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NMpeaucnosue

[lenn, OCHOBHBIC TPHUHIUIIBI W OOINME TpaBUia MPOBEICHUS PaOOT MO MEKIOCYIapCTBCHHON
cranaaptuzanuu ycranosieHol 'OCT 1.0 "MexrocynapcTBeHHas cucrema cranaaptuzanui. OCHOBHbIE
nonoxxkenua" wu  I['OCT 1.2 "MexrocygapcTBeHHass cucreMa cra”paprusanuu. CraHgapTsl
MEXTOCYJapCTBEHHBIE, MpaBUjla U PEKOMEHAAINH 110 MEXTOCYAapCTBEHHOM cranmaptuzanuu. [IpaBuna
pa3paboTKH, MPUHATHS, OOHOBJICHUS U OTMEHBI"

CBeneHuA o cTaHaa pTe

1 TIOAI'OTOBJIEH  PecnyOnukaHCKMM — YHUTapHbIM  mpenmpustueM  "benopycckuii
rocygapctBeHHbIM 1ieHTp akkpenutauuu" (['ocymapcrBennoe mpeanpusitue "BI'TIA") Ha ocHOBe
COOCTBEHHOTO MEPEBO/IAa HA PYCCKUIL SI3bIK AHTJIOA3BIYHON BEPCUU CTaHAAPTA, YKA3aHHOTO B ITyHKTE 4

2 BHECEH T'ocynapcTBeHHBIM KOMUTETOM 10 cTaHaapTusanuu Pecnyonuku bemapych

3 ITPUHAT MexrocynapcTBEHHBIM COBETOM [0 CTaHJApTU3ALMH, METPOJIOTHU U CepTH(PUKALUU
(mpotoxou ot 28 utonst 2019 r. N 55)

3a MPUHATHC ITPOTr0JIOCOBAJIN:

Kparkoe nHanmenosanue | Kox crpanst mo MK CoxpallleHHOe HaUMEHOBaHNE
ctpansl no MK (MCO (MCO 3166) 004-97 HAI[MOHAJILHOTO OpraHa 1o
3166) 004-97 CTaHJapTU3aLUU
Apmenus AM MunskoHOMuKHN PecriyOnnku ApmeHus
benapycs BY ['occranpapt Pecnyonuku benapyce
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Kazaxcran KZ I'occranpapt Pecniybnuku Kazaxcran
Kupruzus KG Keipreizcrangapt

Poccus RU Poccrannapr

TamxukucTadn TJ TamxukcTanaapT

V36exucran uz VY3cranpapt

4 Tlpukazom denepanbHOr0 areHTCTBA MO TEXHUYECKOMY PETyJHPOBAHUIO M METPOJIOTHU OT 15
utonist 2019 r. N 385-ct mexrocynapctBennsbiid cranaapt I'OCT ISO/IEC 17025-2019 BeneH B neiicTBue
B Ka4eCTBE HAIMOHAIBHOTO cTaHgapTa Poccuiickoit ®eneparuu ¢ 1 centsiops 2019 r.

5 Hacrosmuii crangapt uaeHTudeH MmexayHapoaHoMy cranaapty ISO/IEC 17025:2017 "OO6mue
TpeOOBaHUS K KOMIIETEHTHOCTH HCIBITaTeIbHBIX W KanuOpoBouHbIX Jsabopatopuii  ("General
requirements for the competence of testing and calibration laboratories™, IDT).

B Hacrosiiem craHmapTe CIoBO customer NMepeBeCHO Kak "3aka3uuK' M MPUMEHSETCS B Ka4eCTBE
olHOTrO W3 3HaueHuit tepmuHa "morpedurens" (cm. [OCT P MUCO 9000-2015, nynkr 3.2.4; CTb ISO
9000-2015, myHkt 3.2.4), MOCKONIBbKY, KaK MPaBUjIo, 1a00paTOpru B3aUMOJCHCTBYIOT HEMTOCPEACTBEHHO C
3aKa34MKOM YCIIYT TI0 MCIBITAHUSM U KAIHOPOBKE, a HE C KOHCUHBIM IOJIb30BareieM. Kpome Toro, B
MPAKTUKE OCYIICCTBICHHUS JIAOOPATOPHOU JEATEIHLHOCTH OOIICYIIOTPEOUTENBHBIM SIBISIETCS  CIIOBO
"3aKazuuk".

MexnyHapoaHblii  cTaHaapt paspaboran Komuterom mo omeHke coorBerctBusi (CASCO)
Me:xnyHaponHo#l opranu3anuu o cragaaprusanuu (1ISO).

HpI/I INPUMCHCHUUN HACTOALICTO CTaHAAapTa PEKOMCEHAYCTCA MUCIIOJIB30BATh BMECTO CCBUIOYHBIX
MCKAYHAPOAHBIX CTAHAAPTOB COOTBETCTBYIOIIUEC UM MCEKITOCYAAPCTBCHHBIC CTAaHAAPTHI, CBCACHHA O
KOTOPLBIX IMPUBCACHBI B JOITOJIHUTCIIBHOM MPUIIOKCHUN HA

6 BBAMEH I'OCT UCO/M3K 17025-2009

Wudpopmanus o BBeAEeHUU B JeilcTBUE (IpEKpallleHUH AEMCTBHSI) HACTOSIIEr0 CTaHaapTa U
U3MEHEHMH K HeMy Ha TEeppUTOPHM YKa3aHHBIX BBIIIE TOCYAAapCTB IYOJMKYETCS B YKazaTessx
HAIlMOHAJIbHBIX CTAHJAPTOB, M3/1aBAEMBIX B 3THUX TOCYJapCTBax, a Takke B ceTH VMHTepHeT Ha cailTax
COOTBETCTBYIOIMX HAIIMOHAJIBHBIX OPraHOB 10 CTaHJApTU3ALNH.

B cnyuae mepecMoTpa, M3MEHEHUS WJIM OTMEHBl HACTOSIIEr0 CTaHJapTa COOTBETCTBYIOIAS
nHpopmaiusa OyaeT onyoIuKoBaHa Ha OQHUIIMAIEHOM HHTEpHET-caliTe MeXXrocyaapCcTBEHHOTO COBETa IO
CTaHJapTU3AIUH, METPOJIOTUHU U cepTU(UKAINK B KaTajore "MexXrocy1apcTBeHHbIE CTaHAapThI"

B Poccuiickoit ®@exepanuu HACTOALIUN CTaHAAPT HE MOXKET OBITh MONHOCTHIO WU YaCTUYHO

BOCITPOM3BEJICH, THPAXKUPOBAH M PACTIPOCTPAHEH B Ka4eCTBE OQUIMAIBHOTO M3/IaHUs 0€3 pa3pelieHus
denepanbHOTO areHTCTBA MO0 TEXHUYECKOMY PETYJIMPOBAHUIO U METPOJIOTHHU

BBepeHue

Hacrosmuit crannapt pa3paboTaH ¢ LENbl0 YKPEeIUICHHs! 10Bepusl K JAeATeNIbHOCTH Jabopartopuil. B
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HACTOSIIEM CTaHAApPTE CONEpKaTcs TpeOOBaHUS K J1a00paTOpPUsM, BBHITIOJHEHUE KOTOPBIX MO3BOJIUT UM
MIPOJIEMOHCTPUPOBATh KOMIETEHTHOCTh U CIIOCOOHOCTh IOJIy4aTh JIOCTOBEPHBIC PE3YJIbTATHI.
JlaGopaTopun, KOTOpbIe COOTBETCTBYIOT TPEOOBAHUSAM HACTOSILIETO CTaHAAPTa, TAKKe OyAyT B LIEIOM
(YHKIIMOHUPOBATH B COOTBETCTBUU ¢ npuHIMIaMu [SO 9001.

CorynacHo TpeOOBaHUSIM HACTOSILErO CTaHjaapra JiabopaTopusi JOJDKHA IUIAHUPOBAaTh H
OCYLIECTBIATh JEHCTBHUA IO YHPABICHHUIO PHUCKAMU M BO3MOXKHOCTSIMM. YIIPaBIEHUE PHCKAMU MU
BO3MOXXHOCTSIMH CO3/1a€T OCHOBY /Il IIOBBILIEHMSI PE3YJbTaTUBHOCTU CHCTEMBl MEHEIKMEHTA,
JOCTHIKEHUS JIYUIIUX PE3yJIbTaTOB U INPENOTBpAILeHUs] HEraTUBHBIX MociencTBuil. Jlabopatopus Hecer
OTBETCTBEHHOCTh 3a TPUHATHE pEIICHUS O TOM, KakMe PHUCKHM M BO3MOXXHOCTH HEOOXOAUMO
paccMaTpuBaTh.

Mcnonp30BaHne HACTOSIIETO CTAaHAAPTA YIPOCTHUT COTPYAHUYECTBO MEXIY JIaOOpaToOpusMud H
IpYTMMU OpraHaMd U IOMOXeT B oOMeHe HH(OpMallell U ONbITOM, a TakKe B TapMOHHU3ALUU
cTaHfapToB W mnpoueayp. llpusHanue pe3ynbTaToB Ja0OpAaTOPHON NEATENBHOCTH MEXKIY CTpaHaMH
YIPOILAETCs, €CTIU J1a0OPaTOPHUH COOTBETCTBYIOT TPeOOBAHUSIM HACTOSILIETO CTaHAapTA.

B HacrosimeM crangapTe UCHOIB3YIOTCS CIIEAYIOUINE TIaroyibHbIe (POPMBI:

"moimkeH" - 0003Ha4YaeT TpebOBaHUE;

"cnepyer" - 0603HAYAET PEKOMEHIALIUIO;

"MoxeT" - 0003HaYaeT pa3pericHue;

"crrocobeH" - 0003HaYaeT BO3ZMOKHOCTb.

bonee nonpobuyro undopmaruio MmoxHo HailTu B JupextuBax ISO/IEC, vacts 2.

Jlis nenelt nccnenoBaHus MOJIb30BATENSIM PEKOMEHYETCSl IEIUThCS CBOUM BHJIEHUEM HACTOSIILETO
CTaHJapTa ¥ MPEUIOKEHUSIMH TI0 BHECEHHIO M3MEHEHMH B mocienyroume usfgaHus. YTtoObl MPUHATH
y4acTue B OHJIAH-0IIpOCE, HE00X0IMMO IIPOUTH 1o CCBUIKE:
https://www.surveymonkey.com/r/6MQ95ZC.

1 O6nacTb NnpMMeHeHuns

Hacrosimuit crannapt yctaHaBiauBaeT o0mue TpeOOBaHUS K KOMIETEHTHOCTH, O€CIIPUCTPACTHOCTH
U CTaOUIBbHOMY (PYHKIIMOHUPOBAHUIO Ja00paTOpUi.

Hacrosmmii CTaHAapT NPHUMEHUMM KO BCEM OpraHu3aluvsaM, 3aHUMArOIIUMCIA J1a6opaT0pH0171
ACATCIIBHOCTBIO, HE3aBUCUMO OT YMCJICHHOCTH IIE€pCOHAIA.

3aKka3uuku J1abOpaTOpHil, PperyJupyrolue OpraHbl, OpPraHU3alUUd U CXEMbl, HCIIOJIb3YIOIINe
MapUTETHYIO OLIEHKY, OpraHbl MO aKKpeAMTAllMW, a TaKXe IPyrHe CTOPOHBI MPUMEHSIOT HACTOSLIUI
CTaHJapT MPH MOATBEPKACHUU WU MIPU3HAHUN KOMIIETEHTHOCTH JIAOOPaTOPHiA.

2 HopmaTuBHbIe CCbINKK

HpI/I MNPUMCHCHUUN HACTOALICTO CTaHAApTa PCKOMCHAYCTCA MUCIIOJIB30BATh BMECTO CCBUIOYHBIX
MCKAYHAPOAHBIX CTAaHAAPTOB COOTBETCTBYIOIIHUE UM MEXKITOCYOAAPCTBCHHBIC CTaHAAPThI, CBCACHHUA O
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KOTOPLIX MPUBCACHLI B JOMMOJIHUTCIBHOM MPUIIOKCHUN I[A

ISO/IEC Guide 99, International vocabulary of metrology - Basic and general concepts and
associated terms (VIM) (MexayHapoaHblii cioBapb 1o MeTpoJjiorud. OCHOBHBIC U OOILIUE MOHITHS U
coorBercTBytomre TepMutsl (VIM))

ISO/IEC 17000, Conformity assessment - Vocabulary and general principles (Onenka
cootBeTcTBUs. Cl10Baph M OOIIME TPUHIIHITHI)

3 TepMuUHbI N onpeaeneHus

B nacrosimem crangapre npuMmenensl TepMuHbl 1o ISO/IEC Guide 99 u ISO/IEC 17000, a taxxe
CJIEYIOINE TEPMUHBI C COOTBETCTBYIOIIUMHU OTIPECIICHUSMHU.

ISO u IEC moanepxuBarOT TEPMHHOJOTUYECKHE Oa3bl JaHHBIX MJIsi MCIOJIb30BAaHUS B 00JACTH
CTaHAapTU3AIUH, KOTOPBIE IOCTYIHBI IO CIETYIOIIUM CChLUIKAM:

- onnaiiH-tardopma ISO ans moucka qoctymnHa mo cebuike: http://www.iso.org/obp;
- anektponeaus IEC: gocrymHa no ceeuike: http://www.electropedia.org/
3.1 GecnpuctpactHoCcTh (impartiality): Hanmudre 00beKTUBHOCTH.

[Tpumeuanue 1 - OOBEKTUBHOCTh O3HAYAET, YTO OTCYTCTBYIOT KOH(IMKTBI MHTEPECOB WJIM OHU
paspelialoTcs TakMM 00pa3oM, YTO HE OKa3blBalOT HEraTHBHOIO BIMSHUSA Ha IOCIEAYIOLIYIO
JeITeIbHOCTD JJaboparopuiu (3.6).

IIpumeuanune 2 - MMH TEpPMHHAMH, HCIIOJIb3YEMBIMHM IIPH IIepeade CYTH COCTaBIISIOLINX
b
0eCnpUCTPAaCTHOCTH, SIBISIOTCA "OTCYTCTBHE KOH(DIMKTOB HMHTEpecoB", "OTCYTCTBHE MpPEnB3sITOCTH",
"oTcyTcTBUE TpenyOexaeHuii", "HedTpanuter", "crnpaBeasUBOCTH", "OTKPHITOCTH", "OOBEKTUBHOCTH',
"oTcTpaHeHHOCTh" U "mapuTeT".

[MCTOYHUK: ISO/IEC 17021-1:2015, 3.2, u3meHeHo - B mpuMmedaHuu 1 cioBa "opraHa mo
ceprudukanuu” 3aMeHeHbl Ha "JabopaTopuu’, B MpuMeYaHUU 2 CJIOBO "HE3aBHCHUMOCTD' MCKIIOUEHO W3
CIHCKaA. |

3.2 xanoba (mperensusi) (complaint): BplpakeHue HEyAOBIETBOPEHHOCTH JIIOOBIM JIMIIOM WU
opraHuzanuell B OTHoOLIEHWH Jaboparopuu (3.6), Kacaromieecst IESTEIFHOCTH WM PE3yJIbTaTOB 3TON
n1a0opaTopHH, IO KOTOPOMY OKHMJAETCs OTBET.

[MCTOYHUK: ISO/IEC 17000:2004, 6.5, n3amMeHEeHO - ciioBa "B OTIMYME OT ameUIAIuH’ ObLIN
HCKJIIOUEHBI, a CJIoBa "OpraH IO OLIEHKE COOTBETCTBMSI WJIM OPraH IO aKKpeAWTAIMM, OTHOCSAIIMHCS K
JeSITEIbHOCTH ATOr0 opraHa’ ObUIM 3aMEHEHBI ciioBaMu "1abopaTopuu, Kacaromencs AesITeNbHOCTH WIN
pe3ynbTaToB 3TOM naboparopun".]

3.3 mexmnabopatopHoe ciudeHue (interlaboratory comparison): OpraHuzanus, BBITIOJHEHHUE H
OILICHUBAHHE W3MEPEHUI WM UCTIBITAHUI OJJHOTO U TOTO K€ MM HECKOJIbKHX MOIOOHBIX 00paslioB AByMS
i Oosee J1adopaTopus MU B COOTBETCTBUY C 3apaHee yCTAaHOBJICHHBIMU yCIOBUSMHU.

[MCTOYHUK: ISO/IEC 17043:2010, 3.4]
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3.4 BuyTpmmabopatopHoe ciudeHue (intralaboratory comparison): Opranuzaiysi, BBIIOJTHEHUE U
OLICHUBAaHHE W3MEPEHUI WJIM WCIBITAHWA OJHOTO W TOTO K€ WM HECKOJIIbKHX IOJO0OHBIX 00paslloB B
npezenax oxHou laboparopu (3.6) B COOTBETCTBUU C 3apaHee YCTAHOBICHHBIMU YCIIOBHSMHU.

3.5 mnposepka kBamudukamuu  (proficiency  testing):  OneHuBaHHE  XapaKTEPUCTUKH
(YHKIIMOHUPOBAHMSI ~ y4acTHMKA IO  3apaHee  yCTAaHOBJICHHBIM  KPHUTEPUSM  TIOCPEICTBOM
MekaabopaTopHbIX cindenuii (3.3).

[MCTOYHUK: ISO/IEC 17043:2010, 3.7, u3MeHEHO - yIaJIeHbl MPUMEYAHUS K ITYHKTY. |

3.6 naGopatopus (laboratory): OpraH, KOTOpBIi OCYIIECTBISECT OJWH WIA HECKOJIBKO U3
CIICAYIOIINX BUJIOB JIESATEILHOCTH:

- UCTIBITAHHUS;
- KaJTMOpOBKa;
- 0TOOp 00pa31OB, CBA3aHHBIN C MOCIETYIONIMMHU HCIIBITAHUSMH W KaTHOPOBKOM.

[Tpumeuanue 1 - B KOHTEKCTE HACTOSALIEr0 CTaHAapTa MOHATHE '1abopaTopHas NEATEIbHOCTH"
OTHOCHTCS K TPEM BBIIICYKa3aHHBIM BUAaM JISTEIHHOCTH.

3.7 mpaBuno npunsaTus peuienus (decision rule): IIpaBuiio, KOTOpoe OMHUCHIBAET, KAK YUUTHIBACTCS
HEOMPEACIICHHOCTh U3MEPEHUH MPU MPUHATHU PEIICHHS O COOTBETCTBUH YCTAHOBICHHOMY TPEOOBaHUIO.

3.8 Bepudukanus (verification): IlpemocraBneHne 0ObEKTUBHBIX CBUIETEILCTB TOTO, YTO JAHHBIN
O00BEKT COOTBETCTBYET YCTAHOBJICHHBIM TPEOOBAHUSIM.

[Tpumepsl

1 TlogTBepxkaeHNE TOTO, UTO JAHHBIN CTaHIAPTHBIN 00pasel] ABJISEeTCs, KaK 3asBJIEHO, OJHOPOIHBIM
U1l 3HAYEHUS BEJIMYUHBI U COOTBETCTBYIOIIEH METOAUKH U3MEPEHUH, BILIOTH /10 0Opa3ia maccoi 10 mr.

2 HOI[TBep)K,HeHI/Ie TOIr'0, YTO 3KCILTYAaTAllMOHHBIC XapaKTCPHUCTHUKU HSMepI/ITeJIBHOﬁ CUCTCMBI HJIU
3aKOHOAAaTCIIbHBIC Tpe6OBaHI/I${ K HeH CO6J'IIOI[CHLI.

3 [loaTBep:kieHNE TOTO, YTO MOXKET OBITh JOCTUTHYTA IIeJIeBasi HEONPEAEIEHHOCTh N3MEPEHUIA.
[Tpumeuanue 1 - Koraa npumeHnmMo, ciiefyeT yYUThIBaTh HEONPEAECIEHHOCTh N3MEPEHU.

[Tpumeuanue 2 - OObEKTOM MOXET OBITh, HAIpUMEp, MPOILIECC, METOIMKA U3MEpPEHUs, MaTepual,
BELIECTBO WJIM U3MEPUTENBHAS CUCTEMA.

[Tpumeuanue 3 - YcraHOBJIEHHbIE TPEOOBAaHUS MOTYT 3aKJIIOYaThCs, HApPUMEP, B COONIIOJACHUU
crienn (KA POU3BOUTEIIS.

IIpumeuanue 4 - B 3akoHOAATENIBHOM METPOJIOTHH, Kak 3T0 onpeneneHo B VIML, u npu onenke
COOTBETCTBUS B LIEJIOM BepU(UKALUSA OTHOCUTCS K MCCIEJOBAHUIO U KIEHMEHHIO W/WIM BblAAYe
CBUJIETENBCTBA O MIOBEPKE N3MEPUTEIBHON CHCTEMBI.

[Tpumeuanue 5 - [loBepky He cienyer nmyTaTh ¢ KanuOpoBkoil. He kaxnas Bepudukanus spisercs
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Banuaanuei (3.9).

[Tpumeuanue 6 - B xumuu Bepudukanus UISHTUYHOCTH pacCMaTPUBAEMOT0 00BEKTa WM peakluu
TpeOyeT OMUCAHUS CTPYKTYPbI UM CBOMCTB 3TOr0 00BEKTA MII PEaKIUH.

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

3.9 Bamumanus (validation): Bepubwukamus (3.8), mpu KOTOpO# yCTaHOBJIEHHBIE TpeOOBaHUS
CBSI3aHBI C MPEANOIAraeMbIM UCIIOJIE30BAHUEM.

HpHMep - MeTOI[I/IKa HU3MCPCHUA, OOBIYHO HCIIOJIBb3yeMas IJIs1 U3SMCPECHUA MacCoOBOM KOHIOCHTpalunu
a30Ta B BOJEC, MOXCT OBITH BaJIMAWPOBAaHA TAKXKC JIA U3MCPCHUA MacCOBOM KOHICHTpalu a3oTa B
CBIBOPOTKE KPOBH YCJIOBCKA.

[MCTOYHUK: ISO/IEC Guide 99:2007, 2.45]
4 O6wume TpeboBaHUA

4.1 BecnpucTpacTtHOCTb

4.1.1 JlabopatopHas JeSATENbHOCTh JIOJDKHA OCYILECTBISATHCS OECHpHUCTPACTHO, a TaKkxke
CTPYKTYPUPOBATHCS U YIPABISATHCS TAKUM 00pa3oM, 4T0ObI 0OecrieunBaTh OECIPUCTPACTHOCTb.

4.1.2 PykoBo1cTBO J1aOOpaTOPHH JIOJKHO MPUHSATH 00513aTENbCTBA MO 0ECIPUCTPACTHOCTH.

4.1.3 JlaGopaTopusi JODKHA HECTU OTBETCTBEHHOCTH 3a OECIPUCTPACTHOCTh CBOEH J1ab0paTOpHOI
JEATENIPHOCTH W HE JOJDKHA JOIYCKaTh KOMMEpuYecKoe, ()MHAHCOBOE WJIM WHOE JaBJICHHUE, CTaBsIIee
0ecrnpuCTPacCTHOCTD IO YyIPo3y.

