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IIpeaucaosue
[{enu, ocHOBHBIE MPUHLHUIIBI U 00IIKE MpaBUiIa IPOBEAEHUS paboT M0 MEXIoCy1apCTBEHHON
craggaptuzanuu ycranoBiensl [OCT 1.0 "MexrocynapcTBeHHass CHCTeMa CTaHAApTU3AlUU.
OcHoBuble nomoxenus" w ['OCT 1.2 "MexrocygapcTBeHHass CUCTeMa CTaHIapTHU3aLMH.
CranmapTel MEXrocyJapCTBEHHBbIE, NpaBuja M PEKOMEHJAIMU TI0 MEXIrocydapCTBEHHOM
crangaptu3anuu. [IpaBuna pa3paboTKu, TPUHATHS, OOHOBIICHUS U OTMEHBI"

CBenenusi 0 cranaapre
1 TIOAI'OTOBJIEH PecnyOmukaHCKMM — YHUTapHBIM —TpeanpustaeM "bemopycckuit
rocynapcTBeHHbIN 1eHTp akkpenutanuu" (I'ocynmapcrBennoe mpennpusitue "BITIA") Ha ocHOBe

COOCTBEHHOTO MEPEBO/Ia HAa PYCCKUM A3BIK aHTJIOA3BIYHON BEPCUM CTAaHIapTa, YKa3aHHOTO B IIYHKTE
4

2 BHECEH T'ocynapcTBeHHBIM KOMUTETOM 10 cTaHAapTu3anuu Pecybnuku benapych

3 TIPUHAT MexrocynapCTBEHHBIM COBETOM IO CTaHAAPTU3allMU, METPOJIOTUU U
ceprudukanyu (mpotokoi ot 28 utoHsa 2019 r. N 55)

3a IpUHATHE TPOTr0JI0COBANIH:

Kparkoe HanmeHoBaHuE Kon ctpansl o CokpalieHHO€ HAMMEHOBAHUE
ctpanbl no MK (MCO 3166) | MK (MCO 3166) HalMOHAJIBLHOI'O OpraHa Io
004-97 004-97 CTaHJIapTU3aLUHN
ApMeHus AM MunskonoMmuku Pecriyonuku ApmeHust
benapych BY IN'occranmapt Pecniybnuku benapyce
Kazaxcran KZ I'occranmapt Pecnybnuku Kazaxcran
Kupruzus KG Keipreizcrangapt
Poccus RU Poccrangapt
Tamxukucran TJ TamxukcTanaapt
V30ekucran Uz VY3cranmapt

4 ITpukazom DeaepalbHOT0 ar¢HTCTBA MO TEXHUUECKOMY PETYIUPOBAHUIO M METPOJIOTHUH OT
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15 nrong 2019 1. N 385-ct mexrocynaperBensblii cranaapt [[OCT ISO/IEC 17025-2019 BBexneH B
JIEHCTBHE B Ka4eCTBE HAIMOHAIBHOTO cTanaapta Poccuiickoit @eaepannu ¢ 1 ceHTsi0pst 2019 r.

5 Hacrosmuii cTraHmapT WASHTHYEH MexayHapomHomy ctangapty ISO/IEC 17025:2017*
"Obume TpeOoBaHUS K KOMIIETEHTHOCTH HWCIBITATeNbHBIX U KaJHMOpPOBOUHBIX JabopaTtopuit
("General requirements for the competence of testing and calibration laboratories", IDT).

* JIOCTYIT K MEXTYHAPOIHBIM U 3apYOCIKHBIM JIOKYMCHTAM, YIIOMSHYTBIM B TEKCTE, MOKHO
MOJIY4UTh, 0OpaTUBIIKCEH B COy»)0y MOJICPkKKHU T0JIb30BarTenei . - [[ppmedanne n3roroBUTENs
0a3nl JaHHBIX.

B HacTosimieM craHmapTe ciIoBO customer MepeBeAeHO Kak '"3aka3uuk'" W MPUMEHSETCS B
KayecTBE OJHOro M3 3HaueHuil TepmuHa "morpedutens” (cm. TOCT P UCO 9000-2015 , myHKT
32.4; CTb ISO 9000-2015, wnysktr 3.2.4), MNOCKOJIBKY, KaK TpaBUIO, JIaADOpaTOpPHH
B3aMMOJICHCTBYIOT HETOCPEACTBEHHO C 3aKa3UMKOM YCIIYT IO MCIBITAaHUSM U KaJMOpOBKe, a HE ¢
KOHEYHBIM T0JIb30BaTeneM. Kpome Toro, B mpakTUKe OCYIIECTBICHUS TaOOPaTOPHON e TeIbHOCTH
00IIeyTIOTPEOUTENBHBIM SBIISIETCS CIOBO "3aKa34yuK'".

MexayHapoanslii ctannapt paspaboran Komurerom mo omenke cootBerctBus (CASCO)
MexayHapoaHou opranu3aiuu o crannaptusanuu (ISO).

HpI/I IMPUMCEHCHUHN HACTOAIICTO CTaHAAapTa pEKOMCHAYCTCA UCIIOJb30BATh BMECTO CCHIIIOYHBIX
MCKAYHAPOAHBIX CTAHAAPTOB COOTBCTCTBYIOIIUC UM MCKIOCYAAPCTBCHHLIC CTAHAAPTHI, CBCACHUS
O KOTOPBIX NPUBCACHBI B JOIMOJIHUTCIEHOM IMPUJIOKCHUN HA

6 BSAMEH 'OCT UCO/M3K 17025-2009

Hnghopmayus o eeedenuu 6 oetlicmsue (npekpawjeHuu 0elucmeus) Hacmosaueco CmaHoapma u
UBMEHEeHUll K HeMy Ha Mmeppumopuu YKA3aHHbIX Gbllde 20Cy0apcme nyONUuKyemcs 8 yKa3amensx
HAYUOHATbHBIX CMAHOAPMO8, U30A8AEMbIX 8 IMUX 20CY0apcmeax, a maxaice 6 cemu Mumepnem na
canimax coomeemcmeyouux HayuoHaIbHbIX OP2AHO8 NO CMAHOAPMU3AYULU.

B cnyuae nepecmompa,  usMeHeHUs  UAU  OMMEHbl  HACMOAWE20  CMaHoapma
coomeemcmeyrouas urH@opmayus Oydem oOnyoIuKo8ama HaA OQUYUATbHOM UHMEpPHem-catime
Medswceocyoapcmeennoz2o cosema no cCmanoapmu3ayuu, Mempoaiocuu U cepmuurayuu 8 Kamanoze
"Mearceocyoapcmeennvle cmanoapmuot

Beenenune
Hactosammii crangapT paszpaboTaH ¢ MLeNpl0 YKPEIJeHUs JOBepUs K JAeATeIbHOCTH
nabopatopuii. B HacTosmeMm cTanmapre coaepkarcs TpeOOBaHUS K JIaOOPATOPHUSAM, BBIMOJIHEHHUE
KOTOpPBIX TIO3BOJIUT MM MPOJEMOHCTPUPOBATH KOMIIETEHTHOCTh W CIOCOOHOCTH MOIYyYaTh
JOCTOBEpHbIE pe3yibTarhl. JlabopaTopuu, KOTOpbIE COOTBETCTBYIOT TpPeOOBAaHUSM HACTOSIIETO
CTaHJapTa, TAakKe OyIyT B 11eJI0M (PYHKITMOHUPOBATH B COOTBETCTBHH ¢ nmpuHImmamu ISO 9001.

CornacHo TpeOOBaHUSAM HACTOSIIErO CTAaHAAPTA JIAOOPATOpUs JOJDKHA IUIAHUPOBATH U
OCYLIECTBJIATh JNEHCTBUS II0 YIPABICHUI0 PUCKAMU U BO3MOJKHOCTSAMH. YIIPABICHUE PUCKAMU U
BO3MOXXHOCTSIMH CO3/a€T OCHOBY ISl IOBBILICHUS PE3YIbTATUBHOCTH CHCTEMBI MCHEIDKMEHTA,
JOCTIDKEHUS JTYYIIUX PE3yJIbTaTOB M IMPENOTBPAIICHUS HETaTUBHBIX mocieacTBuil. JlabopaTopus
HECeT OTBETCTBEHHOCTb 3a IMPUHATHE PELICHHs O TOM, KAKME PUCKH U BO3MOXKHOCTH HEOOXOIUMO
paccMaTpuBarh.
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Hcnonp30BaHrEe HACTOSIIErO CTaHAApTa YIPOCTUT COTPYAHHUYECTBO MEXIY JIabopaTOpUsIMU
U JAPYTUMH OpraHaMy W MOMOXKET B 0OMeHe MH(OpMalueil 1 OMBITOM, a TaKXKe B TapMOHH3AINH
CTaHJapTOB U mnpouenyp. [IpusHanue pe3ynbTaToB J1abOpaTOPHOU AESITENTBHOCTH MEXY CTpaHAMHU
yIpoIIaeTcs, €cau J1a00paTOPHH COOTBETCTBYIOT TPEOOBAHUSAM HACTOAIIETO CTaHIAPTa.

B HACTOAIICM CTaHAAPTC UCIIOJIBb3YIOTCA CIICAYIOINUC INIarOJIbHBIC (bOpMI:II

"nomwkeH" - 0003HauaeT TpebOBaHUE;

"cnemyet" - 0003HAYAET PEKOMEHIAIINIO;

"MoxeT" - 0003HaYAeT pa3pelIeHuE;

"crocoOeH" - 0003HaYaeT BO3MOXKHOCTb.
Bonee moapobuyro napopmarmio moxxkHo Haiitu B JlupextuBax ISO/IEC, wacts 2.

Jns meneil MccnenoBaHMs TOJB30BATESIM PEKOMEHJIIYETCSl JENUThCSI CBOMM BHUACHUEM
HACTOAIIETO CTaHJApTa M IMPEUIOKCHUSMH MO BHECCHHIO M3MEHEHHMH B MOCIEAYIOIINE H3IaHUS.
UroObl NpUHATH y4acTHE B  OHJAMH-OMpOCe, HEOOXOOUMO MPOHTH 1O  CCBUIKE:
https://www.surveymonkey.com/r/6MQ95ZC.

1 O0sacTh NpUMeHeHus
Hacrosimumii  crtanmaprt  ycraHaBiaMBaeT  oOmiue TpeOoBaHMs K  KOMIIETEHTHOCTH,
0ecrpUCTPACTHOCTH U CTA0MILHOMY (DYHKIITMOHUPOBAHHIO JTa0OPATOPHIA.

Hacrosimuii cTanmapT mpUMEHHM KO BCEM OpTaHU3aIlUsAM, 3aHMMAIOLIMMCS J1a00opaToOpHO
JESTEIBHOCTBIO, HE3aBUCUMO OT YUCIIEHHOCTH IIEPCOHAIA.

3aka3yuKy J1abopaTOpuil, perylupyronue Opraibl, OpraHU3aluid U CXEMbI, HCIOJIb3YIOIINe
MIAPUTETHYIO OLIEHKY, OPTaHbl 110 aKKPEIUTAIMH, a TAK)KE APYTrUe CTOPOHBI IPUMEHSIOT HACTOSIINN
CTaHJapT MPHU MOATBEPKACHUH WU MIPU3HAHUU KOMIIETEHTHOCTH J1a00paTOpul.

2 HopMaTuBHBIE CCHLIKH
[Tpy mpuMeHeHNH HACTOSAIIErO CTaHIapTa PEKOMEHAYETCsl UCIO0Ib30BATh BMECTO CChLIIOYHBIX
MEXIYHApOAHBIX CTaHJAPTOB COOTBETCTBYIOIIME UM MEXIOCYIAapPCTBEHHbIE CTAHIAPTHI, CBEACHHUS
0 KOTOPBIX IPUBEJICHBI B JOMOJHUTEIBHOM NpUiIokeHUH JIA

ISO/IEC Guide 99, International vocabulary of metrology - Basic and general concepts and
associated terms (VIM) (MexayHapoHbIid clioBaph 1o MeTposiorud. OCHOBHBIC W OOIIME TTOHATHUS
1 cOOTBeTCTBYIOMIME TepMHUHBI (VIM))

ISO/IEC 17000, Conformity assessment - Vocabulary and general principles (Ouenka
cootBeTcTBUs. CroBaph U 00IIME TPUHIIHIIBI)

3 TepmuHbI U onpeneaeHust
B Hactosimem cranpapre npumeneHs! TepMuHbl o ISO/IEC Guide 99 u ISO/IEC 17000, a
TaKKe CIEeIYIOUINe TEPMHUHBI C COOTBETCTBYIOIIUMH OTIPEICIICHUAMH.
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ISO u IEC noaaepxuBaroT TEpPMUHOIOTHYECKHE 0a3bl JAHHBIX JUISl HCIIOJIB30BAHUS B 00JIACTH
CTaHapTU3aLUH, KOTOPBIE JOCTYIIHBI IO CIEAYIOIUM CCBUIKAM:

- onnaiH-1aTdopma ISO my1s morcka JocTynHa 1Mo ceblike: http://www.iso.org/obp;
- anektponieaust IEC: nocrynmna no cewike: http:// www.electropedia.org/
3.1 6ecmpucTpacTHocThb (impartiality): Hanumane o0beKTHBHOCTH.

[Mpumedanue 1 - OOBEKTHBHOCTh O3HAYAET, YTO OTCYTCTBYIOT KOH(DIUKTHI MHTEPECOB WIIH
OHU Pa3pCHIAOTCA TAKUM O6p2130M, 4YTO HC OKa3bIBAKOT HCTATHUBHOI'O BJIIMAHUA HA IMOCJIICAYIOIIYHO
NEeATEIBLHOCTH JIaboparopud (3.6).

[Tpumedanue 2 - JlpyrumMu TEpPMHUHAMU, UCIIOJIB3YEMBIMH TIPU MIE€peaue CyTH COCTaBIISIONINX
O0ecpUCTPaCTHOCTH,  SBJISIOTCA  "OTCYTCTBHE  KOH(JIUKTOB  HHTEepecoB",  "OTCyTCTBHE

npeas3sTocTu", "oTcyTCTBUE MpenyoexaeHuii", "HerTpanuTet", ""cripaBeiIMBOCTE", "OTKPHITOCTD",

nn

"00BEKTUBHOCTB", "OTCTpaHEHHOCTH" U "mapuTer'.

[MCTOYHUK: ISO/IEC 17021-1:2015, 3.2, u3meHeHo - B npuMeyaHuu 1 cioBa "opraHa 1o
ceprudukanuu” 3aMeHEeHbl Ha '"mabopatopuu", B TpPUMEUYaHWHU 2 CJIOBO '"HE3aBUCHUMOCTH'
HCKJIIOUYEHO U3 CITHCKA. |

3.2 kanoba (mperensus) (complaint): BelpakeHne HeymOBIETBOPEHHOCTH JIOOBIM JIUIIOM
WJIN OpTraHM3aliell B OTHOLIEHUH JaboparopuH (3.6), Kacaromeecs AEITEIbHOCTH WIN PE3yIbTaTOB
3TOH J1aOOPaTOPUH, IO KOTOPOMY OKHIAETCSI OTBET.

[MCTOYHUMK: ISO/IEC 17000:2004, 6.5, u3MeHEHO - CiioBa "B OTJIMYHME OT alCIUISIHH"
ObUIM HWCKIIIOYEHBI, a CJOBa "OpraH IO OLIEHKE COOTBETCTBUSI WJIM OpPraH IO aKKpeIuTallHH,
OTHOCALIMICA K JeATeTbHOCTH JTOro opraHa" ObUIM 3aMEHEHbl CloBaMH '"mabopaTopuu,
Kacaromieicst AesITeNbHOCTH WIIM PE3YJIbTaTOB TOH J1abopatopun'. |

3.3 mexaboparopHoe canuyenue (interlaboratory comparison): Opranuzarusi, BHITOTHECHUE
U OILCHUBAHUC I/ISMCPCHI/Iﬁ WIA UCIBITAaHUN OOHOTO U TOI'0O K€ HJIN HCECKOJIBKHX HOI[O6HI>IX
o0pasnoB JByMs wuiud Ooisiee 1a0OpaTOpUSMH B COOTBETCTBHH C 3apaHee YCTaHOBJIICHHBIMH
YCIIOBUSIMU.

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

3.4 BHyTpmwiIabopaTopHoe ciaumudenue (intralaboratory comparison): Opranu3zaius,
BBIIIOJIHEHUE W OLCHMBAHHWE M3MEPEHUH WM WCIBITAHUKA OJHOTO M TOTO K€ WJIM HECKOJIBKUX
MoMOOHBIX O00pa3loB B TMpeaenax oOAHOM sabopatopuu (3.6) B COOTBETCTBUM C 3apaHee
YCTaHOBJICHHBIMU YCIIOBUSIMH.

3.5 mnpoBepka kpBaqupukamum (proficiency testing): OlneHMBaHHE XapaKTEPUCTUKH
(YHKIMOHMPOBAHUS YYaCTHMKA TII0 3apaHee YCTAHOBJIEHHBIM KpPUTEPUSM  IOCPEICTBOM
MexiabopaTopHbIX cnudeHui (3.3).

[MCTOYHUK: ISO/IEC 17043:2010, 3.7, u3MeHEHO - yAaJIeHbl IPUMEYaHUS K TYHKTY. |

3.6 nadopartopus (laboratory): OpraH, KOTOpBI OCYIIECTBISET OJWH WM HECKOJIBKO W3
CJICAYIOIIUX BUAOB ACATCIIBHOCTH!

- UCIIbITAHUA,

BHumanwue! [lokymeHT B cuny He BcTynun BHumanue! [lokymeHT odumumansHo nsgaH. Cm. "Cratyc” BHumanue! O nopsigke npymeHeHust
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- KaJTuOpOBKa;
- 0TOOp 00pa3IOB, CBA3AHHBIN C MOCICIYIONTUMHU UCITBITAHUSIMHA WU KaTUOPOBKOM.
[Ipumeyanne 1 - B KOHTEKCTe HACTOAINIETO CTaHAApTa TMOHATHE 'nMabopaTropHas

,Z[GHTG.HBHOCTB" OTHOCHUTCH K TPEM BBILICYKA3aHHbIM BUJaM JICATCILHOCTH.

3.7 npaBwio npuHsTus pemeHusi (decision rule): IIpaBmio, KOTOpoe OMHCHIBAET, KaK
YUUTBIBAETCSI HEONPEACICHHOCTh HW3MEPEHHH TIpU TPUHSATHH PEIICHHST O COOTBETCTBUHU
YCTaHOBJIEHHOMY TPEeOOBaHUIO.

3.8 Bepuduxanus (verification): IlpemocraBneHne 0OBEKTUBHBIX CBHIETENBCTB TOTO, YTO
JTaHHBIA 00BEKT COOTBETCTBYET YCTAHOBICHHBIM TPEOOBAHUSIM.

Ilpumepuot
1 IToomeepicoenue mozo, 4mo OAHHBLI CMAHOAPMHBLI 00pa3ey A614emcs, KAK 3a:16/1€HO,
OOHODPOOHBIM 0711 3HAYEHUA GEIUYUHDBL U COOMEEMCMEYIOU|ell MEMOOUKU UIMEPEHUTL, 6NI0MDb

00 obpaszuya maccou 10 me.

2 Iloomeepicoenue mozo, 4mo 3KCHAYAMAYUOHHbBIE XAPAKMEPUCMUKI UMEPUMETbHOU
cucmemul UU 3aKOHOOamesibHble MPedoBaAHUA K Hell COONI00eHbl.

3 Iloomeepircoenue mozo, umo modxcem O0blmov 00OCMUZHYMA Yene6asn HEONPeOeaeHHOCHLb
U3MepeHuil.

[Tpumeuanue 1 - Korma npumeHnmMo, cieayeT yYuThIBaTh HEONPEAECTEHHOCTh U3MEPEHU .

[Ipumeyanne 2 - OOBEKTOM MOXKET OBITh, HANPUMEpP, MPOIECC, METOAMKAa H3MEPECHHUS,
Marepurajl, BCUICCTBO UJIN U3MCPUTCIIbHAA CUCTCMA.

[Ipumeuanue 3 - VYcraHoBIEHHbIE TpeOOBaHMA MOTYT 3aKJIIOYaTbCs, HANpUMEp, B
coOJoIeHnH CcrieM(pUKAIAH POU3BOTATEIIS.

[Ipumeuanue 4 - B 3aKOHOIATENILHON METPOJIOTHUM, KaK 3TO omnpeneneHo B VIML, u npu
OLICHKE COOTBCTCTBHUA B IICJIOM BepI/I(bI/IKaI_[I/IH OTHOCUTCA K HUCCICOOBAHUIO U KJIICUMEHHUIO I/I/I/IJII/I
BbIJIaY€ CBUIETEIHCTBA O IOBEPKE U3MEPUTEIBHOI CUCTEMBI.

[Ipumeuanue 5 - [loBepky He ciemayer myTarth ¢ kKanmuOpoBkoi. He kaxmas Bepudukarus
saBisieTcs Banuaanuei (3.9).

[Ipumeuanue 6 - B xumuu BepuuKanus HISHTUYHOCTH PacCMaTPUBAEMOro OOBEKTa HIIU
peakuuu TpedyeT ONucaHus CTPYKTYPbI UM CBOMCTB 3TOTO0 00BEKTA WM PEaKIUH.

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

3.9 Basmaanusa (validation): Bepudukarus (3.8), mpu KOTOpoit ycTaHOBJICHHBIE TPeOOBaHMS
CBA3aHbI C MMPCANOJIaracMbIM UCIIOJIB30BAHUCM.

Ilpumep - Memoouxka uszmepenus, 00bIYHO UCNONL3YEMAA O] UBMEPEHUA MACCOBOU
KOHUeHmpayuu azoma é 600e, Moxycem 0blms 6AIUOUPOBAHA MAKHCE 014 USMEPEHUA MACCOBOU
KOHUeHmpayuu a3oma 6 cbl6OPOmMKe Kpoeu uenoseeKd.
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[MCTOYHUK: ISO/IEC Guide 99:2007, 2.45]

4 O6mue TpedGoBaHust

4.1 BecnpucTpacTHOCTh
4.1.1 JlabGoparopHasi HAEATENBHOCTh JOJDKHA OCYIIECTBIATHCS OECHPHUCTPACTHO, a TaKKe
CTPYKTYPHUPOBATHCS M YIIPABIATHCS TAKUM 00pa3oM, 4TOObI 00ecredynBaTh OECIIPUCTPACTHOCTD.

4.1.2 PyKoBOJCTBO JTaOOPaTOPHH TOJKHO MIPUHATH 00s13aTEIBCTBA MO O€CIIPUCTPACTHOCTH.

4.1.3 JlaGopaTopusi JOJDKHA HECTH OTBETCTBEHHOCTh 3a OECHpPUCTPACTHOCTH CBOCH
1abopaTopHON JNEATeTPHOCTH M HE JOJDKHA JOMyCKaTh KOMMEpYecKoe, (DMHAHCOBOE WM WHOE
JaBJICHUE, CTaBsllee OeCIPUCTPACTHOCTD MO/ YTPO3Yy.

