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MpeaucnoBue

Llenn, ocHOBHbIe NpyHUMNbI U 06LWMe npaBuna npoBeaeHns paboT No MeXrocygapCTBEHHON
craHgaptnsauun ycraHoBrieHol [OCT 1.0 "MexrocygapCcTBeHHas cucTema CTaHgapTM3auun.
OcHoeHble nonoxeHus" n FOCT 1.2 "MexrocygapCTBeHHas cuctema ctaHgaptmsaumm. CtaHgapTbl
MEXrocyAapCTBEHHble, MpaBuna WM pekoMeHZauun MNo MEXroCy4apCTBEHHOM CTaHAapTM3auuu.
MpaBuna pa3paboTku, NPUHATUSA, OOHOBNEHNS U OTMEHbI"

CBepneHusa o cTaHaapTe

1 MogroToBneH Pecny6bnukaHckum YHUTapPHbIM npeanpuaTtnem "Benopycckui
rocyfapcTBeHHbIN LUeHTp akkpegutaumn" (FocygapctBeHHoe npegnpusatue “"BILUA") Ha ocHoBe
Ccob6CTBEHHOrO NepeBoAa Ha PYCCKUI S3bIK aHMNOA3bIMHON BEPCUKN CTaHAapTa, yKa3aHHOro B nyHkTe 4

2 BHeceH NocygapCcTBEHHbIM KOMUTETOM NO cTaHaapTmu3aumm Pecnybnukn Benapycb

3 [lpuHat MexrocygapcTBeHHbIM COBETOM MO  CTaHgapTu3auuum, MeTponorum u
ceptudmkaumm (npotokon ot 28 noHa 2019 r. N 55)

3a npuHAaTMe nporonocosanu:

KpaTkoe Koa cTpaHbl CokpalleHHoe HaMMeHOBaHMe HaLMOHanbHOro opraHa no
HanMeHoBaHune no MK (MCO cTaHgapTmsaumm
ctpaHbl no MK | 3166) 004-97

(NCO 3166)

004-97

ApmeHus AM MuHakoHoMUKM Pecnybnukmn ApmeHus
benapycb BY NocctaHgapTt Pecnybnukn Benapycb
KasaxctaH KZ locctaHpapT Pecnybnuku KasaxcrtaH
Kuprusumsa KG KblpreiactaHgapT
Poccusa RU PocctaHgapt
TapgxnkncraH TJ TapxukctaHgapT
Y30bekucTtaH uz YactaHgapT

4 lMpukaszom degepanbHOro areHTCTBa MO TEXHUYECKOMY PerynmpoBaHuUio U MeTposiorum ot
15 monga 2019 r. N 385-cT mexrocygapctBeHHbin ctangapT FOCT ISO/IEC 17025-2019 BeedeH B
JencTBue B KayecTBe HaLMoHanbHoro ctaHgapta Poccuiickon ®enepaumm ¢ 1 ceHTabpa 2019 r.

5 Hacroawwmn crtanHgapT wnaeHTudeH MexayHapogHomy ctavgapty ISO/IEC 17025:2017
"Obwune TpeboBaHMA K KOMMETEHTHOCTU UCNbITaTeNbHbIX U KanmbpoBoYHbIx nabopaTtopui ("General
requirements for the competence of testing and calibration laboratories", IDT).

B HacTosiwem cTaHgapTe cnoBo customer nepeBedeHO Kak "3akasuumk" M NPUMEHSIeTCS B
KayecTBe OAHOro M3 3Ha4yeHun TepmuHa "notpedutens” (cm. FOCT P MCO 9000-2015, nyHkT 3.2.4;
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CTBE ISO 9000-2015, nyHkT 3.2.4), NOCKOMbKY, Kak npaBuno, nabopatopun B3auMOAEWNCTBYHOT
HENOCPEeACTBEHHO C 3aKa3yMKOM YCNyr MO MUCMbITaHUAM W KanubpoBKe, a HEe C KOHEYHbIM
noneb3osartenemM. Kpome TOro, B npakTUKe ocywecTBneHns nabopaTtopHon [eATenbHOCTU
obweynoTpednTensHbIM SIBASIETCS CNOBO "3aKka3udnk".

MexayHapodHbii cTaHgapT paspabotaH Komutetom no oueHke cootBetctBust (CASCO)
MexayHapogHown opraHmnsauum no ctangaptusauumm (1ISO).

Mpy NnpUMEHeHNM HaCTOSALEro cTaHaapTa PeKoMeHayeTCs UCNonb30BaTh BMECTO CCbINTIOYHbIX
MeXAyHapo4HbIX CTaHOAAPTOB COOTBETCTBYIOLLUME UM MEXIOCYAapCTBEHHbIE CTaHAapThl, CBEAEHUS O
KOTOPbIX NpMBEAEHbI B 4OMNOMHUTENBHOM NpunioxeHun JA

6 BaameHn TOCT NCO/M3K 17025-2009

7 MNepenspgaHne. Mapt 2021 r.

BBepeHune

HacTtodwmn craHgapT paspabotaH C Uenbio  yKpenneHus [OoBepust K OeATENnbHOCTU
nabopatopun. B HacTosilem crtaHgapTe cogepxaTcsi TpeboBaHus Kk nabopaTopusim, BbINONIHEHNE
KOTOpbIX MO3BO/IUT WM MPOAEMOHCTPMPOBATb KOMMETEHTHOCTb W  CMOCOOHOCTb  Mony4YaTtb
[OCTOBEpPHble pe3ynbTaTbl. JlabopaTtopuu, KOTOpble COOTBETCTBYHOT TpeboBaHMSIM HaCTOSLLErO
cTaHgapTa, Takke 6yayT B uenom yHKUMOHMPOBATb B COOTBETCTBUM C npuHumnamm 1ISO 9001.

CornacHo TpeboBaHMAM HacCTOSLIEro cTaHgapTa nabopartopusi OOMKHaA NiaHMpoBaTb U
OCYLLECTBNATb AEWCTBMSA MO YNpPaBfieHUI PUCKaMM U BO3MOXHOCTAMW. YMNpaBrieHUe puckamu u
BO3MOXXHOCTSIMM CO3[4aeT OCHOBY ANs MOBbIWEHNST Pe3ynbTaTUBHOCTU CUCTEMbI MEHEKMEHTA,
OOCTWXKEHNST NyyvlwnX pe3ynbTaToB W NpeaoTBpalleHUs HeraTMBHbIX nocrenctBuin. Jlabopatopus
HeceT OTBETCTBEHHOCTb 3a MPUHSITUE PELLEHUS O TOM, KakKMe PUCKM U BO3MOXHOCTU Heobxoammo
paccmaTtpuBathb.

Mcnonb3oBaHne HacTosLLEro ctaHgapTa ynpoCTUT COTPYAHNYECTBO Mexay flabopaTtopmsmMm n
OpYrMMn opraHamm M NOMOXeT B obMeHe MHopmaumen M OonbiTOM, a Takke B rapMoHM3auuu
cTaHgapToB u npouenyp. lNpusHaHne pesynbTaToB NabopaToOpHOM OEATENBHOCTU MeXay CTpaHamu
ynpoLiaetcs, ecnv nabopaTopun COOTBETCTBYIOT TpeOOBaHUAM HACTOSILLErO cTaHAapTa.

B HacTosilemM cTaHgapTe UCNOoNb3YHTCA CrieayroLlme rmarosibHble opMmbl;

- "nomkeH" - 0603HavaeT TpeboBaHue;

- "cnegyeT" - 0603HaYaeT pekomMeHaaunto;

- "MoXeT" - 0603HaYaEeT paspelleHne;

- "cnocobeH" - 0b03HavYaeT BO3MOXHOCTb.

Bonee nogpobHyto nHpopmaLmo MoxHo HanTn B Aupektnax ISO/IEC, yacTb 2.

Ona uenen wnccnegoBaHWsi NONb30OBaATENsIM PEKOMEHOYETCA OenUTbCA CBOMM BUAEHUEM
HacTOsLWEero craHgapTa M npeasiokKeHUAMN Mo BHECEHMIO M3MEHEHMI B MNocregylowme usgaHus.
YtoBbl  NpUHATL  yyacTMe B OHMaWH-onpoce, HeobxoAMMO  MPOMTM  NO  CCbISIKE:
https://www.surveymonkey.com/r/6MQ95ZC.

1 O6nacTb npuMeHeHuUsA

Hactoswwuii  ctaHgapT  ycTaHaBnuBaeT obwme  TpeboBaHMSE K  KOMMNETEHTHOCTW,
GecnpucTpacTHOCTM U CTabunbHOMY (PYHKLIMOHMPOBaHUIO nabopaTopuii.

Hacroswuii ctaHgapT NPpUMEHUM KO BCEM OpraHu3auusiM, 3aHMMaroyMMcst nabopaTopHOn
AeATENbHOCTbI0, HE3aBUCUMO OT YMCMEHHOCTM NepcoHana.

3aka3unkn nabopaTopuii, perynupylolme opraHbl, OpraHusaumMm M CXeMbl, UCMOonb3yoLne
NapuTETHYH OLEHKY, OpraHbl MO akkpeauTauuu, a Takke ApYrne CTOPOHbI MPUMEHSIIOT HaCTOSLLUIA
cTaHgapT Npu NOATBEPXOEHUN U NPU3HAHUM KOMNETEHTHOCTU NabopaTopuii.

2 HopmaTuBHbIe CCbINKK

Mpwn NpMMeHeHn HacTosLLEero cTaHaapTa pekoMeHAyeTCa UCMOMb30BaTb BMECTO CChINTOYHbIX
MeXOyHapOoAHbIX CTaHAApPTOB COOTBETCTBYIOLLME UM MEXroCy4apCTBEHHbIEe CTaHAapTbl, CBEAEHUS O
KOTOPbIX NPUBEAEHbI B AOMONHUTENBHOM npuroxerHun OJA

ISO/IEC Guide 99, International vocabulary of metrology - Basic and general concepts and
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associated terms (VIM) (MexayHapogHbiin crnioBapb no MeTponornn. OCHOBHblE 1 OOLLmMe NOHATUA U
cooTBeTcTBYOWME TepMuHbl (VIM))

ISO/IEC 17000, Conformity assessment - Vocabulary and general principles (OueHka
cooTBeTCTBMSA. CrioBapb 1 obLume NpMHUMNbI)

3 TepMuHbI U onpegeneHns

B HacToswem craHgapte npumeHeHbl TepMmuHbl no ISO/IEC Guide 99 un ISO/IEC 17000, a
Takke cnegyowme TepMUHbI C COOTBETCTBYHOLUMM ONpeaeneHnsIMu.

ISO n IEC nogaepxumBatoT TepMUHoONornyeckne 6asbl JaHHbIX AN UCMNonb3oBaHUA B obnactu
CcTaHgapTU3aumm, KOTopble AOCTYMHbI NO Crieay WM CChIfKaM:

- oHNnanH-nnatgopma ISO ana noncka gocTynHa no ceeinke: http://www.iso.org/obp;

- anektponegus IEC: goctynHa no ceweinke: http://www.electropedia.org/

3.1 6ecnpucTtpacTHocTb (impartiality): Hanvune o6bekTuBHOCTH.

MpumeyaHme 1 - O6BLEKTMBHOCTL O3HAYaeT, YTO OTCYTCTBYHOT KOH(SIMKTbI UHTEPECOB UMK
OHWM paspeluarnTca Takmm obpa3om, YTO He OKa3biBalOT HEeraTMBHOIO BIIUSAHWUS Ha MOCNenyloLlyo
neaTtenbHoCcTb nabopaTtopum (3.6).

Mpumeyvanue 2 - [Jpyrummn TepMmHamMu, UCMOMb3yeMbIMU NPU nepegayve CyTu COCTaBMSHOLLNX
BGecnpucTpacTHOCTH, ABNAKOTCS "OTCYTCTBME KOH(IIMKTOB MHTepecoB", "OTCyTCTBME MpeaB3ATOCTU",
"oTcyTcTBME NpenybexaeHun”, "HentpanuTeT", "cnpaBegnMBOCTL", "OTKPLITOCTL", "06BEKTUBHOCTDL",
"oTcTpaHeHHOCTh" 1 "naputet”.

[MCTOYHWK: ISO/IEC 17021-1:2015, 3.2, nameHeHo - B npumedaHum 1 cnosa "opraHa no
cepTudumkaumn” 3ameHeHbl Ha "nabopatopun”, B npyumevaHun 2 crioBo "He3aBUCUMOCTL" UCKITHOYEHO
n3 crmcka.]

3.2 xanob6a (npeteH3usa) (complaint): BblpaxkeHne HeygoBNETBOPEHHOCTU NHOOLIM NMLIOM
UnNu opraHusaumen B oTHoweHun nabopatopun (3.6), Kacaroweecs OeATeNbHOCTN UK Pe3ynbTaToB
aTon nabopaTopuun, NO KOTOPOMY OXMAAETCA OTBET.

[MCTOYHUK: ISO/IEC 17000:2004, 6.5, nameHeHo - crioBa "B OTNiM4mMe OT anennsumm” Gbinm
WCKIIOYEHDI, @ CrioBa "opraH no OLeHKe COOTBETCTBMS UMM OpraH No akkpeamtauuu, OTHOCALLUACA K
OEeATEeNbHOCTN 3TOro opraHa" GbInn 3aMeHeHbl cnoBamu "nabopaTopumn, KacaroLwencss 4eATeNbHOCTH
unun pesynbtaToB 3TOM NabopaTtopun.]

3.3 mexxnabopaTtopHoe cnu4yeHue (interlaboratory comparison): OpraHusaums, BelNnofiHeHME
N OLEHMBaHNE U3MEPEHUA UMW UCMbITAHUA OQHOMO U TOrO e WM HECKOSbKMX NogobHbIX 06pa3Los
AByms nnmn 6onee nabopaTopmsiMm B COOTBETCTBUM C 3apaHee YCTaHOBMIEHHbIMU YCIOBUSIMU.

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

3.4 BHyTpunabopatopHoe cnuyeHue (intralaboratory comparison): OpraHusauus,
BbINOSIHEHWE W OUEHVBaHWE W3MEPEHUA WNN UCMNbITAHUW OAHOMO W TOrO XE WIWN HECKOMbKUX
nogobHbIX 00pasuoB B npegenax ogHou nabopatopum (3.6) B COOTBETCTBMM C 3apaHee
YCTaAHOBIIEHHBIMW YCITOBUAMMW.

3.5 npoBepka kBanudmkaumm (proficiency testing): OueHMBaHME XxapaKTEPUCTUKK
PYHKUMOHMPOBAHMSA  y4aCcTHMKA NO  3apaHee  YCTaHOBMEHHbIM  KpUTEPUSM  NOCPEenCTBOM
mexnabopaTopHbIX cnuyeHnn (3.3).

[MCTOYHUK: ISO/IEC 17043:2010, 3.7, U3MeHeHO - yaarneHsl MpuMedaHus K NyHKTY.]

3.6 nabopatopusa (laboratory): OpraH, KOTOpbI/ OCyLLeCTBNAET OOAMH WMNN HECKOMbKO M3
crneayLmx BUAOB AEATENbHOCTY:

- UCMNbITAHUS;

- KannbpoBKa;

- oT6op 06pasLoB, CBA3AHHbLIV C NOCNEAYHOLNUMM UCTBITaHUSAMU NN KannbpoBKOW.

NMpumeuyaHne 1 - B KOHTEKCTE HACTOSIWEro CTaHgapTa noHsATMEe “"nabopaTopHas
OEeATENbHOCTb" OTHOCUTCS K TPEM BbllLEYKa3aHHbIM BUaam OeATenNbHOCTH.

3.7 npaBuno npuHATMA peweHuna (decision rule): lNMpaBuno, KOTOpoe oONMCbIBaeT, Kak
yuuUTbiBaeTCA HeonpeaeneHHoOCTb U3MEpPEeHWA MNpyu MPUHATUM  pelleHnd O  COOTBETCTBUU
yCTaHOBEHHOMY TpeboBaHuio.

3.8 Bepudbukaumsa (verification): MNpegoctaBneHne oOBLEKTUBHbLIX CBUOETENBLCTB TOroO, YTO
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AaHHbIN 06BbEKT COOTBETCTBYET YyCTAHOBMNEHHbIM TpeboBaHMAM.

Mpumepbl

1 lNodmeepxxdeHue mozo, Ymo daHHbIl cmaHOapmHbIl obpa3sey S8/19emcs, KaK 3asie/ieHo,
OOHOPOOHbIM O 3HaYeHUs 8EMUYUHbI U coomeemcmeyoweld MemoduKku usMmepeHul, ernnomb 00
obpasua maccot 10 ma.

2 [llodmeepxxdeHue mo20o, 4YMO 3KCrilyamauyuoHHbIE Xapakmepucmuku U3MepumersibHouU
cucmembl unu 3aKkoHodameribHble mpebosaHusi K Heli COb/II00eHbI.

3 lNodmeepxxO0eHuUe moeo, Ymo Moxem bbimb docmueHyma uereeasi HeorpederneHHOCMb
usmepeHud.

MpumeyvaHue 1 - Korga npuMmeHMMo, crnegyeT yuuTbiBaTbh HEONpeaeneHHOCTb NU3MEPEHUIA.

MpumeyaHmne 2 - OO6beKkTOM MOXET OblTb, HaMpumep, NPOLECC, METOAMKA U3MEepPEeHUs,
mMartepuarn, BeWeCcTBO Ui n3ameputenbHasa cuctema.

MpumevaHne 3 - YcraHoBreHHble TpeboBaHWA MOryT 3aknoyaTbCs, Hanpumep, B
cobnogeHumn cneundukaumm Nnpom3BoanTens.

MpumeyaHue 4 - B 3akoHogaTenbHOM MeTporiornm, Kak ato onpegeneHo B VIML, n npu
OLEeHKe COOTBETCTBMS B LIENOM Bepudumkauna OTHOCUTCA K MCCNeOoBaHUMIO U KNEVMEHUIO u/unu
Bblaye CBMAETENbCTBA O NOBEPKE N3MEPUTENbHOM CUCTEMBI.

MpumeyvaHue 5 - lNMoBepky He crnegyeT nyTaTb ¢ Kanubposkon. He kaxpas Bepudukaums
asriseTcd Banvgauuen (3.9).

MpumeyaHmne 6 - B xumun Bepudmkauma MOEHTUYHOCTU paccMaTpUBaeMoro ob6bekTa unu
peakuun TpebyeT onnucaHnst CTPYKTYpbl UM CBOMCTB 3TOr0 06bEKTa UMK peakLmu.

[MCTOYHUK: ISO/IEC Guide 99:2007, 2.44]
3.9 Banupaums (validation): Bepudpukauusa (3.8), npu KOTOpon ycTaHoBneHHble TpeboBaHus
CBsi3aHbl C NpeAnonaraembiM UCNOSb30BaHNEM.

Mpumep - Memoduka usmepeHusi, 06bIYHO ucrniofnib3yemasi Ornsl U3MEPEHUs Maccoeol
KOHUeHmpauuu asoma 8 eole, moxem b6bimb 8anuduposaHa makxe Ors U3MepPeHUs Maccosol
KOHUEeHmMpauuu a3oma 8 CbIBOPOIMKE KPO8U Yesl08eKa.

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

4 O6wme TpeboBaHUA

4.1 BecnpucTpacTHOCTb

4.1.1 JlabopatopHasi OesATenbHOCTb OOMKHA OCYLEeCTBRASATbCA GecrnpucTpacTHO, a Takke
CTPYKTYpPUPOBAaTLCA 1 yNpaBnATbCS TakuM o6pasom, 4Tobbl o6ecnevnBaTb 6eCnprucTpacTHOCTb.

4.1.2 PykoBoacTBO NlabopaTopumn AOSMKHO NPUHATE 0b6s3aTenbCcTBa no 6ecnpucTpacTtHOCTH.

4.1.3 Jlabopatopus [OOImKHA HECTM OTBETCTBEHHOCTb 3a 6GecnpucTtpacTHOCTb CBOEW
nabopaTopHOM OeATenbHOCTU M He AOMKHa Jonyckatb KOMMepyeckoe, OMHaHCOBOE MMM WHOEe
AaBneHuve, ctTaeswee 6ecnpucTpacTHOCTb NOA Yrpoay.

4.1.4 Nabopatopusa OOIMKHA MOEHTUMLMPOBATbL PUCKM ONA CBOenW 6ecnpucTpacTHOCTU Ha
MOCTOSIHHOM OCHOBE. JTO [OJ/PKHO BKMOYaTb PUCKM, KOTOpble BO3HMKAKT B Mpouecce ee
OEATEeNbHOCTN, B pe3ynbTaTe ee OTHOLIEHUA NN OTHOLLIEHU ee nepcoHana. Bmecte ¢ Tem Takune
OTHOLLEHNs He 06sA3aTenbHO NpeacTaBnAlT cobor puck ana 6GecnpucTpacTHOCTM nabopaTopun.

MpumeyaHme - OTHOLLEHUS, KOTOPbIE YrpoXarT BecnpucTpacTHOCTU nabopaTopun, MoryT
OCHOBbIBaATbCS HA NpaBe COOGCTBEHHOCTU, yNpaBlieHUW, PyKOBOACTBE, NepcoHare, obLmx pecypcax,
dmHaHcax, foroBopax, MapKeTuHre (BKrtodas GP3HAMHI) U KOMUCCUMOHHbIX BbiMnaTax unv Ha ApYyrux
BMAAX CTUMYNMPOBaHNSA B OTHOLLEHUM HOBbIX 3aKa3yMKoB 1 T.M.

