
LLiero ocyliecTeneHus nabopaTopHow 4esTenbHOCTM U KOTOPOE MOXET NOBIIMATL HA ee pe3ynbTaTbl.

Mpumeuvanne 1 — CyllecTByeT MHOXECTBO Ha3BaHWN AN CTAHAAPTHbIX 06Pa3UOB M CePTUULIMPOBAHHBIX
CTaHAapTHeIX 06pa3LoB, HAaNPUMEP 3TanOHbl, KaNMBPOBOUHLIE 3TANOHLI, CTaHAAPTHbIE 06pa3Lbl, KOHTPONbHLIE 06pas-
usl. B 1ISO 17034 npuseneHa AONONHUTENLHAA MHCOPMALNA O NPOU3BOAUTENSX CTAHAAPTHLIX o6pa3suos (RMP). Mpo-
UsBoAUTENN cTaHaapTHeIX 06pasLoB, cooTBeTCTBYKIWMX TpeGosaHnam ISO 17034, cuMTaloTCa KOMNETeHTHLIMK. CTaH-
AapTHble 0o6pasubl OT npoussoguTened, cooTeeTcTeylowMe TpebGosanuaMm ISO 17034, nocraensiotcs ¢ nacnop-
TOM/CEpTUUKATOM, KOTOPLIN ONpeaenseT cpeau NPoUMX XapakTepUCTUK OAHOPOAHOCTb M CTaBUNLHOCTL ANA yKasaH-
HbIX CBOWMCTB, @ AN CEepTUPULMPOBaHHLIX CTaHAAPTHBIX 06pasLioB — yKa3aHHble CBOWCTBA C CepTUULMPOBAHHLIMU
3HAYEHUAMU, UX HEONpeaeneHHOCTb N3MEPEHUIA U METPOIOTMYECKYIO NPOCNEXNBAEMOCTb.,

Mpumevanune 2 — B ISO Guide 33 paxkl pekomeHgaUMK NO BbIGOPY U NCNONB3OBAHWIO CTAHAAPTHLIX 0GPA3LIOB.
B ISO Guide 80 npuseaeHbl ykasanus no N3rotoeneHnio o6pasLios, NPUMEHSEMBIX ANA BHYTPEHHEro KOHTPONS KavecTBa.

6.4.2 B Tex cny4asx, korpa naboparopus ucnone3yeT obopyaoBaHue, HaxoasLeecs BHe 30HbI ee No-
CTOSIHHOrO YyNpaBneHus, oHa AonxHa obecneynTs ero cooTBeTcTBMe TpeGoBaHUAM HACTOSALEro cTaHaapTa.

6.4.3 NaGopaTopus gormkHa vMeTb npoueaypbl obpalienns ¢ o6opydoBaHUEM, ero TPaHCNOPTUPOBKMY,
XpaHeHus1, akcnnyaTauumM 1 nnaHosoro obcnyxueaHus B Luensix obecnedeHns Hagnexaiero yHKUMOHWUPO-
BaHuUA 1 NPeaoTBPALLEHNS 3arpA3HEHNA N NOBPEXAEHUS.

6.4.4 NaGoparopus gormkHa NoATBEpAUTL COOTBETCTBUE 06OPYAOBAHNS YCTAHOBMEHHBIM TpeBoBaHNAaM
nepea BBOAOM €ro B 3KCNyaTauunio MK NOCne BO3BpaTa B 3KCNyaTauuto.

6.4.5 OGopynosaHne, ucnonbayemoe AN M3MEPEHUA, AOMKHO obecneunBaTb TOMHOCTE U/UNKU Heonpe-
AeneHHOCTL namepeHui, Tpebyemble Ans obecneveHuns JOCTOBEPHOro pesynbTara.

6.4.6 UsmeputensHoe obopyaoBaxue 405KHO GbiTe KanubpoBaHo, ecnu:

- TOYHOCTb U HEONpeaeneHHOCTb U3MEePEHUA BMUSIOT Ha AOCTOBEPHOCTL NPeACTaBNAeMbiX pesynbTa-
TOB, W/unn

- kanubposka obopyaoBaHus TpebyeTcs AN yCTaHOBMEHWS METPONOrM4eckon NpocnexuBaeMocTy
npeacTaBnAeMbIX pesynbTaTos.

n pumMmevyaHune — K Bunagam OGOpYAOBaHMH, OKa3blBalOULIUM BNUAHUE Ha [OCTOBEPHOCTb nNpeacrasneHHbiX pe-
3yNbTaToB, MOXHO OTHECTHU oﬁopyp.OBaHue, cnyxallee ans.

- APAMOro namMepeHuna onpe,qennemoﬁ BeNnUYuHbI, HanpuMep NpuMeHeHne BeCoB ANA U3MEPEHUA MacCChbl,

- BHECEHUS NonpaBoK B UIMEPEHHbIE 3Ha4YeHNA, HanpuMep naMepeHusa TemMnepaTypsbl,

- Nony4YeHunsa pesynbTata usMepeHus nytem BbIMUCIIEHUI HA OCHOBE 3HaYEHUIN HECKONbKMX BENUYUH.

6.4.7 NabopaTopns gorxHa paspaboTaTe nporpammy kanubpoBKW, KOTOpas AOMXKHA nepecmaTpusaTh-
CSl U KOPPEKTUPOBATLCS NO MEepe HeoBXOAMMOCTM C Lienbio NOAAEMKaHUS OOBEPUs K CTaTyCy KanwbpoBKu.

6.4.8 Bce obopynosanue, kotopoe TpebyeT kanubpoBkM MK UMeeT onpedeneHHbli CPoK roaHOCTY,
JOMKHO BbiTb MapKMpoBaHO, 3aKoOAWPOBaHO UMK MHbIM O0BpasoM MaeHTUDWUUMPOBaHO, YTODBLI NO3BONUTL
noneaopatento o6opyaosanHns BLICTPO MASHTUPUUUPOBATL CTATYC KANIMBPOBKU MU CPOK rO4HOCTU.

6.4.9 Obopyaosanue, koTopoe BbINO NOABEPrHYTO NEPErpyske Unu HeENPaBunbLHOMY ODpPAaLLEHMNIO, Bbi-
AaeT COMHUTErNbHbIE Pe3ynbTaThl, a TakKe B criyyae, ecnu 6bif0 3aMedeHo, YTO OHO ABNAETCH AedekTHbIM
WUNK He COOTBETCTBYET YCTaHOoBNeHHbiM TpeboaHusaMm, AomkHo ObiTb BbiBEeAeHO M3 akcnnyatauuu. OHO
DOMKHO GbiTb M30NMPOBAHO, YTODbLI NPEeaOTBPATUTL Er0 UCNONb3OBaHME, UIK YeTko 0Bo3HaYeHo unn npo-
MapKMPOBaHO Kak HeucnpaeHoe, noka He ByaeTt nposBepeHo, YTO OHo paboTaeT npasuneHo. flabopatopus
AomkHa uccnenoBaTh BNusHUe gedekrta UM OTKITOHEHMS OT YCTaHOBNEHHbIX TpeboBaHWA U NPUCTYNUTL
K pabodel npoueaype no ynpasneHuo HecooTBeTCTByoLen paboTon (cM. 7.10).

6.4.10 Ecnn npoMexXyToYHble NpoBepku HeoOXoauMbl AN MOAAEPXKaHUS YBEPEHHOCTU B MCNPaBHOCTH
obopyaoBaHusi, TO 3TV NPOBEPKA AOMKHbI NPOBOANTHCH B COOTBETCTBMN C YCTAHOBNEHHOWN npouenypow.

6.4.11 Ecnu pesynbTaTbl kKanmbpoBKK 1 CBeAEeHUs O CTaHAAPTHbIX obpasuax skroualoT B cebsa onop-
Hble 3HaYeHUs UNKU nonpaBoYHble Ko3adduuneHTbl, To Nabopatopus gomkHa obecneynTb, YTO ONOpPHbIE
3HauyeHna U nonpaBodHble KO3MMUUMEHTH OOGHOBAAIOTCH U NPUMEHAIOTCH AOMKHBIM 0Bpa3oMm B cooTBeT-
CTBUM C YCTAHOBMEHHbIMU TPeBOBaHUAMN.
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6.4.12 labopaTopus AoMKHa NPUHUMATL NPaKTUYECKUE Mepbl MO NpeaAoTBpalUeHuio HenpeaHaMepeHHbIX
perynupoBoK 060pyA0BaHUS, KOTOPbIE MOTYT NPUBECTU K NPU3HAHUIO PE3yNbTaToB HeAeNCTBUTENbHBIMM.

6.4.13 [JomkHbl BECTUCH 3anMCK O COCTOSIHUM 0BOpYAOBaHNsA, KOTOPOE MOXET NOBMUNATL Ha nabopartop-
HYI0 AeATeNbHOCTb, 3anucK AoMKHB! BKIIOYaTh CNeaylolee, Koraa 3To NpUMeHNMOo:

a) mgeHTUdMKaum oBopyAoBaHUA, BKNIOYAs BEPCUIO MpPOrpaMMHOro obecnedveHns, B TOM 4ucre
BCTPOEHHOIO;

b) HaumeHoBaHWe M3roTOBWUTENS, MOEHTUMDUKALUMIO TUNA, CEPUAHBIA HOMED UNWN APYIYIo YHUKaNbHYI0
naeHTUMUKaLUIo,

¢) AaHHble BepuduKaumMm 0 TOM, 4To 0GopyAoBaHNe COOTBETCTBYET YCTAHOBNEHHbIM TpeboBaHNaM;

d) TekyLlee MecToHaxoxaeHue,

€) fathl U pe3ynbTaTbi KanMbpPOBOK, perynupoBOK, KPUTEPUMU MPUEMKN U NAAHUPYEMYyLo Jaty criefyo-
Wen kanubpoBKN NNK MeXKanubpoBOYHbIN UHTEpPBAn,

f) pokymeHTaLuMIo Ha cTanfapTHele o6pasLbl, pesynbTaTbl, KpUTepUN NPUEMKKN, COOTBETCTBYIOLINE AaThl
1 CPOKW rOAHOCTH;

g) NNaH TexHU4eckoro oBCnyXuUBaHWA U TeXHUYeckoe o6CNyXMBaHMe, BbINOMHEHHOEe K HacTosLLeMy
MOMEHTY BPEMEHMU, ecnu aTo TpebyeTca Ans paboTkl 060pyAoBaHUS;

h) noapoBHyio uHthopMaunio © NMoBbIX NOBPEXAEHUAX, HEUCNPaBHOCTAX, MOANMUKALMAX UM peMoHTe
oBopynosaHus.

6.5 MeTponoruueckas npocneXxmsaemMocTb

6.5.1 Nabopatopusa AorxHa yCTaHOBUTbL W NOAAEPXKUBATE METPOINOrMYECKYHD MPOCNeXMBaeMoCcTb pe-
3yNbTaTOB CBOMX M3MEPEHWI, CBA3LIBAA UX C COOTBETCTBYIOLLEA OCHOBOW AN CPpaBHEHWA NOCpeAcTBOM A0-
KYMEHTUPOBAHHON HErnpepbIBHOW Leny KannbpoBOK, KaXaas M3 KOTOPbIX BHOCUT CBOW BKNag B Heonpeae-
NEHHOCTb U3MEPEHUI.

MpumeuvaHue 1-— B ISO/EC Guide 99 meTponorinyeckas NpocneXxmnBaeMocTb ONpeaensieTcsl Kak «CBONCTBO
pesynbTaTa U3MEpPEHUsi, B COOTBETCTBUMN C KOTOPLIM Pe3ynbTaT MoxkeT BbiTb COOTHECEH C OCHOBOW ANs CpaBHEHUS no-
CPeACTBOM AO0KYMEHTUPOBAHHON HeNpepbIBHOW uenn kanubpoBoK, KaXaas M3 KOTOPbIX BHOCUT BKNaj B HeonpeaeneH-
HOCTb U3MEPEHNAY,

NpumevaHne 2 — Cwm. npunoxenve A gns nonyvyeHus QOROMHUTENBHOW MHOPMAaLUKM O METPONOrUHEcKo
NPOCNEXUBAEMOCTH,

6.5.2 NNaGopatopusi aormkHa obecneunTts NPOCNEXMBAEMOCTL pesynbTaToB M3MEPeHUiA K MexayHapoa-
Holn cucteme eguHuy (CU) nocpencTsom:

a) kanbpoBky, NpeaoCcTaBNAEMON KOMNETEHTHOW NabopaTopueit; nnu

Mpumeuanne 1 — NNabopatopuun, ygoeneTsopsolune TpEOOBAHUAM HACTOALLEr0 CTaHAApTa, CHUTAIOTCH KOM-
NeTEHTHbLIMU,

b) cepTUDNUMPOBaHHBIX 3HAYEHU CEPTUDULMPOBaHHBIX CTaHAAPTHBIX 0OpPa3LOB KOMNETEHTHOro Npo-
N3BoAUTENS C YKasaHHOW METPONOrNYECcKon npocnexmusaeMocTeo k CU; unu

MpnmeuaHne 2 — [lpoussoauTenn CTaHAapTHbIX 06pasuoB, BbiNOnHsOWMe TpeboBaHWs cTaWaapTa
ISO 17034, cunTaloTCA KOMNETEHTHBIMU.

C) HenocpencTBeHHO| peanusaunn eavHny CU, NOATBEPXAEHHOW CNMYEHUsIMIA, MPSIMBIMUA UM KOCBEH-
HBIMM, C HAaUMOHANBHBIMK UMK MEXAYHapOAHLIMU STanoHaMMU.

NpumeuaHune 3 — lMNoapoBHas MHDOPMALWA O NMPaKTUYECKOW PEANU3aLMA ONPEAENEHNI HEKOTOPbIX BaXHeN-
WX eanHny npuseaena B bpowope CH.

6.5.3 Ecnn yctaHoBneHVe METPONOrM4eckon NPoCNEXnBaeMocTu K eamHnLam CU ¢ TeXHUYECcKoW TOHKN
3peHnA He NPeAcTaBnseTcsl BO3MOXHbLIM, Nabopatopus ACMKHa NPOAEMOHCTPUPOBATL METPOMOrMYECKYHo
NPOCNEXUBAEMOCTL K COOTBETCTBYIOLLEN OCHOBE ANS CPABHEHWUSA, HaNPUMep K

a) CepTUUUNPOBAHHbBIM 3HAYEHUAM CePTUPULMPOBAHHBIX CTAHAAPTHLIX 0BPA3LIOB, NPeAOCTaBMNEHHbIX
KOMNETEHTHLIM U3rOTOBUTENEM;

b) pesynsTatam, nony4eHHbLIM C MPUMEHEHWEM PeepPEeHTHbIX METOAMK U3MEPEHWIA, YCTaHOBIIEHHbIX
METOA0B MNN COMMacoBaHHbIX CTAHA4APTOB (3TANOHOB), €CNMU OHKM YETKO OMUCaHbl U MPU3HAHLI B KayecTse
ofecnednBaloWnX pesynbTaTbl USMEPEHUHA, KOTOPLIE OTBEYAKOT CBOEMY NpeanonaraeMoMy HasHaueHuHo
NoATBEPXAAI0TCH COOTBETCTRYHOLUMU CITUYEHUAMM.

6.6 NMpoaykums u ycnyru, npeaocTaBRsieMbie BHEWHUMMU NOCTaBILUKAMM

6.6.1 JlabopaTopus gonxHa o6ecne4nTb NPUroAHOCTb UCNOMb3YEMbIX NPOAYKLUWM U YCNyr, NPeAoCTas-
NAEMbIX BHELUHUMW NOCTaBLUMKAMM, KOTOPbIE BMSIOT Ha AeATENLHOCTL NaGopaTopuu, Korga oHu:
a) NpegHasHaveHbl A8 UCNOMb30BaHUsA B COBCTBEHHON NabopaToOpHON AESTENbHOCTY:
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b) npepocTasnstoTcs nabopatopuen, YacTUYHO UMK MOMHOCTBIO, HanpsMylo 3aKasynky B TOM COCTOS-
HUK, B KOTOPOM OHYM 6bINK NOMNYYEHb! OT BHELLHEro NOCTaBLUMKA;

C) MCNONb3YIOTCA ANA NOAAEPXaHWS paboTkl nadopaTopui.

Flpmmeqanme —_ I'lponykumsa MOXEeT BKNOYaTb, Hanpumep, 3TanoHbl U o6opyp,oaaHme, BCAOMOraTenbHbie
YCTPOUCTBA, pacxoAHbie MaTepuarnkl W cTaHAapTHele obpasubl. Yenyrn MoryT BknoYaTh, Hanpumep, ycnyru no kanmo6-
poeke, oT6opy 06pasLoB, UCMLITAHUAM, OBCNYXUBAHWIO NOMELLEHUI 1 obopyaoeaHus, npoeepke KBanudukaunm, oLeH-
Ke u ayauTy.