4.1.4 JlaGopaTtopus OJDKHA MICHTU(PHUIIUPOBATH PUCKH JJIsi CBOEH OECIPHCTPACTHOCTH Ha
MOCTOSIHHOM OCHOBE. DJTO JOJDKHO BKIIOYaTh PHUCKH, KOTOpPHIE BO3HHKAIOT B TIPOIECCE €€
JEATEIIbHOCTH, B PE3yJIbTaTE €€ OTHOILICHWI WM OTHOUIEHWW ee mepcoHana. Bmecre ¢ TeM Takue
OTHOIICHUS HE 0053aTeHHO MPEICTABISAIOT COOO0M PUCK sl OECTIPUCTPACTHOCTH J1a00paTOPHH.

[Ipumeuanue - OTHOIIEHUS, KOTOPBIE YIPOXKAIOT OECIPUCTPACTHOCTH JTa0OpAaTOPHH, MOTYT
OCHOBBIBAThCsl Ha IIPaBe COOCTBEHHOCTH, YIPABICHNUHU, PYKOBOACTBE, IIEpCOHae, O0IIMX pecypcax,
¢uHaHCaX, AOroBOpax, MapKeTHHIre (BKIOYass OpIHAMHT) M KOMHCCHOHHBIX BBIIJIATaX WM Ha
APYTUX BUJAX CTUMYJIMPOBAHMS B OTHOILIEHUH HOBBIX 3aKa34YMKOB M T.II.

4.1.5 Tlpu oOHapyXeHHMH pHCKa Il OeCpUCTPacTHOCTH jabopaTopus IOJKHA OBITH B
COCTOSIHUM IIPOACMOHCTPUPOBATH TO, KaK OHAa YCTPaHAET UIM MUHUMU3ZUPYET TAKON PUCK.

4.2 KonpuaeHuaaIbHOCTh

4.2.1 JlabGopaTopusi JOKHAa HAa OCHOBE IOPUJAMYECKHA 3HAYUMBIX O0S3aTENbCTB HECTH
OTBETCTBEHHOCTh 3a YIpPaBJICHHE Bcel MHMOpMaIuel, MOCTYNHUBINCH W3BHE WU IMOJYyYEHHOH B
MpOLIECCE  BBIMIOJIHEHUsI J1abopaTopHOW  mestenbHOCTH. Jlaboparopus JOKHA — 3apaHee
nH(pOpMHUPOBaATH 3aKazuuka 00 MH(POpPMAIUH, KOTOPYIO OHAa HaMEpeHa pa3MECTHTh B CBOOOTHOM
nocryme. VckimrodeHue cocTaBisieT WHGPOpMAIus, KOTOpas CTaHOBUTCS OOIIEAOCTYITHON TI0
pEIICHUI0 3aKa3urKa JMO0 MO COTIaCOBAHHUIO MEXy JadopaTopuei W 3aKa3dMKoOM (HampuMmep,
[ENbI0 pearupoBaHus Ha KanoObl). Bes wHas wuHQOpMamus CUHUTAETCS MPEICTABISIONICH
KOMMEPUECKYIO TailHy U JOJKHA pacCMaTpUBAaThCs B KaueCTBE KOH(UICHIIMATBHOM.

4.2.2 Ecim B COOTBETCTBMM C 3aKOHOJATEIHLCTBOM WJIM JIOTOBOPHBIMU OTHOILICHHUSIMU
nabopaTopust JOJDKHA PACKPbITh KOH(HUICHIHAIbHYI0 HH(POPMALHUIO, OHA JOJDKHA YBEAOMHTH
3aKa34MKa WM WHOE 3aMHTEPECOBAHHOE JIUIIO O PACKPHITOM MH(GOPMAIUH, B CIIy4ae €CJIH ATO HE
3aMpereHo 3aKOHOATEIbCTBOM.

4.2.3 Nudopmanus o 3aKa3zuuke, MOJyYEHHAs HE OT CaMOro 3aKa3uyMka (Hampumep, JIMIa,
HaIlPaBUBIIIETO JKajao0y, PEryIupYIOIIMX OPraHOB), JOJKHA OBITh KOH(GUICHIIMATLHON MEXIY
3aKa34yuKoM M yabopatopueii. CBeeHUs O MOCTABIIMKE (MCTOYHHUKE) 3TOM MH(POPMAIUH JTOJKHBI
ObITh KOH(UICHIIMATBHBIMU JIJ151 1a00paTOpUU U HE JOJDKHBI IEPEeaBaThCs €€ 3aKa3uuKy, €CiIu 3TO
HE COTJIaCOBAHO C UCTOYHUKOM JaHHOW MH(POPMALIUH.

4.2.4 Tlepconan, BKJIIOYasi JIOOBIX YICHOB KOMHTETOB, MOAPSAYMKOB, IEPCOHAN BHEIIHUX
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OpPraHOB HJIM OTACNBHBIX IUI, JCHCTBYIOIIUX OT HMMEHH JIabopaTOpuH, IOHKEH COOJII0NaTh
KOH(PHUACHIIMAIBHOCTh BCe WH(MOpPMAIMU, TOJYYCHHOW WM CO3JaHHOM B XOJI€ BBITTOJHCHHS
1abopaToOpHOH AEATETHLHOCTH, 32 UCKIIOYCHUEM CITY4aeB, MIPEIyCMOTPEHHBIX 3aKOHOJATEIbCTBOM.

5 TpeOoBaHusi K CTPYKTYpeE
5.1 JIabGoparopusi 10JKHA OBITh IOPHINYECKUM JIMIIOM HJIU TO/Pa3AeICHUEM FOPUIMYECKOTO
JIMIA, KOTOPOE HECET IOPUINYECKYIO OTBETCTBEHHOCTh 32 €€ AEATEIbHOCTb.

[Ipumeyanue - Jlns 1enedl HACTOSIIETO CTaHAApTa IPAaBUTEILCTBEHHAs Jabopartopus
CUHUTACTCA FOPUANICCKUM JIMIIOM Ha OCHOBC €C IMPAaBUTCILCTBCHHOI'O CTAaTyCa.

5.2 JlaGopatopust JOJDKHA ~ ONpPENEIUTh PYKOBOACTBO, KOTOpPOE HECET IOJHYIO
OTBETCTBEHHOCTbH 32 JJa0OPaTOPUIO.

5.3 JlabGoparopusi [OJDKHA OMNpENeIUTh MW JOKYMEHTHPOBAaTh 00JIacTh J1ab0paTOpHOM
ACATCIIbBHOCTH, TPHU OCYIICCTBICHUN KOTOpOfI OHa COOTBCTCTBYCT HACTOAIICMY CTaHOAPTY.
OO0nacTh, B OTHOIIEHHH KOTOPOH JabopaTopHst 3asBIsIET O COOTBETCTBHH HACTOSIIEMY CTaHIApTYy,
HE JOJDKHA BKIIOYATh JA0OpPATOPHYIO JESTEIbHOCTh, OCYIIECTBISIEMYIO HA IMOCTOSIHHOM OCHOBE
BHEIIHUMU TTOCTABIIUKAMH.

5.4 JlaGoparopusi MOJDKHA OCYIIECTBISTH CBOIO JACSITEIBHOCTh TaKUM OOpa3oM, YTOOBI
COOTBETCTBOBATh TPEOOBAaHMAM HACTOALIETO CTAHJAApTa, CBOUX 3aKAa3YUKOB, PETYIHUPYIOLINX
OpraHOB W OpraHu3aimii, oOecreynBalOMMX TNpu3HaHue. Jlaboparopusi OIDKHA HECTH
OTBCTCTBCHHOCTb 3a [JOCATCIBHOCTH, OCYHICCTBIILICMYIO BO BCEX MCCTax €€ IMOCTOAHHOIO
pa3MeleHns, BHE MECT €€ IOCTOSHHOTO pa3MEIIeHHs, Ha BPEMEHHBIX WM TepPEeIBIKHBIX
TIOMIA/IIX M Ha 00BEKTax 3aKa3uuKa.

5.5 JIaGopartopusi HOJKHA:

a) OIPEICIUTh OPTaHU3AUOHHYIO M YIPABICHYECKYIO CTPYKTYpY J1a00paTOpHH, €€ MECTO B
TOJIOBHOM OpraHM3allii W  B3aWMOCBSI3H MEXKIY VYIPAaBICHYCCKUMH, TEXHUUYCCKUMH U
BCIIOMOTI'aTCJIIbHBIMU CJIy}K6aMI/I;

b) YCTAaHOBUTH OTBCTCTBCHHOCTH, IMOJITHOMOYHA W B3aMMOOTHOIICHHA BCCX COTPYAHUKOB,
3aHATBIX B YIPABJICHHH, BBINOJHEHHH WIA TPOBEPKE padoT, BIMSAIOMIMX Ha Pe3yJIbTaThl

1abopaToOpHOH AEeATEIHbHOCTH;

C) JOKYMEHTHpPOBaTh CBOM TPOLEAYpPHl B 00BEeMe, HEOOXOAMMOM JUIsi OOecTedeHUs
CTaOMIIBHOTO OCYIIIECTBIICHUS CBOCH NEATEITLHOCTH U JOCTOBEPHOCTH PE3YIIBTATOB.

5.6 JlabopaTopus 10KHA UMETH MEPCOHAN, KOTOPBIM, HE3aBHCHUMO OT JIPYTUX 00sI3aHHOCTEH,
HMCECT TOJHOMOYUA U PECYPCHI, HGOGXO,Z[I/IMBIG JJIs1 BBIIIOJIHEHHUA CBOUX OGHSaHHOCTeﬁ, B TOM
qucle:

a) BHCOPCHUC, TOAACPIKAHNE U COBCPUICHCTBOBAHUC CUCTEMBI MCHCIPKMCHTA,

b) BBISIBIIEHUE OTKIOHEHHH OT CUCTEMbI MEHE/DKMEHTA WIIH OT MPOIEAYP ISl OCYIIECTBICHHSI
1abopaToOpHOH IEeATeTbHOCTH;

C) WHUIUUPOBAHUEC MCP IO MPCAOTBPALLICHNUIO UJIM MUHUMU3AlIUU TaAKUX OTKHOHGHHﬁ;

d) mpexacraBieHue PyKOBOJACTBY J1a0OpaToOpuu OTYETOB O (PYHKIIMOHMPOBAHHH CHUCTEMBI
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MEHE’KMEHTa U HE0OXOIUMOCTH €€ yIy4IlIeHUS;
) o0ecrieueHue pe3yIbTaTUBHOCTH J1JAOOPAaTOPHOM 1EATEILHOCTH.
5.7 PykoBoACTBO 1ab0paTOpuu JOKHO O0ECTICUNTH:

a) obMeH wuHpOpMaLUEHl O pPE3YIbTaTUBHOCTH CHUCTEMBl MEHEIKMEHTa M BaXXHOCTH
YIIOBJIETBOPEHMsI TPEOOBAHUI 3aKa3UYMKOB U APYIUX TPEOOBaHMIA;

b) coxpaHeHHE IIEJIOCTHOCTH CHCTEMBl MEHEKMEHTa MpPU ITUIAHUPOBAHMM W BHECEHUU
U3MEHEHUHN B HEE.

6 TpedoBanus K pecypcam

6.1 O0mue TpedoBaHus
JlabopaTopuss JODKHA pacmojaratb HEpCOHAIOM, IIOMEUICHUSMH, OOOpYIOBaHUEM,
CHCTEMaMHM M BCIIOMOTaTEIbHBIMH CIY)KOaMH, HEOOXOIMMBIMHU ISl YIpaBJIECHUS J1abOpaTOpHOU
JEATENLHOCTHIO U JUIS €€ OCYIIECTBIICHHS.

6.2 Ilepconan

6.2.1 Bech nepconai 1abopaTopuu, Kak MOCTOSIHHBIN, TaK ¥ IPUBJICKAEMbIN, KOTOPBIH MOXKET
MOBIUATh Ha JCATEIbHOCTh JIADOPATOPUH, JIOJDKEH JEHCTBOBATH OECIPUCTPACTHO, OBITH
KOMITETEHTHBIM U JI0JKEH paboTaTh B COOTBETCTBUU C CUCTEMOW MEHEI)KMEHTA JIabopaTOpHH.

6.2.2 JlaGoparopusi JOJKHA JOKYMEHTHPOBATh TPeOOBaHMUSI K KOMIETEHTHOCTH TEpcoHasa
JUIS KOKAOW (YHKIMH, BIHSIONICH HA pe3ylbTaThl J1a00paTOPHON IEATEILHOCTH, B TOM YHCIIE
TpeboBaHusT K oOpa3oBaHMIO, KBadu(UKAIUU, MPOGHEeCCHOHATBHOW IOATOTOBKE, TEXHHUYECKUM
3HAHUSM, HABBIKaM, OTIBITY.

6.2.3 JIaGoparopus 10JKHA TapaHTUPOBATh, YTO MEPCOHAT 001aaeT KOMIIETEHTHOCTBIO IS
BBITIOJTHEHUS JTa0OPAaTOPHOI JesTEIbHOCTH, 32 KOTOPYIO OH HECET OTBETCTBEHHOCTD, U ISl OLICHKH

3HAYUMOCTH OTKJIOHEHUH.

6.2.4 PykoBOACTBO JabOpaTOpuu JOJDKHO JIOBECTH JO KaXKIOTO COTPYJHUKA €ro
00513aHHOCTH, OTBETCTBEHHOCTh U MOJTHOMOYHSI.

6.2.5 JlaGopaTopust T0OJDKHA UMETh MPOIeAYPY(bl) M BECTH 3aITUCH TI0:
a) oTpeeIICHHIO TPEOOBaHU K KOMIIETEHTHOCTH;

b) moabopy nepcoHana;

C) MOJATOTOBKE TEPCOHAaa;

d) HaGII0IEHUIO 32 TIEPCOHATIOM;

€) HaJICJICHUIO TIEPCOHAJIA MTOJTHOMOYHSIMHU;

f) MOHUTOPUHTY KOMITIETEHTHOCTHU TIEpCOHAIA.
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6.2.6 Jlaboparopusi JOJDKHA YIOJIHOMOYMTH II€PCOHAN HA BBIMOJHEHUE KOHKPETHOH
1a00paTOPHON JeATEILHOCTH, BKIIOUas (HO HE OTpaHUYMBAsICh) CIEAYIOIICE:

a) pa3paboTKy, H3MEHEHHE, BepUPUKAIIUIO ¥ BATHIAINIO METOJIOB;

b) aHamu3 pe3yabTaTOB, B TOM 4YHCJE 3asiBJICHHA O COOTBETCTBHUM WJIM MHEHHH U
WHTEPIpPETALUN;

C) IOATOTOBKY OTUETOB O pe3yjbTaTax, X IPOBEPKY U YTBEPKACHHUE.

6.3 IlomeleHUA M YCJI0BHUSI OKPYIKAKOLIEH Cpeabl
6.3.1 IlomemieHuss M YCIOBHS OKpY)KAIOLIEH Cpeabl JOJDKHBI OBITh HPUTOAHBIMH IS
OCYILLECTBJICHHSI JTa0OPATOPHOM AEATENBHOCTH U HE JOJKHBI OKa3bIBaTh HETaTMBHOE BIMSHHE Ha
JOCTOBEPHOCTD MOJTy4aeMbIX PE3YJIbTaTOB.

IIpumeuanue - Bo3ngeucTBHs, KOTOpbIE MOTYT HETaTHMBHO BIIMATH Ha JOCTOBEPHOCTH
pe3yabTaTOB, BKJIIOYAIOT (HO HE OrPAaHUYUBAIOTCS) CICAYIONIHE: MHUKPOOMOJIOTHYECKOE
3arps3HEHUE, MbUIb, JIEKTPOMArHUTHBIE NOMEXH, H3JIyd€HHE, BIIAXHOCTb, JJIEKTPOCHAOXKEHUE,
TeMIIepaTypa, IyM U BUOpaLus.

6.3.2 TpeGoBaHus, TPEABSIBISIEMbIE K IOMEHICHUSM M YCJIOBHSIM OKPYXKAIOIICH CpEIbl,
HGOGXO,Z[I/IMBIM JIIsL OCYLICCTBJICHU A na6opaTopH0171 ACATCIIbHOCTH, JOJIZKHBI GBITB
JOKYMEHTUPOBAHBI.

6.3.3 JlaGopaTopusi OJDKHA OCYIIECTBISATH MOHUTOPHHI YCIOBHM OKpYXKAIOIIEH CpeIbl,
YOPpaBJICHUC UMHU U UX PECTUCTPALUIO B COOTBETCTBUU C TCXHUYCCKUMU TpGGOBaHI/I}IMI/I, METO4aMu U
METOJIMKAMHU WJIM B CIy4yasiX, KOT/1a OHH BIIUSIOT Ha JIOCTOBEPHOCTh PE3YIbTATOB.

6.3.4 Mepbl MO yOpaBJICHUIO TOMEIICHUSMU JTOJDKHBI OBITh BHEIPEHBI, IOIABEPTaThCs
MOHHUTOPHUHIY U IEPUOAUUECKOMY IIEPECMOTPY U BKJIHOYATh (HO HE OTPAaHUUYMBATHCS) CIEAYIOLIEE:

a) JOCTYyNl ¥ UCHOJIb30BAaHUE YYACTKOB, OKAa3bIBAIOIIMX BIMSHHE Ha J1a00paTOPHYIO
NEATEIIbHOCTD;

b) npenoTBpanieHue 3arps3HeHN, B3aMMHOTO BIUSHUS WM HEOJaronpusTHBIX BO3AEHCTBUIA
Ha 1a00paTOPHYIO IEATEIbHOCTD;

¢) 3¢ dexTuBHOE pasrpaHUUYEHUE 30H, B KOTOPHIX MIPOBOAUTCS HECOBMECTUMAs JabopaTopHas
JEATEIbHOCTb.

6.3.5 Ilpu ocymiecTBICHUH J1a0OpaTOPHUEH NEeATETLHOCTH Ha 00BbEKTaX, HAXOMAIINXCS BHE €€
MOCTOAHHOI'O0 YIHPAaBJICHUSA, OHa HOOJDKHA OGGCHG‘-II/ITB COOTBETCTBUEC HOMGH_ICHI/Iﬁ )41 yC.HOBI/Iﬁ
OKpY>Karolen cpebl TpeOOBaHUSM HACTOALIETO CTaHapTa.

6.4 O6opynoBanne

6.4.1 JlabGoparopusi mOKHA HMMETh JOCTYI K OOOpydoBaHWIO (BKJIIOYas, HO HE
OTPAaHUYUBASCh, CPEICTBA HU3MEPEHHS, NPOTPaMMHOE OOECledYeHHe, STAJOHBI, CTaHAAPTHBIC
00pasipl, CHpaBOYHBIC JaHHBIC, PEAKTHBBI, PACXOIHBIC MAaTEpUaNbl WM BCIIOMOTATEIbHbIC
YCTPOMCTBA), KOTOpPOE HEOOXOAMMO sl HAIJISKAIIer0 OCYIIECTBICHUS J1a00paTOPHOM
JESTeTPHOCTH U KOTOPOE MOJKET MOBIIUATH HA €€ PE3yIbTATHI.
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[Mpumeuanne 1 - CymlecTByeT MHOXKECTBO Ha3BaHWM Ui CTaHJAPTHBIX O0OpasloB H
cepTU(ULMPOBAHHBIX CTaHAAPTHBIX O00pa3LOB, HANPUMEP ATAJOHBI, KAIMOPOBOUHBIE STAJIOHBI,
CTaHJApTHBIE 00pa3ibl, KOHTpoJbHBIE oOpa3iel. B ISO 17034 mnpuBemeHa IOMOTHUTENbHAsS
nHpopManus O MPOU3BOIUTENSAX CTaHAAPTHHIX 00pa3ioB (RMP). IlpousBoaurenu craHmapTHBIX
o0pa3ioB, cooTBeTCTByIOmUX TpeboBanusm [SO 17034, cumMTalOTCS KOMIIETCHTHBIMH.
CranmaptHbie 00pa3lbl OT MPOU3BOJIUTENECH, COOTBeTCTBYIomue TpedoBanusMm [SO 17034,
MOCTABIISIOTCSA C MACIIOPTOM/CEPTHU(PHUKATOM, KOTOPBIM ONMpEAeNseT CPeIr MPOUUX XapPaKTEPUCTUK
OJTHOPOJHOCTh M CTaOMJIBHOCTH JJIsl YKa3aHHBIX CBOMCTB, a JJi CepTUPUIMPOBAHHBIX CTAHAPTHBIX
0o0pa3IoB - yKa3aHHBIC CBOWCTBA C CEPTU(DHIIMPOBAHHBIMU 3HAUCHUSMH, UX HEONPEACIECHHOCTh
U3MEpPEHUI U METPOJIOTHUECKYIO MTPOCICKUBAEMOCTb.

[Ipumeuanue 2 - B ISO Guide 33 manbl pekoMeHAAMM 1O BHIOOPY M HCIIOJIH30BAHHIO
crangapTHeix oOpasioB. B ISO Guide 80 mpuBeneHnl yka3aHuss MO H3TOTOBICHHIO 0OpasIoB,
IPUMEHSEMBIX JJIs1 BHYTPEHHETO KOHTPOJIS KauecTBa.

6.4.2 B tex cmywasx, Korjga J1abopaTopusi MCIOJIB3yeT 00OpyIOBaHME, HaXOJsIIeecs BHE
30HBI €€ IMOCTOAHHOI'O YIIPAaBJICHUSA, OHA HOJIKHA OGGCHG‘-II/ITB €ro COOTBETCTBHUC TpGGOBaHI/IHM
HACTOSAILET0 CTaHapTa.

6.4.3 JlaGoparopusi [OJDKHa HMMETh MPOIEAYpPhl oOpamieHusi ¢ O0O0OpYJOBaHUEM, €ro
TPAHCIOPTHPOBKH, XPAHEHUS, IKCIUTyaTallMM M TUIAHOBOT'O OOCIYXXHMBAaHUS B LENAX OOecreueHHs

HaJuiexalero G yHKIMOHUPOBAHUS U MIPEAOTBPALLIEHUS 3arPSA3HEHUS] UITU TIOBPEKICHUSI.

6.4.4 JlaGopaTopusi NOJDKHA TOATBEPAWTh COOTBETCTBHUE OOOPYIOBaHMs YCTAHOBJICHHBIM
TpGGOBaHI/IHM nepea BBOAOM €T0 B OKCIUTyaTalluiO UJIA MOCJIC BO3BpAaTa B SKCILTyaTallUIo.

6.4.5 O60opyaoBaHKe, UCIIOIB3YEMOE ISl HK3MEPEHUN, JOKHO 00ECTIeunBaTh TOYHOCTD W/UITU
HEOIPEICIIEHHOCTh H3MEPEHHIA, TpeOyeMble It 00eCTIeueH sl JOCTOBEPHOTO Pe3yIIbTaTa.

6.4.6 3meputenpbHOE 000PYI0BAaHKE TOJDKHO OBITH KAJIMOPOBAHO, €CIIH:

- TOYHOCTh M HEOIPEIEICHHOCTh U3MEPEHUI BIUSIOT HAa JOCTOBEPHOCTH IMPEICTABISEMBIX
PE3yNbTaTOB; H/WIIN

- kanmuOpoBka oOopynoBaHusi TpeOyercss Ui  YCTaHOBJICHHS  METPOJOTHMYECKOU
MPOCIICKUBAEMOCTH MPEACTABISEMbIX PE3yIbTaTOB.