4.1.5 lMpn obBHapyxeHun pucka gna GecnpucTpacTHocTM nabopaTtopust AomkHa ObiTb B
COCTOSIHUW MPOAEMOHCTPUPOBATL TO, Kak OHa YCTPAHSAET U MUHUMU3UPYET TaKoW PUCK.
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4.2 KoHdomaeHUNanbHOCTb

4.2.1 Jlabopatopusi OOfmKHa Ha OCHOBE HOPUOMYECKM 3HAYMMbIX 0043aTeNnbCTB HECTU
OTBETCTBEHHOCTb 3a ynpaBrfieHne BCen WHgopMauuen, NocTynuBLUEN W3BHE WU MNONYYEHHOW B
npouecce BbIMNONMHEHNA nabopaTtopHon  JdesTtenbHocTW. Jlabopatopusa  [omkHa  3apaHee
MHpopMmpoBaTb 3akaszynka o6 MHopmMaumm, KOTOPYK OHa HamepeHa pa3MecTUTb B CBOGOOHOM
poctyne. WckniodeHve coctaBnsetT uWHQopMauusi, KoTtopass cTaHoBuTCA o6LenocTynHoOMn Mo
peLLeHnto 3akasymka nnbo no corracoBaHWo Mexay nabopaTtopyen M 3aka3vyuMkom (Hanpumep, C
Uenblo pearmpoBaHua Ha xanobbl). Bca wHas wuwHgopmaumss cuuTaetcs npencraBnsloLLen
KOMMepPYECKYIo TaHy 1 JOMMKHA paccMaTpuBaTbCH B Ka4ecTBe KOHUAEHUNANBHOMN.

422 Ecnun B COOTBETCTBUM C 3aKOHOAATENbCTBOM MMM  [OTOBOPHBIMA  OTHOLLUEHUAMMN
nabopaTopua [OMKHA packpbiTb KOHMMAEHUMANbHYIO MHGOPMaLMo, OHa [OSMKHA YBEAOMMUTb
3aKasunka unu MHoe 3avHTepecoBaHHOE NULO O PacKpbiTOn MHAOPMaUUKW, B Criyyae ecnun 310 He
3anpeLeHo 3aKoHOAaTeNbLCTBOM.

4.2.3 NHdopmauusa o 3akasudmke, NoflydeHHas He OT CaMOro 3akasuduka (Hanpumep, nuua,
HanpaBMBLUErO >kanoby, perynupyrowmx OpraHoB), AOMMKHa ObiTb KOHUAEHUMANbHOW Mexay
3akas3umkoM u nabopaTtopuen. CBegeHust O NOCTaBLUMKE (MCTOYHMKE) STOM MHAOPMaUMU OOSKHbI
ObITb KOHMAEHUMANbHBIMKU ANs NabopaTtopun 1 He OOIMKHbI NepeaaBaTbCA ee 3aKas3yuky, ecrnm ato
He COornacoBaHo C UCTOYHMKOM OaHHOW MHGOpMaLmN.

4.2.4 TepcoHan, Bkno4yasa NOObIX YNEHOB KOMUTETOB, MOAPSOYMKOB, MEPCOHan BHELUHWUX
OpraHoB WNN OTAENbHbIX WU, AEWUCTBYHOLMX OT MMeHM nabopatopuun, [omKeH cobnogatb
KOHUAEHUNanNbHOCTb BCEW MHGOPMAaUUK, MOSlyYEHHONW WNW CO30aHHOW B XOA4E BbINOSIHEHMWSA
nabopaTopHOWN OeATENbHOCTU, 3a UCKMOYEHMEM CIiyvaeB, NPegyCMOTPEHHbIX 3aKOHO4AaTETbCTBOM.

5 TpeboBaHus K CTPyKType

5.1 laGopaTtopusi gomkHa OblTb LPUANYECKMM NMLOM UNU NOoApasaeneHNneM opuanyeckoro
nvua, KOTopoe HEeCEeT IPUANYECKYH OTBETCTBEHHOCTb 3a €€ AeSATENbHOCTb.

MpumeuaHmne - [ns uUenen HaACTOSILLEro CTaHOapTa nNpaBUTENbCTBEHHaAs nabopaTopus
cunTaeTcs LpPUaNYECcKMM NULOM Ha OCHOBE ee NpaBUTENbCTBEHHOMO cTaTyca.

5.2 JlaGopatopus [OfKHaA  OnNpeaenuTb  PYKOBOACTBO, KOTOPOE  HeceT  MOSHYH
OTBETCTBEHHOCTb 3a NnabopaTtopuio.

5.3 JlabopaTtopus p[osmkHa onpefenutb U OOKYMeHTUpoBaTb obnacte nabopaTopHon
OEeATEeNbHOCTU, NPU OCYLLLECTBEHMM KOTOPOM OHA COOTBETCTBYET HacToswemy ctaHaapty. Obnactb,
B OTHOLLEHWUM KOTOPOW nabopaTopusi 3asiBNSET O COOTBETCTBMU HACTOSILLLEMY CTaHAAPTY, HE OOIMKHA
BKMOYaTh NabopaTopHy0 AOesATeNbHOCTb, OCYLLEeCTBSIEMYKD Ha MOCTOSIHHOM OCHOBE BHELLUHUMMU
nocTaBLUMKaMW.

5.4 JlaGopaTtopus OOMmMKHA OCYLLECTBNATb CBOK [OEATENbHOCTb TakMM 00pas3om, 4TOObl
COOTBETCTBOBaTb TPEOOBAHNAM HACTOSILLEro CTaHgapTa, CBOMX 3aKa3vMKOB, PETYNUPYIOLLMX OPraHoB
N opraHusauui, obecneuymBarolmx npusHaHue. JlabopaTopus OOMKHA HECTU OTBETCTBEHHOCTb 3a
OEATEeNbHOCTb, OCYLLECTBMSEMYD BO BCEX MeCTax €€ MOCTOSHHOro pasMelleHusi, BHe MecCT ee
NMOCTOSIHHOIO pa3MeLLEeHUs1, HA BPEMEHHbIX UITM NepeaBWKHbIX MMOWAaasax U Ha 0ObEKTaxX 3akasymka.

5.5 Jlabopatopusa gomnxHa:

a) onpeaenvTb OpPraHM3aLMOHHYIO M yNpaBrieHYeCcKy0 CTPYKTypy nabopatopun, ee Mecto B
rOfIOBHOM  OpraHM3auuMnm W B3aUMOCBSA3N  MeXZy  YNpPaBNEHYECKUMM,  TEXHUYECKUMMU U
BCMoMoratenbHbIMK crnyx6amu;

b) ycTtaHOBMTb OTBETCTBEHHOCTb, MOSIHOMOYMSA W B3aMMOOTHOLLUEHUS BCEX COTPYAHMKOB,
3aHATLIX B YNpPaBfeHUW, BbIMNOSTHEHUM WM  MpoBepke paboT, BNUAOWMX Ha pesynbTaThl
nabopaTopHOWN OeATeNnbHOCTY;

C) [OOKyMEHTMpOBaTb CBOM npouenypbl B o00beme, Heobxogumom ans obecneveHus
CTabunnNbHOro OCYLLECTBEHUSI CBOEW AEATENBHOCTU N JOCTOBEPHOCTU PE3yNbTaToB.

5.6 JlabopaTopus gormkHa MMeTb NepcoHar, KOTOpbIN, HE3aBUCMMO OT APYrMx 00s13aHHOCTEN,
nMeeT NOMTHOMOYNS U pecypcbl, HeobxoanMble AN BbINOMHEHMS CBOMX 0693aHHOCTEN, B TOM YKCheE:

a) BHegpeHue, nogaepKaHne 1 CoBEepLUEHCTBOBaHNE CUCTEMbl MEHEKMEHTA;

b) BbISIBNEHNE OTKIMOHEHUI OT CUCTEMbBI MEHEAXKMEHTA UMK OT NpoLeayp A8 OCyLLEeCTBNEeHNs
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nabopaTopHOWn OeATenbHOCTY;

C) UHNLMMpPOBaHME Mep NO NPeAOTBPALLEHNIO NN MUHUMN3ALIMM TaKUX OTKITOHEHUI;

d) npeactaeneHue pykoBOACTBY nabopatopum OT4ETOB O (PYHKUMOHMPOBAHUU CUCTEMbI
MeHeKMeHTa N HeOBXOANMOCTU ee YNyYLLEeHNS;

€) obecrneyeHne pesynbTaTUBHOCTU NTabopaToOpHOM AEATENBHOCTMW.

5.7 PykoBoacTBo nabopaTtopun OOMMKHO obecneunTsb:

a) obmeH wuvHopmaumern O pesynbTaTUBHOCTU CUCTEMbl MEHEMXKMEHTa W BaXHOCTU
yaoBneTBopeHus TpeboBaHU 3aKka3ymKkoB 1 Apyrux TpeboBaHung;

b) coxpaHeHue UEenoCTHOCTM CUCTEMbI MEHEKMEHTA MNpv MNMAHUPOBAHUN U BHECEHUMU
NU3MEHEHWI B Hee.

6 TpeboBaHus K pecypcam

6.1 Obwme TpeboBaHUA

Na6opatopusi OomkHa pacronaraTe NEepcoHanoM, MomeleHusiMu, obopyaoBaHUeM,
cucTteMamu M BcrnomoraTtenbHbiMU crnyxb6amu, HeobGxoaMMbIMKM ANs ynpaBneHuss nabopaTopHoi
AEeATEeNbHOCTbIO U Arsi ee OCYLLEeCTBIEHMSI.

6.2 NMNepcoHan

6.2.1 Becb nepcoHan nabopatopun, kak NOCTOSAHHbIN, TaK U NPUBEKAEMBbIN, KOTOPbIN MOXET
NoBNUATL Ha [JedATenbHOCTb nabopatopun, [OMKeH AenctBoBaTb OecnpucTpacTHo, ObiTh
KOMMNETEHTHbIM U JOMKeH paboTaTbk B COOTBETCTBUMN C CUCTEMON MEHeIKMeHTa nabopaTtopuu.

6.2.2 Jlabopatopusa AOMmKHa OOKYMEHTMpoBaTb TpeboBaHMA K KOMMETEHTHOCTW nepcoHana
ONa Kaxgon yHKUMW, BNUSAKOWEN Ha pesynbTaTbl NlabopaTopHOM OeATenbHOCTU, B TOM 4uchne
TpeboBaHMa K oOpasoBaHuio, KBanuduKaumuv, MNpodEeCCMOHaNbLHON MOArOTOBKE, TEeXHUYECKUM
3HaHWSM, HaBblkaMm, OMbITY.

6.2.3 JlabGopaTopus OomkHa rapaHTMpOBaTb, YTO NepcoHasn obnagaeT KOMMNETEHTHOCTLIO OIS
BbINOSIHEHNST NabopaTOPHON AEATENbHOCTU, 3@ KOTOPY OH HeCceT OTBETCTBEHHOCTb, U AN OLEHKN
3HAYMMOCTU OTKIOHEHWM.

6.2.4 PykoBoacTBo nabopatopumm SOMKHO AOBECTU OO0 KaXO0ro COTpyaHMKa ero o6s13aHHOCTH,
OTBETCTBEHHOCTb 1 MOMTHOMOYUS.

6.2.5 JlabopaTtopus gomkHa MMeTb npouenypy(bl) 1 BECTU 3anucu no:

a) onpegeneHunto TpeboBaHUM K KOMNETEHTHOCTY;

b) nogbopy nepcoHana;

C) NO4roTOBKE NepcoHana;

d) HabnogeHno 3a NepcoHanom;

€) HafleneHuo nepcoHana NnosIHOMOYUSAMMU;

f) MOHUTOPKMHIY KOMNETEHTHOCTM NepcoHana.

6.2.6 JlaGopaTopusi [O/MKHA YMNOJIHOMOYMTb MNEpcoHasl Ha BbIMOSIHEHWE KOHKPETHOM
nabopaTopHOW OeATENbHOCTU, BKoYasi (HO HE OrpaHNYMBasiCb) CreayoLLee:

a) pa3paboTKy, U3MeHeHne, Bepuurkauunio n Banvaaumo MeTogoB;

b) aHanu3 pesynbTatoB, B TOM 4UCNEe 3asABMEHUA O COOTBETCTBMM WM MHEHUA W
WUHTepnpeTauni;

C) NOArOTOBKY OTYETOB O pe3ynbTaTtax, UX NPOBEPKY N yTBEPXKAEHME.

6.3 NomeLLeHNA 1 YCIOBUA OKpYXKatloLen cpeabl

6.3.1 lMomellueHNss n ycrnoBUs OKpyxalllen cpeabl AOMKHbl OblTb MPUroAHbIMU  ANS
ocyLlecTBneHns nabopaTtopHOM OEATENbHOCTU U He OOSMKHbl OKasbiBaTb HeraTMBHOE BNUSHME Ha
AOCTOBEPHOCTb NoJly4aemblX pe3ynbTaToBs.

MpumeyaHune - BospgelctBusi, KOTOpble MOryT HeraTMBHO BIUSITb Ha [AOCTOBEPHOCTb
pe3ynbTaToB, BKIOYAOT (HO HE OrpaHMYMBalOTCsl) criegylowmne: MUKpoburoriorniyeckoe 3arpsisHeHue,
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MNblfb, 3NIEKTPOMarHUTHbIE NMOMEXU, U3FyYeHUe, BIIaXXHOCTb, SreKTpocHabxeHne, Temnepartypa, Wym
n Bubpauus.

6.3.2 TpeboBaHus, npegobsBNAemMble K MOMELLEHMSIM W YCIIOBUSAM OKpYXKatoLen cpeabl,
HeobxoOuMbIM  ONs  OCyWecCTBreHus  nabopaTtopHoOM  OeATenbHOCTW,  OOIMKHbl  ObITb
OOKYMEHTMPOBAHbI.

6.3.3 JlaGopaTopua [OOfmKHA OCYLLECTBNATb MOHWUTOPUHI YCIOBWUA OKpYXKatlowlen cpenpl,
ynpaBneHne MMm n Nx perncTpaumio B COOTBETCTBUN C TEXHMYECKMMU TpeboBaHMAMU, MeTo4aMu U
MeTOoAMKaMn UNu B criydasix, Koraa oHv BAUSIOT Ha AOCTOBEPHOCTb pPe3ybTaToB.

6.3.4 Mepbl NO ynpaBreHUO MNOMELLEHMAMM OOMMKHbI ObiTb BHEApPEHbl, noaBepraTbCs
MOHUTOPUHIY N NEPUOANYECKOMY NEPECMOTPY U BKNOYaTh (HO HE OrpaHMyYuBaThCA) cnegytollee:

a) [OCTyn UM WCMONb30BaHME Y4acCTKOB, OKasblBaKOLWMX BIMSHME Ha nabopaTopHyro
0eATenNbHOCTD;

b) npepoTBpaleHne 3arpAa3HeHNA, B3aMMHOIO BIIMSIHUS UM HEOGNAaronpuaTHBIX BO34ENCTBUN
Ha nabopaTopHyo OeATEeNbHOCTb;

C) apdheKkTMBHOE pasrpaHMyeHme 30H, B KOTOPbIX NPOBOAMTCS HecoBMeCcTUMasa nabopatopHas
OeaATenbHOCTb.

6.3.5 lMpu ocywecTBneHnn nabopatopmen geaTenbHOCTU Ha 0O bEKTaX, HAXOASLMXCS BHE ee
MOCTOSIHHOTO ynpaBfeHusi, OHa [OormkHa obecneyntb COOTBETCTBME MOMELLEHUA W YCIOBUN
oKpy>atoLen cpeabl TpeboBaHNSAM HaCTOsLLEro cTaHaapTa.

6.4 ObopynoBaHue

6.4.1 JlabopaTtopus gomkHa MMeTb JOCTYN K 06opyaoBaHuIo (BKMtovasi, HO HE OrpaHMYNBasiChb,
cpeacTBa M3MepeHus, nporpammMHoe obecrnedeHne, aTanoHbl, cTaHgapTHble obpasubl, cnpaBOYHbIE
OaHHble, peakTuBbl, pacxofdHble MaTepuanbl WM BCNOMOraTernbHble YCTPOMCTBA), KOTOpoe
HeobxoOuMO ONs Hagnexallero OocylecTBrneHus nabopaTtopHoOn OeATernbHOCTU U KOTOpoe MOXEeT
NoBMUATb Ha ee pesynbTaTbl.

Mpumevanme 1 - CywecTByeT MHOXECTBO Ha3BaHuWW ANA CTaHOapTHbIX 06pasuoB U
cepTUUUMPOBaHHBIX CTaH4apTHbIX 00pa3uoB, Hanpumep 3TanoHbl, KanMbpoBOYHbIE JTaNOHbI,
cTaHgapTHble o6pasubl, KOHTpomnbHble obpasubl. B ISO 17034 npuBegeHa [AononHUTENbHAas
MHopMaLma O Mpou3BOAMTENAX CTaHAapTHbIX obpasuyoB (RMP). lNMpousBoanTenu craHAapTHbIX
ob6pasuoB, cooTBeTCTBYOWMNX TpeboaHnam ISO 17034, cumtaroTca koMneTeHTHbIMU. CTaHgapTHbIE
obpasubl OT npoussoauTenien, cooTeBeTcTByOWMe TpeboBaHuam SO 17034, nocrtaBnawTcs C
nacnopTom/cepTnuUKaToM, KOTOPLIN OnpeaenseT cpeau MNpoyvMx XapakTepUCTUK OAHOPOAHOCTb U
CTabunbHOCTb ANSA YyKasaHHbIX CBOWCTB, a Ans cepTUdMUMPOBAHHbLIX CTaHAapTHbIX 0OpasuoB -
yKasaHHble CBOWCTBA C CepPTUMOMUNPOBAHHLIMU 3HAYEHUAMM, UX HEOMNPEeneNeHHOCTb U3MEPEHUN Y
METPONOrNYECKyHo NPOCNEXNBaEMOCTb.

MpumeuaHme 2 - B ISO Guide 33 paHbl pekomeHgaumm no BblIGOPY M UCMONb30OBAHMIO
ctaHgapTHbix obpasuoB. B ISO Guide 80 npuBeaeHbl ykaszaHusi MO W3roTOBEHMIO 06pasuos,
NpYMeEHsIeMbIX ANsi BHYTPEHHEro KOHTPONS KavyecTsa.

6.4.2 B Tex cnyuyasix, koraa nabopatopusi ucnonb3yet obopyaoBaHue, HaxOAsLleeca BHe
30Hbl €e MOCTOSIHHOrO YrnpaBrieHusi, OHa AOfmkHa obecneunTb ero cooTBeTcTBME TpeboBaHMAM
HacTosILWero ctaHaapTa.

6.4.3 JlabopaTopus pomkHa wuMmeTb npoueaypbl obpaweHuss ¢ obopyooBaHuMEM, €ro
TPaAHCNOPTMPOBKM, XPaHEHWsl, JKChnyaTtaumMm u nnaHoBoro obcnyxuBaHus B uUensax obecneyeHus
Hagnexatuero yHKLUMOHMPOBaHUA 1 NpefoTBPaLLEeHNs 3arpa3HEHNS U NOBPEXAEHMS.

6.4.4 Jlabopatopusa [OMmKHA MNOATBEPAUTH COOTBETCTBME 000OpPYAOBaHWUS YCTAHOBIIEHHLIM
TpeboBaHMAM nepea BBOAOM €ro B 3KCryaTaLumio unu nocne Bo3spara B aKcrnnyaTaumio.

6.4.5 OGopygoBaHue, MUCNOMb3yeMoOe [Afsi U3MEPEHUn, OOIMKHO obecneymBaTb TOYHOCTb
n/unn HeonpeaeneHHoCTb 3mepeHui, Tpebyemble ana obecneyeHnss LOCTOBEPHOro pesynbraTa.

6.4.6 NamepuTtenbHoe 06opyagoBaHne OOIMKHO ObiTb KAanNnnMbpoBaHoO, ECIN:

- TOYHOCTb U HeonpeaeneHHOCTb U3MEPEHU BNNAIOT HA OOCTOBEPHOCTb NpeacTaBnAeMbixX
pe3ynbTaToBs; U/unu

- KanubpoBka obopyanoBaHus  TpebyeTcs AN YCTAHOBMEHUA  METPOSIornyeckom
NpoCNexXnBaeMocTy NpeacTaBnseMblX pe3ynbTaToB.
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Mpumeyanmne - K Buaam o6OpydoOBaHWUs, OKasblBalOWWMM BIUSHUE HA [OOCTOBEPHOCTb
npeacTaBneHHbIX pe3yrnbTaToB, MOXHO OTHECTM obopyaoBaHue, crnyxallee Ans:

- NPSIMOrO M3MEpPEHUs onpeaensieMon BenWYMHbI, Hanpuvep MpPUMEHEHME BECOB Afls
N3MepeHnst macchl;

- BHECEHMS NOMPaBOK B U3MEPEHHbIE 3HAYEHUS!, HAaNpPUMeEpP U3MepPeHUst TeMnepaTypbl;

- NonyyeHust pesynbTata U3MEPEeHUs MyTeM BbIYMCIIEHUI HA OCHOBE 3HAYEHMIN HECKOSbKMX
BEJINYUH.