6.6.2 lTabopatopus gomkHa MMETb NPOLIEAYPbI N BECTU 3aNUCU AMS:

a) onpepereHus, pacCMOTPEeHUs U yTBepxXaeHus TpeBosaHuii naGopaTopum K NMpoAYKUUW U ycryram,
NpefocTaBAAEMbIM BHELWHUMU NOCTaBLUUKAMMU;

b) onpeaeneHusi kpuTepues ANs OLEHNBAHMS, BLIGOPA, MOHUTOPUHIA AEATENLHOCTMN U NEPUOANYECKOrO
OLieHUBaHWA BHELUHUX NOCTaBLUWKOB,

c) obecneyeHus Toro, HToGbI IPOAYKLMA U YCNYTW, NOCTaBNNEMbIE BHELUHAMIU NOCTaBLMKAMU, COOTBET-
CTBOBanM ycTaHoBneHHbIM TpeboBaHnsiM naGopaTtopum unu, koraa aTo NPUMEHUMO, TpeBoBaHUSIM HacToS-
Lero ctaHaapTa, npexae YeM oHv ByayT ucnonb3oBaHbl B paboTe Unv HeNocpeACTBEHHO nepeaaHsbl 3aKas-
“UKY;

d) ocyLlecTBneRns Kakux-nmbo AeicTBMiA No pe3ynbTaTaM OLUEHWBaHWA, MOHUTOPUHIa AeATENbHOCTY U
NepuoaNYECcKoro OLeHMBaHUA BHELLHUX NOCTABLLUKOR.

6.6.3 JlabopaTopus 4ormKHa MHCOPMUPOBaTL BHELLHMX MOCTABLVKOB O CBOUX TPEBOBaHNAX B OTHOLLEHWN:

a) NpeaocTaBnseMbtX NPOJYKLUUM U yCnyr;

b) kpuTEpUER NPUEMKH;

C) KOMNETEHTHOCTK, BKNIOYan TpeboBaHUaA K KBanupuKkauum nepcoHana;

d) AesATenbHOCTH, KOTOpyl nabopaTopus MnM ee 3akasyMk HaMepeHbl OCYLLECTBUTb Ha TeppuTopuUM
BHELWHero nocTaBLLuMKa,

7 TpeboBaHus Kk npoueccy

7.1 PaccMoTpeHMe 3anpocoB, TeHAEepPOB U AOFOBOPOB

7.1.1 IlaGopaTopus fOMKHa UMETbL Npoueaypy ANS PacCMOTPEHUS 3anpOCOB, TEHAEPOB U 4OrOBOpPOB.
Mpoueaypa aonxHa obecnednsaTs, YTO:

a) TpeboBaHua Hagnexawmum o6pasom onpegeneHbl, LOKYMEHTUPOBaHEI U NPaBUNLHO NOHUMAIOTCS:

b) naGopatopusa pacnonaraeTt BOMOXHOCTAMM N pecypcamu ANs BbINONHeHUs1 TpeGoBaHui,

C) B cnyyae npuBnevYeHUs BHELWHUX MOCTaBLUMKOB BbINONHAKTCA TpebosaHws 6.6 u naBopaTopus
npegnaraeT 3akasquky, 4Tobbl KOHKpeTHas nabopaTtopHas AesTenbHOCTb Gbina BbINONHEHA BHELUHUM Mo-
CTaBLMKOM, U nony4aeTt ogobpeHne sakasuuka.

n pumedyaHue 1 — anHﬂTO, 4YTO naﬁopaTopHaﬂ AEATEeNBEHOCTE MOXET OCYLLUEeCTBNATLCHA BHELWHUM NocTaBwu-
KOM B TeX crnyJasx, Koraa:

- nabopatopus pacnonaraeT pecypcaMin U KOMNETEHTHOCTBIO AN OCYLUECTBNEHUA AeATenbHOCTU, OAHAKO B cuny
HenpeaBNAEHHbIX o6CcTOoATENLCTB OHA He B COCTOSIHUW BbINOMHUTL €€ YacTUYHO 1NN NONHOCTbLIO,

- naﬁopaTopMn He pacnonaraer pecypcaMm unnm KOMNEeTeHTHOCTLIO AN OCYWEeCTBNEeHUSA AEATENBbHOCTH.

d) BbiBpaHbl COOTBETCTBYIOWME METOABI MM METOAMKM U OHW CNOCOBHbI YAOBNETBOPUTL TpeboBaHus
3aKas4mKos.

Mpumevanne 2 — [InNs BHYTPEHHUX NNKN NOCTOSIHHBIX 3AKA34YMKOB PACCMOTPEHNE 3anpocoB, TeHAEPOB U A0ro-
BOPOB MOXeT BbITb BbINONHEHO B ynpoLweHHoOmM suae.

7.1.2 Nabopatopusi JOrKHa UHDOPMUPOBATL 3aKasumKa, Korga MeToy, 3anpallvBaeMbii 3aKaz4vmMKoMm,
SIBMNSIETCH HENPUMEHUMbBIM UMW YCTaPEBLUNM.

7.1.3 Korga sakasuuk 3anpalluBaeT 3aknioyveHue O COOTBETCTBUM cneundukaunmy unu ctaHgapTty Ha
ucnblTaHua Mnu Kanubpoeky (Hanpumep, rogex/He roged, B npegenax Aonycka/aa npeaenamu 4onycka), To
cneynduKauna UNu CTaHAAPT ¥ NPaBuna NPUHATUA pelueHuid 4oMmkHb! ObiTb YeTKo onpeaeneHsl. Ecnu npa-
BUO NPUHATUA PELLEHUS He ONpedeneHo 8 creundukaLMm unu cTanaapTe, TO OHO AOMKHO BbITb coobLyeHo
3aKa34uKy U COrMacoBaHO C HUM.

NMpumevaHue — JononHMTENbLHYIO MHOPMALMIO O 3asBreHusax o cooTseTcTaum cm. B ISO/IEC Guide 98-4.

7.1.4 NioBble pasHornacus Mexay 3anpocoM vnu TEHAEPOM U AOrOBOPOM AOIMKHbI BbiTh yCTpaHeHbl A0
Hauana nabopaTopHon AeaTenbLHoCcTU. Kaxabli 4oroBop AOMKEH BbiTe NpueMneMbiM Kak Ans naéoparopum,
Tak v Ana 3akazdymka. OTKIOHEHUS OT NOMNOXEHMW Jorosopa No 3anpocy 3akasuuka He AOMKHbI BNUAT Ha
06BbEKTUBHOCTL NabopaTopun UNW 4OCTOBEPHOCTL €€ pe3ynbTaTos.
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7.1.5 3akaszuuk gomkeH GbiTb NPOMHMOPMUPOBaH O NOOGOM OTKNOHEHWM OT YCINOBUI AoroBopa.

7.1.6 Ecnv B AOroBop BHOCATCS U3MEHEHMUs nocne Toro, kak paboTa Havanack, aHanus aorosopa fon-
xeH BbITb NpoBeAeH NOBTOPHO U Ntobble U3MEHeHNs AOMKHbI GbiTb A0BEAEHbI A0 CBEAEHUS BCEX COTPYAHM-
KOB, Ha AEATENbHOCTb KOTOPbIX BANAIOT AaHHbIE U3MEHEHMS.

7.1.7 NabopaTopus OOMKHA COTPYAHWYaTL C 3aKasuyukamu Unu X NPEACTaBUTENSMU ANA YTOYHEHWUR
3anpocoB 3aKasunka n HabnaeHUs 3a AeATENBLHOCTLI0 NabopaTtopum, BoinoNHsoWeh paboTy.

MpumMmeyvanue — Takoe COTPYAHUHECTBO MOXET BKNIOYATD!

a) obecneyeHue npuemMnemoro AocTyna K CoOTBETCTBYIOWUM 30HaM na6opaTopm1 ans Habnwgenns 3a naﬁopa-

TOPHOW AEATENLHOCTLIO, BLINONHAEMON ANS KOHKPETHOTO 3aKas3uuka,
b) nogroTosky, ynakoBky 1 0TNpaBKy 06beKToB, HeOGXOAUMBIE 3aKa34UKY € LeNbIo NPOBEPKMU.

7.1.8 3anucu no aHanuay, BkNoYas niobble 3HAYUTENbHbIE N3MEHEHWS!, AOMKHbI COXpaHATLCA. Tawke
AOIMKHBI COXPAHATLCS 3aNUCK COOTBETCTBYIOLLMX NEPEroBOPOB C 3aKa3uukoM, kacarwmecs TpebosaHui 3a-
Kasunka unu pesynbtaTos nabopaTopHOi AeATeNbHOCTH.

7.2 Boibop, Bepudunkauus u Banuaauna MeToaos

7.2.1 Boi6op u Bepucdukauma MeTofoB

7.21.1 ﬂaGOPaTOPMH ACMKHaA NPUMEHATE COOTBETCTBYHLWME MeTOABl N METOAUKU ANA BCeX BUAOB Na-
6opaTopH0171 AATeNbHOCTU N NPK HeoGXoANMOCTU ONA OUEHNBAHUS HeonpedeneHHOCTH wamepeHmﬁ, a TakKe
cTaTucTnHeckue MeTolbl 4NA aHannia AaHHbIX.

MpuMmevaHne — TepMUH «KMETOA», UCTIONb3YEMBIV B HACTOALLEM CTaHAAPTE, U TEPMUH «KMeTofiuKa umepe-
Hwi», npuseaeHHbln B ISO/IEC Guide 99, MoryT paccMaTpuBaTbCsi KAk CUHOHUMBI.

7.2.1.2 Bce MeToabl, METOOANKN U COMYTCTBYIOWME AOKYMEHTBI, TaKMe Kak MHCTPYKUKKW, CTaHZapTsl, py-
KOBOACTBA NO 3KCnNyaTauuy M CrpaBovHLIE AaHHbIE, UMELLMEe OTHOLWEHNE K nabopaTopHON AESTENBHOCTY,
BOMKHBI NOAAEPXKUBATLCA B aKTyanbHOM COCTOSHWMN U BbiTh NErkoaoCTYNHBIMK ANS nepcoHana (cM. 8.3).

7.2.1.3 labopatopusi gomkHa ofecne4ynTs NpuMeHexne nocrnegHen AencTByLWen pegakuum MeToaa,
33 UCKMIOMEHWEM CNy<aeB, KOr4a ee NpUMeHeHWne sBNseTcs HeuenecoobpasHbiM U HeBO3MOXHbLIM, Mpu
HeoBXoaNMOCTY ANs MPUMEHEHUs MeToga ROMXKHbI BbiTe paspaboTaHbl AONOMHUTENbHbIE YTOYHEHUS, YTO-
66l obecneunTb ero HeNPOTUBOPEUUBOE NPUMEHEHKE.

n puMmMmevyaHve — MemyHapoAHble, pervoHanbHble UNU HauUOHanbHble CTaHaapTbl AW Apyrue NpusHaHHbie
TeXHUYecKne TpeboBaHUA, coaepxaline AOCTaTOMHYIO U TOMHYIO UHGOPMAaLMIO O TOM, KaK OCyLeCTBASTE NabopaTopHyio
AesTeNnbHOCTb, He TpebyeTca [ONONHATD UMK NepenucLIBaThL B KAaYeCTBE BHYTPEHHUX Npoueayp nabopaTopuu, ecnm aTu
CTaHAapTbl HaNUCaHbl Takum o6pasoM, 4YTO MOryT NpUMEHATLCA NMPOUIBOACTBEHHLIM NEPCOHANOM na60paTopvw|. ,D,.nﬂ
BapuaTUBHLIX 3TanoB MeTo4a Unu ansa AoNONTHUTENBHOTO nop.poﬁHoro OnMncaHnA MoXxeT nOTpGﬁOBaTbCH npepocTasne-
HWUe ONONHUTENbHOW AOKYMEHTaLUK.

7.2.1.4 Korpa 3akas4uk He onpeaenseT MeTof, KOTopblit HeoBxoaumo NpUMeHsATs, naGopaTopus 4onMx-
Ha BbiGpaTe NOAXOAALLMIA METOA CaMOCTOSITENBHO U NPOUHAOPMUPOBaTL 06 3TOM 3akaszyuka. PekomeHay-
eTCcs UCNoNnb3cBaTb MeToAbl, OnyGrvKoBaHHbIE B MEXAYHapOAHbIX, PernoHanbHbIX WUNW HaUWOHAaNBHbIX
cranpapTax, nubo pekoMeHAOBaHHble aBTOPUTETHBIMW TEXHUYECKUMW OpraHusauusimu, nubo onucaHHbie
B COOTBETCTBYKLIMX HAYYHbIX CTaTbAX UMK KypHanax, Nubo ycTaHOBNEHHbIe M3roToeUTenem oGopyaosa-
HUA. Takke MOryT NPUMEHSATLCA METoAb!, padpaboTaHHble nabopaTopuel U MoaNULMPOBaHHLIE.

7.2.1.5 [1o BHeapeHun meTtonos B paboty nabopartopust OMKHA NOATBEPAUTL, UTO OHa MOXET Haane-
xawmm obpasom npuMeHsTb BbibpaHHble MmeToabl, obecneyusas TpeGyemoe ucnonHeHue. 3anucu o sBepu-
vkaLnmn JOMKHLI COXpaHATLCS. Ecnu nsmeHeHus B MeToa Gbinv BHECEHb! OpraHu3auuer-paspaboTUnkom,
TO Bepudukaums gormkHa 6biTh NpoBeaeHa NOBTOPHO B HeoBxoaumom obbeme.

7.2.1.6 Npu HeobxoaumocTy paspaboTku HOBOro MeToda AoMmKeH BbiTb COCTaBneH nnaH paboT u
HasHaueH KBanuUUMpPOBaHHbIA NepcoHan, obecneveHHbIn HeoBXoaUMbIMKU pecypcamu. B npouecce pas-
paboTkn MeToaa AOMKHa NPOBOAUTLCA NepuoaMYeckas oueHka paboT ¢ Lenblo NOATBEPXKAEHUS TOro, YTO
TpeboBaHua 3akasunka Bce ewle BbINONHSKOTCA. JIobble W3MEHEHUN, BHOCMMbIE B NnaH paboT, AOMKHbI
BbITb 0A0GPEHBI U YTBEPKAEHBI.

7.2.1.7 OTKNOHEHWe OT MeTOLOoB ANA Bcex BUAoB NabopaTopHoW AeATENbHOCTH AOMKHO AonyckaTtbcst
TONBKO TOrAa, KorAa aTo OTKIOHEHUE 0POPMNEHO AOKYMEHTANbHO, TEXHUYECKN 060CHOBaHO, YTBEPXKAEHO 1
NPUHATO 3aKA3YUKOM.

n pumedvaHune — Cornacne 3akasumka Ha OTKNOHEHMS MOXET BbIThb 3apaHee OroBopeHo B Aorosope.
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7.2.2 Banugaumsa metoaoB

7.2.2.1 JlaGopaTopus AomMKHa NPOBOAWTE BaNUZaUMI0 HECTAHAAPTHLIX METOA0B, METOAOB, paspabo-
TaHHbIX nabopaTopuen, N CTaHAaPTHLIX METOAOB, UCNOMb3yeMbiX 3a npeaenamm ux obnacTu npuMeHeHns
WM KakuM-NUBO WHbIM 0BpasoM MoaupMUMPOBaHHBIX. Banupauws aomkHa 6biTe HACTOMBKO MOMHOM,
HaCKOINbKO 3TO HeobxoanMo, 4YToObl oTBEYATL NOTPEGHOCTAM 4AHHOMO NPUMEHEHVS N 0BNacTy NpUMEHEHNS.

fMMpumevaHue 1 — Banupauna moxer Brnouats npoueaypsl oT6opa 06pasLoB, obpalleHusi ¢ 06LeKTammn uc-
NbITAHUSE UNN KaNUBPOBKN N UX TPAHCNOPTUPOBKU.

