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BBenecnue

Hacrosimuii  craHmapT sBAsSETCS pe3yJbTaTOM  OOJBIIOTO OMbITa BHEApPeHUs PykoBojcTBa
NCO/MBK 25 u EH 45001, B3aMeH KOTOpBIX OH Temeph JAcicTByeT. B Hem copepxarcs Bce
TpeOOBaHMS, KOTOPHIM HCITBLITATEIBHBIC ¥ KATHOPOBOYHBIC Ta0OpaTOPHH JOJDKHBI COOTBETCTBOBATh, ECIIH
OHHM HaMEPEHBI TI0Ka3aTh, YTO Y HUX JICHCTBYET CHCTEMa KayecTBa, YTO OHU TEXHUYECKH KOMIICTCHTHBI
Y CTIOCOOHBI TIOTyYaTh TEXHUUECKH 000CHOBAHHBIE PE3yIIbTATHI.

Opranam 1o aKKpeIUTALUH, MPH3HAIONIMM KOMIIETCHTHOCTh HCIIBITATEIbHBIX W KaTHOPOBOYHBIX
J1abopaTopHii, CIIeMyeT OCHOBBIBATH CBOIO JIGATEIIFHOCTh HAa HACTOSINEM cTaHmapte. B pasmene 4 comeprkarcs
TpeOOBaHUs K pa3yMHOMY YIIpaBlieHHIO. Pasienn 5 comepskuT TpeOOBaHMS K TEXHUYCCKON KOMIICTCHTHOCTH B
00J1aCTH UCTILITAHUH W/HJIH KaIHOPOBOK, KOTOPHBIC IIPOBOIUT JIA0OOPATOPHL.

Bce Bo3pacraromiee UCHONB30BaHME CHCTEM KadecTBa B IEJIOM YCHIHJIO  HEOOXOIUMOCTh
YIOCTOBEPUTHCSI B TOM, YTO JIa0OpaTOpWH, BXOJSIIME B COCTaB OoJjiee KPYMHBIX OpraHU3alMid WU
npejjaraonme  Apyrue  YCIyTd, MOTYT — HCHOJb30BaTh  CHCTEMbl  KauecTBa,  CUMTAIOLIHECS
cootBercTBytommmu MCO 9001 mmm MCO 9002 u Hacrosmiemy cranaapty. Oco0oe BHUMaHHE MOITOMY
obOparmranock Ha BkioueHue Beex Tpedosanuii ICO 9001 u UCO 9002, kotopsie oTHOCATCS K chepe yCIyT 1Mo
WCTILITAaHMSM U KAJTHOPOBKAM, OXBaThIBAEMOM CHCTEMOM KaueCTBa JJa0OpaTOpHH.

Takum 00pa3oM, HCIBITATEIbHBIE W KAJIMOPOBOYHLIC Ja0OpPATOPUH, BBHIIOJIHSIONIUME TPEOOBAHMS
HACTOSIIErO CTaHAapTa, OyayT ASHCTBOBATH U B cOOTBETCTBUH ¢ TpeboBanusaMu ICO 9001 wm KICO 9002.

Ceprudukanusa no MCO 9001 u UCO 9002 eie He AeMOHCTpUPYET KOMIICTEHTHOCTH J1a00paToOpuu
TOJTy4aTh TEXHHYECKH 000CHOBAHHBIC TAHHBIC M PE3YJIbTaThL.

[Tpu3HaHWIO PE3ySBTATOB UCTIBITAHUN M KATHOPOBOK Pa3HBIMHU CTPaHAMM CIICIyeT CIIOCOOCTBOBATH B
TOM CITy4ae, eCM JIabOpaToOpHy CIICMYIOT HACTOSIEMY CTaHAAPTy W TONYYAOT aKKPEIWTAIMIO y OPraHoOB,
3aKITIOYMBIIHMX COMJIAIICHHS O B3AMMHOM IPU3HAHUU C TIOIOOHBIMU OpraHaMH B IPYTMX CTpaHaX Ha OCHOBE
HACTOSIIIIETO CTaHapTa.

[lpumenenne HacTosIIero CTaHAapTra JOJDKHO — CHOCOOCTBOBAaTH — COTPYIHHYECTBY — MEXKIY
nabopatopusiMi W JPYTMMH OpraHaMH, a Takke OOMeHy HH(OpMAaIel, OIBITOM W TapMOHM3AIUN
CTaH/IapTOB M TPOLIEITYP.
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TOCYIAPCTBEHHBIM CTAHIAPT POCCHUMCKOW ®EJIEPANUHU

OBIIUE TPEBOBAHMA K KOMIIETEHTHOCTH UCIIBITATEJIbHBIX U
KAJIMBPOBOYHBIX JIABOPATOPUHN

General requirements for the competence of testing and calibration laboratories

Jara Beenennst 2000-07-07

1 ObaacTb pacnipocTpanenus

1.1 Hacrosmmii craHmapT ycTaHaBIUBAaeT OOIIMe TPeOOBaHUS K KOMIICTCHTHOCTH JlabopaTtopuil B
MIPOBEJICHUH WCIBITAHUN /WKW KaauOpPOBOK, BKIIOYash OTOOP OOpa3IoB, UCIBITAHUS U KATHOPOBKH,
MPOBOJMMBIC TI0 CTaHAAPTHBIM METOIaM, HECTAHIAPTHHIM METOJaM H METO/aM, pa3padOTaHHBIM
J1a00paTOpHEH.

1.2 Hacrosmmii craHmapT MPUMEHUM JJIsl BCEX OPraHW3allvid, OCYIICCTBIISIFONIMX WCTIBITAHUS ¥/WITA
KaTMOPOBKU. B WX 4YUCIIO BXOAAT, HampuMmep, J1TabopaTOpuH, SBISIFOLIMECS TIEPBOM, BTOPOU MM TPEThel
CTOPOHOM, a TakXKe J1adOpaTOpHH, TJIe TPOBOASTCSA WMCIBITAHUS W/WIN KaIMOPOBKH, COCTABIIIONINE YacTh
KOHTPOJIS U CepTU(HUKAIIAN TIPOTYKIHH.

Hacrosiumii cranaapt pacnpocTpaHsercs: Ha Bee JIabopaTopry He3aBUCHMO OT YMCIIEHHOCTH TIepcoHasa
WIM BUJIOB UX JICITCILHOCTH B 00JIaCTH HMCIBITAHUA M KAIMOPOBOK. B ToM ciydae, ecnu jabopaTopusi He
OCYIIECTBIISIET OAWH WK OoJee BUIOB NEATEIbHOCTH, YCTAHOBJIEHHBIX HACTOSIIUM CTaHIAPTOM, TaKHX Kak
oTOOp 00pasLoB U IPOEKTUPOBaHHE/Pa3padOTKa HOBBEIX METOJOB, TPeOOBaHMS COOTBETCTBYIOLIUX
Pa3IerioB Ha HUX HE PacIpOCTPAHSIFOTCSL.

1.3 TlpuBencHHBIC NpPUMEYAHUs TOSCHSAIOT TEKCT, NpUMeEpbl W yka3anus. OHHM He couepikaT
TpeOOBaHMIA M HE COCTABIIIIOT HEOTHEMIICMOM YaCcTH HACTOSIIIETO CTaHIapTa.

1.4 Hacrosmmii ctaHmapT MPUMEHSETCS J1a0opaTopusMu TpU pa3pabOTKe COOCTBEHHBIX CHUCTEM
KauecTBa, a TaKkKe aJMUHUCTPATUBHBIX M TEXHMYCCKMX CHUCTEM, NPHMCHSICMBIX JUIS  YIpPaBJICHHS
nesTenbHOCThI0. KimeHTsl jtaboparopuii, denepanbHble OpraHbl HCHOJHUTEILHOM BJIACTH W OpPraHbl 10
AKKpEIUTAllM MOTYT TAaKKe NPHMEHATh €r0 TPHU TOATBEP)KIACHUM WIM TPH3HAHUA KOMIICTCHTHOCTH
J1ab0paTopHUi.

1.5 CootBeTcTBHE JIeATENBHOCTH J1abopaTopuii TpeOOBaHUAM OE30MAaCHOCTH W PErjaMeHTaM He
paccMaTpuBaeTCs B HACTOSIIEM CTaHapTe.

1.6 Ecnu ucnbiTaTtensHble M KATHOPOBOYHBIE J1A00OPATOPUM BBITIOJHSIOT TPEOOBAHMS HACTOSIIIETO
CTaHJapTa, OHM JIOJDKHBI UMETh CHCTEMY KadyecTBa ISl CBOCH JEATETIHHOCTH 10 TIPOBEJICHUIO UCTIBITAHUA 1
KaJIMOPOBOK, coOTBeTcTBOBaTh TpeboBanumsMm MICO 9001 B Tex ciydasx, KOrja OHU 3aHUMAIOTCS
MPOCKTUPOBAHUEM/Pa3pabOTKON HOBBIX METOJIOB W/VJIM IPOTPaMM UCIILITAHWH, COYCTAIOIINX CTAHIAPTHBIC
Y HECTaHJAPTHbIE METO/bl UCIBITAHUN U KaIMOpoBOK, U TpeboBaHusM MCO 9002 B Tex ciydasx, Korjaa
OHHM TIPUMEHSIOT TOJILKO CTaHAAPTHBIC METOIbL. B TpHIOKeHMM A TPUBEICHO COOTBETCTBHE CCHUIOK B
HacrosimeM cranfapre, UCO 9001 u UCO 9002. UCO/M3BK 17025 conmepkUT HEKOTOpble TpeOOBaHUS K
TEXHMYECKOHM KoMneTeHTHocTH, He Bomeamiue B ICO 9001 u ICO 9002.

IIlpumeganusa

1 I/IHOF}Ia BO3HUKACT HeO6XO)II/IMOCTB PA3BACHUTD UJIKW HCTOJIKOBATH HEKOTOPHIC Tpe6OBaHI/I$[ HaACTOAIIICTO
CTaHJapTa € LOCJIbIO obecIieueHst CoriacoBaHHOIO MIPUMCHCHHA Tpe60BaHHI>i. VYka3zaHusa mo ero IIPUMCHCHHUIO B
KOHKPETHBIX O0JIACTSX, B YaCTHOCTH, JUI OPraHoB Mo akkpeauTanuu (cM. Pykosogcrso MCO/MDBK 58—93, 4.1.3)
TIPHUBECHBI B PUIIOKeHHH B. *

2B cliydaec, €ClIn na60paT0pH$1 X04eT OBITh AKKpPCIUMTOBaHa HAa YaCTb WJIM BCC BHAbLI ACATCIILHOCTU II0

WCTIBITAHMSIM W KaTMOpOBKaM, € CiieyeT BhIOpaTh OpraH IO aKKpEIWUTALMH, BBITIOMHSIOMMKA TpeOoBaHus PykoBoncTea
HNCO/M3K 58.

N3nanue opumuanbHoe
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2 HopmaTuBHBI€E CCHUIKH

B criemyronmx HOpMaTUBHBIX JTOKYMEHTAX CONEPIKATCSI TTOJIOKEHHS, KOTOPBIE COCTABIISIOT MOJIOKCHUS
HACTOAIIETO cTaHAapta. YTo KacaeTrcs CChUIOK, TO TIOCICHyIOIHe HW3MEHEHHS K HAM WIH HX
MIEPECMOTPBl HE MpUMEHSIOTC. OIMHAKO CTOpOHAM COTJIAIICHWH, OCHOBAHHBIX HA HACTOSIIEM CTaHIapTe,
PEKOMEH/TyeTCsI M3bICKAaTh BO3MOKHOCTh TIPUMEHUTh CaMble TIOCIICIHIE W3/IaHUsI HOPMATHBHBIX JIOKYMEHTOB,
MIEPEYHCIICHHBIX HIKe. UTO KacaeTcs IUIaBarOIIMX CCBUIOK, TO IPHMEHSETCS IOCTCIHEe W3IaHue
YKa3aHHOTO HopMaTHBHOTO mokymeHTa. Ynensl HMCO m MOK Beayr mepedHH ICHCTBYIONTHX
MEKTYHAPOIHBIX CTAaHIAPTOB.

HNCO 9001—94 Cucremsr kauectBa. Monens oOecneyeHHs KayecTBa IPU TMPOESKTUPOBAHUM,
pa3paboTke, MPOU3BOJICTBE, MOHTAKE U OOCITYKUBAaHUI

NCO 9002—94 Cucrems! kadectBa. Mozenb obecrieyeHHsi KauecTBa NPH MPOU3BOACTBE, MOHTAXE U
00CITy»KMBaHUH TIPOU3BOICTBA

PykxoBoncteo MCO/MBK 2 CTaHmapTu3aiius U CMEXHBIE BUBI JIeTeIbHOCTH. OOIIHIA CITIOBAPh

MCM, MexayHapoaHblii CJIOBaph OCHOBHBIX M OOIIMX TEPMHUHOB B 00JaCTH METPOJIOTHH,
nioarororieHHsii MBBM, MOK, M®J10, NCO, MCTIIX, MCTII® u MO3M.

Ilpumevanus

1 Jpyrue cTaHmapThl, PYKOBOJCTBA M JOKYMEHTBI TI0 BOIIPOCAM, BKJIFOUCHHBIM B HACTOSIIHMNA CTAaHAAPT,
TIpUBEACHBI B TIprutoykeHnH C.

2 Crenyer OTMETHTD, YTO, IIOKA HACTOSINUI CTaHAapT paspabaTeIBajics, mpeamnojaranock, uro MICO 9001 u
NCO 9002 Oymyt m3pansl B koHtie 2000 r. kak ICO 9001—2000. Dtoro noka He IPOU30H/IET.

3 Tepmunsl u onpenesenus

B HacTosmieM cTaHIapTe WCIMOJB3YIOTCS COOTBETCTBYIOIIHE TEPMHUHBI W ompeneneHus PykoBoacTea
NCO/MDBK 2 u MCM.

IIpuMmeuanue — OOuWe ompeAeacHUs, OTHOCIIIHECA K KadyecTBy, npuBeacHbl B ICO 8402, PykoBoacTBo
HMCO/MDK 2 comepsKuT onpeaeieHus], OTHOCSIIUECS K CTaHIapTH3ALNHI, CCPTH(PHUKALIMKM 1 aKKPEIUTALN JJa00paTOpHii.
Tak xaxk B MCO 8402 naHpl OTIMYAIOIIMECS ONPEACICHUSA, TO IPEAIOYTEHUE CIICAyeT OTJABaTh COOTBETCTBYIOIIMM
onpeseeHus M, coaepkarmcs B PykoBoactee MCO/MOK 2 1 MCM.

4 TpeOoBaHus K yIPaBJICHUIO

4.1 Opranuzanus

4.1.1 JlaGoparopusi WM OpraHW3alks, B COCTaB KOTOPOH OHA BXOJIWT, JIOJDKHA SIBIIATHCS
CaMOCTOSTEITLHOM TPABOBOM SIMHUIICH C FOPUINICCKON* OTBETCTBEHHOCTHIO.

4.1.2 B o0s3aHHOCTH JTAOOPATOPUH BXOAWUT TPOBEJCHUE WCTIHITAHMI M KaTHMOPOBOK TaKMM 00pa3oM,
YTOOBI BBITIOJHSUIMCH TPEOOBAHMS HACTOAIIECTO CTAaHAApTa M YJIOBIIETBOPSUIMCH MOTPESOHOCTH KIIMCHTA,
OPraHoOB 3aKOHO/IATEIBLHOM BIIACTH WJIM OPTraHU3alMid, OCYIIECTBISIONNX O(PHUIMAILHOE TPU3HAHHKE.

4.1.3 Cucrema yrpaBiieHHs J1ab0paToOpHeii JI0JDKHA OXBaThiBaTh PaOOTHI, BBIIOJHIEMbIC HA OCHOBHOM
TEPPUTOPHUH, B YAAUIEHHBIX MECTAX, & TAKKE HA BPEMECHHBIX WM [IEPEIBUKHBIX TOUKAX.

4.1.4 Ecim maboparopusi BXOJMT B COCTaB OpraHU3AI|H, OCYIIECTRIISIONICH A TCIIBHOCTD, OTJIMYHYIO OT
WCTIBITAaHUHA W/WIH KTMOPOBOK, OOSI3aHHOCTH PYKOBOJIAILETO MEPCOHAIA OPTaHM3allUK, TPHHUMAFOIIETO
y4acTie WIM WMEIOIICTO BIMSHUE Ha JICATEILHOCTh JIAOOpATOPUU 10 TIPOBEICHUIO MWCIIBITAHWN W/WIN
KaTMOPOBOK, JIOJDKHBI OBITh YETKO ONPE/CIICHBI, YTOObI MACHTU(PUIMPOBATh MOTCHIMAIBHBIC KOH(IMKTHI
HHTEPECOB.

IIlpumeuanus

1 Ecnu maGopatopust BXOJMT B cOCTaB OoJiee KPYIMHON OpraHu3aliy, OpraHU3alMOHHBIE MEPBI JIOJKHBI OBITh
TAKOBBIMH, YTOOBI TIOJPA3/ICNICHUS, HMHTEPECHl KOTOPBIX HAXOIITCS B KOH(JIMKTE, TaKMe KaK IPOU3BOICTBO,
KOMMEPUYECKU MapKeTUHI WM (PUHAHCUPOBAHWE, HE OKA3hIBAIM OTPHIATEIBHOIO BISHUS HA COOTBETCTBUEC
J1a0b0PATOPUH HACTOSILIEMY CTaHIIAPTY.

2 Ecnu naboparopusi XodeT OBITh MPH3HAHA JTA0OPATOPHEH TPEThEH CTOPOHBI, OHA JOJDKHA OBITH CIIOCOOHOM
MPOIEMOHCTPUPOBATh, YTO OHA OECIPHCTPACTHA W YTO HU OHA, HH €€ COTPYJHHKH HE UCIBITHIBAIOT HUKAKOTO
KOMMEPUECKOro, (PMHAHCOBOTO WITH PYrOro JNaBJICHUS, KOTOPOE MOTIO OBl OKa3aTh BIMSHHE HAa UX TEXHHYECKOE
cyxzaeHue. VcrmbITaTeIbHOM WM KaJTMOPOBOYHOM JTAOOPATOPHH, SBJSIOIICHCS TpPETheH CTOPOHOM, HE CIEAyeT
3aHUMAThHCS IS TEIFHOCTBIO, KOTOPAst MOXKET IOCTABHTH IOJT YTPO3Y BEPY B HE3aBHCUMOCTh UX CY)KICHHS M YeCTHOCTD B
CBSI3H C X ACSTEILHOCTHIO TI0 MPOBEICHUIO HCITBITAHNIA U KATHOPOBOK.

* B Poccuiickoit denepaliyy HCIbITATENBHBIC U KATHOPOBOYHBIE JJAOOPATOPUH JIOJDKHBI OBITh CTAOMIBHBIMU B
(bMIHAHCOBOM OTHOIIICHUH ¥ KIMETh PECYPChI, HEOOXOIUMBIE JTsI ISITETHHOCTH B CHCTEME CEPTU(DUKALIIH.
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4.1.5 JIaboparopust JOIDKHA:

a) pacrionararb PyKOBOJSIIAM M TEXHUYECKAM TIEPCOHAIIOM, UMEIOIIUM TTOJTHOMOYHS W PECYPCHI,
HEOOXOIMMBIC ISl BHITIOJIHEHHUSI CBOMX OOS3aHHOCTEH ¥ BBISBJICHUSI CITYYacB OTCTYIUICHHH OT CHCTEMBI
Ka4yecTBa WIA OT MPOLEAYp MPOBEACHUS UCIBITAHUN W/WIM KaTMOPOBOK, a TAKXKE Il BO30OYKICHUS
JICWCTBHM 10 TIPSITYIPSIKACHHIO HJIH COKPAIIICHHUIO TAKUX OTCTYIUICHHH (CM. Taroke 5.2);

b) mpuHMMaTe Mepbl, OOCCIICUMBAIOIIME CBOOOAY PYKOBOACTBA M COTPYOHHUKOB OT JIFOOOTO
HENO00A0ITer0 BHYTPEHHENO0 M BHEIIHETO KOMMEPYECKOro, (PMHAHCOBOTO WIIM JIPYrOTO JABIICHUS W
BIIUSTHYISL, KOTOPOE MOYKET OKa3bIBATh OTPUIIATENIFHOE BO3ICHCTBHE HA KAYECTBO UX PAOOTHI;

C) OMpEAC/IATh MOJIUTUKY W MPOUCAYPHBI, MO3BOJIAIOIINEC 00€eCIIeYnTh 3alIuTy KOH(l)I/II[eHHI/Ia.HBHOCTI/I
I/IHq)OpMaHI/II/I " 11paB COOCTBEHHOCTH €€ KIIMCHTOB, BKJIIOYas MPOLCAYPHI 3allIUTHI 3JICKTPOHHOI'O XPAHCHUA U
Hepeaayy pe3yJbTaToB;

d) onpeCAcCiATh IIOJIUTHUKY M IIPOLCAYPHBI, ITO3BOJIAIOIINC A30€XKaTh BOBJIEUEHUSA B JACATCIIbHOCTD,
KOTOpasi CHU3WIa OBI JOBepHe K e¢ KOMIIETCHTHOCTH, OCCIIPUCTPACTHOCTH CYKICHUH MM YECTHOCTH B €¢
JCATCIIBHOCTH,

€) OompemeisITh OPraHWU3AIMOHHYI0O W YIPaBICHUECKYIO CTPYKTypy JabopaTtopwm, €€ MecTO B
BLIHICCTOS[IHCﬁ OpraHu3anuy 1 B3aUMOCBA3U MEXKIY YIIPABICHHUEM Ka4€CTBOM, TEXHIYECKON ACATCIBbHOCTBIO
1 BCIIOMOT' aTCJIIbHBIMA CJ'Iy>K6aMI/I;

f) ycraHaBimMBaTh OTBETCTBEHHOCTD, MOJHOMOYHS M B3AaMMOOTHOILIEHHUST BCEX COTPY/IHHMKOB, 3aHATHIX B
YIIPABJICHHH, BBITOJHEHHUHN HITH IIPOBEPKE padOT, BIMSIOIIMX Ha KAYECTBO UCIIBITAHUIA W/ KATHOPOBOK;

g) obecrieunBaTh KOHTPOJIb COTPYIHWKOB, IPOBOJSIIMX HWCIBITAHUS W KATMOPOBKH, BKITFOYAS
CTaXEPOB, CO CTOPOHBI JIUII, 3HAKOMBIX C METOIAMH U MPOIICAYPaMH, [IEITBIO KaXKI0TO UCIBITAHKS W/HIN
KaJTMOPOBKH,  TAKOKE C OIIEHKOM pe3yJIbTaTOB UCTILITAHUS! HJTH KATHOPOBKY;

h) ¥MeTh TEXHHUYECKYIO aJIMHHHCTPALMIO, HECYIYIO OOIIYI0 OTBETCTBEHHOCThH 338 TEXHHUYECKYIO
JISSITEITHHOCTD M TIPEJIOCTARIICHHE HEOOXOIMMBIX PECYPCOB IS OOCCTICUeHHsT TPEOYeMOro KadecTBa padoThI
JIA0OPaTOPHLL,

Q Ha3HayaTh OJHOTO COTPYIHMKA YIPABJIFOIIMM TI0 KaueCTBY (Kak Obl OH HU HAa3bIBAICS), KOTOPBIH,
HE3aBUCHMO OT JAPYruX (YHKIUH U OOSI3aHHOCTEH, JODKEH HECTH OTBETCTBEHHOCTh M pacroJjararh
TIOJTHOMOYMSIMH, 00ECTICUMBAIOIIMMI BHEAPEHUE CUCTEMbBI KAUeCTBa M €€ TMOCTOSIHHOE (DYHKIIMOHUPOBAHKC,
VIIPABJBIFOIIMN 110 Ka4eCTBY JIOJDKEH HMMETh MPSMOM JIOCTYIT K HAMBBICIIEMY YPOBHIO YIPaBJICHUS,
MPUHUMAFOIIIEMY PEIISHHSI TI0 TIOJIMTHKE WM Pecypcam;

J) Ha3HaYaTh 3aMECTUTENCH PYKOBOISIIICTO MIEPCOHAIA (CM. IPUMEUYAHKE).