6.4.7 JlaGopatopua p[orkHa paspaboTtaTb nporpamMmy KanubpoBKKu, KOTopas AOSKHa
nepecMaTpmBaTbCs U KOPPEKTUPOBATLCS NO Mepe HEOBXOOUMOCTHU C Lienblo NoaaepXKaHusa JosBepus K
cTaTycy KannbpoBKMy.

6.4.8 Bce obopynoBaHue, koTopoe TpebyeT KanubpoBKW WM MMeeT OnpeaeneHHbI CPpoK
rogHOCTW, OO0SMKHO ObiTb MapKMpOBaHO, 3aKOAMPOBAHO MW WHbIM 06pa3oM MAEHTUOULMPOBAHO,
4yTOObI NO3BONUTHL MONb30OBaTEN 060pPyAOBaHMS BbLICTPO MAEHTUMUMPOBATL CTaTyCc KannbpoBKM
WU CPOK FOAHOCTM.

6.4.9 O6opyaoBaHue, KOTOpoe ObINO NOABEPrHYTO MNeperpyske WM HenpaBUibHOMY
obpalleHuto, BblAaeT COMHUTENbHbIE pe3ynbTaThl, @ Takke B Criyyae, ecnv 6b110 3ameveHo, YTO OHO
ABNsAeTcs OedEeKTHbIM WM He COOTBETCTBYET YCTAHOBMEHHbIM TpeboBaHMAM, OOMKHO ObiTb
BblBEAEHO M3 akcnnyataumn. OHO [OmMKHO ObiTb M30MMpoBaHO, 4TOObI NpeaoTBpaTUTL  €ero
ncnonb3oBaHue, UM 4eTko 0603HaYeHO MM NPOMapKMPOBAHO Kak HeucnpaBHOE, Noka He Gyaer
NnpoBepeHo, YTO OHO paboTaeT npaBunbHO. JlaGopaTopua AoMmkHa uccnegoBaTh BnvsiHWE gedekTa
WNN OTKMOHEHUS OT YCTaHOBIEHHbIX TpeboBaHMM W NpUCTynuTb K pabodver npoueaype no
ynpaBneHunto HecooTeeTcTByloLwen padoton (cm. 7.10).

6.4.10 Ecnn npomexyTouyHble NpOBEpKM HeobxoauMmbl ANns nogaepXaHwus yBEPEeHHOCTU B
nucrnpaBHoOCTM 0OOpy4OBaHUS,, TO 3TU NPOBEPKM [OOIMKHbl MPOBOAUTLCS B COOTBETCTBUU C
YyCTaHOBMEHHOM NpoLeaypon.

6.4.11 Ecnn pesynbTaTbl KanubpoOBKM M CBEAEHUS O CTaHOAPTHbIX Obpasuax BKIIYaT B
cebsi ornopHble 3HAYeHNs UNKn NonpaBoYHble KOIULMEHTBI, TO NabopaTtopusa gomkHa obecneunTs,
YTO OMOpPHbIE 3HAYEHMS U NOMNPaBOYHble KOAPMPULUMEHTbI OBHOBMASIOTCA U NPUMEHAOTCS OOIDKHbIM
o6pa3om B COOTBETCTBMM C YCTAHOBIIEHHBbIMY TPpeboBaHMAMMU.

6.4.12 JlaGopatopua [O/MKHa NPUHMMATb MpaKTUYECKMe Mepbl NO  NpeaoTBpaLleHuto
HenpegHaMepeHHbIX PerynupoBoK 000OpyaOBaHUA, KOTOpble MOryT MNPUBECTM K MNPU3HAHWUIO
pe3ynbTaToB HEAENCTBUTENbHBIMMN.

6.4.13 [JormkHbl BECTUCb 3anNUCK O COCTOSIHUK OBOpYAOBaHUSA, KOTOPOE MOXET MOBMUATL Ha
nabopaTopHyHo AeATenbHOCTb. 3anMcu AOMKHbI BKNOYaTh cneaytoLlee, koraa aTo NPUMEHUMO:

a) maeHtTudurkaumio obopyaoBaHus, BKIKOYAd BEPCUIO MporpamMmHoOro obecneveHusi, B TOM
yncre BCTPOEHHOrO;

b) HanmeHoBaHWe W3roTOBUTENS, WAEHTUMUKAUMIO TUNA, CEPUNHLIA HOMEP WU OPYryto
YHUKanNbHY naeHTUdUKaLmio;

C) AaHHble Bepudukaumm o TOM, 4YTO obopygoBaHME COOTBETCTBYET YCTaHOBMEHHbIM
TpeboBaHusaM;

d) TekyLlee MeCTOHaxX0XaeHWE;

€) AaTtbl U pe3ynbTaTbl KanMbpOBOK, PErynMpoBOK, KPUTEPUN NPUEMKM U NIIAHUPYEMYIO AaTy
crneayoLen KanubpoBKN NN MEXKaNMOpOBOYHbIN NHTEPBAr;

f) pgokymeHTauul Ha cTaHgapTHble o6pasubl, pe3ynbTaTtbl, KPUTEPUM  MPUEMKW,
COOTBETCTBYIOLLME AaTbl U CPOKN FOOHOCTY;

g) nnaH TexXHUYecKoro obcnyXuBaHWa U TexHudeckoe obcnyxmBaHue, BbINOMHEHHOE K
HacTosiLeMy MOMEHTY BpeMeHu, ecrnin ato TpebyeTca ana pabotbl o6opyaoBaHus;

h) noapobHyto nHdopmauuio o Mbbix NOBPEXAEHUSX, HEUCMPABHOCTSX, MOAUMUKALMAX UK
pemMoHTe 0bopyaoBaHuS.

6.5 MeTponormnyeckas npocrexmnBaemMocTb

6.5.1 JlabGopatopusa  gomkHa  YCTAHOBUTb W  MOAAEPXMBATb  METPOSIOrMYECKYHO
npocrnexmnBaemMocTb pe3ynbTaToB CBOMX U3MEPEHUI, CBA3bIBAA UX C COOTBETCTBYIOLLE OCHOBOW ANs
CpaBHEHMS NOCPeACTBOM AOKYMEHTMPOBAHHOW HENPEPBLIBHOM LIEMM KanMbpoBOK, KaXaas U3 KOTOPbIX
BHOCUT CBOW BKNap, B HeonpeaeneHHOCTb U3MePEHUIA.
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Mpumeyvanume 1 - B ISO/IEC Guide 99 meTponormyeckas npocrnexmBaeMocTb onpegensaercs
Kak "CBOWCTBO pesynbTata W3MepeHusi, B COOTBETCTBMM C KOTOPbIM pe3ynbTaT MOXeT ObiTb
COOTHECEH C OCHOBOW [N CpaBHEHUsT MNOCPEOCTBOM [OKYMEHTUMPOBAHHOW HENpepbiBHOW Lenu
KanubpoBOK, Kaxkaas N3 KOTOPbIX BHOCUT BKIlag B HEONPeAEeneHHOCTb M3MepPEHNI".

MpumeuaHmne 2 - Cm. npunoxeHve A Onst NOfydeHUs OOMNOSNTHUTENbHOM MHGOpMauMn o
METPONOrMYeCcKOn NPOCHEXMBAEMOCTH.

6.5.2 JlabopaTopusi gormkHa obecneynTb MNPOCNEXMBAEMOCTb pe3yfbTaToOB U3MEPEHUA K
MexayHapogHon cucteme egmuuy (CU) nocpeacteom:
a) KannbpoBKkuK, NpeaoCcTaBNAEMON KOMNETEHTHOW NabopaTopuen; unm

Mpumeyvanwme 1 - Jlabopatopun, yoosneTtsopstowme TpeboBaHNAM HACTOSLWEro ctaHaapTa,
CUMTATCH KOMMETEHTHbLIMM.

b) ceptndnumpoBaHHbIX  3HAYEHUA  CEPTUMUUUPOBAHHBIX  CTaHOAPTHbIX  0Opas3uoB
KOMMNETEHTHOro Npomn3BoauTENS C yKazaHHOW MeTporormyeckon npocnexumsaemoctbto K CU; nnn

MpumeuaHmne 2 - [lNpousBoanTtenu craHOapTHbIX 00pasLoB, BbIMNOMNHAWLWMNE TpeboBaHUs
crangapTta ISO 17034, cuMtaloTca KOMNETEHTHLIMMU.

C) HenocpeacTBeEHHOW peanu3auun eavHuy CU, noatBepXXOEeHHON CrNYeHMsIMU, NPsiMbIMU
NN KOCBEHHBLIMW, C HALMOHAMNbHBIMU UMW MEXAYHapPOAHbIMU 3TarloHaMu.

Mpumevanune 3 - lNogpobHas MHpOpMaUMa O NpakTUYEecKoM peanusaumm onpeaeneHun
HEKOTOPbIX BaXXHENLLMX eavHUL, npueedeHa B bpowwtope CU.

6.5.3 Ecnu ycTaHoBneHMe MeTpONorM4eckon MpocnexmBaemMocTn Kk eavHmdam CU ¢
TEXHWYECKOM TOYKM  3peHUss He npeactaBnsdeTcs  BO3MOXHbIM, nabopatopus  AOMmKHa
NPOAEMOHCTPMPOBATL METPOSIOrMYECKYIO MPOCNEXNBAEMOCTb K COOTBETCTBYHOLEN OCHOBE [AJiS
CpaBHEHMS, HaNnpUMep K:

a) CcepTUULMPOBaHHBIM  3HAYEHUSM  CepTUMULMPOBAHHbLIX CTaHOAPTHbIX 06pasuos,
npegocTaBneHHbIX KOMNETEHTHbIM U3rOTOBUTENEM;

b) pesynbTatam, nony4yeHHbIM C MpUMEHEeHUeM pedepeHTHbIX MeTOAUK U3MEepPeHUn,
YCTaHOBIIEHHbIX METOA0B UMW COrfacoBaHHbIX CTaH4APTOB (3TANOHOB), €CMM OHU YETKO OMMCaHbl U
npusHaHbl B KayecTBe obecneymBarolmx pesynbTartbl U3MEPEHM, KOTOpble OTBEYaloT CBOEMy
npegnonaraeMomy HasHayeHuio U NOATBEPXKAAKTCHA COOTBETCTBYIOLLUMM CIINYEHNSMUN.

6.6 I'Ipop,yKuvm nycnyrm, npegocrtaBrnsieMblieé BHeLUHUMU NOCTaBLUMNKaAMU

6.6.1 JlabopaTopusa gomkHa obecneynTb NPUrOgHOCTb MCMONb3yeMbIX MPOAYKLMU U YCIYT,
NpeaoCTaBnseMbIX BHELWHMMU MOCTaBLUMKaMU, KOTOpble BMAUSIOT Ha OeATenbHOCTb Nabopatopuw,
Koraa oHu:

a) npegHa3HaYeHbl 4Nt MCMONb30BaHNS B COGCTBEHHOM NabopaTopHOM AeATENbHOCTY;

b) npepoctaBnsatoTca nabopatopuein, YHaCTUYHO UM NOSTHOCTBIO, HAMPSAMYHO 3aKa3ynky B TOM
COCTOSIHUW, B KOTOPOM OHW ObINn NONy4YeHbl OT BHELLHErO NOCTaBLUMKA;

C) Mcnonb3yTcsa Ans nogaepxaHua paboTsl nabopaTtopun.

MpumeyvaHmne - Tlpoaykumsi MOXeT BKYaTb, Hanpumep, 3TanoHbl M obopygoBaHue,
BCMOMoOraTernbHble YCTPOMCTBA, pacxoAdHble mMaTepuanbl U CTaHOapTHble obpasubl. Ycnyrm moryT
BKMOYaTb, Hanpumep, YCnyru no kanubpoBke, oTbopy o06pasuoB, UCMbITAHUAM, OBCNYXMBAHWUIO
nomMeLleHnn n 06opyaoBaHNs, NPOBEPKE KBanumrKaumm, OLEHKE 1 ayanuTy.

6.6.2 JlabopaTtopusi gomkHa UMeTb Npoueaypbl U BECTU 3anvcu ans:

a) onpeaeneHns, pacCMOTPEHUA U yTBepPXAeHus TpeboBaHui nabopatopun K Npoaykuuun m
ycrnyram, npegocTaBnsieMbiM BHELUHUMUN NOCTaBLUNKaMU;

b) onpemeneHus kputepveB ANS OUEHMBaHWUA, BblOOpa, MOHUTOPWUHra OEATENbHOCTU U
nepnoanyecKkoro oLueHNBaHNs BHELUHNX NOCTaBLLUMUKOB;
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c) obecneyeHms Toro, 4YTobbl MPOAYKUMNSA U YCYIK, NOCTaBMAsEMblE BHELLHUMMW MOCTaBLLMKaMM,
COOTBETCTBOBANM YCTaHOBMEHHbIM TpeboBaHnsam nabopatopum unu, Korga 39T0 MNPUMEHMMO,
TpeboBaHMAM HacTosiLero craHgapTa, npexae 4Yem OHW OyayT ucnonb3oBaHbl B pabote unu
HenocpeACTBEHHO nepefaHbl 3aKasynky;

d) ocywecTBneHus Kakux-nMbo JAencTBMW NO pesynbTaTtaM OueHMBaHWS, MOHUTOPWUHra
OEATENbHOCTU 1 NepPNoaNYECcKoro OLLEeHMBAHUSA BHELLHNX NOCTaBLLMKOB.

6.6.3 JlTabopartopus gomkHa MHOOPMNPOBATL BHELLIHMX NOCTABLLMKOB O CBOMX TPpeOOBaHUSAX B
OTHOLLEHUN:

a) npegocTaBnsaeMblX NPOAYKUUU U YCIYT;

b) kpuTepues npuemky;

C) KOMMETEHTHOCTU, BKNtoYada TpeboBaHus K KBanuukaumm nepcoHana;

d) OeAatenbHOCTKU, KOTOpyl nabopaTopus WNn ee 3aka3yunk HaMepeHbl OCYLLECTBUTbH Ha
TEPPUTOPMM BHELLHENO NOCTaBLLMKA.

7 TpeboBaHus K npoueccy

7.1 PaccmoTpeHue 3anpocoB, TEHAEPOB U AOroBOpoOB

7.1.1 Jlabopatopusa gormkHa MMeTb npoueaypy Ofs pacCMOTPEHMS 3anpocoB, TEHOEPOB U
aorosopoB. [poueaypa gomkHa obecneyunBaThb, YTO:

a) TpeboBaHuMs Hagnexawum obpa3om onpegeneHbl, AOKYMEHTMPOBaHbl W MNPaBUITbHO
NoHMMatoTCS;

b) nabopaTopusi pacnonaraet BO3MOXHOCTAMW U pecypcamun A5 BbINONHEHWs TpeboBaHWiA;

C) B Crny4yae nMpUBMEYEHUS BHELUHUX MOCTaBLUMKOB BbINONHATCA TpeboBaHua 6.6 un
nabopaTopua npegnaraeT 3akasymky, 4YTOObl KOHKpeTHas niabopartopHas AedaTtenbHoCTb 6Obina
BbINOSIHEHA BHELLUHUM NOCTAaBLUMKOM, M NonyyYaeT ogobpeHune 3akasyuka.

MpumevaHmne 1 - [MpuHaTo, 4yTO NabopaTopHasd LEATENbHOCTb MOXET OCYLIECTBIATLCA
BHELUHMM NOCTaBLUMKOM B TeX criyyasx, Kkoraa:

- nabopaTopusi pacnonaraeT pecypcamum U KOMMETEHTHOCTbIO ANnd  OCyLLeCTBNEeHUs
OEeATEeNbHOCTU, OOQHAKO B CUNYy HenpeaBUAEHHbIX 0GCTOATENBCTB OHA HE B COCTOSIHUU BbIMOSTHUTL €€
YaCTUYHO UNN MOSTHOCTbIO;

- nabopartopus He pacnonaraet pecypcamu UM KOMMNETEHTHOCTbIO AS1 OCYLLEeCTBNEeHUs
OeAaTenbHOCTU.

d) BbIGpaHbl COOTBETCTBYHOLUME METOAbI UMM METOAMKM M OHW CMOCOOHbI YAOBNETBOPUTL
TpeboBaHMsa 3aKa34MKoB.

MpumeyaHue 2 - [Ins BHYTPEHHMX UMM MOCTOAHHbLIX 3aKa34yMKOB PACCMOTPEHME 3anpocoB,
TeHOEepoB M LOroBOPOB MOXET ObiTb BbIMOMHEHO B YNPOLLEHHOM BUAe.

7.1.2 NabGopaTtopus gomkHa WHAGOPMMpOBaTb 3akas3uMka, Korga MeTon, 3anpallvMBaeMbii
3aKa34ymMKoM, SIBISIETCS HEMPUMEHUMbIM U YCTapEeBLLUM.

7.1.3 Korga 3akasuuKk 3anpaluvMBaeT 3akfllo4eHMe O COOTBETCTBMM creumndukaumm wunu
CTaHOapTy Ha UCMbITAaHUA uUnu KanubpoBKy (Hanpumep, rogeH/He rodeH, B npegenax gornycka/sa
npegenammn gonycka), To crneumdukaums unum ctaHgapT M npasBuna MPUHATUS peLUeHUd OOMKHbI
ObITb YeTKO onpedeneHsl. Ecnv npaBnno NpuHATUS peLleHns He onpeadeneHo B cneundukaumm nnm
cTaHgapTe, TO OHO AOSMKHO ObITb COOBLLEHO 3aKa3umKy U COrflacoBaHO C HUM.

MpumeyaHue - [JOMONHUTENBHYH WHGOPMAUMIO O 3asBfIEHUSIX O COOTBETCTBUM CM. B
ISO/IEC Guide 98-4.

7.1.4 loOble pasHornacmsi Mexagy 3anpocom WM TEeHOEPOM M AOrOBOPOM AOSMKHbI ObITb
yCTpaHeHbl A0 Havyana nabopaTopHon aeatenbHocTU. Kaxabli 4OroBOp AOMMKEH ObITh NpuemMnemMbiM
Kak ana nabopatopuu, Tak n gns 3akasdymka. OTKNOHEHMS OT MOMOXEHMW AOoroBopa Mo 3anpocy
3aKasuMka He [OMKHbl BnMATb Ha OOBEKTMBHOCTb nabopatopum wunu  OOCTOBEPHOCTb €€
pesynbTaToB.
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7.1.5 3akaszuuk [JomkeH ObiTb NpouHpopMMpoBaH O NOOOM OTKNOHEHMM OT YCIOBUM
gorosopa.

7.1.6 Ecnn B OOroBOp BHOCATCS M3MEHEHWA MOcre Toro, kak paboTa Hadanacb, aHanua
gorosopa AomkeH 6biTb NpoBedeH MOBTOPHO WM Mobble M3MEHEeHWS OOIMKHbl OblTb JOoBedeHbl A0
cBeOeHNs BCeX COTPYAHUKOB, Ha AeATENbHOCTb KOTOPbIX BVAIOT AAaHHbIE U3MEHEHMS.

7.1.7 JlabopaTopust OOfKHa COTpyAHMYATb C 3aKkaszuymkamu Unu Ux npeacTaBuTensamu Ons
YTOYHEHMS 3aMnpOCOB 3akasynka M HabnaeHus 3a OeaTenbHOCTbi nabopaTopuu, BbIMNOMHAKOLEN
pabory.

MpumeyvaHue - Takoe COTPYOHUHECTBO MOXET BKNIOYATb:

a) obecneyeHne npuvemMnemMoro AocTyna K COOTBETCTBYHOLIMM 30HaMm nabopatopuu Ans
HabnogeHna 3a nabopaTopHON OeATENbHOCTLIO, BbINOMTHAEMON ANl KOHKPETHOro 3akKasyuka;

b) nogrotoBky, ynakoBky 1 oTnpaBky 06bEKTOB, HEOOXOANMbIE 3aKa34unKy C LieSibio MPOBEPKU.

7.1.8 3anucm no aHanuady, BkAYas Mwobble 3HAYMTENbHbIE W3MEHEHUs, [OOJDKHbI
COXpaHATbCA. Takke AOMKHbI COXPAHSTLCA 3anMCy COOTBETCTBYHOLLMX MEPEroBOPOB C 3aKa3yMKOM,
Kacarowmecs TpeboBaHWUn 3aKka3ymka Unm pesynbTaToB labopaTopHON AeATENbHOCTH.

7.2 Bbi6op, Bepucmkauma n Banmgaumsa MeTogoB

7.2.1 Bbl6op 1 Bepucukauma metoaoB

7.2.1.1 JlTabopaTtopus AosmKkHa NPUMEHATb COOTBETCTBYOLME METOAbI U METOAMKN AN BCEX
BMOOB nabopaTopHOn AesTenbHOCTU M NpU HeobXoAMMOCTM ANsl OLEHMBaHUS HeonpeaeneHHOCTU
N3MEpPEHUI, a TaKke CTaTUCTUYECKNE MeToAbl AMs aHannsa daHHbIX.

MpumeyaHue - TepmuH "MeTOoAd", MCNOMb3yeMbld B HACTOAWEM CTaHgapte, U TEepMUH
"MeToanka namepennin”, npmeeaeHHbin B ISO/IEC Guide 99, moryT paccmaTpuBaTbCs Kak CUHOHMMBI.