NMpumeyanue 2 — [ns Banuaauum MeToaa MOXET MPUMEHATLCA OOVH W3 cnegylowux cnocoboe nubo ux kom-
BuHaums:

a) Kanuﬁposxa unnn oueHnsaHue CMelleHnsa U NPeUn3noOHHOCTU C UCNOSIb3OBAHWUEM 3TaNOHOB WK CTaH4APTHbIX
obpaauos;

b) cuctematuueckan ouerka hakTopoB, BNUSIOLUUX HA pe3ynbTar;

C) Nposepka YCTOWYMBOCTU METOAA NOCPEACTBOM U3MEHEHNS YNpaBNseMbIX NapameTpos, Takux kak TemnepaTtypa
B TepMocTaTe, Ao3upyemMbld obbem;

d) cpaBHeHue C pesynbTaTamu, NoNyYeHHLIMU C NOMOLLBLIO APYrvX BannaUPOBaHHLIX METOACR,

e) mexunabopaTopHble CrUHeHUs;

f) oLeHWBaHWe HeonpeneneHHOCTU N3MEPEHUIA, CBA3AHHON C PE3YNbLTaTaMn M3MEPEHMUIA, Ha OCHOBAHWM NOHUMAaHUS
TeOPeTU4ECKUX MPUHLIUMOB METOAA U ONbITa ero peanuaaumm npu otbope 06pasLOB UMK NPOBEAEHNA UCHBITAHWA.

7.2.2.2 [p1 BHECEHUN M3MEHEHWI B BaNUANPOBaHHbIA METOA UX BNUSIHUE AOMKHO BbITb ONPeaeneHo u,
B cny4ae ecnu b0 YCTAHOBMEHO, YTO OHW OKa3bLIBAIOT BMMAHWE Ha NEPBOHaYanbHYK BANUAALIMIO, AOMKHA
ObiTb BbINONHEHA HOBas BanMAaLvs MeToa.

7.2.2.3 XapaKTepucTuKu BanuMaMpoBaHHbIX METOAOB, OLEHEHHbIe AN npeanonaraeMoro MCnonb3oea-
HUS, DOMMKHbI COCTBETCTBOBATEL NOTPEOHOCTAM 3aKa34MKOB N YCTaHOBNEHHBIM Tpe6oBaHMSM.

MpumMmeyaHne — XapakTepucTikn MeToAa MOTYT BKAIOYATL (HO HE OrPaHUYMBATLCS) AUANa3oH N3MEPEHWi, TOY-
HOCTb, HeoMnpeaeneHHoOCTb pe3ynbTaToB MSMepeHMﬁ, npeaen 05Hapy)KeHV|5|, npegen Konn4ecTBeHHOro onpeageneHus,
u3bupaTtensHocTs MeToaa, NMUHEMHOCTL, NOBTOPSEMOCTb UMK BOCMPOM3BOAUMOCTb, YCTOMYMBOCTL K BHELLHUM BO3AEi-
CTBUAM UNU 3¢>cpe|<'raM BIMUAHUA MaTpUubl 06pa3ua WNu ucnbiTbiBaeMoro obbekta v CMeLleHne.

7.2.2.4 [labopaTtopus AOMKHA COXPaHATL cnegyLmne 3annucy o Banuaauum:

a) UCNOMb30BaHHYK NpoUeaypy Banuaaung;

b) nepeyers Tpeboranuiz;

C) onpeaeneHune xapakrepucTuK MeToaa;

d) nony4yeHHble pe3ynbTaTh!;

€) 3aK0YEHNE O NPUroAHOCT METOAA BMECTE ¢ NOAPOBGHBIM ONMUCaHUEM ero COOTBETCTBUS B OTHOLLIEHWUM
npegnonaraemoro UCnonb30BaHMA.

7.3 OT60p O6pasuoB

7.3.1 B cny4ae korga naGopaTopusi nposoauT oT6op 06pasuos BeLLECTB, MaTepmanos unu NpoayKumm
AN NOCNEAYIOWNX UCNbITaHWA N KanNMBPOBKK, OHa AOMXKHA UMETb NNaH U METOAbI X oT6opa. Metog oT-
fopa 06pa3yoB OOMKEH YYUTbIBATb (DAKTOPL!, KOTOPble HEOOXOOAUMO KOHTPOMUPOBATL, UYTOOLI ofecneunTs
AOCTOBEPHOCTL pe3yfbTaToB NOCNEAYHLLMX UCNbITaHUI Uni kanubpoeku. MnaH u meTog otbopa o6pasLos
HomkHbl GbITe AOCTYNHBI HR MecTe nposeaeHnst otbopa. MnaHbl oT6opa 06pa3sLOoB AOMKHLI OCHOBLIBATLCS,
Koraa aTo uenecooBpasHo, Ha COOTBETCTBYIOWMX CTAaTUCTUYECKUX MeToAaX,

7.3.2 Metoabl otbopa 06pasLios AOSKHBI ONUCHIBAT:

a) BblBop obpasyos unm Touek oTbopa,;

b) nnan otbopa 06pasuos,;

¢) nogrotosky unu obpaboTky obpasua (0B) BelLlecTsa, MaTepuana unu NpoAYKUUK ¢ LeNbio NONYYEHUs
Tpebyemoro obpasua ans nocneaylwero NPoBeASHUS UCNbITAHNA UK KanubpoBKw.

Mpumevanune — lNocne Toro kak obpasey nonyyeH nabopatopueit, gansHellwee obpallexue, KOTOpoe MOXeT
notpeboBaTbCs, ONUCaHO B 7.4,

7.3.3 NabopaTopua AOMKHA COXPaHATb COOTBETCTBYOWME 3annucu of6 otbope o6pasLoB, KOTOPLIV CO-
cTaBnsieT 4YacTb NpoBeAEeHHbIX UCNBbITAHWMIN UNW KAaNUBPOoBKY. Takue 3anucu JormkHbI BKOYaTh B cebst (ecnu
NPUMEHUMO):

a) CCbINKy Ha NPUMEHEHHBIN MeToa oTBopa 06pasuos;

b) paty v Bpems oT6opa obpasuos;

C) faHHble ans naeHTuduKkaumm 1 onucaHns obpasua (HanpmMep, HoMep, KONMYECTBO, HAaUMEHOBaHNE);

d) naeHtTudukaumio nuya, BeinonHueLwero otéop obpasuos;

e) uaeHTudnkaumio ncnonb3oeaHHoro obopyaosaHus,

f) ycrnoBus okpyxarwuwien cpefbl U TPaHCnopTUPOBKY;
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g) CXembi UNKU Apyrue aKBUBaNEHTHblE cnocobbl uaeHTUdMKaLMK MecTa oTbopa obpasuos, ecnu 3To
Heobxoanmo;
h) OTKNOHeHWs, AOMOMHEHUs! N UCKITIYEHNS M3 MeToaa U nnaHa oTbopa obpasiLos.

7.4 O6pauieHne ¢ 06 beKkTaMMn UCNbITAHUIA UK KaNUG6pPOBKU

7.4.1 NNabopatopusi 4oMKHa UMeTb Npoleaypy ANA TPaHCNOPTUPOBKM, NONYYEHNA 0BBEKTOB UCTILITAHUNA
WK KanubpoekK, obpalleHns ¢ oGbekTamMn UCNBITaHUA UNKU KaNMBPOBKKX, 3aLLUTLI, XpaHeHust, obecnedeHns
COXPaHHOCTU, YHUUTOXEHUS UNKU BOo3BpaTa 06bEKTOB MCNLITAHUIA UNKU KanuBpoBKX, BKTIOHAs BCE YCMoOBMS,
HeoBxoanMbIe ANA 3alUTbI LENOCTHOCTU 06BLEKTOB UCMBITAHUA UMK KanNUBpOBKU 1 3aLUUTLI UHTEPECOB Na-
Bopartopuun 1 3akazymnka. JomkHbl 6biTb NPpeANPUHATLI MEPLI NPEAOCTOPOXHOCTH, YTOBLI n3bexarts yxyawe-
HWSI CBOWCTB, 3arpsi3HEHWs, NOTepu Wnu noepexaerusi obbekToB npu obpalleHun, TpaHCNopTUPOBKe, Xpa-
HEeHUW/OXNAaHUN 1 NOATOTOBKE K UCNbITAHWAM Unu Kanvbposke. MHCTPyKUMKM No obpalleHuto ¢ obbeKkTamu,
npeaocTaBneHHbIe BMeCcTe C HUMK, [oNkHbI BbiTb cobnogeHs!.

7.4.2 NNaBopaTopus AOMKHA UMETE HETKYI0 CUCTEMY MAeHTUUKALMKY OB BEKTOR UCNbITaHUA unu kanub-
poBku. MaeHTUDUKaUUA AOMKHA COXPaHATLCA, Noka 0BLEKT HaXOAUTCA NOA OTBETCTBEHHOCTLIO NaBopartopuu.
[aHHas cuctema normkHa obecneywuBath, YTo 06beKkThl He ByayT nepenyTaHbl U3NYECKU UMK NPU CCbINKe
Ha HNX B 3anVCAX UNK APYrMx AoKYyMeHTax. Cuctema naeHTudukaumm A0mKHa, ecrn aTo Heobxoaumo, yyu-
ThIBaTh pasfeneHune obbekTa unm rpynnsli 06H-EKTOB U UX NepemMeLlleHune.

7.4.3 MNpun nonyyerHun obbeKkTa UCNbITaHWA UNK KaNMBPOBKK OTKMOHEHUA OT YCTAHOBMEHHbIX YCIOBWA
AOMXHbI BbiTh 3aperncTpupoBaHsl. Ecnm ecTb COMHEeHMs OTHOCUTENBHO NPUroAHOCTH O6BbEeKTa ANS UCMbITa-
HUS UNKN KanMBpPOBKW KNU ecnu OBBEKT He COOTBETCTBYET NpPeACTaBNeHHOMY ONnUcaHuK, TO nabopartopus,
nepen TeM Kaxk NPOAONXUTL paBoTy, A0MKHA 06pPaTUTECH K 3aKasqMKy 3a AONONHUTENBHBIMUA MHCTPYKUMAMA
1 3aperucTpupoBaTh pesynbTaTsl 3Toro obcyaeHus. Ecnu sakasyuk TpebyeT NPOBECTU UCNbITaHWE UK Ka-
nUBPOBKY Kakoro-nnbo o6bekTa, NpM3HaBaA OTKNOHEHUE OT YCTAHOBMNEHHbIX YCNOBWUIA, NnabopaTopus 4onx-
Ha BKITHO4YUTL B OTYET 3aKM0MEHNE O TOM, Ha Kakue pesynbTaThl MOryT NOBMNUSATL AaHHble OTKNOHEHUS.

7.4.4 B cny4ae ecny o6bexTbl HEO6XOAVMO XPaHUTb UMK KOHAMLIMOHUPORBATL NPU ONpefeneHHbIX yeno-
BUSIX OKpYXaloLLiei cpeabl, 3TU YCNOBUS OOMMKHBI NOAASPKNBATLCS, KOHTPONMMPOBATLCA U PETMCTPUPOBATLCS.

7.5 TexHnyeckue zanucu

7.5.1 Nabopatopus gomkHa oBecnedmeaTb Hanu4YMe B TEXHUYECKUX 3anUCAX ANA Kaxgoro euga nado-
paTopHON AEsTeNLHOCTU pe3yneTaToB, OTYETa U AOCTATOMHON UHbopMaLMK, NO3BONAILWEN, ecnu 3TO BO3-
MOXHO, MAeHTUUUMPOBaTL haKTopbl, BAUAIOWMUE HA PE3ynbTaT U3MEpPEHNs U CBA3aHHYI0 C HUM Heonpeae-
NEHHOCTb M3MepeHuiA, a Taioke oBecneynTb BOSMOXHOCTL NOBTOPHOO NPOBEAEHUS AaHHOW nabopaTopHoM
AESTENbHOCTM B YCMOBMSIX, MAKCUManbHO Ornuskux K nepeoHavanibHbiM. TexHWYeckue 3anucu SOMKHbI
BKNIOYaTbL AaTy U CBeAEeHUs O nepcoHane nadopaTopuu, KOTOPLIA HECET OTBETCTBEHHOCTb 3a Kaxablid BUA
nabopaTopHON AEATENLHOCTU U 32 MPOBEPKY AaHHbIX U pe3ynbTaToB. [epenuHble HabnAeHUA, AaHHbIE 1
pacyeTbl 4OMKHbI ObiTh 3anUcaHbl B MOMEHT, korga OHW Bbinv NonyyYeHs!, U AOMKHBI OTOXAECTBNSATLCS € KOH-
KpeTHoi paboTo.

7.5.2 Nabopatopusa pomkHa obecneunsaTtbe NPOCNEXUBAEMOCTE U3MEHEHUIA, BHOCUMBIX B TEXHUYEcKkue
3anucu, K npeaplaywium sepcnsam nubo K nepeuYHbIM HabniaeHsaM. U nepBuYHbIe, U USMEHEHHble AaHHbie
U hainbl AOMKHLI COXPaHSTLCA C YKasaHWeM faThl BHECEHWUSA U3MEHEHWN, cBefeHuit ob acnekTax, npeTtep-
NEeBLUUX U3MEHEHWS!, U NULaX, OTBETCTBEHHbIX 38 AAHHBIE UBMEHEHUS.

7.6 OueHuBaHWe HeonpeaeNeHHOCTH U3MEePEHNiA

7.6.1 NaGopatopun aormxHsbl onpeensTe BKNaj (bl) B HEONpPeAeneHHOCTb aMepeHunit. Mpu oueHnsa-
HWW HEeOonpeaeneHHOCTU U3MEPEHNA BCe CYLLeCTBEHHbIE BKNaabl, B TOM uUCne CBA3aHHble ¢ oTBopoM of-
pasuoB, AOMKHbI YHUTBIBATLCH C NPUMEHEHNEM COOTBETCTBYHOLMX METOAOB aHanusa.

7.6.2 Nabopatopus, BbinonHsoWwas kanubpoBky, B TOM yucne cobCcTBeHHOro o6opyaoBaHus, AOMKHA
OUEHUBATL HEONPELENeHHOCTE M3MEPEHUA ANA BCEX KanMBpoBOK.

7.6.3 INaGopaTopuns, BLINONHAOLWAA UCMbITAHUSA, OOMXKHA OLEHWBATL HEOMNPEeAEeneHHOCTb U3MEepeHU.
B Tex cnyyasx, koraa meto MCrnbITaHUA UCKNIOYaeT CTPOryH OLEHKY HeonpeaeneHHOCT U3MEPEeHUn, oLe-
HWBaHWE [OIMKHO NPOBOAUTLCHA HA OCHOBE NOHUMAaHWUSA TEOPETUYECKUX NPMHLIMMOB WU NPaKTUYECKoro onbi-
Ta BbINOMHEHNA MeToaa.

MpumevaHue 1 — B cnyyae ecnu XOpoLLO U3BECTHLIN METOA UCTLITAHWI YCTAHABNMBAET Npeaenbl 3Ha4EHMIA
OCHOBHbIX UCTO4YHUKOB HeonpeaeneHHoCTu M3MepeHVIl71 1 yKasbiBaeT cbopMy npeacrtaBnNeHnsl pesynbTaTtos Bbl‘-McneHVIVI,

cuutaetcs, uto nabopaTtopus BeinonHuna Tpebosanus 7.6.3, criegys METOAY UCNLITAHWIA U WHCTPYKLMUK NO NpeacTaBne-
HUIO pe3ynbTaToB.
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MpumeyaHue 2 — Mpyu UCNONL3OBAHNUM KOHKPETHOTO METOAA, ANR KOTOPOTO HEONPEAENEHHOCTb pesynbTaTos
U3MepeHuii yxe bbina ycTaHoBNeHa u nogTeepXaeHa, HeT HeOBXOANMOCTM OLIEHNBATL HEONPEaEeneHHOCTb namepeHuni
ANs KaXJoro pesynbTara, eciim nabopatopust MOXET NPOAEMOHCTPUPOBATL, UTO BLISBIEHHbIE KPUTUUECKNE (haKTOpL,
OKa3bIBaloLLMe BNVSIHWE, HAXOASTCA NOA KOHTPONeM.

S0 MpumevaHue 3 — [ina noapoGHoin uHpopmaummn cm. [SO/IEC Guide 98-3, ISO 21748 u cTaHaapThbi cepum
5725.