4.1.4 JlaGopaTtopus IOJDKHA HICHTHU(DUIIUPOBATh PUCKU Ui CBOEH OECHPHUCTPACTHOCTH Ha
MTOCTOSTHHOM OCHOBE. DTO JIOJDKHO BKJIFOYATh PHCKH, KOTOPBIE BOSHUKAIOT B IIPOIECCE €€ JACATCILHOCTH, B
pe3ynbTaTte ee OTHOIIEHWH WM OTHOIIGHWH ee MepcoHanda. Bmecte ¢ TeM Takue OTHOIIEHUS He
00s13aTeIHHO MPECTABISAIOT COO0M PUCK JIJIsT OECTIPUCTPACTHOCTH JIA0OPATOPHH.

[Tpumeuanue - OTHOLIEHHS, KOTOpBIE YIPOXKAKOT OECIpPUCTPACTHOCTH J1abOpaTOpUu, MOTYT
OCHOBBIBaThCsl Ha IpaBe COOCTBEHHOCTH, YIPaBJIEHHM, PYKOBOJCTBE, IMEpCOHale, OOIIMX pecypcax,
¢uHaHCaX, J0roBOpax, MapKeTUHIe (BKJItOYas OpIHAMHI) U KOMHMCCHOHHBIX BBIIUIATAX WM Ha JPYTHX
BHUJIaX CTUMYJUPOBAHUS B OTHOIIIEHUH HOBBIX 3aKa3UMKOB U T.II.

4.1.5 Tlpu oOHapy)eHUU PHUCKa ISl OECIIPUCTPACTHOCTU JabopaTopus JOJDKHA OBITh B COCTOSTHUU
MIPOJIEMOHCTPHUPOBATH TO, KaK OHA YCTPAHSIET UM MUHUMHU3UPYET TaKOU PHCK.

4.2 KoHthmaeHUManbLHOCTb

4.2.1 JlaGopatopusi JOMKHA Ha OCHOBE IOPUJIMYECKH 3HAYMMBIX OOS3aTEIBCTB HECTH
OTBETCTBEHHOCTH 32 yIpaBJIeHUE Bcei nH(popMalien, oCTyNUBIIEeH U3BHE WK MOJTYYeHHOH B mpoliecce
BBITIOJTHEHUS J1ab0opaTopHOil JaesTenbHOCTH. JlabopaTtopus noikHa 3apaHee MH(GOPMHUPOBATH 3aKa3zuMKa
00 nH(popMaIK, KOTOPYI0 OHa HaMepeHa PasMEeCTUTh B CBOOOAHOM JocTyne. VckitoueHne cocTapisier
uH(popMalys, KOTopasi CTAHOBUTCS OOLIEJTOCTYIHON MO PElIeHUI0 3aKa3zyhKa JUO0O0 MO COrIacoBaHUIO
MEXIy JlabopaTopueil M 3aKa3uMKoM (HampuMep, € LEeNbI0 pearMpoBaHus Ha >kajoObl). Bes uHas
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uHpOpMaLUA CUHUTACTCA NPEACTABISAIOMEH KOMMEPUECKYI0 TailHy W JOJDKHA paccMaTpUBaThCs B
KayecTBe KOH(PUICHIIUATBHOM.

4.2.2 Ecnu B COOTBETCTBHH C 3aKOHOJATEILCTBOM HMJIM JOTOBOPHBIMU OTHOUICHUSIMH J1a00paTOPHS
JOJKHA PACKPbITh KOH(QUIEHIMAIbHYI0 MH(POPMALIMIO, OHA JOJDKHA YBEJAOMHTH 3aKa3zuMKa WM MHOE
3aWHTEPECOBAaHHOE JIMLO O PAcKpbhITOW WHPOpPMALMU, B CIOydae €CIM OSTO HE 3alperieHo
3aKOHOAATEIBCTBOM.

4.2.3 Hudopmamus o 3aka3zyuke, MOJTY4YEHHAss HE OT CaMOro 3aKa3uuka (Hampumep, JWIa,
HalpaBHUBLIETO JKanoly, pEryJupyOLIIMX OpraHoB), JOJDKHA OBITh KOH(MUACHIMATBHOW MEXIy
3aKa3unkoM M jabopaTtopueil. CBefeHus O MOCTaBIIMKE (MCTOYHUKE) 3TOM MH(GOpPMAIMU JOKHBI OBITh
KOH(GUACHIMATBHEIMU ISl Ja0OpaTOPUM M HE JOJDKHBI IEpelaBaThCsl €€ 3aKa3yuKy, €CIH 13TO He
COTJIACOBAHO C MCTOUYHUKOM JAHHOHM MH(OpMAIIHH.

424 HepCOHaJ'I, BKJIFOYas JIFOOBIX YWIEHOB KOMHUTETOB, IOAPAAYUKOB, IICPCOHAJI BHCIIHHUX OPraHOB
WJIN OTACIBHBIX JIUII, IleI\/JICTBYIOHII/IX OT UMCHH na60paTopm/1, JOJIKCH CO6JIIOI[21TI) KOH(l)I/IIIeHHI/IaJIBHOCTI)
BceH I/IH(I)OpMaL[I/II/I, HOHy‘IGHHOﬁ WM CO3JIaHHOM B XOJ€ BBINOJHEHUS J'Ia60paT0pH0ﬁ JACATCIIBHOCTH, 3a
HCKIIIOYCHHUEM CJIYHACB, IIPEAYCMOTPCHHBIX 3aKOHOAATCIILCTBOM.

5 TpeboBaHusA K CTPYKType

5.1 JIaboparopust JOIKHA OBITh FOPUAMYECKUM JIMLIOM WU MOAPA3AEICHUEM IOPUANYECKOrO JIUIIA,
KOTOPOE HECET IOPUANYECKYIO OTBETCTBEHHOCTD 32 €€ JIeSITeIbHOCTb.

[Tpumeuanue - [y menell HACTOSIIErO CTaHIapTa MPABUTEIBCTBEHHAS JIA0OPATOPHUS CUUTACTCS
OPUJIMYECKHUM JIMLIOM Ha OCHOBE €€ ITPaBUTEIbLCTBEHHOIO CTaTyca.

5.2 Jlabopatopusi 10JDKHA ONPEICTUTh PYKOBOJICTBO, KOTOPOE HECET MOJHYI OTBETCTBEHHOCTD 3a
naboparopuro.

5.3 JIaGopaTtopus TOJKHA OMPEENIUTh U JOKYMEHTHPOBATH 00JacTh J1a00paTOpHOMl AesITeNbHOCTH,
MPU OCYIIECTBICHUU KOTOPOW OHA COOTBETCTBYET HacTosAlmeMy cTaHaapty. O0iactb, B OTHOIICHUU
KOTOpoil naboparopus 3asBISET O COOTBETCTBUM HACTOSIIEMY CTaHIApTy, HE JIOJDKHA BKIIOYATH
Ja00paTOPHYIO NIEATETLHOCTh, OCYIIECTBIISIEMYIO HA TOCTOSTHHOW OCHOBE BHEITHUMH MTOCTABITUKAMH.

5.4 JlaGoparopusi JAOJDKHA OCYILECTBIISATh CBOIO JEATENbHOCTh TaKMM 00pa3oM, UTOOBI
COOTBETCTBOBATh TPEOOBAHMSAM HACTOSIIETO CTAHJAPTa, CBOMX 3aKAa3YMKOB, PErYIMPYIOIIUX OPraHOB U
opraHuzainuii, obecnednBarOUMX MpuU3HaHUE. JlabopaTopus JOMKHA HECTH OTBETCTBEHHOCTh 3a
JESATEIIBHOCTh, OCYILECTBISIEMYI0 BO BCEX MECTaX €€ IIOCTOSHHOIO pPAa3sMEIICHHs, BHE MECT €€
MIOCTOSIHHOTO pa3MeIlleHHs], Ha BPEMEHHBIX MU MEePeIBUKHBIX TUIOIAISIX U Ha 00bEKTaxX 3aKa3unKa.

5.5 JIaGopatopust JoJKHA:

a) OMNpeNeNuTh OPTaHW3AlMOHHYI0O U YIPaBIECHYECKYIO CTPYKTYpy jaboparopuu, €€ MecTo B
TOJIOBHOM OpTaHM3aIlMi M B3aUMOCBSI3H MEXIY YIIPABICHUSCKUMH, TEXHHYSCKAUMHU U BCITOMOTATEeIbHBIMH
ciyx0amu;

b) yCTaHOBHUTH OTBETCTBEHHOCTD, MMOJTHOMOYHS U B3aUMOOTHOIIICHUS BCEX COTPYIHUKOB, 3aHSTHIX B
yIpPaBICHUH, BHINOTHEHUH WU TPOBEpPKE paboOT, BIUAIIIUX HA pPe3ydbTaThl J1a0OpaTOPHOM
JIeITEITLHOCTH;
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C) JTOKYMEHTHPOBATh CBOM MPOILEIyphl B 00BEME, HEOOXOAUMOM ISl 00eCIeueHUs] CTa0MIBbHOTO
OCYIIECTBIICHHSI CBOCH JCSATEIBHOCTH U JIOCTOBEPHOCTH PE3YIbTATOB.

5.6 JlaGoparopusi T0JKHA UMETh TIEPCOHA, KOTOPBINA, HE3aBUCUMO OT IPYTUX 00S3aHHOCTEH, UMeeT
MIOJTHOMOYHS M PECYPCHI, HEOOXOIUMBIE JUTSI BBITIOJTHEHUS! CBOMX 00s3aHHOCTEH, B TOM YHUCIIE:

a) BHCAPCHUC, TOAACPIKAaHNEC U COBCPUICHCTBOBAHUC CUCTCMbI MCHCIIPDKMCHTA,

b) BbISBIICHHE OTKJIOHEHHH OT CHCTEMbl MEHEDKMEHTa WM OT MPOLEAYp sl OCYIICCTBICHUS
1abopaToOpHOH NeATeIHHOCTH;

C) HHUIUHUPOBAHUE MEP I10 MPECAOTBPAINCHHUIO NJIM MUHUMH3allul TaKUX OTKHOHGHHP'I;

d) mnpencraBieHHe PYKOBOJACTBY Ja0OpPaTOPHH OTYETOB O (YHKIMOHHPOBAHHH CHUCTEMBI
MEHEPKMEHTAa U HEOOXOIUMOCTH €€ yITy4IICHHUS,

€) obecrnieueHue pe3yJbTaTUBHOCTH JTA0OPATOPHOM JESATEIHHOCTH.
5.7 PykoBoACTBO 1a00paTOpUU AOKHO OOECTIEUUTh:

a) oOMeH wuHpoOpMAIME O Pe3yJbTaTUBHOCTH CHCTEMBl MEHEDKMEHTa ¥  BaXXHOCTHU
yIIOBJIETBOPEHHUs TPEOOBAaHUH 3aKa34UKOB U APYTUX TPEOOBAHMUIA;

b) COXPAaHCHUC LCIIOCTHOCTU CUCTEMBI MCHCIPKMCHTA IPU IIJIAHUPOBAHUH 1 BHCCCHUU N3MEHEHHH B
HEC.

6 TpeboBaHus K pecypcam

6.1 O6wume TpeboBaHuA

JlaGoparopus nofKHa pacrojaraTh NEpCOHATIOM, NMOMEIIEHUsIMU, 000pyIOBaHUEM, CUCTEMAMHU U
BCIIOMOTAaTENbHBIMH CITY>KOaMH, HEOOXOIUMBIMU IS YIIPABIEHUS J1Ta00paTOPHOU AESITENbHOCTBIO U IS
€€ OCYILECTBICHHUS.

6.2 MNepcoHan

6.2.1 Bech mepconan nabopaTopuu, Kak IOCTOSHHBIN, TaK M INPUBJIEKAeMbI, KOTOPBHI MOXET
MOBJIMSTH Ha JAEATEIbHOCTh J1a00paTOpUH, TOJKEH IEHCTBOBAaTh OECIPUCTPACTHO, ObITh KOMIIETEHTHBIM
U JI0JDKEeH paboTaTh B COOTBETCTBUU C CUCTEMOM MEHEKMEHTA JJabopaTOpUH.

6.2.2 JlaGopaTopusi NOJKHA JIOKYMEHTHPOBATh TpPeOOBaHMSI K KOMIIETEHTHOCTH TIE€pPCOHANa MJis
KaKI0W (YHKIUH, BIUSIONIEH HA pe3ylbTaThl 1a00paTOPHOM NEATENLHOCTH, B TOM YHUCIE TpeOOBaHUS K
oOpa3oBanuio, KBanupuKauu, MNpoPecCHOHAIBHOW MOATOTOBKE, TEXHWYECKUM 3HAHHUSIM, HaBBIKaM,
OTIBITY.

6.2.3 Jlabopatopus IOJDKHA TapaHTHPOBATh, YTO IEPCOHAT O0JIAJaeT KOMIICTCHTHOCTBIO ISt
BBITIOTHEHUS JIA0OPATOPHOM JESATENBHOCTH, 32 KOTOPYIO OH HECET OTBETCTBEHHOCTh, M HJISI OILICHKH
3HAYUMOCTH OTKJIOHEHUH.

6.2.4 PYKOBO,Z[CTBO J'I3.60paT0pI/II/I AOJDKHO JOBECTH O KaXXJ0ro COTpyAHHKa €ro O6$I33.HHOCTI/I,
OTBCTCTBECHHOCTH U ITOJTHOMOYMNA.
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6.2.5 JlaGopaTopus JOKHA UMETh MPOoLEAypY(bl) U BECTH 3aIlIUCH T10:
a) ONpEeJIEIeHUI0 TPeOOBAaHUM K KOMIIETEHTHOCTH;

b) moxbopy nepcoHana,

C) MOJIrOTOBKE [IEPCOHAA;

d) HabmoIeHUIO 32 IEPCOHAIIOM;

€) Ha/IeJICHUIO [IEPCOHAJIa ITOJIHOMOYHUSMU;

f) MOHUTOPHHTY KOMIIETEHTHOCTH TIEPCOHAIA.

6.2.6 JlabopaTopus JOJKHA YIOJHOMOYHTH IEPCOHAT Ha BBINOJHEHHE KOHKPETHOH JIabOpaToOpHOM
JESITENIbHOCTH, BKJIFOUas (HO HE OrpPaHUYMBAsICh) CIEIYIOIIEE:

a) pa3paboTKy, U3MEHEHHE, BEPUPHUKAIIUIO U BATHUIAIIUI0 METO/IOB;
b) aHanu3 pe3ynbpTaTOB, B TOM YKCIIC 3asABJICHUN O COOTBETCTBUH MM MHEHHI U MHTEPITPETAIIHIA;

C) MMOATOTOBKY OTUCTOB O pE3yJibTaTaX, UX IIPOBCPKY U YTBCPKIACHUC.

6.3 NomeleHna u ycrnoBuA oKpyxarlLen cpeabl

6.3.1 TlomemeHuss W YCIOBUS OKPYXKAIOMICH Cpenbl JOJKHBI OBITh TMPUTOJHBIMHU IS
OCYIIECTBIICHHSI JIA0OPATOPHOM JIEATEILHOCTH W HE JOJDKHBI OKa3blBaTh HETAaTHBHOC BIIMSHUE Ha
JOCTOBEPHOCTH IOJTy4aeMbIX PE3YJIbTATOB.

[Tpumeuanue - BozaeicTBUS, KOTOpbIE MOI'YT HETaTUBHO BJIMATH Ha JIOCTOBEPHOCTh PE3YNIbTATOB,
BKJIIOYAIOT (HO HE OrPaHUYMBAIOTCS) CIEAYIOLIME: MHUKPOOMOJIOTMYECKOE 3arps3HEHUE, IIbLIb,
AJIEKTPOMArHUTHBIE TIOMEXH, M3JIy4yeHHEe, BIAXHOCTb, 3JIEKTPOCHAOXKEeHHe, TeMmmepaTypa, IIyM H
BUOpaLys.

6.3.2 TpeOoBaHusi, NperbsABIsEMble K IOMEIICHUSAM M YCIOBHSIM OKpYXarollel Cpensl,
HE00XOAUMBIM JJIS1 OCYIIECTBIICHHUS J1a00OPaTOPHON JesITeIbHOCTH, JOJKHBI ObITh JJOKYMEHTHPOBAHBI.

6.3.3 JlabGopaTopusi [OJIKHA OCYLIECTBIATb MOHHUTOPUHI YCJIOBUH OKpY)KAIOIIEH Cpeisl,
yIpaBJieHUe UMM M MX PETUCTPAIMIO B COOTBETCTBUU C TEXHHYECKMMHU TPEeOOBAaHUSMH, METOJIAMH M
MCTOAHUKAMH WJIN B ClIydadX, KOrJla OHU BJIUAIOT Ha JOCTOBEPHOCTD PE3YJILTATOB.

6.3.4 Mepbl IO yIpaBlIEHUIO TTOMEIIEHUSMH JIOJDKHBI ObITh BHEAPEHBI, MTOABEPTaThCsI MOHUTOPUHTY
U IEPUOANYECKOMY IEPECMOTPY U BKIJIIOUATh (HO HE OrPaHUYMBATHCS) CIEyIOIIEe:

a) JOCTYIT U UCIIOJIb30BAHUC YUACTKOB, OKA3bIBAIOIIUX BJIHWAHUC HA JIa6opaTopHy10 ACATCIIbHOCTD,

b) mpenoTBpalleHre 3arpsi3HEHUH, B3aUMHOTO BIUSHUS WIM HEONaronpusTHBIX BO3JEHCTBUI Ha
71a00paTOPHYIO IEATEIBHOCTD;

¢) 3¢ ¢deKTUBHOE pa3rpaHUYEHUE 30H, B KOTOPHIX TPOBOJUTCS HECOBMECTHMAas JabopaTopHast
NEeSATEIbHOCTD.
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6.3.5 Ilpu ocymecTBieHnn naboparopuell AEATETPHOCTH Ha OOBEKTaX, HAXOJSIIIMXCS BHE €e
MTOCTOSIHHOTO YIIPABJICHHUS, OHA JIOJDKHA 00ECIICUNUTh COOTBETCTBUE TTOMEIICHUH M YCIIOBUH OKPYXKAIOIICH
cpebl TpeOOBaHUSAM HACTOSIIIETO CTaHAApTA.

6.4 O6opynoBaHue

6.4.1 Jlaboparopus HOJKHA MMETh JOCTYH K OOOpYyIOBaHUIO (BKIIIOYasi, HO HE OTPaHUYUBAACDH,
CpeICTBa HM3MEPEHHUs, NpOorpaMMHOE OOECIEUYeHHe, JTaJOHBI, CTaHAAPTHBIC OOpPAa3Ilbl, CIPABOYHHIC
JaHHbIE, PEAKTHUBBI, PACXOJIHbIE MAaTE€pPHAJIbl WIJIM BCIIOMOTATENIbHBIE YCTPOUCTBA), KOTOPOE HEOOXOIUMO
IUI. HaJJIeKAIIETO0 OCYIIECTBICHHS JTa0OPAaTOPHOM JAEATEIBHOCTH W KOTOPOE MOXKET MOBIUATH Ha €€
PE3yNIbTaTHI.

[Tpumeuanne 1 - CymecTByeT MHOKECTBO Ha3BaHMM I CTaHAApTHBIX 00paslioB U
cepTU(ULMPOBAHHBIX CTAaHAAPTHBIX OOpa3lOB, HANpPUMEpP OTAJIOHBL, KaTUOPOBOYHBIC STAJIOHBI,
CTaHIapTHBIE 00pa3ilbl, KOHTPOJIbHBIE 00pa3nbl. B ISO 17034 npuBeacHa nonodHuTeNbHAsS HHDOpMALIHS
O TMPOU3BOIUTENAX cTaHAapTHeIX oOpasnoB (RMP). IlpousBoautenu cTaHAapTHBIX OOpa3loB,
coorBercTBytommx TpedoBanumsM ISO 17034, cumrarorcst komnereHTHbIMH. CTaHAapTHBIE 00pa3lbl OT
MPOU3BOJAUTETIEN, COOTBETCTBYIOLIHE TpeOOBaHUAM ISO 17034, MOCTAaBIISIIOTCS C
nacrmopTom/cepTu(uKaToM, KOTOPBIH OINpeneNseT Cpeld NPOYUX XapaKTePUCTUK OTHOPOJHOCTh U
CTaOWJILHOCTD I YKa3aHHBIX CBOMCTB, a sl CepTU(UIIMPOBAHHBIX CTAaHAAPTHBIX 00PA3IIOB - yKa3aHHBIE
CBOWCTBA C cepTU(UIIUPOBAHHBIMH 3HAUCHHSIMH, UX HEOIIPEICIIEHHOCTh H3MEPEHHI U METPOJIOTHYECKYIO
MPOCIIEKUBAEMOCTb.

[Tpumedanue 2 - B ISO Guide 33 ganbl pekoMeHJanuy 1o BEIOOPY M UCTIOIB30BaHUIO CTaHAAPTHBIX
obpaszuoB. B ISO Guide 80 mpuBeneHsl yka3aHHs IO H3TOTOBJICHHIO OOPA3LOB, NMPUMEHAEMBIX JUIS
BHYTPEHHEI0 KOHTPOJISI KauecTBa.

6.4.2 B tex ciydasx, Korjaa JabopaTtopus HCIOIb3yeT 000pYyIOBaHHE, HAXOsAIIeecss BHE 30HBI €
MOCTOSIHHOTO YIPAaBJICHHS, OHA JOJDKHA OOECICYUTh €ro COOTBETCTBHE TPEOOBAaHUSIM HACTOSIIETO
CTaHJapTa.

6.4.3 Jlaboparopusi JODKHa HMMETh MpOLEnypsl oOpalieHus ¢ 0o0OpyAOBaHHEM, €ro
TPaHCIOPTUPOBKU, XPaHEHUs, HKCIUTyaTallUM W IUIAHOBOTO OOCIY)KHMBAaHMS B LEIsIX oOecredeHus
Ha/IJIeKaIero GyHKIHOHUPOBAHUS U IPEJOTBPAILICHUS 3arPA3HEHUS UITU TTOBPEXKICHUSL.

6.4.4 JlaGoparopus HNOJKHA MOATBEPAUTh COOTBETCTBHE OOOpYIOBAaHUS YCTAHOBJIEHHBIM
TpeOOBaHUAM Mepel BBOJIOM €ro B 3KCIIIyaTallMIoO WM MTOCTIe BO3BpaTa B SKCILTyaTalHIo.

6.4.5 OOopynoBaHue, UCIOJIB3YEMOE I U3MEPEHUM, JOKHO 00ecreuynBaTh TOYHOCTH W/WIH
HeoMpeAeNeHHOCTh U3MEepPEHHH, TpeOyemble Al o0ecneueHrs JOCTOBEPHOTO pe3yibTara.

6.4.6 3meputenbHOE 000PYI0BaHUE TOJKHO OBITH KAIMOPOBAHO, €CIIH:

- TOYHOCTh M HEONPENENEHHOCTh HM3MEPEHUN BIMSIIOT Ha JOCTOBEPHOCTH MPEICTABISEMbIX
pe3yIbTaTOB; W/WUITH

- KaJ'II/I6pOBKa O60py)10BaHI/I$I TpeGyeTc;I JJI1 YCTAaHOBJICHUSA MCTpOHOFI/I‘{eCKOﬁ MPOCIICIKUBACMOCTHU
MpeaACTABIACMEBIX PE3YJIBTATOB.