7.2.1.2 Bce meToabl, METOAMKN W COMyTCTBYIOLWIME [OOKYMEHTbl, TakKMe Kak WHCTPYKUUMW,
CTaHOapTbl, PYKOBOACTBA MO 3KCMnyaTauuMnm W CNpaBOYHble [aHHble, UMEKLWMe OTHOLLIEeHWE K
nabopaTopHO AeATENbHOCTW, LOMXKHbl MNOAAEPXKMBATLCA B aKTyarlbHOM COCTOSHUM U ObiTb
nerkogocTynHbIMK And nepcoHana (cm. 8.3).

7.2.1.3 Nabopatopusa gomkHa obecneuntb NpMMEHEHNe nocnegHen 4encTBYOLEN peaakumm
MeTO4da, 3a MCKMYEeHMEM CriydyaeB, Korga ee MpUMMEHEHWe ¢BnseTcs HeuenecoobpasHbiM unu
HEBO3MOXHbIM. [lpn HeobxogMMoCTU AN NpUMEHeHWa MeToda AO0SkHbl ObiTb paspaboTaHbl
OOMNOJSTHUTENbHbIE YTOYHEHMS, YTOBbI 0becneunTb ero HENPOTUBOPEYMBOE NMPUMEHEHUE.

MpumeyaHue - MexayHapoaHble, perMoHanbHble Uy HaLMoHasbHble CTaHAapThl Unu gpyrue
npuU3HaHHble TeXHUYeckne TpeboBaHWSs, coaepKalime AOCTaTOYHYI0 M TOYHYH MHGOPMALMIO O TOM,
Kak OCyLLecTBMsATb fabopaTopHylo AesTenbHOCTb, He TpebyeTcs AOMOMHSATL UK nepenucbiBaTb B
KayecTBe BHYTPEHHMX npoueayp nabopaTopun, ecrnv 3T1 cTaHaapTbl HaNUcaHbl Takum 06pa3oM, YTo
MOrYT MPUMEHSITbCA MPOU3BOACTBEHHLIM MEpPcoHanom nabopaTtopun. [Ins BapuaTMBHbIX 3TanoB
MeToaa Unu Anst 4ONONHUTENBHOrO NoapobHOro onncaHus MoxeT notpeboBaTbecs NpeaocTaBreHne
[AOMNONHUTENbHOW JOKYMEHTaLUK.

7.2.1.4 Korpa 3akas3umk He onpegensieT MeTOA, KOTOPbIA HeobXxoAMMO NPUMEHSTD,
nabopaTtopusi AofmkHa BblOpaTb NOAXOAAWMNA METOn CaMOCTOATENbHO M NPoMHGOPMUPOBaTbL 00
3TOM 3aKasuyuka. PekomeHayeTcs MCMnonb3oBaTb METOAbl, ONyONMKOBaHHbIE B MeXAyHapOAHbIX,
pernoHanbHbIX WNW  HaUMOHAambHbIX CTaHgapTax, b0 peKkoMeHOOBaHHble aBTOPUTETHbLIMU
TeXHUYECKMMU OpraHnsaumsamMu, nmbo onuMcaHHble B COOTBETCTBYHOLUMX HAyYHbIX CTaTbsX WU
XypHanax, nuMbo yCTaHOBMEHHble W3roToBUTENEeM O0O0OopyaoBaHWs. Takke MOryT MpPUMEHATbCH
MeToabl, pa3paboTaHHble nabopatopuen nnn moanuUMpoBaHHbIE.

7.2.1.5 [o BHegpeHuss MeTodoB B paboTy nabopartopusi OO/MKHA MOATBEPAMTb, YTO OHa
MOXEeT Hagnexawum obpa3om npuMeHaTb BblibpaHHble MeToabl, obecneuvBaa Tpebyemoe
ncnonHexHve. 3annucu O BepudUKaUMM OOSDKHbI COXpaHATbes. Ecnv nameHeHus B meton Obinu
BHECEHbl OpraHusaumen-paspaboTymkom, To Bepudmkauna gomkHa ObiTb NpoBegeHa NOBTOPHO B
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HeobxoanmMmom obbeme.

7.2.1.6 Mpun HeobxogmmocTn paspaboTkM HOBOro MeToda AOMKeH ObiTb cocTaBfneH nnaH
paboT 1 HasHavyeH KBanMUUMPOBaHHLIN NepcoHan, obecneyeHHbIn HeobxogumbiMn pecypcamn. B
npouecce paspaboTkn MeToga AOMKHa MNPOBOAUTLCA MNepuoanyeckas oueHka paboT C uenbio
noaTBepPXAeHNa Toro, 4to TpeboBaHMA 3aka3uumka Bce elle BbINonHATCA. Jliobble n3MeHeHus,
BHOCUMbIE B NSiaH paboT, AOMKHbI 6bITb 0000pEHbI U YTBEPXKAEHDI.

7.2.1.7 OTKNoOHeHMe OT MeToOOB Onsl BCEX BWOOB NabopaToOpHOW AEATENbHOCTM AOJMPKHO
AonyckatbCa TOMbKO TOrda, Koraa 3TO OTKIOHEHWE OQOPMIIEHO [OOKYMEHTarbHO, TEXHUYECKM
060CHOBAHO, YTBEPXKOEHO M NPUHSTO 3aKa34MKOM.

I'IpumeanMe - Cornacve 3akas4yMka Ha OTKITIOHEHUA MOXeT ObiTb 3apaHee OroBopeHo B
A0oroBope.

7.2.2 Bannpgauna metoaoBs

7.2.2.1 Jlabopatopusa gormkHa NpoBOAWUTb Banugauuvio HecTaHOapTHbIX METOA0B, METOAOB,
pa3paboTaHHbIX nabopaTopuen, M CTaHOapTHbIX METOAOB, WCMNONb3yeMbIX 3a Mpegenamum ux
0obnactTu NPUMEHEHUST NN KakuM-NMOo MHbIM obpa3omM MoauduumpoBaHHbIX. Banvpauusa gormkHa
OblTb HACTONbLKO MOSIHOWM, HACKONbKO 3TO HeobxoamMmo, 4TOObl OTBE4YaTb NOTPEBHOCTAM AaHHOro
NPUMEHEHUS UM 00NacTU NPUMEHEHMS.

Mpumeyvanue 1 - Banugauusa mMoxXeT BKMoYaTb npouenypbl otbopa obpasuos, obpalleHms ¢
06BbEKTAMM UCNBbITAHUSA NN KaNMOPOBKM U UX TPAHCMOPTUPOBKM.

MpumeyaHmne 2 - [na Banupauum MeToaa MOXET MPUMEHNATLCA OAWH M3 CrefyrLmx
cnocoboB nMbo nx kKoMOMHaLUS:

a) kannMbpoBKa MUNK OLEHMBaHME CMELLEHMST U NPELIM3NOHHOCTU C UCMOSb30BaHNEM 3TanoHOB
UNn cTaHgapTHbIX 06pa3LoB;

b) cucrematnyeckas oueHka akTopoB, BMSAIOWNX HA pe3ynbTar;

C) NpoBepka YyCTOMYMBOCTM MeToda MOCPEeACTBOM W3MEHEHMsi ynpaBnsieMblX NapaMeTpoB,
Takux Kak Temnepartypa B TepMocTarte, 403UpyeMblil 06beMm;

d) cpaBHeHue C pesynbTaTtamu, MOSYYEHHLIMX C MOMOLLLIO APYrUX BanuaMpoBaHHbIX
MEeTO[0B;

e) MexrabopaTopHble CIINYEHUS;

f) oueHMBaHMe HeonpeaeneHHOCTU U3MEPEHUIA, CBA3AHHOW C pe3ynbTaTaMy U3MEePEHUN, Ha
OCHOBaHMM MOHMMaHMSA TEOPETUYECKMX NPUHLMMOB MEeToda M onbiTa ero peanusauum npu otbope
0o6pa3sLoB MM NPOBEAEHUN UCTIbITAHWUNA.

7.2.2.2 Tlpn BHECEHUN N3MEHEHWA B BanMAMPOBAHHbLIN METOL WX BAUSIHAE LOSMKHO ObIThb
onpefeneHo W, B cryyae ecnu 6biNo0  YCTAHOBMEHO, 4YTO OHW OKasbiBalT BINUSHME Ha
nepBOHaYarnbHYy Banuaauuio, JOMmkHa ObITb BbINOSIHEHA HOBasi Banvaaunsa meToga.

7.2.2.3 XapaKkTepuUCTUKU BanuAMpPOBaHHbLIX METOLOB, OLEHEHHble ANs npeanofiaraemoro
MCMONb30BaHNA, [OOMMKHblI COOTBETCTBOBATb MOTPEOHOCTAM  3aKa3YMKOB WM YCTAHOBIIEHHbLIM
TpeboBaHusM.

I'IpumeanMe - XapaKTepVICTI/IKVI MeToda MOryT BKIO4YaTb (HO HE OFpaHVI‘-IVIBaTbCﬂ) anana3oH
VI3MepeHI/Il7I, TOYHOCTb, HEONnpenesieHHOCTb Pe3ynbTaTtoB I/I3MepeHI/Il7I, npeaen 06Hapy>|<eHM;|, npeaen
KONnM4eCTBeHHOro ornpegereHna, I/I36VIpaTeJ'IbHOCTb MeToaa, JIMHEWHOCTb, NOBTOPAEMOCTb WUIA
BOCMNpPon3BoOaNMOCTb, yCTOIZ‘-II/IBOCTb K BHELUHUM BO3OENCTBMSAM UNn SCbeeKTaM BINMNAHNA MaTpulbl
o6pa3u,a M UCMbITbIBAEMOro 00beKTa N CMELLiEHME.

7.2.2.4 JlabopaTtopusi AOIMKHA COXpaHATL criegyowme 3anucy o0 Banuaauuu:

a) Ucnonb30oBaHHYIO Npoueaypy Banugaumu;

b) nepeueHb TpeboBaHui;

C) onpeneneHne xapakTepucTuk MeToaa;

d) nonyyeHHble pe3ynbTaThl;

€) 3aKkryeHme o NPUrogHOCTM MeToAa BMecTe € NOAPOGHbBIM ONMCaHMEM ero COOTBETCTBUSA B
OTHOLLEHNW NpeanonaraemMoro UCrnosib30BaHuUS.
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7.3 OT60p O6pasuoB

7.3.1 B cnyyae korga nabopatopus npoBoguTt otbop obpasuoB BeLLECTB, MaTtepuarnoB nnu
npoayKUMM OIS NOCNeayrLWmMX UCNbITaHUA NN KanMbpoBKKW, OHA AOIMKHA MMETb NfaH U MeToabl Ux
oTtbopa. MeTtog oT6opa o6pasuoB AOMKEH ydnTbiBaTb aKTopbl, KOTOpble Heobxogumo
KOHTpOnuMpoBaTb, 4YToObl 06ecneyYnTb OOCTOBEPHOCTb Pe3yribTaTOB MOCHEAYHLWMX UCMbITAHUA UK
kanubpoekn. MNMnaH n metog otbopa o6GpasUoB OOMKHbI ObITb AOCTYNMHbI HA MECTe MNPOBEAEHUS
oTbopa. [MnaHbl oTtbopa 06pa3uoB AOMKHbI OCHOBbLIBATBCS, KOrga 9TO UenecoobpasHo, Ha
COOTBETCTBYHOLUNX CTAaTUCTUYECKMX METOAAX.

7.3.2 MeToabl 0oTOopa 00pasLoB A0MKHbI ONUCLIBAT:!

a) BbIbop 06pasLoB nnm Touek otbopa;

b) nnaH otbopa obpa3uos;

C) NoaroToBky unn obpaboTky obpasua(oB) BewecTBa, maTepuana unm npogykumMm C Lenblo
nony4eHus Tpedyemoro obpasua Ans nocneayroLwero NnpoBeAeH s UCNbITAHUIA NN KanMOpPOBKMK.

MpumeyaHwme - NMocne Toro kak obpasey, nonydeH nabopatopuen, ganeHenwee obpalleHue,
KOTOpOE MOXET noTpeboBaTbCH, onMcaHo B 7.4.

7.3.3 Jlabopatopusa [ofmkHa COXpaHATb COOTBETCTByOWMe 3anucn o6 otbope obpasuos,
KOTOPbIA COCTaBNAET YacTb MNPOBEAEHHbIX WUCMbITAHUA WNU KanubpoBkW. Takue 3anucu AOMKHbI
BKNtOYaTb B cebs (ecnm npuMmMeHnmo):

a) CCbINIKy Ha NPUMEHeHHbIN MeToa oTbopa 06pa3uos.;

b) naty 1 Bpems otbopa obpasuos;

C) AaHHble AN vaeHTUUKauunm n onucaHus obpasua (Hanpumep, HOMep, KONMYecTBo,
HanMeHOBaHue);

d) ngeHTudunkaumio nuua, BbINONHUBLLErO 0TOop 06pasLoB;

€) ngeHTudunKaLmnio Ncnonb3oBaHHOro obopyaoBaHus;

f) ycnoBus okpykatoLen cpeabl U TpaHCNOPTUPOBKY;

g) CXembl N1 Opyrve SKBUBASIEHTHbIE CNOCOOLI MOeHTUdUKaAUUMNM MecTa oTbopa obpasuos,
ecnn 3To HeobXoaAUMO;

h) oTKNOHeHMsA, LONOMHEHNSA NN UCKMIOYEHNS U3 MeToda U NnaHa oTbopa obpasuoB.

7.4 O6pallueHmne ¢ 06 bLeKTaMu UCTIbLITAaHUN UITN KannMopPoOBKU

7.4.1 JlabopaTtopus gosmkHa MMeTb npoueaypy Ans TPaHCMOPTUPOBKK, NONYyYeHUs 06BHEKTOB
UcnbiTaHUN UNU KanubpoBkn, obpalleHnss ¢ obbekTaMu MUCMbITaHUA MM KanubpoBKKW, 3alUUTHI,
XpaHeHuns, obecrneyeHns COXPaHHOCTW, YHUUTOXEHUS WunM Bo3BpaTa OOBLEKTOB MWCMbITAHWA WK
KanubpoBKuW, BKIOYAsA BCE YCNOBUA, HEOOXoAUMbIE AMS 3alUUThl LEeNOCTHOCTU OOBbEKTOB UCMbITAHUI
unu kanubpoBkM WM 3aWnUTbl UHTEpecoB nabopatopum K 3akasuuka. [ormkHbl OblTb NPeanpUHATHI
Mepbl NPeaoCTOPOXHOCTM, 4TOObl u3bexaTb yXyALWEeHWs CBOWCTB, 3arps3HeHus, noTepu unu
noBpexaeHna o6bLEKTOB Npu obpalleHnn, TPaHCMOPTUPOBKE, XPaHEHUW/OXNOAHUM U NOATOTOBKE K
ncnbiTaHNAM unu kannbposke. NHCTpyKunmn no obpalleHnto ¢ obbekTamn, NnpefocTaBeHHbIe BMECTE
C HUMU, JOMKHBbI ObITb COBMOAEHBI.

7.4.2 JlaBopaTopusa OOMKHA MMETb YETKYD CUCTEMY MAEHTUMUKALUUN OOBEKTOB MUCMbITAHWUIA
unun  kanubposBku. WaeHTudmkauma [OOMKHA COXPaHATbCHA, MNOKa OObeKT HaxoauTcs nog
OTBETCTBEHHOCTbIO NnabopaTtopuun. [laHHasa cucteMa aormkHa obecneumBaTb, YTO O0ObEKTbl He ByayT
nepenyTaHbl (PU3MYECKU UMM NPU CCbIFIKE Ha HWUX B 3anucdax unu gpyrmx gokymeHtax. Cuctema
noeHTMduKauumn OOfkKHa, €Cnu 370 HeobxoaMMmo, yuuThiBaTh pasgefnieHne obbekta unu rpynnbl
OOBLEKTOB U UX NepemMeLLeHre.

7.4.3 lMpun nonyyeHun obbeKTa MUCMbITAHUI UM KannMBpPOBKN OTKIOHEHUS OT YCTaHOBIIEHHbIX
yCroBu AOMKHbl OblTb 3aperncTpupoBaHbl. ECnn ecTb COMHEHWSt OTHOCUTENBHO MNPUrOAHOCTU
ob6bekTa AN MCMbITaHUS UNN KanubpoBKU MM ecn OOBEKT He COOTBETCTBYET MpeaAcTaBlieHHOMY
onuncaHuo, To nabopaTopus, nepea TeM Kak NPOAOMKUTb paboTy, AOMKHA 0BpaTUTLCS K 3aka3uvuky
3a AOMOSTHUTENbHBIMU MHCTPYKUMAMW M 3aperncTpupoBaTb pesynbTaTbl 3TOro obcyxaeHus. Ecnu
3aKas3umk TpebyeT NpPOBECTU WCMbITAHNE WNKU KanuMOpPOBKY Kakoro-nmbo obbekta, npusHaBas
OTKINOHEHME OT YCTaHOBIMEHHbLIX YCNOBUN, nabopaTopust OOIMKHA BKIOYUTb B OTYET 3aKioYeHne o
TOM, Ha Kakue pesynbTaTbl MOryT NOBMANSATb JaHHbIE OTKNOHEHUS.
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744 B cnyyae ecnn 06bekTbl Heob6XoOUMO XpaHWUTb WM  KOHAMLMOHWPOBATb MNpu
onpefeneHHbIX YCMOBMAX OKpyXarwllen cpefbl, 3TW YCrOBUS AOMXHbl  NOAAEpPXKMBaTbCS,
KOHTpOnMpoBaTbLCA U PErncTpupoBaThbCs.

7.5 TexHn4yeckue 3anncum

7.5.1 JlabopaTtopust gomkHa obecrneymBaTb HanMnuMe B TEXHUYECKUX 3anmUcaxX ONS Kakaooro
Buaa nabopaTopHOW [OesTenbHOCTM pe3ynbTaToB, OT4eTa W JOCTAaTOYHOM  WMHdopMaLmu,
Nno3BONAOLLEN, €CNU 3TO BO3MOXHO, MAeHTUdUUUpoBaTb GakTopbl, BNUAKOWME Ha pesynbTar
N3MEPEHNS N CBA3AHHYI0 C HUM HEONpPeAeneHHOCTb M3MEpPEHN, a Takke obecneynTb BO3MOXHOCTb
NMOBTOPHOrO NpoBeaeHUs1 JaHHOW nabopaTopHOM AeATENbHOCTU B YCIOBUAX, MakCUMaribHO 6rM3Kkux
K nepBOHavarnbHbIM. TexHUYeckne 3anucu AOSMKHbl BKMNOYaTb AaTy U CBeAeHWs O fepcoHane
nabopaTopun, KOTOPbIA HECET OTBETCTBEHHOCTbL 3a KaxAdbl BUA nabopaTopHON OeATenbHOCTU U 3a
NPOBEPKY AaHHbIX U pe3ynbTaToB. [lepBudHble HabnOeHUs, OaHHble U pacdeTbl AOMKHbI ObITh
3anucaHbl B MOMEHT, Korga OHM Obinyv nomnyyveHbl, U OOIMKHbl OTOXOECTBMAATBCSA C KOHKPETHOW
pabGoTon.

7.5.2 Jlabopatopusa pormkHa obecrneuymBaTb MPOCIEXMBAEMOCTb U3MEHEHUW, BHOCUMbLIX B
TEXHUYECKME 3amnucu, K npeabiaywmm BepcusmMm nmbo Kk nepBuyHbIM HabnogeHusam. N nepBuYHble, n
N3MEHEHHbIE [aHHble U Pannbl OOIMDKHbI COXPaHATbCH C yKasaHWMeM AaTbl BHECEHUS U3MEHEHUN,
cBedeHUn 00 acnekTax, NpeTeprneBWINX W3MEHEHUS, W §uuax, OTBETCTBEHHbLIX 3a [AaHHble
N3MEHEHMUS.

7.6 OueHMBaHWe HeonpeaeneHHOCTU U3MepeHun

7.6.1 JlabopaTtopun OomxHbl onpedensatb Bkrag(bl) B HeonpeaeneHHocTb namepeHun. Mpu
OLEeHNBaHUN HeonpeaeneHHOCTU U3MEPEHNIA BCE CYLLIECTBEHHbIEe BKNaabl, B TOM YMCNe CBA3aHHbIe C
oTbopoM 06pa3uoB, OOMMKHbI YYMTLIBATLCS C MPUMEHEHMEM COOTBETCTBYIOLLMX METOA0B aHanunsa.

7.6.2 JlaGopaTopus, BbINOSHSAIOWAsA kanMbpoBKkKu, B TOM 4ncrie cobcTBEHHOro obopyaoBaHus,
[OJDKHA OLEHNBaTb HEOMNPEOENeHHOCTb U3MEPEHWI ANs BCEX KanMbOpOoBOK.

7.6.3 JlabopaTtopus, BbIMOMHSAKLWAA MWCObITAHUS, AOIMKHA OLEHMBAaTb HeonpeaerieHHOCTb
namepeHmn. B Tex cnyyasix, Korda MeTo4  MCMbITaHUM  WCKMKYaeT  CTPOryl  OLEHKY
HeonpeaeneHHOCTU W3MEPEHUN, OUEeHMBaAHWE [OOMKHO MPOBOAUTLCS Ha OCHOBE MOHMMaHUS
TEOPETMYECKUX MPUHLIMIMOB UIK NPaKTUYECKOro OMnbiTa BbIMOMHEHUS] MeToAa.