7.7 O6ecneueHne [OCTOBEPHOCTH pe3ynbLTaToB

7.7.1 NlabopaTopns AOMKHa UMETb Npoueaypy ANA MOHUTOPWHIE AOCTOBEPHOCTW Pe3ynbTaToB CBOei
AEATENbHOCTW. onyyeHHble AaHHbIe AOMKHBI PErucCTPUPOBaTECS TakuM 06pasoM, YTOBHI MOXHO BbiNo Bbl-
ABUTb TEHAEHLUMW, U TaMm, rae 3TO NPakTU4ECKN BO3MOXHO, AOIHKHBI MPUMEHSATLCA CTAaTUCTUYNECKME METOAbI
ANs aHanusa pesynbTaTtoB. [losmkeH GblTh COCTABNEH NNAH TAkoro MOHUTOPWHIA M NPOBOAUTLCS €ro aHamMMa.
MOHUTOPMHI [OMKEH BKMKOHATL (HO HE OrpaHU4MBaTLCS), FAe LenecoobpasHo, creayioLles:

a) ucnone3oBaHue cTasaapTHbIX 06pasyos Unu oBpa3sLoB ANsS KOHTPONSA Ka4ecTBa;

b) ncnonb3osaHve anbTepHaTUBHOTO 06OPYAOBaHWA, KOTopoe BbiNe KanubposaHo, ANs obecnedeHns
NpocneXveaemMocTu pe3ynbTaTos;

C) NPOBEPKY (M) PYHKLIMOHNPOBAHNSA UBMEPUTENBHOTO U UCNBITATENBHOrO 0BOPYAOBaHUS:

d) ucnonb3oBaHne KOHTPOSbHBIX UNK PabounX ITANOHOB C BEAEHUEM KOHTPOMNBLHBIX KapT, rAe 3To npu-
MEHUMO;

€) NPOMEXYTOYHbIE NPOBEPKN M3MEPUTENBHOrO 0BOPYACBaHUS;

f) NOBTOPHLIE UCMbITAHUA MNK KANBPOBKY € UCNOML30BAHNEM OAHOTO U TOTO Xe UM PA3NUYHbLIX METOMOB;

g) NOBTOPHbIE UCMLITAHUS MU NOBTOPHYIO KAaNMBPOBKY XpanAWMXCs 06pasLIoB;

h) koppensuuio pesynbTaToB ANA PasNUYHbIX XapakTepucTuk obpasua;

i) aHanu3 NoNy4YeHHbIX AaHHbIX;

j) BHyTpUnabopaTopHble cnudeHns;

k) ucnbiTaHus wmuposaHHoroe (bix) obpasua (os).

7.7.2 NabopaTopus AOMKHA OCYLLECTBASTE MOHUTOPUHI CBOEN AEATENBLHOCTU NyTEM CPaBHEHUs ¢ pe-
ayneTataMmu gpyrux nabopaTopuii, ecnm STO BOSMOXHO U NPUMEHWMO. TakoW MOHUTOPUHI AOMKEH NnaHu-
poBaTbCs, U ero pesynbTaThl AOMKHbI aHanuauposaTtecs. OH OOMKEH BKMOYaTh (HO HE OrpaHuYMBaTLCS)
crneayrowmne MEpONPUSITUA UM OOHO U3 HUX:

a) y4dacTtuve B nposepxax keanvvkaymu.

Mpumeyanue — B ISO/IEC 17043 npuBeaera gononHutensHas MHOpMaumsa o NpoBepkax Ksanudukaumm v
0 npoeaiaepax npoeepku ksanucukaumu. Mposangepsl NPoBepKkU KeanuuKaumm, KOTOpble BLINOMHAKT TpeGoBaHus
ISO/IEC 17043, cunTaloTCA KOMNETEHTHbLIMMU,

b) yyacTue B MexnabopaTopHbIX CIMHMEHUAX, OTIMHHBIX OT NPOBEPOK KBanudUKaumnm.

7.7.3 [JaHHble, NONYYEHHbIE C NOMOLULI MOHUTOPUHIA, AOMKHBI aHANW3NPOBaTLCH U UCNONL3OBATLCA
ANs ynpaBneHus nabopaTopHOW AEATENbHOCTBIO, @ Takke NO BO3MOXHOCTA AMA BHECEHUS YMyudLlEeHWi
B paboty naboparopun. Ecnu 66110 oBHapyXeHo, YTO pesynbTaTbl aHanvusa AaHHbIX, NOMYYeHHbIX NpU Mo-
HUTOPUHre, BbIXOAAT 32 PaMKy YCTAHOBNEHHBLIX KpUTepues, HEOOXOAUMO MPEeAnpPUHATL COOTBETCTBYIOLWME
AEWCTBNA C UeNbio NPeAoTBPaLLUEHUS BKITIOYEHNSA B OTYETHYIO AOKYMEHTaLMUIO HEBEPHBIX Pe3ynbTaTos.

7.8 lNpeacrasneHne oT4ETOB O pe3ynbraTax

7.8.1 O6ume nonoxeHus

7.8.1.1 PeaynbTathl 40MKHbI BbiTh pACCMOTPEHb! 1 YTBEDXKOEHbLI A0 MX Bblauw.

7.8.1.2 PesynbTaThl 40MKHb! OblTh NPeACTaBAEHbl TOYHO, YETKO, HEABYCMbBICIIEHHO U OOBLEKTUBHO, Kak
npaeuno, B hopme oTyeTa (Hanpumep, otveT 06 nenbITaHnsax, CBUAETENLCTBO (cepTudunkar) o kanubposke
unu akt otéopa obpasLUoB) U AOMKHbLI BKNoYaTh B ceba BCO UHpOpMaLIMIO, COrMAacoBaHHYO C 3aKasquKom ¢
HeoBXoauMy ANS UHTEepnpeTaLuy pesynsTaTtos, a Takke BCo WHdopMaLmo, Tpebyemyro B COOTBETCTBUU
C NPUMEHSIEMBIM MeToaoM. Bee otopMneHHbIe 0TYEThI AOMKHLI BbiTh COXPaAHEHb! B KAYECTBE TEXHUYECKUX
3anucen.

MpumevaHue 1— [ns uenen HaCTOSLEro cTaHAapTa oT4eThl 06 UCMbITAHUAX U CBUAETENLCTBA (CepTuduKkaThl)
0 KanMbpoBke MHOTAA MOTYT Ha3bIBaTLCA NPOTOKONAMU UCNbITAHWUA U OTHeTaMu 0 KanubpoBKe COOTBETCTBEHHO.

MpuMmedaHue 2 — OtyeTol MoryT ObiTb M3aaHbl Ha OymMaxHOM HoOCUTENe WM C NOMOLWbI0  3NEeKT-
POHHbLIX CPEACTB NPU YCNOBUM, 4TO TpeboBaHUA HACTOALWETO CTaHAapTa BbINOHEHbI.

7.8.1.3 Mpw cornacoBaHun ¢ 3aKa34yukom pesynbTaThl MOryT ObiTh npeacTasneHbl B yNpoLEeHHOM Buae.
Niobble ceeaeHus, ykasaHHble B 7.8.2—7.8.7, KOTOpble He Obinu npeacTaBneHbl 3akasynky, AOMKHbI BbiTb
NerkoaoCTyMHbLIMM,
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7.8.2 O6mue TpeGoBaHUSA K OTYeTaM (06 UCNbITaHUAX, KanubBpoBke unu oT6ope o6pa3uoB)

7.8.2.1 B Lensix MUHUMAU3ALMN BO3MOXHOCTA HENPaBUIILHOrO NOHUMAHNS UNu HenpasunNbHOTO UCNOSb-
30BaHUA MHGOPMALIMW KaXAblii OTYET AOMKEH BKITIOYATh Kak MUHUMYM Criedyrollyto uHgopmayuto, ecnu
y nabopaTopun HeT 0BOCHOBAaHHbBIX MPUYMH HE BLINOMHATL 3TO TpeboBaHue:

a) Ha3ssaHue (Hanpumep, «OT4eT 06 ncnbiTaHUAX», «CBUAETENLCTBO (CepTudukaT) o kanubposke» Unn
«AKT 0T6opa 06pasLioB»);

b) HaunmeHoBaHue u agpec nabopatopuu,

C) MecTo ocyulecTBneHus nabopaTtopHon AEATENLHOCTU, B TOM YKCNEe eCNi OHa OCyWecTBnsAnach Ha
nrowaasax 3akasuuka, nnbo Ha yyacTkax, yAaneHHbIX OT NOCTOsHHBIX NPOU3BOACTBEHHbLIX nnowanei nado-
paTopumn, NGO Ha COOTBETCTBYHOLLMUX BPEMEHHO UCMOMNb3YEMbIX UNK MOGUITEHLIX OO beKTax;

d) yHUKanbHyto naeHTUUKaumio, Ans Toro YTobbl Bce ero CocTaBnALmMe BOCNPUHUMANUCL Kak vacTb
obLlero oT4ETAa, U HETKYI WAEHTUMUKALIKIO KOHLA OTYET];

€) HauMeHOBaHWe U KOHTaKTHbIE AaHHbIe 3aKa34unKa;

f) naeHTUbMKaLUMIO NPUMEHAEMOro MeToAa,;

g) onucaxve, 0QHO3HaYHY MAeHTUDKKaUMIO U Npy HeobxoanMocTH cocTosHwe obpasua;

h) pary nonyyeHus obpasua (0B) ANA WUCnbiTaHWA unu obbekTa kanubposkn n aarty ortbopa obpas-
la (0B), KOrAa aTO UMEET BaXHOE 3Ha4YeHe ANSA [OCTOBEPHOCTU U NPUMEHEHUs! pesynbTaTos,;

i) AaTY (b} ocyliecTBneHns nabopaTopHON fesTenbHOCTY;

j) haTy Bblgavu oTveTa;

k) ccbinky Ha nnaH u MeToa otbopa o6pasuoB, Ucnonb3oBaHHblie nabopaTopuen uWNn ApyrumMKM opraHa-
MW, €CMW 3TO BaXHO ANS AOCTOBEPHOCTU UMK NPUMEHEHUA Pe3yNbTaTOB;

[) 3asBnerne O TOM, YTO pe3ynbTaTbl OTHOCATCA TONbKO K OObEKTaM, NPOoLUeALLUM UCNbITaHus, Kanub-
POBKY unu otéop;

m) pe3ynbTaThl, [4€ 3TO NPUMEHUMO, C eAUHULAMU U3MEPEeHUS;

n) AONONHEHWS, OTKNOHEHWUA UNU UCKITIOYEHWUA M3 METOAA;

0) uaeHTUUKaUMIO Nuy (a), yTBEpAMBLLKX (€ro) OTYET;

P) OAHO3HaYHYIO NASHTUDUKALMIO Pe3yNbTaToB, NONyYeHHbIX OT BHELUHWUX NOCTaBLUNKOB.

NpumeyaHune — BriodeHne 3asBNeHUs 0 TOM, YTO OTHET He AOSKEH GbiTb BOCNPOM3BEAEH HE B NOMHOM 06b-

eme 6e3 pa3speiueHus nabopaTopun, MOXeT o6ecreunTs yBEPEHHOCTL B TOM, UTO HacTh OTHETa He UHTEepRpeTUpYIoTCS
BHE KOHTEKCTa.

7.8.2.2 IlabopaTtopusi AOMKHa HECTU OTBETCTBEHHOCTL 33 BCH UHGOPMaLUWIO, NPeACcTaBNeHHYI B OTYeTe,
3a NCKIIOMEHNEM cryyaes, Kkoraa uHdopMaumns NpegoCcTaBNASTCA 3aKa3unkoM. [aHHble, NpeaocTaBneHHbIe
3aKa3vuKoM, AO0MKHbI GbiTb 4eTKO uaeHTUdruMposaHsl. Kpome Toro, B cnydae ecnu uHcopmauust npego-
CTaBneHa 3aKazuyMKoM ¥ OHa MOXET NOBMWATbL Ha AOCTOBEPHOCTb PEe3ynbTaToB, B OTHET AOMKHO ObiTb
BKNIOYEHO 3asBeneHne ob orpaHnyeHwWn oTBeTCTBEHHOCTM nabopatopuu. B cnyyae ecnu nabopaTtopusi He
OCYLLEeCTBNAET U He HEeCeT OTBETCTBEHHOCTU 3a cTaguio oTbopa obpasuos (Hanpumep, oBpasey 6bin npego-
CTaBNEH 3aKas4nKoM), B OTHETE AOIMKHO BbiTh OTPaXeHOo, YTO NONYYEHHbIe pe3ynbTaThl OTHOCATCA K Npeao-
CTaBnNeHHOMY 3aKa34ymkom obpasuy. '

7.8.3 CneunanbHble TpeGoBaHKUs K oTHeTaM 06 UcnNbITaHUAX

7.8.3.1 B gononHeHwve Kk tpeboBaHusiM, nepedncneHHbIM B 7.8.2, oT4YeTbl 06 UCMbITAHUSX SOMKHBI, ecrnn
3TO HeoBX0ANMO ANA MHTEpPNpeTaLUn pesynbTaToB UCNbITaHWA, BKNOYaTL 8 cebsa cneayollee:

a) NHgopmaumio 06 0cobbix YCrIOBMSIX MCMbITAHWIA, TaKUX KaK YCMOBWS OKpyXaloLleih cpeabi;

b) npu HeoGxoaUMOCTY 3asBNEHNe O COOTBETCTBUM TPeGoBaHMAM UK cneuudmKaumam (cM. 7.8.6);

C) rge aTo NPUMEHMMO, HeOonpeaeneHHOCTb U3MEPEHU, NPEACTABNEHHYIO B TEX Xe eAuHMUAX, Y4TO M
usmepsemMas BenudnHa, Unnu B OTHOCMTENBHOM MO OTHOLIEHMIO K U3MEPSEMOI BENWYuHe Buae (Hanpumep,
B npoueHTax), korga:

- 3TO UMEET OTHOLWEHUE K JOCTOBEPHOCTU UNWU NPUMEHEHWNIO PE3YNbTATOB UCNbITAHWUIA

- aToro TpebyeT 3aKas4uk; unu

- HeonpefeneHHOCTb U3MEPEHUS BMIUAET Ha COOTBETCTBUE YCTAHOBIIEHHOMY Npeaeny;

d) MHeHUs n MHTepnpeTauuy, rae 3TO NPUMEeHUMO (CM. 7.8.7);

€) AONOMHUTENbLHYIO MHPOPMALIMIO, KOTOpas MOXET NOTPeGoBaTLCS NO KOHKPETHLIM METo4aM, OpraHaMm
BNacT#, 3aKasynkam wunu rpynnam 3akas3yukos.

7.8.3.2 Ecnu nabopatopna HeceT OTBETCTBEHHOCTb 3@ AERTENbHOCTL Mo 0TBOopY 06pasLoB, OTYeTH 06
NCNbITAHUAX AOMKHbI COOTBETCTBOBaTL TpebOBaHMSAM, ykasaHHbIM B 7.8.5, ecrnn 3To Heobxogumo ans WH-
TeprnpeTaumm pesynbTaTtoB UCMbITaHWA.
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7.8.4 CneumanbHble TpeboBaHMA K CBUACTENbCTBAM (cepTudpnkaram) o kanubpoBke

7.8.4.1 B pononHeHue Kk TpeBoBaHWAM, nepedncrieHHbiM B 7.8.2, B cBUAETeNbCTBa (cepTudbukartol)
0 KanubpoBKe AOMKHbBI BbITh BKIIOYEHb! CNeayoLmne CBeAEHUS

a) 3Ha4eHne HeornpeaeneHHOCTN U3MEPEHU ANs pe3ynbTaTa UIMEPEHUN, npeacTasneHHoe B TeX Xe
€AUHNLaX, YTO W M3MepseMasn BernuyuHa, WM B OTHOCUTENbHOM MO OTHOLLEHWUIO K U3MEPSIEMON BenuuuHe
BuAe {(Hanpumep, B npoueHTax).

Mpumevanue — B cooteercTRuM ¢ ISO/IEC Guide 99 peaynsTaT U3MepeHus, Kak npasuno, BbipaxaeTcs ofl-
HUM U3MEpPEeHHbLIM 3HaYeHNneM BEeNnUYnHbl C yKasaHuem eauHuUbl namepeHus u HeonpegeneHHoCcTU MsmepeHmﬁ;

b) cBeneHus o6 ycnoeusix (Hanpumep, YCNoBUAX OKPYXatoLWER Cpeabl), NPU KOTOPbIX BbINMOMHAMUCH Ka-
NMBPOBKM M KOTOPbIE MO OKa3aTb BRWSIHWE Ha pe3yNbTaTbl U3MEPEHUI;

C) 3asBneHre O TOM, KaknM oGpasom obecneunBaeTCs MeTPONorMyeckas NpocneXMBaeMocTb U3Mepe-
HWIA (CM. npunoxenune A);

d) pesynbTaThl, NONyYeHHbIe A0 U NOCNE PerynvpoBKA UMY PEMOHTA, ECNI TaKOBbIE NPOBOANMUCH!

€) 3anBrieHne O COOTBETCTBUM TPeGOBaHMAM UNU CneuUdUKaLmMaM Npu HEOBXOAMMOCTH (CM. 7.8.6);

f) MHeHua n nHTepnpeTauun (cM. 7.8.7) Nnpu HeoBX0AUMOCTH.