HpI/IManHI/IC - K BUaaMm O60py)10BaHI/IH, OKa3bIBaOIIMM  BJIMAHUC HaAa JOCTOBCPHOCTH
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NpEACTABJICHHLIX PE3YyJIbTATOB, MOKHO OTHCCTHU 060py;:1013aHI/Ie, CIIyKalee jis:

- MPSAMOT0 M3MEPEHUs ONpEeNeIsIeMON BEIWYMHBI, HAlpUMEp NMPUMEHEHUE BECOB ISl M3MEPEHUS
MAaccChl;

- BHCCCHHM IIOIPABOK B UBMECPCHHBIC 3HAUCHM A, HAIIPUMEP U3MEPCHUA TEMIICPATYPHI;

- MOJIYYCHHA PpE3yJibTaTa HU3MCPCHUA IIYTEM BBIYHCIICHHI Ha OCHOBE 3HAUCHUM HECKOJBKHX
BCJIMYHH.

6.4.7 JlaGopatopusi JObKHA pa3paboTarb MNporpaMMmy KaauOpOBKH, KOTopas JOJDKHA
MepecMaTPUBATHCSI M KOPPEKTUPOBATHCS MO MEpe HEOOXOIMMOCTH C IIECNBI0 MOANCPIKAHUS JTOBEpUS K
CTaTyCy KaJIuOPOBKH.

6.4.8 Bce 0b6opynoBaHue, KOTOpoe TpeOyeT KaTMOPOBKH MIIM UMEET OINPEICICHHBINA CPOK TOTHOCTH,
JOJDKHO OBITh MapKHPOBAHO, 3aKOJIMPOBAHO MJIM MHBIM 00pa3oM MAEHTH(UIIMPOBAHO, YTOOBI TO3BOJIUTH
MIOJIb30BATEII0 000PYIOBaHHS OBICTPO UACHTU(UIIMPOBATH CTATYC KATMOPOBKU WIIM CPOK TOJTHOCTH.

6.4.9 O6opynoBanue, KOTOpoe ObLIO MOABEPrHYTO MEpErpy3Ke WM HEMpaBUILHOMY OOpaIlEeHUIO,
BbIIAET COMHUTENIbHBIE PE3YyJbTaThl, a TAaKXKe B cCllydyae, €Cciad ObLIO 3aMEUYEHO, YTO OHO SBIISETCS
Ne(pEeKTHBIM WM HE COOTBETCTBYET YCTAHOBICHHBIM TPEOOBAaHUSM, JOJDKHO OBITh BBIBEICHO U3
sKkcruTyatanui. OHO JODKHO OBITH M30JMPOBAHO, YTOOBI MPEAOTBPATHTD €r0 MCIOJIb30BaHUE, UITH Y€TKO
0003HAYEHO WJIM MPOMApPKUPOBAHO KaK HEUCIpPABHOE, MOKa He OyJIeT MPOBEpPEeHO, YTO OHO paboTaeT
npaBuiIbHO. JlabopaTopus HOKHA MCCIEI0BATh BIUsSHUE Ne(eKTa WM OTKIOHEHHUS! OT YCTAaHOBJICHHBIX

TpeOOBaHUI U MPUCTYNUTH K paboueil mpoieaype Mo ynpaBiICHHI0 HECOOTBETCTBYIOIIEH paboToil (cM.
7.10).

6.4.10 Ecnu mnpoMexyTOUHbIE TMPOBEPKH HEOOXOAUMBI [UIsl TOJAEpPKAHUS YBEPEHHOCTH B
HCIIPABHOCTU 000PYAOBAaHHUS, TO ITH IPOBEPKHU JOJKHBI IPOBOJUTHCSI B COOTBETCTBUU C YCTAHOBJIEHHOU

MIPOLEYPOH.

6.4.11 Ecnu pe3ynbpTaThl KaJUOPOBKH W CBEACHHUS O CTAaHIAPTHBIX 00paslax BKIIOYAIOT B ceOs
ONOpHBIE 3HAYEHMs WM MOINpaBOYHble K03(duuueHThl, TO nabopaTopus IOJKHA 00ECHedUuThb, 4TO
OTIOPHbIE 3HAYEHUSI U MTONPABOYHbIE KOIPPHUIIMEHTH OOHOBIISIOTCS U MPUMEHSIFOTCS IOJKHBIM 00pa3oM B
COOTBETCTBHUH C YCTAaHOBJIEHHBIMU TPEOOBAHUSIMH.

6.4.12 JlaGoparopust [OJKHAa TNPUHUMATh [PAKTUYECKHE MEphl MO0  MPEeAOTBPAILEHUIO
HeMpeHaMEPEHHBIX PETYIMPOBOK 000PYAOBaHUS, KOTOPbIE MOT'YT IPUBECTH K MPU3HAHUIO PE3YIbTATOB
HE/ICHCTBUTEIHHBIMH.

6.4.13 JlomKHBI BECTHCh 3alMCH O COCTOSHUU OOOpYyIOBaHHUS, KOTOpPOE MOXKET MOBIHUATH Ha
71a00PaTOPHYIO AESITENbHOCTD. 3alUCH JODKHBI BKIIIOYATh CIEAYIOIIee, KOTr/1a ’TO IPUMEHUMO:

a) uaeHTHu(UKaLKI0 000pyIOBaHMS, BKIIOYasl BEPCUIO MPOrPaMMHOI0 OOECleYeHUs, B TOM YHUCIIe
BCTPOEHHOT0;

b) HauMEHOBaHHME W3TOTOBUTENs, HICHTUPUKAIMIO THUMA, CEPUUHBIA HOMEp WIU JIPYTyIO
YHUKQJIbHYIO UJICHTU(DHUKAIINIO;

C) JaHHBIC BCpI/I(I)I/IKaI_II/II/I O TOM, 4TO 060pyI[OBaHI/Ie COOTBCTCTBYCT YCTAHOBJICHHBIM TpC6OBaHI/I}IM;
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d) TexyIiee MECTOHAX 0K ACHUE;

€) JaThl U pe3yJbTaThl KaMHOPOBOK, PEryJIMPOBOK, KPUTEPUHM MPHUEMKU U IUJIAHUPYEMYIO IaTy
clleAyIoIel KaTMOpOBKY MIIM MEKKaTHOPOBOUHBINA MHTEPBAI;

f) JokyMeHTaIMI0 Ha CTaHAApTHBIE 00Pa3Ibl, Pe3ybTAaThl, KPUTEPUU IPUEMKH, COOTBETCTBYIOIINE
JaThl U CPOKHU TOJTHOCTH;

g) IUIAH TEXHUYECKOro OOCIYy)KMBAaHUS U TEXHMYECKOE OOCIIy)KHBAaHUE, BBIIOJIHEHHOE K
HACTOSIIIEMY MOMEHTY BPEMEHH, €CIIU 3TO TpedyeTcs st paboThl 000PYAOBaHUS;

h) mompoOHy0 HMH(pOpMANHMIO O JIFOOBIX MOBPEKICHUSX, HEHUCIPABHOCTAX, MOIU(DHUKANUAX WIIH
peMOHTE 000pyIOBaHUSI.

6.5 MeTponoru4yeckas npocnexmBaemMocTb

6.5.1 JlaGoparopusi JOKHA YCTAaHOBUTh M MOJAEP)KUBATh METPOJOTHUECKYIO MPOCISKUBAEMOCTh
PE3YIbTATOB CBOUX I/I3MepeHPIfl, CBA3bIBas UX C COOTBGTCTBYIOIHeﬁ OCHOBOM JJI1 CpaBHCHUS IMOCPCACTBOM
JOKYMEHTUPOBAaHHOM HEMpEephIBHOM LEenu KaJInOpOBOK, KaKAas M3 KOTOPbIX BHOCHT CBOH BKJaja B
HEONPEIEIECHHOCTh U3MEPEHUN.

[Tpumeuanue 1 - B ISO/IEC Guide 99 merponornyeckas mpoCieKHNBAEMOCTh OMPEIENIeTCs Kak
"CBOICTBO pe3ynbTaTra M3MEpPEHUs, B COOTBETCTBUU C KOTOPHIM DPE3YJIbTAT MOXET ObITH COOTHECEH C
OCHOBOI1 JIJIs1 CpaBHEHUS TOCPEACTBOM JOKYMEHTUPOBAHHOM HETIPEPHIBHON LIeMU KaduOPOBOK, KaXKaas U3
KOTOPBIX BHOCHUT BKJIaJ] B HEOIIPEIEIIEHHOCTh U3MEPEHUI "

[Ipumeuanue 2 - Cwm. npuiiokeHue A Ui TOJNYy4YEHHUS JOMOJHUTENbHOM uHMOpPMALUU O
METPOJIOTMYECKOH MPOCIIEKNBAEMOCTH.

6.5.2 JlabGoparopusi [OKHAa OOECIEYUTh MPOCICKHBAEMOCTh PpE3yJbTaTOB HM3MEPEHHHA K
Mesxaynaponnoii cucreme enunui (CH) nocpeactsom:

a) KaJTuOPOBKH, MPEIOCTABISIEMON KOMIIETEHTHOM JIabopaTopueit; win

[Tpumeuanue 1 - JlaGopaTopuu, YAOBIETBOpSIOMME TPeOOBaHUAM HACTOSILErO CTaHAAPTA,
CUMUTAIOTCS KOMIIETEHTHBIMHU.

b) cepTudUIMPOBaHHBIX 3HAUEHUHN CEPTU(PUIMPOBAHHBIX CTAaHAAPTHBIX 0OPA3I]0B KOMIIETEHTHOTO
IIPOU3BOJUTEIIS C YKa3aHHOW METPOJIOrMYECKOM npociexuBaeMocTeio k CU; min

[Tpumeuanue 2 - [Ipon3zBoauTenu cTaHIapTHBIX 00pa3lioB, BBHINOIHSIONIME TPeOOBaHUS CTaHIapTa
ISO 17034, cuuraroTcs KOMIIETEHTHLIMH.

C) HCHOCpeﬂCTBeHHOﬁ pea3aniun CIUHHAILL CI/I, HOI[TBCp)KI[CHHOfI CIIMYCHUSAMHU, TIPAMBIMU HUIIA
KOCBCHHBIMH, C HAITUOHAJIBHBIMU HUJIW MEKAYHAPOJHBIMU 3TAJIOHAMMU.

[Tpumeuanue 3 - [logpoOHas uHpopManys 0 MPAKTUIECKON peanu3aliil OnpeeIeHnid HEKOTOPhIX
BaXHEHIIMX equHull npuseaeHa B bpomrrope CH.

6.5.3 Ecinu ycTaHOBIIEHHE METPOJIOTMYECKON MpociekuBaeMocTd K eaquauiaM CH ¢ TeXxHHu4ecKon
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TOYKM 3pEHHS HE TPEACTABISIETCS BO3MOXHBIM, JabOpaTopHsi JOHKHA MPOJAEMOHCTPUPOBATH
METPOJIOTMYECKYIO IIPOCIIEKUBAEMOCTD K COOTBETCTBYIOLIEH OCHOBE [UIsl CDAaBHEHUS, HAIIPUMED K:

a)  cepTU(UIUPOBAHHBIM  3HAYCHHUSIM  CEePTU(UIMPOBAHHBIX  CTAaHIAPTHBIX  0OpasIoB,
[IPEAOCTABIIEHHBIX KOMIICTCHTHBIM U3rOTOBUTEIIEM;

b) pesynpTaram, TOJXYYEHHBIM C MPUMEHEHHEM pEPEpeHTHBIX METOAMK H3MEpPEHH,
YCTQHOBJICHHBIX METO/IOB WJIM COIVIACOBAHHBIX CTaHJIAPTOB (3TAJOHOB), €CJIIM OHU YETKO OINHUCAHbl U
IIpU3HaHbl B KauecTBE OOECIEUMBAIOIIMX pE3YJIbTaThl H3MEPEHHMM, KOTOpbIE OTBEYAIOT CBOEMY
IIPEANOIaracMoOMy Ha3HAYEHHUIO U IIOATBEPKIAAIOTCA COOTBETCTBYIOLIUMU CIAMYCHUAMMU.

6.6 MNMpoaykuua n ycnyru, npeaoctaBnsieMblie BHELWWHUMU NOCTaBLMKaMMU

6.6.1 JlaGoparopusi A0JDKHA OOECIEYUTHh MPUTOAHOCTh HCIONB3YEMBIX MPOAYKIUH U YCIYT,
IPEIOCTABISEMbIX BHEITHUMH TTOCTABIIMKAMH, KOTOPBIE BIHSIOT Ha JEATEILHOCTD J1a00OpaTOpPHH, KOTaa
OHHU:

a) npeaHa3Ha4YCHbI AJId UCIIOJIb30BAHH B COOCTBEHHOI na6opaTopH0171 ACATCIIBbHOCTH,

b) mpenocTaBiAIOTCA TA0OPATOPHEH, YACTHYHO WM TIOJHOCTBIO, HAIPSAMYIO 3aKa34WKy B TOM
COCTOSIHMH, B KOTOPOM OHU OBUIH MOJIy4€HBI OT BHEIIHErO MOCTABIINKA;

C) UCIIOJIb3YIOTCA JUIs MTOAJIEpKaHusl pabOThl J1abOpaTOPUH.

[Tpumeuanue - Ilpoaykuuss MOXET BKJIKOYaTh, HANpuUMep, OJTaJOHbl U 00OpyAOBaHHE,
BCIIOMOTaTeNIbHbIE YCTPOMCTBA, PpAacXOAHbIE MaTepuanbl U CTaHJIAPTHbIE O0pa3lbl. YCIYyrd MOTYT
BKJIIOYATh, HalpUMep, YCIYyrd IO KaauOpoBke, OTOOpY 00pas3loB, HUCHBITAHUAM, OOCIIYKHBAaHHUIO
MOMEIICHUH 1 000pyI0BaHMUs, TPOBEPKE KBATH(PUKALINH, OIICHKE U ay/AUTY.

6.6.2 JIabopaTopus 10KHA UMETH MPOLIETYpPhl U BECTU 3aIIUCH JJIS:

a) OmIpeleNeHHs, pacCMOTPEHHUs M YTBEpXKAEHUs TpeOoBaHUN abopaTopuu K NPOIYKIHMU U
ycllyram, IpeoCTaBIsieMbIM BHEIIHUMHU TOCTABLIUKAMU;

b) OIPCACIICHUA KpPUTCPUCB I OLCHUBAHMU, BBI60pa, MOHUTOpHHTA JCATCIBHOCTU U
MNEPUOANYICCKOro OUCHNBAHUSA BHCITHUX IMOCTABIIUKOB;

c) obecrieyeHusi TOro, 4YToObl MPOAYKIMS M YCIYTH, NOCTaBiIseMble BHEUITHMMHU IOCTABUIMKaMH,
COOTBETCTBOBAJIM  YCTAHOBJIEHHBIM TpeOOBaHUSAM J1abOpaTopuM WM, KOIJa 53TO INPUMEHHUMO,
TpeOOBAaHUAM HACTOSILIETO CTaHAapTa, NPexXJIe uYeM OHM OyayT HCHOJIb30BaHBl B paboTe WM
HEIOCPEICTBEHHO NepeaHbl 3aKa3uHKYy;

d) OCYILICCTBJICHUA KaKHX-ITH00 HeﬁCTBHﬁ o pe3yjibTarTaM OLCHHUBAHUA, MOHUTOPUHIA
ACATCIIBHOCTH U ICPUOJAUYCCKOI0 OLCHUBAHNA BHCITHUX IMTOCTABIIUKOB.

6.6.3 JlaGopaTtopus nokHAa MH()OPMUPOBATH BHEIIHMX IOCTABIIMKOB O CBOMX TpPeOOBaHUSIX B
OTHOIICHUU:

a) MPEAOCTABISIEMBIX POIYKIIUHU U YCIIYT;

b) kpuTepHeB NPUEMKU;
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C) KOMIIETEHTHOCTH, BKIIIOYas TpeOOBaHUS K KBANU(UKALUYU ITepCOHAA;

d) nesTenbHOCTH, KOTOPYIO JTab0paTopus WK €€ 3aKa3YMK HaMEpEeHbI OCYIIECTBUTh Ha TEPPUTOPUN
BHEIIIHETO MOCTABIIIHKA.

7 TpeboBaHuMA K npoueccy

7.1 PaccmoTpeHue 3anpocoB, TeHAepPOB U OroBOpoOB

7.1.1 JlabGoparopust OODKHA HMMETh HPOLEAYPY Ul PAacCMOTPEHHs 3allpocoB, TEHAECPOB U
noroBopos. [Iporenypa nomkaa o0eceynBarh, 4To:

a) TpeOOBaHUS HAAJISKAIM 00pa30M OIPE/IEIICHBI, JOKYMEHTUPOBAHBI M IPABUIIBHO TTOHUMAIOTCS;
b) maboparopus pacnojaracT BO3MOKHOCTSIMHU U PECYpCaMH ISl BBITIOJIHEHHS TPeOOBaHUM;

C) B Clly4ae MPUBJICUCHUSI BHEUTHUX MMOCTABIIKMKOB BBIMOIHAIOTCA TpeOoBanus 6.6 u maboparopus
MpeJiaraeT 3aKa3dyuKy, YTOObl KOHKpETHas J1abopaTopHasi NeATEIbHOCTh OblIa BBIMOJHEHAa BHEUTHUM
MOCTABIIMKOM, H MOJIy4aeT oJ00peHHe 3aKa3uuKa.

[Tpumeuanue 1 - Ilpundaro, yTto maboOpaTopHasl AEATEIbHOCTh MOMKET OCYILECTBISATHCS BHEIIHUM
IIOCTaBLIUKOM B T€X CIIy4asX, KOrja:

- JIabopaTopHs pacroiaraeT pecypcaMu W KOMIICTCHTHOCTBIO IS OCYIIECTBIICHHS JACSITEIbHOCTH,
OJIHAKO B CUJIy HENPEABHACHHBIX OOCTOSITENLCTB OHA HE B COCTOSHUU BBIMIOJHUTH €€ YaCTUYHO WITU
MOJIHOCTHIO;

- J'Ia60paTOpI/I$I HC pacnojara€t pecypcaMu HUIM KOMIICTCHTHOCTBIO [IJId OCYIICCTBIICHUSA
JACATCIIBHOCTH.

d) BBIOpaHBI COOTBETCTBYIOIME METOJbBI WM METOJUKH W OHHU CIHOCOOHBI YIOBJIETBOPHUTH
TpeOOBaHUS 3aKa3UHKOB.

[Ipumeuyanue 2 - Jljsi BHYTPEHHHMX WM TIOCTOSHHBIX 3aKa34MKOB PACCMOTPEHHE 3aIpOCOB,
TEHJIEPOB U IOTOBOPOB MOXET OBITh BBHITIOIHEHO B YIIPOIIIEHHOM BH/IE.

7.1.2 JlabGoparopusi JOKHA HWH(POPMHUPOBATH 3aKa3uMKa, KOIJa METOM, 3alpalluBacMbli
3aKa3YMKOM, SBJIIETCS HEMPUMEHUMBIM WJIM YCTapEBILINM.

7.1.3 Koraa 3aka34yMk 3ampaiivBaeT 3aKJIIOYEHHE O COOTBETCTBUM ClEUM(UKAMKN WU CTaHIapTy
Ha HCMBITAaHUS MU KaIUOpOBKY (Hampumep, TOACH/HE TOJEH, B Mpenenax JAoIycKa/3a mIpeaenaMu
J0MyCKa), TO cHeuu(puKaus WM CTaHJapT W MpaBWiIa MNPHUHATUS PpEIIeHUH JOKHBI OBbITH YETKO
OIPCACIICHDI. Ecmm MMpaBHUJIO MPUHATUA PCIICHHUA HE OIPCACIICHO B CHGIII/I(i)I/IKaHI/II/I WM CTaHOdapTe, TO
OHO JIOJDKHO OBITh COOOIIEHO 3aKa34MKY U COTJIACOBAHO C HUM.

[Tpumeuanue - JlomonHutensHyo MH(OpManuo o 3asBieHUs X o coorBercTBUU cM. B ISO/IEC
Guide 98-4.

7.1.4 JlroOble pa3HOTJIACHs MEXAY 3alpocoM WIM TEHIEPOM U JOTOBOPOM JOJIKHBI OBITH
YCTpaHEHBI A0 Hadasia jabopaTopHOil neaTenbHOCTH. Kaxkaplil JOTOBOp JAOKEH OBITh MPUEMIIEMBIM Kak
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JJI HaGOpaTOpI/II/I, TaK 1M JJId 3aKa34dHrKa. OTKIIOHCHHUS OT ITOJIOKCHUI A0Tr0BOpa IO 3arpocCy 3aKka3urKa HC
JOJIDKHBI BJIMATH Ha 00BEKTUBHOCTD na6opaTopHH HJIN 1OCTOBEPHOCTE €€ PE3YJIbTATOB.

7.1.5 3aka34yMK OHKEH ObITh MPOUH(POPMHUPOBAH O JIFOOOM OTKJIIOHEHUH OT YCIOBHH JJOTOBOPA.

7.1.6 Ecu B JOr0BOP BHOCATCA U3MECHCHUSA ITOCJIE TOI'O, KakK pa60Ta HavdajJlaCb, aHAJIU3 AOI0OBOpa
JOJIDKCH OBITH MMPOBCACH IMOBTOPHO U J100bIe M3MEHEHUS JOJIXKHBI OBITh JOBCIACHBI 1O CBCIACHHSA BCECX
COTPYAHUKOB, HA ACATCIIPHOCTh KOTOPBIX BIUAIOT JaHHBIC U3MCHCHMUS.

7.1.7 JlaGopatopusi NOJDKHA COTPYAHMYATh C 3aKa3uduKaMUd WM HMX MPEJCTABUTEISIMU JJis
YTOYHEHHs 3alpOCOB 3aKa3uWKa W HaONIOACHUS 3a JIEeATEIbHOCTHIO JIaDOpaTOPHUH, BBIMOIHSIOMICH
paborty.

HpI/IMe‘IaHI/Ie - Takoe COTPYAHHUUICCTBO MOKCT BKIIHOYUATh:

a) obecrieueHye MPUEMIIEMOTO JIOCTYTa K COOTBETCTBYIOIIUM 30HAM JIAOOpAaTOPUH JUIsl HAOIIOICHUS
3a 1a00paTOPHOI 1eATEIbHOCTHIO, BHIMOIHIEMOH I KOHKPETHOTO 3aKa34MKa;

b) MOATOTOBKY, YIIAaKOBKY U OTIIPABKY 0OBEKTOB, HEOOXOIUMBIC 3aKa3YHKY C IETBIO TIPOBEPKHU.

7.1.8 3ammcu mo aHanmM3y, BKIIOYasl JIOObIE 3HAYUTEIbHBIC W3MEHEHHS, JOJDKHBI COXPaHSTHCS.
Taxxke MOMKHBI COXPAHSATHCS 3alMCH COOTBETCTBYIOIIMX IIEPETOBOPOB C 3aKa34MKOM, KacaroIluecs
TpeOOBaHMH 3aKa34MKa WM PE3yIbTATOB JTa0OPATOPHOM AEATEIBHOCTH.

7.2 Bblbop, Bepudmkaumsa n sanuaaumsa Metoaos

7.2.1 Bbi6op u Bepucukaumsa metoaoB

7.2.1.1 JIaGopaTopusi 10JKHA MPUMEHSITh COOTBETCTBYIOIINE METOABl U METOJUKHU JJIsl BCEX BHIOB
1a0b0pPaTOPHOH NEATSIHHOCTH U MTPH HEOOXOAMMOCTH ISl OIICHUBAHUS HEONPEICIICHHOCTH U3MEPCHHM, a
Tak)Ke CTATUCTUYECKHE METOIBI [IJIA aHaJn3a JaHHBIX.