MpumeyaHue 1 - B cnyyae ecnn XopowoO M3BECTHbIN METOA MUCMbITaHW yCTaHaBnuBaeT
npegernbl 3HaYEeHUN OCHOBHbLIX UCTOYHMKOB HeonpeneneHHOCTU U3MepeHurn U ykasbiBaeT opmy
npegcrtaBneHnst pesynbTaTtoB BblMUCIEHUN, cuYMTaeTCd, YTo nlabopatopus BbinonHuna tpebosaHus
7.6.3, cnenyst MeToay MUCMbITaHWA U MHCTPYKLUUKU NO NPeACTaBMEHNIO pe3ynbTaToB.

Mpumevyanne 2 - [lpM UCNOMbL3OBAHUM  KOHKPETHOrO MeTOAda, And  KOTOPOro
HeonpeaeneHHoCTb pes3ynbTaToB M3MEPEHU YXKe Oblia yCcTaHOBfEeHa W MNOATBEpXAeHa, HeT
HeoOOXOOANMMOCTN OUEHMBATb HEONPEeAENEeHHOCTL M3MEPEHUA [Ofs1 KaXgoro pesynbrarta, ecnuv
nabopaTopus MOXET NPOAEMOHCTPUPOBATbL, YTO BbISIBIIEHHbLIE KPUTUYECKME (DAKTOPbI, OKa3biBaloLLne
BINUSIHNE, HAXOASATCA MNOA KOHTPOIEM.

Mpumevanme 3 - [Ona nogpobHon uHpopmaumm cm. ISO/IEC Guide 98-3, ISO 21748 wu
ctangaptbl cepun ISO 5725.

7.7 ObecnevyeHne AOCTOBEPHOCTU pe3ysibTaToB

7.7.1 Iabopatopua [ormkHa wumeTb npoueaypy AN MOHUTOPUHra [AOCTOBEPHOCTU
pe3ynbTaTtoB CBOeN [AeATenbHOCTU. [lonyyeHHble [aHHble [OIDKHblI PEerMcTpupoBaTbhbCH  Takum
06pa3om, YTOObI MOXHO ObINO BbISBUTL TEHAEHUMKN, U TaM, rAe 3TO NPaKTUYECKN BO3MOXHO, JOSIKHbI
NPUMEHSTLCS CTaTUCTUYeCKNe MeToAbl ANA aHanu3a pesynbTtatoB. [JommkeH 6biTb cocTaBneH nnad
Takoro MOHWUTOPUHIa W NPOBOAUTLCA ero aHanu3. MOHUTOPUHr [OfmKeH BKMNoYaTb (HO He
orpaHu4mMBaThCs), rae uenecoobpasHo, creagyrolee:

a) ucnonb3oBaHve cTaHAapTHbIX 06pa3LoB UNu o6pasLoB ANA KOHTPONSA KavecTBa;

b) wcnonb3oBaHwe anbTepHaTMBHOrO ob6opyAoBaHMSA, KOTopoe Obino kanubposaHo, ANS
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obecneyvyeHns NpocnexmBaemMocTu pe3ynbTaTos;

C) npoBepKy(1) dOYHKLMOHMPOBAHUSA N3MEPUTESTBHOIO N UCNbITATENBHOrO 060pPYA0BaHUS;

d) ucnonb3oBaHWe KOHTPOSbHbIX UM paboynx 3TanoHOB C BeAeHNEM KOHTPOMbHbIX KapT, rae
3TO NPUMEHUMO;

€) NPOMEXYTOYHbIE NPOBEPKM M3MEPUTENBHOIO 060pYyA0BaHUS;

f) NOBTOPHbIE UCNbITAHUA WU KanMOPOBKM C MCMOMb30BaHMEM OOHOMO M TOrO Xe WNn
pasfMyHbIX METOAOB;

g) NOBTOPHbIE UCMbITAHWUS UM NOBTOPHYHO KannbpoBKy XpaHALLMXCA 00pa3uoB;

h) koppensumnio pe3ynbTaToB A58 pa3nNUyHbIX XapakTepucTuk obpasua;

i) aHanM3 Nony4YeHHbIX AaHHbIX;

j) BHYTpMnabopaTopHble CrinyeHus;

k) ncnbltaHns wmndposaHHoro(bIx) obpasua(os).

7.7.2 Jlabopatopusa [JoOSpKHA OCYLLECTBNATb MOHUTOPWUHI CBOEN AeATeNbHOCTM nyTeM
CpaBHEHMA C pesynbTaTamu Apyrux nabopaTopur, €Cnu 3TO BO3MOXHO M MPUMMEHMMO. Takom
MOHWUTOPVHI AOMMKEH MNaHMpoBaTbCs, U ero pesynbTaTbl OOMMKHbI aHanuanposaTbcs. OH [OIKeH
BKIOYaTh (HO HE OrpaHnyYMBaTbCS) crieqyowme MeponpuaTUa Unv O4HO U3 HUX:

a) yyacTtuve B NpoBepkax KBanudukaumm.

MpumeuaHume - B ISO/IEC 17043 npuBegeHa OonorHUTENbHAsS MHGopMaUMs O NPOBEPKaXx
KBanudmkaummn n o nposarngepax nposepku kBanudukauun. Npoeangepbl NPoBepKM KBanudukaumm,
KoTopble BbiNonHsoT TpeboBarns ISO/IEC 17043, cuntaoTcst KOMNETEHTHBIMU,

b) yyactue B mexnabopaTopHbIX CIMYEHUAX, OTIIMYHLIX OT MPOBEPOK KBanudukaumu.

7.7.3 [aHHble, nofnyyeHHble C MOMOLLBbD MOHWUTOPUHra, AOMKHbI aHanuMsmMpoBaTbCA U
ncnonb3oBaTbCA Ans ynpasneHus nabopaTopHOW AeATENnbHOCTbIO, a TakkKe Mo BO3MOXHOCTU ANS
BHECeHMs ynydleHun B paboTty nabopatopumn. Ecnu 6b1no obHapyxeHo, 4YTo pesynbTaTbl aHanuaa
AaHHbIX, MOSTyYEHHbIX MPU  MOHUTOPUHrE, BbLIXOAAT 3@ pPaMKM YCTAHOBIEHHbIX KpUTEpueB,
HeobxoAuMO NpeanpuHATbL COOTBETCTBYOLIME AEWCTBUS C LeNnblo NpefoTBpaLLeHNss BKITIOYEHUS B
OTYETHYIO JOKYMEHTALMIO HEBEPHbIX Pe3ynbTaToB.

7.8 NpepcraBneHue oT4eTOB O pe3yribTaTax

7.8.1 O6wWwuKe nonoxeHus

7.8.1.1 PesynbTaTthl AOMKHbI ObITb PACCMOTPEHLI U YTBEPXKAEHBI A0 UX BblAauMu.

7.8.1.2 PesynbTaTtbl AO0MKHbI OblTb MpeAcTaBneHbl TOYHO, 4YEeTKO, HEeOBYCMbICIIEHHO W
0OBLEKTUBHO, Kak npasuno, B opme oTveTa (Hanpumep, oT4yeT 06 WCMbITaHWUSX, CBUMAETENbCTBO
(cepTudhmkat) o kKanubpoBke wnm akT oTbopa 0OpasuoB) M JOIMKHbI BKNYaTb B cebs BCHO
NMHOpMaLMIO, COrnacoBaHHyl0 C 3aKa3ynMKoM 1 HeobxoauMyo AN MHTepnpeTauun pesynbTaTos, a
Takke BClO WHoOpmauuo, Tpebyemyid B COOTBETCTBMM C MpUMeHsieMbiM MeTodoMm. Bcee
0hOpMIEHHbIE OTYETHI AOMKHbI ObITb COXpaHEHbI B KAYECTBE TEXHUYECKMX 3anncen.

MpumeuaHne 1 - [Ona uenem HacTosiwero craHgapTa OT4eTbl 00 WCMbITAHMSX W
cBugeTenbCcTBa (cepTndukaTthbl) O KanMbpoBKe MHOrAA MOTyT Ha3blBaTbCA NPOTOKOMAMMN UCMbITAHUIA U
oT4yeTamu O KanmbpoBKe COOTBETCTBEHHO.

Mpumeyanme 2 - OTyeTbl MOryT ObITb M3[4aHbl HA GyMaXHOM HOCUTENE UM C NOMOLLBIO
AMEKTPOHHbIX CPEACTB NpPU YCroBMMK, YTO TpeboBaHNS HacToALLEero ctaHaapTa BbINOMHEHbI.

7.8.1.3 Tpn cornacoBaHun C 3aka34yvkoM pes3ynbTaTbl MOryT ObITb npeacTaBneHbl B
ynpoLieHHoMm Buge. Jliobble cBedeHus, ykasaHHble B 7.8.2-7.8.7, KOTOpble He Obln NpeacTaBneHbl
3aKas4uKy, 4OJKHbI OblTb NErKOAOCTYMHbLIMM.

7.8.2 O6wme TpeboBaHMA K oT4eTaM (06 UcnbITaHUAX, KaNMOpPOBKe UK oTOOpe 06pa3LoB)

7.8.21 B uendax MWUHMMMU3AUMN BO3MOXXHOCTW  HEMPaBWUMBbHOIMO  MOHUMaHWUS UMK
HenpaBUMNbHOrO WCMNOSb30BaHUSA WHOPMaUUN Kaxabld OTYET OOSMDKEH BKMYaTb Kak MUHUMYM
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crnepgywoLlyo MHGOpMaumio, ecnu y nabopatopun HeT O0BOCHOBAHHLIX MPUYMH HE BbINOMHATL 3TO
TpeboBaHue:

a) HasBaHue (Hanpumep, "OTyeT 06 wucnbiTaHuax", "CBugeTenncrBo (cepTudmkart) o
kanubpoeke" nnn "AkT otbopa obpasuos");

b) HanmeHoBaHne n agpec nabopartopuu;

C) MeCTO ocywecTBneHus nabopaTopHOW [OeATenbHOCTW, B TOM 4uUCne ecnv OHa
ocyllecTBnANacb Ha nnowagsx 3akasdumka, Nnbo Ha yyacTkax, YyAaneHHbIX OT MOCTOSAHHbIX
Npov3BOACTBEHHbIX Nnowagen nabopatopun, NMGO Ha COOTBETCTBYHOLLNX BPEMEHHO MCMONb3yEMbIX
NN MOBUIbHBIX 0O BEKTAX;

d) yHVKanbHy0 naeHTMduKkaumo, ons Toro 4Tobbl BCe €ro COCTaBnsaioLmMe BOCNPUHUMANNCh
Kak 4acTb obLLero otyeTa, 1 YeTKyto NAEeHTUMUKALMIO KOHLA OTYETa;

€) HaMMeHOBaHMEe N KOHTaKTHblE AaHHblE 3aKa34uKa;

f) ngeHTMdUKaumo npumeHsemoro MeToaa;

g) onucaHue, O4HO3HAYHY UAEHTUMMKALMIO U NPU HEOBXOOUMOCTH CoCTosIHME 0bpa3sua;

h) gaty nonyyeHna obpasua(oB) And MchnbiTaHMA UM obbekTa kanmbpoBku M gaty otbopa
obpasua(oB), Koraa aTo MMeeT BaXHOe 3Ha4YeHue AN JOCTOBEPHOCTU U MPUMEHEHUS pe3ynbTaTos;

i) gaty(bl) ocywecTBneHnst nabopaTopHON OeATENBHOCTY;

j) baTy Bblgaum oTyeTa;

k) ccbinky Ha nnaH 1 metoa otbopa obpasLoB, MCNONb30BaHHbIE TabopaTopuen unu opyrumm
opraHamu, ecnm 3TO BaXXHO AJ151 JOCTOBEPHOCTU UM NPUMEHEHUSA pe3ynbTaToB.;

[) 3asBneHne O TOM, 4YTO pe3ynbTaTbl OTHOCATCS TONbKO K oObekTam, npolleawnm
NCNbITaHUA, KAaNMGpPOBKY MM 0TOOP;

m) pe3ynbTaThl, r4e 3To NPUMMEHMMO, C €ANHULAMU U3MEPEHWS;

N) AONOSNHEHUSI, OTKIIOHEHUS NN UCKITIOYEHNST U3 MeTOoAa;

0) naeHTudukaLmio nuu(a), yTeepavsLLKX(€ro) OTYeT;

p) O4HO3HAYHYO MAEHTUMKaLMIO Pe3ynbTaToB, NOMyYEHHbIX OT BHELIHMX MNOCTaBLLMKOB.

MpumeyaHume - BknoyeHne 3asiBNEHUS O TOM, YTO OTYET He JOIMKeH OblTb BOCNPOU3BEAEH HE
B NofiHoM obbemMe 0e3 paspelueHusi nabopartopuu, MOXeT obecrneunTb YBEPEHHOCTb B TOM, 4YTO
YacTu OTYETa HE MHTEPNPETUPYIOTCS BHE KOHTEKCTA.

7.8.2.2 Jlabopatopua [OofbkHa HECTUM OTBETCTBEHHOCTb 3a BCH  MHdOpMauumto,
NPeACTaBnEHHYD B OTYETE, 3a WCKMOYEHWEM CryvaeB, Korga WHdopmauus npegocTaBnsieTcs
3aKa3unmkoM. [JaHHble, NpeaoCTaBlEHHbIE 3aKa34YMKOM, OOSDKHbl OblTb YETKO MAEHTUULMPOBAHBI.
Kpome Toro, B cnyvae ecnu nHgopmauusa npeaocTaBneHa 3aka3ymkoM M OHa MOXET NOBMUSTb Ha
OOCTOBEPHOCTb pe3ynbTaToB, B OTYET [OOIMKHO ObiTb BKMAOYEHO 3asBrneHne 00 orpaHuyYyeHun
OTBETCTBEHHOCTM nabopaTopun. B cnyvyae ecnu nabopartopust HEe OCYLLECTBMASET U He HeceT
OTBETCTBEHHOCTM 3a cTaguwo oTbopa ob6pa3uos (Hanpumep, obpasey ©Obin  npegocTaBneH
3aKasynkoM), B OT4eTe [OSMKHO OblTb OTpaXeHO, 4YTO MoslyYeHHble pes3ynbTaTbl OTHOCATCHA K
npeaoCcTaBeHHOMY 3aKa3ynkom obpasuy.

7.8.3 CneumnanbHble TpeboBaHMA K OTYeTAM 00 UCNbITAaHUAX

7.8.3.1 B pononHeHue k TpebGoBaHWAM, NepeyYucneHHbIM B 7.8.2, OoT4eTbl 00 MCMbITAHUNAX
OOJKHbI, ecnn 3To HeobXxoauMO ANs MHTepnpeTauun pesynbTaToB WUCMNbITAHUNA, BKMYaTb B cebs
cnepyoulee:

a) nHopmavrmio 06 0cobbIX YCIOBUAX UCMbITAHUI, TAKUX Kak YCINOBUS OKpYXXatoLLen cpeabl;

b) npu HeobxogmMmocTn 3asBneHne O COOTBETCTBUMN TPeBbOoBaHUAM unu cneundunkaunam (cum.
7.8.6);

C) roe 9T0 NPUMEHMMO, HeonpeneneHHOCTb W3MEPEHW, NPencTaBfeHHYI B TeX Xe
eavHMuax, Yto M uamepsieMasl BenuuuHa, UM B OTHOCUTESIbHOM MO OTHOLLUEHUIO K U3MEpPSeMon
BENUYMHE BMAe (Hanpumep, B NpoueHTax), Korga:

- 9TO MMEET OTHOLLEHME K JOCTOBEPHOCTU UM NMPUMEHEHUIO PE3YIIbTaTOB UCTbITAHWUN;

- 3TOro TpebyeT 3aKkasuuK; Nnu

- HeonpeaeneHHOCTb U3MEPEHNS BNNSET HA COOTBETCTBME YCTAHOBIIEHHOMY Npeaeny;

d) MHeHMA 1 nHTepnpeTaumm, rage 3To NPUMEHUMO (cMm. 7.8.7);

€) [OOMNOSNHUTENbHYK WHOpMaumo, KoTopasa MOXeT noTpeboBaTbCA MO  KOHKPETHbIM
MeToZaMm, opraHam BriacTu, 3akasynmkam Unum rpynnam 3akasynkos.
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7.8.3.2 Ecnn nabopatopus HeceT OTBETCTBEHHOCTb 3a AeATenbHOCTbL No oTbopy obpasuos,
oT4yeTbl 06 MCNbITAHUSIX OOJMKHbI COOTBETCTBOBaTb TpeboBaHMsM, ykasaHHbiM B 7.8.5, ecnu 310
HeobxoauMo Ans UHTepnpeTaumm pesynbTaTtoB UCTbITaAHWUNA.

7.8.4 CneuunanbHble TpeboBaHUA K cBUAETENbLCTBaM (cepTucpukaTam) o KanmopoBke

7.8.41 B pononHeHue Kk TpeboBaHUAM, MepedYncrneHHbiM B 7.8.2, B CBUOETENbLCTBA
(cepTdukatbl) 0 KannMbpoBKe AOMKHbBI ObITh BKMOYEHbI CReayoLmne CBeAeHUs:

a) 3HavyeHue HeornpeaeneHHOCTU U3MePEHNA ANns pe3ynbTata UsMepeHnin, npeacTaBneHHoe B
TEX Xe eauHnuax, YTo U u3MmepsieMass BenmMyMHa, UM B OTHOCUTENbHOM MO OTHOLUEHUKO K
namepsieMon BennumHe suge (Hanpumep, B NpoueHTax).

MpumeyvaHume - B cootBetcTBMM ¢ ISO/IEC Guide 99 pesynbTaT namepeHus, kak npaBusio,
BblpaXkaeTcs OOHMM W3MEPEHHbIM 3HAa4YeHWEM BENIMYUHbI C YKasaHWEM eOuHULbI U3MEPEHUs U
HeonpeaeneHHOCTN N3MepPEeHUN;

b) cBepeHus 06 ycnoBusx (Hanpumep, YCINOBUSAX OKpPYXXalLWen cpenpl), Npu KOTOpbIX
BbINOSIHANNCH KannMbpoBKN 1 KOTOPbIE MO OKa3aTb BIIMSHWE Ha pe3ynbTaTbl U3MepeHUN;

C) 3asBMneHMe 0 TOM, Kaknm obpasom obecnevmBaeTca MeTponornyeckast NpocnexmBaemMocTb
namepeHun (cMm. npunoxexve A);

d) pesynbTaTtbl, MOMNyYeHHble A0 W MOCNe PerynMpoBKM WM PEMOHTa, €Cnu TaKoBble
NpPOBOOUIUCD;

€) 3asiBneHne o COOTBETCTBUM TpeboBaHMAM unu cneundukauusam npym HeobxoanmMocTum (CM.
7.8.6);

f) MHeHVs n uHTepnpeTaumm (cM. 7.8.7) npn HeoBXxoaNMOCTH.

7.8.4.2 Ecnn nabopatopusi oTBevaeT 3a gesaTenbHOCTb No oToopy obpasuoB, cBUOeTENLCTBA
(cepTudmkatbl) 0 KanMOPOBKE OOIMKHbI COOTBETCTBOBaTb TpeboBaHMsM, ykasaHHbiM B 7.8.5, ecnu
9TO HeobXxo4MMO AN MHTepnpeTauun pesynbTaToB KannbpoBKu.

7.8.4.3 CBugetenbctBo (cepTudumkar) o kannbpoBke WM KannbpoBO4vHas ITUMKETKA He
OOIMKHbI coaepXXaTb HUKaKUX pekoMeHZauun no BblIGopy MexKannbpoBOYHbLIX MHTEPBArnoB, KpoMe
Tex cny4vaes, Korga 370 ObIn10 CornacoBaHo € 3aKa3ynmKoM.

7.8.5 MNMpeacraBneHue pe3ynbTaToB MO OTOOPY 006pa3LUOB - cneyuarnbHbie TpeboBaHusA

Ecnn nabopatopus HeceT OTBETCTBEHHOCTb 3a [OeATeNnbHOCTb No oTbopy o6pasuos, B
AononHeHne Kk TpeboBaHusAM, nepedncnenHbiM B 7.8.2, Koraa 310 HeobXoAMMO ANs MHTepnpeTauum
pe3ynbTaToB, OTYETbl JOSMKHbI BKIHOYATh criegytoLlee:

a) paty otbopa 06pasLoB;

b) yHuMKanbHylO wugeHTMdUKaUUKO BbiOpaHHoOro obpasua unM  Martepuana  (BkMo4as
HavMeHOBaHMe npou3BoauTensi, 0603HaYeHe MOAENWN MMM TUNa U CepUHbIE HOMEpa, Korga 3To
NPUMEHMMO);

C) MecTo oTGopa 06pa3LoB, BKNtoYast Nobble gnarpamMmbl, 3CKU3bl UnNu doTorpadum;

d) ccbinky Ha nnaH otbopa n metog oTb0pa;

e) ceefeHusa 060 BCEX YCNOBUSAX OKpYXKatloLLen cpeabl BO BpeMsi oTbopa o6pasuoB, KOTopble
BNUSIIOT HA MHTEPNPEeTaLMIO pe3ynbTaTos;

f) wHopmaumio, HeobGXxoouMYHO AN OUEHKM HeonpeaeneHHOCTM W3MepeHun ansg
nocnegyLwmnx NCNbITaHUN NN KanMobpOBKMK.