[Tpumeuanue - K Bugam oOopynoBaHus, OKa3bIBAIOIIUM BIHUSHUE HA JOCTOBEPHOCTh
MPEJICTABICHHBIX PE3YIbTATOB, MOXKHO OTHECTH 000pYyIOBaHHE, CIYXKAIIee JJIs:

- IpsAMOIO W3MEpPEHUs OIPENEIsIEMON BEIUYUHBI, HAIpUMEP IIPUMEHEHUE BECOB JUISA
U3MEPEHMS MaCChI;

- BHECEHHUS MTONPABOK B U3MEPEHHBIEC 3HAYCHU S, HAIPUMEP U3MEPEHUS TEMIIEPaTyphl;

- TIOJlyY€HUsl pe3ysibTaTa U3MEPEHHUs MyTEeM BBIYMCICHUI HAa OCHOBE 3HAYEHMH HECKOJIBKHX
BEJIMYHH.

6.4.7 JlabopaTopust [O/DKHa pa3paboTaTh MNPOrpaMMy KaluOpPOBKH, KOTOpas JIOJKHA
IepecMaTpUBATHCS M KOPPEKTHPOBATHCS MO0 MEpe HEOOXOAMMOCTH C LENBIO MOJICPKAHUS JOBEPHS

K CTaTyCy KaJINOpPOBKH.

6.4.8 Bce oOopynoBanue, kKoTopoe TpeOyeT KaIMOPOBKH WM MMEET OIpPENeTICHHBIA CPOK
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TOAHOCTH, JIOJKHO OBITh MapKHpPOBAHO, 3aKOJAMPOBAHO WIJIM MHBIM 00pa3oM HICHTU(HUIIMPOBAHO,
YTOOBI TIO3BOJIUTH TOJIH30BATEI0 000PYIOBaHMS OBICTPO MACHTH(HUIIMPOBATH CTATyC KaTMOPOBKH
WM CPOK TOTHOCTH.

6.4.9 OOGopynoBaHue, KOTOpO€ OBUIO TOABEPTHYTO TMEPEerpy3Ke WIM HENpaBUIbHOMY
00palIeHnIO0, BBIJACT COMHUTENILHBIC PE3YJIbTAThI, a TAKXKE B CIIydae, eCIi ObLIIO 3aMEUEHO, YTO OHO
ABJISACTCSA ,Z[eq)eKTHBIM HJIN HC COOTBCTCTBYCT YCTAHOBJICHHBIM Tpe6OBaHI/I}IM, JOJI?KHO 6I>ITB
BBIBEJICHO M3 OJKciuryaranud. OHO JOJDKHO OBITh HW30JUPOBAHO, YTOOBI MPEIOTBPATHUTH €TO
MCIOJIb30BaHUE, MM YeTKO 0003HAYCHO WJIM MPOMApKUPOBAHO KaK HEUCIPaBHOE, MOKAa HE Oyaer
MIPOBEPEHO, YTO OHO paboTaeT mpaBWIIbHO. JlabopaTopus JOHKHA MCCIIENOBaTh BIHMSHUE JedeKTa
WIA OTKJIOHEHUS OT YCTAHOBJICHHBIX TpeOOBaHMH W NPUCTYNUTHh K pabodeld mporenype Mo
YIpaBJICHUIO HECOOTBETCTBYIOMIEH padboToit (cm. 7.10).

6.4.10 Eciiu mpomeXyTOYHBIE TTPOBEPKH HEOOXOIMMBI IS TOJCPKAHUS YBEPCHHOCTH B
UCIPAaBHOCTH O0OOpYIOBaHUSA, TO ATH TPOBEPKU JOJKHBI HPOBOJUTHCS B COOTBETCTBUU C
YCTAHOBJICHHOH MPOIEAYPOH.

6.4.11 Eciam pe3ynbrarel KaJIMOPOBKH M CBEACHHUS O CTaHIAAPTHBIX OOpa3liax BKIIOYAIOT B
ceOs1 OTIOpHBIC 3HAYCHUS WM MTONPaBOYHbIE KO3(D(UIIMEHTHI, TO Ja0b0paTOpHst T0JKHA 00ECTIeUUTh,
9TO ONOPHBIC 3HAYCHUS U MOMPABOYHBIE KOIPPHUINCHTH OOHOBISIOTCS U MPUMEHSIIOTCS JOJDKHBIM
00pa3oM B COOTBETCTBUHU C YCTAHOBIEHHBIMU TPEOOBaAHHUSIMHU.

6.4.12 JlabGopaTopusi [IOKHAa TNPUHUMATh TNPAKTHYECKHE MEphl 10 TMPEAOTBPAIICHUIO
HENpeAHAMEPEHHBIX PEryJIUPOBOK OOOpPYyNOBaHMSA, KOTOpPbIE MOTYT MPHUBECTH K IPHU3HAHUIO

PE3YyIbTAaTOB HGHGﬁCTBHTGHBHBIMH.

6.4.13 JloyKHBI BECTHUCH 3aITUCH O COCTOSHUM 00OpPYIOBaHMs, KOTOPOE MOXKET MOBIUATH HA
71a00paTOPHYIO IESITENbHOCTD. 3alUCH JOJKHBI BKIIOUATh CIIEAYIOIIee, KOT/1a 3TO IPUMEHNUMO:

a) uACHTH(UKAINIO 000PYIOBaHUA, BKIIIOYAs BEPCHIO MPOTPAMMHOTO OOECIICUeHHs, B TOM
9HCIie BCTPOSHHOTO;

b) HaMMEHOBaHWE W3TOTOBUTEINS, UICHTH(PUKAIUIO TUIA, CEPUNUHBIA HOMEP WIU JPYTYIO
YHUKaIbHYIO UICHTU(PUKALUIO;

C) IaHHBIC BepHU(PHUKAIUK O TOM, YTO OOOpPYZOBaHHE COOTBETCTBYET YCTAHOBJICHHBIM
TpeOOBaHUSM;

d) TexyIiee MECTOHAXOXKACHNUE;

€) IaThl U Pe3yabTaThl KATUOPOBOK, PETYIMPOBOK, KPUTEPHU NMPHUEMKH H IIAHUPYEMYIO JaTy
cenyromel KaATMOPOBKH UITH MEXKAITMOPOBOYHBIN HHTEPBAJT;

f) nmoxkymeHTanMiO Ha CTaHAApTHbIE O0O0paslbl, pe3yabTaTbl, KPUTEPUHU TMPUEMKH,
COOTBETCTBYIOIIME J1aThl U CPOKHU T'OAHOCTH;

g) IJIaH TEXHHUYCCKOI'O O6CJIy)KI/IBaHI/I}I U TEXHHUYECCKOC O6CJIy)I(I/IBaHI/I€, BBIIIOJIHEHHOEC K
HACTOSIIIEMY MOMEHTY BPEMEHH, €CJTH 3TO TpeOyeTCs AJist paboThl 000PYI0BAHUS;

h) moapoOHy0 MHpOpMANUIO O JIIOOBIX MOBPEXKICHUIX, HEMCIPABHOCTIX, MOIU(PUKAIMIX
WM pEMOHTE 000pyIOBaHUS.
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6.5 MeTpoJioruyeckasi MpocJe;KMBaeMoCTh
6.5.1 JlaGopatopuss JOKHA  YCTAaHOBUTh M  TOIJECPXKUBATH  METPOJOTUUYECKYIO
IIPOCIIEKUBAEMOCTb PE3yJIbTaTOB CBOMX M3MEPEHUM, CBA3BIBAs UX C COOTBETCTBYIOILIEH OCHOBOM
IVl CPAaBHEHMsI MOCPEJICTBOM JOKYMEHTHUPOBAHHON HENpPEpBIBHOW LeNM KaauMOpOBOK, KaKaas U3
KOTOPBIX BHOCUT CBOM BKJIaJ] B HEONPEAEICHHOCTh U3MEPEHUN.

[Mpumeuanue 1 - B ISO/IEC Guide 99 merposnoruueckasi mpociaeKuBaeMOCTh ONPEIeIIseTCs
Kak '"CBOICTBO pe3yibTaTa HM3MEPEHHUS, B COOTBETCTBHUHM C KOTOPBIM pPE3YJIbTaT MOXKET ObITh
COOTHECEH C OCHOBOW JUIsl CpPaBHEHHs IOCPEICTBOM JIOKYMEHTHMPOBAaHHOW HENPEPHIBHOW LieNu
KaTMOPOBOK, KaXKasi U3 KOTOPBIX BHOCUT BKJIAJ] B HEOTIPEEICHHOCTh H3MEPEHUH".

[Ipumeuanue 2 - Cm. mpwioxkeHHe A JUisl TIONYyYEHHs JOTOJTHHUTEIbHOW WH(OpManuu o
METPOJIOTHYECKOU MPOCIIEKUBAEMOCTH.

6.5.2 JlaGoparopusi J0JDKHa OOECIEYUTHh MPOCIEKUBAEMOCTh PE3yJIbTaTOB HM3MEPEHHH K
Mexnaynapoanoi cucreme enunuil (CH1) mocpeactBom:

a) KaJTMOPOBKH, MPEIOCTABISIEMON KOMIIETEHTHOM J1a00paToOpHeit; Win

[Ipumeuanue 1 - Jlabopatopuu, ymOBIETBOPSIONIME TPEOOBAHUSM HACTOAIIETO CTAHAPTA,
CUHUTAKOTCA KOMIICTCHTHBIMU.

b) cepTHQHUUUMPOBAHHBIX 3HAYEHUH CEPTUPUIMPOBAHHBIX CTAHAAPTHBIX  0Opa3LOB
KOMIIETEHTHOTO TPOU3BOJIUTEIS C YKa3aHHOM METPOJIOTHUYECKOM MpOociexxnuBaemMocThio Kk CH; niun

[Ipumeuyanue 2 - IlpomsBomuTenu CTaHIAPTHBIX OOPA3IOB, BBIMOIHSIONIME TPEOOBAHUS
craggaprta [SO 17034, cuutaroTcsi KOMIETEHTHBIMH.

C) HENocpeACTBEHHOW peanu3auuu eauHul CH, moaTBepKAECHHON CIMYEHUSMH, NPSIMBIMU
WM KOCBEHHBIMH, C HALIMOHAJIbHBIMU WA MEXIYHapOAHBIMU 3TAJIOHAMH.

[Ipumeuanue 3 - TlogpoOHas wHGOpMAIKMSA O MPAKTUYSCKON pealr3aliiu OmnpeaeIcHUuN
HEKOTOpBIX BaXKHEWIIUX eUHUIL TpuBeacHa B bpourtope CH.

6.5.3 Ecnm ycraHOBIEHHME METPOJIOTHYECKOM mpociekuBaeMocT K enumHunam CU ¢
TEXHUYECKOM TOYKM 3pEHHMs HEe TIPEACTaBIsIEeTCS BO3MOXHBIM, J1aboparopus JOJKHA
IIPOJEMOHCTPUPOBATh METPOJIOTMUECKYIO IPOCIEKUBAEMOCTh K COOTBETCTBYIOLIEH OCHOBE IS
CPaBHEHMsI, HalpUMep K:

a) CepTHU(UIMPOBAHHBIM 3HAYCHUSM CEPTUMUIIMPOBAHHBIX CTAaHAAPTHBIX  0OOPA3IIOB,
npeaoCTaBJICHHBIX KOMIICTCHTHBIM U3TOTOBUTCIICM,

b) pesynpTaraM, NOJYYEHHBIM C TPUMEHEHHEM pe(PEepPeHTHBIX METOJMK HW3MEpEHUH,
YCTAHOBJIEHHBIX METOJIOB MJIM COTJIACOBAaHHBIX CTaHJIAPTOB (ITAJIOHOB), €CJIM OHM YETKO ONUCAHBI U
NPU3HAHBI B KadyecTBE OOECIEUMBAIOUINX PE3YyJIbTaThl W3MEPEHUH, KOTOpPHIE OTBEYAIOT CBOEMY
[IPEATOIaracMOMy Ha3HAYEHUIO U NIOATBEPKAAIOTCS COOTBETCTBYIOIUMHU CIMYCHUSMH.

6.6 Ilponykuus n ycJIyru, npeaocranpjisieMble BHEIIHUMH NOCTABIINKAMHA
6.6.1 JIaboparopusi 10JDKHA 00ECIIEYUTh MPUTOTHOCTh MCIOIB3YEeMbIX MPOIYKIIUA U YCIIYT,
nNpeaoCTaBIACMBIX BHCHIHUMU IMOCTABIIUKAMHU, KOTOPBIC BJIUAKOT HA ACATCIIBHOCTb na60paT0pHH,
KOI'/Ia OHH:
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a) MpeHa3HAYCHBI JIsl HCTIOJIH30BAHMS B COOCTBEHHOM JIaOOpATOPHOU JIesTeNbHOCTH;

b) npenocraBisoTCA 1a00paTOpHeE, YACTUYHO WM MOJHOCTHIO, HANIPSMYIO 3aKa34MKy B TOM
COCTOSIHUH, B KOTOPOM OHH OBLIH MOJIy4EHBI OT BHELTHETO MTOCTABIIMKA;

C) UCTIONIB3YIOTCS IS TTO/ICPKAHUS PaOOTHI JIAOOPATOPHH.

[Mpumevanue - [lpoayknus MOXET BKJIIOYATh, HANpPUMEp, JTAJOHBI W O00OPYIOBaHUE,
BCIIOMOTATENbHbIE YCTPOMCTBA, PACXOJHBIC MaTepUalIbl U CTAaHAAPTHBIE 00pa3ubl. YCIYyrH MOTYT
BKJIIOYATh, HAIIPUMEP, YCIYTH O KaJUOpPOBKE, OTOOpPY OOpaslioB, UCIBITAHUSAM, OOCITYKUBAaHUIO
MOMEIICHUH 1 000pyI0BaHU, IPOBEPKE KBATH(PHUKALINHY, OLICHKE U ayJHTY.

6.6.2 JlaGopaTopus J0KHA UMETh MPOLIEAYPbI ¥ BECTH 3aIIUCH JUISL:

a) OmpezeNeHus, paCCMOTPEHHUS U yTBEPXKACHUs TpeOoBaHUN Ja00paTOpUr K MPOIYKIHH U
yciyram, IIpeIoCTaBIsi€MbIM BHEIIHUMH I1IOCTaBIIUKAMU;

b) ompeneneHuss KpUTepHeB ISl OLICHMBAHMS, BBIOOpA, MOHUTOPUHIA JEATEIBHOCTU H
MEPUOINYECKOTO OLIEHUBAHUS BHEIIHUX TTOCTABIINKOB;

c) obecreyeHuss TOro, YTOOBl TMPOAYKUMS M YCIYTH, MOCTaBIsIEeMble BHEIITHUMH
MOCTaBIIMKAMHU, COOTBETCTBOBAJIM YCTAaHOBJIECHHBIM TpeOOBaHMUAM 1a0OpaTOPUM WM, KOIJa 3TO
NPUMEHUMO, TPeOOBAaHUSIM HACTOAILIETO CTAaHAAPTA, MPEXKAE 4YeM OHU OYAYT HCIIOJIb30BaHBI B

paboTe WM HeTIOCPEACTBEHHO NIEpeAaHbl 3aKa34YHKY;

d) ocymecTBieHUs KakuX-TMOO JEHCTBUN IO pe3ylbTaTaM OLEHUBAaHUS, MOHUTOPHHTA
NESATEIbHOCTH U MIEPUOANYECKOTO OLICHUBAHUS BHEIIHUX TOCTABIIMKOB.

6.6.3 JlaGopaTopus 10oKHA MHPOPMUPOBATH BHEUTHUX ITOCTABIIUKOB O CBOMX TPEOOBAHUSIX B
OTHOIICHUH:

a) MPEOCTABIISIEMBIX IPOYKIIAU U YCIIYT;

b) KpUTEpHUEB MPUEMKHU;

C) KOMIIETEHTHOCTH, BKJIIOUasi TPEOOBaHMS K KBATH(UKAIINK TIEPCOHAa;

d) nesTenbHOCTH, KOTOpPYIO JabopaTopus WM €€ 3aKa3uuK HaMEPEHBI OCYIIECTBUTH Ha
TEPPUTOPUU BHEILIHETO MTOCTABIIUKA.

7 TpeGoBanus Kk nmpoueccy

7.1 PaccmoTpeHue 3a1poCcoB, TEH1EPOB 1 10I0BOPOB
7.1.1 JlaGopatopusi TODKHA WMETh TPOLENYpPY IJIsi pacCMOTPEHHS 3alpoCOB, TCHICPOB H
noroBopos. [Iporenypa nomkHa o0ecrieynBaThb, 4To:

a) TpeOOBaHMS HaAMJIEKAIIMM O00pa3oM ONpEAETCHbI, TOKYMEHTHPOBAHbI M IPaBHIBHO
ITOHUMAIOTCS;

b) maGoparopusi pacrosiaraeT BO3MOKHOCTSIMH U PECYPCaMH JIJIs1 BEITIOJIHEHUS TpeOOBaHHUI;
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C) B ClIy4acC IIPUBJICHCHHA BHCIIHUX IMOCTABIIMKOB BBIITOJIHAKOTCA Tp660BaHI/I$I 6.6 u
nmabopaTopusi TpejyiaraeT 3aKa3uyuKy, 4YTOObl KOHKpETHas JiabopaTopHas NeSTebHOCTh Oblia
BBIITOJIHCHA BHCIIHUM IMOCTABIIUKOM, U ITOJYYACT O,Z[O6peHI/Ie 3aKa34dyuKa.

[Mpumeuanune 1 - IlpunATO, uYTO mNabOpaTropHast HESATEIBHOCTb MOXET OCYIIECTBISATHCS
BHEILHUM IIOCTaBIIUKOM B T€X CIIy4asx, KOTJa:

- nabopaTopusi pacmojlaraeT pecypcaMd U KOMIIETEHTHOCTBbIO [UIsl  OCYIIECTBIICHUS
NEeSTeNbHOCTH, OHAKO B CHITy HETPEABUICHHBIX OOCTOSTENILCTB OHA HE B COCTOSHUU BBITIOJTHHUTH
€€ YaCTUYHO WJIM TOJHOCTHIO;

- nabopaTopusi HE pacroyiaraeT pecypcaMu WM KOMIETEHTHOCTBIO JUJISl OCYIIECTBIICHUS
e TeTbHOCTH.

d) BbIOpaHBI COOTBETCTBYIOILIME METOJbI MJIM METOAMKH M OHH CIIOCOOHBI yJOBIETBOPHUTH
TpeOOBaHMS 3aKa3UNKOB.

[Ipumeuanue 2 - {1 BHYTPEHHUX WJIM MOCTOSIHHBIX 3aKa3YMKOB PACCMOTPEHHE 3aMpOCOB,
TCHACPOB U IOT'OBOPOB MOKCT GBITB BBITIOJIHCHO B YITPOIICHHOM BH/JIC.

7.1.2 JlaGoparopusi ObDKHa MH(OOPMUPOBATh 3aKa3uyhKa, KOTJa METOJ, 3alpaliuBaeMbIi
3aKa34YMKOM, ABJIACTCS HEMPUMEHUMBIM HJIM YCTapEBIIUM.

7.1.3 Korma 3aka3uuK 3ampamiuBaeT 3aKJIOYEHHE O COOTBETCTBUHU CIECIM(PUKAINH HWITH
CTaHJApTy Ha MCIBITAaHUS WIKM KaJuOpOBKY (Hampumep, TOfIeH/He TOJeH, B Ipejenax JOMycKa/3a
npeAesiaMi JOMycKa), TO CcrenuuKanis WA CTaHAapT W TpaBUia MPUHATHAS PEIICHUN TOJDKHBI
OBITh YETKO ompezaeseHbl. Eciu mpaBuiio NpUHATHS pelIeHUs He ONpeeNieHO B crenu(puKanum win
CTaHJapTe, TO OHO JIOHKHO OBITh COOOIIEHO 3aKa3YMKYy U COTJIaCOBAHO C HUM.

[Tpumeuanue - JlomonHUTENbHYI0O HHGOPMAIMIO O 3asBJICHHUSIX O COOTBETCTBUM CM. B
ISO/IEC Guide 98-4.

7.1.4 JroGble pasHOTIAcHs MEXAY 3alpOCOM MM TEHAEPOM M JIOTOBOPOM JOJKHBI OBITH
YCTpaHEHBI [0 Havajla Ja0OpaTOpPHOW JeATeIbHOCTH. KaXaplii JOTOBOp JOKEH OBITh
MpUEMIIEMBIM KaK JIJIsl Ta0OpaTOpUH, Tak W s 3aka3unka. OTKIOHEHUS OT TMOJIOKEHUN JOTOBOpa
T10 3ampoCy 3aKa3urKa He JOJDKHBI BIUATH HA 00OBbEKTUBHOCTh JJTAOOPATOPUU WIIH TOCTOBEPHOCTH €€
pe3yIabTaTOB.

7.1.5 3aka3uuk JO0JKEH ObIThb NPOMH(OPMHUPOBAH O JIIOOOM OTKIOHEHHHM OT YCIOBHH
J0TOBODA.

7.1.6 Ecnmu B JOTOBOp BHOCATCS M3MEHEHHS IOCIIE TOro, Kak paboTa Havalach, aHaU3
AOTOBOpa HOJIZKCH 6I>ITB MMPOBCACH ITOBTOPHO U .HIOGBIG NU3MCHCHUA OOJI’KHBI 6I>ITB JOBEACHbBI 10
CBEICHUSI BCEX COTPYIHHUKOB, HA JESATEIIbHOCTh KOTOPBIX BIUSIOT JaHHbBIC HU3MEHEHHUS.

7.1.7 JlaGopatopusi JOJDKHA COTPYOHWYATh C 3aKa3dMKaMH WM UX TPEICTABUTEISIMH IS
YTOYHCHUSA 3alIpOCOB 3aKa34yHKa U HaG.HIOI[eHI/IH 3a ACATCIbHOCTHIO JIaGOpaTOpI/II/I, BBIHOHHHIOILIeﬁ
pabory.

[Ipumeuanue - Takoe COTPYAHUYECTBO MOMKET BKIFOYATH:

a) oOecrieueHHe MPUEMIIEMOTO JOCTYyMMa K COOTBETCTBYIOIIMM 30HAM JabopaTopuu st
HaO0II0IeHNs 32 Ta00PaTOPHO IEeATETHHOCTHIO, BBIMOTHICMON I KOHKPETHOTO 3aKa34YHKa;
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b) MOATOTOBKY, YNAaKOBKY M OTIPaBKy OOBEKTOB, HEOOXOIMUMBIC 3aKa3dMKy C IIEJbIO
MIPOBEPKHU.

7.1.8 3anmucu 1o aHanM3y, BKIIOYas JIIOObIE 3HAYUTENBHBIE W3MEHEHHS, JOJKHBI
coxpaHsATbCsl. Takke AOHKHBI COXPAHITHCS 3aMCH COOTBETCTBYIOIIMX ITEPETOBOPOB C 3aKA3UUKOM,
Kacaromuecs: TpeOOBaHMI 3aKa3uuKa WIH PE3yJIbTAaTOB Ta0OPATOPHON AESITETLHOCTH.