[Ipumeganume — OtnenbHBIE COTPYIHIKI MOTYT BBITONHATH Oosiee OMHON (DYHKIHMHM, M MOXKET OKa3aThCs
Helleeco00pa3HbIM Ha3HAUaB 3aMeCTUTENEH M0 KaX 0 (QyHKIMHL.

4.2 Cucrema kayecTBa

4.2.1 Jlabopatopust I0JKHA YCTAaHOBUTh, BHEIPHUTH U MOAIEPKUBATH CHCTEMY KaueCTBa B COOTBETCTBUU
¢ obmacThio ee aestenbHOCTH. JIabopaTopus JOKHA TOKYMEHTAIBHO O(OPMHUTH CBOIO MOJUTHKY, CHCTEMBI,
TPOTPaMMBI, TIPOLIEAYPHl U UHCTPYKIUHK B 00beMe, HEOOXOIUMOM IS 00eCTIeUeHNs KayecTBa pe3ysbTaToB
UCTIBITAHUN  W/WIM  KanuOpoBOK. J[OKyMeHTalus CHCTeMbl JOJKHAa OBITh JOBEEHA JO CBEICHHS
COOTBETCTBYIOIIETO MEPCOHANA, TIOHSTA MM, JIOCTYITHA €MY M BBITOTHSATHCS M.

4.2.2 Tonutrka 1 3a/1a4i CUCTEMBI KauecTBa J1a00paTopuu AOJKHbI OBITh YCTAHOBIEHBI B PYKOBOJICTBE
M0 KauecTBY (Kak Obl OHO HM Ha3biBajoch). OOIIME 3a1audl JTODKHBI OBITh YCTAHOBJIEHBI B 3asABICHHUH O
TOJIUTHKE B 00J1aCTH KauecTBa. 3asBIEHHE O MOMUTUKE B 00IACTH KayecTBa JOKHO OBITH MOATOTOBICHO MOJ
PYKOBOJICTBOM TJIaBHOTO HUCTIOJHUTENBHOTO JIAa. OHO IOKHO BKIIOYATh, KAK MUHUMYM, CIEIYIOIIEE:

a) 00s3aTenbCTBO PYKOBOJCTBA JIAOOPATOPUM COOMIOIATh YCTAHOBUBIIYIOCA TMPO(ECCHOHANBHYIO
TMPAKTHKY U COXPAHSATh BHICOKOE KAUeCTBO MCTIBITAHUH U KaTUOPOBOK MPH 0OCTYKUBAHUU KITHEHTOB;

b) 3asBnEeHNE PYKOBOACTBA 00 ypOBHE 00CTYKUBAHUSI, OCYIIECTBIAEMOTO 1abopaTopuei;

C) 33/1aul, CTOAIME MEPE/l CUCTEMOM KauecTBa,;

d) TpeboBaHHe KO BCEM COTPYIHHKAM JabOpaTOPHH, yYacTBYIOIIMM B MPOBEICHUH HCIBITAHHH W
KaTMOpPOBOK, O3HAKOMHUTBCS C JOKYMEHTAIMEW CHUCTEMbl KAuecTBa W CJIENOBaTh B CBOECH IEATETBHOCTH
YCTAQHOBJICHHOM MOJUTHKE U MPOIEAYPaM H

€) 00s13aTeNIbCTBO PYKOBOJICTBA J1TA0OpaTOPUH JEHCTBOBATh B COOTBETCTBUH C HACTOSIIIMM CTaHIapTOM.

IIpuMevyanue — 3asgBicHHE O MOJUTHKE B OOJNIACTH KAyeCTBa JOJDKHO OBITh KPATKHM M MOXKET BKJIFOYATh
TIOJIOXKEHUE O TOM, YTO MCITBITAHMS M KaJIMOPOBKHU JIOJDKHBI BCET/IA BBIMOJHATHCS B COOTBETCTBHU C YCTAHOBJICHHBIMH
METOJIaMU M TpeOOBaHMSIMHM KIMEHTOB. Eciam maGoparopus SIBISIETCS 4acThiO 0OJiee KPYITHOM OpraHU3aliH, TO
HEKOTOPBIE IEMEHTHI TIOJIUTHKYU B 00JIACTH KAYeCTBA MOTYT COJIEPIKAThCS B APYIUX TOKYMEHTAX.
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4.2.3 PyKkoBOACTBO IO KayeCTBY MOJDKHO BKIIFOYATh WIJIM MMETH CCBUIKHM Ha BCIIOMOTAaTEIbHBIC
MPOLIEAYPHI, BKIIOYAs TEXHUUYCCKHE MHPOLEAYphl. B HEM MOJDKHO OBITh JAHO OIMCAHHE CTPYKTYPHI
JIOKyMEHTAIUH, UCTIOJIb3YEMOM B CUCTEME KaueCTBa.

4.2.4 OYHKIMH W OTBETCTBEHHOCTh TEXHHYECKOTO PYKOBOIAIIETO IIEPCOHANIA W YIIPABIIIIOIICTO TI0
Ka4yecTBY, BKJIIOUYas MX OTBETCTBEHHOCTh IO OOECIICUCHUIO COOTBETCTBHSI HACTOSIIIEMY CTaHAAPTY, JOJDKHBI
OBITH ONIPEJICNICHBI B PYKOBOJICTBE 10 KAUeCTRY.

4.3 YnipapJieHue J0OKyMeHTAerH

4.3.1 OO1ue IoI0XKEHUS

JlaGopatopust TOKHA YCTaHOBUTH W TOJACP)KUBATL MPOIECTYPhl YIPaBICHUS BCEMH JIOKYMECHTaMH,
SIBIITIOLIMMUCS YaCThIO CHUCTEMBI KadecTBa (pa3paOOTaHHBEIMM B paMKaX JIAOOPATOPUH MM ITOCTYIHBIINE
W3BHE), TAKUMH KaK PerjaMEHTBI, CTaHAAPTHI, APYTrHe HOPMATHBHBIC JOKYMEHTHI, METOABl HCIIBITAHHH
W/WITH KaJTMOPOBOK, a TAK)KEe YEPTEIKH, POrpaMMHOE 00ecIicucH e, TEXHUIECKUE YCIOBUS, HHCTPYKIIUN H
PYKOBOZCTBA.

Ilpumeganus

1 B aroMm KOHTEKCTe "MOKYMEHT' MOKET O3HAuaTh 3asBICHHUS O MOJMUTHKE, IPOLCAYPHI, TEXHUUECKHEC YCIOBUS,
KaTMOpOBOYHBIE TAOIHIIBI, CXEMBI, TEKCTOBOI MaTepuall, IUIaKaThl, 3aMETKH, IaMATKH, IIPOrpaMMHOE 00ecIeueHue,
yepTexH, TIadel ¥ T.0. OHM MOTYT OBITH NPEACTABIEHEI Ha PA3IHUYHBIX HOCHUTEIAX, OYMaXKHBIX HIIA DJIIEKTPOHHBIX, B
U POBOM, aHAIIOTOBOM, (pOTOrpa)UueCKOM HMIIM TEKCTOBOM BHJIE.

2 VYnpaBicHHe OaHHBIMH, OTHOCSIIMMHUCS K MCIOBITAHUAM M KanuOpoBKaM, — mo 5.4.7. VYnpaicHue
3aperuCTPUPOBAHHBIMU JaHHBIMU — 110 4.12.

4.3.2 YTBepx/IeHHUE U BBITYCK JTOKYMEHTOB

4321 Ilpexnme dveM BbIaTh JUIA HWCIOJNB30BAHMS COTPYIHMKAMH J1a0OpaTOpUM JIOKYMEHTEI,
SIBIIFOLIMECS] YaCThIO CHCTEMbI KAauecCTBa, MX JIOJDKEH MPOBEPUTh W YTBEPAUTH YIOJIHOMOYECHHBIN VIS
3TOTO COTPYIHUK.

4.3.2.2 Ilpunsras(pie) nporemypa(bl) ToJDKHA(BI) rapaHTHPOBATh, YTO:

a) ohuLMaTbHBIE W3[AaHUS COOTBETCTBYIOIIMX JOKYMEHTOB JOCTYNMHBI Ha BCEX Y4YacTKax, IJIE
OCYILIECTBJISFOTCS] OCHOBHBIE OTIEpaIliH, HalpaBJIeHHbIe Ha YQ()EKTUBHYIO NEATEILHOCTD Ja00PaTOPHH;

b) ITOKYMEHTBI TIEPHOIMYECKH aHATM3UPYIOTCS U, TMPU HEOOXOIMMOCTH, MEPECMATPUBAIOTCS, YTOOBI
o0ecreunBaTh UX TIOCTOSHHYIO MIPUTOAHOCTD U COOTBETCTBHE MPEIABSBIIEMbIM TPEOOBAHUSIM;

C) HEJCHUCTBUTENbHBIC WM YCTAPEBIINE JOKYMEHTHI ONEPAaTHBHO M3BIMAIOTCS M3 BCEX MECT BBIITyCKa
WJTY UCTIONB30BaHMS, JTUOO APYTUM 00pa30M NpeaylpeskaacTcst UX HelpeaHaMEePEHHOE UCTIONb30BAHUE;

d) ycrapeBmMe OKYMEHTBI, COXpAaHSEMbIC B FOPUIMYCCKHX WM HWHPOPMAIMOHHBIX —I[EJIIX,
COOTBETCTBYIOIIMM 00Pa30M MapKUPYIOTCS.

4.3.2.3 JIokyMeHTbI CHCTEMbI KauecTBa, pa3padoTaHHbIC JTaOOpaTOpHel, MOHKHBI UMETh YHUKATBHYIO
uaeHTudukanuio. Cpeau 3IEMEHTOB TaKOW WACHTH(UKAIMH JOJDKHBI MPUCYTCTBOBATH JlaTa BBITYCKA
u/unm 0003HAYeHHE TePecMOTpa, HyMepalusi CTPaHHMI, OOIee YMCIO CTPaHWIl WIM OTMETKa KOHIA
JIOKyMEHTa 1 HAaUMEHOBaHHE OpraHa(0B), BBITYCTUBIIETO(HMX ) JIOKYMEHT.

4.3.3 V3mMeHeHus B JOKYMEHTax

4.3.3.1 V3MeHeHust B JOKyMEHTaX JODKHBI aHATM3UPOBATHCS M YTBEPIKAATHCS TOW JKE CITY)KOOH,
KOTOpasi Jienajia MepBOHAYAIBHBIA aHAIN3, €CIM CHEMAIPHO HE Ha3HA4YeHBl Apyrue jiuia. HazHadeHHbIe
COTPYIHHUKH JOJDKHBI UMETh JOCTYI K COOTBETCTBYIOIIEH HCXOAHOW MH(OpMAIMU, KOTOPAsk CIIYKHT
OCHOBOM /1715 X PaOOTHI TI0 aHAIN3Y W YTBEPIKICHHUIO.

4.3.3.2 Korga 3T0 NMpakTHYECKH OCYIIECTBUMO, M3MEHEHHBIN WM HOBBIH TEKCT JIOJDKEH OBITH
WICHTH(UIMPOBAH B JOKYMEHTE MIT B COOTBETCTBYFOIIMX TPHIIOKEHUSIX.

4.3.3.3 Eciu cuctema yrpaBieHUs JOKyMEHTaIMeH JJabopaTopuy pa3periaeT BHOCUTh U3MEHEHHUS OT
PYKH B OXXHJIQHUM OYEPETHOTO HM3MEHEHHS JOKYMEHTOB, TO IOJDKHBI OBITH OIpPEIENICHbI TPOIEIYPhl U
MOJTHOMOYHSI JUIsl TaKMX W3MeHeHWH. VI3MeHeHus HOKHBI OBITh YETKO OTMEUEHBI, 3aBH3HPOBAHBI U
JaThpoBaHbl. [lepecMOTpeHHbI TOKYMEHT JODKEH ObITh O(QHIMAIBGHO NMEpeusliaH, Kak TOJIBKO TO CTaHeT
MPaKTUYECKU OCYILIECTBUMBIM. f

4.3.3.4 JlomkHbl ObITH YCTAHOBJIEHBI MPOLETYPhI Ul OMUCAHUS TOTO, KaK BHOCATCS M YIPaBIISIIOTCS
M3MEHEHUs B IOKYMEHTaX, XPaHAIIUXCS B KOMITBIOTEPHBIX CUCTEMAX.

4.4 Ananu3 3anpocoB, 3asIBOK Ha NOAPSA M KOHTPAKTOB

4.4.1 JlaGoparopusi 10OJKHA YCTAHOBUTH M MOAEPKUBATh MPOLIEAYPHl aHAIM3a 3alPOCOB, 3asiBOK Ha
moJpsi;i ¥ KOHTPakToB. [lommThka W mporenypbl aHamn3a, BEAYIIETO K 3aKIIOYEHUI0 KOHTPaKTa Ha
WCTIBITAHUS W/WITH KTHOPOBKH, TOJDKHBI TAPAHTHPOBATH, UTO:

a) TpeOOBaHMS, BKIIIOYAsl MCIOJIB3YeMbIE METOJIbI, aJeKBATHO OMNPENENICHBl W 3aJI0KYMEHTHPOBAHBI
(cMm. 54.2);

b) maGoparopust MeeT BO3MOKHOCTH M PECYPCHI, TIO3BOJISIFOIIIE BBITIONHATH TPEOOBAHUS
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C) BBIOpPaH COOTBETCTBYIOIIMM METOJ MCILITAHHMS W/WIH KaaHMOPOBKH, CIIOCOOHBLIM YAOBICTBOPSATH
TpeboBaHus KIMEHTOB (cM. 5.4.2). JxoOble pa3nuuus MEXIy 3alpoCOM WM 3asBKOM Ha MOAPSAN U
KOHTPAKTOM JIOJDKHBI OBITh YCTPAaHEHBI JI0 Havasa pabor.

IIpumevanus

1 3anpoc, 3as4BKY Ha HOApAd U KOHTPAKT CICAYCT IIPOaHAIM3HUPOBATH PAallMOHAJIbHBIM H S(bd)eKTI/IBHI)IM
Croco00M ¢ Y4eTOM (DMHAHCOBBIX, FOPHIMYECCKHX ACTIEKTOB U KAJICHIAPHOTO ILTaHA.

2 AHamm3 BO3MOXKHOCTCH JOJDKEH YCTaHOBUTB, YTO JIA0OPaTOpHs paciojiaraeT HCOOXOAMMBIMU (DH3HUYCCKUME,
JIFOACKUMU U I/IHd)OpMaHI/IOHHBIMI/I peCypCaMi U 4YTO IICPCOHAI na6opaTopHH 06J1az[aer HeO6XOI[I/IM_I>HVI_I/I HaBbIKaMU U
OIBITOM I IIPOBEAEHNS MCIILITAHMI WM KaIMOPOBOK. AHAIM3 MOXKET TAKKE YUHTBIBATE PE3YIILTATHI IPEIBIIYILEIO
y4dacCTus B Mema60paToprlx CPaBHCHUAX WM HCIHBITAHUAX KBaﬂHd)HKaHI/II/I I/I/I/I.]'II/I OCYHICCTBJICHHUU IIPOI'paMM
IpCaABApHUTCIIbHBIX HUCIIBITAHUHA I/I/I/IJ'II/I Kann6p0301< C HCIIOJIB30BAaHUECM o6pa3u013 i O6’I)€KTOB, OIICHKAa KOTOPbIX
M3BECTHA, C TIENBIO OTIPEIENIEHHs HEOTIPEIEIEHHOCTEH H3MEPEHH, TIPE/IEIOB OOHAPYKEHNS], JOBEPUTEBHBIX TIPEIENOB U

3 KoHTpaKT MOKET OBITE JIFOOBIM (MMCBMEHHBIM HJIH YCTHBIM) COIVIAILICHUEM O MPEIOCTABIEHHH KIUEHTY YCIIYT 110
TIPOBEJICHHIO VICTTBITAHUH W/ATH KATHOPOBOK.

4.4.2 Pe3ynbTaThl aHAIN30B, BKIIIOUAs JIFOObIC 3HAYNTEIBHbIC H3MEHEHHS, TOJKHBI OBITh COXPAHCHBL.
Taxke ciaeayeT XpaHHTh 3allUCH O COOTBETCTBYIOIIHMX IIEPErOBOpax ¢ KIMCHTOM, KacCaroIIMXCSA €ro
TpeOOBaHMI WIN PE3yJIbTaTOB pabOT, BHITIOHEHHBIX B X0JIC BBITIOTHEHHSI KOHTPAKTA.

[IpuMmeuvanue — [lug aHanmsa IJIAHOBBEIX M APYTHX 3a7ad CUATAETCSA JOCTATOYHBIM YKA3aTh AATy W
HAEeHTH(HKAIIHOHHBIE JaHHbIE (HAIIPUMEP MHULIMAIIBL) JIMIA, OTBETCTBEHHOIO B JIAOOPATOPHH 34 BEIIOIHEHHE padoT 110
KOHTPaKTy. B OTHOIIEHUH IOBTOPSIOIIMXCSA IUIAHOBHIX BOIPOCOB aHAIM3 HEOOXOMUM TOJBKO HAa HAadalbHOMI
HCCIIEOBATENLCKOM CTaIuM WM IPU 3aKIF0YEHHM KOHTPAKTa Ha JUIMTEIILHYIO ILIAHOBYIO paboTy, MPOBOAMMYIO B
paMKax T€HEPAIBLHOIO COIVIAIIEHHS C KIMEHTOM, IIPY YCIOBUM, YTO TPEOOBaHMS KJIMEHTA OCTAIOTCS HEM3MEHHBIMH. B
OTHOILICHUH HOBBIX, CIIOXKHBIX MITH MEPEIOBBIX 334, CTOSIIMX [IEPe]] UCIILITAHMSIMU WM KATHOPOBKOI, CIEAYET BECTH
6oee OIPOOHBIE 3aIHCH.

4.4.3 AHanu3 OIDKEH TaKoKe BKITFOUATh Bce PabOTHI, BBINOIHIEMbIE TabopaTopuel o cyononpsy.

4.4.4 KnueHt noimkeH ObITh MH(OOPMHUPOBAH 000 BCEX OTKJIOHEHUSIX OT KOHTPAKTA.

4.4.5 Ecnu KOHTPAKT HYXJAaeTCs B M3MCHEHHUSAX IOCJIE TOTrO, Kak paboTa Havajaach, JOHKCH OBITH
MTOBTOPEH TOT JKE IMPOIIECC aHaM3a KOHTPAKTa, W JIF0ObIe M3MEHEHHUS JIOJDKHBI OBITh COOOIICHBI BCEMY
TIEPCOHAITY, KOTOPOTO OHH KaCaroTCsl.

4.5 3axsmioueHne cyonoapsiioB HA MPOBeIeHUE UCIHLITAHUIA U KAJTMOPOBOK

45.1 Ecmu nmabopatopus 3akirodyacT CyOnoApsA IO HENpeABHIACHHBIM IIPHYMHAM (HAIIpUMED,
NeperpyKeHHOCTh, HEOOXOAMMOCTh B JIOTIOJTHUTEIHLHOM IKCIIEPTU3E WIIM BPEMEHHAsi HECTIOCOOHOCTb) TN
Ha TIOCTOSHHOM OCHOBE (HampuMmep, Ha YCJOBHMSAX IOCTOSHHOIO CYONOApsIa, COMAIEHUH O
MPEJICTaBUTENBCTBE WM JIbIOTax), 3Ta padoTa JO/DKHA ObITh NepefaHa KOMIIETEHTHOMY CYOHOAPSTUMKY.
KomrereHTHBIM sIBIISIETCSL TAKO# CYOOAPSTINK, KOTOPBIN BBIMONHSET PadOTy B COOTBETCTBUH C HACTOSIIINM
CTaHJAPTOM.

4.5.2 JlabopaTopus DOJDKHA YBEIOMUTE KIIMCHTA O CYOIIOAPsIC B IIMCbMESHHOM BHJIE M, B HEOOXOAMMBIX
CITyJasix, IOJTyIUTh OJ00pEHHE KIIMEHTA, TIPEANOYTUTENHHO, TOKE B TMCEMEHHOM BHJIE.

453 JlabGopatopusi HeCeT OTBETCTBEHHOCTh Tiepel] KIMEHTOM 3a paboTy, BBINOIHIEMYIO
CYONOIpS/TIMKOM, 33 HWCKIIIOYEHWEM TeX CIIy4aeB, KOrJa CyOmompsiTdrka BBHIOMpAECT KIMEHT WM
PETIIaMEHTHPYIOITHI OpraH.

4.5.4 JlabopaTopus MODKHA BECTH PETHCTPAILIUIO BCEX CYyOMOAPSAYMKOB, K YCIIyraM KOTOPBIX OHA
npuderaeT ajsl MPOBEICHUS] UCTIBITAHUN W/WIA KaJTMOPOBOK, W PETUCTPAIMIO JAHHBIX O COOTBETCTBHH
BBITIOJIHEHHOM pabOThI HACTOSILIIEMY CTaHIAPTY.

4.6 IlpuoOpereHue ycJIyT U 3a11aC0B

4.6.1 B naboparopum J0/DKHA OBITh YCTAHOBJCHA TOJMTHKA W Mporeaypa(kl) MO BBIOOPY W
NpUOOPETEHHIO HEOOXOMUMBIX YCIyr M 3alacoB, BIUSIONIMX HA KAayeCTBO WCIBITAHUN W/WIH
KanuOpoBOK. JIOMKHBI CyIIECTBOBAaTh NPOLEAYPbl MO MPHOOPETEHUIO, TMOIYYEHUI0 U XPaHEHUIO
COOTBETCTBYIOLIMX PEAKTHUBOB U JJAOOPATOPHBIX MATEPHAIIOB, PACXOAyEMbIX NP MPOBEJCHUH UCTIBITAHUNA 1
KaJIHOPOBOK.