7.8.4.2 Ecnv naBopatopusi oTeevaeT 3a geaTenbHOCTb No oTGopy o6pa3suos, ceuaeTenscTBa (CepTu-
¢ukaThl) 0 KanuBpOBKe AOMXKHbI COOTBETCTBOBATL TPEBOBAHUSAM, YKa3aHHbIM B 7.8.5, ecnv 370 HeoBXoaMMOo
ANA MHTeprpeTauuu pesynbLTaToB KanubpoBKy.

7.8.4.3 CBnaeTenbCTBO (CepTUUKAT) O KanmbpoBke UMK KaNMGPOBOYHAA 3TUKETKA HEe AOKHbI coaep-
XaTb HUKAKWUX pekoMeHAaUun No BbIGOpY MeXKanMbOpoBOYHBIX MHTEPBANOB, KPOME TeX Cryvaes, Koraa s7o
6bINo COrNacoBaHO € 3aKa34nKoM,

7.8.5 NpeacraBneHune pesynLtaTos no oT6opy o6pa3uoB — cneunansHble TpeGoBaHus

Ecnu naGopaTopus HeceT OTBETCTBEHHOCTb 3a OENTENbHOCTb NO OTGOPY o6pasuos, B AOMNOMHEHWe
K TpeboBaHnAM, nepeyncneHHbIM B 7.8.2, koraa aTo HeoGXoAUMO ANS MHTEPNpeTaUmun pesynsTaTos, OTYEThI
ACIXHB! BKIKOMATL cnegylliee:;

a) paty otbopa obpasLos;

b) yHukanbHy naeHtuukauno euibpaHHoro obpasua unu Martepuana (BKIHas HaMMeHoBaHue npo-
ussoauTens, obosHaueHne Moaenu Unu TUna u CepuitHble HoMepa, Koraa aTo NPUMEHNUMO);

¢) mecTo otbopa obpasLo., BKNOYas Nobblie AnarpaMmel, 3CKU3bl UNK doTorpacum;

d) ccbinky Ha nnaH otbopa u MeTog oTbopa;

e) ceegeHuns 060 Bcex yCnoBusx OKpyxXatowen cpeabl BO BpeMs oTbopa 06pasLoB, KOTOpbIe BNUSIIOT Ha
WHTEpnpeTaumnio pesyrbTaTos,

f) nHbopmaumio, HeoBxoaUMYIO AN OLEHKU HeonpeAeneHHOCTU U3MepeHWA AN NOCNedyoLWMX UChbl-
TaHUA UNu KanMBpPoBKK.

7.8.6 NpeacTaBneHne 3aKkOYeHNA O COOTBETCTBUM

7.8.6.1 Ecnu no pesynbTatam UCMbiTaHUA UNU KanubBpOBKU OenaeTcs 3aKk/l4YeHWe O COOTBETCTBUM
cneundukaumm unu cTasaapTty, nabopaTopus AOMKHA AOKYMEHTUPOBaTb NPaBWNO MPUHATUS PELLEHUS,
NpUHUMas BO BHUMaHWE YpOBEHb pUcKa (Hanpumep, NOXHONOMOXUTENBHOE UMK NOXHOOTpULATENLHOE pe-
LIeHKne, cTaTUCTUYECKUe NpeanonioXKeHns), CBA3aHHLIA C NPUMEHSEMbIM NPaBUNOM NPUHATUA PELLEHUS, U
NPUMEHNTL daHHOE Npasuno.

n puMevyaHne - Ecnun npasuno NpUHATUA pelleHrna yCTaHOBNEeHO 3aKasyuukom, npasuiamm Unn HOpMaTBHbI-
MW [JOKyMeHTamMu, ,qaaneﬁmee paccMoTpeHne ypoBHS PUCKa He Tpe6yeTcs|.

7.8.6.2 Naboparopus AormKHa NpeacTasuTb 3aKK4MeHNe 0 COOTBETCTBUM, B KOTOPOM YETKO OnpeaeneHo:

a) K Kakum pesynbrartaMm NPUMEHSAETCH JaHHOE 3aknioYveHve;

b) kakum cneumnukaumsiv, cTangapTam Unm Nx YacTaM COOTBETCTBYET UM HE COOTBETCTBYET 00bEKT,

C) NPaBuIO NPUHATUS peLleHns, KOTopoe BbINge UCNOMNL3IOBAHO (ECNM OHO He COAEPXMUTCH B COOTBET-
CTBYIOLWMX cneunduKkaLmm unu ctaHgapre).

NMpumevaHue — [ins nonyuenns 4onNoNHUTENLHON uHbopmaumm cm. ISO/IEC Guide 98-4,

7.8.7 NMpeacraBneHne MHEHUA U MHTepRpeTaLUin

7.8.7.1 B cny4ae npeacTtaBrneHuWs MHEHWit U nHTepnpeTaumin nabopatopus AormkHa obecnednTb, 4To
TOMbKO NepcoHar, ynosITHOMOYEHHbIW Ha NpeACcTaBfeHne MHEeHUA U MHTepnpeTauuin, npeactaBnseT cooT-
BeTCTBYyIOLWME 3asBneHus. [labopatopus AOMmKHaA AOKYMEHTUPOBATb OCHOBAHUA, Ha KOTopbIx 6asupyroTea
BKIMIOYEHHbIE B OTYET MHEHUA M HTepnpeTauun.

NMpumeuyaHue — BaxHo oTNUYaTL MHEHWS U WHTepNpeTauuu OT BbIBOAOB MO pe3ynbTaTam WMHCREKUui unv
cepTudukaummn Npoaykumm, kak 3to ycradosneHo 8 ISO/IEC 17020 n ISO/IEC 17065, n oT 3asBnexHnn o COOTBETCTBUM,

yNOMSAHYTbIX B 7.8.6.
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7.8.7.2 MHEHUS WK MHTEpNpeTaunmn, CoaepxXallmecs B oTueTax, ACMKHbI ObiTb OCHOBaHbI Ha pesynb-
TaTax, NonyyeHHbIX Ans 06bEeKTa, NPOXOANBLLErO UCNbITaHNSA/KanubpoBKY, U AOIKHbI HbITb 4YeTko 0603Ha-
YeHbl KaK TaKoBbIe.

7.8.7.3 ECNU MHEHMA 1 WHTEpNpeTauuu NPpeacTaBNsanTCA NyTeM HENOCPEACTBEHHOro obCcyxaeHus pe-
3yNbTaToB C 3aKa34nKoM, HEOBXOAMMO COXpaHsTb COOTBETCTBYIOLLME 3aAMMCH Takoro obCyXxaeHUA.

7.8.8 U3ameHeHUA K oTyeTam

7.8.8.1 Ecnn HeoBxoaMMO BHECTU U3MEHEHWRA, JONOMHEHUs B BbigaHHbIA OTYET, nepeodopmuTs ero,
no6Boe n3MeHeHre NHOPMAaLMK JOMKHO BbiTb YeTKO 0603HAYEHO U1, €cnM HeoBX0ANMMO, NPUYNHA BHECEHUS
N3MeHeHUs1 [oMKHa ObiTe BKNIOYEHA B OTYET.

7.8.8.2 NameHeHus B OTYET NOCNe ero Bbigayun AOMKHbl BHOCUTLCA TONBKO B BUAE AONONHUTENBHOMO
AOKYMEHTa Unn MHOro cnocoBa nepefadn AaHHbIX, KOTOpbIE BKAOHAKT (POPMYNUPOBKY: «M3MeHeHune K oT-
yeTy, NOPAAKOBbLIA HOMEP... [UNW MHas naeHTUUKaUUA]» K Apyryo noaobHyto dopmynMpoBKY.

Takne uamMeHeHns QoMKHbI COOTBETCTBOBaTL BCeM TpeboBaHUAM HacTosLLero craHaapTa.

7.8.8.3 Korpa Heofxoavmo BbiaaThk HOBbLIA OTYET O pesynbTaTtax, OH A0MmKeH ObiTb YHUKanbHbIM obpa-
30M MOSHTUULIMPOBAH U COAEpXKaTb CChINKY Ha OTYET O pesynbTaTax, KOTOPbIA OH 3aMeHseT.

7.9 XKano6bl (npeTeH3un)

7.9.1 NaGoparopus AoMmkHa MMeTb AOKYMEHTUPOBaHHbLIA NPoLece ANA NoNyvYeHus, pacCMOTPEHUs Xa-
noB (NpeTeHsuit) U NPUMHATUA peLUeHni No xanobam (NpeTeH3uam).

7.9.2 Onwcanue npouecca ofpalleHus ¢ xanobamu (npeTeHanaMmu) JomkHO 6bITh AOCTYNHO BCEM 3a-
WHTEpeCOBaHHbIM CTOPOHaM Mo 3anpocy. Mpu nonyyeHun xanobel (npeTeH3un) nabopaTopus AOMKHa yao-
CTOBEPUTbLCA, OTHOCUTCA N xanoba (npeteHauns) k nabopaTopHOW ASATENbHOCTH, 3@ KOTOPYIO OHa HeceT
OTBETCTBEHHOCTb, W, CNMK 3TO TaK, AOMXKHa NPUHATL ee Ha paccMoTpenune. flaBopaTtopus HeceT oTBeT-
CTBEHHOCTb 32 NPUHATUE BCEX PELLEHUI Ha BCexX CTaansx npouecca paccMOTPEHUS Xanobbl (NpeTeHsnu).

7.9.3 Mpouecc paccMoTpeHus Xanod (NpeTeH3nin) QoMKeH BKNYaTh NO KpaHehd Mmepe cnegylowme
3NeMeHTbI M MeToab!:

a) onucaxue npouecca NonyYeHus,, NPOBEPKU, PACCMOTPEHUS Xanobbl {NpeTeH3nu) N NPUHATUNA peLle-
HUs1 06 OTBETHbIX AEACTBUSX, KOTOPbIE AOMKHbI ObITb NPEANPUHSTDI;

b) oTcnexveaHwe n perucTpauus xanof (NpeTeHsun), BKIMYan [eicTBUs, NpeanpuHaTLIE AN UX pas-
peleHus;

c) obecneyeHne Toro, YTo HeoGxoanMble Mepbl NPeaANPUHUMAIOTCS.

7.9.4 NabopaTopus, nonyvawowas xanoby (NpeTeH3unto), AorKHa HECTU OTBETCTBEHHOCTb 3a cBop U
NpoBepky BCel HeoBXo0AMMONW MHOPMaLUMK € LENbI NoaTBEPKAEHUS 0BOCHOBAHHOCTH Xarnobbl (NpeTeH3nn).

7.9.5 Korga ato 803MOXHO, nabopaTopvs AOMKHA NOATBEPAWUTL NOMyYeHve Xanobbl (MpeTeHsuu) u
MHOPMUPOBaTL 3a8BUTENA O XO4E W pesyfibTaTtax paccCMOTPEHUs.

7.9.6 PesynbTaTel paccMOTpeHWs xanobbl (npeTeHauun), koTopble ByayT OoBeAeHbl 40 3assuTens,
AonxHbI BbiTe NOATOTOBNEHBI UMK PACCMOTPEHbBI U 0A06peHbI NULOM (aMu), KOTopoe (ble) He MPUHUMANO (M)
y4acTus B AeSTENBHOCTM nadoparopui, No NOBCAY KOTOPOWU NocTynuna xanoba (npeTteHsus).

n pumevyaHue — 370 MOXEeT BbINOSHATLCH BHELUHUM nepcoHanoMm.

7.9.7 Korpa aTo 803MOXHO, nabopatopusi LOMKHa NpeaocTaBuTb 3asBUTEN otuumansHoe yeeaomne-
HWe O pesynbTaTax paccMoTPeHus xanobsl (NnpeTeHsun).

7.10 YnpaBsneHue HecoOTBEeTCTBYHOWEN paGoTon

7.10.1 NabopaTopusi gorxHa UMEeTb NPOLEaypy, KOTOPYH NPUMEHSIIOT B Chny4Yae, ecnv Kakow-nubo ac-
nexT nabopaTopHon AeATENbHOCTV UNK pe3ynbTaTel paboTbl HE COOTBETCTBYIOT COGCTBEHHLIM Npoueaypam
naboparopun unn TpeGoBaHMAM, COrNacoBaHHLIM C 3aKa3vukom (Hanpumep, obopyAcBaHWe UNK yCnosus
OKpYXaloLLeN cpefbl He COOTBETCTBYIOT YCTAHOBNEHHLIM Npeaenam, pesynbTaThl MOHUTOPUHIA He OTBeva-
KT yCTaHoBNEHHbIM KpuTepusam). MNpoueaypa aomkHa obecneunsats, YTO:

a) onpepenerbl OTBETCTBEHHOCTb M MOMHOMOYUA 415 YyNpaBNeHWsA HeCOOTBETCTBYoLWEeN paboToi;

b) nencTBUA (BKNIOYan NPUOCTAHOBKY WNKU NOBTOP paboTbl U NPUOCTAHOBKY BblAauYn OTHYETOB, €CNK
HeoBX0oANMO) OCHOBaHbI HA YPOBHSX pUCKa, YCTaHOBNEHHbIX NabopaTopuen;

C) NPOBEAEHO OUEHWMBAHVE 3HaYMMOCTV HECOOTBETCTBYIOLLEH yCTaHOBNEHHbIM TpeBoBaHusm paboTsl,
B TOM YUCNe aHanus ee BO3AENCTBUA Ha Npeablayline pesynoTaTbl;

d) NpuHATO peLLeHne 0 NPUEMITEMOCTU HECOOTBETCTBYIOLWEN paGoTh;

€) Korga aTo HeobX0AUMO, yBEAOMNEH 3aKa34YMK U aHHYNMPOBaHbI pesynbTaThl paboTsl;

f) onpeaeneHa oTBETCTBEHHOCTb 3a NPUHATUE PELIEHNA O BO30GHOBNEHUN paboTbl.
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7.10.2 JlaBopaTtopus 4orkHa BeCTH 3anncu B OTHOLLIEHUM HecooTBeTCTBYHOWeEN paboTbl U Heobxoau-
MbIX AeACTBUIA, Kak ykasaHo B 7.10.1, nepeuncnenuns b)—).

7.10.3 B Tex cnyyasix, Korga oLeHKa nokasbiBaeT, 4To HecooTBeTCTBYLWasn paboTa MOXeT NOBTOPUTL-
CA, WK eCTb COMHEeHWUA B OTHOLLEHWM COOTBETCTBMA AEATENbHOCTU nabopaTopun coBCTBEHHONM cucTeme
MeHeKMeHTa, nabopaTopusi 4OMKHa 06eCneYnTb BbINOMHEHUE KOPPEKTUPYHIOLLMX ASHCTBUIA,

7.11 YnpaBneHue naHHbIMY U MHOPMaLMen

7.11.1 NaBopatopua AomkHa UMEeTb JOCTYN KO BCEM AaHHbIM U WHpopMaumn, HeobxoauMbiM ANA Bbl-
nonHeHwns nabopaTopHoi 4eATEeNbHOCTW.

7.11.2 MpaBUNLHOCTL (OYHKUMOHUPOBAHUS CUCTEM (bl) yNpaBneHus nHdopmaliven nabopartopun, uc-
nonb3yembix (oM) Ans cbopa, o6paboTku, 3anucu, NPeACTaBNeHNA pesynbTaTos, XpaHeHUs unu noucka
AaHHbIX, B TOM YUCre NPaBMNbLHOCTL (DYHKLUIMOHMPOBaHUS MHTEPdencoB CUCTEM (bl) YNpaBneHns MHhOpMa-
Unen nabopatopun, 4ommkHa (bl) GbiTh NpoBepeHa natopaTopuei nepes BHeAPEHUEM B paboTy. Mpun nobbix
W3MEHEHUAX, BKNOHAA M3MEHeHNs KoHQUrypauun nporpaMmmHoro obecnevenuns naGopartopuv unu mMoauchu-
KaLum KOMMEPYECKOro NporpaMMHOro obecneqerusi, OHM A0MKHbI BbiTb YTBEPXKAEHbI, 4OKYMEHTMPOBAHb! 1
Banuauposaxb! A0 BBEAEHUA UX B NeNCTBUe.