7.8.6 MpeacraBneHne 3aKknYeHUN 0 COOTBETCTBUN

7.8.6.1 Ecnm no pesynbTaTaM WCMbITaHUs WNU KanMOpOBKM OenaeTcs 3akrloyeHue o
COOTBETCTBMU crneundmkaumm unu ctaHgapTty, nabopatopusa OomkHa OOKYMEHTUpoBaTb NpPaBuUIio
NPUHATUSA peLLeHns], NPUHMMasa BO BHUMaHNE ypPOBEHb puUcKa (HanpuMmep, NOXHONONOXUTENBHOE UMK
NOXHOOTpUUATENbHOE peLleHne, CTaTUCTMYEeCcKMe NpeanoriokeHus), CBA3aHHbIN C NPUMEHSEMbIM
NpaBUIIOM NPUHATUSA peLLEHNs], U NPUMEHUTb AAaHHOE NPaBuIIo.
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MpumeyaHne - Ecnn npaBuvno NpuHATUS peLUeHWst YCTAHOBMEHO 3aka3uuMKOM, Mpasunammu
U1 HOPMAaTMBHBLIMU AOKYMEHTaMU, AanbHelLlee pacCMOTPEHUE YPOBHS pucka He TpebyeTcs.

7.8.6.2 JlabopaTopus gormkHa NPeacTaBUTb 3aKioYeHMe O COOTBETCTBMU, B KOTOPOM YETKO
onpeaeneHo:

a) K KakuM pesynbTaTtaMm NpUMEHSEeTCA AaHHOE 3aKIYeHNE;

b) kakum cneundmkaumsam, ctTaHgapTam UM X 4acTsM COOTBETCTBYET UM HE COOTBETCTBYET
OOBEKT;

C) NpaBuWIO MPUHATUSA peLleHusl, KOTopoe ObINo MCNONb30BaHO (€CMNM OHO HEe COOEepXUTCH B
COOTBETCTBYIOLLNX crieumdmKaLmm unm ctangapTre).

MpumeyaHume - [1Ina nonyyvyeHunsa gononHutensHon nHgopmaumm cm. ISO/IEC Guide 98-4.
7.8.7 MNpepnctaBrneHne MHEHUN U NHTepnpeTaLun

7.8.7.1 B cnyyae npenctaBneHMss MHEHUW W MHTepnpeTauun nabopaTtopusi A0JbkHaA
obecneynTb, YTO TONbKO NEepPCoHarl, YNOTHOMOYEHHbIN Ha NpeacTaBNeHne MHEHUIN U UHTepnpeTaLuunn,
npeacTaBnsieT COOTBETCTBYHOLME 3asBneHus. JlabopaTtopusa JomkHaA OKYMEHTUPOBAaTb OCHOBAHMS,
Ha KOTOpbIX 6a3MpyOTCS BKMOYEHHbIE B OTYET MHEHUSA N MHTepnpeTauuu.

MpumeyaHue - BaxHO oTnnyaTb MHEHMS M MHTepnpeTauun OT BbIBOOOB MO pes3ynbTaTam
WHCNEKUUN Unn ceptudukauumn npogykumm, kak ato ycraHosneHo B ISO/IEC 17020 n ISO/IEC 17065,
N OT 3asiBMNEeHUI O COOTBETCTBUN, YNOMSIHYTbIX B 7.8.6.

7.8.7.2 MHeHWst nnun nHTepnpeTawumm, cogepxalimecs B otdeTax, 4OMKHbI OblTb OCHOBAHbI Ha
peaynbTaTtax, NofyYeHHbIX N8 00bekTa, NMPOXOAMBLLENO UCMNbITaHWA/KanMOpoBKyY, U AOMKHbI BbITh
4yeTko 0603HaYeHbl Kak TakoBbIE.

7.8.7.3 Ecnn MHeHWA W wWHTepnpeTauMm npeacTaBnsalTcs MNyTeM HenocpenCcTBEHHOro
o6CcyXaeHnst pe3ynbTaTtoB C 3aKa3ymMkoM, HEOBXOAMMO COXPaHsiTb COOTBETCTBYIOLLME 3aMMCK TaKoro
obcyxaeHus.

7.8.8 U3ameHeHusa K oTyeTam

7.8.8.1 Ecnu HeobXooMmMo BHECTU W3MEHEHUs, [OOMNOSIHEHUS B  BblOaHHbIA  OTYET,
nepeodopmMnTb €ero, nboe n3MeHeHue MHpopMaUUM AOMKHO ObiTb YETKO 0603Ha4YeHO W, ecnu
HeobxoanmMo, NpUYNHa BHECEHNSA N3MEHEHUS AOMKHA ObITb BKIMOYEHA B OTYET.

7.8.8.2 V3mMeHeHMss B OT4YeT MOcCfie ero BblJayn [OOJSKHbl BHOCUTBCA TOMbKO B BuUAE
OOMOSTHUTENbHOTO JOKYMEHTa WM WMHOro cnocoba nepefayn [[aHHbIX, KOTOpble BKIIOYaKT
dopmynupoBky: "MIaMeHeHue K OT4yeTy, MOpAOKOBbIM HOMeEp... [MNn nHas wmnaeHtTudpmkauual" nnu
OpYryto nogobHyo opMynMpOBKY.

Takune nameHeHus 4OMKHbl COOTBETCTBOBATb BCEM TPeOOBaAHUSAM HACTOSILLEro cTaHaapTa.

7.8.8.3 Korma Heobxooumo BblgaTb HOBbI OTYET O pes3ynbrartax, OH AOIMKEeH ObITb
YHUKanbHbIM 06pa3oM MAEHTUMULMPOBAH U COAEepXKaTb CCbINKY Ha OTYET O pesynbTatax, KOTOpbIf
OH 3aMeHsIeT.

7.9 XXanob6bl (npeTeH3um)

7.9.1 JlaGopaTtopus [JormkHa MMeTb [OKYMEHTUPOBaHHbLIN Mpouecc And MonyveHus,
paccMOTpeHUs xanob (NpeTeH3nin) 1 NPUHATUSA peLLeHnii Mo xanobam (NpeTeH3nsam).

7.9.2 Onucanune npouecca obpalleHns ¢ xanobammu (NpeTteH3naMm) OSMKHO ObiTb AOCTYMHO
BCEM 3aMHTEPECOBaHHbIM CTOpoHamM Mo 3anpocy. [lpy nonyyvyeHun xanobbl (NpeTeH3un)
nabopaTopus OOSMKHA YOOCTOBEPUTLCS, OTHOCUTCHA N xanoba (npeTeH3us) k nabopaTopHoWn
OEeATeNbHOCTN, 3a KOTOPYK OHa HeceT OTBETCTBEHHOCTb, M, €CNN 3TO TaK, AOSMKHA MPUHATL ee Ha
paccMmoTpeHue. JlabopaTtopusa HeceT OTBETCTBEHHOCTb 3a MPUHATME BCEX PELUEHUIN Ha BCEeX CTagusx
npowecca pacCMOTpeHns xanobbl (MpeTeH3um).

7.9.3 Tlpouecc paccmoTpeHus xanob (MpeTeH3uin) OOMKEeH BKNYaTb MO KpavHen Mepe
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cnegyolme anemMeHTbl U MeToabl:

a) onucaHue npouecca nofny4YeHus, MNpPOBEpKU, PacCMOTPEHUs xanobbl (NpeTteH3un) u
NPUHATUA peLleHns 06 OTBETHbIX AENCTBUAX, KOTOPblE AOMKHbI OblTb NPEANPUHATDI;

b) oTcnexuBaHne n peructpauma xanob (NpeTeH3uin), BKNYas OEWNCTBUS, MPeanpuHSTbIe
ANsA nx paspeLleHns;

c) obecneyeHne Toro, YTo HeobxoamMmble Mepbl NPeaNPUHNMAIOTCS.

7.9.4 JlabopaTopus, nony4yatowas xanoby (npeTeH3unto), AoSMKHa HECTU OTBETCTBEHHOCTb 3a
cbop n nNpoBepKy Bcen HeobxoaumMoM MHGOpMauMM C Uenbio NoaTBEPXKAEHMS 0BOCHOBAHHOCTU
Xanobbl (NpeTeH3un).

7.9.5 Korga 3710 BO3MOXHO, nabopaTopusi AOMMKHA MNOATBEPAUTb MOrydeHue >xanobbl
(NpeTeH3nmn) n MHPOPMNPOBATL 3aABUTENS O XOA4e U pedyrbTaTax PaCCMOTPEHUS.

7.9.6 PesynbTaTbl paccMOTpeHus xanobbl (NpeTeH3uu), KoTopble OyayT noBedeHbl [0
3aaBUTENSA, AOJDKHbI ObITb MOATOTOBEHbBI UM PAacCMOTPEHbI U 0400peHbl nuuoMm(amm), KoTopoe(ble)
He npuvHMMano(n) yyactus B OeATenbHOCTM nlabopaTtopuun, Mo NOBOAY KOTOPOW noctynuna xanoba
(NnpeTeH3us).

HpmmeanMe - OTO MOXET BbINONHATLCS BHELUHUM nepcoHarom.

7.9.7 Korga 310 BO3MOXHO, nabopaTopust 4OfMKHA NpeaoCcTaBuUTh 3asiBUTENIO oduumanbHoe
yBeZOMIIeHME O pe3yfnbTaTax paccMOTPeHUs Xanobbl (NpeTeH3nn).

7.10 YnpaBneHue HeCOOTBETCTBYHOLLEN pabGoToMn

7.10.1 Jlabopatopusa [ormkHa WMETb Npoueaypy, KOTOPY MNPUMEHSIT B ClyyYyae, ecnu
Kakon-nmbo acnekt nabopaTopHOM AEeATENbHOCTU UnM pesynbTatbl paboTbl HE COOTBETCTBYHOT
CcOOCTBEHHbIM nMpoueaypaMm nabopatopun unu TpeboBaHUSAM, COrfacoBaHHbLIM C  3aKa34MKOM
(Hanpumep, obopyaoBaHWe MK YCNOBUS OKpYXaloLen cpefbl He COOTBETCTBYHOT YCTaHOBMEHHbIM
npegenam, pesynbTaTbl MOHUTOPUHIA HE OTBeYalT YCTAHOBMEHHbIM KpuTepuawm). [lpoueaypa
AormkHa obecneunBaThb, YTO:

a) onpegeneHbl OTBETCTBEHHOCTb W MOMHOMOYMUSA ANS YNpaBneHWss HECOOTBETCTBYHOLLEN
paboTon;

b) nencreus (BknoYas NPMOCTAHOBKY UK NOBTOP paboTbl M NPUOCTAHOBKY BblAauM OTYETOB,
ecnm HeobXxo4MMO) OCHOBaHbI Ha YPOBHSAX pUCKa, YCTaHOBMEHHbIX nabopaTopuen;

C) NpOBEAEHO OLEHNBaHNE 3HAaYMMOCTN HECOOTBETCTBYIOLLEN YCTAHOBMEHHbIM TpeboBaHMAM
paboThbl, B TOM YMCIe aHanNn3 ee BO3AENCTBMSA Ha NpeablayLune pesynbTaThl;

d) NpUHATO peLueHne 0 NPMEMIIEMOCTN HECOOTBETCTBYOLLEN paboThl;

€) Korga 3To HeobxoauMo, yBEAOMIIEH 3aKa34MK U aHHYNMPOBaHbI pe3ynbTaThl paboThl;

f) onpegeneHa oTBETCTBEHHOCTb 3a NPUHATME PELLEHUS O BO30OHOBNEHUN paboTbl.

7.10.2 JTabopaTtopusa OoOrmkHa BECTM 3anMcu B OTHOLUEHWW HECOOTBETCTBYIOLLE paboTbl u
HeobXoANMbIX AENCTBUI, Kak Yka3aHo B 7.10.1, nepeuncnenus b)-f).

7.10.3 B Tex cnyvasix, korga oueHka NnokasblBaeT, YTO HECOOTBETCTBYyIOLLAsl paboTa MOXeT
NOBTOPUTBLCSH, WM €CTb COMHEHWST B OTHOLUEHMM COOTBETCTBUS AesaATenbHOCTM nabopatopumn
CcOoBCTBEHHON cCUCTEME MeHemXMeHTa, nabopatopysa pgormkHa obecneynTb  BbIMOSHEHME
KOPPEKTUPYIOLLNX OEACTBUN.

7.11 YnpaBneHue AaHHbIMU U MH(popMaLmen

7.11.1 JlabopaTopua gormkHa MMeTb AOCTYN KO BCEM aHHbIM U UHpOPMALMK, HEOOXOANMBIM
0N BbINOMNHEHNs nabopaTopHOWN OeATENbHOCTH.

7.11.2 [MpaBUNbHOCTbL  (PYHKUMOHUPOBaHUA cucteM(bl) ynpaBneHus  MHdopmaumen
nabopaTopun, mucnonbdyembix(on) gnst cbopa, obpaboTkmn, 3anucu, NpeacTaBfeHus pesynbTaTos,
XPaHEHUS UnM Moucka AaHHbIX, B TOM 4uChe NpaBuIibHOCTb (PYHKLMOHUPOBAHUSA WHTEP(ENCOB
cuctem(bl) ynpaeneHnss nHdopmaumnen nabopartopum, gormkHa(bl) 6bITb NpoBepeHa naboparopuen
nepea BHeapeHuem B paboTy. [Npu nobbiX M3MEHEHUAX, BKMYaA WU3MEHEHUs KOHdurypaumm
nporpammHoro obecnedeHns nabopaTopum wunNn MoaMdUKaUMM KOMMEPYECKOrOo MNpOrpamMMHOro
obecneyveHunsi, OHM AOMKHbI ObITb YTBEPXKAEHbI, JOKYMEHTUPOBaHbI M BannanpoBaHbl 40 BBEAEHUS UX
B AENCTBME.
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MpumevyaHne 1 - B HacToswem cTaHgapTe "cucTeMbl YynpaBneHuss WHGopMaumen
nabopaTtopun" BkMYalOT B cebsl ynpaBneHne AaHHbIMU U MHOPMALMEN, COOEPXKALMMUNCS KaK B
KOMMbIOTEPU3MPOBAHHbIX, TaK U B HEKOMMNbIOTEPU3MPOBAHHBLIX cucTemax. Hekotopble 13 TpeboBaHMn
MOryT ObiTb B 6onblen cTeneHn NPUMEHUMbI K KOMMbIOTEPU3MPOBAHHLIM CUCTEMAaM, YeM K
HEeKOMNbIOTEPU3NPOBAHHBLIM CUCTEMAM.

MpumeyaHmne 2 - [lJocTynHOe Ha pbIHKE KOMMeEpYecKkoe nporpammHoe obecnedeHve npu
00bIY4HOM €ero Ucnonb3oBaHWM B obnacTu, Ans KOTOPOW OHO MpefHa3Ha4YeHoO, MOXET CYMTaTbCHA B
[OCTaTOYHOW CTeNeHn BannanpoBaHHbIM.

7.11.3 Cuctema(bl) ynpasneHusa nHdopmauuen nabopatopum, JormkHa(b):

a) 6bITb 3awmLleHa(bl) OT HECaHKLVMOHUPOBAHHOIO 40CTYNa;

b) 6bITb 3awmLLeHa(bl) OT NCKaXXEeHNA NN NOTEPU OaHHbIX;

C) yHKUMOHMpPOBaATL B YCMOBUSIX OKpYXKalLlen cpenbl, KOTOpble COOTBETCTBYHOT
cneundurkaumsm noctasBLUmMKa unu nabopaTtopun, Unu, B Criydae HEKOMMNbIOTEPU3UPOBAHHBIX CUCTEM,
cosgaBaTb ycCnoBusi, obecneymBarolMe HEW3MEHHOCTb BbIMOSIHEHHBIX OT PYKUM 3anMcen u
pacLungpoBKu;

d) nogoepxmBaTbCA B TakOM COCTOSHUW, KOTOpoe obGecrneymBaeT LENOCTHOCTb OaHHbIX W
nHdopmaumm;

€) BKMYaTb PErncTpaumio CUCTEMHbIX COOEB W COOTBETCTBYIOLUMX OMepaTuMBHbIX U
KOPPEKTUPYIOLLNX OEACTBUN.

7114 B TOM cnyyae, ecnu ynpaeBneHwe [daHHOW CUCTEMOM W ee nojagepxaHue
OCYLLEeCTBMSAETCA AUCTaHLMOHHO WNM 4Yepe3 BHELLUHEro nocTaBwmka, nabopatopusa [OrmkKHa
obecneunTb COOTBETCTBME MOCTAaBLUMKA UM onepaTopa CUCTEMbI BCEM NPUMEHUMbIM TpeboBaHUAM
HacTosLero ctaHgapTa.

7.11.5 JlTabopaTtopus gomkHa obecnevmBatb, YTOObI MHCTPYKLMMK, PYKOBOACTBA U CMIPABOYHbIE
OaHHble, OTHocswMecss K cucteme(am) ynpaeneHus uWHgopmauuen nadopartopuu, 6Obinu
NEerkoaoCTyNMHbIMK ANS NepcoHana.

7.11.6 Pac4yeTbl M Nepefaym gaHHbIX OSMKHbI NoABepraTbCs Hagnexawmm cucteMmaTmyecknm
npoBepKam.

8 TpeboBaHUA K cMCTeMe MeHeOXXMeHTa

8.1 BapuaHTbl

8.1.1 O6wue nonoxeHus

JlabopaTopusi 4oSMKHA YCTaHOBUTb, AOKYMEHTMPOBATL, BHEAPUTL U NOAOEPXUBATbL CUCTEMY
MEHe)KMeHTa, KoTopasi cnocobHa obecneunmBaTb U OEMOHCTPUPOBATb MOCTOSIHHOE BbIMOSIHEHME
TpeboBaHuWIn HacTosILWEro cTaHdapTa 1 obecneunBaTb KA4eCTBO BLINOSTHEHHbIX TabopaTopuen pabor.
B pononHeHue Kk cooTBeTCTBMIO TpeboBaHWsIM pasgenoB 4-7 nabopatopusi OOMKHA BHEOPUTb
CUCTEMY MEHE)KMEHTa B COOTBETCTBUM C BapMaHTOM A unu BapmnaHTom B.

MpumeyvaHue - CM. npunoxeHve B Ana 4ononHUTENbHON UHOPMaLIMK.
8.1.2 BapuaHT A

Kak MUHMMYM cuctema MeHeaXmeHTa nabopatopuv A40OMmKHa npeaycMaTpmBaTth creaytoLlee:
- AOKYMEHTaLMIO CUCTEMbl MEHeKMEHTa (CM. 8.2);

- ynpaBneHne 4OKyMEHTaMU cucTeMbl MeHexMeHTa (cm. 8.3);

- ynpaeneHue 3anncamu (cm. 8.4);

- DeNCTBUS, CBA3AHHbIE C PUCKAMN N BO3MOXHOCTAMM (CM. 8.5);

- ynyJdweHus (cMm. 8.6);

- KOppeKTupytoLme gaencteuns (cm. 8.7);

- BHYTpPeHHWe ayauThbl (cm. 8.8);
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- aHanu3 co CTOPOHbI pykoBoacTea (cm. 8.9).
8.1.3 BapuaHT B

JlabopaTopusi, KkOTOpas YycCTaHoBWNA W MNOAAEPXKMBAET CUCTEMY MeEHeOXMeHTa B
cootBeTCcTBMM C TpeboBaHmsmn ISO 9001 u cnocobHa noaTBepxdaTb M AEMOHCTPUMPOBATb
NMOCTOSIHHOE BbINOSIHEHWE TpeboBaHuMM pas3fernoB 4-7, Takke [OEeMOHCTPUPYeT Kak MUHUMYM
rOTOBHOCTb BLINONHATL TpeboBaHus, cogepxallnecs B 8.2-8.9.

8.2 [lokyMeHTaunsa cMCTeMbl MeHegXKMeHTa (BapuaHT A)

8.2.1 PykoBoacTBO nabopatopum AOIMKHO YCTaHOBUTb, AOKYMEHTUPOBATb M MOAAepKuBaTb
NONUTUKN W Lenu Ans BbINOMHEHUs TpeboBaHW HaCTOSLWEro cTaHgapTa U AOSMKHO obecneunTb,
yToBbl 3TU MNONUTUKM M uUenn ObiNM NpusHaHbl U BHEAPEHbl HAa BCEX YPOBHSX OpraHuMsauum
nabopaTopuu.

8.2.2. lMonuTukn 1 uenu JOomkHbl ObiTb HanpaBneHbl Ha obecnedyeHne KOMMETEHTHOCTM,
©ecnpucTpacTHOCTU N CTabUNbHOCTM AEATENBHOCTU NabopaTopuun.

8.2.3 PykoBoacTeo nabopatopun OOMKHO NpeacTaBuUTb OOKa3aTeNbCTBa NPUBEPKEHHOCTU K
pa3paboTke M BHEOPEHUID CUCTEMbl MEHeMKMEeHTa W MOCTOSAHHOMY MOBbIWEHUIO ee
pe3ynbTaTUBHOCTMW.

8.2.4 Bca [pokyMeHTauumd, Mpouecchbl, CUCTEMbl, 3anucu, OTHOCALUMECHA K BbINOSTHEHUIO
TpeboBaHMN HACTOAWEro CcTaHaapTa, [OOMMKHbl OblTb  BKMOYEHbl B CUCTEMY MEHEMKMEHTA,
COOTHECEHbI UMK CBA3aHbI C HE.