[Tpumeuanue - Tepmun "meron'", UCTIONB3yEMbIH B HACTOSILEM CTaHJApTE, U TEPMUH "METOJMKA
u3mepenuit", npusenenHslit B ISO/IEC Guide 99, moryT paccMaTpuBaThcsi Kak CHHOHUMBI.

7.2.1.2 Bce MeTOAbI, METOJMKH M COMYTCTBYIOIINE JOKYMEHTBI, TaKHe KaK HHCTPYKIIUH,
CTaHAAapThl, PYKOBOJACTBA II0O OKCILIyaTalMKM W CIPABOYHBIC JAHHBIC, HMCIOINIMC OTHOUICHUC K
7a0OpaTOPHOI  JICSATENPHOCTH, JOJDKHBI MOAJCPKMBATHCS B  aKTyalbHOM COCTOSIHUM M OBITh
JIETKOJIOCTYITHBIMU JUTs TiepcoHana (cum. 8.3).

7.2.1.3 JlabGoparopusi JODKHA OOECHEeYdTh NPUMEHEHUE NOocieqHed JeicTByromel perakuuu
METOZA, 3a HCKIIYEHUEM CIy4yaeB, KOIJla €€ IIPUMEHEHUE SBJSIETCS HEleaecooOpasHbIM MU
HEBO3MOXHBIM. [Ipm HeoOXomumMocTH A NPUMEHEHHMs MeToJla JOJDKHBI OBITh  pa3paboTaHbI
JIOTIOJIHUTENbHBIE YTOUHEHUS, YTOOBI 00ECIIEUNTh €r0 HEMPOTUBOPEUHNBOE IPUMEHEHUE.

IIpumeyanue - MexayHapoaHble, PErHOHAIBHBIE WIM HAalMOHAJIbHBIE CTAHAAPTHI WIH IPYrue
MpU3HAaHHbIE TEXHUYECKHE TpeOOBaHMsI, COJepKallie JOCTATOYHYIO U TOUHYIO HH(OpPMAIIMIO O TOM, KaK
OCYILIECTBIATH JIAOOPATOPHYIO JEATENILHOCTh, HE TpeOyeTCs NOMONHATh WIM MEPEeNnuCchiBaTh B KauecTBe
BHYTPEHHUX MpouLeAyp 1adopaTopuu, €ciau 3TH CTaHAapThl HAMHUCAaHbl TaKUM O0pa3oM, YTO MOTYT
PUMEHSATHCS TPOU3BOICTBEHHBIM IIEPCOHANIOM J1abopaTopuu. /[ BapuaTUBHBIX 3TArlOB METO/Aa WIIN IS
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JOIIOJIHUTCIIBHOT'O HO,Z[pOGHOFO OIIMCaHUA MOXCT HOTpe6OBaTBCH npeaoCTaBJICHUC ,Z[OHOJIHHTGJIBHOP’I
JOKYMCHTAIlUU.

7.2.1.4 Korpma 3aka34MK HE OMpENeseT METOJ, KOTOPhIH HEOOXOAMMO NMPUMEHSTh, JTaOOpaTOpUs
JOJDKHA BBIOPATh MOIXOMSIIUN METOA CaMOCTOSITEIbHO W MPOMH(POPMUPOBATH 00 STOM 3aKa3duKa.
PekoMeHnayercss MCIONB30BaTh METOAbI, OMYOJMKOBAHHBIE B MEXKIYHAPOJIHBIX, PETUOHAIBHBIX WIH
HAIMOHAJBHBIX CTaHJApTax, JM00 PEKOMEHOBAHHBIE AaBTOPUTETHBIMU TEXHUYECKHMMHU OpraHU3alUsIMHU,
nu00 OMHMCAaHHbIE B COOTBETCTBYIOLIMX HAy4YHBIX CTaThsIX WM JKypHajaxX, JuOO YCTaHOBIIEHHBIE
M3roTOBHUTENIEM 000pynoBaHuA. Takke MOTYT IPUMEHATHCS METO/Ibl, pa3padoTaHHbIE J1a00OpaTOpueH Hiu
MoaU(pUIIUPOBAHHBIE.

7.2.1.5 Jlo BHeIpeHHs] METOJOB B paboTy aboparopus JODKHA MOATBEPIAUTH, YTO OHA MOMKET
Ha/IJISKAIIUM 00pa30M MPUMEHSTh BEIOPaHHBIC METO/IbI, 0OecrieunBas TpeOyeMoe UCIOTHEHHE. 3alUCH O
BepI/I(I)I/IKaI_II/II/I JOJI?KHBI COXPaHATHCA. Ecnu U3MCHCHUS B METOL 6BIJII/I BHCCCHBI
OpraHu3aIyei-pa3padoTINKOM, TO BepUBUKAIHS JIODKHA OBITH MPOBEJCHA MOBTOPHO B HEOOXOJAUMOM
o0Beme.

7.2.1.6 Ilpu HeobxomuMOCTH pa3pabOTKU HOBOTO METOJIa JOJKEH OBITh COCTaBJIEH IUIaH paboT H
Ha3HA4YeH KBATU(UIIMPOBAHHBIA TIEPCOHAN, OOECIEUYCHHBI HEOOXOAMMBIMU pecypcamu. B mporecce
pa3paboTKu MeTo/1a JOJIKHA MPOBOAUTHCS MEPUOJUIECKast OLIeHKa padoT ¢ LEJbI0 MOATBEPKACHUS TOTO,
910 TpeOOBaHMS 3aKa34uWKa BCE CIIe BBHIMOIHSIOTCSA. J[f0oOble W3MEHEHWs, BHOCHMBIC B IUIaH padoT,
JOJKHBI OBITH OJJOOPEHBI M YTBEPKICHBI.

7.2.1.7 OTkiIOHEHHE OT METOJOB JJsi BCEX BUAOB JIAOOPATOPHOM JAESITENBHOCTH JIOJIKHO
JOMYCKAaThCsl TOJNBKO TOTZA, KOTZA 3TO OTKJIOHEHHWE O(OPMIICHO JOKYMEHTAIbHO, TEXHUYECKH
000CHOBAaHO, YTBEPXKJICHO U MPUHSITO 3aKa3UHKOM.

HpI/IMe‘IaHI/Ie - Cornacue 3aKa3uMKa Ha OTKJIOHEHHS MOXKET OBITh 3apaHeC OroBOPCHO B JOTOBOPC.

7.2.2 Banngauus metonoB

7.2.2.1 JlabGopaTopusi AOKHA TPOBOJUTH BAIHMJAIMIO HECTAHIAPTHBIX METOJOB, METOJIOB,
pa3paboTaHHBIX JabopaTopuei, U CTaHJAPTHBIX METOJOB, HCIONb3yEeMBIX 3a MpelelaMu UX 001acTu
MPUMEHEHUSI WM KAaKUM-JIMO0O0 HWHBIM o0pa3oM MOAU(PUIIMPOBAHHBIX. Bamumanus gomkHa OBITH
HACTOJBKO MOJHOMN, HACKOJIBKO 3TO HEOOXOJUMO, UTOOBI OTBEYATh MOTPEOHOCTSIM TAHHOTO MPUMEHEHUS
WM 00JIaCTH IPUMEHEHMUSL.

[Tpumeuanue 1 - Bamupanus MokeT BKIOYAaTh HpPOIENypbl O0TOOpa 00pa3loB, OOpalleHus C
00BEKTaMU MCHBITAHUS WX KaJTUOPOBKU U UX TPAHCIOPTUPOBKH.

[Tpumeuanue 2 - [{ns BalIuganuu MeToJa MOXET MPUMEHATHCA OAWH M3 CIEAYIOIIHUX CHOCOO0B
00 NX KOMOMHAIIHS:

a) KaTuOpOBKa MJIM OIEHUBAHUE CMEUICHUS U MPEIM3MOHHOCTH C UCIOJB30BaHUEM ATAJIOHOB MIIH
CTaHJIaPTHBIX 00pa3IIoB;

b) CHUCTEMATHYCCKaA OLICHKA (I)aKTOpOB, BJIMAIOIIUX HA PE3YyJIbTAaT,

C) MpoBepKa yCTOMUMBOCTH METOJAa MOCPEACTBOM M3MEHEHHUS YNPaBISEMBIX MapaMeTpoB, TaKHX
KaK TeMmIeparypa B TepMOCTate, 103UpyeMblii 00beM;
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d) cpaBHEHHE C pe3yabTaTaMH, OJTYYEHHBIMH C TIOMOIIBIO IPYTUX BATUAUPOBAHHBIX METOJIOB;
€) MEeXXJIa00paTOPHBIC CIIUYCHHUS;

f) oueHuBaHME HEONPEACIIEHHOCTH W3MEPEHHUH, CBS3aHHON C pe3yibTaTaMH HW3MEpPEHUH, Ha
OCHOBAHUU IOHUMAaHMs TEOPETHUYECKUX IMPHHLMUIIOB METOJA W OMNbITa €ro peaju3aluu Mpu oTdope
00pa3IoB WU MPOBEACHUH UCTTBITAHUH.

7.2.2.2 Tlpu BHECEHMH H3MEHEHUI B BaJIWJAUPOBAHHBIA METOJ WX BIHUSHHUE JOJDKHO OBITh
OTIPEJICTICHO M, B CIIy4ae €Ciu ObUIO YCTAHOBJIEHO, YTO OHU OKAa3bIBAIOT BIUSHHUE Ha MEPBOHAYAIHHYIO
BaJIMIALIMIO, JOJDKHA OBITH BEIIOIHEHA HOBASI BATMIALINSI METOA.

7.2.2.3 XapakTepUCTUKH BaJUJIUPOBAHHBIX METOJIOB, OLIEHEHHbIC JUIS MPEANoaaracMoro
UCIOJIb30BaHUS, JIOJDKHBI COOTBETCTBOBATH MOTPEOHOCTSIM 3aKa3UYMKOB M YCTAaHOBIICHHBIM TPEOOBAHUSIM.

[Tpumeuanue - XapakTepUCTHUKH METOJla MOTYT BKJIIOYAaTh (HO HE OTpaHMYMBATHCS) AMANa30H
U3MEpPEHUIl, TOYHOCTb, HEOINPEAEICHHOCTh PE3YJbTAaTOB H3MEpPEHUM, Ipeaena OOHapyKEeHHUs, Hpeneln
KOJIMYECTBEHHOTO OMpeeNieHusl, H30UpaTeNIbHOCTh METO/ld, JUHEHHOCTh, IOBTOPSEMOCTh WM
BOCIIPOU3BOJMMOCTb, YCTOMYMBOCTh K BHEIIHMM BO3JCHCTBUSAM WM dP(HEeKTaM BIUSHUS MaTPHUIIBI
o0pasia WM UCIBITHIBAEMOTr0 00BEKTa U CMEILICHUE.

7.2.2.4 JlabopaTopusi 10JDKHA COXPAHSTh CIICTYIOLIHE 3aIIMCH O BaJIMIallH:
a) UCTIOJIB30BAHHYIO MPOLEAYPY BaTHIAIHH;

b) nepeueHs TpeOOBAHMIA;

C) OTIpe/IeIeHNe XapaKTePUCTUK METO/Ia;

d) nmomyueHHbIEe Pe3yIbTATHL;

e) 3aKIIFOYCHUE O MPHUIOJHOCTH ME€TOJa BMECTC C HOI[pO6HI>IM OITMCaAHHUEM €I0 COOTBCTCTBHUA B
OTHOIICHHUHU ITPEAIIOTIaracMoro uCrojab30BaHUs.

7.3 OT60p OGpasyoB

7.3.1 B cnywyae korjga naboparopusi MPOBOAUT OTOOpP OOpa3IOB BEIIECTB, MaTEPHAIIOB WM
OPOAYKIUH Ul TOCIEIYIOUIMX HCIBITAaHUN WM KaluOpOBKH, OHA JOJDKHA MMETh IUIAaH M METOIBI UX
otbopa. Metoz or6opa 00pa3LoB JOKEH YUUTHIBATh (DaKTOPHI, KOTOPhIE HEOOXOAUMO KOHTPOJIMPOBATh,
4T00bI 00€CeYUTh JOCTOBEPHOCTh PE3YJIBTAaTOB MOCIEAYIOIIMX UCHBITAHUNA MU KaauOpoBku. [Iman u
MeToJlT 0TOOpa 00pa3lioB JOJKHBI OBITH JIOCTYIHBI Ha MecTe mnpoBeneHus ordopa. I[lmansl orbopa
00pa3loB JOJKHBI OCHOBBIBATHCS, KOT/Ia 3TO LIEIecO00pa3HO, HA COOTBETCTBYIOLIMX CTAaTHCTUYECKUX
METOax.

7.3.2 Metoasl 0T00pa 00pas3IoB TOJKHBI OTIHCHIBATH:
a) BRIOOP 00pa3IioB WIIM TOYEK OTOOPA;
b) rmutan ot60pa 00pa3oB;

C) MOATOTOBKY WM 00paOOTKy o00pa3ia(oB) BemIecTBa, Marepuajga WJIA TPOIYKIUUA C IENbI0
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NOJTy4eHHUs TpebyeMoro oopasiua Ajs MOCIeAYIONIEro IPOBEICHUS UCIIBITAHUH MIIH KaTUOPOBKU.

[Tpumeuanue - Ilocme Toro kak oOpaseln mMoiydyeH jabopaTopuei, AajbHellnee oOpaiieHue,
KOTOpPOE MOXKET MOTPeOOBaTHCS, ONMUCAHO B 7.4.

7.3.3 JlabopaTopusi JOJHKHA COXPAHSATh COOTBETCTBYIOIIUE 3amucu 00 oTOope 00pasioB, KOTOPHIH
COCTABIISICT YaCTh MPOBEJICHHBIX MCIBITAHUNA WM KaTHOpPOBKH. Takue 3armcH JOJDKHBI BKIIFOUATh B ceOsI
(ecu IPUMEHNMO):

a) CCBUIKY Ha MTPUMEHEHHBII METO/1 0TOOpa 00pa3IoB;
b) maty u Bpemst 0T60pa 00pasios;

C) JaHHBIE Ui WAEGHTH(UKAIMM W ONUCaHus oOpasna (HampuMep, HOMEp, KOJHYECTBO,
HAaUMEHOBAHMUE);

d) unenTudukanuio 1A, BEIIOJIHUBIIETO OTOOp 00pa3IloB;
€) HISHTU(UKAIINIO UCIIOJIB30BAHHOTO 000PYIOBAHUS;
f) ycioBus okpyskaroriei cpejibl U TpaHCTIOPTUPOBKH;

€) CXeMBI WIH JPYTHE SKBUBAICHTHBIC CIIOCOOBI HICHTU(PHUKAIMK MeCTa 0TOOpa 00pa3IoB, €CII ATO
HEOOXOIMMO;

h) oTKIOHEHUS, TOTIOJHEHUS WM UCKITFOYCHHS U3 METO/1a U TIaHa 0TOopa 00pasIoB.

7.4 O6paweHne c 06 beKTaMu UCNbITAaHUA UMK KaNnMOPOBKKU

7.4.1 JlaGopaTopust NOJKHA HMETh MNPOLEAYPY MAJs TPAHCIOPTUPOBKU, MOJTY4E€HUS OOBEKTOB
UCOBITAHUN WM KaJIMOPOBKM, OOpalieHuss ¢ OOBEKTaMM HWCIBITAHUA WM KanuOpPOBKH, 3alllUTHI,
XpaHeHHsl, O0eCleUYeHUs] COXPAHHOCTH, YHHUUYTOXXEHHMs WJIM BO3BpaTa OOBEKTOB HCHBITAHUNH WU
KaJTMOpOBKHU, BKJIIOYasl BCE YCJIOBUS, HEOOXOIMMBIE JUIsl 3aLIUTHI IEJTOCTHOCTH OOBEKTOB MCIBITAHUN WIIH
KaJMOpPOBKM M 3alUTHl MHTEPECOB JIAOOPATOPUU M 3aKazuuka. J(OMKHBI OBITH MPEIIPUHSATHI MEPHI
MIPEIOCTOPOKHOCTH, YTOOBI M30€XKaTh YXYIIIEHHUs] CBOMICTB, 3arps3HEHMs, NOTEPH WIM MOBPEXKIACHUS
00BEKTOB MpU 0OpallleHUH, TPAHCIOPTUPOBKE, XPAaHEHNUU/OKUIAaHUHN U TOATOTOBKE K MCIBITAHUSM WM
kanuOpoBke. MHCTpykuu no oOpaiieHnto ¢ 00beKTaMu, MPEAOCTaBICHHbBIE BMECTE C HUMH, JIOJIKHBI
OBITH COOJIO/IEHBI.

7.4.2 JlabopaTtopusi JOJKHA MMETh YETKYI0 CHUCTEMY HMICHTH(UKALUU OOBEKTOB MCHBITAHUN WU
KaauOpoBkU. MneHTHUKALUs TOMKHA COXPAHATHCSA, MOKA OOBEKT HAXOIAUTCS MO OTBETCTBEHHOCTHIO
naboparopuu. JlaHHas cucTeMa J0JKHA 00eCeunBaTh, YTO OOBEKTHI HE OyAYT mepenyTanbl GU3NUecKH
WIN NIPU CCHUIKE HAa HUX B 3alUCAX WIM JPYruX JokyMeHTax. Cucrema MIeHTU(UKALUKN JTOJDKHA, €CIIH
3TO HEOOXOMUMO, YUUTBIBATH pa3JielieHue 00BEKTa UITH TPYIITEI OOBEKTOB U X TIEpEMEIICHHE.

7.4.3 Ilpu moiay4eHUH OOBEKTa HCHBITAHUA WM KaJIMOPOBKH OTKJIOHEHHS OT YCTaHOBJIEHHBIX
YCIIOBUHM JOJDKHBI OBITh 3aperucTpupoBaHbl. Ecu ecTh COMHEHHS OTHOCUTENIBHO NMPUTOAHOCTH 00BbEKTa
JUIsL MCTIBITAHUSI MM KaJTMOPOBKH MJIM €CITU OOBEKT HE COOTBETCTBYET MPEACTaBICHHOMY OMMCAHUIO, TO
naboparopusi, Tmepel TeM KaK TNpOAOKUTH paldoTy, MAOKHA OOpaTHThCS K 3aKa3yvky 3a
JOMOJTHUTEIBHBIMA MHCTPYKIUSMH M 3apPETHCTPUPOBATEH PE3yIbTaThl 3TOro obcyxaeHus. Eciu 3aka3zunk
TpeOyeT TPOBECTH HCIBITAHUE WM KaJTUOPOBKY KaKOTO-THMOO0 OOBEKTa, MpU3HABas OTKIOHEHHE OT
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YCTaHOBJICHHBIX yCHOBPIfI, HaGOpaTOpI/ISI JOJI’KHAa BKIIIOUHUTb B OTYCT 3aKIOYCHHEC O TOM, Ha KaKuc
PE3YIBTATHEI MOT'YT IIOBJIMATH JAHHBIC OTKJIIOHCHHS.

7.4.4 B cinydae ecnu 00bEKTbl HEOOXOAUMO XPaHUTh WIM KOHAWIIMOHUPOBATH MIPU OIPEIEICHHBIX
YCIOBUSIX OKPYXKAIOLIEH Cpenbl, 3TH YCIOBUS JOJDKHBI IOJJICPKHUBATHCS, KOHTPOJIUPOBATHCA U
PETUCTPUPOBATHCHS.

7.5 TexHu4yeckue 3anmcu

7.5.1 JlaGopaTopusi moKHA OOEcCreunBaTh HAIWYUE B TEXHUUECKHUX 3aMUCSIX U KaKIOro BHJA
1ab0pPaTOPHON NIEATEIHHOCTH PE3yJbTAaTOB, OTYETA U JOCTATOYHOW MHQOPMAIINH, MO3BOJISIONICH, eCIH
3TO BO3MOKHO, UACHTU(DULIUPOBATH (AKTOPHI, BIUSIOUINE HA PE3YJIbTAT U3MEPEHUS U CBSI3aHHYIO C HUM
HEOMPEACICHHOCTh M3MEPEHUN, a TakKe 00ECIeYUTh BO3MOKHOCTH MOBTOPHOIO MPOBEACHUS NaHHOM
71a00paTOpPHON NEATEIBHOCTH B YCIIOBHUSX, MaKCHMaldbHO OJM3KUX K IMEpBOHAYANbHBIM. TexXHUYeCKHe
3aMMCH JOJDKHBI  BKJIIOYATh JIaTy W CBEIEHUS O TIepCOHANle JIa0OpaTOpWH, KOTOPBIM HECEeT
OTBETCTBEHHOCTb 32 Ka)/bIil BUJ J1a0OPATOPHON AEITETLHOCTU U 3a MPOBEPKY JaHHBIX U PE3yIbTaTOB.
[lepBuunble HAOMIOACHUS, JAHHBIE W PAcCUEThl JIOJDKHBI OBITH 3alKMCaHbl B MOMEHT, KOTJa OHU ObLIN
MOJIYYEHBI, U JOJKHBI OTOKIECTBIATHCA C KOHKPETHON paboTOii.

7.5.2 JlaGoparopusi JoJKHA OOecHeuynBaTh IMPOCICKUBAEMOCTh HM3MEHEHUM, BHOCHUMBIX B
TEXHUYECKHE 3aIlUCH, K MPEIBbIAYIIUM BEPCUsM JIMOO K NMEpPBUYHBIM HaOmroneHusM. U nepBuvHbIC, U
NU3MCHCHHBIC JaHHBIC U @aﬁnm AOJDKHBI COXPAaHATBCA C YKAa3aHUCM JAaThl BHCCCHUA I/IBMCHGHI/H\/JI, CBGI[GHI/II;'I
00 acrekTax, IPeTepPIEeBIINX U3MECHEHHS, U JIUIaX, OTBETCTBEHHBIX 32 JIaHHBIC H3MCHCHUSI.

7.6 OueHnBaHMe HeonpeneneHHOCTU U3MepeHnn

7.6.1 JlabGopaTopuu JJOIDKHBI ONpENeNsaTh BKIAA(bl) B HEONPEACICHHOCTh u3MepeHuid. I[lpum
OLICHUBAaHUM HEONPEAEICHHOCTU HM3MEPEHUH BCE CYILECTBEHHbIE BKJIAJbl, B TOM YHUCIIE CBS3aHHbBIC C
0TOOpOM 00pa3lioB, AOKHBI YUUTHIBATHCS C IPUMEHEHHEM COOTBETCTBYIOLINX METO0B aHAIN3A.

7.6.2 JlaGopatopus, BBIIOJHSIOMAS KAJIMOPOBKH, B TOM 4YHCIE COOCTBEHHOTO 00OpYIOBaHMA,
JOJ’)KHA OLICHUBATh HEONPEAEICHHOCTh U3MEPEHUH JUIsl BCEX KaTMOPOBOK.

7.6.3 JlabopaTopusi, BBIONHSIONIAS HCIBITAHHUS, JOJDKHA OIICHMBATh HEONPEAENEeHHOCTh
n3MepeHnil. B Tex ciyyasx, Korja MeToJ] UCHBITAHUN UCKIIOYAeT CTPOTYI0 OLEHKY HEONMPEAEICHHOCTH
W3MEpPEHHM, OLICHUBAHUE JOJDKHO MPOBOJAUTHCS HA OCHOBE MOHUMAHMS TEOPETHUYECKUX IMPUHLIUIIOB WU
MPAKTUYCCKOr'O OIbITa BBIITOJHCHUA METOJA.