Mpumeyanune 1 — B HacToAwem CTaHAAPTE «CUCTEMBI YNPABNEHUS MHOPMaLMedh nabopatopun» BKITIOYAIOT
B cebs ynpasneHue AaHHbIMU U Mchopmaumeﬂ, coaepXalluMUCA Kak B KOMMNbIOTEPU3UPOBAHHBIX, TAK U B HEKOMIMbIO-
TepM3MPOBaHHbIX cucTemax. HekoTopele n3 TpeGoBanuit MoryT 6biTh B GOMbLIEN CTENEHW NPUMEHUMbI K KOMMbIOTE-
pU3UpOBaHHLIM CUCTEMaM, HEM K HEKOMNbITEPU3UPOBAHHLIM CUCTEMAM,

Mpumeuyarnue 2 — [locTynHoe Ha pbiHke KOMMEpPYEcKoe NporpamMmHoe oBecnedeHne npu oGbIMHOM ero uc-
nonk30BaHUK B 0GIACTY, ANSi KOTOPOW OHO NPEAHAZHAYEHO, MOXKET CYUTATLCA B JOCTATOMHON CTENEHW BANUAVPOBAHHBIM.

7.11.3 Cuctema (bl) ynpasneHus nHdopmaumnen nabopatopum, 4omkHa (bl):

a) ObITb 3aLmLeHa (bl) OT HECaHKUMOHUPOBAHHOIO A4OCTYNa;

b) 6biTb 3awmileHa (bl) OT UCKAXEHWA UM NOTEPU AaHHbIX;

C) (PYHKUMOHWNPOBATL B YCMOBUSX OKPYXarolleh cpefbl, KOTOPbIE COOTBETCTBYIOT CNEUMUKALNSM no-
CTaBWMka unu nabopaTopuu, UM, B CRy4ae HEKOMNbIOTEPUIUPOBAHHLIX CUCTEM, CO3gaBaTh YCIOBMS,
obecneunsaroLyme HEM3MEHHOCTL BbINOMHEHHbBIX OT PYKW 3anUCel U pacLUndpoOBKM;

d) noaAepxuBaTLCS B TAKOM COCTOAHUM, KOTopoe ofecnevymBacT LUenocTHOCTb AaHHbIX M MHopMaLIUK;

€) BKNo4aTb PerucTpaumio CUCTEMHbIX CO0EB W COOTBETCTBYIOLWMX OMEPATMBHBLIX U KOPPEKTUPYHOLUMUX
OEeNCTBUN.

7.11.4 B ToM cny4ae, ecnu ynpaBrneHue AaHHO CUCTEMON U ee NOAAepPXaHWe OCYLUeCTBNAEeTCH AW-
CTaHUMOHHO UMK Yepes BHeLLHero nocTaeliuka, nabopatopus fomkHa obecneynuTe COOTBETCTBUE NOCTaB-
LMKa UK onepaTopa CUCTEMbI BCEM NPUMEHUMBIM TPeBOBaHUAM HacTosIWero cTaHaapTa.

7.11.5 NabopaTopus aonxHa obecneumsars, YToBbl MHCTPYKUMM, PYKOBOACTBA U CNPaBOMHbIe SaHHble,
OTHOCSILLIMECSH K CMCTEME (aM) ynpasneHus uHcbopmaumen nadopatopuu, Gbinv NerkogocTynHeIMU ans nep-
coHana.

7.11.6 PacyeTbl M nepegavun AaHHbIX JOMKHLI NOABEPraThC HaANeKallym CMCTEMATUYECKUM NPOBEPKaM.

8 TpeGoBaHust K cUCTEME MeHeOXMeHTa

8.1 BapuaHTtbl

8.1.1 O6wme nonoxeHUs

Nabopatopusi AOMKHA yCTaHOBUTb, AOKYMEHTUPOBATb, BHEAPUTb U NOALEPXKMBATL CUCTEMY MeEHed K-
MeHTa, KoTopass crnocobHa obecneumBaTte UM AEMOHCTPUMPOBATL MOCTOSIHHOE BbINoNHeHNe TpebosaHuii
HacTosALero craHgapta M obecnedynBats KadecTBO BbINONHEHHbIX nabopatopuen pabot. B gononHeHne
K COOTBETCTBUK TpeboBaHusiM pasaenos 4—7 nabopaTtopust AofkHa BHEAPUTL CUCTEMY MEHeaXMeHTa B
CO-OTBETCTBAU C BapUaHToOM A unu BapnaHTom B,

Mpumevyanue — Cm. npunoxerne B ans gononHutensHon uHdopmaumu.

8.1.2 BapuaHt A

Kak MMHUMYM cucTema MeHedxXmeHTa nabopaTtopum AomnxHa npegycMaTpueaTth cnegymluee:
- AOKYMEHTaUMo CUCTEMbBI MEHEQKMEHTA {CcM. 8.2),

- ynpaBneHue AoKyMeHTamMn CUCTEMb! MeHeaXMeHTa (cM. 8.3);

- ynpaeneHue sanucsmu (cMm. 8.4);

- DeNCTBUS, CBS3aHHbIE C pUCKaMy U BO3MOXHOCTAMMU (CM. 8.5),

- ynyyweHus (cm. 8.6);

- KOppeKTUpYyoLLMe AenCTBNA (CM. 8.7);
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- BHYTpEHHUe ayAunThi (cM. 8.8);
- aHanu3 co CTOPOHbI pyKOBOACTBA {CM. 8.9).

8.1.3 Bapuwant B

NaBopaTopws, kOTOpas yCTaHoBMMAa U NOAAEPKMBAET CUCTEMY MEHEDKMEHTa B COOTBETCTBUM C Tpebo-
BaHuaMN 1ISO 9001 1 cnocobHa noaTBEpPXAATh M AEMOHCTPUPOBATL NOCTOAHHOE BbINOSHEHUe TpeGoBaHui
pasaenos 4-7, Takke OEMOHCTPUPYET Kak MUHUMYM FOTOBHOCTb BbIMOMHATL TpeGoBaHWs, coaepxalmecs
B 8.2-8.9.

8.2 [loKkyMeHTaLuusi CUCTeMbl MEHEXKMEHTa (BapuaHT A)

8.2.1 PykoBoacTeo NabopaTtopuv AOMKHO YCTaHOBUTb, AOKYMEHTMPOBATL U NOAAEPXUBATE NONUTUKKA 1
uenu AN BbiNoNHeHNs TpeboBaHN HACTOALLEro CTaHAapTa W AOMKHO obecnevunTs, YToObl 3TU NOMUTHKKM 1
Lenu BbIny Npu3HaHbl U BHeApeHbl Ha BCeX ypPOBHAX opraHusauuv nabopaTopuu.

8.2.2. MonuTrKu 1 Uenu AomkHbl GbITb HanpaeneHbl Ha ofecneveHve komneTeHTHocTH, BecnpucTpact-
HOCTU 1 cTabuNBbHOCTU AEATENLHOCTU NatopaTopum.

8.2.3 PykosoacTBO natopatopun AOMMKHO NPEACTaBUTL AoKasaTenbCTBa NPUBEPXKERHOCTY K paspaboT-
Ke U BHeOPEHNIO CUCTEMBI MEHEDKMEHTa ¥ NOCTOSHHOMY MOBbLILLEHWIO €€ pe3ynbTaTMBHOCTH.

8.2.4 Bca nokymeHTauus, NpPOLECChl, CUCTEMbI, 3anWUCH, OTHOCALLMECH K BbINOMHeHWo TpebosaHwi
HaCTOALLEro CTanAapTa, AOMKHbI GbiTh BKMIOYEHbI B CUCTEMY MEHEKMEHTA, COOTHECEHbI NN CBA3aHbI C HEN.

8.2.5 Becb nepcoHan, yyacTBylOLMIA B NabopaTopHON AEATENBHOCTY, AOMKEH UMETL AOCTYN K TEM Ya-
CTAM AOKyMEHTaLMW CUCTEMbl MEeHeMKMEHTa W COOTBETCTBYIOLLEA MHMOPMaLMUK, KOTOpble NPUMEHSAIOTCS
B cthepe ero OTBETCTBEHHOCTU.

8.3 YnpaBneHne 4O0KyMeHTaMMu CUCTeMbl MeHeAXXMeHTa (BapuaHT A)

8.3.1 JlabopaTtopus AOMKHa ynpaBnATb AOKYMEHTamW (BHYTPEHHWMMW U BHELLHWMM), OTHOCALLMMUCSA
K BbINOMHEHWIO TPEOOBaHNIA HACTOALEro CTaHaapTa.

n puMedyaHne — B AaHHOM KOHTekcTe «OOKYMEHTOM» MOryT 6bITb 3asBneHus o nonvuTuKe, npoueaypsbl, cne-
uMd)VIKaLWIVI, WHCTPYKLUK npoussBoauTens, KanVI6DOBO'~IHbIe TaGHMleI, cXembl, nocoﬁvm, nnakarel, yBeaoOMneHus, namsar-
KW, HepTexXWu, Nnnakbl U T. A. Onu MOryT ObITb npeacrasneHbl Ha pasNUYHbIX HOCUTENAX VIHCbOpMaLlMM, Hanpumep B ne-
YaTHOM NN LlVIQ)pOBOM cbopmaTe.

8.3.2 laBopaTopus gonxkHa obecneunts, YTo:

a) AOKYMEHTbI NPOBEpPeHbl Ha NPUroAHOCTL YNONHOMOYEHHBIM NEPCOHANOM A0 UX U3AAHUS;

b) BOKYMEeHTbI NepuoAuYeckA aHaNM3UpyTCA U NPY HEOBXOAUMOCTU NepecMaTpUBaITCS;

C) MAEHTUDULNPYIOTCA M3MEHEHUA U CTaTyC TekyLlel pefakumn AOKYMEHTS,

d) aKTyanbHble BEpCUU NPUMEHSEMBIX AOKYMEHTOB AOCTYNHLI Ha BCex pabounx mectax u npy Heobxo-
AMMOCTM WX pacnpocTpaHeHue ynpaenseTcs;

€) AOKYMEHTbI YHUKanbHbIM 06pasoM ngerTuuLMpoBaHs;

f) He gonyckaeTca HenpeaHamMepeHHoe UCNONb3OBaHWE YCTapPEBLLNX AOKYMEHTOB U NPUMEHSIETCS COOoT-
BETCTBYIOLWAs naeHTUUKaums AaHHbIX AOKYMEHTOB, B Cly4ae ecrin OHWU COXPaHSKTCA ¢ Kakol-nubo Lenbio.

8.4 YnpaBneHue 3anucsiMm (BapuaHT A)

8.4.1 NabopaTopus AOMKHA BECTU U COXpaHsTb pasbopyMBbie 3anUCU C UENbK NOATBEPXAEHUS! CO-
GnoaeHnst TpeboBaHWin HacTosLEro cralgapra.

8.4.2 JlaGopaTopua AOMKHa oCyWecTBNsATL yrpaeneHne, HeobGxoaumoe Ans naeHTUdUKaumn, XpaHe-
HUSI, 3aWNTLI, PE3EPBHOro KOMUPOBAaHUS, apXMBUPOBaHUS, NOMCKA, CPOKA XPAHEHWUS U YHUUTOXEHUS CBOUX
3anucei. JlaGopaTopus AOIKHA COXpaHsiTb 3aMuCK B TEYeHWe Nepuoaa, YCTAHOBNEHHOrO ACrOBOPHBIMMU
obszarenscTeamun. [JocTyn k AaHHLIM 3aNUCAM JOMKEeH COOTBETCTBOBaTL oBA3aTensCTBaM B 061acTv KoH-
huaeHUMansHOCTH, U 3anNUcKu AOMXKHbI BbITb NErkogOCTYMHLIMM,

Mpumevanue — B 7.5 npuseseHs AONONHUTENbHBIE TPEBOBAHMS, OTHOCALLMECA K TEXHWYECKUM 3arUCsMm.
8.5 [ledcTBuA, CBA3aHHbIE C PUCKAMU M BO3MOXHOCTAMM (BapuaHT A)

8.5.1 JlaGopaTopus gomkHa paccMaTpueaTh pUCKKM U BOSMOXHOCTM, CBSI3aHHble ¢ nabopaTopHol aes-
TENbHOCTLIO, ANS TOro YToOkLI:

a) obecrneuunBaTh, YTO CUCTEME MEHEAKMEHTA AOCTUrAaeT HAMEUEHHbIX Pe3ynbTaToB;
b) HapalvBaTb BO3MOXHOCTM AN AOCTWXEHUS Lieneii u 3anay nadopartopuy;

C) NpeaoTspallaTh UMM YMEHbLUNTL HeXenaTenbHbie BO3AEACTBIUA U BO3MOXHbIE CG0M B NaBopaTopHOM
AEATENbHOCTY,

d) gobusaTtbea ynyJlweHui.
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8.5.2 NNabopaTopusa fgomkHa nnaHuposarTs:

a) [eNCTBMUA, CBA3AHHbIE C 4aHHLIMU PUCKAMUN U BO3MOXHOCTAMM:

b) kakum obpasom:

1) MHTErpupoBaTh ¥ BHEAPATL [aHHble AEACTBUS B CUCTEMY MEHEDKMEHTA;
2) oueHnBaTL pe3ynbTaTUBHOCTL AaHHbIX AEACTBUIA.

MpuMmeuanne — XoTa B HacTOSLEM CTaHAapTe yKasblBAeTCH, UTO nabopaTtopus nnaHUpyeT OenNcTBUS No
YCTpaHEeHUIO PUCKOB, TpeﬁOBaHMﬂ K CbOpMaJ'IbelM MeTodaM ynpasneHus puckamu unum AOKYMEHTUPOBAHHOMY npoueccy
yNpaeneHns puckamv He yctaHoBneHsl. JlabopaTopun MoryT pelwmnTb, cneayeT nu paspabaTtoiBaTh Gonee 0BLWMPHYIO
MEeTOo40N0rni ynpasneHns puckamun, 4em ato Tpe6yeTc;| B HacTosillleM CTaHaapTe, Hanpumep, nocpeacTeOM npumeHe-
HUA Apyrux pykoBoaCTB UK CTaHJapToB.

8.5.3 MNpeaAnpuHNMaeMble AEACTBUA, CBA3AHHBLIE C PUCKAMU W BO3MOXKHOCTAMM, AOMKHBI BbITb COpas-
MepHbl UX NOTEHUWASTEHOMY BIIMAHWIO Ha AOCTOBEPHOCTL NAbopaTOpHbIX pe3ynbLTaToB.

Mpumeyarune 1 — lMNpumepamn JeNCTBUIA, CBA3AHHBIX C PUCKAMU, MOTYT BbiTb MAEHTUdUKALUS U npegynpe-
XKAEHUE YrpOos3, NPUHATME PUCKOB C LENbIO peann3auun BO3MOXHOCTY, YCTPaHEHWE WCTOMHUKA PUCKA, M3MEHEHUE BEepo-
ATHOCTW PUCKa UMK ero NOCMNEeACTBUN, pasaeneHne PUCKOB UNK coxpaHeHne pucka NoCpeAcTBOM 0BOCHOBAHHOTO PeLLEHNS.

MpumeyvaHue 2 — BOSMOXHOCTM MOTYT NMPUBECTU K paclLMpeHuio ofnactm nabopaTopHou AesTensHOCTH,
NPUBNEYEHNIO HOBbIX 3aKa34MKOB, UCMONBL3OBAHWIO HOBbLIX TEXHONOTUIA UK APYrMX BO3MOXHOCTEN C LIenbio YA0BNeTBO-
peHns noTpeGHOCTEN 3aKasunKoB.

8.6 YnyuweHua (BapuaHTt A)

8.6.1 laGoparopusi AOMKHa MAEHTUMUMPOBATL ¥ BbIOpaTh BO3MOXHOCTM AMNS YNyYLLEHWA, a Takke
npeanpuHATbL HeoBXxoauMble AeCTBNS.

MpumeyvaHne — BosMOXHOCTM AN ynyywWweHUA MOryT GbiTb MAGHTUULMPOBAHLI MO pesynbTaTaM aHanuaa
paGounx npoueayp, WCMONb3OBAHWA NONUTUK, OCHOBHLIX LIENeil, pesynbTaToB ayauToB, KOPPEKTUPYIOLLMX AeVCTBUIA,
ananusa co CTOpOHbl PYKOBOACTEA, NPEANOKEeHUA NepcoHara, OLeHKN pUcka, aHanuaa JaHHbIX U peaynbTaToB npose-
poK KBanudukayuu,

8.6.2 laGopaTopus AOMmKHa CTPEMUTLCA NonydyaTh OGpaTHYK CBA3b OT 3aKa34YUKOB, KaK NOMOXWTENb-
Hyl0, TaKk U oTpuuaTenbHyw. OGpaTHan CBA3k [OMKHa aHanNU3UPOBaTLCS U NPUMEHATLCS ANA YAyuLeHUs
CUCTEMbI MeHeKMeHTa, NabopaTopHOR AERTENLHOCTY ¥ OGCNYXUBaHUA 3aKa34UKOB.