4.6.2 JlaGoparopusi HODKHA OOECNEYMBATh COXPAHHOCTH ITOJYYCHHBIX 3allacoB, PEAaKTUBOB H
PacXOMHBIX MAaTEPHAIIOB, BIMSIONIMX HAa KAUYECTBO HMCIIBITAHWNA W/MIU KaMOPOBOK, 10 TEX TOp, TMOKa
OHU He OyIyT POKOHTPOJIMPOBAHBI HIIH IPYTUM 00pa30oM OIIEHEHBI KAK COOTBETCTBYIOIINE CTaHIAPTHBIM
TpeOOBaHMSIM WM TPeOOBAaHWAM METO/IOB, pPa3paOOTaHHBIX IS JAHHBIX WCIBITAHUN W/WIN
KaJIMOPOBOK. OTH WCTOJNB3YeMbIe YCIYI'M W 3alachl JOJDKHBI COOTBETCTBOBATH YCTAHOBJICHHBIM
TpeOOBaHUSIM. 3aperUCTPUPOBAHHBIC JaHHBIE O JCWCTBUSX, MPEANPUHATHIX C TIETBI0  MPOBEPKH
COOTBETCTBUS, AOJIKHBI COXPAHSITHCSL.

4.6.3 Omnucanus Ha W3EMs, BIUSIOIIME Ha KAaYeCTBO PE3yJbTATOB PabOThI J1abOpaTOpHH, JOJKHBI
coliepKaTh JaHHbIC, OIKMCHIBAIOUIME 3aKa3aHHbIE YCIyrM W 3amackl. OnucaHue JODKHO —OBITh
MPOAHATM3UPOBAHO, @ €r0 TEXHUYECKOE COAEPKAHUE 0100pEHO, MPEXKIE YeM OHO OY/IET BBITYILEHO.
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IIpumeuanne — Ormmcanre MOXKET BKIIOYATh THII, KJIACC, KAYECTBO, TOUYHYIO MIAEHTH(DHKALIMIO,
crenupUKaLKA, YEePTEKHA, HHCTPYKIHMHA I10 ITPOBEACHHIO KOHTPOJIA, APYrHe TEXHHUYECKHWE IaHHBIE, BKIIIOYAs
YTBEpKIIEHHE Pe3yJIbTaTOB UCIILITAHUM, TpeOyeMOe KaueCTBO M CTaHIapT CUCTEMbI KaueCTBa, B COOTBETCTBUM C KOTOPHIM
OHU OBUTH U3TOTOBRJICHBL.

4.6.4 Jlaboparopuisi JIOJDKHA ITPOBOIAWTH OILICHKY ITOCTAaBIIMKOB BAKHEHIIIMX PACXOMHBIX MaTepUasioB,
3aMacoB W YCIYT, OKa3bIBAIOIIMX BIMSHHEC HA KA4deCTBO WCIBITAHUM W TIOBEPOK, M XPaHUThH
PETHUCTPAIIMOHHBIE TAHHBIC 00 3THX OICHKAX U TIEPEUEHb YTBEP)KICHHBIX IOCTABIIIKOB.

4.7 Obcy:KkuBaHHe KIHEHTOB

JlaGoparopusi nODKHA COTPYJHHMYATh C KIMEHTAaMd WIM HMX TNPEACTABUTENIIMA B BOIPOCAX
Pa3bSICHEHHS 3alpoca KIMEHTa W KOHTPOJIS 32 JICATEIBHOCTBIO JIAOOPATOPUM B CBSI3M C BBITIOHIEMOM
paboOTOl TP YCIIOBHH, YTO JIabOparopysi 00eCreurBacT KOH(DUICHIMAIBEHOCTh 110 OTHOIICHHIO K JIPYIHM
KJIMECHTaM.

Ilpumeuanus

1 Takoe cOTpyAHIYIECTBO MOXKET BKITIOUYATh:

a) IPeAOCTaBICHUE KIMEHTY WM €ro IpPEeACTaBUTEII0 Pa3yMHOIO JIOCTYIA K COOTBETCTBYIOIIMM YydacTKaM
J1a00paToOpuM ¢ TEM, YTOOBI CBHUAETEILCTBOBATE HA MCIIBLITAHMSX W/VMIH KaTMOPOBKAX, IIPOBOAUMBIX IS KIIMEHTA,;

b) MOAroTOBKY, YIIAKOBKY M OTHPAaBKY M3IEIHH, MPOLIECAIINX WCIBITAHUS W/HWIM KAJIHOPOBKY, HEOOXOIMMBIX
KJIMEHTY C LIEJIbIO IIPOBEPKH.

2 3aKa34nKH OLIEHUBAIOT MOIJIEPKAHNE XOPOIIEH CBS3M, COBETOB M PYKOBOASIINX YKA3aHUM IO TEXHUUCCKAM
BOIIPOCaM, a TaKKe MHEHHS M TOJIKOBaHHS, OCHOBaHHbIE Ha pe3ynbrarax. CBs3b ¢ KIMEHTOM, OCOOCHHO IIPH
JIOJITOCPOYHBIX KOHTPAKTaXx, CIICAYET IOIICPKUBATh B TeUEHHE BCel paboThL. Jlaboparopuu ciieryeT u3BelaTh KIMeHTa 000
BCEX 3a/IePKKaX MITH 3HAYMTEIIbHBIX OTKIIOHEHHSIX IIPH IPOBEICHUH UCIIBITAHUM 1/ITH KATHOPOBOK.

3 JlaGopaTopusiM peKOMEHAyeTCs UMETh OOPaTHYIO CBSI3b C KJIMEHTaMH, IOJIOMKHUTCIbHYIO WM OTPULIATEIbHYIO
(HampuMep, onmpockl KiueHToB). OOpaTHYIO CBS3b CIEAYET HCIOIB30BAThH IS YIYUIICHHS CHCTEMbI KadeCTBa,
YCOBEPIICHCTBOBAHKSI HCTIBITAHUN U KAJTMOPOBOK, & TAKXKE 00CITY)KHUBAHHS KJIMCHTOB.

4.8 Ilperen3uu

B maboparopuu 1omkHa OBITH PETYCMOTPEHA TIOJITHKA M TIPOLISAYPHI TI0 PA3PEIICHHIO IPETEH3MIH CO
CTOPOHBI KJIIMEHTOB WJIM JPYTUX CTOPOH. HeoOXOmMMO XpaHWTh PErHCTPAIIOHHBIC JAHHBIC 10 BCEM
peKIamMalyisiM, PAcClIeIOBAHUSIM, a TaKKe KOPPEKTHPYIOLIMM JICHCTBUSM, MPEAIPHHSATHIM JIa0OpaTopHei
(cm. Taroke 4.10).

4.9 AIMUHHCTPATHBHOE YIIPABJIeHHE HECOOTBETCTBYIOIIIEH paGoTol M0 HCILITAHKUSIM W/IWIH KATTHOPOBKAM

4.9.1 Jlaboparopusi TOJDKHA UMETh TIOJIMTUKY U TIPOICAYPHI, K KOTOPHIM ITPUOETatoT B TEX CITyJasx,
KOTJIa KakoH-TMO0 acTieKT MCTTBITAaHUIA W/ KATMOPOBOK, M PE3YJIBTaThl 3TOM Pad0ThI HE COOTBETCTBYIOT
COOCTBEHHBIM TIPOLIAYypaM JIaDOPaTOpHU WM COIIACOBAHHBIM C KIMEHTOM TpeboBanusM. [lomumrka u
TIPOTIETYPHI JIOJDKHBI TAPAHTHPOBATh, YTO:

a) OOSM3aHHOCTH MW TIOJIHOMOYHS TI0 aJIMHHHCTPATUBHOMY VITPABICHHIO HECOOTBETCTBYIOIMMU
paboTamu OTpeIeIeHb], H KOT/Ia HeCOOTBETCTBYIOIIAS Pa00Ta BBISBIICHA, YCTAHOBIICHBI U ITPEATIPUHSTHI
COOTBETCTBYIOIIIME JCHCTBUS (BKIIFOYAs MPHOCTAHOBKY PAaOOTHI M, TIPU HEOOXOIMMOCTH, ITPHOCTAHOBKY
JISUCTBHS ITPOTOKOJIOB UCTIHITAHWH U CEPTH(UKATOB KATMOPOBKH );

b) mpoBe/ieHa oreHKa 3HAYMMOCTH HECOOTBETCTBYIOIIICH pabOThI;

C) He3aMeUTUTENHHO TIPHHSTHI KOPPEKTUPYIOIINE JEHCTBUS BMECTE C PEIICHHEM O MPUEMIIEMOCTH
HECOOTBETCTBYIOILIEH PabOTHL,

d) mpu HEOOXOTMMOCTH, KITHEHT U3BEIIEH U pab0oTa OTMEHEHA,;

€) OTBETCTBEHHOCT 32 pa3pelieHrne BO30OHOBHUTH pabOTy YCTaHOBJICHA.

IIpuMmeuvanune — BbisIBlIeHHE HECOOTBETCTBYIOLIECH PAOOTHI MM IPOOIEMbI, KACAIOLIEHCS CUCTEMBI KauecTBa
WK TIPOBEICHUS WCTIBITAHUHA W/ KATHOPOBOK, MOXKET TPOM3OWTH Ha PA3IMYHBIX YYacTKax B paMKax CHCTEMBI
KauecTBa M TEXHWYECKUX oreparyid. [IpuMepaMu sSBISFOTCS MPETEH3MH KIMSHTOB, KOHTPOJIb KayecTBa, KaTMOpOBKa
WHCTPYMEHTOB, TIPOBEPKA PACXOJHBIX MAaTEPHUAJIOB, HAOJIOJICHHS TepCcoHalla WM KOHTPOJb 32 HUM, OTYETHI 00
WCIIBITAHUSIX W TIPOBEPKA CEPTU(DHUKATOB KATHOPOBKH, aHAIHM3bI CO CTOPOHBI PYKOBOJCTBA, a TAKXKE BHYTPEHHHE U
BHEIIIHUE IPOBEPKH.

492 Ecmma pe3ynbTaThl OICHKHA YKa3bIBAIOT HAa TO, YTO HECOOTBETCTBYIOMIAS paboTa MOXKET
TIOBTOPHUTHCSI WM €CTh COMHEHMSI TIO TOBOJY COOTBETCTBHS JICUCTBHI JIaOOpaTOpuH €€ COOCTBEHHBIM
TIOJIMTUKE M TIPOLIIypaM, TO HE3aMEJIUTEILHO JODKHBI OBITh BBIIOIHEHBI MPOICAYPHI, OTHOCSIIMECT K
KOPPEKTUPYIOIIEMY JIEUCTBHIO, OrMcaHHbIe B 4.10.

4.10 KoppexTupyioluee aeiicTeue

4.10.1 OO1We MOIOKESHHS

JlaGoparopusi JObKHA pa3paboTaTh TOMWTUKY W TPOIENYPYy U OINpPENeNTh COOTBETCTBYIOIIVE
TIOJTHOMOYHSI 3 TIPUHSTHE KOPPEKTUPYIOIIETO ASHCTBUSI B TEX CITydasix, KOI/a BbISIBIICHbI HECOOTBETCTBYHOIIIAS
paboTa WM OTCTYIUICHHS OT TOJUTHKH WIIA TIPOIEIYp, MPEAYCMOTPEHHBIX CHCTEMOW KadecTBa WM
TEXHUYECKAMU OTICPAITSIMH.
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[MIpumeuanune — I[lpobrema ¢ crucTeMOl KauecTBa WM TEXHUUCCKAMH OIEPAIMSIMU B JIAOOPATOPUH MOXKET
OBITh YCTAHOBJICHA Pa3JIMUHBIM IIyTeM IIPHU KOHTPOJIE 3a HECOOTBETCTBYIOIICH pabOTOM, BHYTPEHHHMX HIIM BHEIIHHX
IIPOBEPKAX, aHAJIU3E€ CO CTOPOHBI PYKOBOACTBA, OOPATHOM CBS3H C KIIMEHTAMM WJIH IIPH IIOMOIIU HAOJIFOICHMI
TMIePCOHAITA,

4.10.2 Ananu3 npuyunH

IIpouiemypa KOppPEKTHUPYIOIIETO JEHCTBUS JOJDKHA HAYMHATBCA HCCIIEIOBAHUEM C  IIEJIBIO
OIpeIeIeHHs] OCHOBHBIX MPUYUH(bI) IPOOJIEMBIL.

Hp UMedaHue — Axanus IPHUYUH ABJIACTCA KIIIOYCBBIM W MHOIJAa HaI/I6OJ'I€€ CJIO’)KHBIM MOMCHTOM B
MPOLICAYPE KOPPEKTUPYIOMIETO NeHCTBUA. YacTo OCHOBHAS IPHYMHA HE OYEBHIHA, M IIO3TOMY TpeOYeTCs TINATEIbHBINA
dHaJIM3 BCEX BO3MOXHBIX IIPUYMH HpO6J’IeMI)I. B ux uwmcno MOI'yT BXOJUTH Tp€6OBaHI/ISI KIIMCHTA, 06p33HBI,
CHGIII/IC])I/IKaIII/II/I o6pa3u013, MCTOABI U IIPOUCAYPhI, KBaJ'II/I(,JpI/IKaHI/IH 1 IIOATOTOBKA II€PCOHAIA, paCXOAHBIC MaTCPpHUallbl
M 000pyJOBaHUE U €T0 KATHOPOBKA.

4.10.3 Be16op u npuHSTHE KOPPEKTHPYIOIINX JCHCTBHUIA

Korna Bo3HHMKaeT MOTPeOHOCTh B KOPPEKTHPYIOIIMX JICHCTBHSX, J1a00paTOpusl JOJDKHA OIPENCITHTh
BO3MOXHBIC M3 HHUX. OHa J0JDKHA BBIOpAaTh W MPHUHATH JCHCTBUE(s), Haubonee moaxonsimee(ue) s
yCTpaHEHHs MPOOJIEMbI ¥ IPEIOTBPAIICHUS €€ (MX) TIOBTOPEHUSL.

Koppektupyrorme qeicTBHS JOIDKHBI COOTBETCTBOBATH MACIITA0y M OMACHOCTH TIPOOJIEMEI.

Jlaboparopus oIKHA 3aI0KYMEHTHPOBATh U PEATM30BaTh BCe TpeOyeMble M3MEHEHHMS, BHITCKAIOIIUE K3
H3y4YEHUs] KOPPEKTUPYIOIIMX ICHCTBUMA.

4.10.4 KoHTpoJb 32 KOPPEKTUPYIOIIUMU ACUCTBUSIMHU

JlaGoparopusi [TOJDKHa KOHTPOJIUPOBATH  PE3YNbTaThl, 4YTOOBI yOemuThcs B I(GHEKTUBHOCTH
KOPPEKTUPYIOLIVX JCHCTBHIA.

4.10.5 JlononHuUTENbHBIE IPOBEPKU

Koryma ycraHoBiieHHEe HECOOTBETCTBUN WM OTKJIOHEHHMM CTAaBUT TI0JI COMHEHHE COOTBETCTBHE
sabopatopur ee COOCTBEHHBIM TIOJIMTHKE W MPOIEIypaM WIM HACTOSIIEMY CTaHAApTy, JIabopaTopwHs
JIOJDKHA KaK MOYKHO CKopee 00ecrednTh POBepKY 110 4.13 onpeneneHHbIx o0acTeil IesTeIbHOCTH.

[Ipumeyanue — IlomoOHbIE [OIMOJHUTENbHBIC ITPOBEPKM YAcTO IPOBOMSATCS IIOCIE IPHHATHSA
KOPPEKTHPYIOIINX JICHCTBUH C MBI MOATBEpXkIeHNS uX 3(dexTrBHOCTH. JlOMmOMHUTENbHAs TPOBEpKa ObIBACT
HEOOXOIMMa TOJIbKO TOTIA, KOTJIA PeYb MIIET O CEPHE3HBIX BOMPOCAX MJIM OMACHOCTH IS JeNa.

4.11 Ilpenynpexaaroiiee JeiicTBue

4.11.1 [omxHbl OBITH OINpPEACIICHBI HEOOXOIUMBIC YIYUYIICHUS M IMOTEHIHUAIbHBIC HCTOYHUKN
HECOOTBETCTBUH TEXHHYECKOTO XapaKTepa WM CBSI3aHHBIE C CHCTEMOH kauecTBa. Ecim TpeOyercs
peaynpexkaaronee AeiHCTBUE, HEOOX0UMO pa3pabdoTaTh, BHEIPUTh W Pealii30BaTh IUIAH JCHCTBUH,
yTOOBl CHU3WTH BEPOSITHOCTH TOBTOpa IMOJOOHBIX HECOOTBETCTBHUHM M HCIOJb30BaTh BO3MOYKHOCTH
MIPOBEICHUS yTyUIIICHHH.

4.11.2 Tlponenypbl TpeAynpeKAAIONMX JICHCTBUMA JODKHBI BKJIIOUaTh HMHUIMAPOBAHUE TAKHUX
JICUCTBUI ¥ TIPOBEICHUE KOHTPOJIA C TIEJIbI0 00eciedeHHs MX SPPEKTUBHOCTH.

IIlpuMedanus

1 IIpenynpexnaromiee ISHCTBHC SIBISCTCS IPSIBAPUTCIILHBIM IIPOIICCCOM, HAIpPaBJICHHBIM CKOpee Ha M3bICKAHFC
BO3MOJKHOCTEH YITyUIIIEHHI, YeM PeaKIieli Ha MAeHTH(DUKALIKIO IPOOJIEM HITH IPETEH3HIA.

2 TTomMumo aHanm3a pabouYMx IpOLEAYP HpeayIpeKAaroliee ASHCTBUE MOXKET BKIIFOYATh aHAIM3 JAHHBIX, B TOM
YyCIIe aHATM3 TEHICHIIMI U PUCKa, a TAKOKe PE3yJIbTATOB POBEPKH KBATM(DUKALIN.

4.12 YnpasJjieHue perucrpanueii JaHHbIX

4.12.1 OOI1iye TOJ0KCHHUS

4.12.1.1 JlabopaTtopusi TODKHA YCTAHOBUTH M TOIEP)KMBATh TPOLIEMYphl HAeHTH(UKaImuM, coopa,
HHJICKCUPOBAHMS, JIOCTYIIA, CHCTEMATH3AIMY, XPAHCHHS, BESICHUS M U3bATHS PETUCTPAIMOHHBIX JTAHHBIX IO
KaueCTBY M TEXHMYECKMM BOIpocaM. JIaHHBIC MO KAa4eCTBY JOJDKHBI BKIIFOUATh OTYETHI O BHYTPEHHUX
MPOBEPKAX, Pe3yJbTaThl aHAU3a CO CTOPOHBI PYKOBOJICTBA, a TaKXKE JAHHBIE O KOPPEKTUPYIOIMIHNX U
MPEeTYNPESKAAFOIINX ACHCTBHSX. *

4.12.1.2 PeructpanuoHHble AaHHBIE JTOJDKHBI OBITH yI00O0YMTAEMBIMU, JIETKO JOCTYIMHBIMH U HE
MOJIBEPTaThCsl OMACHOCTH OBbITh MCTIOPYCHHBIMHM WM YTEPSHHBIMH. JIOIDKHBI OBITh YCTaHOBIJIECHBI CPOKH
XpaHEHUS TaKUX TAHHBIX.

[IpuMeyanue — PerucrpaloHHbIC JaHHBIE MOTYT XPaHHUTHCS Ha JIFOOOM HOCHTENIe, HarlpuMep, Ha OYMayKHBIX
WM 3JICKTPOHHBIX HOCHUTEIIAX.

4.12.1.3 Bce perucTpanyoHHblE JaHHBIE JIODKHBI XPaHUTBCS B YCIOBUSX O€30MACHOCTH |
KOH(pUAECHIIMATBHOCTH.
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4.12.1.4 Jlaboparopusi JOJDKHA UMETh TPOIEAYPHI JUIsl 3alllMThl M1 BOCCTAHOBJICHUS JAHHBIX Ha
AJIEKTPOHHBIX HOCHUTEISIX, a TAKXKE YIS MIPEAYIPEKICHU HECAHKIIMOHUPOBAHHOIO JIOCTYIIA WA BHECCHUS
W3MEHEHUI B HUX.

4.12.2 Texauyeckue naHHbIe

4.122.1 B naGoparopuy JODKHBI XpPaHUTHCI B  TCUCHHE  YCTAHOBIICHHOIO  BPEMCHHU
3apEruCTPUPOBAHHBIC JTAHHBIC TEPBUYHBIX HAOIONCHHUM, BTOPUYHBIC JaHHBIE W JIOCTATOYHBIA OObeM
uHpOpMaIMK 1T TOro, YTOOBl YCTAaHOBUTH AYJIMTOPCKOE 3aKJIFOUCHHUE, JaHHbIC KAIMOPOBOK, JAHHBIC O
TIEPCOHAJIC U KOIMUM KaKJOTO OTYEeTa 00 MCIBITAHUSAX WM BBIIAHHOTO CEpTHU(HUKATA O KATHOPOBKE.
JlaHHBIE O Ka)KIIOM HCIIBITAHUM WM KAIMOPOBKE IOJDKHBI COAEPXKaTh JIOCTATOYHO HH(MOpMAIHH,
CIOCOOCTBYIOIICH, IO BO3MOXKHOCTH, BBISBIICHHIO (DAKTOPOB, BIMSIONIMX HAa HEONPEICICHHOCTH, U
IIPOBEJICHUIO TTOBTOPHBIX HCIIBITAHMK MM KaJIMOPOBOK B YCIIOBHUSX, MAaKCHMAJIbHO IPHOJIMKCHHBIX K
IICPBOHAYAILHBIM. JIaHHBIC JIOJDKHBI COJICP)KaTh CBEJCHUS O IIEPCOHAE, OTBETCTBCHHOM 3a OTOOp
00pasIIoB, MPOBEACHHUE KKIOTO UCTIHITAHUS W/HITN KATHOPOBKU M KOHTPOITH PE3yITbTATOB.

IIpumeuanus

1B HEKOTOPBIX 06nacmx JACATCIIBHOCTH MOKET OKa3aThbCA HEBO3MOXXHBIM HJIIN HeHeﬂeCOO6pa3HLIM XpaHUTb
pErucTpaIMOHHbIE JaHHBIC BCEX TEPBUYHBIX HAOIOICHHIT.

2 TexHWUYECKHE MaHHBIE MPEACTABISAIOT cO00H cymMmy cBemeHuil (cM. 5.4.7) u uHMDOPMALNH, SIBISIOIIAXCS
PE3YIBTATOM IIPOBCACHUA HUCITBITAHUH I/I/ nim KaJ'II/I6pOBOK 1 YKa3bIBaKOIUX, JOCTUTIHYTHI JIN YCTAaHOBJICHHBIC IMOKa3aTCIIN
Ka4yeCTBa UJIN MapaMETpPhI IMPOIICCCOB.