ITpumeuanue 1 - B ciydae ecim XOpoLIO M3BECTHBIM METOJ MCIBITAHWM YCTaHABIMBAET MPENEIBI
3HAYEHUN OCHOBHBIX MCTOYHHKOB HEONPEJEIIEHHOCTH M3MEPEHHH U yKa3blBaeT (pOpMy MpeCTaBICHUS
pe3yabTaTOB BBIYMCICHUHN, CUUTAETCS, UTO JabopaTopus BbINOJIHMIA TpeOoBaHUs 7.6.3, cienys MeToay
WCHBITAaHUN U MHCTPYKIIMHU IO MPEACTABIECHUIO PE3YIbTATOB.

[Ipumeuanue 2 - [Ipu HUCHOAB30BAHMM KOHKPETHOTO METOAQ, ISl KOTOPOrOo HEONPEAENIEHHOCTh
pe3yIbTaTOB M3MEpPEHUN yKe ObUla YCTaHOBJEHA W TOATBEPXKJEHA, HET HEOOXOJUMOCTH OIICHUBATH
HEOMpEACNEeHHOCTh ~ U3MEPeHM AN KaXJAO0ro  pe3yibTara, eclid  JabopaTopusi  MOXKET
MIPOJICMOHCTPUPOBATh, YTO BBISABJICHHBIC KPUTHUYECKHE (DAKTOPHI, OKA3bIBAIOIINE BIUSHUE, HAXOISTCS
M0/, KOHTPOJIEM.

[Tpumeuanue 3 - Jlns noapo6Hoit nadopmarmu cm. ISO/IEC Guide 98-3, ISO 21748 u ctanaapThl
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cepun [SO 5725.

7.7 O6ecneyeHne OOCTOBEPHOCTU pe3ynbTaToB

7.7.1 JlaGopaTopusi AOJDKHA HUMETh MPOLENYpPY IS MOHUTOPUHIA JOCTOBEPHOCTH PE3YJIbTaTOB
cBoelt nestenbHOCTH. [lomyyeHHbIe TaHHbBIE JOJDKHBI PETHCTPUPOBATHCS TAKMM 00Pa3oM, YTOOBI MOXKHO
ObUIO BBIIBUTH TEHIEHIMH, M TaM, TIJl€ O5TO NPAKTHUUYECKH BO3MOXKHO, JIOJDKHBI MPUMEHSATHCS
CTaTUCTHYECKHE METOJIbI JUIsl aHAIM3a Pe3yNIbTaToB. JloiKeH ObITh COCTaBIIEH IUIAH TAKOTO MOHUTOPHHTA
U TPOBOAUTHCA €ro aHanu3. MOHHMTOPHHI JIOJDKEH BKIIOYAaTh (HO HE OrpaHHYMBAThHCA), T
1esecoodpasHo, cleayroee:

a) HCIIOJIb30BAHHUC CTAHAAPTHBIX 06pa3u0B N 06pa3u0B JJIs1 KOHTPOJIA Ka4u€CTBA,

b) wuCmONB30BAaHUE AIBTEPHATHBHOTO O0OpYyIOBaHHS, KOTOpoe ObLIO KaauOpOBaHO, IS
o0ecrieueHUs TPOCIICKUBAEMOCTH PE3yJIbTATOB;

¢) mpoBepKky(¥) GyHKIMOHUPOBAHUS U3MEPHUTEIHLHOTO U UCIIBITATEIIBHOTO 000Dy TIOBAHUS;

d) ucnosnp30BaHNE KOHTPOJIBHBIX MM PA0OYMX 3TAJIOHOB C BEJCHMEM KOHTPOJIbHBIX KapT, IIe 3TO
IIPUMEHUMO;

€) MPOMEKYTOUYHbIE TPOBEPKU U3MEPUTEITHLHOTO 000PYIOBAHNUS;

f) IOBTOPHBIC UCIIBITAHUSA WUIIHA KaJII/I6pOBKI/I C UCIIOJIB30BAHUCM OJHOI'O M TOI'0 K€ HJIM pa3JINYHbIX
MCTOAOB,

£) TIOBTOPHBIE HCITBITAHUS WU MOBTOPHYIO KAIMOPOBKY XpaHSIIUXCS 00pa3IoB;
h) Koppensuo pe3ynbTaToB Uil Pa3IMYHBIX XapaKTePUCTUK 00pasIa;

1) aHaJIU3 MOJIYYEHHBIX JAHHBIX;

J) BHYTpUIIaOOpaTOpHBIE CIIMYEHUS;

k) ucnipiranus mudpoBanHoro(bix) 0opasma(os).

7.7.2 JlabopaTopusl JOJDKHA OCYLIECTBISATH MOHUTOPUHT CBOEH JESTEIbHOCTH MyTEM CPaBHEHMS C
pe3ysbTaTaMi JIpyrux J1abopaTopui, €ciau 3TO BO3MOXHO M NMpUMEHUMO. Takoil MOHMTOPHHI JOJIKEH
IUIAHUPOBATBCS, W €r0 Pe3yiabTaThl AOJDKHBI aHanu3upoBarbes. OH  JODKEH BKJIIOYAaTh (HO HE
OTPaHUYUBATHCS) CIAEAYIOLUIUE MEPOTIPUATHUS WIIA OJTHO U3 HUX:

a) yJacTue B IpOBepKax KBaTH(PUKAIUH.
[Ipumeuyanue - B ISO/IEC 17043 mnpuBeneHa AOMOJTHUTENbHAS WHMOpPMAIUsS O MPOBEPKaAX

KBaIM(UKAIIMK U O TpoBalijiepax MpoBepku KBanudukanuu. [IpoBaitnepsl MpoBEepKU KBaTH(PHUKAIIH,
KoTopsie BEIMOHSIOT TpeboBanus ISO/IEC 17043, cuutaroTcsi KOMIIETEHTHBIMU;

b) ygactue B Mex1a00paTOPHBIX CIUYCHHUSIX, OTIIMYHBIX OT TPOBEPOK KBATU(DUKAIUH.

7.7.3 I[aHHLIC, IMOJIYYCHHBIC C IIOMOMIIbKO MOHHUTOPHUHIA, MHOOJDKHBI AHAJIU3HUPOBATHCA H
HCIIOJIB30BATLCA JJId YIIPABJICHUA na6opaTopH017I JACATCIIBHOCTBIO, a TaKXKE IO BO3MOXHOCTHU IJId
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BHECEHUs YIydllleHUd B pabory maboparopuu. Eciau Obuto OOHApYXeHO, YTO pe3yJabTaThl aHAIN3a
JaHHBIX, TIOJYYCHHBIX IIPH MOHUTOPUHIE, BBIXO/AT 32 PAMKH YCTAHOBJICHHBIX KPHTEPUEB, HEOOXOANMO
NPEINPUHATh COOTBETCTBYIOLIME JCUCTBUS C LEJIbI0 MPEJOTBPAICHHUS BKIIOYEHHUS B OTYETHYIO
JTOKYMEHTAIHIO HEBEPHBIX PE3yJIbTATOB.

7.8 NpencraBneHne oT4eTOB O pe3yribTaTax

7.8.1 O6Lwme nonoxeHus
7.8.1.1 Pe3ynbTaThl JOJKHBI OBITH PACCMOTPEHBI U YTBEPKACHBI IO UX BBIIAYH.

7.8.1.2 Pe3ynbTathl 1OJKHBI OBITH MPEJICTABICHBI TOYHO, YE€TKO, HEJIBYCMBICICHHO U OOBEKTHBHO,
KaK IpaBwio, B ¢opMme oTueTa (Hampumep, OTU4eT 00 HCHBITAaHHAX, CBUICTEIHCTBO (cepTHU(dUKAT) O
KaIMOPOBKE WJIM aKT 0TOOpa 00pa3iioB) U JIOJDKHBI BKIIIOYATh B ce0s BCIO MH(GOPMAIIHIO, COTJIACOBAHHYIO
C 3aKa34MKOM M HEOOXOIMMYIO JUIsl MHTEpPIpPETAllMd pPe3y/lIbTaTOB, a TaKXKe BCIO HH(OpPMAIHIO,
TpeOyemMyl0 B COOTBETCTBUHM C MPUMEHSEMBIM METOAOM. Bce odopMIiIeHHbIE OTYETHl AOIKHBI OBITH
COXpPAHEHBI B KAUECTBE TEXHUYECKUX 3aIHCEH.

[Tpumeuanue 1 - Jlng meneil HACTOAIIErO CTaHAApTa OTYETHI OO0 HCIBITAHUAX U CBHJIETENbCTBA
(cepTrduKaTh) 0 KaTUOPOBKE WHOTJA MOTYT HA3bIBATHCS IMPOTOKOJIAMH HCIBITAHHA W OTYCTAMU O
KaTuOpOBKE COOTBETCTBEHHO.

[Tpumevanue 2 - OrT4eTsl MOTYT OBITH HM3/JaHBl Ha OYMa)XHOM HOCHUTEJE WM C MOMOIIBIO
3JIEKTPOHHBIX CPEJCTB IIPU YCIOBUHU, YTO TPEOOBAHUS HACTOALIETO CTAHAPTa BBIIIOJIHEHBI.

7.8.1.3 Ilpu cornacoBaHUM C 3aKa34UKOM PE3YJIBTAThl MOTYT OBITH IPEICTABICHBI B YIPOLIEHHOM
Buze. JlroOble cBenenwus, ykasaHuele B 7.8.2 - 7.8.7, xoTopble HE OBUIM TMPEICTABICHBI 3aKa34HKY,
JOJDKHBI OBITH JIETKOJOCTYITHBIMHU.

7.8.2 OOwume TpeboBaHMA K oTyeTaMm (006 McCNbITaHMAX, KanuMbpoBke unu otbéope
obpasuoB)

7.8.2.1 B nejaxX MHUHUMH3AIUNU BO3MOKHOCTHU HCEIIPABHUIILBHOTO IMOHUMAHHUSA WJIM HCEIIPABUIIBHOI'O
HCITIOJIB30BaHUA I/IH(bOpMaHI/II/I K&)KI[BII\/’I OTUCT MAOJDKCH BKIOYaTb KaK MHUHHMYM CICOYIOH[YIO
I/IHCI)OpMaI_[I/IIO, cCiiny J'Ia60paTOpI/II/I HET 000CHOBAHHBIX IIPUYUH HC BBIIIOJHATL 3TO Tpe6OBaHI/IeI

a) Ha3BaHue (Hampumep, "Otuer 006 ucnbiTanusgx", "CBuaerenscTBoO (cepTudurar) o KanuOpoBke"
i "AKT oT6opa 06pasios");

b) HauMeHOBaHUe U ajpec 1abopaTOpuu;

C) MCCTO OCYHICCTBJICHUA J'Ia60paT0pH0fI ACATCIIBHOCTHU, B TOM YHCJIC €CJIM OHA OCYHICCTBJIAIACH HA
mIomaadax 3aKa3dyHuka, mmbo Ha ydacCTKax, YAAJICHHBIX OT IMOCTOAHHBIX HPOWU3BOJCTBCHHBIX ILIOIIACH
J'Ia60paTOpI/II/I, 1100 Ha COOTBCTCTBYIOIIHUX BPECMCHHO HUCIIOJIb3YCMbIX HUJIN MOOHUJIBHBIX O6’BCKT3.X;

d) yHUKanbHYIO UACHTU(UKAINIO, JI1 TOTO YTOOBI BCE €r0 COCTABIISAIONINE BOCTIPUHHUMAIHNCH KaK
9acTh OOIIEro OTYETa, U YeTKYIO UACHTH(PHUKAIIUIO KOHIA OTYETa;

e) HaAaMMCHOBAHUEC U KOHTAKTHBIC JaHHBIC 3aKa34YHKa,
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f) uaeHTH(UKAINIO0 TPUMEHSIEMOTO METO/A,
g) OlHMCaHue, OJJHO3HAYHYIO MICHTH(DHUKALIMIO M TP HEOOXOIUMOCTH COCTOsSIHHE 00pasiia;

h) nmary momydenus oOpa3na(oB) AJii UCHBITAHUNA WIM OOBEKTa KaTMOpPOBKM W Jary OTOOpa
o0pa3ua(oB), KOT/ia 3TO UMEET BaXHOE 3HAUCHHE /IS JJOCTOBEPHOCTH U IIPUMEHEHUS PE3yIbTaTOB;

1) maTy(bI) OCYIIECTBICHUS JIA0OPATOPHOU NEATEILHOCTH;
J) AaTy BBIAQYM OTYETA,

k) ccbuiky Ha 1uiaH U Meton oTOOopa 00pasIoB, MCHOJIB30BAHHBIC JTAOOPATOPHENH WM APYTHMH
OpraHaMu, €CII 3TO BaXKHO JUIs IOCTOBEPHOCTH WIIM IPUMEHEHUS PE3yJIbTaTOB,;

1) 3asgBreHUE O TOM, YTO PE3yJIbTaThl OTHOCATCS TOJBKO K OOBEKTaM, MPOIICIIINM HCIIBITAHUS,
KaTMOPOBKY WJIH OTOOD;

m) pe3yJbTaThl, IJe 3TO TPUMEHUMO, C €IMHUIIAMHA U3MEPEHUS;

N) JOTOJTHEHUSI, OTKJIOHEHHS WU UCKITIOYCHUS U3 METO/1a;

0) UACHTH(HUKAIHIO JIHII(a), YTBEPAUBIIHNX(ET0) OTYCT;

P) OJIHO3HAYHYIO UECHTU(PHUKALUIO PE3yIbTATOB, TOJYYEHHBIX OT BHEIIHUX MOCTABIINKOB.

[Tpumedanue - BriroueHue 3asBiICHHS O TOM, YTO OTYET HE JOJDKEH OBITH BOCHPOHM3BEICH HE B
IIOJTHOM o0beMe 0e3 paspelieHus 1adopaTopuu, MOKET OOeCIeYUTh YBEPEHHOCTb B TOM, YTO YacTH
OTYETa HE UHTEPIPETUPYIOTCS BHE KOHTEKCTA.

7.8.2.2 JlaGopatopusi TOJKHA HECTH OTBETCTBEHHOCTDH 32 BCIO MH()OPMAIIHIO, TPEACTABICHHYIO B
oT4yeTe, 3a WUCKJIIOUYEHHUEM Cciy4yaeB, Korja HHpopMalMs TMperocTaBisercs 3aka3dukoM. JlaHHbIE,
NpeaAOCTAaBJICHHBIC 3aKa34YMKOM, JOJIKHBI OBLITH YETKO I/II[GHTI/I(i)I/IHI/IpOBaHI)I. KpOMe TOrO, B CjIydac €CJin
uHpopMalus MpeJoCTaBlIeHa 3aKa3YMKOM M OHA MOXKET MOBJMATH Ha JOCTOBEPHOCTH PE3yJbTAaTOB, B
OTYEeT JOJDKHO OBITh BKIIIOYEHO 3asiBICHHE 00 OrpaHWYEeHHH OTBETCTBEHHOCTH Jaboparopuu. B ciryuae
ecnu J1abopaTopusi HE OCYIIECTBISIET M HE HECET OTBETCTBEHHOCTH 3a CTaJui0 oTOopa 00paslLoB
(manpumep, oOpazenr ObUT TNPEAOCTaBIECH 3aKa3uMKOM), B OTYETE JODKHO OBITh OTPaXKEHO, 4YTO
MOJTyYEeHHBIE PE3YyJIbTaThl OTHOCATCS K MPEAOCTABICHHOMY 3aKa3unKOM 00pasity.

7.8.3 CneumanbHble TpeboBaHUA K oT4eTaM 06 UCNbITaHUAX

7.8.3.1 B nononHeHWe K TpeOOBAHMSIM, TIEPEUUCICHHBIM B 7.8.2, 0T4eThI 00 MCIBITAHUSIX JOJKHEI,
€CIIM ATO HEOOXOUMO I MHTEPIPETAIIMH PE3YIBTATOB UCIIBITAHUMN, BKIIOYATh B ce0s1 Clieayrolee:

a) nHGOpMaIHio 00 0COOBIX YCIIOBUSX UCITBITAHUN, TAKUX KaK YCIOBHS OKPYXKAIOIICH CPEJIbI;
b) npu HEOOXOIUMOCTH 3asIBIICHHE O COOTBETCTBUU TPEOOBAHUAM WK cnienudukanusam (cMm. 7.8.6);
C) TJIe 3TO MPUMEHHUMO, HEONPEACICHHOCTh H3MEPEHUM, MPEJACTABIICHHYIO B TE€X e SAMHHIIAX, YTO

U u3MepsieMas BEJIMYMHA, WIM B OTHOCHUTEIILHOM IO OTHOLICHHIO K H3MepsieMOil BeTMYMHE BHJIE
(Hampumep, B IPOLEHTAaxX), KOTr/Aa:
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- 9TO UMEET OTHOIIIEHHUE K JOCTOBEPHOCTH WIJIH IPUMEHEHHUIO PE3YIIbTaTOB HCIIBITAHHIA,
- 3TOrO TpeOyeT 3aKa3uuK; Win

- HEOIIPEICIIEHHOCTh U3MEPEHHUS BIHSIET HA COOTBETCTBHUE YCTAHOBICHHOMY IpEEIy;
d) MHEHHUS U MHTEPIIPETALIMH, TJE 9TO IpUuMeHUMO (cM. 7.8.7);

e) AONOJIHUTCIbHYIO I/IH(i)OpMaLII/IIO, KOTOpasis MOXKCET HOTp€6OBaTBC$I N0 KOHKPCETHBIM MCTOHAaM,
OopraHaM BJIaACTH, 3aKa34YMKaM WJIU I'pyIIiaM 3aKa3uuKOB.

7.8.3.2 Ecnn 1abopaTopusi HECET OTBETCTBEHHOCTD 3a JICATEILHOCTH 10 0TOOpPY 00pa3ioB, OTYETHI
00 MCTIBITAHUSIX JTIOJDKHBI COOTBETCTBOBATh TPEOOBAHMAM, YKa3aHHBIM B 7.8.5, eciii 3T0 HE0OX0AMMO 1St
HWHTEPIPETAIMH PE3YIbTATOB HUCIIBITAHHNA.

7.8.4 CneumnanbHble TpeboBaHUA K cBUAeTeNnbCTBaM (cepTudunkatam) o Kanmbposke

7.8.4.1 B nonosiHeHHne K TpeOOBaHMIM, TIEPEUNCICHHBIM B 7.8.2, B CBUIETEILCTBA (CEPTU(HUKATHI) O
KaJTMOPOBKE JOJHKHBI OBITh BKITFOUCHBI CIICAYIONTUE CBEICHUS:

a) 3HAYCHHE HEOIIPEICIICHHOCTH U3MEPEHHI [T Pe3yiIbTaTa U3MEPEHH, IPEICTABICHHOE B TEX XKE
SIMHUIIAX, YTO U U3MepsieMasl BEIMYMHA, WU B OTHOCHTEIHFHOM IO OTHOIICHHUIO K U3MEPSAEMON BEITUIHHE
BHJIC (HarpuMep, B MPOIECHTAX ).

[Tpumeuanue - B coorBerctBuu ¢ ISO/IEC Guide 99 pesynpTaT W3MEpeHHs, Kak MPaBHIIO,
BBIPQXKACTCSI OJHUM M3MEPEHHBIM 3HAUY€HHEM BEIUYMHBI C YKa3aHHEM €IUHUIIBI H3MEpPEHHS W
HEONIPENEICHHOCTH U3MEPEHN;

b) cBeenus 00 yCIOBHsIX (HalpUMEp, YCIOBUAX OKPYKAIOIIEH CPeJIbl), TPH KOTOPBIX BBHITIOIHSITUCH
KaJMOPOBKM U KOTOPBIE MOIJIM OKa3aTh BIMSHUE HA PE3YJIbTaThl U3MEPEHMUIA;

C) 3asBJICHHE O TOM, KakuM oOpa3oM o0OecrneyuBaeTcs METPOJIOTHYECKas MPOCISKUBAEMOCTh
U3MepeHnil (CM. pusiokeHue A);

d) pe3ynbTaThl, MOTYYSHHBIE 10 U TIOCIIC PETYIMPOBKHU WIIM PEMOHTA, €CJTH TaKOBBIE IPOBOTUIIHCH;,
€) 3asBJICHHE O COOTBETCTBUH TPEOOBAHUSM HJIH CHEIUPHUKAIUAM ITpU HeoOXxoaumocTu (cM. 7.8.6);
f) MHeHHs u uHTEpIIpeTanuu (cM. 7.8.7) mpu He0OXOAMMOCTH.

7.8.4.2 Ecnm mabGopaTopusi OTBEYaeT 3a MAEATENBbHOCTh MO OTOOpY 00paslioB, CBUIACTENHCTBA
(cepTrdUKaThI) 0 KATUOPOBKE JOHKHBI COOTBETCTBOBATH TPEOOBAHMSIM, YKa3aHHBIM B 7.8.5, eciu 310
HE0OXOIUMO ISl HHTEPIPETAIH PE3yIbTaTOB KaTMOPOBKH.

7.8.4.3 CBunetensCTBO (CepTU(UKAT) O KATHMOPOBKE WM KAIMOPOBOYHAS STUKETKA HE JOJKHBI
COJIEpKaTh HUKAKMX PEKOMEHJAIMN MO BHIOOPY MEKKATMOPOBOUHBIX MHTEPBAIOB, KPOME TE€X CIIy4aes,
KOTJ1a 9TO OBLIO COTIIACOBAHO C 3aKa3YHKOM.

7.8.5 [pepctaBneHue pe3ynbTatoB nNo OTOOpy o06pasyoB - cneuuanbHble
TpeboBaHusA
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Ecnu naboparopust HeceT OTBETCTBEHHOCTh 3a JeSATEILHOCTh IO 0TOOPY 00pa3IoB, B JOMOJHEHUE K
TpeOOBaHUSAM, TEPEUYHCICHHBIM B 7.8.2, KOrja 3TO HEOOXOOMMO Ui MHTEPIPETALUU PE3yIbTaTOB,
OTYETHI JOJKHBI BKIIIOYATH CIIEAYIOIICe:

a) maty orbopa o0pasIoB;

b) yHUKaNbHYIO WICHTU(UKAIUIO BEIOpaHHOTO 0Opa3ia Wiu mMarepuaia (BKIO4Yas HaMMEHOBAaHHE
IIPOU3BOAUTENS, 0003HAYEHUE MOJIEIM WIM TUIIA U CEPUIHBIE HOMEPA, KOTAa 3TO IPUMEHHUMO);

C) MecTO 0TOOpa 00pa3oB, BKIIOYAs JIOOBIE TUarpaMMbl, 3CKU3bI WK (oTorpaduu;
d) cchulKy Ha IaH 0TOOpa U METOT 0TOOPA;

€) CBeIeHUs1 000 BCEX YCIOBUAX OKPYXKAIOIIEH cpesibl BO BpeMsi 0TOOpa 00pa3IioB, KOTOPHIEC BIHSIOT
Ha WHTEPIIPETAIHIO PE3YIbTATOB;

f) uapopmannio, HEOOXOIUMYIO JJIsl OLEHKH HEOMPEACICHHOCTH M3MEPEHHH Ui MOCIETyIOLIIX
UCIBITAHUHN WK KaTUOPOBKHU.