7.2 Bbi0op, BepupuKaUA U BAJIUAANMSA METOI0B

7.2.1 Bb16op u BepupUKALUsI METO10B
7.2.1.1 JIaGopatopusi 1oKHA TPUMEHSATH COOTBETCTBYIOITUE METOJBI U METOJMKHU ISl BCEX
BUJIOB J1a00OpaTOPHOH ACSITENFHOCTH M TIPU HEOOXOAMMOCTH IS OLEHUBAHUSI HEOMPEICIIEHHOCTH
M3MEPEHUH, a TAK)KE CTATUCTHYCCKUE METOJIBI JIJIsI aHAIN3a JTAHHBIX.

[Ipumeuanue - TepmuH '"meron"', HCHONB3yEeMbId B HACTOSIIEM CTaHIApTe, M TEPMHUH
"meroguka usMepenuit", npuseneHHbsli B ISO/IEC Guide 99, moryr paccMmarpuBaTbesi Kak
CUHOHHMBI.

7.2.1.2 Bce MeToabl, METOJIUKHA U COIMYTCTBYIOIIME TOKYMEHTHI, TAKHE€ KaK WHCTPYKIIUH,
CTaHAApThl, PYKOBOJCTBA IO 3KCIUTyaTalldd M CIPABOYHbIC JAHHBIC, MUMEIOLIUE OTHOIIEHUE K
a00paTOPHON JEATEIBLHOCTH, JIOJDKHBI TOJAJEPKMBATHCA B AKTyaJIbHOM COCTOSIHUM W OBITh
JIETKOJIOCTYITHBIMU AJIs1 TiepcoHana (cm. 8.3).

7.2.1.3 JIaGoparopusi 10KHA 00€CIIeUnTh IPUMEHEHHE TOCIEHEN NeHCTBYIOEN pelakiun
METO/1a, 3a HMCKIIOUYEHHEM CIlydaeB, KOTJa e¢ NMPUMEHEHHE SIBIIAETCS HEIeJIecO0Opa3sHbIM HIIH
HEBO3MOXKHBIM. [Ipy HEOOXOAMMOCTH Ui MPUMEHEHHs] METOJa JOJDKHBI OBITh pa3paboTaHbl
JOTIOTHUTEIbHBIE YTOYHEHUS, YTOOBI 00ECHIEUNTh €r0 HEIPOTHBOPEYNBOE IPUMEHEHHE.

[Ipumeuanue - MexayHapoaHble, PETHOHAIBHBIE WM HALMOHAJIBHBIE CTAHJAAPTHI WU JPYrUe
MpU3HAHHBIC TEXHUYECKHE TPEOOBAHMS, COJEPKALIUE JOCTATOUYHYIO U TOYHYIO HMH(OPMALHIO O
TOM, Kak OCYUIECTBIATH JIAOOPaTOPHYIO JEeSATENbHOCTh, HE TpeOyeTcsl JAOMOJHATh WM
MEePENHChIBATh B Ka4eCTBE BHYTPEHHUX MPOLEAYp 1a00paTOpuu, €ClH ITH CTaHAAPThl HAMHUCAHBI
TakUM 00pa3oM, YTO MOTYT MPHUMEHSTHCS MPOU3BOJICTBEHHBIM IEpcOHANOM JiabopaTopuu. s
BapUATHBHBIX JTAallOB METOAA WJIM JJs JOMOJTHUTEIHLHOTO TOAPOOHOTO OMUCAHUS MOXKET
noTpedOoBaThCA MPENOCTABICHUE TOMOTHUTEIBHON TOKYMEHTALIUH.

7.2.1.4 Korma 3aka3uuk HE OINpeAeNsIeT METOHA, KOTOPbIH HEOOXOIUMO TPHUMEHSITH,
naboparopusi TOJDKHA BBIOPATh MOAXOMASIINN METOJl CaMOCTOSTENhHO M MPOUHGOPMHUPOBATH 00
3TOM 3aKa3uuka. PekoMeHayeTcsl HCIOJIb30BaTh METObl, OMyOIMKOBAaHHBIE B MEXIYHApOIHBIX,
PETHOHANBHBIX WM HAIMOHATBHBIX CTAaHAApTaX, JIMOO PEKOMEHIOBAHHBIE AaBTOPUTECTHBIMH
TEXHUYECKUMH OpraHu3alUsMU, JIMOO OMHMCAHHBIE B COOTBETCTBYIOUIMX HAYUYHBIX CTaThsIX WIH
KypHaJlax, JTUOO YCTAHOBJICHHBIE M3TOTOBHUTENEM OO0OpyIOBaHHs. TakKe MOTYT HPHMEHSTHCS
MeTO/IbI, pazpaboTaHHbIe JJA0OpaTOpUEH WK MOIU(DHUITMPOBAHHBIC.

7.2.1.5 Jlo BHenpeHUs METOJOB B pabOTy JIabopaTopusi JOJKHA MTOATBEPIUTH, YTO OHA MOXKET
HQ/JISKAIIUM 00pa3oM NPUMEHSTHh BBIOpaHHBIE METOJbI, oOecreuuBas TpeOyeMoe HCIIOIHEHHE.
3anucn o Bepu(UKAIMU JOJDKHBI COXpaHAThCS. Ecium m3MeHeHWs B MeTOX ObUIM BHECEHBI
opraHu3anyen-pa3paboTyukoM, TO Bepu(UKaIUs [ODKHA OBITh TPOBEJCHA MOBTOPHO B
Heo0XoInMOM O00BEME.
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7.2.1.6 Ilpu HeoOXOIMMOCTH Pa3pabOTKU HOBOTO METOAA JOJDKEH OBITh COCTaBJICH ILIaH
paboT ¥ Ha3HAYCH KBATU(UIIMPOBAHHBIN MTEPCOHAI, 00ECTIEYCHHBIM HEOOXOAMMBIMH pecypcaMu. B
nporecce pa3pabOTKM METOJa JOJDKHA IPOBOAMUTHCS IEpUOAMYEcKas OLEHKa paboT C IeNbio
MOJITBEPK/ICHUSI TOTO, YTO TpeOOBaHMS 3aKa3uhKa BCE €Ile BHIMONHAIOTCA. JIFoOble M3MEHEHUs,
BHOCHMBIE B IUIaH paboT, JOKHBI OBITH O00PEHBI M YTBEP>KICHBI.

7.2.1.7 OTKIIOHEHHE OT METOJOB JJIsI BCEX BHUJOB JIAOOPATOPHOU MIESTENBHOCTH IOJKHO
JOIMYCKAaThCsl TOJNBKO TOrJa, KOTrJa 3TO OTKJIOHEHHE O(GOPMIIEHO IOKYMEHTAIbHO, TEXHHUYECKH
000CHOBAHO, YTBEP)KJICHO U MPHUHSTO 3aKa3YUKOM.

[Mpumeuanue - Cornacue 3aka3uMka Ha OTKJIOHCHHS MOXXET OBITh 3apaHee OrOBOPEHO B
JIOTOBOPE.

7.2.2 Baauaanusi MeTO0B
7.2.2.1 JlaGopaTopusi AOKHA MPOBOJUTH BaIUAAIMI0 HECTAHIAPTHBIX METOJIOB, METOOB,
pa3paboTaHHBIX Jaboparopuel, W CTaHIAPTHBIX METOJOB, HCIOIB3YEMBIX 3a MpelIeIaMH UX
00J1aCTH PUMEHEHUS WM KaKUM-THO0 WHBIM 00pa3oM MoAu(UIIMPOBaHHBIX. Bamumanus gomkHa
OBITh HACTOJILKO TIOJHOW, HACKOJIBKO 3TO HEOOXOAMMO, 4TOOBI OTBEYaTh MOTPEOHOCTSIM JaHHOTO
MIPUMEHEHHUSI WJIM 00JIaCTH TPUMEHEHUSI.

[Tpumeuanue 1 - Banmpmanus MoXKeT BKJIIOYATh MPOLETYpPhl 0TOOpa 00pa3IioB, oOpaIieHus ¢
00BEKTaMU UCTIBITAHUS WU KATMOPOBKHU U UX TPAHCIIOPTUPOBKH.

[Ipumeuanue 2 - Jlnsg Banuaanuu METOAA MOMKET NPUMEHSTHCA OJUH U3 CIEAYIOIIHUX
cr1oco00B 00 NX KOMOMHAINS:

a) KaJTMOpOBKa MJIM OIICHUBAHHWE CMEIICHUS U MPEIU3NOHHOCTH C MCITOJIb30BAHUEM JTAJIOHOB
WM CTaHJApTHBIX 00Pa3IloB;

b) cucremaTnueckas orieHKa (pakTOpOB, BIUSIONIMX HA PE3YJIbTAT;

C) IpOBEpPKAa YCTOMYMBOCTU METOJA IOCPEICTBOM H3MEHEHMs YNPABISEMBIX IapaMeTpoB,
TaKUX Kak TeMIepaTypa B TEpMOCTaTe, J03UPYEMBIH 00bEM;

d) cpaBHeHHMe c pe3yJabTaTaMH, MOJYYEHHBIMH C TOMOIIbIO JAPYTUX BaTUIUPOBAHHBIX
METO/IOB;

€) MeXJ1a00paTOPHBIE CIUYCHUS;

f) oneHnBaHKE HEONpPENEICHHOCTH U3MEPEHUH, CBA3aHHOM C pe3yibTaTaMH HU3MEpeHuil, Ha
OCHOBAHMU TMOHUMAHUS TEOPETHUUECKUX IMPUHIMIIOB METOJIAa U OMBITA €r0 peaau3ally Ipu oToope
00pa31oB WU MPOBEICHUN UCTIBITAHUH.

7.2.2.2 Tlpu BHECEHMH W3MEHEHWI B BAIMIUPOBAHHBIA METOJ| UX BIMSHHE JOJDKHO OBITh
OTpeNeIeH0 W, B CiIy4ae €Cld OBUIO YCTAHOBJEHO, YTO OHHU OKa3bIBAIOT BIMSIHUE Ha
MepPBOHAYAIILHYIO BATHIAINIO, JOJHKHA OBITH BHIMIOJTHEHA HOBAs BAIUIAIUS METOA.

7.2.2.3 XapakTE€pUCTUKH BAJIWIUPOBAHHBIX METOJOB, OLIEHEHHBIE IS IPEAIOJaraeMoro
UCIOJb30BAaHUA, JIOJDKHBI COOTBETCTBOBATH IOTPEOHOCTSAM 3aKAa3uMKOB U YCTaHOBJIEHHBIM

TpeOOBAHUSM.

[Ipumeuanue - XapakTepuCTUKN METO/Ia MOTYT BKJIIOUaTh (HO HE OrpaHUYMBATHCS) AUAMa30H
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M3MEpEHUl, TOYHOCTh, HEOMIPEIETICHHOCTh PE3yIbTaTOB U3MEPEHUH, TIPeIesl 0OHAPYKEHUS, TIPEIeT
KOJIMYECTBEHHOTO OIpEACIICHNs, M30UpaTeIbHOCTh METO/a, JHWHEWHOCTh, IMOBTOPSEMOCTh WJIH
BOCHpOI/ISBO,Z[I/IMOCTB, yCTOﬁ‘IHBOCTB K BHCIIIHUM BOBHGﬁCTBHHM NN Bq)(beKTaM BIIUAHUA ManI/II_IBI
oOpasia Wix UCTIBITBIBAEMOT0 00BEKTA U CMEIIIEHHE.

7.2.2.4 JTaGopatopust JOJKHA COXPAHATh CIASAYIOIINE 3aITUCH O BAJIUJIAIIAN:

a) MCTIOJIb30BaHHYIO TIPOLIECYPY BaTHIAINH;

b) mepeueHs TpeOOBaHMIA;

C) OIpEICIICHNE XapaKTePUCTUK METOIA;

d) momy4yeHHBIE pe3yabTATHI;

€) 3aKJIFOYCHHE O MPUTOTHOCTH METO/Ia BMECTE C TIOJIPOOHBIM OITMCAHUEM €TI0 COOTBETCTBHUS B

OTHOIICHHWHU MPCAITIO0JIaracMoro uCrojab30BaHu.

7.3 OTo0p 00pa3uoB

7.3.1 B cnyuae xorga maboparopusi MpOBOAUT OTOOp 0Opa3IOB BEUIECTB, MATEPHATIOB WU
MPOYKIIMH IS TIOCIICTYFOIIUX MCIBITAHUH MM KATMOPOBKH, OHA JIOJDKHA MMETh IIJIAH U METO/IBI
ux orbopa. Meron orbopa 00pa3lOB JOKEH YYUTHIBATh (PAKTOPBI, KOTOpbIE HEOOXOAUMO
KOHTPOJIMPOBATh, YTOOBI 00CCIICUYUTH IOCTOBEPHOCTh PE3YIIHTATOB IMOCIICIYIOIIMX HCITBITAHHA WITH
kanuOpoBku. [Iman m meron orGopa oOpa3llOB JOKHBI OBITH JAOCTYIHBI HAa MECTE MPOBEACHUS
orbopa. Ilmaner otbopa 00pas3OB MOJDKHBI OCHOBBIBATHCSA, KOTZa 93TO IIeJiecO0Opa3Ho, Ha
COOTBETCTBYIOIIUX CTATUCTUYECKUX METOJAX.

7.3.2 Metoasl 0T00pa 00pa3IoB TOJKHBI OTIHCHIBATH:
a) BEIOOp 00pasioB MM TOUEK 0TOOPA;
b) mutan or60pa 00pa3uoB;

C) MOATOTOBKY Wi 00paboTKy 00pa3ma(oB) BEmIeCTBa, MaTepralia WIH MPOIYKIINH C [ETbI0
MOJTy4YeHHs TpeOyeMoro o0pasia AJist OCIEAYIONIETo MPOBEACHHUS UCTIBITAHUI HITH KaTHOPOBKH.

[Ipumeuanue - [locie Toro kak oOpaser; moxydeH jgabopaTopueid, nanpHelIee odparieHue,
KOTOPOE MOXKET OTPeOOBATHCS, OMHMCAHO B 7.4.

7.3.3 JlaGopaTopusi IOJKHA COXPAaHATh COOTBETCTBYIOLIME 3amucu 00 oTrbope 00pasios,
KOTOPBI COCTaBIJIICT YaCTh NPOBEJCHHBIX WCIBITAHUN WM KATMOPOBKU. Takwe 3amvcH JOJKHEI
BKJIFOYATh B ceOs (€CIIU MPUMEHHUMO):

a) CCBUTKY Ha MIPUMEHEHHBII METO/ 0TOOpa 00pas3IoB;

b) naty u Bpems or6opa 06pasIos;

C) JaHHBIC JUIA HIEHTH(UKAIMKW W OmMcaHus obOpasna (HampuMmep, HOMeEp, KOJIUYECTBO,
HaWMEHOBAHMHE),

d) unenTuduKanuio JMIa, BEITOJHUBIIETO OTOOP 00pa3IoB;
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€) UACHTU(UKAIUIO UCIIOIB30BAaHHOTO 000PYI0OBaHMS;
f) ycnoBust okpy»katoriel cpeabl 1 TpPaHCIOPTUPOBKH;

g) CXeMbl WM ApPYyrue HKBUBAJICHTHBIE CIIOCOOBI MIACHTU(UKAIIMK MecTa 0TOOpa 00pasloB,
€CJI 3TO HEOOXOIUMO;

h) oTkJIOHEHUS, TOTOTHEHUS WU UCKITIOUEHHUS U3 METO/Ia U TIlaHa 0TOopa 00pasIloB.

7.4 O0pameHue ¢ 00beKTAMH UCNIBITAHNN HJIN KAJTHOPOBKH

7.4.1 JlabopaTopus JOJDKHA UMETh MPOLEAYPY I TPAaHCIOPTUPOBKH, TOJIYICHHUSI OOBEKTOB
UCTIBITAHUNA WM KaJUOpPOBKH, OOpameHus ¢ OOBEKTaMHM WCIBITAaHWHA WM KaTUOPOBKH, 3alUTHI,
XpaHEHHsI, 00ECIeYeHUsI COXPAHHOCTH, YHHUYTO)KEHHS MM BO3BpaTa OOBEKTOB HCIBITAHUH WIIH
KaJMOpOBKM, BKJIOYas BCE YCIOBHs, HEOOXOAMMBbIE JUIsl 3AIIUTHl LEJIOCTHOCTH OOBEKTOB
UCTIBITAaHUH WM KaJHMOPOBKM M 3aIIUTHI MHTEPECOB Ja0OpPAaTOPHM M 3aKa3uuka. J[ODKHBI OBITH
NPEINPUHATEL MEpBl MPEIOCTOPOKHOCTH, YTOOBI M30EKaTh YXYALICHHUS CBOWMCTB, 3arpsi3HEHUS,
MOTEpH WJIM TTOBPEKACHUS OOBEKTOB MPHU OOpaIIeHNH, TPAHCIIOPTHPOBKE, XPAHCHUN/OKHUIAHUN H
MOJrOTOBKE K HCIBITAaHUSAM MM KanuOpoBke. WHCTpyKIMHM 1O OOpalieHu0 ¢ OoObeKTamH,
IPEOCTaBICHHBIE BMECTE C HUMH, TOJDKHBI OBITH COOJIOICHBI.

7.4.2 JlabopaTopusi TOHKHA UMETh YETKYIO CHCTEMY HIACHTU(HUKAIIMH OOBEKTOB MCIBITAHHI
win  KanuOpoBku. MneHTudukanus MODKHA COXPAHATHCS, IOKAa OOBEKT HAXOAUTCS TOJ
OTBETCTBEHHOCTHIO Jabopartopuu. /laHHas cuctema JT0JbKHA 00€CcIeuynBaTh, YTO OOBEKTH HE OYIyT
nepenyTabl (PU3NUECKH WM MPU CChUIKE HAa HUX B 3alUCAX WM JPYrux JoKkymeHTax. Cucrema
UICHTU(PUKAIUN JOJDKHA, €ClIM 3TO HEOOXOAMMO, YUUTHIBATh pas3zefieHne OOBbeKTa WM TPYIIIbI
00BEKTOB U UX NEpPEMEIICHHUE.

7.4.3 Ilpu noiay4eHun 00BbEKTa UCIIBITAHUH MM KQJIMOPOBKU OTKIIOHEHUS OT YCTAaHOBJICHHBIX
YCIIOBH JIOJDKHBI OBITH 3aperuCTpUpOBaHbl. ECM €cTh COMHEHHUS OTHOCHTENBHO IMPHUTOTHOCTH
00BEKTa Il UCTIBITAHUS WIN KATUOPOBKU MM €CIIM OOBEKT HE COOTBETCTBYET MPECTABICHHOMY
OIMCaHMIO, TO TA0OpATOPHS, IEPE TEM KaK MPOJOJDKUTH padoTy, JOKHA OOPAaTUTHCS K 3aKa3YHKY
3a JIOMOJHUTEIBHBIMH MHCTPYKIMSMU U 3apETHCTPUPOBATH PE3yiIbTaThl 3TOro o0cyxaeHus. Ecnu
3aKa34uK TpeOyeT MPOBECTH HWCMBITAHUE WM KaTuOPOBKY Kakoro-mu0o oO0ObeKkTa, MpHU3HaBas
OTKJIOHCHHC OT YCTAHOBJICHHBIX yCHOBHﬁ, J1a60paT0pH;1 JOJI’)KHA BKJIIIOYUTH B OTUYET 3aKJIHOYCHUE O
TOM, Ha KaKHe Pe3yIbTaThl MOTYT TOBJIHSTH JAHHBIC OTKIIOHCHUSI.

7.4.4 B cmydae ecium OOBEKTHI HEOOXOAMMO XPAaHUTh WJIA KOHAWIIMOHUPOBATH TIPHU
OIMPCACIICHHBIX YCIOBUAX Opr)KElIOLLIGfI Cpcabl, OSTU YCIOBUA [JOJIKHBI TIOAACPIKHUBATHCA,
KOHTPOJIUPOBATHCS U PETUCTPUPOBATHCSL.

7.5 Texuuveckue 3anmucu

7.5.1 JlabopaTopus moJpKHA 00€CIIeUYMBATh HAMYUE B TEXHUUYECKHX 3aMMHCIX IS KaXIO0TO
BUJA J1a0OpaTOPHON NEATEeIHHOCTH pe3yabTaTOB, OTYE€Ta W JOCTATOYHON WHGOpMAIUH,
MTO3BOJISIONICH, €CIM 3TO BO3MOXKHO, WIACHTU(MUIMPOBATH (DAKTOPHI, BIMSIONIME Ha pE3yiIbTaT
M3MEpEHUS U CBSI3aHHYIO C HUM HEOMPEIeICHHOCTh M3MEPEHHIA, a TAKKE 00ECTIEYUTh BO3MOKHOCTh
MMOBTOPHOTO TPOBEJACHUSI JaHHOW J1Ta0OpaTOPHOW JEATEIHLHOCTH B YCJIOBHSAX, MaKCHMAaJIbHO
ONMM3KUX K TMEepBOHAYaIbHBIM. TEXHWYECKUE 3aMUCU JIOJDKHBI BKJIIOYATH JaTy W CBEACHHUS O
MepcoHalie J1TabopaTOpUM, KOTOPBIM HECET OTBETCTBEHHOCTh 3a KaXKIbId BUI JabOpaTOpHOM
JEeSITeIbHOCTH W 3a TMPOBEPKY NaHHBIX W pPe3ynbTaroB. llepBuuHbICE HAONIONCHUS, JAHHBIE H
pacyeTsl JIOJDKHBI OBITH 3allMCaHbl B MOMEHT, KOTJla OHHM OBUIM TIOJYYCHBI, U JIOJDKHBI
OTOXIECTBIISITHCSI C KOHKPETHOU paboTOM.
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7.5.2 JlaGoparopus AoiKHA OOecIeunBaTh MPOCICKUBAEMOCTh H3MEHECHHM, BHOCHMBIX B
TEXHUYECKHE 3aMMCH, K TIPEABLIYIIIM BEpCUsiIM MO0 K NepBUYHBIM HabmoaeHusM. W nepBuyHbIe,
Y U3MEHEHHBIE JaHHbIE U (ailyibl TOJKHBI COXPAHATHCS C YKa3aHWEM JaThl BHECEHHS] U3MEHEHUIA,
CBGI[GHI/Iﬁ 06 ACIICKTax, MNPCTCPHCBIINX HN3MCHCHHUA, U JIMIAX, OTBCTCTBCHHLIX 3a JOAHHBIC
M3MEHEHUS.

7.6 OnleHUBaHUE HeOMPeIeJIeHHOCTH U3MepPeHMit
7.6.1 JlabopaTopuu MOJDKHBI OMpENessTh BKIaA(bl) B HEONMPEASICHHOCTh m3MepeHui. [1pu
OILICHUBAHWU HCOMPCACICHHOCTHU H3M€peHHI>'I BCC CYIICCTBCHHLIC BKJIA[Ibl, B TOM YUCJIC CBA3AaHHBIC C
0TOOPOM 00pa3IOB, JOKHBI YYUTHIBATHCS C IPUMEHEHUEM COOTBETCTBYIOIIMX METOJIOB aHAIIN3A.

7.6.2 JIabopatopwusi, BHITOTHSIONMAs KaTHOPOBKH, B TOM YHCJIE COOCTBEHHOTO 000pY/I0BaHMS,
AOJIDKHA OLICHUBATDL HCOIMPCACIICHHOCTD H3MepeHI/II>'I JJIs1 BCEX KaJII/I6pOBOK.