NMpumedaHue — lNpumepamn TUNOB 06GpPaTHOI CBA3U SBNAKTCS ONPOCHI OTHOCUTENBHO YAOBNETBOPEHHOCTH
3aKas34MKoB, 3anucu NeperoBopoB M 0BCyXKAEHUE OTUETOB C 3aKasynKamm.

8.7 Koppektupyrouine neMcTBNA (BapnaHT A)

8.7.1 MNpw BbIIBNEHUN HECOOTBETCTBUA NabopaTopusa AOMXKHa:

a) pearnposaTb Ha HECOOTBETCTBME U NPY HEOBXOAUMOCTH:

- NPEANPUHATL AENCTBUS ANSA YyNpaBNeHUs HECOOTBETCTBUEM U €ro YCTPaHEeHUs;

- oTpearupoaTb Ha NOCNEACTBUS;

b) oueHnTL HeOBXoOAMMOCTE AEWCTBUS AN YCTPaHEHWUs NPUYMH (bi) HECOOTBETCTBUS, ANS TOro YTobkI
npeaynpesuTb ero NOBTOPHOE UNW HOBOE NPOSBNEHUE, NOCPEACTBOM:

- paccMOTPEHUA U aHanu3a HeCoOTBETCTBUS,

- BLISIBMIEHWUS NPUYMH HECOOTBETCTBUS,

- BbISIBNEHUS CYLUECTBOBAHUA WM NOTEHLUANBHON BO3MOXHOCTU BOSHUKHOBEHWUS NogobHLIX HECoOoT-
BETCTBUN,

C) NPEANPUHATL HEOBXOAUMbIE ASACTBNS:

d) oueHUTb PesyNbTATUBHOCTL NPEANPUHATBIX KOPPEKTVPYIOWNX LERCTBUI;

€) NOBTOPHO OLIEHUTb PUCKU 11 BO3MOXHOCTH, BbISIBNEHHLIE MO UTOFAM NNAHWMPOBAHUA, €CNKN 3TO Heob-
XOAUMO;,

f) npy HEOBXOANMOCTY BHECTU UMEHEHUS B CUCTEMY MEHEKMEHTA.

8.7.2 KoppekTupyiowme AelCTBUA AOMKHbI COOTBETCTBOBAaTh Macwrabam M nocnegcteusiM obHapy-
XEHHOrO HECOOTBETCTBUSA.

8.7.3 NabopaTopus AOMKHA COXPaHATb 3anNncy B KAQYeCTBE CBUAETENLCTB CreayoLwWero:

a) CYLHOCTU HECOOTBETCTBUNA, NPUYMH (bl) U MOOLIX NPeANPUHATLIX NOCNeayLWnX AecTBUIA,

b) pe3ynbTaToB KOPPEKTUPYIOLWNX ASKCTBUA.

8.8 BHyTpeHHUe ayanTbl (BapnaHT A)

8.8.1 Nabopartopus 4omkHa NPOBOANTL BHYTPEHHWE ayauThbl Yepes 3annaHupoBaHHbIe UHTepeanb! Ans
NonyYeHns UHHOPMaLMKN O TOM, SBNAETCH JIN CUCTEMA MEHEIKMEHTa!
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a) COOTBETCTBYIOLLEN:

- coBCTBEHHbIM TpeGoBaHUAM NabopaTopun K CBOEN cUCTEME MEHeDKMEHTa, B TOM 4ucne nabopatop-
HOW esiTeNbHOCTH,

- TpeGoBaHUsIM HacTOSLLEro cTaHaapTa;

b) pesynsTaTMBHO BHEAPEHHOW U pEann3yemMon.

8.8.2 Jlaboparopus AomKHa:

a) NnaHupoBaThb, pa3pabaTbiBaTb, BHEAPATb U peanv3oBbiBaTb NPOrpaMmMy ayauta, B TOM Yucne B OT-
HOLLEHWUN NepUOANYHOCTU, METOAOB, chepbl OTBETCTBEHHOCTU, NNaHUpyembix TPeSoBaHUA U OTHETHOCTY,
KOTOpas AOSHKHA yYUTLIBATbL BaKHOCTb COOTBETCTBYHOLIEN NnabopaTopHON AEATENBHOCTU, U3MEHEHNS, BNU-
aome Ha nabopaTtopuio, a Taloke pesynbTaThl NpeablayLLnX ayauToB;

b) onpegensTe kpuTepUK ayguta n 0b6nacTe NPOBEASHWUS KaXAO0rc ayanTa;

c¢) obecneuneaTb, YTO pe3ynbTaThl ayAnTa AOBEAEeHbl A0 COOTBETCTBYIOWErO PYKOBOACTBA;

d) BbINOMHATL COOTBETCTBYIOLUME KOPPEKUUM WU KOoppeKkTupylolme aencTBus 6e3 HeobocHOBaHHbIX 3a-
AepXek;

€) COXpaHATh 3anucu B KayecTBe MOATBEPXAEHUA peanusauuu nporpammbl ayaAuTa u pesynbTaTos
ayavToB,

MNpumeuvanne — B ISO 19011 npusepeHbl pykoBOAALLME YKasaHWA ANA NMPOBEAeHWUS BHYTPEHHUX
ayauTos.

8.9 AHanu3 co CTOpPOHbI PYKOBOACTBA (BapuaHT A)

8.9.1 PykoBoacTBO nabopatopum AOMKHO aHanu3upoBaTh CUCTEMY MEHEDKMEHTa C 3ansiaHupoBaHHOn
nepuoan4HoOCTLIO, HTOOLI OBecneynTh ee NOCTOAHHYI NPUrodHOCTb, AOEKBATHOCTL W PEe3ynbTaTUBHOCTD,
BKMOHAnA 3asBNEHHbIE NOMUTUKA U Lienu, CBR3aHHbIe C BbiNonHeHnem TpeboBaHni HaCToSsLWEro cTaHaapTa.

8.9.2 BxogHble AaHHbIE aHanus3a cO CTOPOHbI PyKOBOACTBA AOSKHbBI ObiTh 3aperucTpupoBaHbl U BKHO-
YaTb UHOPMaUWIO OTHOCUTENBHO:

a) M3MeHEeHUA BO BHYTPEHHUX U BHELLHUX BOMPOCaX, MMEKLLUX OTHOLLEeHWUe K nabopaTopuu;

b) BOCTMKEHMA NOCTaBNEHHbIX Lenen;

C) NPUroAHOCTH NOMUTUK U NPOLUEAYD;

d) ctaTyca gencTeni, 3annaHMpoBaHHbIX Nocne npeablayLwmx aHannsos co CTOPOHbI PYKOBOACTEA,

€) pesyneTaTa (OB) NOCNEeAHUX BHYTPEHHVX ayaUTOB;

f) KoppeKkTUpyLLMX ASACTBUNR;

g) OUEHOK, NPOBOAUMBIX BHELLHUMU OpraHamu;

h) nsmeHeHu obvema n Buaa padoTel nu obnacTv geaTenbHOCTU NadopaTopuy;

i} oBpaTHOM CBSA3U OT NepcoHana U 3aKa34Yukos,

j) ano6 (npeTeH3ni);

k) pe3ynsTaTUBHOCTK peann3oBaHHbIX YNyYLEeHWR;

I) AOCTaTOMHOCTW pecypcos;

m) pesynbTaToB MAEHTUMDUKALUN PUCKOB;

N} UTOroB AEATENBbHOCTW NO 06eCneYeHNI0 AOCTOBEPHOCTU Pe3ynbTaToB; a Takke

0) ApYrux 3HavyMmblx bakTOpOB, TakNe KaK MOHUTOPUHI RERTENBHOCTU U 0By4YeHme,

8.9.3 BuIxogHble AaHHble aHanusa co CTOPOHbI PYKOBOACTBA AOMXKHbI BKIOYaTL 3anucu oo Becex pe-
LWIEHUAX U [eRCTBUSIX, OTHOCHLLMXCS MO KpaiHen Mepe K.

a) pesynbTaTMBHOCTU CUCTEMBI MEHEKMEHTA 1 €€ NPOLIeCcCOoR;

b) yny4wennio nabopaTopHoil AesTENLHOCTU, OTHOCALLENCS K BbiNOMHeHUo TpeboBaHWiA HacTosLWero
CcTaHpapTa;

C) NpefocTaBneHnto HeoBXOANMbIX PECYpPCos,;

d) nrobor HeoBXOANMOCTU U3MEHEHWA.
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MpunoxeHune A
(cnpaBoyuHoe)

MeTponoru YecCKas npocnexuBaeMocCcTb

A.1 O6wme ceegeHun

B HacTosiwem npunoxernuu npuseaeHa AONOMHUTENBHAS UHMOPMALMA O METPONOrNYECKON NPOCNEXU-
BAeMOCTH, KOTopas npeAcTasnseT coboN BaXHEWLLYI0 KOHLEeNUuo AN ofecneyeHns conocTaBuMocTyn pe-
3yNbTaTOB U3MEPEHWIA KaK Ha HaUMOHaNbHOM, Tak U Ha MeXayHapoaHOM YPOBHE.

A.2 YcTaHoBneHne MeTposiorm4eckon npocnexmsaeMmocTu

A.2.1 MeTponoruyeckas npocnexuwsaeMocTb YCTAHABNUBAETCA C YHETOM U NOATBEPKAEHNEM:

a) onpeaeneHnsa N3MepAEMOon BeNMUUHLI (BENUYMHBI, NOANEXALLER NIMEPEHUIO);

b) AokymeHTUpOBaHHOW HenpepbIBHOW Leny KanubpoBoK, NO3BONAIOWIEN YCTaHOBUTL CBA3bL C COOTBET-
CTBYIOLLEA OCHOBOW ANA CPaBHEHWA (B Ka4YecTBE TaKoW COOTBETCTBYIOLUEA OCHOBBI ANS CPaBHEHUS MOryT
BbICTYNaTh HAUMOHANBHBIE U MEXAYHAPOAHbBIE 3TanCHbI, a Takke BHYTpeHHWe (pabovune) aTanoHbl);

C) OUeHUBaHUA HeonpeaeneHHoCTU N3MEePEHUA Ha KaXAO0M 3Tane B Lienu NpocnexXmBaemMocTy ¢ npume-
HEHUEM COrMacoBaHHbIX METOAOB;

d) peanvsaummn Kakaoro stana B LEnu NpocnexveBaeMocTh C MpUMeHeHNeM COOTBETCTBYHLLMX MEeTo-
[OB, C NOnMyveHWeM pesyrbTaToB UIMEPEHUA U CBA3AHHbLIX C HUMU 3apernCTpUPOBaHHbIX 3HAYEHWIA Heonpe-
AENEeHHOCTU U3MEPEHH;

€) npegocTaeneHus nabopaTopuaMn, peanunsyow¥Mn O4MH UNK HECKONBKO 3TanoB B LENy Npocrexu-
BaeMOCTH, AOKA3ATENLCTEB TEXHNYECKOM KOMNETEHTHOCTU.

A.2.2 CuctemaTnyeckasl NOrpeLlHocT (MHOrAa HasbiBaeMasn cMmellieHweM) kanubposaHHoro obopyao-
BaHWUA YYUTHLIBAETCA NPU PacnpOCTPaHEHUN METPONOrMYECKON NPOCNEXUBAEMOCTU Ha pesynbTaThl 3mepe-
HUI, nony4YeHHble B nabopatopun. CylecTBYOT pasnnyHble MEXaHn3Mbl ANA yvyeTa CUCTEMaTUYECKON No-
rPeLUHOCTH U3MEpPEeHUA NPU pacnpocTpaHeHNn METPONOrMYECKON NMPOCNEXNBAEMOCTH.

A.2.3 Ons pacnpocTpaHeHusi METPONOrMYECKON NPOCMEXMBAEMOCTU UHOrAa NPUMEHSIOT 3TaNOHbI, WH-
chopMauus O KOTOpbIX, NPEAOCTaBNEHHAs KOMMNETEHTHOW nabopaTopuen, CoAepXUT TOMbKO 3asBneHue
0 COOTBETCTBMM cneuundukaumm (6es ykasaHus pesynbTaToB U3MEPEeHUA W 3HaYeHW HeonpeaeneHHOCTH,
CBA3AHHbIX C HUMK). Peanusauuns AaHHOro nogxopa, B COOTBETCTBUM C KOTOPLIM NPeAenbHble 3HaYeHus,
yKasaHHble B cneyudukauusx, NCNonbaylTcs B KaYecTse NCTOMHNKa HeonpeaeneHHoOCTH, 3aBUCUT OT:

- NPMMEHEHUS COOTBETCTRBYIOLLIEro Npasuna NPMHATUS peLieHnid 4N YCTaHOBNEHUA COOTBETCTBUS;

- MOCMNeAYLLEro y4YeTa yKkasaHHbIX B cneundukaunax npedensHslx 3HadeHui B Glopxete Heonpeae-
NEeHHOCTYN NOCPeACTBOM TEXHUYECKU 0BOCHOBaHHOro cnocoba.

TexHudveckoe 0OOCHOBaHWE SaHHOro NOAX0AA 3aK/O4AETCA B TOM, YTO NPW 3asBNEHUN O COOTBETCTBUM
cneuvdukalnm onpeaenseTcs UHTepBan W3MEpEeHHbIX 3HaYeHW, B npegenax KoToporo npu 3afaHHoM
YPOBHE A0BEpUS NPEAnoNoXUTENBLHO HaxooUTCA UCTUHHOE 3HayYeHwe, U Npu 3TOM paccMaTpuBaeTCs Kak
noBoe cMeLLeHNe OT UCTUHHOMO 3HAYeHWs!, Tak U HEeonpeaeneHHoCTbL U3MEPEHIIA.

lNpumep — lpumeHeHUe 2upb ¢ NPUCBOEHHLIM coanacHo mpeboeaHusim OIML R 111 knaccom mo4Hocmu
dns kanubpoeku gecoe.

A.3 [leMOHCTpaLMsA METPONOrNYECKOn rNpocnexmBaemMocTu

A.3.1 NabopaTtopuu HECYT OTBETCTBEHHOCTb 38 YCTAHOBMNEHWE METPOMOrn4ecKon MpocneXnBaemMocTy
B COOTBETCTBUM C HACTOALLMM CTaHaapToM. MeTponoruyeckyto npocnexmsaeMocTs obecneunBaloT pesys-
TaTbl KanuBpOBKK, NpeacTasneHHble nabopaTopusaMu, COOTBETCTBYIOLIMMU HacToswweMy ctaHaapTy. Cep-
TNULNPOBAHHbIE 3HAaYeHWsi CepTUPULIMPOBaHHbLIX CTaHAApPTHLIX 06pasueB, NPeACTaBMNEHHbIX NOCTaBLYW-
KaMu CTaHaapTHbIX oBpasuos, cooTBeTcTBylomMe Tpebosanuam ISO 17034, obecneunsatoT meTponoruye-
CKyI0 npocnexunBaemocTb. CyLIecTBYIOT pasnuyHble cnocobbl 4EMOHCTpauun COOTBETCTBUSI HacTosLLeMy
CTaHaapTy: NpusHaHue TpeTbeW CTOPOHOW (TaKOW, Kak opraH no akKpeauTauuy), BHELUHAS OLeHKa 3akas-
YMKaMu uUnuM camooueHka. K cnocobam, NpuHATEIM Ha MexXayHapoAHOM YpOBHE, OTHOCHT (HO He orpaHuqu-
BAKOTCH 3TUM) cneayoLme:

a) KanubpoBOYHbIE U U3MEPUTENbHLIE BOSMOXHOCTH, obecnevnBaemMble HaUMOHANbHbIMU MeTponoru-
YECKUMU WHCTUTYTAMU U HA3HAYEHHBIMA WHCTUTYTamu, KOTopbie Obliv NOABEPrHyThi COOTBETCTBYIOLLIMM
npoLieccam napuTeTHOW oueHku. Takas naputeTHas oueHka nposogutcs B pamkax CIPM MRA (Cornaiue-
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HUE O B3aWUMHOM NPWU3HaHWW, NOAroToBneHHoe MexayHapoHblM KOMUTETOM Mep U BecoB). C Bugamu
ycnyr, Ha koTopble pacnpocTpaHseTcs aeictane CIPM MRA, MoxHO o3HakomuTbest B npunoxedun C BIPM
KCDB (6asbl AaHHbIX MO KMOYEBbIM CNNYEHUsAM, cchopMmposaHHon MexayHapogHbim 610po Mep U BeCOB),
rae CoaepXxuTca nogpobHas uHdgopmaumsa o aguanasoHax U HeonpeAeneHHOCTU U3MepPEeHUA ANA Kaxaon U3
NEPeYUCTIEHHbIX B HEM YCNyT;

b) kannbpoBoOYHbLIE U U3MEPUTENbHBIE BOZMOXHOCTH, KOTOPbIE NOATBEPKAEHBLI MPWU aKKPeaUTaLUnM B op-
raHe no akkpeguTauuu, ynornHOMOYEHHOM B pamkax cornalleHus ILAC (MexayHapogHoe CoTpyaHUYECTBO
no akkpeguTauumn nabopartopun) unn permoHasnbHbIX cornaweHnn, npusHasaembix ILAC, obnagawT nog-
TBEPXKAEHHOW METPONOrM4ecKon npocnexunsaeMoctblo. Ceegerns o6 obnactu akkpegutaumm KanubpoBou-
Hblx naGopaTtopuin aBnATCS 06WEeA0CTYNHLIMU U MOMYT GblTh 3anpoLUleHbl Y COOTBETCTBYIOLLMX OPraHoB Mo
akkpeauTauuw,

A.3.2 CosmecTHaa aeknapauvs BIPM, OIML (MexayHapogHOW OpraHusauuMu no 3akoHo4aTenbHOW
meTtponorun), ILAC v ISO 0 MeTponornyeckoin NPOCNEXUBAEMOCTA COAEPKUT CNeuUnanbHble yKasaHua no
ofecnevyeHnio MexayHapoaHOro NPU3HAHWA Lienn METPOOTNYECKo! NPOCNeXNBaeMOCTy.
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Npunoxenue B
(cnpaBouHoOeE)

BapMaHTbl CUCTeMbl MEHEeDKMEHTa

B.1 PaclumpeHue nNpMMeHEeHWs CUCTEM MEHEIXMEHTa B UenoMm yBenuyuno notpebHocTb B noarteep-
XOaeHuu Toro, uto nabopatopumn moryt obecrnevunsatb OyHKUMOHMPOBAHNE CUCTEMbI MEHELKMEHTa, COOT-
getcTBytowei u 1ISO 9001, n HacToaweMy cTaHaapTy. Takum oBpa3om, HacTosiwuiAz cTaHaapT obecneynsa-
€T ABa BapuaHTa TpeboBaHMii, OTHOCALUMXCA K peanusaumu CUCTEMbl MEHEOXKMEHTA.