7.8.6 NpeacraBneHune 3aKnO4YeHUN 0 COOTBETCTBUMN

7.8.6.1 Eciin o pe3ynbpTaTaM MCHBITAHHS WIH KATHOPOBKH JIEIAETCS 3aKIFOYEHHUE O COOTBETCTBUU
crenu(puKauy Wik CTaHAapTy, 1adopaTtopus H0JKHA JOKYMEHTUPOBAThH MPABWIIO MPUHATUS PEIICHUs,
IIPUHMMAsi BO BHUMAHHE YPOBEHb pUCKa (HaIpUMeEp, JIOXKHOIOIOKUTEIbHOE WU JIOXKHOOTPULIATEbHOE
pellleHre, CTaTUCTUYECKUE NPEINONIOKEHNUs), CBSI3aHHBIM C MPUMEHSIEMBIM MPABUIOM IPHUHITHS
pelIeHus, U IPUMEHUTh JaHHOE MTPaBUIIO.

[Tpumeuanue - Ecnau mpaBuio NpUHATHS pPEUICHHsS YCTAaHOBIEHO 3aKa3uMKOM, MpaBUIAMU WU
HOPMAaTHUBHBIMHU JOKYMEHTAMH, JIaJbHENIIIee pACCMOTPEHUE YPOBHS PUCKA HE TpeOyeTCsl.

7.8.6.2 JlabopaTopus AODKHA MPEACTaBUTH 3aKIIOYEHHE O COOTBETCTBUM, B KOTOPOM YETKO
OIIpEeJIENIEHO:

a) K KaKUM pe3yJbTaTaM MPUMEHSETCS JaHHOE 3aKII0UEHHUE;

b) kakuMm crenuduKanusaM, CTaHIApTaM WJIM UX YacTIM COOTBETCTBYET WM HE COOTBETCTBYET
00BEKT;

C) TpPaBWIO TPHUHATHUS PEIICHUS, KOTOpoe OBUIO HCIONB30BAaHO (E€CIM OHO HE COACPKHUTCA B
COOTBETCTBYIOIIMX CIEIM(PUKAINH WK CTAaHIAPTE).

[Tpumeuanue - [l nosnyuenust nononnutensHol nHGopmanuu cM. ISO/IEC Guide 98-4.

7.8.7 NpeacraBneHne MHEHUN U UHTepnpeTauun

7.8.7.1 B cnydae npeAcTaBiIeHUsI MHCHUM W MHTEPIIPETAINH JTabopaTopust O KHA 00€CIIeUnTh, 9YTO
TOJBKO TEPCOHAJ, YMOJHOMOYEHHBIM Ha MpEACTABICHHME MHEHUN W HMHTEpIpeTaluid, MpeICcTaBiseT
COOTBETCTBYIOIIME 3asBieHUs. JlabopaTopusi AOMKHA JOKYMEHTHPOBATh OCHOBAHHUS, Ha KOTOPBIX
0a3uUpPyIOTCS BKIIOYCHHBIE B OTYET MHEHUS U UHTEPIIPETALIUH.

HpI/IMe'-IaHI/Ie - Baxdo otanyaTh MHEHUS U HHTEpIIPETAal OT BBIBOJOB II0 pE3yJibTaTaM
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MHCTIEKIIMN WK cepTUPUKAIINH NTPOIYKLNH, Kak 3To ycTaHoBieHo B ISO/IEC 17020 u ISO/IEC 17065, n
OT 3asBJICHUN O COOTBETCTBHUH, YIIOMSIHYTHIX B 7.8.6.

7.8.7.2 MHeHUus WU WHTEPIPETAllUd, COJAEpXKAIIMecs B OTUETax, JODKHBI OBITH OCHOBAaHBI Ha
pe3ynbTaTax, MOJIy4eHHBIX I 00BEKTa, MPOXOIUBIIETO HCIIBITAHNS/KaTHOPOBKY, U JOKHEI OBITh YETKO
0003HaYEeHbI KaK TAKOBBIE.

7.8.7.3 Eciin MHEHMSI M MHTEPIIPETALIUY IIPEJICTABIISIFOTCS IIyTEM HEIIOCPEICTBEHHOIO 00CYKICHUS
Pe3yJIbTATOB € 3aKa3UMKOM, HEOOXOAUMO COXPaHATh COOTBETCTBYIOIINE 3aIIUCH TAKOTO 00CYXKIECHUS.

7.8.8 UsMeHeHUA K oTyeTam

7.8.8.1 Ecnn HeoOXOAMMO BHECTH M3MEHEHUS, JTOTIOJIHEHHS B BBLAAHHBIA OTYET, mepeo(opMUTh
ero, 000e U3MEHEeHHe MH(OpMaIKU JO0JHKHO OBITh YETKO 0003HAYEHO M, €CIIM He0OXO0AWMO, IPHYMHA
BHECEHUS U3MEHEHHS JOJDKHA OBITh BKIIIOUYEHA B OTUET.

7.8.8.2 VI3MeHeHMss B OTYeT TMOCJIE€ €ro BbIaYM JOJDKHBI BHOCHTBHCS TOJBKO B BHIE
JOTIOTHUTEIBHOTO  JIOKyMEHTa WJIM HHOT0 Ccrocoba Tepeladyd JIaHHBIX, KOTOpPhIE BKJIIOYAIOT
dbopmynupoBky: "M3MeHeHHe K OTYETY, OPSAIKOBBIM HOMED... [N UHas UAeHTUPUKAIUS|" U APYTYIO
MoT00HYI0 (POPMYITHPOBKY.

Takue n3meHeHus JOIKHEI COOTBETCTBOBAThL BCEM Tpe60BaHI/I${M HaACTOAILICTO CTaHdapTa.

7.8.8.3 Korna He0OX0MMO BbLAATh HOBBIM OTYET O PE3yjbTaTax, OH JOJKEH ObITh YHUKaIbHBIM
00pa3oM HIEeHTU(HUIUPOBAH U COJEPKATH CCHUIKY Ha OTYET O pe3yiIbTaTax, KOTOPBI OH 3aMEHSIET.

7.9 XXano6bl (NnpeTeH3unun)

7.9.1 JIabopaTopusi JOKHA UMETh JOKYMEHTHUPOBAHHBINA MPOIIECC JJIS MOJYUICHHUS, PACCMOTPEHUS
xano6 (mpeTeH3uii) U MPUHATHUS PELICHHH 110 jkanobam (IPEeTeH3UIM).

7.9.2 Onucanue npouecca oOpalieHus ¢ xaao0amMu (MPeTeH3UsIMHU) JT0JKHO ObITh JOCTYITHO BCEM
3aWHTEPECOBAaHHBIM CTOpPOHAM Mo 3ampocy. [lpu nmomyueHun xano0sl (IpeTeH3un) 1abopaTopusl JOIKHA
YAOCTOBEPUTHCSA, OTHOCUTCS JIM kanoba (MpeTeH3usi) K J1abopaTopHOM JesATeIbHOCTH, 32 KOTOPYIO OHA
HECeT OTBETCTBEHHOCTh, U, €CIIM 3TO TaK, JIOJDKHA MPUHATH €e Ha paccMoTpeHue. Jlabopatopus Hecer
OTBETCTBEHHOCTh 3a MPHUHSATHE BCEX pEIICHU Ha BCEX CTAIUAX IPOIECca PAaCCMOTPEHUS KaIOOBI
(mpeTeH3uUN).

7.9.3 Tlpouecc paccMoTpeHusi >xano0 (MpeTeH3uil) AOKEH BKIIOYATh 10 KpalHeW wmepe
CIIETYIOIIINE DIIEMEHTHI U METOIBI:

a) OnucaHHWe Ipoliecca MOJyuyeHUusi, IPOBEPKU, PAaCCMOTPEHUS KajoObl (IIPETEH3UH) U MPUHSITUA
peleHust 00 OTBETHBIX JEHCTBUAX, KOTOPbIE TOJDKHBI OBITh MPEANIPUHSATHL;

b) oTciexuBaHUE U perucTpanus xaiod (MpeTeHsuil), BKiIoyas AeHCTBUS, MPEANPUHATHIC A UX
paspeleHus;

¢) obecrieyeHne TOro, 4YTo HeOOXOIMMbIE MEPHI ITPEITPUHUMAIOTCSL.

7.9.4 JlaGopaTopusi, MOTy4aroas kanooy (MpeTeH3HuI0), T0JKHAa HECTH OTBETCTBEHHOCTH 3a cOOp U
MPOBEPKY Bcel HeoOXoauMoW HHGOpPMAlUU C LENbI0 IOATBEPXKACHHUS OOOCHOBAHHOCTH >KaJOOBI
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(nperensun).

7.9.5 Korna 3T0 BO3MOXHO, 1a00paTopusi JOKHA MOATBEPAUTH NOTyYeHHE 3Kajl00bl (IPETeH3UH) U
WH()OPMHUPOBATH 3aSIBUTENS O XOJI€ U PE3yJIbTaTaX PaCCMOTPCHHSL.

7.9.6 Pe3ynbTaThl pacCMOTPEHUs kajoObl (IIPETEH3UH), KOTOpble OYAYT JAOBEAEHBI 10 3asBUTEI,
JOJDKHBI  OBITH TIOJATOTOBJICHBI WJIM PAacCMOTPEHBbl M OJ0OpeHBl Jjuuom(amu), KoTopoe(ble) He
IPUHUMANIO(M) Y4YacTHsl B JIEATEIbHOCTH J1abOpaTOpuM, IO IIOBOAY KOTOPOW HOCTymmiIa xajoba
(nperensus).

HpI/IMe‘IaHI/Ie - DTO MOKET BBIOJHATHECS BHEIITHUM IICPCOHAJIOM.

7.9.7 Korma 3T0 BO3MOXHO, J1ab0OpaTOpHsi [OJDKHA IPENOCTaBUTh 3asBUTEN0 O(QUIHAIBLHOE
YBEJAOMJIEHHE O PE3yJIbTaTax pacCMOTPEHUS 7Kaj00bl (IPETEH3UH).

7.10 YnpaBneHue HeCOOTBETCTBYIOLLEN paboToun

7.10.1 JIaGopaTopusi 10KHA UMETh MPOLEAYPY, KOTOPYIO IPUMEHSIOT B CIIy4ae, €CIu KaKoi-Tnbo
acreKkT J1abopaTOpPHOHM NEeATENPHOCTH WM Pe3yJdbTaThl pabOThl HE COOTBETCTBYIOT COOCTBEHHBIM
poLeaypam J1adbopaTopuu WM TPeOOBaHUSIM, COTTIACOBAHHBIM C 3aKa3YMKOM (Hampumep, 000pyIoBaHue
WIK YCIOBUS OKpYXAlOUIel cpeabl HE COOTBETCTBYIOT YCTAHOBJIEHHBIM IIpe/eiaM, pe3yJbTaThl
MOHHUTOPHHTA HE OTBEYAIOT YCTAHOBJICHHBIM KpuTepusiM). [Ipouenypa nomkHa odbecreunBaTh, 4yTo:

a) OIpeeIIeHbl OTBETCTBEHHOCTh W TTOJIHOMOYHS JIJIsl YIIPABJICHUSI HECOOTBETCTBYIOIIEH paboTOM;

b) neiicTBus (BKIIIOYas MPUOCTAHOBKY WJIM MTOBTOP pabOTHI M IPUOCTAHOBKY BbIIaYM OTYETOB, €CIIH
HE00XO0/IMMO) OCHOBAHBI HA YPOBHSIX PHCKA, yCTAaHOBJICHHBIX JIA00OpaTOpHEH;

C) MPOBEJCHO OLIEHUBAHHE 3HAYMMOCTH HECOOTBETCTBYIOIIEH YCTaHOBJIEHHBIM TpeOOBaHUAM
paboThI, B TOM YHCIIEC aHAJIU3 €€ BO3JCHCTBUS Ha MPEABIAYIINE PE3yIIbTaThI;

d) npuHATO pelIeHne o0 NPUEMIIEMOCTH HECOOTBETCTBYIONIEH paboThI;
€) KOor/ia 3T0 He00X0IMMO, YBEIOMJIEH 3aKa3UUK U aHHYJIMPOBaHbI PE3yJIbTaThl Pa0OTHI;
f) onpeneneHa OTBETCTBEHHOCTH 3a MPUHSTUE PEIIEHUS] O BO30OHOBIEHUU pabOTHI.

7.10.2 JlabGopaTtopusi AOJKHAQ BECTH 3allUCM B OTHOIIEHMH HECOOTBETCTBYIOIIEH paboThl U
HEOOXOIMMBIX EWCTBHM, Kak yka3aHo B 7.10.1, nepeuncnenus b) - f).

7.10.3 B Tex ciywasx, KOrJla OLEHKa ITOKAa3bIBAaeT, YTO HECOOTBETCTBYIOIIAs padoTa MOKET
MOBTOPUTHCS, WJIM €CTh COMHEHUS B OTHOIIEHUH COOTBETCTBHUS AEATEIbHOCTHU JIaOOPaTOPUU COOCTBEHHOM
CHCTEMe MEHE/DKMEHTA, JTA00paTopHsl TOJHKHA 00ECTIEYUTh BHIITOJIHEHHE KOPPEKTHPYIOIINX ACHCTBUI.

7.11 YnpaBneHune paHHbIMU U nHcopmaumen

7.11.1 Jlaboparopust JOMKHA UMETh AOCTYI KO BCEM JaHHBIM U WH(OPMAIUU, HEOOXOAMUMBIM ISt
BBITIOJTHEHUS JTAOOPATOPHOU JIeATEITHHOCTH.

7.11.2 TlpaBunsHOCTh (YHKIIMOHUPOBaHUS cucTeM(bl) yrmpaBieHHs uHpopMaiuei gadboparopud,
HCIIONB3YeMBIX(0) A1 cOopa, 00pabOTKH, 3aMKCH, MPECTABICHUS Pe3yJIbTaTOB, XPAaHEHUS MIIH TIOMCKA
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JaHHBIX, B TOM 4YHCJIE MPaBWIHHOCTh (DYHKIMOHHpPOBAHUS UHTEp(DErcoB cUCTeM(bl) YIpaBICHUS
nHpopMmanuen mabopaTopun, 10JDKHA(BI) OBITH MPOBEpeHa JTabopaTopuel mepea BHEAPSHUEM B palboTy.
[Ipn mOOBIX W3MEHEHUSX, BKJIIOYAs W3MEHEHUsS KOH(QUTYpaluu MPOTrPaMMHOTO oOecredeHus
nabopaTopuu WM MOAW(DUKAIMN KOMMEPUYECKOTO IMPOrPAMMHOIO OOECIICYCHHS, OHHU JOJDKHBI OBITh
YTBEPKACHBI, TOKYMEHTHPOBAHBI U BAIMIMPOBAHEKI JI0 BBEICHUS UX B ICHCTBUE.

[Ipumeuanue 1 - B Hacrosmiem cranmgapte '"cucTeMbl ympaBiieHHs WHbopmanuei imadboparopun'
BKJIIOYAlOT B ce0s  ympaBleHWE JaHHBIMA ¥ WHGpOpMalWed, COIepKallUMHCS KaKk B
KOMITBIOTEPU3UPOBAHHBIX, TaK U B HEKOMIIBIOTEPU3UPOBAHHBIX cUcTeMax. Hekotopble u3 TpeOoBaHMi
MOTYT OBITh B OOJNbBIIEH CTENCHH NPUMEHUMBI K KOMIBIOTCPU3HPOBAHHBIM CHUCTEMaM, YeM K
HEKOMIIBIOTEPU3UPOBAHHBIM CHCTEMAM.

[Tpumeuanue 2 - JlocTynmHOe Ha PbIHKE KOMMEpYECKOe MpOrpaMMHOE oOecrieueHre Mpu OOBIYHOM
€ro MCIOJb30BaHUM B 00JACTH, JUIsI KOTOPOH OHO NpPEAHAa3HAYEHO, MOXKET CUUTAThCA B JOCTATOYHOM
CTENEHU BaJIUAUPOBAHHbIM.

7.11.3 Cucrema(bl) ynpaBienus unpopmanuei mabopatopuu, qoxHa(bI):
a) OBITH 3amuiIeHa(bl) OT HECAHKIIMOHUPOBAHHOTO JJOCTYIIA;
b) ObITh 3amumIeHA(BI) OT UCKAKEHUS I TOTEPH JTaHHBIX;

C) Q)YHKHHOHHPOBEITL B YCJIOBUAX OKPY)KaIOH_Ieﬁ CpCAbl, KOTOPbIC COOTBCTCTBYIOT CHCI_[I/I(i)I/IKaI_II/IHM
nocraBIIMKa HUJIN na60paT0p1/m, HJik, B ClIyda€ HCKOMIIBIOTCPU3UPOBAHHBIX CUCTCM, CO3/1aBaTh YCJIOBHA,
O6€CH€‘H/IB3IOH_[I/IC HCHU3MCHHOCTDH BBIIIOJIHCHHBIX OT PYKHU 3anucei u paCH_II/I(i)pOBKI/I;

d) mommepkuWBaATHCSI B TAKOM COCTOSHUH, KOTOpPOE OOECIEeYMBAET IICJIOCTHOCTh JAHHBIX U
nHpopManuu;

€) BKJIIOYATh PETUCTPAIMIO CHUCTEMHBIX COOE€B H COOTBETCTBYIOIIMX OIEPATUBHBIX U
KOPPEKTUPYIOLIUX JEHCTBUM.

7.11.4 B toMm ciydae, eciii ynpaBji€HHE JAaHHOW CUCTEMOW U €€ MOJiepKaHHE OCYLIECTBIISETCS
JMCTAaHIIMOHHO WJIM 4Yepe3 BHELIHEero IOCTaBLIMKa, jJabopaTopus JODKHA OOECIeYUTh COOTBETCTBHE
IMoCTaBIIMKa UJIN Oom€paTopa CUCTEMbI BCEM IMMPUMEHUMBIM Tpe60BaHI/15[M HACTOAICTO CTaHaapTa.

7.11.5 JlaGoparopusi JO/KHA OOecreyuBaTh, YTOObl WHCTPYKIMH, PYKOBOJCTBA U CHPAaBOYHBIE
JaHHbIE, OTHOCSIIMECs K  cucteme(aMm) ympaBieHMss HHopmanuei  jgaboparopuu, ObUIH
JIETKOJOCTYITHBIMU JJIs1 IEPCOHAJIA.

7.11.6 PacyeTsl u mepenayd JaHHBIX JOJDKHBI TOJIBEPraThCs HAJICKANIUM CHUCTEMATHYECKUM
IIPOBEPKaM.

8 TpeboBaHuA kK cuctemMe MeHeAKMEHTa
8.1 BapuaHThl

8.1.1 O6wmre nonoxeHus

JlaBoparopust [1OJKHA YCTAaHOBHUTb, JOKYMEHTHUPOBAaThb, BHEIPUTh M TMOAJIEPKUBATH CHUCTEMY
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MEHEJKMEHTa, KOTopas cmocoOHa obecreunBaTh M JIEMOHCTPUPOBATH ITOCTOSIHHOE BBITIOJIHEHUE
TpeOOBaHUI HACTOSILErO CTaHAAapTa U 0OecreynBaTh KaueCTBO BBHIMOJIHEHHBIX JiabopaTopueil pador. B
JOMOJTHEHWE K COOTBETCTBHIO TPeOOBAaHUSAM pa3nesioB 4 - 7 nabopaTopus IODKHA BHEIPUTH CHUCTEMY
MEHEP)KMEHTA B COOTBETCTBHH C BapHAHTOM A HJIM BapuaHTOM B.

[Tpumeuanue - CMm. npunokenue B i qonoaHUTENbHOM HH(OpMAIHH.

8.1.2 BapuaHTt A

Kak MUHIMYM cucTeMa MEHEDKMEHTA Ja00opaTOpHH JOJKHA MPElyCMaTPUBAaTh CIISIYOIIEe:
- IOKYMEHTAIMIO CHCTEMbI MCHEDKMEHTa (cM. 8.2);

- yIIpaBIIEHUE JOKYMCHTaMHU CHCTEMBI MeHEKMeHTa (cM. 8.3);

- yrpasieHue 3anucsimu (cm. 8.4);

- IHCTBUS, CBA3aHHbBIC C PUCKAMHU M BO3MOXKHOCTSIMH (cM. 8.5);

- yay4iienus (cm. 8.6);

- KOppeKTupytoiiue aeictus (cm. 8.7);

- BHyTpeHHHUE ayauThl (cM. 8.8);

- QaHaJIM3 CO CTOPOHBI pyKoBoaCTBa (cM. 8.9).

8.1.3 BapuaHnt B

JlaGoparopus, KOTOpass yCTaHOBWJIA U TOAJIEP)KUBAET CUCTEMY MEHEKMEHTAa B COOTBETCTBHUU C
tpeboBanusmMu ISO 9001 u cnocoOHa MOATBEPXkKAATh M JAEMOHCTPUPOBATH MOCTOSHHOE BBITIOJIHEHUE
TpeOoBaHul pa3nenos 4 - 7/, Takke AEMOHCTPUPYET KaK MUHUMYM T'OTOBHOCTb BBINOJIHATH TpeOOBaHUS,
conepkamuecs B 8.2 - 8.9.

8.2 [lokymMeHTauuAa cucteMbl MEHeA)KMeHTa (BapmaHT A)

8.2.1 PykoBonactBo nabopaTtopuu JJOJKHO YCTaHOBUTh, JOKYMEHTHPOBaTh U TOJAEPKHUBATh
MOJUTUKH U IETH JUIS BBIMOJIHEHUS] TpeOOBaHUM HACTOALIETO CTaHIapTa M JOJDKHO 00ECHeuuTh, YTOOBI
9TH MOJUTHKH U TN OBUTH MPHU3HAHBI U BHEIPEHBI HA BCEX YPOBHIX OpraHU3aIluK Jab0paTOpHH.

8.2.2. lTlonuTukM W UeNM JODKHBI OBITh HAamNpaBieHbl Ha oOOecleYeHue KOMIIETEHTHOCTH,
OecIpUCTPACTHOCTU U CTAOMIIBHOCTH JI€ATENbHOCTH J1AO0OpaTOPHH.

8.2.3 PYKOBOI[CTBO J'Ia60paT0pI/II/I AOJOKHO TIIPEACTABUTHL JOKa3aTCIIbCTBA MPHUBCPIKECHHOCTH K
pa3pa60T1<e 1 BHCAPCHUIO CUCTEMBI MCHC/PKMECHTA U ITIOCTOIHHOMY ITOBBIIICHUTIO €€ PE3YJIIbTATUBHOCTH.

8.2.4 Besa AOKYMCHTAaIud, IMPOLCCChl, CHCTCMBI, 3allMCH, OTHOCAIIUCCAA K BBIITOJHCHHUIO TpC6OBaHI/II71
HACTOAICTO CTaHAapTa, JOJIKHBI OBITH BKJIIOYEHEI B CUCTEMY MCHCIPKMCHTA, COOTHECCHBI UJIU CBA3AHBI C

HE.

8.2.5 Bech mepcoHa, y4acTBYIOIMUMA B JIa0OPAaTOPHOM AEATEIHHOCTH, TODKEH UMETh JIOCTYI K TEM
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JaCcTsaM  JOKYMCHTAUMUHU CHUCTCMbI MCHCIDKMCHTA U COOTBGTCTByIOH.[CI\/JI I/IH(bOpMaLII/II/I, KOTOPBIC
IIPUMCEHATIOTCS B cq)epe €ro OTBETCTBECHHOCTH.