7.6.3 JlaGopaTopus, BBHITIONHSIONIAS WCHBITAHUS, JOJDKHA OIICHMBATH HEOMPEIEICHHOCTh
u3MepeHnii. B Tex chydasx, KOrJga METOJ HCHBITAHUN MCKIIOYaeT CTPOrYyI0 OIEHKY
HCOMPCACIICHHOCTHU H3M€peHHI>'I, OLICHUBAHUC MOOJDKHO MPOBOAUTHCA HA OCHOBC I[MOHUMAHHUA
TEOPETUUYECKUX MPUHIIMIIOB WIH MPAKTUYECKOTO OMBITA BHIIOJIHEHUS METO/1A.

[Ipumeuanue 1 - B ciydyae ecnu XOpOIIO WM3BECTHBIM METOJ HUCIHBITAHWN YCTaHABIUBAET
npeaenbl 3HaYeHUH OCHOBHBIX MCTOYHHMKOB HEONPEICNCHHOCTH HM3MEPEHUH M YKa3bIBaeT (opmy
MIpe/ICTaBJICHHs PE3yIbTAaTOB BBIUMCICHUN, CUUTAETCA, YTO JIaOOpaTOpHUs BBIMOJIHUIA TPEOOBAHMUS
7.6.3, cneays METOly UCTIBITAHUM ¥ MHCTPYKLMU 110 IIPEJICTABICHHUIO PE3YJIbTATOB.

[Ipumeuanue 2 - Ilpu HUCHOAB30BAHMM  KOHKPETHOTO  METOJA, JJs  KOTOPOIo
HEOIpEeeNIEHHOCTh PE3yJIbTaTOB HM3MEpPEHUIl Yyxke Obljla YCTAaHOBJIEHA M TMOATBEPXkJICHA, HET
HEOOXO/JMMOCTH OLIGHUBATh HEONPEAEICHHOCTh H3MEPEHHUH I KaXJOTO pe3ylibTaTa, eciu
nabopaTtopusi MOXET TMPOAEMOHCTPUPOBATh, YTO BBIBIEHHBIE KpUTHYECKUE (AKTOPHI,
OKa3bIBAIOIINE BIUSHUE, HAXOATCS MO KOHTPOJIEM.

[Mpumeuanue 3 - [lnsa noapoOnoi mHpopmaruu cMm. ISO/IEC Guide 98-3, ISO 21748 u
cranzaptel cepuu [SO 5725.

7.7 Obecneyenne J0CTOBEPHOCTH Pe3yJIbTAaTOB
7.7.1 Jlaboparopusi AODKHA MMETh TMPOLEAYPY JUISI MOHHTOPHUHTA JIOCTOBEPHOCTH
PE3YyJIbTAaTOB cBOEH ACATCIIbHOCTH. HOHyLIeHHBIG JAaHHBIC OOJIKHBI PETUCTPHUPOBATHCA TaKHUM
o0pa3oM, 4TOOBbl MOXKHO OBLIO BBIIBUTH TEHACHLUH, M TaM, TI€ 3TO MPaKTUYECKH BO3MOXKHO,
AOJDKHBI HNPUMCHATBHCA CTATUCTUYCCKUC MCTOJAbI Ui aHaJIM3a PE3YyJIbTAaTOB. I[OJDKGH 6BITB
COCTaBJICH IJIaH TAKOI'O0 MOHUTOPUHTA M MPOBOJUTHCS €ro aHaIu3. MOHUTOPHUHT JOJKEH BKJIIOYATh
(HO HE OTpaHUYMBATHCH ), TIIE IIEIeCO00Pa3HO, CIIeAYIOIIee:

a) UCIIOJIb30BAHKE CTAHAAPTHBIX 00PA3IOB UM 00PA3IOB I KOHTPOJIS Ka4eCTBa;

b) wucnonp3oBaHME aJBTEPHATUBHOTO OOOPYAOBAaHUS, KOTOpoe OBbLIO KaJIMOpOBAaHO, IS
o0ecreueHNs IPOCIeKUBAEMOCTH PE3yIbTAaTOB;

¢) mpoBepKy(1) GYHKIIMOHUPOBAHHUS U3MEPHUTEIIBLHOTO U UCIIBITATEIHBHOTO 000PYI0BAHHS;

d) ucnonb30BaHNe KOHTPOJIBHBIX UM PabOYUX 3TAIOHOB C BEJIEHUEM KOHTPOJIbHBIX KapT, T1e
3TO MPUMEHHUMO;
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€) MPOMEKYTOUHbIE MPOBEPKU U3MEPUTEIHLHOTO 000PYIOBAHNUS;

f) IOBTOPHBIC HCHBITAHUA HIIU KaJ'II/I6pOBKI/I C HCIIOJIB30BAHUEM OJHOIO MW TOI'0 K€ HJIH
Pa3JINIHBIX METOA0B,

€) IOBTOPHBIE UCTIBITAHUS WJIH TOBTOPHYIO KATMOPOBKY XpaHSAIINXCs 00pa3IoB;
h) koppensauio pe3yabTaToB I Pa3INYHbIX XapaKTePUCTHK 00pa3ia;

1) aHaTU3 MOJIYYEeHHBIX JaHHBIX;

j) BHYTpHIIa0OpaTOpHBIE CIMYCHUS;

k) ucneiranus mmdpoBanHOro(bIX) 0Opa3na(os).

7.7.2 JlaGopatopusi JOJDKHA OCYILECTBIISAIT MOHHTOPUHI CBOEH JEATENBHOCTH IyTeM
CpaBHEHHUs C pe3yjbTaTaMU IPYTUX JIA0OpaTOpHil, €CIM 3TO BO3MOXKHO M TpUMEHUMO. Takoit
MOHMUTOPHHI JIOJDKEH IUIAHUPOBATHCS, M €r0 PEe3yJbTaThl JOJIKHBI aHAIN3UpoBaThes. OH JOKEH
BKJIIOYATh (HO HE OTPaHUYMBATHCS ) CIIEIYIOIINE MEPOTIPUSATHUS WIIA OJTHO U3 HUX:

a) yJacTue B IIpOBEpKax KBaJU(DHUKaIUN.

[Tpumeuanue - B ISO/IEC 17043 npuBeneHa MOMOJHUTEIbHAS HH(POPMAIHUS O MPOBEPKAX
KBaTU(pUKAIIMM M O TpoBaiiaepax mpoBepku KkBanupukauuu. IlpoBaiinepbl mpoBepkH
KBaTMUKAIIKU, KOTOpbIe BRIMONHAIOT TpeboBanus ISO/IEC 17043, cuanTtaroTcss KOMIETEHTHBIMH;

b) ygactue B Mex1a00paTOPHBIX CIUYCHUSAX, OTIMYHBIX OT MMPOBEPOK KBATU(DUKAIUH.

7.7.3 JlaHHbBIE, TOJYyYEHHBIE C TOMOLIPI0O MOHHMTOPUHIA, JIOJKHBI aHAJU3UPOBATHCS U
MCTOJIB30BATHCS Ul YIpPaBJICHUS J1TAOOPAaTOPHOU NESATETBHOCTHIO, @ TaKXKe IO BO3MOKHOCTH IS
BHECCHHS YyaydlieHud B paboty mabopatopun. Ecnu Obuto 0OHapyKEHO, 4TO pe3yabTaThl aHAM3a
AAaHHBIX, TIIOJIYYCHHBIX TIpU MOHUTOPUHIC, BBLIXOAAT 3a pPAaMKU YCTAHOBJICHHBIX KPHUTCPUCB,
HE00XOIMMO TIPEANPUHATH COOTBETCTBYIOLINE JACHCTBUS C LIETIbI0 MPEIOTBPAIICHNS BKIIOYECHUS B
OTUCTHYIO JOKYMCHTAILIUIO HCBCPHBIX PC3YJILTATOB.

7.8 IlpeacraBiieHHe 0TYETOB O pPe3yJibTaTaXx

7.8.1 O01mme mMoJI0KeHUsI
7.8.1.1 Pe3ynbTaThl TOJDKHBI OBITH PACCMOTPEHBI M YTBEPIKJCHBI /10 MX BBIAYH.

7.8.1.2 Pe3ynbTaThl AOJXKHBI OBITH MPEJACTABICHBI TOYHO, YETKO, HEIBYCMBICICHHO |
O00BEKTHBHO, KaK IMpaBmiio, B (opMe oT4eTa (HAmpuUMeEp, OTYET 00 HCIBITAaHUSAX, CBUAETEIHCTBO
(ceptudukar) o kanmOpOBKE WM aKT OTOOpa 0OOpas3loB) M JODKHBI BKIIOYATh B CeOsl BCIO
nH(OPMAIIHIO, COTTTACOBAHHYIO C 3aKa3YMKOM M HEOOXOIUMYIO JIJIsl MHTEPIIPETAllUU PE3YIbTATOB, a
Takke BCIO HHpopManuio, TpeOyeMyl0 B COOTBETCTBHM C TpPUMEHsSEMbIM MeTofoM. Bce
0o OpMIIEHHBIE OTYETHI TOJKHBI OBITh COXPAHEHBI B KAYECTBE TEXHHUECKUX 3aITUCEH.

[Mpumeuanue 1 - J{ns meneit HACTOSAMIETO CTaHAAPTa OTYETH 00 UCTIBITAHUSX U CBUIETEILCTBA
(cepTudukarel) 0 KaTMOPOBKE WHOT/IA MOTYT HAa3bIBATHCSA MPOTOKOJIAMHU MCTIBITAHUA W OTYETAMHU O
KaJTMOPOBKE COOTBETCTBEHHO.
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[Tpumeuanue 2 - OT4eThl MOTYT OBITH M3/JaHbI Ha OyMa)KHOM HOCUTEJE WM C MOMOUIbIO
ANEKTPOHHBIX CPEACTB MPH YCIOBUU, YTO TPEOOBAHUS HACTOSIIETO CTAHIAPTA BBHITIOJHEHBI.

7.8.1.3 Tlpu corimacoBaHUM C 3aKa34MKOM pe3yJIbTaTbl MOTYT OBITh MpPEACTAaBICHBI B

ynpoieHHOM Buje. JltoObie cBeneHus, ykazanubie B 7.8.2-7.8.7, KOoTopble HE ObUIM TIPEICTABICHBI
3aKa34uKy, JOJI’KHbI GBITB JICTKOAOCTYITHBIMHU.

7.8.2 OOmue TpeOoBaHUsA K oOT4YeTaM (00 MCHOBITAHUAX, KAJUOPOBKEe HJIH OTOOpe
o0pa3uoB)
7.8.2.1 B 1uenax MHUHUMH3AIMK BO3MOXKHOCTH HENPABWJIBHOTO TOHUMAHUS WJIU
HeraBI/IJIbHOI‘O HUCITOJIB30BaHUA HH(bOpMaL[I/IH KaX(HBIﬁ OTYECT HOOJIKCH BKJIIKOUYATH KakK MHUHUMYM
CIeNYIONYyI0 MH(POPMAIIHMIO, €CIU Y JTabopaTopuu HET OOOCHOBAHHBIX NMPUYUH HE BBIOIHATH 3TO
TpeGoBaHue:

a) HasBanue (Hampumep, "Otuer 00 wucneiTaHusx", "CBumerenbcTBO (cepTuduUKar) o
kammmOpoBke" wim "AKT oTO0pa 06pasmos");

b) HaMeHOBaHUE U aapec JabopaTopuu;

C) MeCTO OCYIICCTBJICHHS JIAOOpaTOPHOM JEATENbHOCTH, B TOM YHCIIE €CIIK OHa
OCYHICCTBJIAJIACh Ha IUIOIIAAAX 3aKa3uukKa, J'II/I6O Ha YyYaCTKaX, YAAJCHHBIX OT IOCTOSHHBIX
MPOU3BOJICTBEHHBIX  IUIOIIAACH  Jlaboparopuu, MO0 Ha  COOTBETCTBYIONIMX  BPEMEHHO

WCIOJIb3YEMBIX WIIH MOOUITBHBIX 00BEKTaX;

d) yHuKanpHYyI0 UACHTU(DUKAIHIO, A1 TOTO YTOOBI BCE €r0 COCTABIISIONINE BOCIIPHHUMAIUCH
KaK 4acTh OOIIEro 0TYEeTa, U YETKYIO HACHTU(UKAIINIO KOHIIA OTYETA;

€) HaMCHOBAHHE Y KOHTAKTHBIE IAHHBIC 3aKa34YHKa;
f) uneHTUUKAIUIO TPUMEHIEMOTO METO/1A;
g) OmMcaHue, OJTHO3HAYHYIO WICHTU(DHUKAIIUIO U P HEOOXOAMMOCTH COCTOsTHUE 00pasIia;

h) naty nmomydenus oO6pa3a(oB) s UCMIBITAHUN WM O0OBEKTAa KaJTUOPOBKH M JaTy OTOOpa
o0pa3ua(oB), KOT/ia 3TO UMEET BaKHOE 3HAUEHUE JUIsl JOCTOBEPHOCTH U IPUMEHEHUS PE3yJIbTaTOB;

1) maTy(bl) OCYIIECTBIICHUS JIA0OPATOPHON JAEATETbHOCTH;
Jj) IaTy BBIAAYU OTYETA,

k) ccpuiKy Ha miIaH 1 MeToJ 0TOOpa 00pa3IoB, UCIIOJIb30BaHHBIE TAOOPATOPUEH UITH IPYTUMHU
OpraHaMu, €CIIM 3TO BayKHO JJIsl JOCTOBEPHOCTH WJIM IPUMEHEHUS PE3yIIbTaToB;

[) 3asBrneHWE O TOM, YTO pE3yAbTATBl OTHOCATCS TOJNBKO K OOBEKTaM, IPOIIECIIIHM
UCIBITaHUS, KaTUOPOBKY HITU 0TOOP;

m) pe3yJIbTaThl, I/1€ 3TO IPUMEHNUMO, C EANHUIIAMU U3MEPEHUS;
n) JOTOJHEHHUS, OTKJIOHEHUS WJIN UCKIIOYEHUSI U3 METOIA;

0) UACHTHU(PHUKAIMIO JTHII(a), YTBEPIUBIINX(ET0) OTYET;
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P) OAHO3HAUHYIO UIEHTU(UKALIUIO PE3yJIbTaTOB, MOTYYEHHBIX OT BHEIIHUX MMOCTaBIIUKOB.

[Tpumeudanue - BxiaroueHue 3asBI€HUS O TOM, YTO OTYET HE JOJDKEH OBITh BOCIIPOU3BEJCH HE
B MOJHOM oObeMe 0e3 paspeuieHus JadopaTopuu, MOXKET 00eCHeuuTh YBEPEHHOCTh B TOM, UTO
YaCTH OTYETa HE UHTEPIPETUPYIOTCS BHE KOHTEKCTA.

7.8.2.2 JlaGopatopusi JOJDKHA HECTH OTBETCTBEHHOCTh 3a BCIO  HMH(OPMAIHIO,
MNpCACTABJICHHYIO B OTYCTC, 34 HCKIOYCHHUCM ClIydacB, KOraa I/IHq)OpMaI_II/I}I npeaoCTaBIACTCA
3aKa34unKkoM. JlaHHBIE, MPEIOCTABICHHBIC 3aKa3YUKOM, JIOJKHBI OBITh YETKO HICHTU(UIIPOBAHEI.
KpOMe TOro, B cjiydac CCJIn I/IH(bOpMaI_[I/IH npeaocCTaBJICHA 3aKA3YUKOM M OHA MOKCT IMOBJIUATL HA
JIOCTOBEPHOCTh PE3yJIbTaTOB, B OTYET JOJDKHO OBITh BKJIIOUCHO 3asBJICHHE OO0 OTrpaHUYCHHUH
OTBETCTBEHHOCTH Jaboparopuu. B ciydae ecnu naboparopus HE OCYIIECTBISICT W HE HECET
OTBETCTBEHHOCTH 3a CTajuio oTOOpa oOpa3noB (Hampumep, oOpaser; ObUT TMPEIOCTaBIICH
3aKa34uKOM), B OTYETE JOJDKHO OBITh OTPaKEHO, YTO IOJIyYCHHBIC PE3YyJIbTaThl OTHOCATCS K
MPEOCTABICHHOMY 3aKa34HKOM 00pas3Ily.

7.8.3 CnenmnanbHble TPeOOBAHUSA K 0TYeTaM 00 HCIIBITAHUSIX
7.8.3.1 B nomonHeHnue k TpeOOBaHUSM, MEPEUHCICHHBIM B 7.8.2, OTYETHl 00 HCIBITAaHUIX
JOJDKHBI, €CJIM 3TO HEOOXOAMMO JJIsl MHTEPIPETALUU Pe3yIbTaTOB MCIBITAHUH, BKIIOYATh B ceOs

clIeyronee:

a) uHGopMaIio 00 0COOBIX YCIOBHUSIX UCIBITAHUNA, TAKMX KaK YCIIOBUS OKPY KAIOIIEH CPEJIbI;

b) npu HEOOXOAMMOCTH 3asIBJICHUE O COOTBETCTBUHU TPEOOBAHUSIM MW CHEIU(DHUKAIIAAM (CM.
7.8.6);

C) TOE 3TO INPUMEHUMO, HEONPEAEIECHHOCTh M3MEPEHUMH, MPEJICTaBICHHYI0 B TEX XK€
eIWHUIAX, YTO M U3MepseMasi BEJMYMHA, WIH B OTHOCHUTEIHFHOM TI0 OTHOIICHUIO K M3MepseMOn
BEJIMYMHE BUJIE (HapuMep, B MPOLEHTAX ), KOTAa:

- 9TO UMCCT OTHOLICHUC K JOCTOBCPHOCTHU UJIKU ITPUMCHCHUIO PC3YJILTATOB HCHBITaHHﬁ;

- 9TOTO TPeOyeT 3aKa3uuK; WU

- HCONIPCACICHHOCTb U3MCPCHUSA BJIUACT HA COOTBECTCTBUC YCTAHOBJIICHHOMY IIPCACITY,

d) MHEHHUS 1 MHTEPIIPETAINH, TJI€ 3TO MPUMEHUMO (cM. 7.8.7);

€) JONOJHHUTENbHYI0 HH(OpMAIMIO, KOTOpas MOXET MOoTpeOOBaThCA IO KOHKPETHBIM
METOAaM, OpraHaM BJIACTH, 3aKa3YMKaM UJIU TPYyIIaM 3aKa34yUuKOB.

7.8.3.2 Ecniu nabopaTopusi HeCeT OTBETCTBEHHOCTH 3a JIEATEIHLHOCTh MO OTOOPY 00pasIloB,
OTuYeThl 00 MCHBITAHUAX JOJDKHBI COOTBETCTBOBATH TPEOOBAHMSIM, YKa3aHHBIM B 7.8.5, ecimu 3TO
HEOO0XOUMO TSI UHTEPIPETALUHN PE3yJIbTaTOB UCIIBITAHUH.

7.8.4 CnenmanbHble TPeOOBAHHUS K CBHIETEIbCTBAM (CepTH(PHKATAM) 0 KaJHMOPOBKe
7.8.4.1 B nonosHeHwe K TpeOOBaHHWSAM, TEPEUUCIECHHBIM B 7.8.2, B CBHJIETEIbCTBA
(cepTuduKaThl) 0 KAITUOPOBKE MOJKHBI OBITH BKIIOUYCHBI CIICTYIOIINE CBEICHHUS:

a) 3HauY€HUE HEOIPENEICHHOCTU U3MEPEHUM [UIsl pe3ysibTaTa U3MEPEHUMH, IIPEICTaBICHHOE B
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TCX XKC CAWHUIAX, YTO KU HU3MCpsdACMad BCJIMYMHA, WX B OTHOCUTCIHLHOM I10 OTHOHICHUIO K
M3MEPSIEMON BEIMUMHE BHJIE (HAIPUMED, B TIPOIIEHTAX ).

[Ipumeuanue - B coorBerctBuu ¢ ISO/IEC Guide 99 pe3ynbrar m3amepeHus, Kak MpaBHIIO,
BBIPpAXKACTCSA OAHUM HU3MCPCHHBIM 3HAYCHUCM BCJIIMYUHBI C YKa3aHUCM CAWHHIBLI U3MCPCHUA U
HEOIPEICIIEHHOCTH H3MEPCHU;

b) cBeneHuss 00 ycnoBUSX (HampuMep, YCIOBUAX OKPYKAIOIICH Cpeabl), MPH KOTOPBIX
BBITOJIHSJIMCH KaTMOPOBKU M KOTOPBIE MOTJIM OKa3aTh BIMSHUE HA PE3YJIbTAThl H3MEPEHHIA;

C) 3asiBJICHHE O TOM, KakKuM 00pa3oM 00ecrednBaeTCsl METPOJIOTHIECKas MPOCIEKUBAEMOCTh
M3MEPEHUH (CM. IPUIIOKEeHUE A);

d) pe3ynbTarhl, MOJy4YEHHbIE A0 M TMOCIE PEryJIUPOBKUA MM PEMOHTA, €CIU TaKOBbIE
MIPOBOJIUITUCE;

€) 3asABJICHHE O COOTBETCTBUHU TPEOOBAHUSAM WM CIICHUPHUKAIMAM IIPU HEOOXOIUMOCTH (CM.

7.8.6);

f) MECHMS ¥ uHTEpHIpeTanuu (cM. 7.8.7) mpu HEOOXOIUMOCTH.

7.8.4.2 Ecnu nabopaTtopus OoTBeYaeT 3a JEATEIBLHOCTh 10 O0TOOPY 00pa3ioB, CBHACTEIHCTBA
(cepTudukarel) 0 KaTMOPOBKE JOHKHBI COOTBETCTBOBATH TPEOOBAHUSAM, YKa3aHHBIM B 7.8.5, ecnu
3TO HEOOXOUMO JIJISl HHTEPIIPETAIIUH PE3YIbTaTOB KATHOPOBKH.

7.8.4.3 CaunerenpctBO (ceprudukar) o KaIMOpPOBKE WJIM KaTuOpPOBOYHAS STHUKETKA HE

JOJDKHBI COZIEP)KaTh HUKAKUX PEKOMEHAINH 10 BEIOOPY MEXKATHOPOBOUYHBIX MHTEPBAJIOB, KPOME
T€X CIIy4aeB, KOI/la 3TO ObLIO COIIACOBAHO € 3aKa3UMKOM.

7.8.5 IlpencrasiieHne pe3y/JibTaToOB N0 0TOOPY 00pa3LOB - ClIeNHAJIbHbIE TPEeOOBAHUS

Ecnmm naGopaTopusi HeceT OTBETCTBEHHOCTh 3a JACSATEIBHOCTH IO OTOOpY 00pas3ioB, B
JIOTIOJTHEHNE K TPeOOBAHUSM, TIEPEUUCIICHHBIM B 7.8.2, KOT/1a 3TO HE0OXO0AUMO ISl UHTEPIIPETALIIH
PE3yNbTaTOB, OTUYETHI TOJKHBI BKJIIOUATh CIEAYIOIIEE:

a) naty orbopa oOpasIoB;

b) yHUKaIbHYIO UACHTU(UKAIIMIO BBHIOpaHHOTO oOpasma WM wmaTtepuana (BKJIOYast
HAaUMCHOBAHUC TIPOU3BOAUTCIIA, 0603Ha‘-IGHI/I€ MOACIN WKW TUIIA U CepI/IfIHBIe HOMCpa, Korjga 3TO
MIPUMEHUMO );

¢) MecTo 0TOOpa 00pa3oB, BKIOYAs JIFOOBIC JUArpaMMbl, ICKU3BI Uin (hoTorpaduu;

d) cchuIKy Ha MIaH 0TOOpa U METOJT 0TOOPA;

€) cBeleHUsT 000 BCEX YCIOBHUAX OKPYXKAIOIIeH cpeabl BO BpeMsi 0TOOpa 00pa3iioB, KOTOPHIE
BJIMSIOT HA UHTEPIIPETALUIO PE3YIbTATOB;

f) wundOpMammIo, HEOOXOAMMYIO [UJISi OLEHKH HEOINPEACICHHOCTH W3MEpPEHUH s
MOCJICAYIONUX MCITBITAHUNA WA KAJTMOPOBKH.