B.2 BapuaHT A (cM. 8.1.2) nepeuncnseT MUHUMarnbHble TpeboBaHUSA K BHEAPEHUIO CUCTEMbI MEeHeaX-
MeHTa B nabopatopuu. Bhumanue Gbino yaeneHo Tomy, 4Tobbl BKMIOYUTL BCe TpeGosaHus ISO 9001, nme-
oLMe OTHOWeHWe k obnactam nabopaTtopHOR AEATENbHOCTU, Ha KOTOPbIE pacrnpocTpaHseTca cucteMma me-
HeaxmeHTa. JlabopaTopuu, KoTopele cooTBETCTBYIOT Tpebosanusam ISO/IEC 17025 (pa3pensl 4-7) u BHeApS-
0T BapuaHT A pasgena 8, Takum obpasom, Tawke OyayT B LeNoM AeACTBOBaTL B COOTBETCTBUMU C NPUHLM-
namu ISO 9001.

B.3 BapuanT B (cM. 8.1.3) nossonseT nabopaTtopusam cosaasath ¥ NoaaepxuMBaTh CUCTEMY MeHeaX-
MeHTa B COOTBETCTBUM C TpeGosaHnamu 1ISO 9001 Takum obpasom, 4Tobbl obecnedyneaTb U AEMOHCTPUPO-
BaTb NOCTOAHHOE BbINONHEHWe TpeboBaHwil pasaenos 4-7. flaGopaTopuu, KOTOpble NPUMEHAIOT BapnaHT B
pasgena 8, GyayT Takke paborartk B cootBeTcTBuu ¢ ISO 9001. CooTeetcTBUe TpebosaHuam ISO 8001 cu-
CTEMbl MEHEI)KMEHTa, B paMKax KOTOpO# (byHKUuoHupyeT nabopaTtopus, He aBnseTca camo no cebe ge-
MOHCTpauuei KomneTeHTHOCTU nabopaTopuu B OTHOLLEHUM NPEAOCTABNEHUA TEXHUHMECKNM AO0CTOBEpHbIX
AaHHbIX U pe3ynbTartoB. 310 TpeboBaHWe peanuayeTcs Yepes COOTBETCTBUE pasaenam 4—7.

B.4 O6a BapuaHTa npegnonaraioT JOCTWKEHUE TOro e pesynbtara B npouecce hyHKLMOHNPOBaHNA
cUCTEMBl MEHEI)KMEHTA U COOTBETCTBUA TpeboBaHWAM pasnenos 4-7.

n punmevyaHume — ﬂOKYMeHTbI, AaHHbIE KW 3anucun RBNARAIDTCA COCTaBHbIMW YacTAMU AOKYMeHTMpOBaHHOVI WH-
thopmaumm 8 1ISO 9001 1 gpyrux cTaHgapTax no cucTemam MeHeaAXMeHTa. YnpasneHuwe LOKYMEHTaMmu paccmarpueaeT-
ca B 8.3. YnpaeneHve 3anucamu paccmatpusaeTcs B 8.4 n 7.5. YnpasneHne AaHHLIMKM, KOTOpble OTHOCATCA K nabopa-
TOPHOIA AeATENLHOCTH, paccMmaTtpueaeTca B 7.11.

B.5 Ha pucyHke B.1 nokasaH npvmep BapuaHTa CxemaTuyeckoro npeacrasnenus pabouux npoueccos
nabopartopuu, kak onucaHo B pasaene 7.
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O6pawyerne ¢ o6beKTamMu UCTIbITaHMIA UNK KanuGpoBKu
Ns—
MoarotoBka Bbinonxexne kanubposku/ : 1 :
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e e | Banupaums Metona | pesyneTatos U3MepeHuii O DOSYTILTHTHX
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| JKanobb! (npeTeHauu) I

PucyHok B.1 — BapuaHT cxematnyeckoro npeacraeneHuns pabounx npoueccos naboparopum

Mpunoxexue JA
(cnpaBoyHoe)

CBeaeHus 0 COOTBETCTBUM CCbITOYHbIX MeXAyHapoAHbIX CTaHAApTOB

MeXrocyaapcTBeHHbIM CTaHOaapTam

Tabnuuya OAA1

0O603Ha4YeHne CCbiNOYHOro CreneHb O60o3HayeHne 1 HauMeHOBaHWe COOTBETCTBYIOLLEro MEeXroCyAapCTBEHHOIO
MEeXAyHapoAHOro CTaHgapTa COOTBETCTBUSA cTaHaapTa
ISO/IEC Guide 99 — *
ISO/IEC 17000 IDT FOCT ISO/IEC 17000—2012 «OueHka cootBetcTBUs. CnoBapb u
obLme npuHUMNbI»

nepeBos Ha PyCCKMil Si3bIK JaHHOTO MEXAYHapOAHOro CTaHapTa.

CTBUS CTaHaapTa:
- IDT — naeHTUYHbIA CTaHaapT.

* COOTBGTCTBYFOLL[VM MeXrocyaapcTt BEHHbIN CTaHAapT OTCYyTCTBYEeT. [lo ero npuHsTUA PeKoMeHAyeTCH UCnosb3oBaTb

MpumeyaHue — B HacToswen Tabnuue Mcnonb3oBaHo crneayiollee yCnoBHoe 0603Ha4eHne CTeneHn CooTBeT-
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bubnuorpadus

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

(To4HOCTE (NPaBUNLHOCTL U NPELMSMOHHOCTL) METOAOB U pesynsTaToB Uamepe-
HUA. HYacTb 1. OCHOBHbIE NONOXEHUA 1 onpegenenus)

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

(TouHOCTb (MPaBUNBHOCTL U NPEUU3NOHHOCTL) METOAOB U pesynbTaToB U3Mepe-
HUiA. YacTb 2. OcHoBHOW MeTog onpeAeneHnss NOBTOPSEMOCTM U BOCNPOU3BOAU-
MOCTU CTaHAapTHOrC MeToAa N3MepeHnin)

Accuracy (trueness and precision) of measurement methods and results — Part 3:
Intermediate measures of the precision of a standard measurement method
(To4HOCTb (NPaBUNBHOCTL ¥ NPELMINOHHOCTE) METOAOB U Pe3ynbTaToB Uamepe-
HWA. YacTb 3. NpomexyTodHbIe nokasaTenu NPeUUsSMOHHOCT CTaHAapTHOMo Me-
ToAa U3MepeHWiA)

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

(TouyHOCTb (NPaBUNBHOCTL U NPEUUINOHHOCTE) METOAOB U pe3ynbTaToB U3Mepe-
Hui. HacTb 4. OcHoBHblE METOAbI ONpeaeneHus NpaBunbHOCTU CTaHAAapPTHOrO Me-
TOA2 U3MEPEHUIA)

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

(ToYHOCTE (NPaBUNBHOCTL U NPELM3INOHHOCTL) METOAOB U pesynbTaToB UsMepe-
HUA. YacTb 6. icnonb3oBaHne 3Ha4eHnii TOMHOCTU Ha NPaKTUKe)

Quality management systems — Fundamentals and vocabulary
(CrcTeMbl MeHeMKXMEHTa kaYecTBa. OCHOBHbIE MONOXEHNS U CroBapb)

Quality management systems — Requirements
(CuncTembl MeHe)KMeHTa kadecTBa. TpebosaHus)

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

(CucTeMbl MeHedXXMeHTa uamepeHunid. TpeboBaHUa K npoLeccam U3MepeHuin U
naMepuTeNLHOMY 060pyAOBaHUIO)

Systems and software engineering — Software life cycle processes
(NHdbopmaunorHble TexHonoruu. flpouecckl XU3HEHHOrc LMKNa NpOrpammMHbIX
cpeacrs)

Medical laboratories — Requirements for quality and competence

(MeauvumHckvne natBopartopun. CneuvansHble TpebBoBaHUA K KadecTBy W KoOMmne-
TEHTHOCTH)

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

(MeanumHckne nsgenus ans in vitro-guardoctvkn. Uameperune sennuvH 8 obpas-
Lax 6uonoruyeckoro npoucxoxaeHus. TpeboBaHUs K aTTeCTOBaHHbIM CTaHOapT-
HbIM 06pa3sLamM U CogepXxaHuio CONPOBOAUTENBHOW AOKYMEHTaL M)

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

(OueHka cooTtBeTcTBUA. ObLine TpeboBaHuA K opraHam No akkpeauTauuu opra-
HOB MO OLEHKE COOTBETCTBUS)
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ISO/IEC 17020

ISO/IEC 170211

ISO 17034

ISO/IEC 17043

ISO/IEC 17065

ISO 17511

ISO 18011

ISO 21748

ISO 31000

ISO Guide 30

1ISO Guide 31

ISO Guide 33

ISO Guide 35

ISO Guide 80

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

(OueHka cooTtBeTcTBUA. Obwme TpeboBaHusa K paboTe paznNUyHbIX TUNOB OPraHoB,
NPOBOASALINX UHCTIEKLMM)

Conformity assessment — Requirements for bodies providing audit and certifica-
tion of management systems — Part 1. Requirements
{OueHka cooTBeTCcTBUA. TpeboBaHUA K opraHam, NPoBOASILLIMM ayauT U cepTudu-
Kauuo cucteM MeHekMmeHTa. Yacts 1. TpebosaHus)

General requirements for the competence of reference material producers
(Obiume TpeboBaHUA K KOMNETEHLIMW NPOU3BOAUTENEI 3TArOHHbLIX MaTepUarnos)

Conformity assessment — General requirements for proficiency testing
(Ouenka cooteetcTema. OcHOBHble TpeBOBaHMA K NPOBEASHUIO NPOBEPKU KBaNU-
thukaummn)

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

(Ouenka cootsetcTBus. TpeGoBaHUA K OpraHam No cepTuduKauun npoayKunu,
NnpoLieccos u ycnyr)

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

(Magenns  meavumHCKMe AN AWArHOCTMKM in  vitro. WUaMmepeHue BenuumH
B 6uonornyecknx npobax. MeTponoruyeckas NpocnexuBaeMocTb 3HaYeHUR, Npu-
nUcaHHbIX KanMBpaTopam 1 KOHTPONbHLIM MaTepuanam)

Guidelines for auditing management systems
(PyxoBogsilume ykasaHus nNo ayauTy CUCTEM MEeHEAKMEHTa)

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

(Ctatnctuyeckme metoabl. PykoBOACTBO MO WCNONL30OBaHUKO OLEHOK NoBTOpse-
MOCTH, BOCMPOU3BOAUMOCTU U MPaBWUIbHOCTU NPU OUEHKe HeonpeaeneHHoOCTU
n3MepeHunin)

Risk management — Guidelines
(MeHeaxmeHT pyckos. Pykoeoasive ykasaHus)

Reference materials — Selected terms and definitions
(CtaHpapTHble o6pasibl. TepMUHBI U ONpeaeneHus, ucronsayemsie B obnacTu
CcraHgapTHbIX 06pasuos)

Reference materials — Contents of certificates, labels and accompanying docu-
mentation
(CraHpapTHble obpasukl. CoepaHne cepTUUKaToB (NacnopToB) U 3TUKETOK)

Reference materials — Good practice in using reference materials
(CTaHpapTHble 06pasibl. YCTaHOBUBLLAACA NpaKTUKa NPUMEHEHUS CTaHAAPTHbIX
obpasuos)

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

(CtanpaptHble ofpasubl. OBWwMe W CTAaTUCTUYECKUE NPUHLMMBLI CepTUdUKaLIMK
(atTecTauyun))

Guidance for the in-house preparation of quality control materials (QCMs)
(PykoBoAcTBO No BHYTPMNaGopaTOPHOMY M3rOTOBNEHUIO MAaTEpUarnoB ANS KOH-
Tpons kavyectsa (MKK))



ISO/IEC Guide 98-3

ISO/NIEC Guide 984

IEC Guide 115
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Uncertainty of measurement — Part 3: Guide to the expression of uncertainty in
measurement (GUM:1895)

(HeonpepenexHocTb namepeHnin. YacTts 3. PyKOBOACTBO NO BbIpaXeHWo Heonpe-
AENeHHOCTU U3MepeHus)

Uncertainty of measurement — Part 4. Role of measurement uncertainty in con-
formity assessment

(HeonpepeneHHocTb U3ameperui. HacTb 4. Ponb HeonpeaeneHHOCTU U3MepeHns
B OLieHKe COOTBETCTBUS)

Application of uncertainty of measurement to conformity assessment activities in
the electrotechnical sector

(NorpelwHoCTe  M3MEpPEHUs NpU  OUEHKe COrNacoBaHHOCTU  OeSTenbHOCTU
B 3NEKTPOTEXHUYECKOM CEKTope)

Joint BIPM, OIML, ILAC and ISO declaration on metrological traceability, 2011 2
(CoemecTHas peknapauus BIPM, OIML, ILAC »n ISO o meTponoruyeckoin npocnexusaemocty, 2011)

ILAC International Laboratory Accreditation Cooperation ¥
(MexayHapoaHas opraHnsauuns no akkpeautauuy nadopatopui)

(VIML),
OIML V1:2013

JCGM 106:2012

International vocabulary of terms in legal metrology, 2013
(MexayHapoaHbIA cnoBapk TEPMUHOB NO 3akoHoAaTeNbHON MeTpororiu, 2013)

Evaluation of measurement data — The role of measurement uncertainty in con-

formity assessment
(OueHvBaHWe AaHHbIX M3MepeHuid. Ponb HeonpegeneHHoCT U3MepeHus
B OLiEeHKE COOTBETCTBUSA)

EEE/RM/062rev3, Eurachem # The Selection and Use of Reference Materials
(BbiBOp ¥ MCNONB3OBAHUE 3TANOHHbLIX MaTepuanos)

BIPM Si Brochure ®: The International System of Units (S!)
(Bpowwiopa CU: MexayHapoaHas cuctema eannuy (CU), BIPM)

2) http://www.bipm.org/utils/common/pdf/BIPM-OIML-ILAC-ISO_joint_declaration_2011.pdf

3) http://ilac.org/

4) https://www.eurachem.org/images/stories/Guides/pdf/EEE-RM-062rev3.pdf
5y http://mww.bipm.org/en/publications/si-brochure/

(HyMepaums CHOCOK NpuBedeHa nNo opuruHany.)
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