8.3 YnpaBneHue JOKyMEHTaMU CUCTEMbI MeHePKMeHTa (BapuaHT A)

8.3.1 JlaGopartopusi [OJDKHA YOPaBIATH JOKYMEHTAMU (BHYTPCHHHMMH W  BHEIIHHMH),
OTHOCSIIIIMMHUCS K BBITTOJIHEHHIO TPEOOBAHUH HACTOSIIETO CTAHIApPTa.

[lpumeuanue - B paHHOM KOHTEKCTe "HOKYMEHTOM'" MOTYT OBITh 3asBJICHHS O MOJHUTHKE,
IpoLeNypsl, crienupUKALMY, HHCTPYKIIUN IIPOU3BOANUTEIIS, KAIUOPOBOYHbBIE TAOIUIIBI, CXEMBbI, TOcOOus,
IUTAKAThl, YBEJAOMJICHUS, NAMSITKH, YepTeXH, IaHnbl W T.a. OHM MOTyT OBITh NpPEACTaBICHBI Ha
pa3IMYHBIX HOCUTENAX HH(POPMALUK, HAIPUMEp B IIEYaTHOM WU LudpoBoM (opmare.

8.3.2 JlabopaTopus 10JDKHA 00€CTICUUTD, YTO:

a) IOKYMEHTBI IIPOBEPEHBI Ha MPUTOHOCTh YIIOJTHOMOYEHHBIM MTEPCOHAIIOM J0 WX U3/IaHUs;
b) TOKYMEHTHI IEPUOIUIYECKH aHATU3UPYIOTCS U TIPU HEOOXOUMOCTH TIepeCcMaTPUBAIOTCS;
C) HACHTUDUITUPYIOTCS U3MEHEHUS U CTATyC TEKYIICH PeIaKIINK IOKYMEHTA;

d) akTyanbHBIE BEpCHU MPHUMEHSEMBIX JOKYMEHTOB JIOCTYIHBI Ha BCEX PAabOUYMX MECTax U IpHU
HEOOXOIMMOCTH MX PaCIpOCTPAHEHUE YIIPABIISACTCS;

€) TOKyMEHTbI YHUKaJIbHBIM 00pa30M UJIEHTU(DUIIUPOBAHBI;

f) He momyckaeTcsl HenmpeTHaMEPEeHHOE UCIOIb30BAaHUE YCTAPEBIINX JTOKYMEHTOB M TPUMEHSCTCS
COOTBETCTBYIOIIAsl HICHTU(UKALUS JaHHBIX JOKYMEHTOB, B CJIy4ae €CIM OHH COXPAHSIOTCA C
KaKOH-IN00 IEIIBIO.

8.4 YnpaBneHue 3anucsamu (BapmaHT A)

8.4.1 JlaGoparopus JOJKHA BECTH M COXPAaHATh pa30OpUMBBHIE 3aMMCH C LEJNbIO MOJITBEPKICHUSI
coOroieHns TpeOOBaHUI HACTOSIIETO CTaHAAPTA.

8.4.2 JlaGopaTopusi NOJKHA OCYIIECTBIIATH YIpaBI€HUE, HEOOXOJUMOe s HAECHTH(HKAINY,
XpaHEHUs, 3alllUThl, PE3EPBHOIO KOMHMPOBAHMs, apPXMBUPOBAHMS, IIOMCKA, CpOKa XpaHEHUs U
YHUUTOXKEHUSI CBOMX 3anuced. Jlaboparopusi JODKHA COXpaHATh 3allUCH B TEUeHHE IepHuoja,
YCTaHOBJIEHHOT'O JIOTOBOPHBIMU 00s13aTeNbCTBaMU. J[oCTyn K JaHHBIM 3alMCSIM JI0JKEH COOTBETCTBOBATD
00s13aTeNbCTBaM B 001aCTH KOH(DUICHIMAIBHOCTH, U 3aITUCH JJOJDKHBI OBITh JIETKOJOCTYITHBIMHU.

[Tpumeuanue - B 7.5 mpuBeneHbl ONOJHUTENbHBIE TPEOOBAHMSI, OTHOCSIIMECS K TEXHUYECKUM
3aIHUCSM.

8.5 [lencTBus, cBA3aHHbIE C PUCKaMU U BO3MOXHOCTAMM (BapuaHT A)

8.5.1 JlaGoparopusi JOmKHA paccMaTpUBaTh PUCKH U BO3MOXKHOCTH, CBSI3aHHBIE C JTAOOpATOPHOMU
JeSITeNbHOCTBIO, JIJISl TOTO YTOOBI:

a) 06GCHeqHBaTB, 4TO CUCTEMA MCHCIPKMCHTA JOCTUTACT HAMCUYCHHBIX PE3YJILTATOB,
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b) HapamuBaTh BO3MOKHOCTH JJISl TOCTHIKEHUS 1IeIel U 3a7a4 1abopaTopuu;

C) MPemoTBpaIlaTh HWJIM YMCHBIIMTh HEKEIATSIbHBIC BO3ICHCTBUS W BO3MOXHBIE COOM B
1abopaToOpHOH NeATeIHHOCTH;

d) mobuBaThCS yIIYUIICHHH.

8.5.2 JIabopatopusi T0JDKHA TNIAHUPOBATH:

a) IICWCTBUS, CBSI3aHHBIC C IAHHBIMU PUCKAMH U BO3MOXKHOCTSIMU;

b) kakuM oOpazom:

1) UHTErpUpPOBaTh U BHEIPSTH JaHHBIC JCHCTBUS B CHCTEMY MEHEIDKMEHTA;
2) OlLIeHUBATh PE3yIbTATUBHOCTD JIAHHBIX JCHCTBUH.

[Tpumedanue - X0Ts B HACTOALIEM CTaHJApTe yKa3bIBAETCs, YTO J1abopaTopus IUIAHUPYET AeHCTBUS
0 YCTPAaHEHHWIO PHCKOB, TpeOoBaHMsA K (OpPManIbHBIM METOAAM YIPaBICHUS PHCKAMU WU
JOKYMEHTUPOBAaHHOMY IIPOLIECCy YIPaBJICHUSI PUCKaMHU HE ycTaHOBJIEHbI. JlabopaTopuu MOTYyT pelInTh,
CIIelyeT Jin pa3pabaTeiBaTh OoJice OOMIMPHYIO METOAOJIOTHIO YIIPaBIECHHUS PUCKAaMH, YeM 3TO TpeOyeTcs B
HACTOALLEM CTaHJApTE, HAIIPUMEP, TOCPEICTBOM IIPUMEHEHHMSI IPYTUX PYKOBOJCTB UM CTaHIAPTOB.

8.5.3 IlpennpuHumaemsble AEHCTBHs, CBSA3aHHbIE C PUCKAMU M BO3MOKHOCTSIMH, JOJDKHBI OBITh
COpa3MepHbI UX NMOTEHIUAILHOMY BIHUSHUIO Ha JOCTOBEPHOCTH JIAOOPATOPHBIX PE3YJIbTAaTOB.

[Tpumeuanue 1 - [Ipumepamu nelCTBUM, CBSI3aHHBIX C PUCKaMH, MOTYT OBITh MACHTU(DUKAIMS U
MPEAYNPEKACHUE YIPO3, MPUHITHE PUCKOB C LIEJIbIO peaTn3aliid BO3MOXKHOCTH, YCTPAHEHHE NCTOYHHKA
pHUCKa, U3MEHEHHE BEPOATHOCTH PHCKA WM €ro IOCIEACTBUM, pa3/ielieHHe PHCKOB WM COXpaHEHHE
pHUCKa IOCPEACTBOM OOOCHOBAHHOT'O PELIEHMUS.

[Tpumeuanue 2 - BO3MOXHOCTM MOTYT MpPHUBECTH K pacIIMPEHUI0 00]acTH J1abopaTopHON
NEeSITEIbHOCTH, TPUBJICUYEHUIO HOBBIX 3aKa34YMKOB, MCIOJIb30BAHUIO HOBBIX TEXHOJOTHH WIM JPYruX
BO3MOKHOCTEH C IIeJIbI0 YAOBIETBOPEHUS MOTPEOHOCTEN 3aKa3UMKOB.

8.6 YnyuweHus (BapmaHT A)

8.6.1 JlaGopaTopusi AOMKHA WIAECHTU(PUIMPOBATH U BbIOpaThb BO3MOXKHOCTHU JUIsl YJIyYIIEHHUH, a
TaKXe MpeIIpUHATh HeOOXOJUMbIe eHCTBUS.

[Tpumeuanue - Bo3MOXKHOCTH AJisl yJIydllIEeHUH MOTYT ObITh WACHTU(ULMPOBAHBI MO pe3ylbTaTaM
aHanu3a pabouyMx MpOLEAYp, HCIOIb30BAHUS TOJIMTUK, OCHOBHBIX L€JIeH, pe3yabTaToB ayJIuTOB,
KOPPEKTUPYIOIIMX JEHCTBHUM, aHAINW3a CO CTOPOHBI PYKOBOJCTBA, IPEJIOKEHUN INEPCOHANA, OLICHKH
pHCKa, aHaJTN3a IaHHBIX U PE3yJIbTaTOB MPOBEPOK KBAIU(DUKALIUH.

8.6.2 JlaGopartopusi JOJDKHA CTPEMHUTHCS TMOJydyaThb OOpaTHYIO CBsI3b OT 3aKa3uMKOB, Kak
MOJIOKUTEIBHYIO, TaK U OTpUllaTelbHyI0. OOpaTHas CBA3b J0KHA aHAIU3UPOBATHCS U IPUMEHATHCS IS
YIAY4IIEHUS] CUCTEMbl MEHEIXKMEHTA, JJAOOPATOPHON AEATEIBHOCTH M 00CTY)KUBAaHUS 3aKa3UHKOB.

[Ipumeuanue - IlpuMepamu THIOB OOpaTHOW CBSI3U ABISAIOTCS ONPOCHI  OTHOCHUTEIBHO
YJIOBJIETBOPEHHOCTH 3aKa3UYUKOB, 3aIIMCH NIEPETOBOPOB M 0OCYKAEHNUE OTUYETOB € 3aKa3UMKaAMH.
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8.7 Koppektupyrowme aenctems (BapmaHT A)

8.7.1 Ilpu BBISIBIIEHUH HECOOTBETCTBHS 1a00OpaTOPHS TOJDKHA!

a) pearupoBaTh Ha HECOOTBETCTBUE U IIPU HEOOXOUMOCTH:

- IPEAIIPUHATD ACUCTBUSA JUIsl YIIPABICHUS HECOOTBETCTBUEM U €I0 YCTPAHCHUS;
- OTpearupoBaTh Ha MOCIEACTBHUS;

b) oueHuTh HEOOXOAMMOCTH ACHCTBUS Ml YCTPAaHEHHS NPUYHH(BI) HECOOTBETCTBHUS, JJSI TOTO
YTOOBI PEyNpPEeUTh €ro HOBTOPHOE MJIM HOBOE IIPOSIBJICHUE, TIOCPEICTBOM:

- paCCMOTPCHUSA U aHAJIM3a HCCOOTBCTCTBUSA,
- BbIAIBJICHUA IIPUYHUH HCCOOTBCTCTBUA,

- BBIABJICHUA CYIICCTBOBAHHUA WA HOTCHHHaHLHOfI BO3MOXHOCTH BO3HHMKHOBCHUA HOZIO6HBIX
HCCOOTBGTCTBI/II;'I;

C) IPENPUHATE HEOOXOUMBIE JIEHCTBHS;
d) oleHUTH Pe3yaBTATUBHOCTD MPEANPHUHATHIX KOPPEKTUPYIOIIUX JACHCTBUM;

€) TTIOBTOPHO OILICHUTh PUCKHA M BO3MOYKHOCTH, BBISIBJICHHBIC 0 UTOTaM ILIAHUPOBAHUS, €CIH ITO
HEOOXOIMMO;

f) Ipu H€O6XOIII/IMOCTI/I BHCCTH U3MCHCHUA B CUCTCMY MCHCIPDKMCHTA.

8.7.2 KoppekTupyromue AeWcTBUS AOHKHBI COOTBETCTBOBaTh MaciiTabaM H  TMOCIEACTBHUSIM
00HapyKEHHOI'0 HECOOTBETCTBUSI.

8.7.3 JIaGopatopus AOJKHA COXPAHATH 3alMCH B KAUECTBE CBUJETEILCTB CIIEIYIOLIETO:

a) CYIIHOCTH HECOOTBETCTBUMN, MPUUYNH(bI) U JIFOOBIX MPEANPUHATHIX MOCIEAYIOIUX 1eHCTBUH;
b) pe3ynbTaToB KOPPEKTUPYIOLIUX ACHCTBUI.

8.8 BHyTpeHHMe ayauTbl (BapmaHT A)

8.8.1 JlabopaTopus TOJDKHA MPOBOAWTH BHYTPEHHHUE ayAUTHI Yepe3 3alIaHMPOBAHHBIE WHTEPBAJIBI
JUIS TIOJTy4eHUs HH(OPMAIIUU O TOM, SIBIISIETCS JIM CUCTEMa MEHEI)KMEHTA!

a) COOTBETCTBYIOIIIECH:

- COOCTBEHHBIM TpeOOBaHMSIM JTabOpaTOPUU K CBOEH CHUCTEME MEHEKMEHTa, B TOM YHCIE
1a00paTOPHOM JEATETHHOCTH,

- TpC6OBaHI/I$IM HACTOAIICTO CTaHAapTa,

b) pe3ynbTaTUBHO BHEJIPEHHON U peain3yeMoil.
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8.8.2 JIaboparopus AOJKHA:

a) IJIaHUPOBATh, pa3pabaThiBaTh, BHEAPSTh U PEAIM30BbIBATh IPOrpaMMy ayAWUTa, B TOM YHCIE B
OTHOIICHUM TEPHOAUYHOCTH, METOJOB, c(hepbl OTBETCTBEHHOCTH, IUIAHUPYEMBIX TpeOOBaHUN H
OTYETHOCTH, KOTOpas JOJKHA YYUTHIBATh Ba)KHOCTh COOTBETCTBYIOLICH J1aOOpaTOPHON AEATENbHOCTH,
M3MEHEHNS, BIMSIONINE Ha JIa0OpaTOPHIO, a TAK)KE PE3YJIbTaThl IPEAbIIYIIUX AYAUTOB;

b) onpenenars KpUTEepUU ayauTa U 00J1aCTh MPOBEACHUS KaXKIOTO ayAUTa;
¢) obecrieunBaTh, 4YTO PE3yAbTATHI ayIUTa JOBEJCHBI 10 COOTBETCTBYIOIIETO PYKOBO/ICTBA;

d) BBINONHATH COOTBETCTBYIOIINME KOPPEKIIUU U KOPPEKTUPYIOLIUE NeHCTBUS 0e3 He0OOOCHOBAHHBIX
3aJIEPIKEK;

€) COXpaHsATh 3alMCU B Ka4eCTBE MOATBEPKACHUS peau3alliid MPpOrpaMMBbl ayiuTa U pe3yjbTaToB
ayJUTOB.

[Ipumeuanue - B ISO 19011 npuBeneHsl pyKOBOIALIME YKa3aHUsS ISl IPOBEIECHUS] BHYTPEHHUX
ayJIUTOB.

8.9 AHanus co cTopoHbI pykoBoAcTBa (BapuaHT A)

8.9.1 PYKOBOI[CTBO Ha60paTOpI/II/I JOJIDKHO AHaJIM3UPOBATb CUCTCMY  MCHCI)KMCHTA C
3aHJIaHI/Ip0BaHHOﬁ NepuoaANIHOCTBIO, 4TOOBI 00ECIICUUTE €€ IMOCTOAHHYIO IPUTOAHOCTh, aICKBATHOCTL U
PE3YIbTATUBHOCTD, BKIIHOYAA 3a4BJICHHBIC ITOJIMTUKWU W LCJIH, CBA3AHHBIC C BBIIIOJIHCHUCM Tpe6OBaHI/II71
HaCTOAICTO CTaHAapTa.

8.9.2 BxonHble JaHHbIE aHAJIM3a CO CTOPOHBI PYKOBOJCTBA JIOJIKHBI OBITh 3aperuCTpUPOBAaHBI U
BKJIIOYAaTh UHPOPMALIUIO OTHOCUTEIBHO:

a) U3MEHEHH BO BHYTPEHHUX U BHEIIHUX BOMPOCAX, HMEIOIIUX OTHOIIEHHUE K JIa0OpaTOPUH;

b) mocTuKEHUS TOCTaBICHHBIX IEJICH;

C) MPUTOAHOCTHU MOJTUTHK U MPOLIETYP;

d) craryca nelicTBUi, 3aIUTAHUPOBAHHBIX [1OCIIE MPEIBITYIIUX aHATU30B CO CTOPOHBI PYKOBO/ICTBA;
€) pe3ynbTara(oB) MOCIEAHUX BHYTPEHHUX ayIUTOB;

f) KoppekTupyomux 1eHCTBUM;

€) OILIEHOK, IPOBOAUMBIX BHEITHUMH OpPraHaMUu;

h) n3meHnenunii oopema 1 Bua paboThl UIIH 00JACTH IEATEIbHOCTH JTab0paToOpuu;

1) 00OpaTHOM CBsI3U OT MEPCOHAA U 3aKa3UHKOB;

) xano6 (mpereH3uil);

k) PE3YIBTATUBHOCTU PCAIN30BAHHBIX y.]'Iy‘-IIJ_IeHI/II\/'I;
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I) mocraTouHOCTH pecypcoB;

m) pe3yabTaTOB UICHTU(DHUKAIIUN PHCKOB,;

N) UTOTOB JCATEILHOCTH 110 0OECIICYCHHUIO IOCTOBEPHOCTH PE3YJIbTATOB; & TAKIKE

0) IPYTrUX 3HAYUMBIX (PaKTOPOB, TAKHE KAaK MOHUTOPUHT JACATSIBHOCTH U 00YYCHHE.

8.9.3 BrixoaHble JaHHBIE aHANIM3a CO CTOPOHBI PYKOBOJICTBA JIOJDKHBI BKJIIOYATh 3alMCH 000 BCEX
PEIICHHSIX W JEHCTBUSAX, OTHOCSIINXCS 110 KpallHeH Mepe K:

a) PE3YIBTATUBHOCTU CUCTEMbI MCHCIIPKMCHTA U €€ ITPOLIECCOB;

b) ynydmeHuio 1a0OpaTOPHOM JEATEIBHOCTH, OTHOCSIICHCS K BBIIOJHEHUIO TPeOOBaHMIA
HACTOSILET0 CTaH1apTa;

C) MPEAOCTABICHUIO HEOOXOUMBIX PECYPCOB;

d) mro60# HE0OXOMMOCTH U3MEHEHUH.

[Tpunoxenue A
(cipaBouHOE)
METPOJIOTMYECKAA NMPOCNEXUBAEMOCTb
A.1 O6wume cBepgeHus

B HACTOAIICM MPHIIOKCHUHU TMPUBEACHA OOMNOJHUTCIIbHAA I/IH(i)OpMaHI/Iﬂ (0 MeTpOHOFHHGCKOfI
MMPOCJICKUBACMOCTH, KOTOpasad MPCACTABIIACT coboit BamHeﬁmy}o KOHIOCIIIHUIO  OJIA obecneueHuUs
COIMOCTAaBUMOCTH PE3YJIbTAaTOB I/IBMepeHI/Iﬁ KaK Ha HallTUOHAJIbHOM, TaK 1 HAa MCKAYHAPOJIHOM YPOBHC.

A.2 YcTtaHOBEeHMe MeTposiorM4eckomn npocrnexmBaemMocTu

A.2.1 Metponorudeckasi IpOCIIeXNBAEMOCTb YCTaHABIUBAETCS C YUETOM U MOATBEPKICHUEM:
a) ONpeIeeHNs U3MepsAEeMON BeIMYMHBI (BETMUMHBI, [TOJIIeKaIlel U3MEPEHHIO);

b) TOKYMEHTHPOBAHHOW HEMPEPHIBHOW MU KaTMOPOBOK, MO3BOJSIONIEH YCTAaHOBUTH CBSI3b C
COOTBETCTBYIOIIEH OCHOBOHM JUIsl CpaBHEHHs (B KadyeCTBE TAaKOW COOTBETCTBYIONICH OCHOBBI JUISI
CpaBHCHHA MOTYT BBICTYIIaTb HAIIMOHAJIBHBIC HJIW MCKIAYHAPOAHBIC O3TAJIOHBI, a4 TAKXKC BHYTPCHHHC
(paboume) FTalOHBI);

C) OIICHUBAHHA HCOIPEACICHHOCTHU I/I3MepeHHﬁ Ha KaXJIOM J3Talc B LECIHU IMPOCICKUBACMOCTH C
MPUMCHCHUCM COI'JIACOBAHHLIX MCTOIOB;

d) par3an KaXao0ro dTalla B HEMH HPOCICKHNBAEMOCTU C MPHUMEHCHUCM COOTBCTCTBYIOMIUX
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MCTOHOB, C IMMOJIYYCHHUECM PC3YJIbTATOB H3MepeHHI>'I " CBA3AHHBIX C HUMHU 3apCTUCTPHUPOBAHHBIX 3HAYCHUMN
HEONMPECACIICHHOCTHU H3MepeHHI>'I;

€) MPeaOCTaBJIICHUS JIA0OPATOPUSMHU, PEATM3YIOIMIMMH OJUH WJIM HECKOJbKO JTaloB B MU
MIPOCJIEKUBAEMOCTH, JJOKA3aTEeJIbCTB TEXHUYECKON KOMITIETEHTHOCTH.

A.2.2 Cucremaruyeckas TMOTPEIIHOCTh (MHOT/a Ha3blBaeMas CMEILICHHEM) KaluOpOBaHHOTO
00OpYyZOBaHUSI YYMUTBHIBAECTCS MPU PACHPOCTPAHEHHUH METPOJOTMYECKOH IpOCIEKUBAEMOCTH Ha
pe3yabTaThl U3MEPEHUH, MosydyeHHbIe B JabopaTopun. CylmiecTBYIOT pa3inyHble MEXaHU3MBI IS ydeTa
CHUCTEMAaTUYeCKOM  IMOTpPEelIHOCTH  M3MEPEeHHH  Npu  PacHpOCTPAaHEHHH  METPOJIOTMYECKOM
IIPOCIICKUBAEMOCTH.

A.2.3 JIns pacnpocTpaHEHHUs] METPOJIOTHYECKON MPOCIEKHUBAEMOCTH MHOT/Ia IPUMEHSIOT TAJIOHBI,
uHpoOpMaNusa 0 KOTOPBIX, IPEJOCTaBICHHAs KOMIIETEHTHOH J1abopaTopuei, COAEPKUT TOIBKO 3asBICHUE
0 cOOTBeTCTBUHU criennpukanyu (0e3 ykazaHus pe3ysbTaTOB U3MEPEHHH 1 3HAUEHUN HEOMPEeIeIEHHOCTH,
CBSI3aHHBIX C HUMHU). Peann3anusi JaHHOTO MOJAX0/a, B COOTBETCTBUU C KOTOPBIM IpEEIbHbIE 3HAUCHMUSI,
yKa3aHHbIE B ClIeU(UKALMSIX, UCTIONB3YIOTCS B KAUeCTBE UCTOYHUKA HEOIIPEIeJICHHOCTH, 3aBUCHUT OT:

- IPUMCHCHUA COOTBCTCTBYIOUICTO ITPpaBHUJIa IPUHATUSA peHICHI/Iﬁ AJI1 YCTAHOBJICHUSA COOTBETCTBUAA,

- HNOCICAYIOIICTO Y4Y€Ta YKAa3aHHbIX B CHGI_II/ICI)I/IKB.L[I/ISIX MMpCaCIbHBIX 3HAUYEHUN B 6IO,Z[)K6T6
HCOMMPCACIICHHOCTU IMOCPECACTBOM TCXHUYCCKU 000CHOBaAHHOTIO cIIocoda.