7.8.6 IlpeacraBiaeHne 3aKJIKYEHHA 0 COOTBETCTBUHU
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7.8.6.1 Ecnu mo pe3yiapTaraM HUCHBITAHUS WM KATHOPOBKU JENaeTcs 3aKI0YCHHE O
COOTBETCTBUM ClleUU(UKALUU WIH CTaHIApTy, JabopaTtopust JOHKHA JOKYMEHTHPOBAThH MPABUIIO
NPUHATHS PEIICHUs], TPUHUMAas BO BHUMaHUE YPOBEHb PUCKa (HAMPHUMEp, JOKHOMOIOKUTEILHOE
WIK  JIO)KHOOTPHUIIATETIbHOE  pEIlEHUE, CTAaTUCTHUUYECKHE [MPENANOJIOKEHHsI), CBS3aHHBIA C
MIPUMEHSAEMbIM MTPABUIIOM MPUHSITHUS PEIICHUS, U TPUMEHUTH JaHHOE MPABUIIO.

[Ipumeuanue - Ecian npaBuiio NpuHATUS PELIEHUS] YCTAHOBIIEHO 3aKa34MKOM, IIPaBUJIaMU WIIH
HOPMaTHUBHBIMU JOKYMEHTaMH, JallbHEHIIee pacCMOTPEHHE YPOBHS PUCKa He TpeOyeTcs.

7.8.6.2 JlabopaTopus MOJDKHA MPEICTABUTh 3aKIFOYCHHE O COOTBETCTBHH, B KOTOPOM YETKO
OIIpEAEIIEHO:

a) K KaKUM pe3yJbTaTaM MPUMEHSETCS JaHHOE 3aKII0YCHHUE;

b) KaKuM CHGLII/Iq)I/IKaI_[I/IHM, CTaH,Z[apTaM NJIN UX 4aCTiAM COOTBGTCTByeT NJIN HC COOTBGTCTByeT
00BEKT;

C) TIPaBUJIO MPUHSTHS PEIICHHsI, KOTOPOE OBLIO MCIOJIB30BAHO (€CIM OHO HE COACPKUTCS B
COOTBETCTBYIOIIUX CTICNU(DHUKAIINH UITH CTAaHIAPTE).

[Tpumeuanue - s nonydenus nononautensHoi nHpopmanuu cMm. ISO/IEC Guide 98-4.

7.8.7 IlpeacraBieHre MHEHU U HHTEPIIPeTALMA

7.8.7.1 B cnydae mpeACTaBIeHHS MHEHUM M WHTepHpeTanuii jgabopaTopus IOJKHA
o0ecrneynTb, 4YTO TOJBKO IIEPCOHAN, YIOJIHOMOYEHHBIM Ha MpEACTaBI€HUE MHEHUH U
UHTEpOpETalui, TPEeICTaBIseT  COOTBETCTBYIOIIME  3asBieHus. JlaGopatopus  moimkHa
JOKYMEHTUPOBaTb OCHOBAHHSA, Ha KOTOPbIX O0a3upyroOTCs BKJIIOUYEHHBIE B OTYET MHEHHUA H
MHTEPIPETAIHH.

[Ipumeuanue - BaxkHO OTIMYAaTh MHEHHUS W MHTEPIPETAIMd OT BHIBOJOB IO pE3yIbTaTaM
WHCIICKIIUN Wi cepTHUUKAIMK MPOAYKINH, Kak 310 ycraHoBieHo B ISO/IEC 17020 u ISO/IEC
17065, u ot 3asBNIEHUN O COOTBETCTBUU, YIIOMSIHYTHIX B 7.8.6.

7.8.7.2 MHeHuUs WM UHTEPIIPETALMH, COAECPKAIINECS B OTYETAX, JOKHBI OBITh OCHOBAHBI HA
pe3ynbTaTax, MOJIyYeHHbIX AJI 00bEKTa, MPOXOAUBILIETO UCIIBITAHUS/KATUOPOBKY, U TOJIKHBI ObITH
YeTKO 0003HAYCHbI KaK TaKOBBIE.

7.8.7.3 Ecnu MHEHHS M UHTEpIpETalMM NPEICTaBIISIOTCS IYTEM HENOCPEACTBEHHOIO
OOCYXJIEHUSI PE3yJIbTaTOB C 3aKa3uMKOM, HEOOXOIUMO COXPaHATh COOTBETCTBYIOLIME 3alMCcU
TaKoro 00CyKIeHUSI.

7.8.8 U3meHeHMs1 K oTUETaAM
7.8.8.1 Ecimum He0OXOOMMO BHECTHM H3MCHEHHMS, JOMNOJHEHHS B BBIJAHHBIA OTYET,
nepeoopMUTh €ro, JI00e M3MEHeHHE WH(OpPMAIMK JTOJDKHO OBITh YeTKO 0003HAYEHO W, €CIU
HE00X0IMMO, TPUYMHA BHECCHHSI H3MEHEHHSI IOJDKHA ObITh BKJIFOYEHA B OTUET.

7.8.8.2 H3MeHeHHd B OTYET MOCIE €ro BbIAAYM HJOKHBEI BHOCHUTLCS TOJBKO B BHIE
JIOTIOJIHUTENBHOTO JOKYMEHTa WJIM HWHOTO cIrocoba Mepefayd AaHHBIX, KOTOphIE BKIIIOYAIOT
dbopmynupoBky: "VMI3MeHEHUE K OTUETY, MOPSAKOBBIA HOMEp... [MIM WHas uaeHTUUKanus]|" Wim

JIPYTYIO TOI00HYIO (POPMYITHPOBKY.
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Takue n3mMeHeHHA JOJIZKHBI COOTBETCTBOBATh BCEM Tpe6OBaHI/I}IM HACTOAIICTO CTaHdapTa.

7.8.8.3 Korma Heo0X0AMMO BBIaTh HOBBIM OTYET O pe3ynbTaTax, OH JOJDKEH OBITh
YHUKaJIBbHBIM 00pa3oM HACHTU(GHUIMPOBAH U COJACP)KAaTh CCHUIKY Ha OTYET O pe3yibTaTax, KOTOPBII
OH 3aMEHSIET.

7.9 /KanooObl (mpeTeH3nn)
7.9.1 JlaGopatopus JOJDKHA HMETh JIOKYMEHTHPOBAHHBIA TIpoLecC JUIs IOJyYeHHS,
paccMOTpeHHS Kasto0 (MMPETEH3MI ) U IPUHATHS PEIICHHH 10 )Kano0aM (TIPETEH3USM).

7.9.2 Onucanue nporecca oopaimeHus ¢ xkajgo0aMu (TPETEH3USIMH) TOJDKHO OBITh JOCTYITHO
BCEM 3aWHTEPECOBAHHBIM CTOPOHAM IO 3ampocy. [lpu monydeHWH KanoObl (MPETEH3UN)
nmabopaTopusi JODKHA YIOCTOBEPHUTHCS, OTHOCHUTCS JIM JKajloba (mpeTeH3us) K J1abopaTOpHOU
JEeSTeNIbHOCTH, 32 KOTOPYIO OHA HECET OTBETCTBEHHOCTh, M, €CIIM 3TO TaK, JIOJDKHA MPUHATH €€ Ha
paccmotpenue. Jlaboparopust HeceT OTBETCTBEHHOCTD 33 MIPUHSATHE BCEX PEIICHUI HAa BCEX CTaIUAX
Iporiecca pacCMOTPEHUS KaI0ObI (IPETEH3UH).

7.9.3 Ilpouecc paccMOTpeHHUs >kano0 (MpeTeH3uil) MOHKEeH BKIIOYAaTh MO KpaiiHel Mmepe
CIIETYIOIIHE JIEMEHTHI U METOIBI:

a) OIKMCaHME TpoIlecca IMOJYyYCHHUs, MPOBEPKH, PACCMOTPEHUS KAIOObl (NMPETCH3UHM) U
MPUHATHUS pEIIEHUS 00 OTBETHBIX JIEHCTBUSAX, KOTOPBIE TOJIKHBI OBITh PEATPHUHSTEI,

b) oTciexxuBaHHE W PErHCTpaLUs Kano0 (IpeTeH3Mil), BKIoYasi ACHCTBHS, MPEIIPUHSATHIC
TUISL UX Pa3peIeHHUS;

¢) obecneyeHue Toro, YTo HEOOXOIMMBIE MEPHI TTPEANPUHUMAFOTCSI.

7.9.4 JlabopaTopus, ToJTyqaromias xano0y (IpeTeH3uI0), 0 KHA HECTH OTBETCTBEHHOCTh 3a
cObop U TpOBEpKy Bcel HEoOXoauMoi MH(OpPMAIMK C IENbI0 MOATBEPKIACHHUS 000CHOBAHHOCTH
XKaIOOBI (TPETEH3HH ).

7.9.5 Korma 5T0 BO3MOXHO, JabOpaTopusi MOJDKHA TOJATBEPAUTH TMOJYYCHHE KAITOOBI
(mpereH3un) U HHPOPMHUPOBATH 3aABUTEIIS O XOJE U PE3yJbTaTax pacCCMOTPEHHUSL.

7.9.6 PesynbTaThl paccMOTpEeHHs >KanoObl (IMpPeTeH3HH), KOTOpble OYIyT IOBEICHBI [0
3asBUTENS, JOJDKHBI OBITH TIOJATOTOBJIEHBI WM PACCMOTPEHBI W OAOOpEHBI JIUIIOM(aMu),
KoTopoe(ble) He MpUHUMANO(M) ydacTHs B JACATENbHOCTH JIADOpaTOpUH, MO MOBOAY KOTOPOU
MOCTYIHJIA XKano0a (peTeH3us).

HpI/IMe‘IaHI/Ie - 9TO MOKET BBIIOIHATHCS BHEITHUM IEpCoOHAIOM.

7.9.7 Korma 3T0 BO3MOXHO, JabopaTopus JOKHA MPEAOCTaBUTh 3asSBUTEII0 OPHUIINATHEHOE
yYBEIOMJICHHE O pe3ybTaTax pacCMOTPEHHS KaoObl (TIPETEH3HHN).

7.10 YnpaBiieHHe HeCOOTBETCTBYIOIIEH padoToi
7.10.1 JlaGopaTopusi NOKHA HMMETh MpPOLEAYpY, KOTOPYIO MPHUMEHSIOT B CiIydae, ecld
KaKOH-TM00 acleKkT J1abopaTOpHOW NESITEIbHOCTH WIM PE3yNbTaThl PabOThl HE COOTBETCTBYIOT
COOCTBEHHBIM TIpoIleaypaM JabopaTopuu WM TpPeOOBAaHUSIM, COTJIACOBAHHBIM C 3aKa3YHMKOM
(HammpuMep, 000PyIOBaHKME WIIM YCIOBHS OKpYXAlOIIEH cpelibl HE COOTBETCTBYIOT YCTAHOBJIEHHBIM
npenenaMm, pe3yibTaThl MOHUTOPMHTA HE OTBEYAlOT YCTAHOBIEHHBIM KpuTepusim). Ilpouemnypa
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OJKHA 00€CIIeunBaTh, 4TO:

a) OonpeacICHbl OTBCTCTBCHHOCTL W IIOJIHOMOUYHUA [JIs1 YIIPABJIICHHUA HGCOOTBGTCTByIOH_IeI\/'I
paboToii;

b) neiicTBus (BKIJIIOYAsi MPUOCTAHOBKY MJIM MTOBTOP PaOOTHI M TPUOCTAHOBKY BBIJIAYN OTYETOB,
eciii He0OXO0JMMO) OCHOBAHBI Ha YPOBHSIX PUCKA, YCTAHOBJICHHBIX JTAOOpaTOpPHEH;

C) IPOBE/ICHO OLIEHWBAHHE 3HAYMMOCTH HECOOTBETCTBYIOIIEH YCTAaHOBJIEHHBIM TPEOOBAHHIM
paloThI, B TOM YHCIIE aHAJIU3 €€ BO3ACHCTBUSA Ha MPEBIAYIINE PE3YIbTAThI;

d) npuHATO pelIeHrne 0 MPUEMIIEMOCTH HECOOTBETCTBYIOIICH pabOTHI;
€) KOrJia 3T0 He0OXO0AUMO, YBEIOMJICH 3aKa34MK U aHHYJIUPOBAHBI PE3YJIbTAThl pa0OTHI;
f) ompenenena OTBETCTBEHHOCTh 3a MPUHSITHE PEIICHUS O BO30OHOBICHUH PAOOTHI.

7.10.2 JlabopaTopus MOJDKHA BECTH 3allUCH B OTHOIIEHWH HECOOTBETCTBYIOIICH PabOTHI H
HEO0OXOIMMBIX ACWCTBUMN, Kak ykazaHo B 7.10.1, nepeuncnenus b)-f).

7.10.3 B tex cimyuasx, KOTJa OLIEHKa MOKAa3bIBA€T, YTO HECOOTBETCTBYIONIAs paboTa MOXKET
MOBTOPUTHCS,, WJIM €CThb COMHEHHUS B OTHOIIEHUM COOTBETCTBUS IEATENBHOCTH JabopaTopuu
COOCTBEHHOW CHCTEME MEHEKMEHTa, JabopaTopusi [OHKHA OO0ECIEYUTh  BBIOJHEHHE
KOPPEKTUPYIOLIUX JEHCTBUH.

7.11 YupasieHnue 1aHHBIMU U HH(pOpMaLHei
7.11.1 JlabopaTopus T0KHA UMETH JOCTYIT KO BCEM JaHHBIM M WH(OpMaIuu, HeOOXOIUMbIM
JUTSL BRITIOJTHEHUS JIA0OPATOPHOM e TEIIEHOCTH.

7.11.2  IIpaBUABHOCTH (YHKUMOHHPOBAHUS cHcTeM(bl) YHpaBieHHS HH(pOpMaIHen
nabopaToOpuM, MCTIOIB3yeMbIX(0H) sl cOopa, 0OpabOTKH, 3alMCH, MPEICTABICHUS PE3yIbTaTOB,
XpaHEHUs WM TIOWCKAa JAaHHBIX, B TOM YHWCJE MPAaBUILHOCTH (PYHKIIMOHUPOBAHUS HHTEPQEHCOB
cucteM(bl) yrpaBiaeHus uHbopmarei mabopaTopun, N0KHA(BI) OBITH MPOBEpPEHa JTabopaTopHeH
nepen BHeApeHueM B paboTy. [lpu r0ObIX M3MEHEHHSX, BKIIOYash W3MEHEHUs KOHQUTYpaluu
MPOrpaMMHOTO oOOecredeHus J1abopaTopuu WM MOAU(HUKAIMN KOMMEPYECKOro MpOrpaMMHOTO
o0ecrieueHus, OHU JIOJDKHBI OBITh YTBEPKICHBI, TOKYMECHTHUPOBAHBI M BaJTUJIUPOBAHBI 10 BBEICHUS
HUX B ICUCTBUE.

[Ipumewanne 1 - B HacTtosmem craHaapTe '"CHCTeMBl YIpaBlieHUs uWHOOpMaimen
nabopaTopuu" BKIIOYAIOT B ce0sl yIpaBieHHE AAaHHBIMU U MH(OpMAIUEH, coaepKalmMucs Kak B
KOMITBIOTEPU3NPOBAHHBIX, TaK W B HEKOMITBIOTEPH3HPOBAaHHBIX cucTeMax. HekoTtopele wu3
TpeOOBaHUI MOTYT ObITH B OOJIBIIEH CTENIEHH MPUMEHHMBI K KOMIBIOTEPHU3UPOBAHHBIM CHCTEMaM,
4eM K HEKOMITBIOTePU3UPOBAHHBIM CHCTEMAaM.

[Ipumeyanue 2 - JlocTymHOe Ha PBIHKE KOMMEPUYECKOE MPOTPaMMHOE OOecredeHue Mpu
OGBI‘IHOM €ro MUCIIOJb30BaHUHU B 06HaCTI/I, JJISL KOTOpOfI OHO MpCAHA3HAYCHO, MOXKCT CUUTATHCA B
JOCTaTOYHOM CTENEHU BAIUIUPOBAHHBIM.

7.11.3 Cucrema(pl) yrpasieHus nuHpopManuei JadopaTopun, 10KHA(BI):

a) ObITh 3amuieHa(bl) OT HECAHKIIMOHUPOBAHHOTO JOCTYTIA;
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b) ObITh 3amumIeHa(bl) OT UCKAKEHUS I IOTEPH TaHHBIX;

¢c) (yHKIMOHUPOBATH B YCIOBHUSX OKPYXKAIOIIEH CpeIbl, KOTOPHIE COOTBETCTBYIOT
cienu(UKausIM TOCTaBIIMKA WM JIADOPaTOpUH, WM, B CIIy4ae HEKOMITbIOTEPH3UPOBAHHBIX
CHUCTCM, CO3[1aBaTh YCJIOBUA, OGGCHG‘-II/IBaIOH_II/Ie HCU3MCHHOCTH BBIIIOJIHCHHBIX OT PYKHU 3aIlice u
pacmupoBKY;

d) moanmep uBaThCSI B TAKOM COCTOSIHMH, KOTOpOE OOECIIeUHBAET LEIOCTHOCTh JAHHBIX U
uH(pOpMaINH;

e) BKJIIOYAaTh PCTUCTPALIUIO CUCTCMHBIX C60€B U COOTBCTCTBYIOIIMX OICPATHUBHLBIX U
KOPPEKTUPYIOLIUX JEHCTBUM.

7.11.4 B ToM ciydae, eciau YIOpaBJICHUE [aHHOM CHCTEMOHM M €€ TOoAAEepKaHue
OCYILIECTBISICTCS JUCTAHIIMOHHO WJIM Yepe3 BHEIIHEro IOCTaBINMKA, JIAOOpaTOpUs IOJKHA
o0ecneunTh COOTBETCTBHE MTOCTABILMKA MU OllepaTopa CUCTEMbI BCEM MPUMEHHUMBIM TPEOOBAHUIM
HACTOSILETr0 CTaHAaPTA.

7.11.5 JlabGoparopusi JODKHa oOecneunBaTh, 4YTOOBI HMHCTPYKIUH, PYKOBOJACTBA U
CIIpaBOYHBIC JaHHBIC, OTHOCAIIHUECS K cucTeme(am) ympamieHuss uHbopmarumen madopartopuw,
OBLTH JIETKOJIOCTYITHBIMU JJIsI IEPCOHAA.

7.11.6 PacueTsl 1 mepeaaun JaHHBIX JOJHKHBI IOJIBEPTaThCS HAUICKAIIUM CHCTEMAaTUIECKIM
MIPOBEPKAM.

8 TpeGoBaHus K cucTeMe MeHeI:KMEHTAa

8.1 Bapuantsl

8.1.1 O61mme mos10xKeHUsE
JlaGoparopus NOJKHA YCTaHOBUTH, JOKYMEHTHPOBATh, BHEAPUTH U MOJJIEPKUBATH CUCTEMY
MEHEPKMEHTa, KOTopasi CIocoOHa o0ecnedrBaTh W JEMOHCTPUPOBATH MOCTOSTHHOE BBITIOJHEHUE
TpeOOBaHUIN HACTOSALIEr0 CTaHIapTa U OOecreyrBaTh KadeCTBO BBHIMOJHEHHBIX JiabopaTopueit
paboT. B nonomHeHNE K COOTBETCTBUIO TPEOOBAHUSIM pa3AenioB 4-7 1aboparopus JOJIKHA BHEIPUTh
CUCTEMY MEHEPKMEHTa B COOTBETCTBHH C BapHaHTOM A WJIM BapHaHTOM B.
[Tpumeuanue - Cm. npuiioxeHue B st nonoHUTENbHON HHDOpMAITUH.
8.1.2 Bapuanrt A
Kak MuHMMyM crcTeMa MeHeI)KMEeHTa JIabopaTOpUH 0JKHA MPeyCMaTpUBaTh CIEAYIOLIEe:
- TOKYMEHTAIIMIO CUCTEMBI MEHEDKMEHTA (CM. 8.2);
- yOpaBlieHUE JOKYMEHTaMH CUCTEMbl MEHEKMeHTa (cM. 8.3);

- yrpaBJeHue 3anucsamu (cm. 8.4);

- IEUCTBUS, CBA3aHHBIC C PUCKAMH M BO3MOXKHOCTAMH (CM. 8.5);
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- ynyuuieHus (cMm. 8.6);
- KOppeKkTupyomue aeicTaus (cM. 8.7);
- BHYTpEHHHUE ayuThl (cM. 8.8);

- aHAJIU3 CO CTOPOHBI PYKOBOACTBA (cM. 8.9).

8.1.3 Bapuaur B
Jlaboparopus, KOTopasi yCTaHOBHJIA U TIOJCPKUBAET CUCTEMY MEHEXKMEHTA B COOTBETCTBUU
¢ tpeboBanusamu ISO 9001 m cmocoOHa mMOATBEPXKAATh M JEMOHCTPHPOBATH IOCTOSHHOE
BBINIOJIHEHUE TpeOOBaHUN pazfenoB 4-7, TakKe JEMOHCTPUPYET KaK MHHHMYM TOTOBHOCTB
BBITIOJTHATH TPeOOBaHUs, coaepxanirecs B 8.2-8.9.

8.2 JlokymMeHTalUsl CHCTEeMbI MEHe)KMEeHTa (BapHaHT A)

8.2.1 PykoBoacCTBO jabopaTopuu JOJKHO YCTAaHOBHUTH, IOKYMEHTHPOBATh M TOACPKUBATH
MOJUTUKHM M LENU JUIsl BBITOJHEHHs TPeOOBAaHHMI HACTOSIEr0 CTaHAapTa W JIOKHO O0ECHeuuTh,
4TOObl ATU MOJIMTUKU W Leau ObLIM NPU3HAHBI U BHEJPEHBbl HAa BCEX YPOBHAX OpraHU3allU
nabopaToOpHH.

8.2.2. IlonuTUKK W 1ETH JOJKHBI OBITH HAIpaBiieHbl Ha oOecreueHHe KOMIETEHTHOCTH,
OeCIPUCTPACTHOCTH ¥ CTAOMIIBHOCTH JACATEIHHOCTH JTAOOPATOPHH.

8.2.3 PykoBojicTBO 1ab0paTOpun JOHKHO MPEICTAaBUTh JTOKA3aTEIhCTBA MPUBEPKEHHOCTH K
pa3pa60TI<e U  BHCAPCHHIO CUCTCMbI MCHCIDKMCHTA W  IIOCTOSAHHOMY  IOBBINICHUIO (M
PE3yJIbTaTUBHOCTH.