4.12.2.2 HabGmonenwsi, TaHHBIC W BBIYUCIICHUS JIOJDKHBI PETUCTPUPOBATHCS BO BpeMs UX ITPOBEICHNS 1
OBITh UJICHTU(DUITMPYEMBIMHI C KOHKPETHOMH 33/1a4eH.

4.12.2.3 Ecinu B 3aperucTpuUpOBaHHBIX JAHHBIX OOHAPYKMBAIOTCS OMIMOKH, TO KaKIas OIIMOKa
JOJDKHA OBITH MEPEYEPKHYTA, W PSIIOM JIOJDKHO OBITh 3alMCaHO MpaBWIILHOE 3HaucHHe. Bce momoOHbIe
W3MEHEHHS JIOJDKHBI TTOJNKCHIBATECS WJIM  BU3UPOBAThCSA JIMIIOM, BHECIIMM F3MEHeHue. Ecmm
PETHUCTPAIIMOHHBIC TAHHBIC XPAHSTCS B 3JICKTPOHHOM BHJIC, IOJDKHBI OBITh IMPUHSTHI TaKHUE JKE€ MEPHI,
YTOOBI M30EKATh TIOTEPH HJIM N3MEHEHHS TIePBOHAYATLHBIX JIAHHBIX.

4.13 BuyrpeHHue NpoBepKU

4.13.1 JlaGoparopusi TO/DKHA TICPHOIMYECKH M B COOTBEICTBHH C IIPEIBAPHUTEIBHO YCTAHOBICHHBIMU
rpadvKoM | TIPOLICAYPOH MPOBOIMTh BHYTPEHHUE IPOBEPKU CBOCH JIEATEIIEHOCTH, YTOOBI YIOCTOBEPUTHCS,
COOTBETCTBYET JIM OHA TO-TIPSKHEMY TPEeOOBaHHMSM CHUCTEMbl KayecTBa M HACTOSIIETO CTaHZapTa.
[IporpamMmma BHYTpeHHEW NPOBEPKH JODKHA OXBAThIBaTh BCE AJIEMEHTHI CHCTEMbl KauyecTBA, BKIIIOYAS
JESITENTFHOCTD 110 TIPOBEJICHUIO MCIIBITAHWN W/WIM KaTMOPOBOK. PyKoBOAMTENH TIO BOMPOCAM KadyecTBa
HECET OTBETCTBEHHOCTh 3a TUIAHMPOBAHME M OPraHU3AIMIO TPOBEPOK B COOTBETCTBUM C TpadukoM u
TpeOOBaHMSIMH PYKOBOZACTBA. [IpOBEpKH TOIDKHBI TIPOBOMTELCS TIOATOTOBJICHHBIM 1 KBATH(DHITMPOBAHHBIM
TIEPCOHATIOM, HE3aBUCUMBIM? KOT/Ia €CTh TaKasi BO3MOXKHOCTb, OT IIPOBEPSIEMOH IESITEITEHOCTH.

11 puMedYaHue — HI/IKJ'I MPOBCACHUA BHYTPEHHUX IPOBEPOK COCTABJIACT OAUH I'OA.

4132 Korma B pe3ynbrate TMpPOBEICHHONM TMPOBEPKU BOSHUKAIOT COMHEHHS B A((EKTHBHON
JESITENIBHOCTH JTMOO B TPAaBHJIBHOCTH WM JIOCTOBEPHOCTH PE3YJITATOB TMPOBEACHHBIX HCTIHITAHUNA |
KaTMOPOBKH, JTab0paTopust JODKHA CBOEBPEMEHHO MPEANPUHATH KOPPEKTUPYIOIIEe IEHCTBUE U U3BECTHTh
KJIMEHTOB B ITMCbMEHHOM BUJIE, €CITU MCCIIEI0BAHMUS CBUJIETENBCTBYIOT O TOM, YTO PE3YJIbTaThl, MOITyYEHHbIE
TabopaTopHeid, MOTyT ObITh OIIMOOYHBIMIL.

4133 OOnacte TPOBEPSIEMOI JESATENBPHOCTH, PE3YJAbTaThl TPOBEPKH M BBITEKAIONME W3 HUX
KOPPEKTHPYIOILIHE ISUCTBUS JOTDKHBI OBITh 3aPErHCTPHPOBAHBL

4.134 Tlocnemyronpie TPOBEPKHA JIOJDKHBI  YJIOCTOBEPUTh M 3a)MIKCHPOBATH BHEIAPCHUE |
3 HeKTUBHOCTH MPEIPUHITOTO KOPPEKTUPYFOIIETO JICHCTBYSL.

4.14 AHa/Iu3 €O CTOPOHBI PYKOBO/CTBA

4.14.1 B COOTBETCTBMM C TIpEIBapUTEIBHO YCTAHOBJICHHBIMH TpaMKOM H  TIPOLEIypOi
WCTIOJTHUTEITFHOE PYKOBOJICTBO JIAOOPATOPUH JIOJDKHO TEPUOIMIECKH TIPOBOIUTE AHATTM3 CUCTEMBI KauecTBa
JTabOpaTOPHH M IESATEIBHOCTH T10 MPOBEACHUIO UCITBITAHUN W/MIIH KaTHOPOBOK C IEIBI0 OOCCIICUSHUS
WX TIOCTOSIHHOW MTPUTOAHOCTH U APPEKTUBHOCTH ¥ HEOOXOIUMbIC U3MEHEHUS WIH YIyqIlIeHNs. AHAIN3
JIOJDKEH YUUTHIBATH:

- IPUTOJTHOCTb MOJIUTUKHU U TIPOLIEIYD;

- OTYETHI PYKOBOJIAIIMX U KOHTPOJIMPYHOIINX COTPYIHUKOB;

- pe3yIbTaTh MOCIIEAHUX BHYTPEHHUX MPOBEPOK;

- KOPPEKTUPYIOIIME U MIPETYIPEKIAIOIIHE IEUCTBHS;

- OLICHKH, TIPOBE/ICHHbIE CTOPOHHUMU OpraHaMu;

- pe3yIIbTaThl ME&XITa00PATOPHBIX CPABHEHHMH MU TPOBEPOK KBATM(DHKAIIAM;
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- I3MEHEHU 00beMa U BHIA PaOOTHL;

- OOpaTHYO CBSI3b C KIIMCHTaAMU;

- TIPETEH3HY;

- npyrue (akTopbl, TaKWe KakK JESTEIbHOCTh IO YIPABJICHUIO KaYeCTBOM, PECYPChl M MOATOTOBKA
TriepcoHaIa.

IIpumeuanus |

1 OGBIMHO aHAIH3bI CO CTOPOHBI PYKOBOJICTBA IPOBOJISTCS OJIUH Pa3 B TOJI.

2 PeSyJ'H)TaTI)I JOJDKHBI OBITH BBCJCHBI B CUCTCMY IIJIAHUPOBAHUA J'Ia60paTOpI/II/I W BKJIIKOYATh LOCIH, 3aJa4u U
IUIaHBI PA0OT Ha CIIC/YFOLIHIA TOT,

3 AHaM3 cO CTOPOHBI PYKOBOJICTBA BKITOYAET PACCMOTPEHHE CMEXKHBIX BOIPOCOB HA PETYJSPHBIX 3aCEIaHUSX
PYKOBOZICTBA.

4.14.2 Pe3ynbTaThl aHAJIM30B CO CTOPOHBI PYKOBOJCTBA M MOCIEIYIOIINE NEHCTBUS JOJIKHBI ObITh
3aperucTpUpoBaHbl. PyKOBOJICTBO JOMKHO OOECTICUMTH BBIMOJIHEHUE STHUX ACHCTBUI B COOTBETCTBYIOIIUE
COIJIACOBAaHHBIE CPOKHU.

S Texuuueckue TpedoBaHUs

5.1 O01ue nosioxKeHus

5.1.1 TIpaBWJILHOCTh M HAJACKHOCTHh HCIIBITAHWHA W/WIIM KAITMOPOBOK, NPOBOJMMEIX Jaboparopuei,
OTPEICIISTFOT CIISAYIOITHE (haKTOPbI:

- yejoBeueckuii pakrop (5.2);

- IIOMEIICHHS U OKpYy>karomas cpena (5.3);

- METO/IbI HCIIBITAHUI 1 KaJTMOPOBOK M OIleHKa MeToja (5.4);

- obopynoBanue (5.5);

- IIPOCIICKMBAEMOCTh M3MepeHHi (5.6.);

- oTO0p 00pa3noB (5.7);

- oOparleHue ¢ UCTIBITHIBAEMBIMU U KaTHOPYeMbIMU U31eHsiMU (5.8).

5.1.2 Crenenp BnusHUS (PAKTOPOB Ha OOIIYI0 HEONMPENETICHHOCTh HM3MEPEHHs 3HAYMTEIILHO
pa3m4aeTcsl B 3aBUCUMOCTH OT BHJIOB MCIBITAHUNA M KalInOpoBOK. JIaboparopws MOJDKHA YIUTHIBATH
9TH (akTopsl NpU pa3paboTKE METOJOB WU TPOLEAYP HCIBITAHUN W KATMOPOBOK, MPH IOJTOTOBKE H
OIICHKE KBATM(UKAIUH TTEPCOHAJIa U MPH BBIOOPE M KAIIMOPOBKE UCTIONIL3YeMOT0 000y I0BaHVIS.

5.2 Ilepconan

5.2.1 PykoBoacTBo naboparopueii rapaHTUpyeT KOMIIETEHTHOCTh BCEX, KTO paboTaeT co CrielialibHbIM
000pyI0BaHUEM, TIPOBOIUT MCTIBITAHKS W/WIH KaJTMOPOBKH, OIICHUBACT PE3yJIbTAaThl U MOIUCHIBACT OTYCTHI
00 WCTBITAaHUSAX U CepTH(UKATHI KATMOPOBOK. 3a CTaXKEpPaMH JIOJDKEH ObITh OOECIICUeH COOTBETCTBYFOIIIHIA
HaRop. Crermduieckue 3a/1a9u JO/DKHBI TOPYYaThCsl TIEPCOHATTY C YUYETOM COOTBETCTBYIOIIIETO 0Opa30BaHus,
MOJITOTOBKH, OITBITA W/HJIH MPOSIBJIIEMOTO MacTEPCTBA.

IIpumeuanus

1 B HEKOTOpHIX TEXHHYECKHX OONacTSIX (HampuMmep B 00AcTH HEpa3pyLIAIOLIEr0 KOHTPOIS) MOXKET
oTpeOOBaThCsA, YTOOBI COTPYOHMKH, BBITOJHSIONIME HEKOTOPBIE 3aJaHus, MPOILIM JHYHYI0 CEePTH(PHKALIHIO.
Jlaboparopust HeceT OTBETCTBEHHOCTb 3a BBIIOJHCHHE YCTAHOBJICHHBIX TPEOOBAHUN K JIHMYHOM CEpTH(HKAIUH.
TpeboBanus K JIMYHOW CEPTU(PHMKALMUA MOIYT OBITh PErIaMEHTHBIMU, BBEICHBI B CTAHAAPTH I KOHKPETHOM
TEXHUUYECKON 00JIACTH WIH BBICTABIIEHBI KIIMEHTOM.

2 TIlepcoHai, OTBEICTBEHHBLIH 3a COAEPXKAHHE OTYCTOB 00 HCIBITAHUSAX, IIOMHMO COOTBETCTBYIOLICH
KBaIM(HMKALMH, IIOATOTOBKH, OIBITA M YIOBJICTBOPHUTEIBHBIX 3HAHMI 10 IPOBOAUMBIM HCIIBITAHMSAM, JODKEH TaKKe
00J1a1aTh:

- HCO6XOZ[I/IMLHVI 3HAaHUCM TCXHOJIOTMHM IIPOMU3BOJACTBA HCIIBITBIBACMBIX PIS,IleJ]I/Iﬁ, MaTCpHaJIOB, IIPOAYKIINNA HIIN
crioco0a, KOTOPBIM OHH IPHMEHSIOTCS WA JIOJDKHBI IIPUMEHATHCS, @ Taoke AS(EKTOB WM BO3MOXKHBIX YXY/IILICHUAN
KayecTBa IPH HUCIIOJIL30BAHUH HJIH 00CITYKUBAHNM;

- 3HAaHHEM OCHOBHBIX TPEOOBaHUI, CONEPIKAILMXCS B 3aKOHOIATEILCTBE U CTaHAapTax, U

- IIOHUMAaHUEM 3HaHI/IMOCTI/I OGHapy)KeHHbIX OTKJIOHEHUH IO CpaBHCHHUIO C HOPMaJIbHBIM HCIIOJIb30BAHHUEM
COOTBETCTBYIOITHX H3CIHUN, MATEPHAJIOB, TIPOIYKITHAH U P.

5.2.2 PyKOBOJCTBO J1a0OpaTOpHUH JOJDKHO C(HOPMYIMPOBATH LEIH 00pa3oBaHUs, MOJTOTOBKH U
MacTepcTBa TepcoHana jjabopatopun. Y Ja0opaTopHy JIOJDKHA OBITH TOJIMTHKA M MPOIETYPHl BBISBICHHS
MoTpeOHOCTEN B TOJATOTOBKE M OCYIIECTBIICHUs TIOATOTOBKM TepcoHana. [IporpaMma mojaroToBky TOKHA
COOTBETCTBOBATh UMEIOLITUMCS M TIPEACTOSIINM 3a7a4aM JJaOOpaTOPHH.

5.2.3 JlaGoparopusi IOJDKHA WCIONL30BaTh TEPCOHAJN, HAHATHIA €0 WM TPUIIANICHHBINA 110
KOHTpakTy. Ecmm wucmonp3yercss TepcoHAN, TPHUIVIANIEHHBIM 10 KOHTPAKTy WM  OKa3bIBAIOIINI
JIOTIONIHUTENILHYI0 ~ TEXHWYECKYI0 WM  MPO(ECCHOHANTBHYI0  TIOMOIIb, J1abopaTopus  JIOJKHA
YIIOCTOBEPHUTHCS, UTO OH KOMIIETEHTEH, paboTaeT Moj KOHTPOJIEM U B COOTBETCTBUHM C CHCTEMOM KadecTBa
Jaboparopuy.
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5.2.4 Jlaboparopust JOJDKHA MMETh OIMHCAHWS TEKYIIUX TPOBOAUMBIX PAOOT IS PYKOBOJSILETO, TCXHH-
YeCcKOro ¥ MPo(eCCHOHATHLHOTO TIePCOHANIA, YYACTBYIOIIETO B IPOBEICHNH UCTIHITAHUHN M KATMOPOBOK.

[Ipumeuanue — Onucanue pabOT MOXKET OBITh MPOBEJCHO Pa3IMYHBIMK criocobamu. Kak MUHUMYM,
CIIE/TYET OIPEIENTD CIIEyFOITIee:

- 00513aHHOCTH 10 ITPOBEACHUIO MCITLITAHMI H/HITH KAIMOPOBOK;

- 00SI3aHHOCTH 10 TUTAHMPOBAHUIO MCITBLITAHMI W/UIIH KATHOPOBOK U IO OLIEHKE PE3YIILTATOB;

- 00s13aHHOCTH 110 (POPMYITHPOBAHKMIO MHEHHI 1 TOJIKOBAHIIA;

- 00s13aHHOCTH 10 MOTU(DMKALINN U pa3padOTKe METOIOB, a TAKIKE ITO OLIEHKE HOBBIX METO/IOB;

- TpeOyeMYIO SKCIIEPTH3Y 1 OIIBIT;

- KBATH(DHKALIMIO 1 TIPOIPAaMMBI ITOTOTOBKH;

- (YHKIIMU pyKOBOJICTBA.

5.2.5 PyKoBOACTBO AOJDKHO YIOJIHOMOYHTE CIICIUAIBHO MOJOOPAHHBIA MEePCOHAT JUIS IPOBEACHHS
oTOOpa 00pasloB KOHKPETHBIX BHAOB, UCIBITAHUN /WA KaJUOPOBOK, IJIS COCTABICHUSA OTYETOB 00
WCTIBITAaHMSIX U BBIAAUM cepTudukara 0 KaauOpoOBKax, JJIs IMOATOTOBKA MHEHHWHA W TOJKOBAHWUU W JUIS
yIpaBJeHus] 000PYIOBaHHEM KOHKPETHBIX THTIOB. JlabopaTtopusi JTOJDKHA BECTH 3allFCH O TOJTHOMOYHSX,
KOMITETEHITHH, TIPO(hecCHOHATLHOM M 00pa30BaTeIbHOM YpPOBHE, OOYYEHHH, MAacTEPCTBE M OIBITE BCETO
TEXHUYECKOTO TIepPCOHAIa, BKIIIOYAs KOHTPAKTHUKOB. JTa WH(OpMaIHs MO/DKHA OBITh BCErna JAOCTYITHA H
JIOJDKHA BKITFOYATH ATy MOATBEPKACHHS TIOTHOMOYHIA U KOMITETEHIINH.

5.3 [lomernenus u yca0Bus OKpYkatoLiei cpesl

5.3.1 YcrnoBus mpoBeAeHUsS MCIBITAHUN WA KaTUOPOBOK, BKIIOYAsk (HO HE OrpaHMYMBASCh THM)
WCTOYHWKH DSHEPIUH, OCBCIICHHE U OKPYXAIOIIYI0 Cpeay, JAOJDKHBI COACHCTBOBATH TMPABUIILHOMY
MIPOBEICHUIO UCTIBITAHUH 1/WITH KaTHOPOBOK.

JlaGopaTopus mOKHA OOSCIIEYUTh, YTOOBI YCJIOBHS OKPYXKAIOIIEH CpeJbl HE CBOJWIM HA HET
pe3ysIbTaThl pabOThI WM HEOMAronpusiTHO CKa3aIMCh Ha TpeOyeMoM KadecTBe Jro0oro m3meperus. Ocoboe
BHMMAaHHUE JIOJDKHO OBITh YCJICHO TEM CiIydasiM, KOrJa OTOOp 00pa3lloB W UCIIBITAHUS W/WIH KaTHOPOBKH
MIPOBOISATCS HE B CTAIIMOHAPHBIX TIOMEIICHUSX JTaboparopru. TexXHUYeCKre TPeOOBaHUS K TIOMEIICHHUSIM 1
YCIIOBHSIM OKPYXKAIOIIEH Cpelbl, KOTOpble MOTYT OKa3aTh BIUSHHE Ha pPE3yJbTaThl WCIBITAHUNA H
KaJMOPOBOK, JTOJDKHBI OBITh 33I0KYMEHTHPOBAHHEI.

5.3.2 JlaGopaTtopus JTOKHA KOHTPOJUPOBATh U PETUCTPUPOBATH YCIOBUS OKPYKAIOIICH Cpelbl B
COOTBETCTBUHM C TEXHMYECKUMHU TPEOOBAHUSIMHU, METOJUKAMH W TPOIEAypaMHu, €CIIM OHHM BIUSIIOT Ha
Ka4ecTBO Ppe3y/IbTaToB. Hajyiekamiee BHUMaHWC JIOJDKHO — YICJSTHCS, HAmpuMmep, OHOJIOTHYECKON
CTCPWILHOCTH, TIBUIM, ODJICKTPOMArHUTHBIM —TOMEXaM, PaJHalliH, BIAKHOCTH, DJIEKTPOCHAOKEHHUIO,
TEMITEpaType, YPOBHIO IITyMa ¥ BHOpAIMK IPUMEHUTEILHO K COOTBETCTBYIOIICH TEXHHUIECKOM JCATCITHHOCTH.
HcrmbiTanust 1 KaTMOPOBKH JIOJDKHBI OBITH TIPEKPAICHBI, €CIIA YCIOBUS OKPYKAFOIIEH CpPE/bl MOIBEPraroT
OIMACHOCTH Pe3y/IbTaThl UCTIHITAHUM W/HITH KAJTHOPOBOK.

5.3.3 CocenHue yuacTKH, Ha KOTOPBIX ITPOBOMATCS HECOBMECTHUMBIC PaOOTHI, JIOJDKHBI OBITh HAJICKHO
M30JIUPOBaHbI APYT OT Jpyra. JIOMKHBI OBITh NMPEANPUHSATHEI MEPhI MO MPEJOTBPAIICHUIO B3aMMHOTO
BIIMSTHUSL.

5.3.4 JlocTyll ¥ WCTOJIb30BAaHHE YYAaCTKOB, OKA3bIBAIOIIMX BIIMSIHUC HAa KAYECTBO WCIIBITAHUN W/WJIH
KaJIMOPOBOK, JIOJDKHBI KOHTPOJIUPOBAThCsA. Jlabopatopusi MoiKHA YCTAHOBUTH CTETCHb KOHTPOJSI Ha
OCHOBE KOHKPETHBIX 00CTOSITEITLCTB.

5.3.5 JlomkHbI OBITH MPUHSITHI MEPHI MO OOECTICUCHUIO MOPSJIKa U YUCTOTHI B Jaboparopuu. [lpu
HEOOXOAUMOCTH, JOJDKHBI OBITh pa3paboTaHbl CIICIUATBHBIC TIPOLICTYPHI.

5.4 MeTogbl HCHIBITAHUI H KATHOPOBOK, a TAK/Ke OLEHKA NPUT0OHOCTH MeTO/10B

5.4.1 OO1ue NoJI0KEeHUS

JlaGoparopusi B CBOSH JIESITEIIBHOCTH JIOJKHA MCTIONIB30BATh METO/IBI 1 TIPOIICAYPhI, COOTBETCTBYIOIIHE
obmactu ee mestenbHOCTH. OHM BKJIIOYAIOT OTOOpP 00paslioB, oOpaiieHre ¢ HUMH, TPAaHCIOPTHPOBAHUE,
XpaHEHUE M MOJTOTOBKY M3JICITUH, TTOICKAIINX UCIIBITAHUAM W/HJIM KAJTHOPOBKE, H, €CJIM YMECTHO, OLICHKY
HEONPEICICHHOCTEH M3MEPEHNH, a TaK)Ke CTATUCTUYECKHE METOJbl aHallu3a JaHHBIX HCIBITAaHUN W/WIA
KaJIMOpPOBOK.