TexHuyeckoe 00OCHOBaHHE JaHHOT'O IIoAXOoda 3aKJI4YacTCad B TOM, 4YTO IIpHU 3asgABJIICHUU O
COOTBECTCTBUU CHGHI/I(i)I/IKaIII/II/I OIpeaACIACTCA MHTCPBAJI M3MCPCHHBIX 3Ha‘~I€HI/II71, B mpeaciiax KOToporo
IIpu 3aJaHHOM YPOBHC HOOBCPHUA IMPCAIOJIOKHUTCIBHO HAXOAUTCA HCTHHHOC 3HAYCHUC, U IIPpU 3TOM
paccMaTpruBaCTCA KaK 11000€ CMCHICHUC OT HICTUHHOT'O 3HAYCHUS, TAK 1 HCONIPCACICHHOCTD H3M€peHHfI.

[Ipumep - [IpuMeHeHHMe TUpb C NPHUCBOCHHBIM corjlacHo TpeboBanmsM OIML R 111 xmaccom
TOYHOCTH JIJIs1 KaTMOPOBKHU BECOB.

A.3 leMOHCTpauus MeTPOsIOrmM4eckon NpocrieXxmnBaeMocTu

A.3.1 JlaGoparopuu  HECyT  OTBETCTBEHHOCTh 34  YCTAHOBJIEHHE  METPOJIOTHYECKOMI
IIPOCIICKUBAEMOCTH B COOTBETCTBUH C HACTOSIIUM CTaHAAPTOM. METPOIOTHYECKYIO POCISKUBAEMOCTh
o0ecreYnBaOT pe3yabTaThl KaTUOPOBKH, MPEICTABICHHBIE JAOOPAaTOPHSMH, COOTBETCTBYIOIIUMHU
HacroseMy cragaapty. CepTuduupoBaHHble 3HAUYCHHUs CEPTU(PULIINPOBAHHBIX CTAaHAAPTHBIX 00Pas3IIoB,
MIPE/ICTAaBICHHBIX MMOCTABIIMKAMH CTaHAAPTHBIX 00pa3lloB, COOTBETCTBYIoIME TpeboBanusm ISO 17034,
o0ecreynBalOT  METPOJIOTHUECKYIO  MpociexuBaeMocTb.  CyIIecTBYIOT — pasM4yHbIE  CHOCOOBI
JEMOHCTPAIY COOTBETCTBUS HACTOALIEMY CTaHIAPTY: MPU3HAHUE TPEThel CTOPOHOM (TaKoi, Kak opra
[0 AKKpEeAWTAIMM), BHEIIHAS OlLIEHKa 3aKa3uMKkaMM WIM camoolieHka. K crmocoGaM, HpUHATBIM Ha
MEXTyHAPOJIHOM YPOBHE, OTHOCAT (HO HE OTPaHUYMBAIOTCS 3TUM) CIIECIYIOIIHE:

a) KamuOpOBOYHBIE M H3MEPHUTEIbHbIE BO3MOXKHOCTH, OOecleYrBaeMble HAI[MOHAIbHBIMU
METPOJIOTHYECKUMHU HMHCTUTYTaMM M Ha3HAYeHHBIMH MHCTUTYTaMH, KOTOpble OBUIM IOJBEPTHYTHI
COOTBETCTBYIOIIUM IpOILlECCaM MApUTETHON OLEHKU. Takas mapureTHas OLEHKA MPOBOJUTCS B paMKax
CIPM MRA (Cornamienue o B3aMMHOM IPU3HAHUHU, TOJITOTOBIEHHOE MeXIyHapOJHBIM KOMUTETOM MEp
u BecoB). C BUJIaMH YCITyT, Ha KOTOpble pacnpoctpansercs neiicteue CIPM MRA, MOXHO 03HAKOMUTBCS
B mpuioxkennn C BIPM KCDB (06a3pl gaHHBIX TIO KIIOYEBBIM CIUYCHHUSM, CHOPMHPOBAHHON
MexayHapoHBIM OIOpO MEp M BECOB), TJ€ COAEPKUTCS MoApoOHas MHopManMs O JUarna3oHax MU
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HEOIPENEICHHOCTH U3MEPEHUN [T KaXIOU U3 IIEPEYUCIICHHBIX B HEM YCIIYT;

b) KanuOpOBOUYHBIE U U3MEPUTEIIbHBIE BO3MOXKHOCTH, KOTOPbIE IIOATBEPKACHBI IPH aKKPEAUTALIH
B OpraHe IO aKKpeIWTaluu, YIOJHOMOYeHHOM B paMmkax cornameHus ILAC (MexayHapoaHoe
COTPYZHUYECTBO IO AKKPEAUTALUHU J1a0OpaToOpuil) WM PETMOHAIBHBIX COIJIALICHUH, IPU3HABAEMbIX
ILAC, o0nanaroT MOATBEPKIECHHONW METPOJIOTHYECKOW MpociekuBaeMocThio. Cenenusi 00 obnactu
aKKpeIuTaluy KaJTuOpOBOUHBIX Ja00paTOpUil SBISIOTCS OOIIEJOCTYIIHBIMU U MOTYT OBITh 3alpOLICHBI Y
COOTBETCTBYIOLIUX OPraHOB M0 aKKPEAUTALINH.

A.3.2 CosmectHas agexnapaums BIPM, OIML (MexayHapoqHOW — OpraHU3alMH IO
3akoHoaarenbHOoW Metposorun), ILAC u ISO o MeTpoioruueckoil NpociaeKUBAEMOCTH COAEPIKUT
CHenuagbHbIe YKa3aHUsA 110 OOECHEYCHHUI0 MEXIYHApOJAHOTO TMPU3HAHUS IIENMU METPOJOTHUYECKON
MIPOCIIEKUBAEMOCTH.

[Ipunoxenne B

(cipaBouHOE)
BAPUAHTblI CUCTEMblI MEHEO)XXKMEHTA

B.1 Pacmmpenue npuMeHEHUS CUCTEM MEHEIKMEHTAa B LIE€JOM YBEIMYMUIIO IOTPeOHOCTh B
HNOJTBEPXKAEHUM TOro, 4TO JjabopaTopuM MOryT obecrneuynBaTh (YHKIHOHUPOBAHUE CUCTEMBI
MeHeKMeHTa, coorBercTBytomei u ISO 9001, u HacrosimeMy cranaapty. Takum oOpa3oM, HACTOSIIMM
CcTaHfapT o0ecrneyuBaeT [JBa BapuaHTa TpeOOBaHMUN, OTHOCALIMXCS K peaau3allMd CUCTEMBI
MEHEI)KMEHTA.

B.2 Bapuant A (cM. 8.1.2) mepeumcisier MMHHUMAalbHble TpeOOBaHMS K BHEIPEHHUIO CUCTEMBI
MEHEP)KMEHTa B J1abopaTopuu. BHuMaHue ObUIO yAEneHO TOMY, YTOOBI BKIIIOUUTH Bce TpeboBaHus 1SO
9001, nmeromue OTHOLIEHHE K 001acTsAM J1aOOpaTOPHON AEATENbHOCTH, Ha KOTOPbIE paclpoCTpaHsaeTCs
cucteMa MeHeKMeHTa. JlabopaTtopun, koTopbeie cooTBeTCTBYIOT TpeboBanusm ISO/IEC 17025 (paznemns
4 - 7) u BHEIpSIOT BapuaHT A pasnena §, TakuMm 00pa3oMm, Takxke OyAyT B IIEJIOM JI€HCTBOBaTh B
cooTBeTcTBUM ¢ puHIunamu [SO 9001.

B.3 Bapuant B (cm. 8.1.3) mo3Bomsier nmabopaTopusiM CO3/1aBaTh U MOJAJEPKUBATH CUCTEMY
MEHEKMEHTa B cooTBeTcTBHHM ¢ TpeboBanusimMu [SO 9001 takum oOpa3om, 4TOOBI OOecrmeuuBaTh H
JI€MOHCTPHPOBATh TOCTOSHHOE BBINOJHEHWE TpeOoBaHMi paszznenoB 4 - 7. Jlabopatopuu, KOTOpbIE
NpPUMEHSIIOT BapuaHT B pasnena 8, Oynyr taxke paborats B coorBercTtBuu ¢ ISO 9001. CoorBeTcTBHE
tpeboBanusaM ISO 9001 cucteMbl MEHEIKMEHTa, B paMKax KOTOpOi (QyHKIMOHUpYET jdabopaTtopus, HE
ABJIETCSL caMo I0 ce0e JeMOHCTpalueld KOMIETEHTHOCTH JIaDOpaTOPUU B OTHOIIEHUU IPETOCTABICHUS
TEXHUYECKH JIOCTOBEPHBIX JAHHBIX M PE3YyNbTAaTOB. DTO TpeOOBaHUE pealn3yeTcs uepe3 COOTBETCTBUE
paznenam 4 - 7.

B.4 O6a BapuaHTa mpexanoyaraloT JOCTHXKEHHE TOro K€ pe3yiapTara B  Ipoliecce
(GYHKIIMOHUPOBAHMSI CUCTEMBI MEHEIP)KMEHTA M COOTBETCTBUS TPEOOBAHUAM pa3/ieioB 4 - 7.

HpI/IMeanI/IC - I[OI(YMCHTBI, JaHHBIC )51 3aliucu SABIIAKOTCA COCTaBHBIMHU qacTAaMHU
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nokymeHtupoBanHoi uHpopMmaru B ISO 9001 u apyrux cranmapraXx IO CHCTEMaM MEHEIKMEHTa.
VYrpaBineHue JOKyMEHTaMH paccMarpuBaetcs B 8.3. YpaBieHuUe 3amucsiMu paccMarpuBaercs B 8.4 u 7.5.
VYnpasieHue 1aHHBIMHU, KOTOPBIE OTHOCATCS K Ja00paTOPHO NesATeTbHOCTH, paccMaTpuBaercs B 7.11.

B.5 Ha pucynke B.l mnoka3zan mnpumep BapwaHTa CXEMaTHYECKOTO TIPEICTABICHUS pPadOUYuX
MIPOLIECCOB JTAOOPATOPHH, KaK OMKCAHO B pazjene 7.

ObpaweHne ¢ 06LeKTaMK KCNBITAHWA WK KaNKWEPOoBKM

N
1 I
Mogroroeka Boinonxewxue kanubposkw/ 1
Obpaseu _‘___________p obpaaua umu‘rauuﬁﬁpo :Oﬁpaseu ! :
) Or6op obpasuos I 1
1 > G U 0 A
7.3 < < ~\
[ TexHu4eckue 3anucu ] C—\
7.1
<:> <::> Ynpasnexwe 0
Ynpaenexwe NaHHbIMK Ynpasnenwe
1 MHopmaLmren HeCOOTBETCTBYIOLSH
<D -
S— -
3anpoc aaanpoooa. -------- ROCTODGPH:::M OuenvBanve n m;::"“ 0 pasyrmTaTax
TeHaepoe I Ban pesynsTatos Heon nocT O peaynerartax
W forosopos MAAUMA MeToaa | H3MEPeHHMH

Lo D

l Xanobbl (npeTeHanu) ]

Pucynok B.1 - BapuaHT cxemaTudeckoro rnpeacTaBieHus pabounx

Tabmuma JIA.1

IpoIecCoB J1abopaTOpHH

ITpunoxxenne 1A

(ctipaBOUHOE)

CBEOEHUA

O COOTBETCTBUU CCbINOYHbIX MEXOYHAPOAOHbLIX CTAHOAPTOB
MEXIrOCYAAPCTBEHHbIM CTAHOAPTAM
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O003HaYEeHNE CCHIIOYHOTIO CreneHn O0o03HaueHNe U HAUMEHOBAaHUE
MEXIYHApOJAHOrO CTaHIapTa COOTBETCTBUA COOTBETCTBYIOIIETO
MEXIOCYAapCTBEHHOTO CTaHAapTa

ISO/IEC Guide 99 - <*>

ISO/IEC 17000 IDT I'OCT ISO/IEC 17000-2012 "Oueuxka
cootBercTBus. CroBapp U 00mue
MPUHIATIEL"

<*>  COOTBETCTBYIOIIMNA MEXIOCYJapCTBEHHbIN cTaHAapT otcyrctByeT. Jlo ero
MPUHATHAS ~ PEKOMEHJIYeTCS UCIOJIb30BaTh IMEPEBOJ HA PYCCKUM  SI3BIK  JTAHHOTO
MEXIYHapOAHOIO CTaHAapTa.

[Ipumeuanne - B Hacrosimed TaOJWIlE HCIOJB30BAHO CICAYIOIMIEE YCIOBHOE
0003HAYCHHE CTETICHH COOTBETCTBUS CTAH/IAPTA:
- IDT - uneHTUYHBIN CTaHIAPT.

BUBJIMOIPA®UA

ISO 5725-1 Accuracy (trueness and precision) of measurement methods and results -
Part 1: General principles and definitions
(TounocTh (IPaBUIIBHOCTh U NMPELU3UOHHOCTh) METOJOB U PE3yJIbTaTOB
n3mepenuit. Yacte 1. OcCHOBHBIE MOJIOKEHUS U ONIPEICTICHHS)

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 (MPaBUIBLHOCTH U MPEIM3UOHHOCTH) METOJIOB U PE3YyJIbTaTOB
I/ISMCpCHHﬁ. Yacte 2. OcHOBHOH METOJ OHNpPCACIICHUA IMMOBTOPSICMOCTHU U
BOCIPOU3BOJMMOCTH 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
(TO‘{HOCTL (HpaBI/IJIBHOCTL u HpeI_II/I3I/IOHHOCTB) METOHOB U PEC3YJIbTATOB
mmepennii. Yacte 3. TIpoMexyTouHble MMOKa3aTeIH MNPEHU3UNOHHOCTH
CTaHAApTHOTO METOda H3MepeHHfI)

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 (TMPaBUIBLHOCTH W MPEIIU3UOHHOCTH) METOJOB U PE3yJIbTAaTOB
I/I3MCpCHI/II71. Yacte 4. OcHOBHBIE MCETOAbI ONPCACICHUA IMPABUIBHOCTH
CTaH/IapTHOT'O METO/1a U3MEPEHUI)

Crpanuna 39 u3 43



ISO 5725-6

I1ISO 9000

ISO 9001

ISO 10012

ISO/IEC 12207

ISO 15189

ISO 15194

ISO/IEC 17011

ISO/IEC 17020

ISO/IEC

17021-1

ISO 17034

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

(Tounocth (NMPaBUIBHOCTH U MPELU3UOHHOCTH) METOJIOB U PE3YyJIbTaTOB
n3mepenuit. Yacts 6. Mcronp3oBaHre 3HAYEHHU TOYHOCTH HA MTPAKTUKE)

Quality management systems - Fundamentals and vocabulary
(Cuctembl MeHeKMeHTa KauecTBa. OCHOBHBIE IOJIOXKEHUS U CJI0BAPB)

Quality management systems - Requirements
(Cucrembl MeHeKMeEHTa KauecTBa. TpeOoBaHwms)

Measurement management systems - Requirements for measurement
processes and measuring equipment

(Cuctempl MEHEIDKMEHTa U3MepeHuid. TpeOoBaHusS K mporeccam
M3MEpPEHUN 1 U3MEPUTEIBHOMY 000pYIOBaHHUIO)

Systems and software engineering - Software life cycle processes
(Madopmarmonnsie  TexHomoruu. Ilpomecchl  KU3HEHHOTO
IIPOrPaMMHBIX CPEJICTB)

HUKIIa

Medical laboratories - Requirements for quality and competence
(Menununckue nabopatopun. CrnenuaibHble TpeOOBaHUSA K KayeCTBY U
KOMITETEHTHOCTH )

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

(MenumuHCKHUE U3Ieaus IS in Vitro-IuarHocTHKU. V3MepeHue BeMuuH
B o0Opa3max OHOJIOTUYECKOrO0 MPOUCXOXKIeHUs. TpeboBaHus K
ATTCCTOBAHHbBIM CTaHAapTHBIM o6pa3uaM u COACPIKAHUTO
COIIPOBOJUTENILHOMN IOKYMEHTALIUHN)

Conformity assessment - Requirements for accreditation bodies
accrediting conformity assessment bodies
(Ouenka cootBerctBus. OOmme TpebOOBaHUS K

AKKpCAUTAIIUN OPTraHOB 110 OICHKE COOTBeTCTBI/ISI)

opraHam o

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

(Ouenka cootBerctBus. O6mmue TpeGoBaHUs K paboTe pa3IMYHbIX THIIOB
OpraHOB, MPOBOISIINX UHCTICKITUH)

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

(Ouenka coorBercTBUs. TpeOoBaHUS K OpraHaMm, IPOBOASIIUM ayAUT U
ceprudukanmio cucreM MeHemKMeHTa. Yacte 1. TpeGoBanwms)

General requirements for the competence of reference material producers
(O6mue TpeOoBaHMA K KOMIETCHIIMH TPOM3BOAUTENICH JTATIOHHBIX
MaTepHaloB)
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ISO/IEC 17043  Conformity assessment - General requirements for proficiency testing
(Onenka coorBercTBUs. OCHOBHBIC TPEOOBAHMS K MMPOBEIACHUIO MPOBEPKH
KBaJTM(DUKAIIN)

ISO/IEC 17065 Conformity assessment - Requirements for bodies certifying products,
processes and services
(Ouenka coorBercTBHs. TpeOoBaHUS K oOpraHaMm 10 cepTudUKanuu
MIPOTYKIIMH, TTPOIIECCOB U YCIIYT)

ISO 17511 In vitro diagnostic medical devices - Measurement of quantities in
biological samples - Metrological traceability of values assigned to
calibrators and control materials
(M3nenus MenuIMHCKKE JJIsl TUarHOCTUKY in vitro. Vi3MepeHne BenTuunH
B OHMOIOTHYECKHUX npo6ax. MGTPOJ'IOFI/IIICCKa}I IIPOCIECIKUBAEMOCTD
3HAYEHUH, IPUIMCAHHBIX KAIMOpaTOpaM U KOHTPOJIbHBIM MaTeprasam)

ISO 19011 Guidelines for auditing management systems
(PYKOBOI[}IH_II/IC YKa3aHUs 10 ayAUTY CUCTEM MEHE[KMEHTA)

ISO 21748 Guidance for the use of repeatability, reproducibility and trueness
estimates in measurement uncertainty evaluation
(CTaTI/ICTI/I‘ICCKI/Ie METOABI. PYKOBOI[CTBO II0 HCIIOJB30BAHUIO OIICHOK
IMOBTOPACMOCTH, BOCIIPOU3BOAMMOCTH U IIPABUJIBHOCTU IIPU OLCHKC
HEONPEICICHHOCTH U3MEPEHU )

ISO 31000 Risk management - Guidelines
(MeHeKMEHT pUCKOB. PyKoBoOsIIIINE yKa3aHuUs)

1ISO Guide 30 Reference materials - Selected terms and definitions
(Cranmaptabie o0pasubl. TepMUHBI U ONpPENEICHUS, UCIIOJIb3yeMble B
00J1aCTH CTaHAAPTHHIX 00PA3IOB)

ISO Guide 31 Reference materials - Contents of certificates, labels and accompanying
documentation
(Crannmaptable oOpasubl. ConepkaHue cepTH(PHUKATOB (MACIOPTOB) U
ATUKETOK)

ISO Guide 33 Reference materials - Good practice in using reference materials
(CranpmapTHbie 00pa3ipl. YCTAaHOBUBIIASACS TMPAKTHKA TPUMEHEHUS
CTaHJapTHBIX 00pa31OB)

ISO Guide 35 Reference materials - Guidance for characterization and assessment of
homogeneity and stability
(CTaH,[[apTHBIe 06pa3m>1. O6I_HI/IC nu CTAaTUCTHUYCCKUC TIPUHIHUIIBI
ceptuduKanmu (aTTecTanun))

ISO Guide 80 Guidance for the in-house preparation of quality control materials
(QCMs)
(PykoBoacTBO 1O BHYTpUIAOOPATOPHOMY M3TOTOBIIEHHIO MaTepHalIOB
1t KoHTpods kadectBa (MKK))
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ISO/IEC Guide  Uncertainty of measurement - Part 3: Guide to the expression of
98-3 uncertainty in measurement (GUM: 1995)
(Heonpenenennocts usmepenuid. Yacts 3. PykoBOACTBO MO BBIpaKEHUIO
HEONPEICICHHOCTH U3MEPEHHUS )

ISO/IEC Guide  Uncertainty of measurement - Part 4: Role of measurement uncertainty in
98-4 conformity assessment
(Heonmpenenennoctp u3aMepenuii. Yacte 4. Ponb HeoNpeaelIeHHOCTH
WU3MEPEHUS B OIICHKE COOTBETCTBUS)

IEC Guide 115  Application of uncertainty of measurement to conformity assessment
activities in the electrotechnical sector
(ITorpemHocTh U3MEPEHUS MPU OLEHKE COTJIACOBAaHHOCTH JACSITEIIBHOCTH
B DJICKTPOTEXHUUYECKOM CEKTOPE)

Joint BIPM, OIML, ILAC and ISO declaration on metrological traceability, 2011 <2>
(CoBmectnas neknapauus BIPM, OIML, ILAC wu ISO o wMerponoruueckoi
npocnexuBaemoctu, 2011)

ILAC International Laboratory Accreditation Cooperation <3>
(MexnyHapoiHas opranu3aius 1o aKkKpeauTanuu gadbopaTopuit)

(VIML), International vocabulary of terms in legal metrology, 2013
OIML V1:2013 (MexayHapoHblii CI0Baph TEPMUHOB MO 3aKOHOIATEIHHON METPOJIOTHH,
2013)

JCGM 106:2012 Evaluation of measurement data - The role of measurement uncertainty in
conformity assessment
(OuenuBaHue NaHHBIX W3MepeHUi. Poiib HeomnpeneneHHOCTH U3MEpPEHUs
B OILICHKC COOTBeTCTBI/I}I)

EEE/RM/062rev3, Eurachem <4> The Selection and Use of Reference Materials
(Bb160Op 1 KCTIONIb30BaHUE ATATIOHHBIX MAaTEPUATIOB)

BIPM SI Brochure <5>: The International System of Units (SI)
(bpomropa CU: Mexnynapoanas cucrema enunuil (CH), BIPM)

<2> http://www.bipm.org/utils/common/pdf/BIPM-OIML-ILAC-ISO_joint_declaration_2011.pdf
<3> http://ilac.org/
<4> https://www.eurachem.org/images/stories/Guides/pdf/EEE-RM-062rev3.pdf

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

(Hymepanust cHocok npuBezieHa 1o OpUruHaity.)

VK 53.089.6+061.64(083.74)(476) MKC 03.120.20 IDT
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KitoueBble  crmoBa:  OecnpuCTpacTHOCTb,  MPOCIEKHUBAEMOCTb,  KOMIETEHTHOCTD,
KOH(UIEHINATBHOCTD, CUCTEMa MEHEPKMEHTA
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