8.2.5 Becb nepcoHan, yyacTtsytowmii B nabopaTopHoOn AesATEeNbHOCTU, AOSMKEH UMETb A4OCTYnN
K TEM 4YacTaM OOKYMEHTaLMM CUCTEMbl MEHEKMEHTaA M COOTBETCTBYIOLLEN UHAOPMALMK, KOTOPbIE
NPUMEHAITCS B cdhepe ero oTBETCTBEHHOCTH.

8.3 YnpaBneHue AOKyMeHTaMM CUCTEMbl MEHeAXXMeHTa (BapuaHT A)

8.3.1 Jlabopatopuss pgomkHa ynpaBnATb AOKYMEHTaMU (BHYTPEHHMMW W BHELLHMMN),
OTHOCALLMMUCS K BbINOMHEHMIO TPpEOOBaHUIN HACTOSALWEro cTaHaapTa.

MpumeyaHune - B gaHHOM KOHTeKCTe "OOKYMEHTOM" MOryT ObiTb 3asBMEHUA O MNONUTUKE,
npoueaypbl, cneumdukaumm, MWHCTPYKUUM NpOM3BOAUTENS, KanuMbpoBO4YHbIe Tabnuupbl, CXembl,
nocobus, nnakatbl, yBeJOMMEHUd, NaMATKKN, YepTexu, nnaHbl U T.4. OHM MoryT ObiTb NpeacTaBneHbl
Ha pa3nNU4YHbIX HOCUTENAX MHOPMaLUK, HanpMmep B NeYaTHOM unn umdpoBoMm dopmarTe.

8.3.2 NlabopaTtopus gormkHa obecneyunTb, YTO:

a) JOKYMEHTbI NPOBEPEHbI Ha MPUIrOAHOCTb YNONHOMOYEHHbBIM NEPCOHANOM 0 UX U34AHUS;

b) OOKYyMEHTLI Nnepnognyeckn aHanuanpyTcs 1 Npy HEOO6XOAMMOCTM NepecMaTpmnBatoTCs;

C) MAEHTMOUUMPYIOTCS UBMEHEHUS U CTaTyC TEKYLLEN pedaKLumm AOKYMEHTA;

d) akTyanbHble BEPCUM MPUMEHAEMbIX AOKYMEHTOB AOCTYMHbI HA BCEX pabounx Mectax u npu
HeobXo0ANMOCTU NX pacnpoCcTpaHeHWE yrNpaBnaeTcs;

€) AOKYMEHTbI YHUKanbHbIM 06pa3oM naeHTumumMpoBaHsbl;

f) He ponyckaeTca HenpegHamMepeHHOe MWCMOMb30BaHNE YCTapeBLUMX [AOKYMEHTOB W
NPUMEHSIETCA COOTBETCTBYIOLWAsA WAEHTUUKAUNS [OaHHbIX [AOKYMEHTOB, B CIlyd4ae €Cnuv OHU
COXPaHATCS C KAaKON-N1Mbo LenbIo.

8.4 YnpaBneHue 3anucamm (BapuaHTt A)

8.4.1 [Jlabopatopusi OO/mMKHaA BECTU W COXpaHATb pas3bopumBble 3anuMcn C  LENbH
nogTeepXaeHusa cobniogeHns TpeboBaHNn HACTOSLEro cTaHgapTa.

8.4.2 JlabopaTtopusi 4omkHa OCYLECTBNATL YNpaBneHne, Heobxoaumoe Ans MaeHTudrKaumm,
XPaHeHns, 3alUuThbl, PE3EePBHOrO KOMUWPOBAHUS, apXMBUPOBAHWS, MOWCKA, CPOKa XpaHEeHus wu
YHUYTOXXEHNS] CBOMX 3anucen. JlabopaTopus OOMKHA COXpaHSATb 3anuMcu B TEYEeHue nepuoaa,
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YCTaAHOBIIEHHOrO  [OrOBOPHbIMM  Obsi3aTenbcTBamu. [ocTyn K AaHHbIM - 3anucsaM  AOSKeH
COOTBETCTBOBATbL 00s3aTensctBam B obnactu KoHdMAeHUManbHOCTM, M 3anucu AOSKHbI ObiTb
NerkogocTynHbIMU.

MpumeuaHne - B 7.5 npuBegeHbl AOOMNOMNHUTENbHbIE TpeboBaHWA, OTHOCALWMECS K
TEXHUYECKUM 3anucsam.

8.5 [lecTBUA, CBA3aHHbIE C PUCKaMM U BO3MOXHOCTAMMU (BapuaHT A)

8.5.1 JlaGopaTopusi AdomkHa paccmaTpuBaTb PUCKM W BO3MOXHOCTWM, CBSI3aHHble C
nabopaTtopHoOn AeATeNbHOCTbIO, AN TOro YTOObI:

a) obecneynBaTb, YTO CUCTEMA MEHEIKMEHTA AOCTUraeT HAMEYEHHbIX pe3ynbTaToB.,;

b) HapalwmBaTb BO3MOXHOCTM ANSA OOCTMXEHUS Lienen n 3agad nabopatopuu;

C) NpegoTBpallaTb MM YMEHbLIWUTb HeXenaTerbHble BO34EeNCTBUS M BO3MOXHble cOou B
nabopaTopHOWN OeATeNnbHOCTY;

d) pobumBaTbCA ynyyLEeHUNA.

8.5.2 JlabopaTtopus gormkHa nnaHMpoBarhb:

a) OeNCTBMS, CBA3aHHbIE C JaHHLIMU PUCKAMUN U BO3MOXHOCTSIMU;

b) kakum obpasom:

1) nHTErpupoBaThb M BHEAPATb AaHHbIE AENCTBUS B CUCTEMY MEHE)KMEHTA;

2) oueHuBaTb Pe3ynbTaTUBHOCTb JaHHbIX AEACTBUN.

MpumeyvaHume - XoTa B HAcTosILeM CTaHAapTe ykasblBaeTcs, YTO nabopatopus nnaHupyeT
OEVNCTBMA MO YCTPaAHEHUO pUCKOB, TpeboBaHus K doopmarnbHbiM MeToA4aM yNpaBfeHUs puckamu nnm
AOKYMEHTMPOBAHHOMY MpPOLECCy YnpaBrieHMs1 puckamm He YycTaHoBreHbl. JlabopaTopum MoryT
pewnTb, cnegyet nun paspabartbiBaTb 60nee oGLIMPHYHO METOAOMNOMNI0 YNpPaBfeHUs puckamu, Yyem
31O TpebyeTcs B HACTOsALLEM CTaHAapTe, Hanpumep, NOCPEACTBOM NPUMEHEHUS OPYrMX PyKOBOACTB
UnNn CTaHaapToB.

8.5.3 MNpeanprHMMaemble OENCTBUS, CBSA3aHHbIE C PUCKAMUN U BO3MOXHOCTAMM, AOIMKHbI ObITh
COpa3MepHbl UX NOTEHLUMAaNbHOMY BIIMSHWUIO HA OCTOBEPHOCTL NTabopaTOpHbIX pe3ynbTaToB.

Mpumeyvanue 1 - Npumepammn 0ENCTBUNA, CBSA3AHHBIX C pUcKkamun, MOryT ObiTb MAEHTUMKaAUUA
N npegynpexneHne yrpos, NpUHATUE PUCKOB C LErbil peanu3auum BO3MOXHOCTW, YCTpaHeHue
NCTOYHMKA pUCKa, U3MEHEeHWe BEPOATHOCTU pUCKa UNW ero nocneacTsum, pasferneHne puUCcKoB UIu
COXpaHeHune prcka nocpecTBoM 060CHOBaHHOIO peLleHus.

MpumeyaHune 2 - BO3MOXHOCTM MOryT MPUBECTU K paclumpeHuto obnactu nabopaTopHON
OEATENbHOCTU, MPUBMEYEHNI0 HOBbIX 3aKa34MKOB, MCMOSIb30BaHUIO HOBbIX TEXHOMOMMWA Unu ApYrux
BO3MOXHOCTEN C Lefnbio yA0BNETBOPEHNS NOTPeOHOCTEN 3aKa3ynKoB.

8.6 YnyuweHus (BapmaHT A)

8.6.1 Jlabopatopusa gomkHa naeHTMnumMpoBaTh 1 BblOpaTb BO3MOXHOCTU A8 YiyYLLEHUA, a
Takke NpeanpuHATbL Heobxoanmble 4ENCTBUS.

MpumeyaHmne - BoO3MOXHOCTM ANA ynydweHun MoryT OblTb MAEHTUMUUMPOBaHbI MO
pesynbTatam aHanusa pabounx npouenyp, UCNONb30BaHUS MOMUTUK, OCHOBHbLIX Lieneun, pe3ynbtaTos
ayauToB, KOPPEKTUPYIOLLNX AEUCTBUIA, aHann3a co CTOPOHbI PYKOBOACTBA, NPeaioKEHUI NnepcoHana,
OLIEHKWN puUCKa, aHann3a AaHHbIX 1 pe3ynbTaToB NPOBEPOK KBanudmukaumu.

8.6.2 JlaGopaTopusi OO/MKHA CTPEMUTLCS MonyyaTb OOpaTHYK CBA3b OT 3aKa3uyMKoB, Kak
NONOXUTENbBHYIO, Tak 1 oTpuuaTensHyto. ObpaTHas CBA3b AOMKHA aHaNU3NpPoBaTbCH U MPUMEHATLCS
ONA  yNydlWeHns CcuctemMbl MeHeaXMeHTa, nabopaTopHOM AeATenbHOCTM U obcnyXuBaHus
3aKa34nKOB.

I'IpumeanMe - I'IpwmepaMM TUMNoB 06paTHOI7I CBA3N ABNAKOTCA OMNpoCbl OTHOCUTEJIbHO
yAOBJIETBOPEHHOCTU 3aKa34MKOB, 3arnncu neperoBopos 1 o6cy>|<,1:|,eH|/|e OTHETOB C 3aKa34nkamu.
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8.7 KoppekTupyrowme gencteusa (BapmaHt A)

8.7.1 lNpwu BbISIBNIEHMM HECOOTBETCTBMS NTabopaTopusi AOIMKHa:

a) pearnpoBaTb Ha HECOOTBETCTBUE U NPU HEOOXOANMOCTMU:

- NIPeaAnpPUHATbL AENCTBMA A8 yNpaBneHus HECOOTBETCTBMEM U €0 YCTPaHEHWS;

- OTpearnpoBaTb Ha NOCNEeACTBUS;

b) oueHnTb HEO6X0AMMOCTb AENCTBUSA ANA YCTPaHEeHUs NpUYnH(bl) HECOOTBETCTBUS, ANSA TOro
4yTOObI NPeaynpeanTb ero NOBTOPHOE UM HOBOE NPOSIBIEHME, NOCPEACTBOM:

- pacCMOTPEHUS 1 aHanu3a HecoOTBETCTBUS;

- BbISIBMIEHUS NPUYNH HECOOTBETCTBUS;

- BbISIBIEHMS CYLLLECTBOBAHUA UNN NOTEHUMANbHOM BO3MOXHOCTU BO3HUKHOBEHMS NOAOOHbLIX
HECOOTBETCTBUN;

C) NpeanpuHATbL HeobxooMMble OENCTBUS;

d) oueHUTb pe3ynbTaTUBHOCTb NPEANPUHATBIX KOPPEKTUPYOLWNX AENCTBUN;

€) NOBTOPHO OLIEHUTb PUCKM U BO3MOXXHOCTW, BbISIBNIEHHbIE MO UTOraM MiaHMpPOBaHWSA, ecnu
3TO HEOOX0ONMO;

f) Nnpn HEOBGXOANMOCTM BHECTU N3MEHEHNSA B CUCTEMY MEHEMXKMEHTA.

8.7.2 KoppekTupytowwme OenCcTBUA AOMKHbI COOTBETCTBOBATb MacwTabam v nocneactsmsm
0BGHapYy>XeHHOro HeCOOTBETCTBUS.

8.7.3 JlabopaTopust 4omkHa COXpaHATb 3anncu B Ka4eCcTBe CBUAETENbCTB CrieayoLero:

a) CYLUHOCTWN HECOOTBETCTBUN, MPUYUH(bI) M NHOOBLIX NPEANPUHATLIX NOCNEeAYLWMX AENCTBUN;

b) pe3ynbTaToB KOPPEKTUPYHOLLNX AENCTBUNA.

8.8 BHyTpeHHMe ayauTbl (BapuaHT A)

8.8.1 JlabopaTtopusi go/mkHa NPOBOAUTL BHYTPEHHWE ayauThl 4Yepes 3anfaHUupoBaHHbIE
WHTepBanbl AN NonyyYyeHns nHopmaumm 0 ToM, ABMASETCA NI CMCTEMa MeHe)KMeHTa:

a) COOTBETCTBYHOLLEMN:

- cOBCTBEHHbLIM TpeboBaHUAM NabopaTopuM K CBOEN CUCTEME MEHEIKMEHTa, B TOM 4uCIie
nabopaTopHOu A4eATENbHOCTH;

- TpeboBaHMAM HaACTOALLEro CTaHAApPTa;

b) pesynbTatnBHO BHEAPEHHOM U peann3yemMon.

8.8.2 JlabopaTopusa gomnxHa:

a) nnaHuvpoBaTb, pa3pabaTbiBaTb, BHEOPSATb M peanu3oBbiBaTb NporpaMmy ayauTa, B TOM
yncne B OTHOLIEHUM NEPUOANYHOCTH, MeTodoB, cdepbl OTBETCTBEHHOCTM, MNaHMpyeMbIX
TpeboBaHMN N OTHYETHOCTK, KOTOPasa AOIMKHA Y4YUTbIBaTb BaXXHOCTb COOTBETCTBYIOLLEN NabopaTopHOM
OEeATEeNbHOCTN, U3MEHEeHus, BnuslLwme Ha nabopatoputo, a Takke pesynbTaTbl NpeablayLimx
ayauvToB;

b) onpegenate kpuTepun ayguta n obnacte NPOBEeAEeHUSA KaXK40ro ayauTa;

c) obecneunBatb, YTO pe3ynbTaTbl ayanTa AoBeAeHbl 40 COOTBETCTBYIOLLEro PyKOBOACTBA;

d) BbINONMHATL COOTBETCTBYIHOLUME KOPPEKUMM WU  KOppekTupylowue aencteua  6e3
HeOBOCHOBaHHbIX 3aEePXeK;

€) COXpaHATb 3anMcu B KadecTBe NOATBEPXOEHWUs peanusaumMuM nporpaMmmbl ayguTta u
pe3ynsTaToB ayauToB.

Mpumeuanme - B ISO 19011 npuBedeHbl pykoBoAdLIME YKasaHUs [Ons nNpoBefeHus
BHYTPEHHUX ayauToB.

8.9 AHanuns co cTopoHbl pyKkoBoAcTBa (BapuaHT A)

8.9.1 PykoBogctBo nabopatopum OOIMKHO aHanuM3MpoBaTb CUCTEMY MEHEMXKMEeHTa C
3annaHMpoBaHHOMW  NEPUOAMYHOCTbIO, 4YTOObl obBecneunTb ee  MNOCTOSAHHYK  MPUrogHOCTb,
afeKBaTHOCTb W pe3ynbTaTMBHOCTb, BKIOYas 3asiBNEHHble MONMUTUKA W Lenu, CBA3aHHble C
BbINOSIHEHMEM TpeboBaHMI HACTOALLEro cTaHaapTa.

8.9.2 BxogHble gaHHble aHanm3a CO CTOPOHbI PYKOBOACTBA AOMKHbI OblTb 3aperncTpnpoBaHbl
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N BKIHOYaTb MHPOPMALMIO OTHOCUTENBHO:

a) N3MEHEHUI BO BHYTPEHHUX M BHELLHUX BOMpPOCaXx, MMELLUX OTHOLLEHME K nabopaTopuu;

b) oocTmkeHns nocTaBneHHbIX Lenen;

C) NPUro4HOCTM NONUTUK U NpoLeayp;

d) craTyca QeucTBMW, 3amniaHMpPOBaHHbIX MOCMEe nNpeablgywmx aHanm3oB CO CTOPOHLI
pYyKOBOACTBA;

e) pesynbTata(oB) NocnegHUX BHyTPEHHUX ayAUTOB;

f) KOppeKkTMpyoLWnX 4ENCTBUN;

g) OLIEHOK, MPOBOANMbIX BHELUHUMU OpraHamu;

h) nameHenunn obvema n Bnaa paboTbl MM obnacTy geaTenbHOCTM nabopaTopuu;

i) oBbpaTHON CBA3N OT NepcoHarna v 3aKka34nkos,

j) *anob (npeTteH3un);

k) pe3ynbTaTUBHOCTU peanm30oBaHHbIX YIy4dLLIEHWI;

I) LOCTaTOYHOCTM PECYPCOB;

m) pe3ynbTaTtoB NAeHTUUKALMM PUCKOB;

N) UTOroB AeATENbHOCTM N0 o6ecneyeHno 4OCTOBEPHOCTU pe3ynbTaToB; a Takke

0) APYrMX 3HAYUMbIX PAKTOPOB, TaKMe Kak MOHUTOPUHI AeATENbHOCTM U 0ByYeHue.

8.9.3 BbixodHble AaHHble aHanmM3a CO CTOPOHbI PYKOBOACTBA AOSMKHbI BKMOYATL 3anmcu o6o
BCEX PELUEHMNSIX U OENCTBUSX, OTHOCALLNXCS NO KpanHen Mepe K.

a) pe3ynbTaTMBHOCTU CUCTEMbI MEHE)KMEHTA N €€ NPOLLECCOB;

b) ynyyweHnuio nabopaTopHoOW [EATENbHOCTU, OTHOCALLEWCS K BbINOMHEHUIO TpeboBaHui
HacTosLWero ctaHgapTa;

C) NpefocTaBneHnio HeObBXOANMbIX PECYPCOB;

d) nobor HeoBXoaMMOCTN U3MEHEHWIA.

MpunoxeHue A
(cnpaBo4HoOE)

MeTponoruyeckasa npocrnexvBaemMocTb

A.1 Obwme cBegeHun

B HacTosilem npunoxeHun npuBedeHa OOMNOMHUTENbHAs MHAOPMaUUA O METPONOrM4eCcKon
NpOCNexXnBaeMocTu, KoTopas npeacTaBnseT cobOOoM BaKHEWLLYK KOHuenuuio ans obecneyeHus
COMOCTaBMMOCTM Pe3ynbTaToB U3MEPEHUI KaK Ha HaUWOHaNbHOM, Tak U HA MEXAyHapO4HOM YPOBHE.

A.2 YcTaHOBNEHMe MeTposiormiyecKkom npocrieXXMBaemMocTu

A.2.1 MeTponoruyeckas  MNpPOCMEXMBAaEMOCTb  yCTaHaBnMBaeTcs C  y4yeToM U
noaTBEPXKOEHNEM:

a) onpegeneHns n3aMepsieMon BENNYMHbI (BEMNYMHbI, Noanexallen naMepeHunto);

b) nokymMeHTUpoBaHHOWM HEMPEPLIBHOM Lienu KannmbpoBOK, MO3BOSIAIOLEN YCTAaHOBUTbL CBSA3b C
COOTBETCTBYIOLLIEN OCHOBOW AJ19 CpaBHEHMSI (B KadeCTBE TaKOW COOTBETCTBYIOLLEW OCHOBbI Afisi
CpaBHEHMS MOryT BbICTYNaTb HaUMOHAmNbHbIE NN MEXAYyHAPOAHbIE 3TanOHbl, @ TakkKe BHYTPEHHWE
(paboume) aTanoHsbl);

C) OUEHNBaHUA HeonpeaeneHHOCTN N3MEPEHUIN HA KaXXAOM dTane B Lienu NpocnexnsaeMocTm
C NPUMEHEHNEM COrnacoBaHHbIX METOAOB;

d) peanusauuMM Kaxgoro adTana B Uenn  MNPOCMEXMBAEMOCTU C  MPUMEHEHNEM
COOTBETCTBYIOLLINX METOAOB, C MNOMyYEeHUEM pe3ynbTaToB WU3MEPEHUA U CBA3AHHbIX C HUMU
3aperucTpMpoOBaHHbIX 3HAaYEHUIN HeoNpeaeneHHOCTU U3MEPEHNI;

€) npegocTasneHna nabopaTtopuamu, peanuayowmMMmn OanH UM HECKONbKO 3TanoB B Lenu
NpoCrexXmnBaemMocTu, 4OKa3aTENbCTB TEXHUYECKON KOMNETEHTHOCTH.

A.2.2 CncrtemaTtmyeckass NorpewwHocTb (MHorga HasblBaemas CMelleHneM) KanmbpoBaHHOMo
obopyaoBaHWs y4uTbIBaeTCs MNpyU pacrnpoCTpaHEeHUN MeTPOSIorMYeckorn MpOCnexnBaemMocTn Ha
pe3ynbTaTbl U3MepeHui, nomnyyeHHole B nadopaTtopumn. CyLecTBYHOT pasnuyHble MeXaHu3mbl A11S
ydeTa CUCTEMATMYECKOW MOrpelHoOCTM W3MEPEHNA Mpu  pacnpoCTPaHEHUN MeETPOSIOrMyYeckomn
NpPOCNEeXnBaeMoCTMW.