B maGopatopuu JOmKHBI OBITH WHCTPYKIIMM 10 WCTOJB30BAHMIO W YIPABICHUIO BCEM
COOTBETCTBYIOIIUM OOOpY/JOBaHMEM W TIO OOpalieHWI0 M TOATOTOBKE W3JCINMA, TOJJICKAITUX
WCTIBITAHVSIM W/WITW KamuOpOBKE, WU TI0 TOMY W APYrOMY B TE€X CiIy4asX, KOrja OTCYTCTBHE TaKUX
WHCTPYKIIUH MOXET TOJBEPTHYTh COMHEHHWIO pE3yJlbTaThl MCIBITAHUN W/WiIM KamuOpoBOK. Bce
WHCTPYKIIMH, CTaHIAPThI, PYKOBOJCTBA M CCHUIOYHBIC JaHHBIE, OTHOCAIIMECS K paboTe 1adoparopuw,
JIOJDKHBI aKTYaJTU3UPOBATECS M OBITH TOCTYHMHBIMU Ui mepcoHana (cM. 4.3). OTKIIOHEHHS OT METOJIOB
HCIIBITAHUH W KaTuOPOBOK JIOMYCKAIOTCS TOJIBKO IIPH YCIIOBHH HMX JOKYMEHTAJIBHOTO O(OopMIICHUS,
TEXHUYECKOTO 000CHOBAHMS, PA3PEIICHNS U COTJIACHS KITMECHTA.
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IlpumMedanune — MexKIyHapoIaHble, DPErHOHAIBHLIE, HAIMOHAIBHBIE CTAHAAPTHl WM [PM3HAHHBIE
TEXHUYECKUE YCIIOBHS, COIEPIKAIe TOCTATOYHYI0 U KPATKYH0 HH(MOPMAIMIO O TOM, KaK MPOBOJHUTH HCIIBITAHUS
W/WIH KaTMOPOBKY, HE HYXKIAIOTCS B IOMONHEHUSIX WK T1epeoOPMIICHHH B KAUeCTBE BHYTPEHHUX IPOLIEAYP, €CITH
9TH CTAHIAPTHI HAMUCAHBI TAK, YTO OHH MOTYT OBITh UCIIOJIE30BAHBI B OITYOIMKOBAHHOM BUJIE COTPY/IHHKAMH JJA00PATOPHH.
Mo2KeT OKa3aThCsl HEOOXOMMMBIM Pa3paboTaTh JIOTONHUTETBHYIO JOKYMEHTAIIMIO Ha CITy4aii albTePHATHBHBIX BAPHAHTOB
METO/Ia W JIONOJIHUTENBHBIX IOAPOOHOCTEH.

5.4.2 Bb10op METO0B.

JlaGoparopus 1o/KHA HMCIIONIB30BaTh METOJBI MICTIBITAHWM W/WIM KATMOPOBOK, BKIFOYAS METOIBI
oTOOpa 00pa3IoB, KOTOPBIE OTBEYAIOT MOTPEOHOCTSAM KIMCHTOB M MPHUTOMHBI JJIS MPEANPUHUMACMBIX
WCTIBITAHUN W/HIH KaTMOpoBOK. [IpenMyIecTBEHHO JOJDKHBI MCIIONIL30BATHCS METOJIbI, TIPUBEACHHBIC B
MEKITyHAPOTHBIX, PETHOHANBHBIX MM HAIMOHAIIBHBIX CTaHmapTax. JlabopaTopus JOJDKHA YIOCTOBEPHTHCS, UTO
OHAa HCTIOJIL3YET TOCTICIHee ICHCTBYIOIISE M3IaHHE CTaHIapTa, KPOME CITydaeB, KOTIa OHO HE ITOIXOIUT HIIH 3TO
HEBO3MOXKHO cHenath. IIpH HEOOXOOUMOCTH K CTaHAAPTY MOXKHO IIPHJIOXKUTH JOMOIHUTCIILHBIC
MOAPOOHOCTH C TEM, YTOOBI 00ECIICUHTh COTIACOBAHHOE MPHUMEHEHHE.

Ecnu xiaMeHT He yKasall METOJ, KOTOPBIN CeIyeT HCIOIb30BaTh, Ja0OpaTOpHUs IOJKHA BHIOpAThH
COOTBETCTBYIOIIUE METOMBI, KOTOpHIC OBLIM TPHBEACHHI B MEKIYHAPOMHBIX, PETHOHAIBHBIX WIIH
HAIMOHAIBLHBIX  CTaHJIApTaX, PEKOMCHIOBAaHBI ABTOPUTECTHBIMH TEXHHUYECKUMH OpPTraHU3alMSAMHK, OBUIA
OIMCaHbl B COOTBETCTBYIOIIMX HAYYHBIX CTaThSIX WM KypHajIaX WIM ObLIM PEKOMEH/IOBAHBI M3TOTOBHUTEIEM
obopynoBanusi. Pa3zpaboTaHHble WM MPUHSTHIC JTA00OPATOPUEH METOABI TaKKE MOTYT OBITh HCITOJB30BAHBI,
€CITM OHM TIPUTOJIHBI U onecHeHbl. O BHIOPAaHHOM METOZE CICAYET YBEIOMHThL KiHeHTa. JlabopaTopus
JIOJDKHA TIOJITBEPIUTh, YTO OHA MOXET MPaBWILHO HCIIONB30BaTh CTAHAAPTHBIE METOMABI, MPEXKIE YeM
MPUCTYIIUTh K UCHBITAHUSAM WM KaIHOpOBKe. Ecnu craHmapTHBI METOI MEHSETCS, ITOJATBEPKIICHHE
cJIeIyeT IIOBTOPHTE.

JlabGopaTopust 10/DKHA M3BECTUTh KIHMCHTA B CIIydae, eCIIH IPEIOKEHHBIM MM METOJ MPEACTABIACTCS
HETPUTOTHBIM WUJTH YCTAPEBIIINM.

5.4.3 Metonpl, pa3paOboTaHHbIE J1a00paToOpueii

BBeneHre METONOB HCIIBITAHUN M KalIHOPOBOK, pa3pabOTaHHBIX JabopaTopHel A COOCTBEHHOI'O
HCIIOJb30BaHMS, JO/DKHO OBITh IUIAHUPYEMBIM BHUAOM PabOThl, HOPYYaEMBIM KBAIH(PHIMPOBAHHOMY
TIEPCOHAITY, PACIIOJIaratoeMy HEOOXOAUMBIMH PECYPCaMHL.

[Inanel JTOJDKHBI aKTyalM3UPOBATHCA IO Mepe pa3paboTKH, W MEKITYy BCEMH COTPYIHHKAMHU,
YYaCTBYIOILIMMH B 3TOM IIPOLIECCE, TOIDKHA OBITh 0OecTIeueHa Ha/IeKHAs CBA3b.

5.4.4 HectanaapTHbIE METO/bI

B cnydae, eciim HEoOXOJMMO HCIOJIB30BaTh METOBI, HE SIBISIIONIMECS CTaHJAPTHBIMH, OHH
JIOJKHBI OBITH COTJIAaCOBaHBI C KIIMEHTOM U COAEPIKATh UETKOE OIMCaHWe TpeOOBaHWI KIMCHTA W 1SN
UCTIBITAHUS W/WIHA KamuOpoBkH. [Ipexkae dyem ObITh MCIOJIB30BaHHBIM, Pa3pabOTaHHBIN METOJ TOJDKEH
TIPOMTH OLICHKY.

IIpumeuanune— Yro KacaeTca HOBBIX METOJIOB MCTIBITAHUN /WM KaJIHMOPOBOK, TO IO MPOBEACHUS
WCIIBITAHMI WM KaIMOpPOBOK CJIEAyeT pa3pabOoTaTh MPOLIEAYPHL COAEPIKAIME, KAK MHHHUMYM, CICIYIOIILYIO
HH(DOPMAITHIO:

a) COOTBETCTBYIOIIYIO HACHTU(PHKALILIO,

b) obnacts pacupocTpaHeHus;

C) OIMCAHUE THIIA U3ENHs, MOMIEHKAIIEr0 HCIILITAHMIO WX KaJuOPOBKE;

d) mapamMeTpbI MM KOJIMYECTBEHHBIE TOKA3ATENH U HPEIEITbI, MOUICKAIIIE ONPEICIICHHIO,

€) anmaparypy 1 000pyI0BaHHe, BKJIIOUast TPEOOBAHHUS K TEXHUUECKUM XapaKTEPHCTHKAM;

f) TpeGyeMblie 3TATIOHBI CPABHEHHS U TAIOHHBIC MATEPHAITB;

0) TpebyeMbIe YCIIOBHUS OKPYKAFOLIEH Cpeibl U HEOOXOMMUMBIN IIEPHO cTabum3aLu; h)

OIMCAHKE MPOLIETYPhI, BKIFOYASL:

- IIPUKPEIUIEHNE UICHTH(HKAIIMOHHBIX 3HAKOB, OOPAILICHIE, TPAHCTIOPTHPOBKY, XPAHEHUE U TIOATOTOBKY H3/IEIIHIA;

- IPOBEPKH, HEOOXOIMMBIE TIEPeT Ha4YaIoM padorT;

- TPOBEPKH HOPMAJILHOTO (DYHKIIMOHMPOBAHHUS M, IIPU HEOOXOIMUMOCTH, KAJTHOPOBKY M PEryJIHUPOBKY
000pyIOBaHUsI IIEPE] KAKIBIM €0 UCTIONE30BaHUEM,;

- CImoco0 pErUCTpaIii HAOMOACHHHA 1 PE3y/IBTATOB;

- MepBI 6E30MMaCHOCTH, KOTOPBIE IOJDKHBI COOTIOATHCS; 1) KPUTEPUH W/HITH

TpeOOBaHuUs ISl yTBEPIKICHUS/OTKA3a B YTBEPIK/ICHHH; |) PETUCTPUPYEMbIC

JIaHHbBIE, METOJT aHaNM3a U (hopMa MpecTaBieHus:; K) HeonpeaeIeHHOCTh HITH

TPOLIEyPa OLIEHKU HEOMPEIEICHHOCTH.

5.4.5 OneHka NpuroTHOCTH METO/IOB

5.4.5.1 OueHka MpUrOJHOCTH — 3TO MOJTBEP)KACHUE IYTEM HCCIEJOBAHUSA M IMPEIOCTABICHHS
OOBEKTUBHBIX JIOKA3aTEIICTB TOTO, YTO KOHKPETHBbIE TpeOOBaHMS K CHEIM(UUECKOMY IETIEBOMY
HCTIOJTb30BAHUIO BBITIOIHSIFOTCS.
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5.4.5.2 Jlabopatopusi HO/DKHA OICHMBATh IPUTOAHOCTh HECTAHIAPTHBIX METOJIOB, METOJIOB,
CO3JIaHHBIX/pa3padOTaHHbIX J1JA0OPAaTOpUEH, CTAHIAPTHBIX METOJIOB, MCIIOIB3YEMbIX 3a IPEICIaMH LICIICBOIM
00JIaCTH PacCIIPOCTPAHEHHUS ¢ JCATEIIEHOCTH, a TAKXKE PACIIMPEHHH ¥ MOAU(DHUKALINA CTAaHIAPTHBIX METOJIOB
JUTSL TIOATBEPKICHHST TOTO, YTO METO/IbI TIOAXOJIAT TS IIEJIEBOTO MCIIOBb30BaHMsL. OOIIMPHOCTD ATOM OILICHKU
3aBUCUT OT HEOOXOAMMOCTH OTBEYaTh IOTPEOHOCTSM JIAHHOIO MPUMCHEHHS WM 00JIACTH IPUMCHCHUS.
JlaGoparopusi MO/DKHA PErHCTPUPOBATH TOJYYCHHBIC PE3YJIbTaThl, MPOLEAYPY, HCIIOIH30BAHHYIO IS
OLICHKH [TPUTOHOCTH, ¥ PELICHUE O TOM, MTOJIXOAUT JIM METO]T JUTA 1IEJICBOT0 MCTIOIb30BaHMSL.

IIpumMevanus

1 OreHKa IPUrOAHOCTH MOYKET BKJIFOUATH IPOLIEAYPhI 0TOOPa 00pa31ioB, 0OpAICHUS U TPAHCIIOPTHPOBKH.

2 DdHeKTUBHOCTL METO/A OMPEICISIOT OHUM U3 CIICAYIOIINX IIPUEMOB MITH X COYETAHHUEM:

- KaJTMOPOBKOM € UCIIOIb30BAHUEM 3TAJIOHOB CPABHEHHS WJIH STAJIOHHBIX MaTePHAJIOB;

- CPaBHEHHEM PE3YJIBTATOB, JOCTUTHYTBIX C MTOMOIIBIO IPYTHX METOJIOB;

- MEKJTa00PAaTOPHBIMHU CPABHEHHSAMU,

- CHCTEMATHYECKMM OLICHUBAHHEM (DaKTOPOB, OKA3bIBAIOIIVX BIHSHKE HA PE3Y/IbTAT,

- OIICHHBAHHEM HEOIPEICTICHHOCTH PE3yJIbTaTOB Ha OCHOBE HAYYHOTO OCMBICIICHHS] TEOPETUUSCKUX TIPHHIIUIIOBR
METO/Ia ¥ TIPAKTUYECKOT'O OIbITA.

3 Ecnu B OLIGHEHHBIC Ha MPUTOJHOCTh HECTAHAAPTHBIC METOJBI BHECEHBI M3MEHEHHS, TO BJIMSHHE DTHX
W3MCHEHHH CIIeyeT 3aI0KyMEHTHPOBATH H, €CITH YMECTHO, TIPOBECTH HOBYIO OIICHKY.

54.5.3 Ilpenenbl 1 TOYHOCTD 3HAYCHHMM, MOTYYaeMbIX C TIOMOIIBIO OLIEHEHHBIX METOZOB (HAIpuMmep,
3HAYCHUH HEONPEIETICHHOCTH PEe3YJIbTaToOB, TIpeneia OOHApYKEHWs, W30MpaTeNbHOCTH —METOoAA
JIMHEHHOCTH, TIpeNeia TIOBTOPSEMOCTH W/WIA BOCHPOHM3BOIMMOCTH, YCTOMYMBOCTH K BHEIIHUM
BO3JICHCTBUSIM H/WJIM TIONEPCUHOM YYBCTBUTEIBHOCTH K HMHTEphEPEHIMA MaTpHUIlbl 00pasiia/o0beKTa
UCITBITAHMIA), IOJDKHBI COOTBETCTBOBATH TIOTPEOHOCTSIM KITEHTOB.

IIpumeuanus

1 OueHKa Ha HPUTOAHOCTh BKIIIOYAET CIICHM(DUKALMIO TPEOOBAHUM, OIpeAeIeHHe XapaKTEPUCTUK METO/IOB,
MIPOBEPKY TOTO, YTO TPEOOBAHUSI MOTYT OBITh YIOBJICTBOPEHBI C MOMOIIIBIO UCIIOIB3YEMOrO METO/A, U OOBSBIICHHE O
TIPHMEHUMOCTH.

2 ITo mepe pa3pabOTKu MeToda CIASAYyeT MPOBOJIUTH PETYJSPHBIA aHAM3 C IEIbIO0 MPOBEPKU TOTO, YTO
MMOTPEOHOCTH KJIMEHTA BCE €IIe YAOBIETBOPsIoTCA. JIFo0oe M3MEHEHHE B TpeOOBAaHUAX, TPEOYIOIEe BHECCHHS
M3MEHEHHH B IUIaH Pa3pabOTKH, TOJDKHO OBITH 00OPEHO U YTBEPKACHO.

3 OrmeHka Ha MPUTOJHOCTH - 3TO BCErAa KOMIIPOMHCC MEXKIY 3aTpaTaMH, PHUCKOM W TEXHUYECKUMHM
BO3MOYKHOCTSIMH. BbIBaeT MHOro CiydaeB, KOrja MPeAeibl W HEONPeAeIeHHOCTh 3HAYCHUH (HAampHUMep, TOYHOCTH
npezenaa OOHapyKeHHsl, W30UpaTeIbHOCTH, JMHEHHOCTH, ITOBTOPSIGMOCTH, BOCIIPOM3BOIMMOCTH, YCTOHYMBOCTH H
B3aMMOYYBCTBUTEIIFHOCTH) MOTYT OBITh JJaHBI TOJIKO B YIPOILIEHHOM BHUJIE BBHY HEJJOCTAaTKa HH(OPMAIIIH.

5.4.6 OneHKa HEONPeACIICHHOCTH U3MEPEHU

5.4.6.1 KaymbOpoBouHast j1a00paTopysl WM WCIIBITaTeIbHAS J1A00paTOpHs, OCYIIECTBIISIONMIAs CBOM
COOCTBEHHBIE KATHOPOBKH, JIOJDKHA UMETh W TIPUMEHSITh TIPOIIETYPY OIEHKH HEONPEIeICHHOCTH H3MEPEHHI
TIPU BCEX KATMOPOBKAX 1 THIAX KATMOPOBOK.

54.6.2 WcnprrarenpHble  JTaOOpaTOpud  JIOJDKHBI HWMETh W TPUMEHSTh  TIPOLCTYPHI  OLICHKH
HEOIPE/ICIICHHOCTH M3MEpeHHil. B HEKOTOpBIX ClTydasx XapakTep METO/a HMCIBITAaHH MOXKET TOMEIaTh
TIIATEIIFHOMY, OOOCHOBAaHHOMY C TOYKH 3PEHHS METPOJIOTMH M CTATUCTHKU PacdeTy HEOIpeleSICHHOCTH
n3MepeHus. B mofo0HbIX ciydastx naboparopust JOJDKHA, TI0 KpalHEeH Mepe, TOTBITAThCs HIACHTH(DUITPOBATH
BCE COCTaBISIFOIIYE HEOTPEICNEHHOCTH 1 TIPOBECTH Pa3yMHYIO OIIEHKY, a TAKOKe IPUHSTH Mepbl, YTO0BI (hopma
OTYeTa O pe3yJbTaTax He Cco3JaBajia JIOXKHOTO TMPEICTABICHHUS O HEOMPEISIICHHOCTH. PasymHas orieHKa
JIOJDKHA OCHOBBIBATHCS HA 3HAHUHN S(P(EKTUBHOCTH METO/I, 00JIaCTH M3MEPEHUH W YUHUTHIBATh UMEIOIIHIACS
OITBIT M JTAHHBIE TIPEIBITYIIMX OIICHOK Ha IPUTOTHOCTb.

IlpuMeuanus

1 Crenenp HEOOXOIUMOI TINATEILHOCTH IIPU OLICHKE HEOMPEACICHHOCTH M3MEPEHHI 3aBHCHT OT TaKHX
(hakTOpOB KaK:

- TpeOOBaHUSI METO/Ia UCTILITAHUI;

- TpeOOBaHUS KJIMCHTA,;

- HATMYHME Y3KUX MPEIENIOB, Ha KOTOPBIX OCHOBBIBAKOTCSI PEIICHHUS O COOTBETCTBUH CIICIIU(HKALIUSIM.

2 B ciyyasx, Korja IHAPOKO MPU3HAHHBIN METOJT UCTIBITAHUIA YCTaHABIIMBACT MPECITbl 3HAYCHHUI OCHOBHBIX
HCTOYHHKOB HEOIPECICHHOCTH H3MEPEHUS U ()OPMY TIPEICTABIICHUS BEIYMCICHHBIX PE3yIbTaTOB, CUUTAETCS, UTO

n1abopaTopusi COOTBETCTBYET HACTOSIIEMY ITyHKTY, CIIEAYs] METOAY HCIBITAHUN M MHCTPYKIMSIM 00 OTYETHOCTU
(cm. 5.10).

54.63 Tlpu orieHKe HEONPECICHHOCTH W3MEPEHHS BCE COCTABILIIOIIME HEOMPEIeICHHOCTH,
SIBIITFOLITAECS CYIIIECTBEHHBIMM B JIAHHOW CHTYallWH, JIOJDKHBI OBITH NPHHSTHI BO BHHMAHUE IIPH
MIOMOIIIM COOTBETCTBYIOIIMX METOJIOB aHATIH3A.
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IIpumevanus

1 HUcrounukamMu HCOIPCACICHHOCTHU SBJIAIOTCA (HO HE OI‘paHI/I‘{I/IBaIOTCH) HCIIOJIb3YCMBIC 3TaJIOHBI CPABHCHUSA U
STaJOHHBIC MaTepHallbl, HCIIOJb3YEeMbIC METOALI UM O00OpYyHOBaHHE, OKpY’Kalollas cpela, CBOWCTBA M COCTOSHHUE
NU3OCIUs, ITOAJICKAIICTO UCIIBITAHUIO NI KaHI/I6pOBKe, a TaKXKE orieparopa.

2 IIporHosupyemMoe JUIMTEIBHOE MOBEACHHE HCIBITYEMOI'O H/HIM KaauOpyeMOoro M3CiHs, KaK IIpaBUiIO, HE
NPUHUMAIOT B PaCU€T IIPHU OLIEHKE HEOMPEAECICHHOCTH U3MEPECHUA.

3 JononuutenabHas unpopmanus cogepskutcsa B MCO 5725 u PykoBOJCTBE IO BBIPAXKEHUIO HEOIPEACICHHOCTH
n3Mepenus (cM. OuoIorpaduio).

5.4.7 YopasieHue JaHHBIMU

5.4.7.1 PacueTsI 1 riepeadu JaHHBIX JOJDKHBI CHCTEMATHICCKH TIPOBEPSTHCS.

5.4.7.2 Ecnu HCIIOIB3YIOTCS KOMIIBIOTEPhI HIIM aBTOMATH3MPOBAHHOE 00OpYyIOBaHHE II cOopa,
00pabOTKH, PErucTpali, OTYCTHOCTH, XPAHCHHUS WM IOHMCKA JAHHBIX HMCIBITAHUNA U KalHOPOBOK,
J1a00paToOpus JOJDKHA YAOCTOBEPHUTLCS, UTO:

a) pa3pab0TaHHOE IMOJIH30BATEIICM KOMIIBIOTEPHOE MPOrpaMMHOE OOeCHedYeHHe JOCTaTOUYHO MOAPOOHO
33JJ0OKYMEHTHPOBAHO U JIOJDKHBIM 00pa30M OLIEHEHO KaK IMIPHUTOIHOE AJIs IPHUMEHCHUS;

b) pa3paboTaHbl ¥ BHEAPESHBI IPOLICAYPHI 3aIUTHI JAHHBIX; STH IIPOLEAYPhI JOKHBI BKITHOYATh, HO HE
OTPaHMYHUBATBECS JTUM, IEIIOCTHOCTh M KOH(PHMICHIMAILHOCTH, BBOAA WM cOOpa MaHHBIX, XpPaHEHHUS
JAHHBIX, IIepeIau JaHHBIX H 00PaOOTKY JaHHBIX;

¢) g oOecmeueHus IOJDKHOrO (YHKIMOHUPOBAHUSA OOECIEUMBACTCS TEXHUYESCKUH yXOon 3a
KOMIIBIOTEPOM M aBTOMATH3UPOBAHHBIM 00OPYIOBAHUEM, U JJIS1 HUX OBLIM CO3aHBI YCIOBHS OKPYKAIOLICH
cpenbl ¥ paboThI, HEOOXOAUMBIE TS TTOJIEP KaHMsl TOYHOCTH TAHHBIX UCIIBITAHUN 1 KaTMOPOBOK.

IIpumeuanue — KoMMepueckoe roToBoe IporpaMMHoe obecriedenne (Harmpumep, oOpaboTka TecToB, Oa3a
JaHHBIX M CTAaTUCTHUYECKHE MPOTPaMMbI), OOBIYHO HCIIOJb3yeMOE B OOO3HAUCHHBIX PAaMKax WX NPHMEHEHHS, MOXKET
CUMTATBCS  JIOCTATOYHO OLEHEHHbIM. OHaKo KOHOGHUrypanuio/MOIU(UKAINIO IPOTPaMMHOTO  OOecreueHus,
HCIIONIE3yeMOT0 B JIA0OPaTOPHH, CIICIYeT OICHUTH (cM. 5.4.7.2a).