8.2.4 Bcsi nmokymeHTanusi, MPOLECChl, CUCTEMbI, 3alKMCH, OTHOCSIIMECS K BBIMOJIHEHUIO
TpGGOBaHI/Iﬁ HaACTOAIICT O CTaHI[apTa, JOJIXKHBI 6BITB BKJIFOUCHBI B CI/ICTeMy MCHCI’KMCHTA,
COOTHECEHBI WIIN CBI3aHbI C HEH.

8.2.5 Bechb mepcoHal, y4acTBYIONIUH B J1a0OPAaTOPHOU JEATEILHOCTH, JOJKEH UMETh TOCTYII
K TCM 4aCTAM NOKYMCHTAIIUU CUCTCMbI MCHCIPKMCHTA U COOTBGTCTBYIOHIGP'I HH(bOpMaHHH, KOTOPBIC
MIPUMEHSIIOTCS B Cpepe ero OTBETCTBEHHOCTH.

8.3 YnpaBieHune J10KyMeHTAMHU CUCTEMbl MEHEIKMEHTA (BApUAHT A)
8.3.1 JlaGopaTopusi MO/DKHA YIPaBIATh JOKyYMEHTaMU (BHYTPEHHUMH W BHEIIHUMH),
OTHOCAIITUMMUCSA K BBIIIOJIHEHUIO Tp€6OBaHHI>'I HACTOAIICTO CTaHdapTa.

[Ipumeuanue - B 1aHHOM KOHTEKCTE "HOKYMEHTOM'" MOTYT OBITH 3asBJICHHUS O IOJIUTHKE,
IpoLenypsl, crneun(pUKaul, WHCTPYKIHMU HPOU3BOIUTENS, KaJIMOPOBOYHBIE TaOJIMIIBI, CXEMBI,
nocoOus, IUIAKaThl, YBEJOMJICHHS, NAMITKH, 4YepTeXH, IUlaHbl W T.0. OHM MOryT OBITH
IPEJCTABICHbl HAa Pa3jIM4YHBIX HOCUTEISAX MH(POpPMALMU, HApUMep B NEYaTHOM WIH LUGPOBOM
dopmare.

8.3.2 JlaGopaTopus J0KHA 00€CIeUnTh, YTO:

a) TOKyMEHTHI IPOBEPEHBI HAa IPUTOAHOCTh YIIOJHOMOYEHHBIM IIEPCOHAIOM JI0 UX U3JaHUS;

b) JOKYMEHTHI IEPUOINYECKH aHATTUZUPYIOTCS U IPU HEOOXOTUMOCTH ITEPEeCMaTPUBAIOTCS;
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C) UAECHTUGUIUPYIOTCS U3MEHEHUS U CTaTyC TEKYIIEeH pelaKkIK TOKyMEHTa;

d) akTyanbHble BEpCMU NPHUMEHSEMbIX JOKYMEHTOB JOCTYIHBI Ha BCEX pabO4YMX MecTax u
IIpU HEOOXOIMMOCTH MX PaclpOCTpaHEHHUE YIPaBIISIETCS;

€) JOKYMEHTbI YHUKAJIbHBIM 00pa3oM UICHTU(DUIIUPOBAHEI;
f) He pmomyckaeTcs HeMpeAHAMEPEHHOE HCIIOJNB30BAaHHE YCTApEBIIMX JIOKYMEHTOB H

IPUMEHSETCd COOTBETCTBYIOIIAs MJEHTH(UKALMA [aHHBIX JOKYMEHTOB, B CIy4yae €ClId OHH
COXPAHSIOTCS ¢ KaKOH-TTH00 LEeNbIO.

8.4 Ynpasienue 3anucamMu (BapuaHTt A)

8.4.1 Jlaboparopusi JODKHAQ BECTH M COXpPaHATh pPa300OpYMBBIE 3alUCH C  IENBIO
MOATBEPKIEHUS COOMI0ACHUS TPeOOBAaHUI HACTOSIIETO CTaHAAPTA.

8.4.2 Jlaboparopus JOJDKHA OCYIIECTBIISITh YIPABICHUE, HEOOXOAMMOE ISl HACHTH(UKAIIHH,
XpaHEHUs, 3allUThl, PE3EPBHOTO KOMUPOBAHUS, APXUBHPOBAHMS, TOWUCKA, CpPOKA XpaHEHUS H
YHUUTOXKEHUS CBOUX 3anucedd. Jlaboparopus HOIDKHA COXpaHATh 3alldCU B TEUEHHUE MEepHoJa,
YCTaHOBJICHHOTO JIOTOBOPHBIMU 0OO0s3aTenbCcTBAMHU. JlocTym K JaHHBIM 3alucsIM  JOJKEH
COOTBETCTBOBATh 00f3aTeNbCTBAM B 00JacTH KOHGUICHIMATBLHOCTH, U 3aMUCH JOJIKHBI OBITH
JIETKOOCTYITHBIMH.

[lpumewanue - B 7.5 mnpuBeAeHbl JOMONHUTENbHBIE TPeOOBAaHUS, OTHOCALIMECS K
TEXHUYECKUM 3aIHCSIM.

8.5 JleiicTBus1, CBAI3aHHBIE ¢ PUCKAMHU U BO3MOKHOCTAMM (BAPHAHT A)
8.5.1 JlaGoparopusi JODKHA paccMaTpuBaTh PHUCKA M BO3MOXKHOCTH, CBSI3aHHBIC C
1a00paTOPHOH 1eATENBHOCTBIO, ISl TOTO YTOOBI:
a) o0ecrieuynBaTh, 4YTO CUCTEMa MEHEKMEHTA JOCTUTAeT HAMEUEHHBIX PE3yJIbTaTOB;

b) HapamuBaTh BO3MOKHOCTH ISl TIOCTHKEHUS eNel U 3a7a4 J1abopaTopu;

C) npeaoTBpamiatb Wi YMCHBIIWUTH HCKCIATCIBbHBIC BOB,Z[GI\/'ICTBI/IH U BO3MOXKHBIC C601/I B
1a00paTOPHON JEATETHLHOCTH;

d) moObuBaThCS yIIyUIICHH.

8.5.2 JlabopaTopus 10JDKHA TIJIaHUPOBATh:

a) NeNCTBUS, CBSI3aHHBIE C JAHHBIMU PUCKAMU U BO3MOKHOCTSIMU;

b) kakum oOpazom:

1) uHTErpuUpOBaTH U BHEIPATH aHHbIE JEHCTBUS B CHCTEMY MEHE)KMEHTA;
2) OIIEHUBATh PE3yIbTaTUBHOCTD JAHHBIX JEHCTBUM.

[Tpumedanue - XoTd B HACTOALIEM CTaHJApTE YKa3bIBAa€TCs, YTO JIAOOpaTOpUs IUIAHUPYET
JEeWCTBUSL TI0 YCTPAHEHUIO PUCKOB, TpeOOBaHMA K (POPMaIbHBIM METOJAM YIPABICHHUS PUCKaAMH
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WA TOKYMEHTHPOBAaHHOMY IPOLIECCY YIPaBICHUS PUCKaMU HE yCTaHOBJIEHBI. JlabopaTopuu MoryT
peluTh, CIeIyeT JIM pa3padarbiBaTh 0ojee OOLIMPHYIO METOJOJIOTHIO YIPAaBIEHUS PUCKAMH, YEM
3TO TpeOyeTcs B HACTOSIIEM CTaHAapTe, HAlpUMep, IOCPEACTBOM IPUMEHEHUS IPYTUX PYKOBOJICTB
WM CTaHJapTOB.

8.5.3 IlpennpuHuMaeMble NEUCTBUS, CBA3aHHBIE C PUCKAMU U BO3MOKHOCTSIMHU, TOJKHBI
OBITH COpa3MEPHBI UX MOTEHIIUAILHOMY BIUSHHIO Ha JIOCTOBEPHOCTD JIA00OPATOPHBIX PE3yJIbTaTOB.

[Tpumeuanue 1 - [Ipumepamu 1eHCTBHIA, CBI3aHHBIX C PUCKAMHU, MOT'YT ObITh HJCHTU(UKAIUSL
U NIPEAYNPEKICHUE YIpO3, MPUHATHE PUCKOB C LEIBI0 PEaTU3alyd BO3MOXKHOCTH, YCTPaHCHHE
HMCTOYHMKA PUCKA, U3MEHEHUE BEPOSITHOCTH PUCKA WIM €r0 IOCIEICTBUM, PA3ECICHUE PUCKOB WU
COXpaHEHHE PUCKA IOCPEICTBOM OOOCHOBAHHOTO PELICHHUS.

[Ipumeyanue 2 - Bo3MOXHOCTH MOTYT NMPUBECTH K PACIIMPEHHI0 00JacTH JabOpaTOpHON
ACATCIIbHOCTH, MPUBJICYCHNUIO HOBBIX 3aKa3UMKOB, UCITIOJIb30BAHUIO HOBBIX TEXHOJIOTUH HUIN APyrux
BO3MOXKHOCTEH € LIEIbI0 Y OBIETBOPEHUS MOTPEOHOCTEH 3aKa3UHKOB.

8.6 Yayumenus (BapuaHt A)
8.6.1 JlabopaTopust TODKHA HACHTH(PHUITMPOBATH U BRIOPATh BO3MOKHOCTH JIJIsl YITYUIICHHUH, a
TaKKe IPEIIPUHITh HEOOXOIUMBbIEC IEHCTBUSL.

[Ipumeuyanue - Bo3aMoXHOCTH Ui YIydlIeHHH MOTYT OBITh HMICHTU()UIMPOBAHBI 10
pesyabTaTaM aHajau3a pabodyMx MpOLEAyp, HCIONb30BaHUS IOJIUTUK, OCHOBHBIX Ielield,
pE3yJIbTaTOB  ayJIUTOB, KOPPEKTUPYIOIIUX JCWCTBUM, aHaau3a €O CTOPOHBI PYKOBOJCTBA,
IPE/UIOKEHUI TepcoHalla, OLEHKHM pPHUCKA, aHalu3a JaHHbIX U PE3yJbTaTOB IPOBEPOK
KBaJTU(DUKAITHH.

8.6.2 JlaGoparopusi AOJDKHA CTPEMHUTHCS IOJIydaTh OOpPATHYIO CBsI3b OT 3aKa3UMKOB, Kak
MOJIOKUTENbHYIO, TaKk M oOTpularenbHyr0. OOpaTHass CcBA3b JOJDKHA aHAJIU3UPOBAThCS U
OPUMEHATBCS Ui YJIY4YLICEHHS CHCTEMbl MEHEIDKMEHTa, JIabOpaTOpHOW JEATENbHOCTH U
00CITy’)KUBaHUSI 3aKa3YHUKOB.

[Ipumeuanue - [IpuMepamu THUIIOB OOpaTHON CBSI3M SIBJISIOTCS OIPOCH OTHOCHUTEIHHO
YIIOBJIETBOPEHHOCTH 3aKa34MKOB, 3aIIUCH TIEPETOBOPOB U 0OCYKJCHHE OTYETOB C 3aKa3YNKAMHU.

8.7 KoppexTupyromue geiictBusi (BapuaHT A)

8.7.1 Ilpu BIIBICHHMH HECOOTBETCTBHS JaOOpaTOPHsI JOJDKHA!

a) pearupoBaTh Ha HECOOTBETCTBUE U ITPU HEOOXOIUMOCTH:

- IPEANPUHATD AEUCTBUS JUIsl YIIPaBIEHUS HECOOTBETCTBUEM U €TI0 YCTPAHEHUS,

- OTpCarupoBaThb Ha MMOCICACTBUA,

b) oLleHUTH HEOOXOAMMOCTD JACUCTBUS IJIs1 YCTpAaHEHUS PUYHH(bI) HECOOTBETCTBHUSA, IJIs1 TOTO
4TOOBI IPEYNPEAUTH €T0 MOBTOPHOE WM HOBOE MPOSBICHUE, IIOCPEACTBOM:

- paCCMOTPCHHA U aHAJIM3a HECOOTBETCTBU,

- BBIBJICHHUS ITPUYKUH HCCOOTBETCTBHUA,
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- BBISIBJICHH S CyH_IeCTBOBaHI/I}I NN HOTGHHH&HBHOﬁ BO3MOXHOCTH BO3HUKHOBCHUA HOI[OGHBIX
HECOOTBETCTBHIA;

C) MPENPUHATh HEOOXOAMMBIC JICHCTBHSI;
d) olleHHUTD PE3yIBTATHBHOCTD MPEANPHHATHIX KOPPEKTHPYIOIINX JICHCTBHI;

€) MOBTOPHO OIIEHUTh PHUCKH U BO3MOXKHOCTH, BBISIBJICHHBIE 110 UTOr'aM IUIAHMPOBAHHUS, €CIIH
9TO HEOOXOINMO;

f) npu H€O6XO,Z[I/IMOCTI/I BHCCTH U3MCHCHUSA B CUCTCMY MCHC/[’KMCHTA.

8.7.2 Koppektupytomiye IeHCTBUS TOKHBI COOTBETCTBOBATh MAcCIITa0aM M MOCIEACTBHIM
00HapYKEHHOTO HECOOTBETCTBHSI.

8.7.3 JlabopaTopus OJDKHA COXPAHATH 3aITUCH B KAUE€CTBE CBUJICTEILCTB CIICIYIOIIETO:

a) CYIIHOCTH HECOOTBETCTBUM, NpUUYMH(BI) W JIOOBIX MPEANPUHSTHIX IOCIESTYIOMNX
JIEHCTBUIA;

b) pe3ynbTaToOB KOPPEKTUPYIOIIUX JCHCTBUH.
8.8 BHyTpeHHue ayaurhbl (BapuaHT A)
8.8.1 JlabGoparopusi HOJDKHA TPOBOJUTH BHYTPEHHHE AayAWUTHl 4Yepe3 3alylaHMpOBAHHBIC
MHTEPBAJIbI U1 OJYyYeHNUs HHPOPMALIUU O TOM, SBJISETCS JIU CUCTEMA MEHEPKMEHTA:

a) COOTBETCTBYIOIIICH:

- COOCTBEHHBIM TPEOOBaHMAM JIAOOPATOPUU K CBOEH CHUCTEME MEHEKMEHTA, B TOM YHCIIE
1abopaToOpHOH IeITeTbHOCTH;

- TpeOOBaHUSAM HACTOSIIETO CTAH/IAPTa;

b) pe3ynbTaTUBHO BHEAPEHHOM U peann3yeMou.

8.8.2 JlaGopaTopus JOJKHA:

a) IUIAHUPOBaTh, pazpabaThIBaTh, BHEAPATh U PEAIM30BBIBATH MPOTpaMMy ayAHWTa, B TOM
qyci€ B OTHOLICHMM TEPUOJUYHOCTH, METOAOB, c(hepbl OTBETCTBEHHOCTH, IUIAHUPYEMBbIX

TpeOOBaHUH W OTYETHOCTH, KOTOpas JOJDKHA YYHUTBHIBATH BaXXHOCTh COOTBETCTBYIOLICH
1ab0paTOpHON JEeATENbHOCTH, MU3MEHEHHS, BIMSIONIME Ha JIabopaTOpHIO, a TaKXKe pe3yJIbTaThl

IpEeABIAYIINUX ayIUTOB;
b) onpenenaTs KPUTEPUU ayJUTa U 00JACTh MIPOBEACHUS KXKIOTO ayIUTa;
¢) o0ecrnieunBaTh, 4YTO PE3yAbTAThI AyIUTa JOBEACHBI 10 COOTBETCTBYIOIIETO PYKOBOJICTBA;

d) BBINONHATH COOTBETCTBYIOIIME KOPPEKIUH U KOPPEKTUPYIOIIHE JeHCTBHS 0e3
HEOOOCHOBAHHBIX 3aJICPIKEK;

€) COXpaHATh 3alHMCH B KauecTBE MOATBEPXKIACHHS peau3allud MporpaMmbl ayauTa u
pe3yIbTaTOB ay/IUTOB.
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[Ipumeuanue - B ISO 19011 mnpuBeaeHbl pyKOBOASUIME YKa3aHWUS IS MPOBEACHUSA
BHYTPEHHUX ayIUTOB.

8.9 AHayIn3 CO CTOPOHBI PYKOBOACTBA (BAPHAHT A)

8.9.1 PykoBoacTBO nabopaTOpuM JOJKHO AaHATU3UPOBATh CHUCTEMY MEHEKMEHTa C
3aIUIAHUPOBAHHOW TMEPUOAWYHOCTBIO, YTOOBI O0ECHEYNUTh €€ TMOCTOSIHHYIO IPUTOJHOCTD,
aJIeKBaTHOCTh U PE3yJbTaTUBHOCTb, BKJIIOYAs 3asBICHHBIC TOJUTHKH M €N, CBSA3aHHBIE C
BBITTOJIHEHUEM TPEOOBaHUH HACTOSIIETO CTAaHIAPTA.

8.9.2 BxoaHble JaHHBIE aHAIM3a CO CTOPOHBI PYKOBOCTBA JOJKHBI OBITH 3aPETUCTPUPOBAHBI
U BKJIIOYaTh MH(OPMAIUIO OTHOCUTEIIHHO:

a) U3MEHEHM BO BHYTPEHHHX M BHEIIHUX BOIPOCAX, UMEIOIIUX OTHOIICHHUE K Tab0opaTopHH;
b) AOCTH)KEHUSI TOCTABJICHHBIX IIETICH;
C) IPUTOAHOCTH MOJIUTHK U NPOLENYP;

d) craryca neicTBUi, 3alUIAHUPOBAHHBIX IOCJTE MPEIBIIYIIUX AaHAIU30B CO CTOPOHBI
PYKOBOJCTBA,;

€) pe3ysbTara(oB) MOCAEAHUX BHYTPEHHUX ayIUTOB;

f) KOppeKTUPYIONTUX TCHCTBHIA;

g) OIIEHOK, IPOBOUMBIX BHEITHUMU OpraHaMU;

h) n3meHennit oobema 1 Bua paboThI MU 00JIACTH JACSITEIIBHOCTH JabopaTopuu;
1) oOpaTHOM CBSI3M OT IIEpCOHAja M 3aKa3YUKOB;

) *ayo6 (mpereH3uil);

k) pe3yapTaTUBHOCTH peaIn30BAHHBIX YIIYUIICHHH;

I) nocTarouHOCTH pecypcoB;

m) pe3yJabTaTOB UACHTU(UKAIIUN PUCKOB;

N) UTOTOB JICATEIBHOCTH TI0 00ECIIEYCHUIO JJOCTOBEPHOCTH PE3YIIBTATOB; a TAKKE
0) IPYTHX 3HAYUMBIX (PAKTOPOB, TAKHE KaK MOHUTOPHHT JICATEIILHOCTH B 00yUeHHE.

8.9.3 BrIXoaHbIE TaHHBIE aHAJIW3a CO CTOPOHBI PYKOBOJICTBA JIOJDKHBI BKIIFOYATH 3alHMCH 000
BCEX PELICHUAX U AEHUCTBUAX, OTHOCSIIMXCS IO KpaHEN MEpPE K:

a) pe3yJIbTaTUBHOCTH CUCTEMBI MEHEPKMEHTA U €€ IIPOLIECCOB;

b) ynydmeHuto 1a0OpaTOPHON NEATEeTHHOCTH, OTHOCSIIEHCS K BBIOJHEHUIO TpeOOBaHMIA
HACTOSIIIETO CTaHAaPTa;
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C) MPEIOCTABJICHUIO HEOOXOIUMBIX PECYPCOB;
d) o060t He0OXO0IMMOCTH U3MEHEHUH.

[Ipunoxenne A
(cipaBouHOE)

MeTtpoJiornueckasi mpocJjie;kKuBaeMoCTh
A.1 O0me cBegeHus

B HacrosimeM npuioXKeHUU NMpHUBeIeHA TOMOJIHUTEIbHAs MH(POPMAIUsI O METPOJIOrHYECKON
MPOCJICKUBAEMOCTH, KOTOpasi MPEJCTaBisieT co00M BaKHEWITYI0 KOHICHIUIO I 00eCreYeHHUs
COIMOCTaBUMOCTU PE3yJIbTaTOB WM3MEpPEHUN KaK Ha HAIMOHAJIBHOM, TaK M Ha MEXAYHapOIHOM
YpOBHE.

A.2 YcTaHoBJIeHHe METPOJIOTH4YeCKOH MPOC/Ie:KMBAEMOCTH

A.2.1 Merponornyeckass  IpPOCIEKUBAEMOCTh  YCTAHABIMBAETCA C  Y4E€TOM U
HOJTBEPHKICHUEM:

a) OTpeICIICHHS N3MEPSIEMON BeTUMYNHBI (BETMUNHBI, TTOJICKAIIEH U3MEPEHHUIO);

b) TOKYMEHTHPOBAHHOW HETIPEPBIBHOM IETH KaTMOPOBOK, MO3BOJISIIONIEH YCTAHOBUTH CBS3b C
COOTBETCTBYIOIIECH OCHOBOM JIsl CpaBHEHHS (B KAa4eCTBE TAKOW COOTBETCTBYIOLIEH OCHOBBI ISt
CPaBHEHHUS MOTYT BBICTYNATh HAIIMOHAIbHbBIE WM MEXKIYHAPOIHbIE ATAJIOHBI, & TAK)KE BHYTPEHHUE
(paboume) FTalOHBI);

C) OILICHUBAHUWA HCONIPCACICHHOCTU I/IBMepeHI/Iﬁ Ha Ka>XAO0M 3TaIi¢ B LICIIU MPOCICIKUBACMOCTHU
C IPUMCHCHHUEM COTJIaCOBAHHBIX METO/IOB;

d) peanmzanmuM Kaxaoro dTanma B LENUM MPOCIEKHUBAEMOCTH C MPHUMEHEHUEM
COOTBETCTBYIOIIMX METOJIOB, C IMOJYYEHHUEM pe3yJbTaTOB HM3MEPEHUH M CBS3aHHBIX C HUMHU
3aperucTpUPOBAHHBIX 3HAUCHUN HEONPEeIEHHOCTH U3MEPEHUIA;

€) MperoCTaBIICHUs JIaOOpATOPUSIMHU, PEATHU3YIOUIUMHU OAWH WJIM HECKOJIbKO 3TaloB B LIEMHU
MPOCIIEKUBAEMOCTH, JOKA3aTENbCTB TEXHUYECKON KOMIIETEHTHOCTH.

A.2.2 Cucremarnyeckasi MOTPEITHOCTh (MHOTJa Ha3blBaeMasi CMEIEHUEM) KaTuOpOBAaHHOTO
00Opy/OBaHUSl YYUTHIBAETCS MPU PACHPOCTPAHEHUU METPOJIOTMYECKOM MPOCIeKUBAEMOCTH Ha
pe3yNbTaThl U3MEPECHHM, MOTYYCHHBIE B JIabopaTopuu. CyIIecTBYIOT pa3iMYHbIC MEXaHU3MBI IS
y4yeTa CHUCTEMAaTUYECKOW TMOTrPEIIHOCTH HW3MEPEHUU MPU PaACIPOCTPAHEHUU METPOJIOTHUYECKON
MIPOCIIEKUBAEMOCTH.