A.2.3 [Ona pacnpocTpaHeHNs MeTPOSIorM4YEeCcKon MNPOCIEXNBAEMOCTM WHOrda MNPUMEHSIOT
3TanoHbl, MHOPMaUMS O KOTOPbIX, NpPeaoCTaBrieHHas KOMMETEHTHOW nabopaTtopuen, COAepXuT
TONbKO 3asiBieHMe O COOTBETCTBMM cneuudmkauumn (6e3 ykasaHusi pe3ynbTaTOB U3MEPEHUA U
3Ha4YeHUn HeonpeaeneHHOCTN, CBA3aHHbIX C HUMK). Peanusaums gaHHoro nogxona, B COOTBETCTBUMU
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C KOTOpbIM npefernbHble 3HA4YeHWd, YykasaHHble B crneumdurkaumsx, UCMNonb3ylTCd B KavecTBe
WCTOYHUKA HEONpPeAEeNEeHHOCTH, 3aBUCKUT OT:

- NPUMEHEHMS1 COOTBETCTBYIOLLErO MpaBuna MPUHATUMS pPEeLeHnn Ofs  yCTaHOBIEHMUS
COOTBETCTBMS;

- rnocnenywLlero yyeTta ykasaHHbIX B crneundukaumsax npepenbHbiX 3HadeHun B OrogxkeTe
HeonpeaeneHHOCTN NOCPeaCTBOM TEXHNUYECKM 0O0OCHOBAHHOIO crocoba.

TexHnyeckoe 0b6OCHOBaHME AAHHOrO nMogxoda 3akryaeTcss B TOM, YTO MpU 3asiBNEHUU O
COOTBETCTBMM Ccheundukaunm onpeaensieTcssl WHTepBan W3MEpPEHHbLIX 3Ha4YeHun, B npegenax
KOTOPOro npu 3ajaHHOM YpOBHE A0BepUs NPeanonoXnTenbHO HaxXoaMTCa UCTUHHOE 3HavYeHue, 1 nNpu
3TOM paccmaTtpuBaeTcsi kKak noboe cMelleHMe OT UCTMHHOIO 3HAYeHusl, Tak U HeornpeaeneHHOCTb
N3MepPEHUN.

Mpumep - lNpumeHeHue aupb € NPUCBOEHHbBIM coaiacHo mpeboesaHusm OIML R 111 knaccom
moyYyHocmu 01151 KanubposKU 8ecos.

A.3 leMOHCTpaums MeTPOJIOrM4YeCKON NMPOCIeXnBaeMoCcTn

A.3.1 JlabopaTopuMm HecyT OTBETCTBEHHOCTb 3a YCTaHOBfIEHWE METPOSIOrMYECKOn
npocnexmBaeMocTM B  COOTBETCTBMM C  HacToAWMM  cTaHgapTtoM.  MeTponormyeckyto
npocnexunsaeMoctb obecnednBaloT pes3ynbTaTbl KanvbpoBKM, MpeAcTaBreHHble nabopatopusamu,
COOTBETCTBYHOLMMM HacTosAWweMy cTaHaapTy. CepTudmumpoBaHHble 3HaYeHNS CepTUPLMPOBAHHBIX
CTaHOapTHbix  obpasuos, NPEeACTaBEHHbIX  NOCTaBLUMKaAMM CTaHOapTHbIX  obpasuos,
cootBeTcTBYOWMe TpeboBaHuam ISO 17034, obecnevnBaloT METPONOTMYECKYH NPOCEXMBAEMOCTb.
CyLLecTBYIOT pasfnyHble Cnocobbl AEMOHCTpauMM COOTBETCTBUS HACTOsIWEeMy CTaHOapTy:
Nnpu3HaHWe TPeTbEeN CTOPOHOW (TaKOW, KakK OpraH no akkpeauTauuu), BHELHAS OueHKa 3aka3vvMkamm
unu camooueHka. K cnocobam, nNPUHATBIM Ha MeXAyHapOAHOM YPOBHE, OTHOCAT (HO He
OorpaHMYnBalOTCs 3TUM) creaytoLme:

a) KanubpoBOYHblE N M3MepuUTEeSibHble BO3MOXHOCTM, obecrneynmBaemMble HaUMOHarbHbIMU
METPONOrMYECKUMN WHCTUTYTAMU W Ha3HAYEHHbIMW WHCTUTYTaMu, KOTopble Obinv noaBeprHyThl
COOTBETCTBYIOLMUM MpoueccaMm napuTeTHOW OueHKU. Takas naputeTHas OueHka NPOBOAWTCS B
pamkax CIPM MRA (CornaweHve O B3aUMHOM MpuU3HaHWX, MOAroTOBIEHHOEe MexayHapoaHbIM
komuteToM mMep un Becos). C Bugamu ycnyr, Ha koTopble pacnpocTtpaHsieTca genctene CIPM MRA,
MOXHO O3HakomuTbcsi B npunoxeHun C BIPM KCDB (6a3bl gaHHbIX MO KMHOYEBbIM CINYEHUAM,
chopmmpoBaHHon MexayHapogHbiM 610po Mep 1 BECOB), rAe COAepXMTCA nogpobHasa uHgpopmaums
0 AmanasoHax U HeonpeaeneHHOCTU N3MEPEHUI A KaXXO0M U3 NEPEYNCIIEHHbBIX B HEM YCNYT;

b) kannbpoBo4yHble K U3MepUTENbHbIE BO3MOXHOCTW, KOTOpble MNOATBEPXAEHbI MNpun
akkpeguTauuMm B OpraHe Mo akkpeauTauumu, YNONMHOMOYEHHOM B pamkax cornawenus [ILAC
(MexxgyHapogHoe  COTPYAHMYECTBO MO akkpeauTauuu nabopaTopui) UnM  permoHanbHbIX
cornailueHun, npusHaBaeMmbIx ILAC, obnapatoT noaTeepPXaeHHOM METPOSIOrn4yecKon
npocnexunBaemocTblo. CBegeHuss 06 obnactm akkpeguTauum KannbpoBo4HbIX nabopartopui
ABNATCA 06WeaoCTyNnHbIMM U MOryT OblTb 3anpoleHbl Yy COOTBETCTBYHOLIMX OpraHoB Mo
akkpeguTauuu.

A.3.2 CosmecTtHas peknapauuss BIPM, OIML (MexgyHapogHOW opraHusauuu no
3akoHogatenoHon metposnornn), ILAC n ISO o0 mMeTponorm4eckon npoCnexnBaeMoCTV COAEPXKUT
crneuunanbHble yKasaHusa no obecnevyeHuio MeXayHapoOHOro MNpU3HaHUA Lenn MeTpOrorm4eckon
NpOCNEeXnBaeMoCTMw.

MpunoxeHue B
(cnpaBo4HoOe)

BapMaHTbI CUCTeMbl MeHeOXKMeHTa

B.1 PacwupeHnne npumMeHeHns cuctem MeHeKMeHTa B LenoM yBenuyuno notpebHoCTb B
noaTBepXaeHun Toro, 4to nabopatopum MoryT obecneumBatb (PYHKUMOHMPOBAHME CUCTEMbI
MeHemMKMeHTa, cooTBeTcTBylowen u ISO 9001, u HacTosilemy cTaHOoapTy. Takum obpasom,
HacToawmMn ctaHgapT obecneymBaeT ABa BapuaHTa TpeboBaHMM, OTHOCALLUMXCA K peanusauuun
CUCTEMbl MEHEKMEHTA.

B.2 BapuaHT A (cm. 8.1.2) nepeuncnaeTr MUHMMmanbHble TpeboBaHUS K BHEAPEHUIO CUCTEMBI
MeHeKMeHTa B nabopatopun. BHMMaHue 6bino yaeneHo ToMy, YToObl BKMOYUTL Bce TpeboBaHusA
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ISO 9001, wumetlowme oTHOWeEHME K obnactam nabopaTopHOM [AesATenbHOCTW, Ha KOoTopble
pacrnpocTpaHsieTCa cuctema MeHegXkmeHTa. Jlabopatopuum, KOTOpble COOTBETCTBYHOT TpeboBaHMAM
ISO/IEC 17025 (pasgenbl 4-7) u BHegpaOT BapuaHT A pasgena 8, Takum obpasom, Takke 6yayT B
Lenom gencTBoBaTb B COOTBETCTBMM € NpmHumnamm 1ISO 9001.

B.3 BapuaHT B (cm. 8.1.3) noseonsier nabopatopmsim co3gaBaTtb M NogaepXxvmBaTb CUCTEMY
MeHeKMEHTa B cooTBeTcTBUM ¢ TpeboBaHuammu 1ISO 9001 Takum obpasom, 4ToObl obecneymBaTb 1
OEMOHCTPUpOBaTb MOCTOSAHHOE BbINOMNHEHWe TpeboBaHun pasgenos 4-7. JlabopaTtopum, KOTopble
npuMeHsloT BapuaHT B pasgena 8, Oyayt Takke pabotatb B cootBetctBuM c ISO 9001.
CootBetctBue TpeboBaHusam ISO 9001 cnuctembl MEHEIKMEHTA, B paMKax KOTOPOW OyHKUMOHUPYET
nabopaTtopusi, He SABNAETCS camMo NO cebGe AeMOHCTpaumenn KOMMNETEeHTHOCTM nabopaTtopuu B
OTHOLLEHUN NpefoCTaBNeHNss TEXHUYECKM LOCTOBEPHBLIX AaHHbIX U pe3ynbTaToB. OTO TpeboBaHue
peanu3yeTcsl Yepe3 COOTBETCTBME pa3fenam 4-7.

B.4 O6a BapuwaHTa npegnonaraldT [JOCTMXEHME TOrO e pesynbrata B npouecce
PYHKLMOHMPOBAHMSA CUCTEMbI MEHEPKMEHTA 1 COOTBETCTBMSA TpeboBaHNsaM pasgenos 4-7.

MpumeyaHune - [JOKyMeHTbl, [aHHble W 3anucu SBNAIOTCA COCTaBHbIMM  YacTAMM
OOKyMeHTMpoBaHHoN nHdopmauun B ISO 9001 n gpyrnx ctaHgapTax No CUCTEMaAM MEHEMKMEHTa.
YnpaBneHue JOKyMeHTamMu paccmaTpuBaeTca B 8.3. YnpaBneHme 3anmcamMm paccmaTtpmBaeTtcs B 8.4
n 7.5. YnpaBneHwe OaHHbIMKW, KOTOpble OTHOCATCS K nabopaTopHOM OeATenbHOCTH,
paccmaTpuBaeTca B 7.11.

B.5 Ha pucyHke B.1 nokasaH npvmep BapuaHTa CXemMaTU4YecKoro npeacTtaBreHus paboumx
npoLeccoB nabopaTtopuu, kak onucaHo B pasaene 7.

PucyHok B.1 - BapuaHT cxemMaTunyeckoro npegcraBneHnsi paboumx npoueccos nabopartopum

Mpunoxenne OA

(cnpaBoy4HoE€)
CBepeHud
O COOTBETCTBMMU CCbIJTOYHbIX MEXAYHAPOAHbIX CTaHAAPTOB MEXrocyaapCTBEeHHbIM
cTaHgapTam
Ta6nuua OA.1
Obo3Ha4veHne CrteneHb O603HavyeHne n HaMMeHoBaHWE COOTBETCTBYHOLLENO
CCbINOYHOro COOTBETC- MEXrocyaAapCTBEHHOro ctaHgapTa
MeXayHapoaHOro TBUSA
cTaHgapTa
ISO/IEC Guide 99 - *
ISO/IEC 17000 IDT FOCT ISO/IEC 17000-2012 "OueHka cooTBeTcTBUA. CrioBapb u
obwme npmHUmMnbI"
’ CoOTBETCTBYIOLLMI MEXIOCYAAPCTBEHHbIN CTaHAapT OTCyTCTBYET. [10 ero NnpMHATUS peKoMeHayeTCa
NCNonb30BaTh NEPeBO Ha PYCCKUIA S3bIK AAaHHOTO MEeXAyHapoAHOro ctaHaapTa.
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MpumeyaHue - B HacTosen Tabnuue MCNonb3oBaHO crieaylollee YCroBHoe 0603HaYeHne CTeneHm

COOTBETCTBUA CTaHOdapTa:

- IDT - nogeHTN4YHbIA cTaHaapT.

ISO 5725-1

ISO 5725-2

ISO 5725-3

ISO 5725-4

ISO 5725-6

ISO 9000

ISO 9001

ISO 10012

ISO/IEC 12207

ISO 15189

ISO 15194

25.11.2024

Bubnunorpacus

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

(ToyHOCTb (MPaBUMABHOCTE U NPELM3NOHHOCTL) METOAOB U pe3ynbTaToB
namepeHui. Hactb 1. OCHOBHbIE MOMNOXEHUA N onpeaeneHuns)

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

(ToyHOCTb (MPaBMABHOCTE U MNPELM3NOHHOCTL) METOAOB W pe3ynbTaToB
namepeHuin. Yacte 2. OCHOBHOM MeTO4 OonpenerieHrst NOBTOPSEMOCTU U
BOCMPOM3BOANMOCTI CTaHAAPTHOIO MeToAa N3MepeHuin)

Accuracy (trueness and precision) of measurement methods and results -
Part 3: Intermediate measures of the precision of a standard measurement
method (To4HOCTb (NPaBUMABHOCTE W  MPEUM3NOHHOCTb) METOAOB WU
pesynbTatoB u3mMepeHun. Yactb 3. [lpomexyTouHble mnokasaTenu
NPEeLM3MOHHOCTN CTaHAAPTHOrO METOAa U3MEPEHNIA)

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 (MPaBUBHOCTL U MPELM3NOHHOCTL) METOAOB U pe3ynbTaToB
namepeHuin. Yactb 4. OcHOBHble MeTOAbl OnpedeneHns MnpaBUITbHOCTU
CTaHOapTHOro MeTofa U3MepeHuin)

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

(ToyHOCTb (MPaBUMABHOCTE U NPELM3NOHHOCTL) METOAOB U pe3ynbTaToB
namepeHui. Yactb 6. icnonb3oBaHUe 3Ha4YeHUIn TOYHOCTU Ha NPakTUKe)

Quality management systems - Fundamentals and vocabulary (Cuctembl
MeHeKMeHTa kadecTBa. OCHOBHbIE NOMOXEHWS U COBapb)

Quality management systems - Requirements (CuctemMbl MeHeKMeHTa
kayectBa. TpeboBaHu)

Measurement management systems - Requirements for measurement
processes and measuring equipment

(Cuctembl  MeHepxkMeHTa uaMepeHun. TpeboBaHuMst K npoueccam
N3MEPEHNI N N3MEPUTENBHOMY 000PYL0BaHUIO)

Systems and software engineering - Software life cycle processes
(MHdopMaLMOHHBIE  TEXHOMOTUMW. Mpouecchl YKN3HEHHOIO umkKna
nporpaMMHbIX CPEACTB)

Medical laboratories - Requirements for quality and competence
(MeguuuHckme nabopatopuun. CneumanbHble TpPebOBaHWA K KayecTBy W
KOMMETEHTHOCTH)

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

(MeguuuHckue mnsgenusa ans in vitro-auarHocTuku. VIsamepeHue BenuvyuH B
obpasuax duonormnyeckoro NPOUCXOXOEHWS. TpeboBaHus K
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ISO/IEC 17011

ISO/IEC 17020

ISO/IEC 17021-1

ISO 17034

ISO/IEC 17043

ISO/IEC 17065

ISO 17511

ISO 19011

ISO 21748

ISO 31000

ISO Guide 30

ISO Guide 31

ISO Guide 33

ISO Guide 35

25.11.2024

aTTeCTOBaHHbIM CTaHOapTHbIM obpasuam 7 cofepXaHuio
CONPOBOAUTENBbHOM AOKYMEHTauun)

Conformity assessment - Requirements for accreditation bodies accrediting
conformity assessment bodies

(OueHka cooTtBeTcTBMA. O6GLWME TpebOBaHUSA K OpraHaMm Mo akkpeguTauum
OpraHoB Mo OLeHKe COOTBETCTBUS)

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

(OueHka cooTBeTcTBUA. Obwme TpeboBaHuA k paboTe pasnUyHbIX TUMOB
OpraHoB, MPOBOAALLMX MHCMEKLNN)

Conformity assessment - Requirements for bodies providing audit and
certification of management systems - Part 1: Requirements

(OueHka cooTteeTcTBUA. TpeboBaHMs K opraHam, NPOBOAALLMM ayauT u
cepTudumkaumio cucteM MeHegxmeHTa. Yactb 1. TpeboBaHus)

General requirements for the competence of reference material producers
(Obwue TpeboBaHMsA K KOMMNETEHUUM MPOU3BOAUTENEN ITAINOHHbIX
MaTepuarnos)

Conformity assessment - General requirements for proficiency testing
(OueHka cootBeTcTBUSA. OCHOBHbIE TpebOoBaHNSA K NMPOBEAEHMIO NPOBEPKM
KBanudukaumm)

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

(OueHka cooTBeTCcTBUA. TpeboBaHMA K opraHam Mo cepTudukaumm
NpoAyKUMK, NPOLLECCOB W yCryr)

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

(N3penua megnuuHCKue ans OMarHOCTUKKM in vitro. amepeHne BennymH B
Buonornyecknx npobax. MeTponornyeckas NpOCNEXNBAEMOCTb 3HAYEHWUN,
NPUNUCaHHbIX KanubpaTopam 1 KOHTPOSbHBIM MaTepranam)

Guidelines for auditing management systems

(PykoBogsiLume ykasaHus No ayauTy CUCTEM MEHELXXMEHTA)

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

(Ctatuctnueckne metoabl. PyKOBOACTBO MO  MCMNONb30BaHWUIO  OLEHOK
NMOBTOPSAEMOCTW, BOCMPOM3BOAUMOCTM W MPaBWUIbHOCTU NpPU  OLEHKE
HeonpeaeneHHOCTN N3MepeHnin)

Risk management - Guidelines

(MeHekMeHT puckoB. PykoBoasiLime ykasaHus)

Reference materials - Selected terms and definitions

(CtaHgapTHble o6pa3subl. TepMuHbI U OnpedeneHns, WCNosfb3yemble B
obnacTtu ctaHgapTHbIX 06pa3uoB)

Reference materials - Contents of certificates, labels and accompanying
documentation

(CtanpgaptHble obpasubl. CoaepxaHve cepTudmkaToB (NacnoptoB) U
3TUKETOK)

Reference materials - Good practice in using reference materials
(CtaHpapTHble 00pasupl. YCTaAHOBMBLUASAICA MpakTUKka MPUMEHEeHUs
cTaHdapTHbIX 06pa3uoB)

Reference materials - Guidance for characterization and assessment of
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homogeneity and stability
(CtaHgapTHele  obpasubl. OOwmMe w©n  cTaTUCTUYECKME  MPUHUMMLI
ceptudmkaumm (aTTectaumm))

ISO Guide 80 Guidance for the in-house preparation of quality control materials (QCMs)
(PykoBoacTtBo no BHyTpunabopaTopHOMY M3roTOBMEHUIO MaTepuanoB Ans
kKoHTpons kayectBa (MKK))

ISO/IEC Guide 98-3 Uncertainty of measurement - Part 3: Guide to the expression of uncertainty
in measurement (GUM:1995)

(HeonpegeneHHocTb naMepeHuin. Yacte 3. PYKOBOACTBO MO BbIpa)KeHUHO
HeonpeneneHHOCTN N3MepPEHMs)

ISO/IEC Guide 98-4 Uncertainty of measurement - Part 4: Role of measurement uncertainty in
conformity assessment
(HeonpegeneHHocTb wuamepeHun. Yacte 4. Ponb HeonpeaeneHHoCTu
N3MepeHns B OLIEHKE COOTBETCTBUS)

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

(MorpelwHOCTb N3MEPEHNSA MPU OLIEHKE COrNacoBaHHOCTU AESATENbHOCTU B
3NEKTPOTEXHUYECKOM CEKTOPE)

Joint BIPM, OIML, ILAC and ISO declaration on metrological traceability, 2011 2)
(CoBmecTtHasg geknapauus BIPM, OIML, ILAC n ISO o meTponorunyeckon npocnexmeaemoctn, 2011)

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

ILAC International Laboratory Accreditation Cooperation *)
(MexxayHapopHast opraHusaLms no akkpeauTaumm naéopaTopuii)

3)

http://ilac.org/
(VIML), International vocabulary of terms in legal metrology, 2013
OIML V1:2013 (MexxgyHapoaHbI crioBapb TEPMUHOB MO 3aKOHOAATENbHON METPOSornu,
2013)
JCGM 106:2012 Evaluation of measurement data - The role of measurement uncertainty in

conformity assessment

(OueHuBaHune aaHHbIX n3mepeHun. Ponb HeonpegeneHHOCTU N3MepeHns B
OLleHKe COOTBETCTBUSA)

EEE/RM/062rev3, Eurachem * The Selection and Use of Reference Materials
(Bbibop 1 ncnonb3oBaHMe 3TaNOHHbLIX MaTepUanos)

4)
https://www.eurachem.org/images/stories/Guides/pdf/EEE-RM-062rev3.pdf

BIPM S| Brochure *: The International System of Units (SI)
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(Bpowopa CU: MexgyHapogHasa cuctema egunuy (CH), BIPM)

5)
http://www.bipm.org/en/publications/si-brochure/

(Hymepauwms cHocok npuBefeHa no opuruHarny.)

Kno4veBble crnoBa: 6€Cl'lpVICTpaCTHOCTb, npocnexmnBaemocCTb, KOMNEeTEeHTHOCTb,
KOH(*)I/I,EI,eHLl,I/IaJ'IbHOCTb, cucremMa MeHegXxXmeHTa.
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