5.5 O6opynoBanue

5.5.1 JlaGoparopusi NOJDKHA pacrnoiiarath OOOPYIOBaHHEM BCEX BHIOB Ui OTOOpa OOpasIioB,
W3MEPEHU M WCTBITaHWH, TpeOyeMbIM Ul TPABHJIBHOTO TPOBEICHHS WCIBITAHUA WM KaIMOPOBOK
(BKiTRO9ast 0TOOP P00, TOATOTOBKY M3/CIIHIN, TOJIC)KAIMX UCTIBITAHUSAM W/WIH KaTMOpOBKe, 00paboTKy U
aHaIM3 JAHHBIX WCIBITAHUN W/WIM KamOpoBOK). B ciydasx, korma sabopaTopusi HYXKITaeTcs B
HCIIOJIL30BaHUH 000PYIOBaHHMs, HAXOSIIIETOCS BHE €€ TIOCTOSHHOTO KOHTPOJISI, OHA JIOJKHA YJIOCTOBEPHTHCS,
YTO TPEOOBAHMSI HACTOSIIIIETO CTAHAPTA BHITIOJIHSIOTCS.

5.5.2 O0opyaoBaHKE 1 €r0 MPOrpaMMHOE 00ECIICUCHHE, UCITONb3yeMbIC JUTS TIPOBEICHHS UCTIBITAHHH,
KamuOpOBOK W 0TOOpa 00pas3ioB, MOKHBI OBITH CIOCOOHBI JOCTHTHYTH TpeOyeMOW TOYHOCTH H
COOTBCTCTBOBATH TCXHUYCCKUM TpC6OBaHI/ISIM, OTHOCAINUMCA K IIPOBOJAMMBIM  HCIIBITAHUAM I/I/I/UII/I
KaymOpoBkam. [IporpaMMbl KaaMOPOBOK JOIDKHBI OBITH pa3pabOTaHbl Ui OCHOBHBIX MApaMETPOB WU
XapaKTePUCTHK MHCTPYMEHTOB, €CJIA 9TH XapaKTePUCTUKHI OKa3bIBAOT 3HAYUTEIILHOE BIMSHUAC HA PE3YJIbTATHI.
J1o ero BBO/IA B DKCIDTyaTAIMIO 000pyIoBaHKe (BKITIOYAsk 000pyI0BaHKE, UCTIONBE3yeMOe [T OTOOpa 00pasIioB)
JIOJDKHO OBITh KAJTMOPOBAHO HMIJIM MPOBEPSHO HA TPEIMET YCTAHOBJICHUS! €T0 COOTBETCTBHS TCXHUUCCKUM
TpeOOBaHUAM, JICHCTBYIOIIMM B JIA0OPATOPHM, W COOTBETCTBYIOIIUM cTaHaapTam. OHO JOKHO OBITh
MIPOBEPEHO W/WIIM KaTMOPOBAHO JI0 €r0 UCTIONB30BaHMs (CM. 5.6).

553 C obopyaoBaHueM JIOJDKEH paboTaTh YIIOJIHOMOYCHHBIM TIEPCOHA. AKTYyaIN3UpOBAHHBIC
HWHCTPYKIIMH TI0 WCIIOJIb30BAHHIO M OOCTYKMBAHHIO 000PYA0BaHMUs (BKIIIOUas JIFOObIE COOTBETCTBYIOIIHUE
PYKOBOJICTBA, MPEIOCTABICHHBIC MMPOM3BOAUTEIIEM OOOPYIOBAaHUS) ODKHBI OBITH BCET/IA JOCTYITHBI JIJIS
WCIIOTb30BaHMS HAJJICXKAIIMM TIEPCOHAIOM JIAOOpaTOpHH.

5.5.4 Kaxnpiit BH 000PYIOBaHUS ¥ €T0 TIPOrPaMMHOE 00ECTICUSHHUE, UCTIONB3YeMbIC TP TIPOBEIACHUN
WCIBITAHUH W/WIM KaJIMOPOBOK M OKAa3bIBAIONIUC BIIMSHUE HA pE3yJbTaT, JOJDKHBI, €CIH 3TO
MPAKTHYECKH OCYIIECTBIMO, OBITh OTHO3HAYHO MJICHTU(DUIIMPOBAHBIL.

5.5.5 OOopynoBaHue KaXIOro BHIAa M €ro IporpaMMHOE OOECIeueHHE, CYLIECTBEHHbIE ISt
MPOBEJICHUSI WCTIBITAHUA W/WIM KaTUOPOBOK, JIOJDKHBI OBITH 3apETHCTPUPOBaHBI. PerucrpanmoHHbIE
JIaHHBIE JTOJDKHBI BKITFOYATh, 110 KPalHEH Mepe, CIeTyIOIIIe CBeICHHS:

a) uaeHTH(UKAITNIO 000PYIOBAHUS KaXKIOTO BUA U €r0 IMPOrPaMMHOI0 00CCIICUCHHS;

b) HaMMeHOBaHKEe U3TOTOBUTEINS, HACHTU(PUKAIIMIO TUIA, CEPUIAHBIA HOMEp WK JPYTYI0 YHUKAJIbHYIO
WICHTU(DUKALINIO;

C) pe3yNbTaThl IPOBEPOK COOTBETCTBHS 000PYI0BaHMSI HOPMAaTUBHBIM JJOKYMEHTaM (CM.5.5.2);

d) MecTOHaXOXKICHHE Ha JAHHBI MOMEHT, €CITH YMECTHO;

e) HWHCTPYKIUHN U3TOTOBUTEIIA, MPHU UX HAIWYNH, WIN JJAHHBIC O MECTC X HAXOKICHUS;
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f) marbl, pe3ymbraThl U KOIMK OTYETOB M CEPTU(HUKATOB BCEX KATMOPOBOK, PErYIMPOBOK, KPUTCPHCB
TIPHEMKH U TUTAHUPYEMYEO JIaTy OUepPEIHON KATHOPOBKY;

0) rw1aH 0OCTyKHUBaHHMS, IIPA HEOOXOIMMOCTH, U ITPOBEICHHOES 0OCITY KUBAHHUE,

h) ormicanye MOOBIX MOBPEKICHIIM, HEUCIIPABHOCTEHN, MOIM(DHKALIAN HITH PEMOHTA 000PYIOBaHKSL.

5.5.6 B maboparopuu JOIDKHBI OBITh 33I0KYMEHTHPOBAHHBIC ITPOLICAYPHI 110 OS30I1aCHOMY 0OpaIlCHHIO,
TPAHCIIOPTUPOBAHUIO, XPAHCHHIO, HCIIOB30BAaHMIO M IUIAHOBOMY OOCITY)KUBAHUIO HM3MEPUTEIILHOIO
000pYI0BaHus ¢ LEIbI0 00SCIICUSHHS HaIeKamero (hyHKIMOHUPOBAHKS 1 TIPESAYIPEKICHNS 3arPI3HCHUS
WIH TTIOPYH.

IIpumeuwanue — Ecimm g mpoBeneHUs UCIBITAHUH, KATHUOPOBOK WIIM OTOOpAa 0OpasIloB HCIOIB3YETCS
H3MEpUTENIbHOE 000pyJ0BaHUE, HE HAXOIAIIeeCs Ha OCHOBHOW TEPPUTOPHU JTabOpPaTOPHH, MOTYT TOHAZOOHTHCS
JOTIOJTHATENBHBIC TIPOIICAYPHI.

5.5.7 Ecrm 06opyioBaH#e ObUTO TIOABEPIHYTO MEPErpy3Ke WM HEMPAaBUILHOMY OOPAIIICHHIO, TIOKA3aJI0
TIO/I03PUTEIIBLHBIC PE3YIIBTATHI, OKa3aIoCh C JAeheKTaMH WM €10 MapaMeTphbl BBIXOMIN 332 YCTAHOBJICHHBIC
TIPEICITbI, OHO JIOJDKHO OBITh BHIBEJICHO U3 AKCILTyaTary. Ero HeoOXoauMo U30JIMpoBaTh sl TOTO, YTOOBI
MIPEIOTBPATHTH €T0 UCIIONH30BAHUE, HJIH YE€TKO YKa3aTh Ha SPJIbIKE WM MAPKUPOBKE, YTO OHO HEMPUTOJTHO
K WCIIOJIL30BAaHUIO JI0 TEX TIOp, TIOKa OHO HE OyJeT OTPEMOHTHUPOBAHO, KATMOPOBAHO WM HMCIIBITAHO HA
MpeIMET TPABWILHOTO (PYHKIIMOHUPOBaHMs. B jabopatopurt MOMKHBI OBITH HM3Yy4YEHBI IMOCICACTBUS
neeKTa WM OTKIOHCHHS OT YCTAHOBJCHHBIX HAa MPEABUIYIIUMX HCHBITAHUSIX HW/HWIM KaTHOpOBKax
TIapaMeTPOB U pa3paboTaHa Mporieypa «Y IpaBJieHre HECOOTBETCTBYIOIIMME paboTamm» (cM. 4.9).

5.5.8 Korga 310 mpakTU4ecKy OCYIIECTBUMO, BCe 00OpYyIOBaHHE, HAXOSIIEECs MO KOHTPOJIEM
71ab0PaTOPHK 1 HYKJIAFOIIECECs] B KATMOPOBKE, JOJDKHO ObITh MapKHUPOBAHO, 3aKOAMPOBAHO WM KaKHUM-
MO0 JIPYrUM 00pa3oM HACHTU(DHIIMPOBAHO (0O03HAYEHBI CTATYC KATMOPOBKH, BKIIIOYAS OATy HPOBEICHUS
TIOCIIC/THEH KaTMOPOBKH M JIaTy W KPUTEPUH HEOOXOAMMOCTH ITPOBEICHHS TTIOBTOPHOM KATMOPOBKH ).

559 Ecm mo KakoW-mMOO MpUYMHE OOOpPYIOBAaHHE BBIXOJWT H3-TION TPSIMOTO KOHTPOJIS
Jaboparopuu, J1adopaTopusi JTOJDKHA YIOCTOBEPHUTHCH, YTO (DYHKIIMOHMPOBAHHWE M CTaTyC KaIMOPOBKU
000py/ioBaHusi ObUIM MPOBEPEHBI U HAKMICHBI YORJICTBOPHUTEILHBIMY, MPEKIC YeM 000pyaoBaHHE OyaeT
BO3BPAILICHO B AKCILTyaTaIIHFO.

5.5.10 Ecim HeoOXoauMbI TIPOMEKYTOUYHBIC TIPOBEPKH C IICTIBI0 COXPAHEHHST YBEPEHHOCTH B CTaTyce
KaTMOPOBKH 00OPYIOBaHMS, TO 3TH MPOBEPKH JOJDKHBI TIPOBOJITHCS B COOTBETCTBUM C YCTAHOBJICHHOMN
TIPOLIC/LyPOId.

5.5.11 Ecmu nipy KaOpoBKe TOTPeOYeTCsl BBEICHUE Psijia KOPPEKTUPOBOYHBIX KO((HUIIEHTOB, TO
J1abopaToprsl JTOJDKHA PacIioiaraTh MPOLEYPaMH, OOCCITICUMBAOIIMMH HANISKAIIYIO aKTyaTH3allfi0 X
KOIHI (HarprMep B IMPOTPAMMHOM OOECTICUYEHUH KOMITHIOTEPA).

5.5.12 PerynupoBka McmbITaTebsHOrO M KaaIMOpOBOYHOTO OOOpYHAOBAHUS, BKIFOUAs armapaTHbIe
CPEJICTBA U MPOTPAMMHOE OOECTIEUEHHE, KOTOPBIE MOTYT C/IENIATh HEICHCTBUTENIHHBIMU PE3Y/IbTaThl HCIIBITAHHUIA
W/WIM KATMOPOBOK, JOJDKHA OBITh HCKITFOYEHA

5.6 IlpocaexxuBaeMocTb H3MepeHHii

5.6.1 OO01me nonoKeHust

Bce obopynoBanue, ucmonszyeMoe Ui MPOBEICHUS MCIBITAHUM W/WIN KaTHOpOBOK, BKITIOYAs
00Opy/loBaHWE I JIOTIOJIHUTENBHBIX  F3MEPEHW  (HampuMep OKPYKAIOIMX — YCIIOBHIA), HMEroIIee
CYIIIECTBEHHOE BIHMSIHME HA TOYHOCTh U JIOCTOBEPHOCTH PE3YJIbTATOB WCHBITAHUM, KATUOPOBOK WU
0TO0opa 00pa3IoB, TOIHKHO OBITH TIOBEPEHO JI0 €ro BBOJA B AKCILTYaTaIIHIO.

B naboparopuy toymkHa OBITH YCTAHOBJICHHAS TIPOTpaMMa U TIPOLIEypa VIS TIPOBEICHHS TTIOBEPOK
000pY/I0BaHWIS.

IIpumeuanne — Takag mporpaMma JOIDKHA BKJIIOYATh CUCTEMY BBIOOpA, HCIIOJIB30BAHMS, KaTUOPOBKH,
IIPOBEPKH, KOHTPOJII U BEIACHMS U3MEPUTEIbHBIX JTaJOHOB, 3TAJIOHHBIX MAaTEpUAOB, HUCIOJIB3YEMBIX B KAaueCTBE
U3MEPUTENBHBIX JTAJOHOB, a TaKke HM3MEPHUTENBHOTO M HCIBITATENFHOIO OOOPYIOBAaHHS, MCHOJB3YEMOTO IpH
MIPOBEICHIH UCTIBITAHUN 1 KaJTHOPOBOK.

5.6.2 CriennanbHbIe TpeOOBAHUS

5.6.2.1 KamBporka

5.6.2.1.1 Jlns xammOpOBOUYHBIX J1a0OpaTOpHii JODKHA OBITH CO3[aHa M JIOJDKHA (DYHKIIMOHHMPOBATH
IporpamMma MOBEPOK OOOPYJIOBaHUS C TE€M, YTOOBI 00CCIICUMBATEH MTPOCICIKHUBAEMOCTD KATHOPOBOK H
M3MEPESHUH, TPOBEICHHBIX JTabopaTopureit, 10 MexayHapomaHoi cucrembl enuauil (CIH).

KamOpoBouHast 1ab0paToprisi YCTaHABIIMBACT CBSI3b CBOMX COOCTBEHHBIX M3MEPHUTEILHBIX TAIOHOB M
M3MEPUTEIbHBIX MHCTPYMEHTOB ¢ crcTeMoii CH  mocpencTBoM Hepas3pbIBHOM IIETIM TTOBEPOK  HITH
COTIOCTaBJICHHH, CBA3BIBAIOIIMX UX C COOTBETCTBYIOIIMMH MEPBUYHBIMHU ATATTOHAMH €IMHHII U3MEPECHHIMA
cuctembl CH. Cesi3b ¢ emuariamu cucteMbl CH MOsKeT ObITh JOCTUTHYTA ITyTeM CChUIKU Ha HAIMOHATIHHBIE
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M3MEpHUTENbHbIE J3TajJoHbl. HalmoHanpHblE WM3MEpUTENIbHBIE OSTAJIOHBI MOTYT OBITh TEPBUYHBIMU
STaJIOHAMH, KOTOpbIE SBIBIIOTCS MEPBUYHOM peanuzaimed eauHun cucteMbl CHU WM IpUHATBIMU
npenacraBieHusMU  eauHul] cuctembl CHM Ha ocHOBe (yHAAMEHTATBHBIX (U3HMYECKUX MOCTOSHHBIX
BEJIMYMH, WM OHU MOIYT ObITh BTOPUYHBIMH 3TaJIOHAMH, TMPOLICIIIMMUA KaTUOPOBKY B JIPYroM
HALIMOHAJIBHOM METPOJIOTUYECKOM MHCTUTYTE. lIpu MCHoOiIb30BaHMM CTOPOHHUX KaTMOPOBOYHBIX YCIYT
MPOCIIEKUBAEMOCTh W3MEPEHUI JIOJDKHA OO0eCTeurBaThCsl TEM, 4YTO TaKhe YCIYyTH MPeIOCTaBIIsIOTCS
71a00paTOpUsAMH, KOTOPbIE MOTYT IIPOJAEMOHCTPUPOBATh CBOK) KOMIIETEHTHOCTb, CIIOCOOHOCTH IPOM3BOAUTH
M3MEpPEHNST U TIPOCIICKUBAEMOCTh CBOMX M3MepeHuil. CepTudukarsl 0 KaauOpOBKe, BbIIABAEMBbIE 3THMH
71a00PaTOPHSAMH, TOJDKHBI COJIEPIKaTh Pe3yIbTaThl N3MEPEHHH, BKIIIOUasi H3MEPEHNE HEOpeIeIeHHOCTEH
W/WIIN KOHCTATAIIUIO COOTBETCTBHS OTPEICIICHHOM METPOIOTHYECKOH crierdukanmu (cM. Taoke 5.10.4.2).

Ilpumevanus

1 KamiOpoBouHbIe 1a00paTOpry, COOTBETCTBYIOIINE TPEOOBAHHUSM HACTOSIIIETO CTAHIAPTA, PACCMATPHBAIOTCS
Kak KoMmreTeHTHbIe. CepTH(GHKAT O KaTUOpPOBKE C JIOTOTUIIOM OpraHa II0 aKKPEIUTAllWW, BbIIaHHBINA
KaJTMOPOBOYHOM J1Tab0paToOpuel, aKKpeAUTOBAHHON Ha COOTBETCTBHE HACTOSINEMY CTaHIAPTy B OTHOLICHHU
MIPOBE/ICHUS TAHHOTO BHUIIA KAIMOPOBKH, SBJISCTCSI JOCTATOYHBIM CBHIICTEILCTBOM IPOCIISKUBAEMOCTH YKa3aHHBIX
KaIMOPOBOYHEIX JAHHEIX.

2 IIpociexuBaeMOCTh H3MepeHUs 10 equHuIl cucteMbl CH MoXeT ObITh JTIOCTHTHYTa IYTEM CCBUIKH Ha
COOTBETCTBYIOIIMI MEPBUYHEIN 3TanoH (cM. MCM—93, 6.4) Wi CCBUIKOM Ha €CTECTBEHHYIO KOHCTAHTY, 3HaYEHHE
KOTOpPOW HM3BECTHO B PaMKaX 3HAYCHHS COOTBETCTBYIONICH eAMHUIIBI M3MepeHus cucteMbl CU u pexoMeHIoBaHa
I'enepanbHoii koH(Depenmmei mep u BecoB ([’ KMB) u MexnyHapoHpiM koMuteToM Mep U BecoB (MKMB).

3 KanuOpoBouHble J1a00paTOPHU, UMEIOIINE CBOM COOCTBEHHBIE IEPBHYHBIC STAJOHBI WM NPEACTaBICHUE
emuanl; cuctemMbl CU Ha ocHOBe (yHIaMCHTAIBHBIX (HU3UYECKUX TIIOCTOSHHBIX BEIMYMH, MOTYT 3asBHTh O
MPOCIICKMBAEMOCTH CBOMX M3MepeHHid kK cuctemMe CH TonbKO IMocie TOro, Kak 3TH 3TAJIOHBI OyAYyT COIOCTAaBIICHBI,
MIPSIMO WJTH OTIOCPEIOBAHHO, C IPYTMMH ITOJIOOHBIMH 3TaJIOHAMK HAITHOHATBHOTO METPOJIOTMUECKOTO MHCTHTYTA.

4 TepMHH «OTpeeCHHas METPOJIOrHiecKas crieldukalys» 03Ha4aeT, 4To U3 CepTU(HKATa 0 KATHOPOBKE
JIOJDKHO OBITh SICHO, ¢ KAKMMH TEXHUYECKUMHY XapaKTEPUCTHKAMK TIPOBOMIOCH CPAaBHEHHE N3MEPEHHH. JIj1st 3TOro B HeM
JIOJDKHBI OBITH OTMEYCHBI JIAHHBIC TEXHUYCCKUE XapaKTEPUCTUKU WIM yKa3aHa TOYHAs CChUIKA Ha COOTBETCTBYIOIIINC
TEXHUYECKUE XapaKTePUCTHKH.

5 Ecnu TepMHHBI «MEXKIYHAPOIHBIA 3TaJlOH» WM «HAIMOHAIBHBIA STATOH» HWCHOJIB3YIOTCS B CBS3U C
MIPOCIISKUBAEMOCTBIO, TO TIPEIONAracTCs, YTO 3TH 3TAJIOHBI MMEIOT CBOMCTBA MEPBUYHBIX 3TAIOHOB JUIS peald3allin
emuamt cucreMmsl CH.

6 TIpociaexuBaeMOCTh 10 HAIMOHATHHBIX W3MEPHTEIBHBIX 3TAJIOHOB HE 00S3aTeNIbHO TPeOYeT HCIONIB30BAHMS
YCITYT HAIIMOHATLHOTO METPOJIOTHYECKOr0 MHCTUTYTA CTPaHbI, B KOTOPOH JTabopaTopysl pacrosioKeHa.

7 Ecim xanuOpoBoYHast 1ad0paTopHs JKejlaeT WM 00s3aHa MONMYYUTh IIPOCIEKABAEMOCTE OT HAIMOHAIBHOTO
METPOJIOTHYECKOT0 MHCTUTYTA APYroi CTIpaHbl, Ta Jadoparopus TO/DKHA BBHIOpaTh HALMOHAIBHBIA METPOIOTHYECKHIA
HMHCTUTYT, KOTOPbI aKTUBHO y4acTBYET B JesaTeabHOCTH MBBM HanpsiMyro WM 4epe3 MOCPEICTBO PErMOHATBHBIX

8 HepaspblBHasl 1eNb KaTMOPOBOK WJIM CONOCTABIICHHA MOXET OBITh JOCTHTHYTA 332 HECKOJIBKO JTarloB,
BBITIOJTHSEMBIX Pa3TMYHBIMH JIAOOPATOPHSIMH, CITIOCOOHBIMHU ITPOJIEMOHCTPHUPOBATH IPOCIICKHBAEMOCTb.

5.6.2.1.2 CymiecTByIOT KaTMOPOBKH, KOTOPBIE B HACTOSILIEE BPEMSI HE MOT'YT OBITh CTPOTO BBITIOJIHEHBI B
emuamIax cuctembl CU. B aTHx crydasx kaauOpoBKa JOMDKHA OOECTIeYMBATH JOCTOBEPHOCTh HM3MEPEHUI
IYTEM YCTaHOBJICHUS TIPOCIICKUBAEMOCTH JI0 COOTBETCTBYIOIINX N3MEPUTEIBHBIX STAIOHOB, KaK HAIIPUMED:

- UCTIONb30BaHUSA, CEPTH(PUIMPOBAHHBIX 3TAJOHHBIX MAaTEPUAJIOB, MPEIOCTABICHHBIX KOMIIETCHTHBIM
MOCTABIIMKOM, 4YTOOBI [aTh HAAEXKHOE omnpeneieHHe (U3MYECKUX WIM XUMHYECKHX XapaKTePUCTUK
Marepuaa;

- WCTIOJIb30BaHMS YCTAHOBJIEHHBIX METO/IOB W/WJIM COTJIACOBAaHHBIX ATAaJOHOB, YETKO OMHMCAHHBIX U
NPUHSATBHIX BCEMHU 3aMHTEPECOBAHHBIMU CTOPOHAMM.