A.2.3 JIns pacnpocTpaHEHUS METPOJOTMYECKONW MPOCIIEKUBAEMOCTH HMHOTAA IPUMEHSIOT
3TaJIOHBI, UH(OPMAIMsI O KOTOPBIX, MPEAOCTABICHHAs KOMIIETEHTHOW J1a0OpaTOpHel, CONEPHKHT
TOJIBKO 3asiBJICHHE O COOTBETCTBHM crenudukanuu (0e3 yka3aHus pe3yIbTaTOB U3MEpEHUH Hu
3HA4EeHUI HEONPEAEICHHOCTH, CBSI3aHHbIX ¢ HUMN). Peann3anus naHHOro noaxona, B COOTBETCTBUU
C KOTOpPBIM IIpeleNbHbIC 3HAYCHMs, yKa3aHHbIE B CHEeUU(UKALUAX, UCIOJIB3YIOTCS B KayecTBE
HCTOYHHKA HEOIPEJCIIEHHOCTH, 3aBUCUT OT:

- TPUMEHEHUS COOTBETCTBYIOLIETO IMpaBWJIa NPUHATUSA PEUIeHUH s YCTaHOBJICHUS
COOTBETCTBHUS;

BHumanwue! [lokymeHT B cuny He BcTynun BHumanue! [lokymeHT odumumansHo nsgaH. Cm. "Cratyc” BHumanue! O nopsigke npymeHeHust
LOKyMeHTa cM. apribik "Mpyumeyanns” [JJokyMeHT NpMBOAUTCS C TEKCTOM
UNC «TexakcnepT: 6 nokoneHue» MIHTpaHeT



FOCT ISO/IEC 17025-2019 O6wwime TpeboBaHMS K KOMNETEHTHOCTU UCMbITATENMbHbIX U KanMbOpPOBOYHLIX NabopaTopui
IMpumersiemes ¢ 01.09.2019. 3amerHsem FOCT UCO/MIK 17025-2009
CrtpaHuua 34

- TIOCIICYIONIIETO ydeTa YKa3aHHBIX B CHENMU(UKAIUAX MPEACIbHBIX 3HAYCHUN B OOJDKETE
HEOMPeAeIEHHOCTH MTOCPEACTBOM TEXHUYECKH 0OOCHOBAHHOTO CIIOCO0A.

TexHuueckoe 0OOCHOBaHME JTAHHOTO MOJAXO/a 3aKIOYAETCS B TOM, YTO INPH 3asBICHUU O
COOTBETCTBUM CIEHU(PHUKALMKM ONpEAEsIeTcs HMHTEpBaJll U3MEPEHHBIX 3HAYCHWH, B Ipeaenax
KOTOPOro mpu 3aJaHHOM YPOBHC HOBCPUA IMPCATIOIIOKUTCIBHO HAXOAUTCA UCTUHHOC 3HAUCHUC, U
OpU 3TOM paccMaTpUBaeTCsl Kak J000€ CMEIIeHWe OT MCTUHHOIO 3HaueHus, TaKk H
HEOIIPENEICHHOCTb U3MEPEHUN.

Ilpumep - Ilpumenenue 2upv ¢ npuceoenHnvim coziacno mpeoosanuam OIML R 111
KJ1accom mouHocmu 014 KaaubposeKu 6ecoe.

A.3 leMOHCTpanusi MeTPOJOTHYECKOM MPOCIeKUBAEMOCTH

A.3.1 Jlabopatopuu HECYT OTBETCTBEHHOCTh 3a YCTAHOBJICGHHE METPOJOTHUECKOU
MMPOCJIICIKUBACMOCTHU B COOTBETCTBUHA C HaCTOALIINM CTaHAApTOM. MeTpOHOFI/I‘-IGCKyIO
MPOCJEKUBAEMOCTh 00ECIEUNBAIOT PE3yIbTaThl KAIUOPOBKH, IMpPEICTaBICHHbIE JTaOOPaTOPHUIMH,
COOTBETCTBYIOIINMU HACTOALLIEMY CTaHOapTy. CeprudunupoBaHHbIe 3HAYCHUSA
cepTU(ULIMPOBAHHBIX CTAHIAPTHBIX O00pa3LOB, MPEICTABICHHBIX MMOCTABIIMKAMH CTaHIAPTHBIX
o0Opa3ioB, cooTBeTcTByromue tpeboBanusMm I[SO 17034, obecrneuynBalOT METPOIOTHUUYECKYIO
MPOCIeKNBAEMOCTh. CyIIECTBYIOT pa3IMYHbIE CLIOCOOBI JEMOHCTPALUK COOTBETCTBUS HACTOAILLEMY
CTaHJIAPTY: MPU3HAHUE TPEThEH CTOPOHOH (TaKOH, Kak OpraH Mo aKKPEIUTAIIUH), BHEITHSS OI[eHKa
3aKa3zynMKkaMu WM camoolieHka. K croco0am, MpUHATHIM Ha MEXIYHAPOJIHOM YPOBHE, OTHOCAT (HO
HE OTPAaHUYUBAIOTCS ITUM) CIEAYIOIIHE:

a) KaTMOpOBOYHBIE W W3MEPHUTEIbHBIE BO3MOXXHOCTH, OO€CleYMBacMble HAI[MOHAIHLHBIMU
METPOJIOTMYECKUMH WHCTUTYTaMU M Ha3HAYEHHBIMH WHCTUTYTaMH, KOTOpbIE OBLIM MOABEPTHYTHI
COOTBETCTBYIOIIMM TIPOLIECCaM TMAPUTETHOM OIEHKU. Takas MmapUTEeTHas OLICHKAa IMPOBOJIUTCS B
pamkax CIPM MRA (Cornamenue 0 B3aMMHOM TPU3HAHHUH, MOATOTOBICHHOEC MeEXTyHApPOIHBIM
KOMUTETOM Mep U BecoB). C BuaaMu yciyr, Ha KoTopble pacnpocrtpansercs aelictsue CIPM MRA,
MOHO o3HakoMuUThcs B mpmwioxenun C BIPM KCDB (6a3s1 1aHHBIX TIO KJIIOYEBBIM CITMYCHHSIM,
chopMupoBaHHON MeEXIyHApOJAHBEIM OIOPO MEp U BECOB), TIJI€ COJCPKHUTCS MOApoOHas
nH(popMalKsg O JAMUara3oHaX U HEOMPEJEIIEHHOCTH M3MEPEHHMM A KaKI0M U3 MepedyHCIIEHHBIX B
HEM YCIYT;

b) kamuOpOBOUHBIE W W3MEPHUTEIbHBIE BO3MOXKHOCTH, KOTOPBIC TOJITBEPKICHBI MPH
AKKpEIUTAIlMM B OpraHe IO AaKKpeAWTalluHh, YIMOJHOMOYEHHOM B paMkax coryamenuss [LAC
(MexayHapoqHOE€ COTPYIHHUYECTBO TIO aKKPEIUTAIMH J1a0OpaTopuii) WIH PEerHOHAIbHBIX
cornamenuii, mnpu3HaBaeMbix ILAC, o0OmamaroT  MOATBEPKIACHHOW  METPOJIOTHYECKOM
npociexuBaeMoctbio. CBeneHuss 00 00JacTH aKKpeAWTAlMM KaauOpOBOYHBIX JabopaTopuid
SBIIAIOTCSL OOILIEAOCTYITHBIMH M MOTYT OBITh 3alpoOIIE€Hbl y COOTBETCTBYIOUIMX OPraHOB IO
aKKpeaAUTaILiH.

A.3.2 Cosmectnas aexnapauuss BIPM, OIML (MexnyHapogHOH OpraHM3aldd IO
3akoHoaarensHol Merposiorun), ILAC u ISO o Merpomorndeckoil mpoCcae)kKMBA€MOCTH COJIEPKUT
CTelMaNbHbIE YKa3aHHs MO0 00ECNEUYEeHUI0 MEXAYHApOJHOTO MPU3HAHUS IIETIH METPOJIOTHYECKON
MIPOCIIEKUBAEMOCTH.

[Tpunoxenue B
(cnpaBouHOE)

BapI/IaHTbI CHUCTEMbI MCHC/I’KMECHTA
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B.1 Pacmupenue mpuMeHEHHUsI CHCTEM MEHEIKMEHTa B I1€JIOM YBEIMYUJIO MOTPEOHOCTHh B
MOJTBEPKIECHUN TOT0, 4TO JabopaTOpuM MOTYT obOecreunBaTh (YHKIMOHHPOBAHUE CHCTEMBI
MEHe/KMeHTa, cooTBercTByromern u ISO 9001, m Hactosmemy cranmapty. Takum oOpaszom,
HACTOSIIMK CcTaHAapT oOecreyrBaeT [Ba BapHaHTa TPeOOBaHUN, OTHOCSIIUXCA K peau3aliu
CUCTEMbI MEHEKMEHTA.

B.2 Bapuant A (cMm. 8.1.2) nmepeuyuncisier MUHUMaIbHbIE TPEOOBaHUS K BHEPEHUIO CHCTEMBI
MEHe)KMEHTa B JJabopaTopui. BHUMaHue ObLIO ylIEIeHO TOMY, YTOOBI BKIIOUHUTH BCE TpeOOBaHMUS
ISO 9001, wumeromue OTHOIIEHHWE K 00JacTsIM Ja0OpaTOPHOW MAESITEIbHOCTH, HAa KOTOPHIC
pacmpocTpaHseTcsi CUCTeMa MeHepKMeHTa. JlabopaTopuu, KOTOpbIe COOTBETCTBYIOT TPEOOBAHUSIM
ISO/IEC 17025 (pa3nensl 4-7) 1 BHEAPSAIOT BapuaHT A pazjena 8, TakuM oOpa3oM, Takxke OyayT B
LIEJIOM JIEWCTBOBATh B COOTBETCTBUU ¢ nmpuHiunamu [SO 9001.

B.3 Bapuant B (cM. 8.1.3) mo3Boisier maboparopusiM CO3/1aBaTh M MOIICPKUBATH CUCTEMY
MEHEKMEHTa B COOTBETCTBUU ¢ TpeboBaHusiMu ISO 9001 Takum oOpa3zoM, uToObI 0O€cTIeunBaTh U
J€MOHCTPHPOBATh MOCTOSIHHOE BBITIOJHEHUE TpeOoBaHui paszzaenoB 4-7. Jlaboparopuu, KOTOpbIE
MPUMEHSIOT BapuaHT B pazgena 8, Oymyr Ttakke paborate B coorBerctBuu ¢ [SO 9001.
CootBerctBue TpeboBanusM ISO 9001 cucrembl MEHEIKMEHTa, B paMKaXx KOTOpOH
(GYyHKIMOHUpYET J1abopaTopusi, HE SBIAETCS camMoO IO cebe JEMOHCTpPAlMEe KOMIETEHTHOCTH
1a0opaTopuy B OTHOIICHUH IPEJOCTABICHUS TEXHUYECKH JOCTOBEPHBIX JAHHBIX U PE3yJIbTaTOB.
D10 TpeOOBaHUE PEANTH3YETCS Yepe3 COOTBETCTBUE pasnenam 4-7.

B.4 O6a BapmanTa TmpeAnoyaraloT JOCTHXKEHHE TOTO K€ pe3yibTaTa B IpoIecce
(YHKIIMOHMPOBAHUS CHCTEMBl MEHEPKMEHTA U COOTBETCTBHS TPeOOBAHUAM pazesioB 4-7.

[Ipumeuanne - JIOKyMEHTBI, MJAaHHBIE M 3alUCH SBJSIOTCA COCTaBHBIMU  4YaCTSAMU
nokymeHTupoBanHoi uHpopmaruu B [ISO 9001 u npyrux craHgapTax mo CHCTeMaM MEHEKMEHTA.
VYnpasiieHue JOKyMEHTaMu paccMaTpuBaeTcs B 8.3. YpaBieHue 3anucsIMU paccMaTpuBaercs B 8.4
u 7.5. VYmpaBneHue [aHHBIMH, KOTOpPBIE OTHOCATCS K J1aOOpaTOpHON  NIEeATEITHLHOCTH,
paccmarpuBaercs B 7.11.

B.5 Ha pucynke B.l moka3an nmpumep BapHaHTa CXEMaTHYECKOTO MPEACTaBICHUs pabounx
IIPOLIECCOB J1a0OPAaTOPHH, KaK OMMCAHO B pasnene 7.
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Pucynok B.1 - Bapuant cxemaTHueckoro npecTaBieHus padoynx IpoleccoB JadopaTopun
[Tpunoxenue JJA
(ctipaBOUHOE)

CBeHeHI/Iﬂ 0 COOTBETCTBUMU CCHIJIOYHBIX MEKAYHAPOAHBIX CTAHAAPTOB

MEKIOCy1apCTBEHHBIM CTAHAAPTAM
Tabnuna JIA.1

O003HaueHNE CCBUIOYHOTO Crenenn O003HaueHNEe 1 HAUMEHOBAHUE
MEXIyHApOIHOTO COOTBETCTBHUA COOTBETCTBYIOIIETO MEXIOCYAapPCTBEHHOTO
CTaHJapTa CTaHIapTa
ISO/IEC Guide 99 - *
ISO/IEC 17000 IDT T'OCT ISO/IEC 17000-2012 "Ormenka
cootBeTcTBUs. CroBaph 1 00IIMe TPUHIHUIIB"

* COOTBETCTBYIOIINI MEKIOCYAapCTBEHHBIN CTaHIAPT OTCYTCTBYET. Jl0 ero npuHsTHs
PEKOMEHYETCSI HCIIONIB30BATh IIEPEBOJI HA PYCCKUH SA3BIK JAHHOTO MEKYHAPOIHOTO
CTaHIapTa.

[Tpumeuanue - B HacTosiel TabmuIe UCIOIB30BAHO CIEAYIOIIEE YCIOBHOE 0003HAYCHE
CTENEHU COOTBETCTBUS CTAaHAAPTA:

- IDT - uaeHTUYHbIN CTaHAPT.
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bubanorpadus

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

(TouHocTh (IPaBUIBHOCTH U MPEUHU3UOHHOCTH) METOJIOB U PE3yJIbTaTOB
n3mepennii. Yacts 1. OCHOBHBIE TIOJIOKCHUS M OTIPEICIICHHS )

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

(TounocTh (NMPaBUIBLHOCTH M MPEIU3UOHHOCTH) METOJIOB U PE3YyJIbTAaTOB
n3MepeHuil. Yacte 2. OCHOBHOW METOJ| ONPEEIICHUS IOBTOPSIEMOCTH U
BOCIPOM3BOANMOCTH CTaHJAPTHOTO METOa U3MEPEHUH)

ISO 5725-3 Accuracy (trueness and precision) of measurement methods and results -
Part 3: Intermediate measures of the precision of a standard
measurement method

(TounocTh (IPaBUIBHOCTH U MPEUHU3UOHHOCTH) METOJIOB U PE3yJIbTaTOB
m3Mepenuii. Yacte 3. I[IpomexyTouHbIe MOKA3aTeNd MPEIU3MOHHOCTH
CTaHJapPTHOI'O0 METOJa U3MEPEHUI )

ISO 5725-4 Accuracy (trueness and precision) of measurement methods and results -
Part 4: Basic methods for the determination of the trueness of a standard
measurement method

(TounocTh (IPaBUIBHOCTH U MPELU3UOHHOCTH) METOJIOB U PE3yJIbTaTOB
m3Mepenuil. Yacte 4. OCHOBHBIE METOJbI ONPENEICHUST TPAaBUIBHOCTH
CTaHJApPTHOI'O METOJa U3MEPEHUN )

ISO 5725-6 Accuracy (trueness and precision) of measurement methods and results -
Part 6: Use in practice of accuracy values

(TounocTh (IMPaBUIBLHOCTH M MPEINU3UOHHOCTH) METOJIOB U PE3yIbTAaTOB
u3mepennit. Yacts 6. Mcnionb3oBaHue 3HAaUEHHU TOYHOCTH HA MPAKTHKE)

ISO 9000 Quality management systems - Fundamentals and vocabulary
(Cucrembl MeHeKMEHTa KauecTBa. OCHOBHBIE TIOJIOKEHUS U CJIOBAPD)
ISO 9001 Quality management systems - Requirements
(Cucrembl MeHeDKMEHTa KauecTBa. TpeboBaHmMs)

ISO 10012 Measurement management systems - Requirements for measurement
processes and measuring equipment

(CucreMbl MEHEIDKMEHTAa W3MepeHui. TpeboBaHUsS K Mpoleccam
U3MEPEHUH U U3MEPUTEILHOMY 000pYI0BaHHIO)
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ISO/IEC 12207 Systems and software engineering - Software life cycle processes

(Mudopmanmionnsie  TexHOJOruH. IIporecchl KU3HEHHOTO IIHKIIA
MIPOTPaMMHBIX CPECTB)

ISO 15189 Medical laboratories - Requirements for quality and competence

(MemunuHackue gabopatopun. CrieruanbHble TPEOOBaHHS K Ka4eCTBY U
KOMIIETEHTHOCTH )

ISO 15194 In vitro diagnostic medical devices - Measurement of quantities in
samples of biological origin - Requirements for certified reference
materials and the content of supporting documentation

(MemumuHckue wu3fenus IS in  vitro-auarHocTuku. 3mepeHue
BEJIMYMH B 00pas3iax OMOJIOTMYECKOTO MPOMCXOXKACHUSA. TpeOoBaHMs K
aTTECTOBAaHHBIM CTaHIapTHBIM oOpa3siam u COJIEP>KaHUIO
COITPOBOIUTENILHON JOKYMEHTAIIHH)

ISO/IEC 17011 Conformity assessment - Requirements for accreditation bodies
accrediting conformity assessment bodies

(Omenka coorBerctBusi. OOmme TpeboBaHWUA K oOpraHam IO
AKKpEIUTAIH OPTaHOB IO OLIEHKE COOTBETCTBUS)

ISO/IEC 17020 Conformity assessment - Requirements for the operation of various
types of bodies performing inspection

(Onenka cootBercTBusa. OOmme TpeOoBaHMs K padboOTe pa3IUYHBIX
TUIIOB OPTaHOB, TPOBOJIAIIUX UHCIIEKIIUH )

ISO/IEC 17021-1  Conformity assessment - Requirements for bodies providing audit and
certification of management systems - Part 1: Requirements

(Ouenka coorBercTBusi. TpeboBaHMs K OpraHaM, MPOBOASAIINM ayIUT U
ceprudukanmio cucrem MeHemkmenTa. Yacts 1. TpeboBanus)

ISO 17034 General requirements for the competence of reference material
producers

(Obmue TpeboBaHUST K KOMIIETCHIIMM TIPOU3BOAMTEIICH HSTATIOHHBIX
MaTepuaioB)

ISO/IEC 17043 Conformity assessment - General requirements for proficiency testing

(Ouenka coorBercTBUs. OCHOBHBIE TpeOOBaHUS K IPOBEACHUIO
MIPOBEPKHU KBATH(PUKAIIIH )

ISO/IEC 17065 Conformity assessment - Requirements for bodies certifying products,
processes and services

(Ouenka coorBercTBUs. TpeOoBaHMsS K OpraHaMm IO CepTH(PHUKAIMU
HPOTYKIIUH, IPOLIECCOB U YCIIYT)

ISO 17511 In vitro diagnostic medical devices - Measurement of quantities in
biological samples - Metrological traceability of values assigned to
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calibrators and control materials

(U3nenusa MeauuMHCKUE UL TUArHOCTUKY in vitro. i3MepeHue BennuuH
B Ownonormyeckux mpobax. Merposornueckas MpPOCICKHBAEMOCTD
3HaYeHUH, MPUMHUCAHHBIX KaTUOpaTopaM 1 KOHTPOJIBHBIM MaTepHajam)

ISO 19011 Guidelines for auditing management systems
(PykoBopsiimue yka3zaHus 10 ayJIUTy CUCTEM MEHEIDKMEHTA)

ISO 21748 Guidance for the use of repeatability, reproducibility and trueness
estimates in measurement uncertainty evaluation

(Cratuctrueckue MeTOIbl. PyKOBOJICTBO IO WCIIOJIE30BAaHHIO OIEHOK
MMOBTOPACMOCTHU, BOCHPOU3BOAUMOCTH W IMPABUIBHOCTU IIPHU OIICHKC
HEONPEICTCHHOCTH U3MEPEHU )

ISO 31000 Risk management - Guidelines
(MenemxMeHT puckoB. PykoBossiue yka3aHus)
ISO Guide 30 Reference materials - Selected terms and definitions

(CrangaptHble 00pa3ubl. TepMHHBI M OINpEesieHUs], HCIOJIb3yeMble B
00J1aCTH CTaHJAPTHBIX 00Pa3IIOB)

ISO Guide 31 Reference materials - Contents of certificates, labels and accompanying
documentation

(Crangaptablie oOpasubl. ConepxaHue cepTU(UKATOB (IACIIOPTOB) U
STHUKETOK)

ISO Guide 33 Reference materials - Good practice in using reference materials

(CranmapTHble 00pasmbl. YCTAaHOBHBIIASCSA MPAKTHKA TPHUMEHCHUS
CTaH/IApPTHBIX 00Pa3IIOB)

ISO Guide 35 Reference materials - Guidance for characterization and assessment of
homogeneity and stability

(Cranmaptasie  oOpasupbl. OOIMEe ©  CTAaTUCTUYECKHUE TMPUHIIMITHI
ceprudukanyy (aTTecTalun))

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

(PykoBOACTBO 1O BHYTpHIA0OPATOPHOMY HW3TOTOBIICHHIO MAaTEPUATIOB
1utst KoHTpons kadectBa (MKK))

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

(Heompenenennocts u3mepenuii. Yacts 3. PyKoBOICTBO MO BBIPAKEHUIO
HEONPEIeTICHHOCTH U3MEPEHUS)

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

(Heompenenennocts u3Mepenwmii. Yacte 4. Ponb HeompeaeneHHOCTH
U3MEpPEHUS B OLIEHKE COOTBETCTBUS)

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

(HOFpeLHHOCTB HU3MCPCHUA IMPU OLCHKC COTMTaCOBAHHOCTU ACATCIbHOCTH
B DJIEKTPOTEXHUYECKOM CEKTOPE)

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

(CoBmectnass pmexmapammsi BIPM, OIML, ILAC wu ISO o0 MeTpoJIOrH4ecKOi
npociexuBaemoctu, 2011)

ILAC International Laboratory Accreditation Cooperation 3)

(MexxnyHapoiHast OpraHu3aIis 1Mo aKKpeIuTaluu JadopaTopuid)

(VIML), International vocabulary of terms in legal metrology, 2013
OIML V1:2013

(MexxnyHapoAHbBI  clOBapb  TEPMHHOB IO  3aKOHOJATENbHOU
metposiorun, 2013)

JCGM 106:2012 Evaluation of measurement data - The role of measurement uncertainty
in conformity assessment

(OuennBaHue JaHHBIX M3MEpeHUH. Pojb HeonpeaeIeHHOCTH U3MEPEHNUs
B OIIEHKE COOTBETCTBUS)

EEE/RM/062rev3, Eurachem® The Selection and Use of Reference Materials
(Bw100p ¥ HCTIONB30BAaHUE ITATOHHBIX MAaTEPUATIOB)
BIPM SI Brochure 3 : The International System of Units (SI)

(bpourtopa CU: Mexnaynaponnas cucrema enunuil (CH), BIPM)

2) http://www.bipm.org/utils/common/pdf/BIPM-OIML-ILAC-ISO joint declaration 2011.p
df

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

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

(Hymepanusi CHOCOK MpuBe/ieHa 10 OPUTHHAITY.)
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