[To BO3MOXHOCTH, B COOTBETCTBYIOIIEH IMporpamme TpeOyeTcsi MpoBeACHHE MeEXIabopaTOPHBIX
CpaBHEHMIA pe3y/IbTaTOB MCIIBITAHUIA H/WITH KaTHOPOBOK.

5.6.2.2 [IpoBeneHne UCITBITAHUN

5.6.2.2.1 B OTHOIIEHWH WCIBITATEIBHBIX Jaboparopuii TpeOoBaHWs, TpuBeACHHBIE B 5.6.2.1,
MIPUMEHUMBI K UCTIOJIE3YEMOMY H3MEPHUTEIEHOMY 1 UCTIHITATEIHbHOMY 000PYIOBAHHIO C H3MEPHUTEIEHBIMU
(YHKIMSIMH, €CITH TOJIBKO HE OBLJIO YCTAHOBJICHO, YTO BIIMSHHE KAJTMOPOBKHA HA OOIIYIO HEOTpENIeTICHHOCTh
pe3yJIbTATOB WCIBITAHWNA HE3HAYMTENbHO. Korma BO3HHWKaeT Takas CUTyallus, J1adopaTopusi IOJDKHA
rapaHTHPOBATh, YTO HCIOIL3yeMOE O0OPYIOBAHHE MOMKET OOCCHEUHTh HEOOXOIUMYIO HEONPEICIICHHOCTh
M3MEpEHHSI.

IIpumeuanue — TouHOCTE ¢ KOTOPOH TpeOoBaHus 5.6.2.1 cliemyeT BBIIONHAT, 3aBUCHT OT OTHOCHTEIILHOT'O
BJIMSIHUSL HEOINPEICICHHOCTH KalMOPOBKM Ha OOIIYI0 HEONPEIEIEHHOCTh. ECIM  HEONpeAeICHHOCTb  SIBJISICTCS
JOMUHHUPYFOIIIM (DPaKTOPOM, TpEOOBAHHS JOIDKHBI OBITH CTPOTO COOJTFOJICHBI.
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5.6.2.2.2 Ecau mOpocnexuBaeMOCTh H3MEpeHMH 10 emuHul cucteMbl CH  HEBO3MOXHA H/WITH
HeoOs3aTeNbHa, TO ISl MCTIBITATEIbHBIX JIabopaTopuii (Harmpumep, 10 CepTHU(GUIMPOBAHHBIX STATOHHBIX
MaTepuajioB, COTJIACOBAHHBIX METOJIOB W/MJIM COTJIACOBAaHHBIX ATAIOHOB) JEHCTBYIOT TaKHe K€ TPeOOBaHHMS
TIO MPOCIICKUBAEMOCTD, KaK 1 ISl KATMOPOBOYHBIX JlabopaTopuii (cm.5.6.2.1.2).

5.6.3 DTamoHBI CpaBHEHMS 1 3TAJIOHHBIC MaTePHAIIBI

5.6.3.1 DTanoHsl cpaBHEHUS;

B nabGoparopun [0KHBI OBITH MporpaMMa U Ipoleaypa KaluOpOBKH CBOMX COOCTBEHHBIX 3TaJOHOB
CpPaBHEHHUS. OTaJIOHbl CPaBHEHHS JOJDKHBI OBITH MOBEPEHbI OPraHOM, KOTOPBIM MOXET 00eCHeduTh
MIPOCIICKUBAEMOCTb, Kak 3TO omucaHo B 5.6.2.1. Takue wu3MepuTenbHbIE STAIOHBI, WMEIOLIMECS B
J1abopaTopru, AOKHBI OBITh UCIIOIB30BaHbI TONBKO JIIS KATMOPOBKH M HE JIJIS KAKUX JIPYTUX IeNeH, eclii
HX XapaKTePUCTUKH, KaK 3TAJIOHOB CPaBHEHMSI, HE Oy/TyT MPU3HAHBI HEIEHCTBUTEIHHBIMHL.

OtaoHHBIE 00Pa3LbI JOHKHBI KAIIMOPOBATHCS J0 U IOCIIE TF000H HACTPOUKHL.

5.6.3.2 DTanoHHBIC MaTepHaIbI

DTallOHHBIE MaTepHaibl, MO0 BO3MOXKHOCTH, IOJDKHBI TPOCIICKUBATHCS JI0 EAMHUI] W3MEPEHUI
cuctembl CU wm 10 cepTU(UIIMPOBAaHHBIX 3TAJOHHBIX MAaTepPHAIOB. BHYTpEHHHE STaIOHHBIE MaTepyasIbl
JIOJDKHBI TIPOBEPSTHCS B 3aBUCIMOCTH OT TEXHUUYECKUX M SKOHOMHUUYECKUX MTOTPEOHOCTEH.

5.6.3.3 IIpoMeKyTOUYHBIE IIPOBEPKHU

[IpoBepku, HEOOXOAMMBIE U TOIIEPKKH JOBEPHUsl K CTaTyCy KalMOpPOBKHM ATAJIOHOB CPABHEHMS,
NEPBUYHBIX, ICPEBOJIHBIX WJIN pa60‘~II/IX OTAJIOHOB M OTAJIOHHBIX MAaTCpHaioB, JOJDKHBI IIPOBOAWUTHCA B
COOTBETCTBHH C ONpe/IeTICHHBIMU MPOLIEAYyPaMH U Trpadukamu.

5.6.3.4 TpaHCIIOPTUPOBKA U XpaHEHHUE

B nmaGoparopun mOKHBI OBITH TIPOIIEAYPHI 1O OOpAIEHHIO, TPAHCHOPTUPOBKE, XPAHEHHIO |
HCIIOJIB30BAHHUIO JTAJIOHOB CpaBHCHHA W OTAJIOHHBIX MAaTCpHalioB JId TOTIO, LITO6I>I npeaynpeanTb
3arpsI3HCHUE WK TIOBPESKICHHE, a TAKXKE VIS TOTO, YTOOBI COXPAHUTD MX I1EJIOCTHOCTb.

IIpuMmeuanune — Eciu dTaloHBI CPaBHEHMS M 3TAJOHHBIE MaTEpHaibl MCIIOIL3YIOTCS IJIS MIPOBEICHUS
WCOBITAHMM, KakIMOpOBOK WM OTOOpa o0OpasioB BHE IIOCTOSHHOM J1adoparopvi, TO MOIYT IIOTPeOOBaThCS
JOTIOJTHUTENIBHBIE TIPOLIEIYPBL

5.7 O1bop odpazuon

5.7.1 B nabopatopuu AOMKHBI OBITH IUIAH M MPOLEXypbl 0TOOpa 00pasLoB, eciiu j1abopaTopus
IPOBOAUT OTOOP OOpPa3LOB BEILECTB, MATEPUATIOB WM MPOAYKLUUM JUIS TIOCIEIYIOIEro UCIbITaHUsS WIN
kamOpoBku. [lian u nmpouenypa otdopa 00pa3LoB JODKHBI ObITh B HAIMYMK HA MECTe MPOBENEHHs 0TOOpa
o6pa3wuoB. [Tnanbl oT6opa 00pa3LoB TOMMKHBI, KOTa 3TO LENEcO00pa3HO, OCHOBBIBATHCS HA CTATUCTUUECKUX
Mmertozax. B nporecce nmposeneHust 0T00pa 06pasioB HEOOXOIUMO YUHTHIBATh (PAKTOPbI, KOTOPBIE JOKHBI
KOHTPOJIMPOBATHCA C TE€M, YTOOBI 00ECTIEUUTh JOCTOBEPHOCTD PE3yIbTAaTOB HCIILITAHUH M KaJIMOPOBOK.

IIpumedanus

1 O160p 00pasioB mpeAcTaBIseT cOOOM OMPEACICHHYIO IMPOLCAYPY, ITOCPEACTBOM KOTOPOM OEpercss 4acTh
BCIICCTBA, MaTcpuajlia WKW OpOAYKHIHH C LCIBIO IMPOBCACHUA HCIIbITAHUA WIIN KaJ'II/I6pOBKI/I npeacTaBUTCIbLHOI'O
oOpasmua uenoro. Heo0xoaumMocTs 0TOOpa 00pa3lioB MOKET OBITH yKa3aHa B COOTBETCTBYIOIICH crielM(UKAIINN,
COTJIACHO KOTOPOM MPOBOIMTCS MCITBITAHME WIIH KATHOPOBKA BEIECTBA, MaTepHala WM MPOAYKIMH. B HEKOTOPBIX
Cllydasx (HampuMep IOpH CyaeOHOM aHajm3e) o0pasell MOXKET He ObITh MPEICTAaBUTENILHBIM, a ONPEICIIThCA (haKTOpoM
HAITHYLSL

2 B npoueaypax orOopa 00pasLioB ClIeAyeT OMUCHIBAaTh BLIOOD, IUIaH 0TOOpa, M3BJICUCHHE M IIOATOTOBKY 00pasiia
HJT 00Pa3IoB U3 BEIECTBA, MaTepHalia WK MPOIYKIMH JUTS MOTydeHus TpeOyeMoi HH(OOPMAIITUH.

5772 Ecmu xnueHT TpeOyeT OTKIOHEHWHM, JOMOJHEHWH WM HCKIIOYEHHH B OTHOILIEHUU
JIOKYMEHTUPOBAHHOM MPOIeAyphl 0TOOpa 00pasIoB, TO OHU JIOJDKHBI OBITH MOAPOOHO 3apETUCTPUPOBAHBI
BMECT€ C COOTBETCTBYIOIIMMH JaHHBIMH OTOOpa oOpa3lioB M BKJIIOYEHBI BO BCE JOKYMEHTHI,
COJICpIKaIllie pe3yJbTaThl HWCIBITAHUK W/WIA KaJIMOpOBOK, a TAKXKE COOOMICHBI COOTBETCTBYIOIIEMY
MIEPCOHATTY.

5.7.3 B 1abopaTtopur JIOJDKHBI OBITH TPOIETYPhI PETUCTPAIIMH COOTBETCTBYIOIINX JAHHBIX U OIepaliii,
HMMEIOIIMX OTHOIICHHE K OTOOpY 00pa3sIoB, KOTOPHIC COCTABJISIOT YacTh MPOBOAMMBIX WCIBITAHUN WU
KaMOpPOBOK. DTH 3aperMCTPHPOBAHHBIC JaHHBIC JOJDKHBI BKIIIOYATh HCIIOIB3YEMYHO TIPOICAypy OTOOpa
00pasIoB, WJICHTU(PHKALIMIO CICIUAIKMCTA, POBOIAIIECIO OTOOp 00pa3loB, YCIOBUS OKPYXKAIOIICH Cpeibl
(Tpy HEOOXOIMMOCTH), a TaKXkKe JAMarpaMMbl WIH JPYTHE SKBHBAJCHTHBIE CPENCTBA JJISI HEOOXOIUMOI
uaeHTH(PUKAIMY MecTa 0TOOpa OOpa3IioB M, €Cli HeOOXOJIMMO, CTATUCTUYECKHE JaHHbIC, HA KOTOPBIX
OCHOBBIBAIOTCS MPOLIEYPbI 0TOOpa 0OPA3LIOB.

5.8 Ooparenue ¢ H3AMAMH, MOICKALIMMH HCTILITAHUAM M KATHOPOBKaM

5.8.1 B maGopaTopuu AOJKHBI OBITH TPOIEAYPHI TPAHCIOPTHUPOBAHUS, TIOMYUYEHUS, OOpaIieHus,
3allUTHI, XpAaHEHUS, COXPAHHOCTH W/WJHU YJAJICHUS UCTIBITHIBAEMBIX H/WIIA KaTMOPYEMbIX U3/ICITHMH,
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BKJTFOYAs TIOJIOXKEHHUS, HEOOXOAMMBIE IS 3AIUTHI IETOCTHOCTH UCIIBITYEMOTO M/WITH KATHOPYEMOTO HU3ICIHS
¥ 3aIATHl KHTEPECOB J1A0OPATOPHH U KIIMEHTA.

5.8.2 B nabopaTopun H0JKHA OBITH CHCTEMa HACHTH(GHKAIMHM HCIBITHIBAEMBIX /MM KalHOpyeMbIX
mnenuid. Mpentudukamus TOMKHA COXPAHATBCS HA TPOTSHKEHHH BCETO MpPEOBIBAHWS H3ICIUS B
nabopaTopur. CrcteMa JoJKHA OBITH CIPOCKTUPOBAHA U ACHCTBOBAThH TAKMM 00pa3oM, YTOOBI HE JOIYCTUTh
MyTaHUIIBl M3IETHH (DU3UYECKH WM MPU CCHUIKAX Ha HUX B TMPOTOKOJAX WM JPYTHX JOKyMeHTax. Eciu
HEe0o0X0MMO, cUCTeMa JOJDKHA MpeAyCMaTpuBaTh pa3OMBKY M3ICIMN IO TPyMIaM U MepeMenieHue W3Ieui
BHYTpU J1aO0paTOpPUH UITH U3 HEe.

5.8.3 Ilpu momydeHWW H3AEAHMA JJIS WCIBITAHUM WM KATMOPOBKM aHOMAIWU M OTKJIOHEHHS OT
HOPMAJIbHBIX WMJIM 3aJIaHHBIX YCJIOBHH, YKa3aHHBIX B METOJIC WCIBITAHUS WM KaTUOPOBKH, JOJKHBI OBITH
3aperucTpupoBanbl. Eciau e€cTh COMHEHHS OTHOCHUTENBHO TPUTOJHOCTH W3S A MCIBITAHUS WK
KaJTMOPOBKY WJIM €CJIM OHO HE COOTBETCTBYET MPEAOCTABICHHOMY OTMCAHUIO, HJIH TPeOyeMble HCIIBITAHUS WUITH
KaJTMOPOBKH HE OMMCAHBI JOCTATOYHO TOIPOOHO, TabopaTopus MOJIKHA TIPOKOHCYIBTHPOBATHCS C KIMEHTOM C
TEJBIO0 TIOMYUCHHS JaTbHEHINX MHCTPYKIIUIA 10 Havalia NCTIBITAHUN WK KaTMOPOBKH (IOJKEH OBITH TIPOTOKOI
IIEPETOBOPOB).

5.8.4 B maboparopuu JOIKHBI OBITH TIPETYCMOTPEHBI MPOIEAYPHl H COOTBETCTBYIOIINE BO3MOKHOCTH,
qTo0Bl M30€XkKaTh YXYIIICHHS XapaKTEPUCTHK, MOTEPU WM TOBPSKACHUH W3ICTUN ISl WCHBITAaHUA |
KaJIMOPOBOK BO BpeMs UX XpaHEHHs1, 0OpaIICHHs U TTOAr0TOBKH. MHCTpYKIIUK 10 00paIlieHunIo, puaracMbie
K U3JCTUI0, NOJDKHBI BBHIMONHATHCA. Ecmu u3nenus AOMKHBI XPaHWUThCA WIM KOHIUIIMOHUPOBATHCS TPH
ONPEIICTICHHBIX  YCIIOBUAX  OKPY)KAIOIIEH Cpelbl, TO OTH YCIOBHUA JOJDKHBI  TOIJIEPKUBATHCA,
KOHTPOJIMPOBATLCS U PETUCTPUPOBAThCA. EcCiu m3nenwe JUis MCHBITAHWHA WM KaJIHOPOBKU HJIM €T0 4YacTh
JIOJDKHBI OBITh COXPAHEHBI, B JJAOOPATOPHUH JIOJKHBI OBITH TIPHCIIOCOOICHHS I MX XpaHEHHUS U 00eCcIIeueHHs
X 0€30IMacCHOCTH, KOTOPHIE 3alIMINAIOT COCTOSHHE | IIEJOCTHOCTh OXPAHAEMBIX H3ICIHNA WM HX
COOTBETCTBYIOLLMX YACTEH.

I[IpuMegaHus

1 Ecomn HUCHBITYEMBIC H3JICIUA IMOAJICKAT BO3BpAaTy B OKCINIyaTallUIO ITOCJIC HCHBITaHHﬁ, TO Tp€6y€TC$[ ocobast
OCTOPOXKXHOCTB, 4TOOBI MX HE MNOBPEAUTD WJIM HC HUCIIOPTUTH IIPpH O6paH.[€HI/II/I, IIPOBEACHNNU WCTBITAHNHN WU B mponecce
XpaHEeHUs/ 0K IaHH.

2 Jluia, OTBETCTBCHHBIC 32 NMPUEMKY W TPAHCIOPTHUPOBKY OOPa3IOB, JOJDKHBI OBITh 00CCIICUCHBI MPOICIYPOit
orbopa 00pasnoB U uHGOpManueil 00 UX XpaHEHHH M TPAHCIIOPTHPOBKE, BKIIOUYAs MH(pOpManuio o (akropax oTbopa
00pasIoB, OKa3bIBAIOIIUX BIMSHUAC HA PE3YJIbTAThI UCIIBITAHUHN WIIH KATHOPOBOK.

3 Be3onacHoe XpaHEHHE 00BEKTOB UCIIBITAHUI WK KATHOPOBKH MOXKET TPEOOBATHCS 110 PA3TUYHBIM MIPUIHHAM:
3TO MOTYT OBITh TpeOOBaHHS K MPOTOKOJIMPOBAHHUIO, OOECMEeueHUI0 Oe30MacHOCTH, IIEHHOCTH O0OBEKTa, a TakKkKe
obecreueHnI0 BO3MOKHOCTH MPOBEICHHUS JIOTIOTHUTENLHBIX UCITBITAHUHA B TIOCIIETYIOUTHH MTEPUO/I.

5.9 O6ecnieyeHne kauecTBa pe3y/ILTATOB MCIILITAHUI U KAJTHOPOBOK

Jlaboparopus JIOJDKHA —pacronaraTb TpoIEAypaMd — YIPaBICHHS KAadecTBOM C TEM, YTOOBI
KOHTPOJIUPOBATh  JIOCTOBEPHOCTh INPOBEJCHHBIX HCHBITAHMA W KaTUOpPOBOK. Pe3ynbTaThl  JIOJKHBI
PETHCTPUPOBATHCS TaK, YTOOBI MOXKHO ObLIO BBIIBHTH TEHJCHIMHM M TaM, IJIE 3TO BO3MOXHO, NMPUMEHHTh
CTaTUCTUYECKHE METOMBl JUIS aHajgu3a pPEe3yJbTaTOB. OTOT KOHTPOJIb JO/DKEH IUIAHUPOBATHCA |
AHAJM3UPOBATHCS U MOXKET BKJIIOYATh, HO HE OTPAHUYMBATHCS 3THUM, CIEIYIOIIEe:

a) peryJspHOE HCIOJIb30BaHME CEPTU(DUIIMPOBAHHBIX JTAJOHHBIX MATEPUATOB W/WIIM BHYTPEHHEE
yIIpaBJIeHHUE KaUe€CTBOM C MCIOJIb30BAHUEM BTOPUYHBIX ITATOHHBIX MATEPUAIIOB;

b) yuactue B MEX1a00PaTOPHBIX CPABHEHUSX MM MTPOrpaMMax MPOBEPKH KBATH(DHKAINH;

C) TyOMMpOBaHME UCTIBITAHUN HIIH KaJTHOPOBOK C UCIIOJB30BAHUEM TEX JKE HITH APYTHUX METOJIOB;

d) MOBTOPHOE KCTBITAHUE MK TIOBTOPHAS KaTHOPOBKA COXPAHSIEMBIX 00BEKTOB;

€) KOppemsius pe3yibTaToB Ha pa3HbIe XapaKTEPUCTUKU U3CTHS.

[Ipumeyanue — BpiOpaHHbIE METOIBI JOMKHBI COOTBETCTBOBATH BUTY M 00BEMY BBITIOHSAEMOM PabOThI.

5.10 OT4yeTHOCTB 0 pe3yJbTaTax

5.10.1 OGmme nomoKeHus

Pe3ynbraThl Ka)KI0T0 UCTIBITAHS, KATMOPOBKA WM CEPUX UCTIHITAHUHN M KAJTMOPOBOK, TIPOBEICHHBIX
nabopaTtopuei, MODKHBI OBITH COOOIEHBI TOYHO, YETKO, HEJABYCMBICICHHO W OOBEKTHBHO W B
COOTBETCTBHH CO BCEMH CIEIHAITLHBIMI HHCTPYKIISAMH, COIEPKAIIIMHUCS B METO/IaX TIPOBEICHHS HCTTHITAHUS
WITH KaJTHOPOBKH.

PesynbraThl JOKHBI 3aHOCUTHCS. B OTYET 00 MCIIBITAHUM WM B CEPTU(UKAT O KAITUOPOBKE (CM.
npuMedanue 1) U comepkath BCIO TpeOyeMyro KIMEHTOM W HEOOXOAWMYIO ISl TOJNKOBAHHS PE3yJIbTATOB
WCIIBITAaHNUS WM KaJTMOPOBKM WH(OPMAIIUIO, a TaKKe BCIO MH(MOPMAIHIO, TPEOYEMYIO Il HCIIOIh3yeMOTo
Metoza. IT1o 00pIYHO MH(popMaIws, mpuBenerHas B 5.10.2, 5.10.3 wm 5.10.4.
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B cnydae, eciu ucnbITaHus WA KaTMOPOBKU MPOBOASATCS VISl BHYTPEHHUX KJIMEHTOB WM TIPH
HATMYNY TMCBMEHHOTO COTJIAIICHVS C KIIMEHTOM, HEOOXOIUMBIC TSl 3alIUThI LIETIOCTHOCTH HCIIBITYEMOrO
W/WJK TIOBEPSIEMOTO M3/ICIHSI M 3aI|THl THTEPECOB J1a00PATOPHH U KJIHEHTA.

5.10.2 Ot4erb! 00 UCTILITAHUHU U CEPTH(UKATHI O KATMOPOBKE

Kaxpiii oT4er 00 UCIIBITAaHUN WM CBHJICTEIILCTBO O KAIMOPOBKE JOJDKHBI COICPIKATh, IO KpaHCH
Mepe, CIISYIOIITYFO HH(POPMALIIEO.

a) HAMMEHOBaHKE JIOKyMeHTa: «OTdeT 00 ucIbITaHumy WM «CepTuhHKaT 0 KATHOPOBKEY,

b) HammeHoBaHue M aapec J1abOpaTOpPHH, a TaKXKE MECTO IPOBEICHHUS WCIBITAHUH W/WIN
KaTMOPOBOK, €CJTM OHO HE HAXOIUTCSI TT0 aIpecy J1adopaTopum;

C) YHUKAJIbHYFO UICHTU(HUKALINIO 0T4YeTa 00 UCIILITAHUN WM cepTH(HKaTa 0 KaTMOPOBKe (HarpuMep
CEepUMHBI HOMEp), a TaKKe HMICHTHU(HUKAIUIO HAa KAKIOW CTPAHUIIE C TEM, YTOOBI OOECIICUUTH
NPU3HAHKE CTPAHUIIBI KaK YacTH OT4YeTa 00 MCTBITAaHUU WA CepTH(]UKaTa 0 KaTMOPOBKE U, KPOME TOTO,
YETKYIO WICHTH(DHKAIIIIO KOHIIA 0TYeTa 00 UCTIBITAHUH WJIH CEPTU(HKATA O KAJTMOPOBKE;

d) HarMeHOBaHKE U apec KIIMEHTa;

€) MICHTH(DIKAIIIO UCTIONIB3YEeMOTO METO/1a,;

f) onmcanue, cOCTOSIHME W HEABYCMBICICHHYIO HICHTH(HUKAIMIO W3eiusi(if), PO ero(ux)
WCTIBITAHUS] HJTH KJTMOPOBKY;

0) mary momydeHHs waaenusA(il), TMOIeKaero(Mx) HWCIBITAHMSIM WA KaTMOpPOBKE, €CII  3TO
CYIIECTBEHHO JIS IOCTOBEPHOCTH Y TIPUMEHEHUSI PE3yJIBTATOB, & TAaKKe aTy(bl) IPOBESICHHS UCTIBITAHUI
WA KaTMOPOBOK;

h) cchulky Ha TUIAaH ¥ METOJBI 0TOOPa 0OPA3IIOB, UCIOJIbL3yEeMbIe JTabOpaTOPHEH WK IPYyrHMU
OpraHamH, eCJIM OHH FIMEIOT OTHOIIICHHUE K JIOCTOBEPHOCTH U TIPUMEHEHHIO PE3YJIBTATOR;

1) pe3y/ibTaThl WCHBITAHWH WM KaTMOPOBOK C yKaszaHHeM (IIpd HEOOXOIMMOCTH) CIUHHII
V3MEPEHUIL;

J) ¥MsI, TOJDKHOCTh M TOMINCH I SKBHBAICHTHYIO MICHTU(DUKAIMIO JHIA(JIVIL), YTBEPAMUBIIETO(HX)
oT4eT 00 UCIILITAHMSIX WM CEPTU(HKAT O KATHOPOBKE;

K) riprt HEOOXOMMOCTH, YKa3aHKeE Ha TO, YTO PE3YJILTaThl OTHOCATCS TOJIBKO K M3JIENHUSIM, TIPOLIEIIIIM
UCTIBITAHUS WM KaJTMOPOBKY.

IIpumedyanusa

1 DK3eMIUBIpEI OTYETOB 00 MCHBITAHMAX WIM CEPTH(HKATOB O KaaMOPOBKE BEHIOIHEHHLIE Ha Oymare, JO/DKHBI
HMMETh HyMEPALIKIO CTPAHUIL M YKa3aHHE OOILETO YKMCIa CTPAHHIL.

2 JIabopaTopusiM peKOMEHIYETCs IPUIaraTh 3asBICHUC O TOM, YTO OTYET 00 MCIIBLITAHHUSIX WM CEPTU(DHKATOB O
KaJTMOPOBKE HE MOXKET OBITh BOCTIPOM3BEIICH TIOJTHOCTHEO FITM YaCTMYHO O€3 MICHBMEHHOTO Pa3pellieH s JIA00PaTOpHH.

5.10.3 Ot4ersl 06 UCTIBITAHUSIX

5.10.3.1 B pormonrenre K TpeOOBaHUSIM, TiepedrciieHHbIM B 5.10.2, oT4eThI 00 WCTIBITAHUSX JIOJDKHBI,
€CJTH 3TO HEOOXOIMIMO JIJISI TOJTIKOBAHMSI PE3YIITATOB MCITBITAHMIA, BKITFOUATH CIICTYFOIIICE:

a) OTKJIOHCHM:, JOIOJHCHUA HUJINM HCKIIFOYCHHS, OTHOCAINHUECA K METOAY I/ICHI)ITaHI/If/’I, a TaK¥XeE
MH(OPMAITHIO O CTICITHATIBHBIX YCJIOBUSIX UCITBITAHHIN, TAKUX KaK YCIIOBHS OKPYKAFOIIEH CPEJIbI;

b) mpu HEOOXOMMMOCTH, YKa3aHWE Ha COOTBETCTBHE/HECOOTBETCTBHE TPEOOBAHUAM H/WIIN
crerpuKarysam;

C) Tpy HEOOXOIMMOCTH, YKa3aHHE Ha OLICHEHHYIO HEOIpEIeTeHHOCTh M3MEpEeHHid; nH(OopMals o
HEOTPEIETIEHHOCTH JIOJDKHA TPUCYTCTBOBATh B OTYETaX 00 MCIBITAHUSIX, €CIM OHA MMEET OTHOIICHHE K
JIOCTOBEPHOCTH WM TIPUMEHEHHIO PE3YJIbTaTOB UCTIBITAHHMN, €CITH ATOTO TPEOYeT MHCTPYKIIMS KITMEeHTa W
€CJTM HeOPEIENIEHHOCTh BIMSET Ha COOTBETCTBHE AMAIa30HYy, YKa3aHHOMY B CIIeIM(UKAIIIY;

d) ecimt 310 yMECTHO U HEOOXOMMO, MHEHHSI M MHTepIpeTalio (cMm. 5.10.5);

€) JOTONHUTENBHYIO MH(POPMAIINIO, KOTOpasi MOXKET OBbITh BOCTpEOOBaHA CIIEIHATBHBIMU METOIAMU
WCITBITAHHH, KITMEHTAMHU WK TPYITIIAMH KJIHCHTOB.

5.10.3.2 B pomonHenuii Kk TpeOoBaHusM, TpuBeaeHHBIM B 5.10.2 1 5.10.3, oT4eThl 00 MCIBITAaHMSX,
cozieprKaIle pe3ylbTarbl 0TOOpa 00pasiioB, MODKHBI BKIFOYATh, €CIIM ATO HEOOXOIMMO ISl TOJKOBAHHS
PE3YJILTATOB UCTILITAHMIA, CIIETYFOIIICE:

a) maty oToopa 0OpasIioB;

b) omHO3HAUHYIO HICHTH(HUKAIMIO BEIIECTBA, MaTepuaia WM TPOIYKIHH, 00pas3isl KOTOPHIX
oTOMpamch (BKITIOYAsI, TIPH HEOOXOIMMOCTH, HAMMEHOBAaHHE MPOW3BOUTENS, 0003HAYCHHUE MOJETH WITH
THIIA ¥ CEPUIHBIC HOMEPA);

C) MeCTO, TJI€ IPOBOAMIICS OTOOP P00, BKIIFOUast TF00bIE rpa(uKy, SCKM3bI Wilr (hoTOrpadu;

d) cchUIKy Ha HCTIONB3yeMbI€ TUIaH | MPOLIETYPhI 0TO0pa 00pasIioB;
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€) moJapoOHOE OINHMCaHME YCJIOBUH OKPY:KAIOLICH cpelsl BO BpeMs IMPOBEICHHS OTOOpPa 00pasloB,
KOTOpBIE MOT'YT MOBJIMATH HA UCTOJIKOBAHUE PE3YJIbTATOB MCIBITAHUIA;

f) ccpuiky Ha J00OW CTaHAApPT WM JAPYrHe TEXHHYECKUe TPeOOBaHWS, KACAIOMIMECS METoJa WIH
TpoIIeyphl 0TOOpa 00pa3loB, a TaKkKe OTKIOHECHUS, JAOMOJHEHHS WM WCKIFOYECHHS W3 COOTBETCTBYIOMICH
CrieM(pUKAIIIH.

5.10.4 Ceptudukathl 0 KaauOPOBKaX,

5.10.4.1 B pononHeHune K TpeOOBaHMSAM, IepedyrcieHHbIM B 5.10.2, cepTUdHKAThI 0 KaIuOpPOBKax
JIOJDKHBI, €CIT 9TO HEOOXOMMO ISl UCTOJKOBAHHS PE3YJIbTaTOB KATMOPOBOK, BKIFOUATh CIICIYIOIIEE:

a) ycloBus (HAampuMep, YCIOBHS OKPYKAIOIIEH Cpepl), MPU KOTOPBIX MPOBOAMINCH KaTHOPOBKH H
KOTOpBIE OKa3bIBAIOT BIMSHUE HA PE3YJIbTAThl H3MEPEHUH;

b) HeompeneNeHHOCTh W3MEPEHHWs W/WIM yKa3aHWE Ha COOTBETCTBHE HJICHTH(OUIIMPOBAHHON
METPOJIOTHYECKUM XapaKTEPUCTUKAM CIIEITM(DUKAIIMY WM OTJACIBHBIM €€ TIOJIOKCHUSM;

C) I0Ka3aTeNbCTBA TOT0, YTO U3MEPEHHUS IPOCIIeKUBAIOTCS (M. mpumedaHue 2 B 5.6.2.1.1).

5.10.4.2 Ceptudukar o KaJIMOpPOBKE JOJKEH COAEPKaTh TOJBKO KOJMUYECTBEHHBIC MOKA3aTeld |
pe3yabTaThl (PYHKIIMOHAIBHBIX HCIIBITAHUA. Eciu mMeeTcs 3asBIIEHHE O COOTBETCTBUM CHEIM(DUKAIMH, TO
HE00XO0JMMO OTMETHTb, KaKHE MOJ0KEHHUS CHeIU(DUKAIINY BBITOIHIIOTCS, a KAKUE HET.

Eciu B 3asiBjIeHMH 0 COOTBETCTBUH CHEIM(MDUKAIIMN OTCYTCTBYIOT PE3YJIbTAaThl H3MEPEHUI U CBSI3aHHBIC
C HUMH HEOIPE/ICIICHHOCTH, JJaAOOpaTOpHs JO/DKHA 3apETUCTPUPOBATh 3TH PE3YJIbTAThl U XPAHUTh HUX JUIA
BO3MOXKHBIX CCHUIOK Ha HUX B OyIyIIEM.

Ecim 3asBneHUst 0 COOTBETCTBUM MMEIOTCS, HEONPEICICHHOCTH M3MEPEHHUI JTOJDKHBI OBITh TIPUHSTHI B
pacyer.

5.10.4.3 Ecnu xanuOpyeMblii IprOop ObUT HACTPOEH MM OTPEMOHTUPOBAH, Pe3yIbTaThl KAIMOPOBOK JI0
¥ TIOCJIE HACTPOUKH WIIM PEMOHTA, IPU WX HAIWYUH, TOJDKHBI ObITH OTPaXKEHBI B OTYETE.

5.10.4.4 Ceprudukar o KaaHOpoBKE (MM OTMETKa O KAIMOPOBKE) HE JOIDKHBI COJCPKaTh
pEeKOMEHJAMK O TMEPUOANYHOCTH IPOBEICHHUS KaJMOPOBOK, 32 HCKIFOYCHHEM TEX CIIydaeB, KOrja 3TO
COTJIACOBAHO C KIIMEHTOM. DTO TpeOOBaHHE MOXKET ObITh 3aMEHEHO 3aKOHOJaTeNIbHBIMH PEeTJIaMEHTaMU

5.10.5 MHeHus 1 TOTKOBaHUSA

Ecnu BKIIOUEHBI MHEHHS M TOJIKOBaHHUSA, JaOOpaTopHs JOJKHA 3aJJOKYMEHTHPOBATh OCHOBAaHHS, Ha
KOTOPBIX OHU MOCTPOSHBI. MHEHHS 1 TOJIKOBAHHS IOJKHBI OBITh YETKO BBIICJICHBI B OTYETE 00 UCTIHITAHUSX.

Ilpumeuanus

1 Muenuss ¥ TOJKOBaHHS HE CIIEAyeT CMEIINMBAThL C IPOBEPKAMU M cepTH(MKaTaMd Ha IPOLYKLIMIO,
npexycmorperasMi B MICO/MOK 17020 u B Pykooactee ICO/MDK 65.

2 MHeHUS U TOJIKOBAHHS, COACPKAIIMECS B OTYETe 00 KCIBITAHMAX, MOI'YT KAcaThCs, HO HE OrpaHMYMBATBLCS
ITHM, CJISTYFOIIIETO:

- 3asIBJICHHS O COOTBETCTBHI/HECOOTBETCTBIM PE3YIILTATOB TPEOOBAHISIM;

- BBIIOJIHEHMS TPEOOBAHMI, BKITFOUCHHBIX B KOHTPAKT;

- PEKOMCHJAAIUH 110 UCITI0JIb30BAHUIO PE3YJIbTATOB,

- YKa3aHUM [0 YCOBEPIIEHCTBOBAHUIO.

3 BO MHOI'UX CJlIy4dadaX MOXKCT OKa3aTbCA YMCCTHBIM O6cyZ[I/ITI) MHCHHUS W TOJKOBaHUA HCIIOCPCIACTBCHHO C
KITMEHTOM. DTO HEOOXOIMMO YKa3aTh B MPOTOKOJIE.

5.10.6 Pe3ynbraThl HCTIBITAHUH M KATMOPOBOK, ITOIYUCHHbIE OT CYOIOAPSTUNKOB

Ecnu otuer 00 HCTIBITAHUAX COAEPKUT PE3yIbTaThl UCTIBITAHUM, TIPOBEAECHHBIX CYyONOAPSIIYMKAMHU, OHU

JIOJDKHBI OBITh 4eTKO HaeHTH(HUIMpoBaHbl. CyOnmoaApsa4HMK IOIDKEH HPEACTABUTh OTYET B MMCbMEHHOM

BHJIE W C TIOMOIIIBIO 3JIEKTPOHHBIX CPEICTB.

Ecnu xammnOpoBka Oblia BEITIOHEHA HA YCIOBHAX CYONoApsiaa, 1abopaTopus, BHIIOIHUBINIAS ATy
padoTy, 10IKHA BBIIATh CepTU(UKAT 0 KaTHOPOBKE 1a00paTOpUH-TIOAPIAUHKY.

5.10.7 DnexTpoHHas nepeaaya pe3yabTaToB

Ilpu mepenaue pe3yibTATOB HCIBITAHMN HJIM TOBEPOK MO TenedoHy, Telekcy, (hakcy WM APYruM
SNEKTPOHHBIM MJIM 3JIEKTPOMArHUTHBIM CPEJICTBAM JIOJKHBI BBIIOJNHATHCS TPeOOBAHUS HACTOSALIETO
craHaapta (cM. Takxke 5.4.7).

5.10.8 dopmar 0TYETOB U CBUACTEIHCTB

®opmaT JOKEH COOTBETCTBOBATh KAXAOMY BHIY BBINOJHSAEMBIX HMCHBITAHUNA WM TOBEPOK M
MHUHHMH3HPOBATH BO3MOXKHOCTh MX HEBEPHOTO MOHUMAHHS WM HETIPABUIIBHOTO HCTIONB30BaHUSL.

I[Ipumevanus

1 Criefyer ynenaTh BHUMAHKE CTPYKTYPE OTdeTa 00 MCIIBITAHMH WK CBHCTEILCTBA O KATMOPOBKE, OCOOCHHO B
OTHOILICHHH TPE/ICTABIICHHUS TAHHBIX MCITBITAHKS HITH KATHOPOBKH U YI00CTBA BOCIIPUSTHS UX KITHCHTOM.

2 3aronoBKu JOJIXKHBI 6LITI), 10 BO3MO’KHOCTH, CTAHAAPTHBIMHU.
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5.10.9 M3meHeHuMs B 0TYETaX 00 MCIBITAHKUSX U B CepTH(HKATaX O KATHOPOBKE

CyllleCTBCHHbIC M3MEHEHUS B OTYeTaX 00 HMCHBITAHMSX WM B CepTU(HKATAX O KAIHOPOBKE IMOC/IE UX
BBIJJAYM JOJDKHBI TIPOU3BOAMUTHCA TOJBKO B BHJE JOMOJHHUTEIHFHOTO JOKYMEHTA WM JIOTIOJTHUTEIBHON
niepeavy JaHHbIX M BKITIOYaTh (POPMYITHPOBKY:

«lononuenne k Otuery 00 ucnbiTaHusx (i Ceprudukary o KaauOpOBKe), CEpUHBIA HOMEp (Win
Jpyrasi MISHTU(DHUKALMS )», WK APYTYIO SKBUBAICHTHYIO (POPMYITUPOBKY.

Takue u3MeHeHust 10JKHBI OTBeYaTh TPEOOBAHMSIM HACTOSILIIETO CTaHIapTa.

Ecimm HeoOX0IMMO BBITYCTHTh HIIM BBIIATH TIOJTHBIA HOBBIM OTYET 00 UCIIBITAHUSX WIH CEPTUQUKAT O
KaJIUOPOBKE, COOTBETCTBEHHO, OHU JOJDKHBI OJTHO3HAYHO MAECHTU(DUIIMPOBATHCS M COJACPXKATh CChUIKY Ha
OpUTMHAJI, KOTOPbIM OHU 3aMEHSIIOT.
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IMPWIOXXEHUE A

(cnpaBouHOE)

CootserctBue NCO 9001-94, UCO 9002-94 u HCO/MIK 17025-99

Tabmuma A.1
HCO 9001-94 HUCO 9002-94 NCO/MBK 17025-99
Pazpen 1 Pazmen 1 Pazpen 1
Paznenn2 Pasnen2 Pasnen2
Paznen 3 Paznen 3 Paznen 3
411 411 413422
4121 4121 4.154a),1)-h);4.2.4;49.1.a);4.10.1 u5.2.5
4122 4122 415a),0),b)u 55.1
4123 4123 4.151)
413 413 414
421u422 421u422 42.1.4224]13
423 423 421422u4.14
4.3 4.3 4.4
4.4 44 (n.1.) 1554.254354.4545
4.5 4.5 43.54.7,5511
46.1 46.1 46,55,56.1.56.21,5.6.21.56.2.2
462 46.2 45,4.6
46.3 46.3 4.6
464 464 454644.755.2
4.7 4.7 5.85.10.6
4.8 4.8 55458
4.9 4.9 412535455585.9
4101 4101 5.4
4102 4102 454655258
4103 4103 49.5595.835.8459
4104 4104 547595101
4105 4105 4122
4111 4111 545556
4112 4112 5354.15455556
412 412 55.125.859.2
413 413 4.9
414 4141 410u4.11
415 415 5.9
4.16 4.16 412
417 417 4105413 (4.12)
418 418 52553
4.19 419 475215105
4.20 4.20 5.9
HL.IL = HE TIPUMEHSCTCS

NCO/MDBK 17025 conep>xuT HEKOTOpbIe TEXHUUECKHE TPpeOOBaHMSI K KOMIIETSHIINH, oTcyTcTBYFomwe B MCO

9001 u 1CO 9002.
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IMPUJIOXKEHUE B
(cipaBo4HOE)

PYKOBOIICT BO OTHOCUTCJIBHO IMOJAI'OTOBKH yKa3aHI/II71 110 MPUMEHEHUIO B OTAC/IBHBIX od1acTax

B. 1 TpeOoBaH¥isi, ycTAHOBJICHHBIC B HACTOAIIIEM CTAHAPTE, H3TOKEHBI B OOIIHMX TEPMHUHAX, HO TIOCKOJIBKY OHH,
MPYMEHUMBI KO BCEM HCITBITATETIHBIM U KaTHOPOBOYHBIM J1a00paTOpHsIM, TO MOT'YT IOTPeOOBaTLCS MOsICHeHHsL. Takue
TIOSICHEHVS B TEKCTE HA3BIBAIOTCS YKA3aHUSIMH TI0 TIPUMEHEHHIO. YKa3aHHS 110 IPEMEHEHHIO HE BKITIOYAIOT
JIOTIOJIHUTEIIBHBIX OOIIHX TPEOOBAHHIA, HE COACPIKAIIMXCSA B HACTOSILIEM CTaHIapTe.

8.2 YkazaHus 10 NPUMEHEHUIO MOYKHO IIPEJCTABHMTL B BHIE KpUTEpHEB (TpeOOBaHMII) HACTOSIIErO CTaHIapTa
MPUMEHHUTEITFHO K CICIMAIBHBIM O0JIACTSM HCIBITAHUN M KATHOPOBOK, K TEXHOJOTHSIM HCIIBLITAHUM, TPOTYKIINH,
MaTepuallaM WIH CIEIHaIbHBIM HCIBITAHUSAM M KanmuOpoBkaMm. [1o3ToMy yka3aHHs 1O MPUMEHEHHUIO CIEIyeT
COCTABIISATH JIUIIaM, UMEIOIMM COOTBETCTBYIOIIME TEXHHUYESCKHE 3HAHUS M OIBIT, UX CIIEAYeT OpUEHTUPOBATh Ha
M3JICNNS, SIBJISIONINECS OCHOBHBIMU HIIM Hanbojiee BaKHBIMH JIJISl MPABUIILHOTO MPOBEIACHHUS WCIBITAHUHA WIIN
KaJIMOPOBOK.

8.3 B 3aBHCHMOCTH OT TOTO, KaKO€ KOHKPETHOE YKa3aHHE IO MPUMEHEHHIO YK€ €CTh, MOXKET OKa3aThCs
HEOOXOIMMBIM Pa3paboTaTh YKa3aHWsI, KACAIOMIMECs TEXHAUSCKUX TPEOOBaHMI HACTOSIIIETO CTaHaapTta. Takas paspaboTka
MOKET OBITh BBIMOHEHA C ITOMOIIBIO MPOCTOTO MPEIOCTABICHHUS AETANCH WM JOMOIHUTEILHOH HHAOPMAIMU K YKe
UMEIOIIMMCS OOIIIMM TPEOOBAaHMSAM B KKIOM W3 PA3NCNOB (HAMPHMEP CICIUATBHBIC OTPAHUYCHHS TEMIICPATyphl U
BJI2KHOCTH B JJAOOPATOPHK).

B HEkOTOpBIX Cllydasx yKa3aHHs [0 TPHMEHEHWIO JIOJDKHBI OBITh BeCbMa OIpaHHYCHHBIMH, HCIIONB3YeMbIMH
TOJLKO YIS TAHHOTO METOJIA MCIIBITAHWS WITH KATMOPOBKU JIOO YISl TPYIIBEI METOIOB. B Apyrux ciydasx OHM MOTYT
OBITH BEChMA IIIMPOKKMMH, UCTIONB3YEMBIMU JIJISI HCTIBITAHUH M KATHOPOBOK PA3TMIHOM MPOMYKIIH WK U3IEIHH JTHOO TSt
BCeX 00J1acTel UCITBITAHMI HITH KaIHOPOBOK.

8.4 Eciu yka3zaHus 10 MPUMEHEHHIO OTHOCSTCS K I'PYIIII€ METOIOB MCIBITAHUN WM KaIuOPOBOK BO BCEH
TEXHHUYECKOH 00JIaCTH, TS BCEX METOIOB JIOJDKHBI HCIIOB30BAThCS SIUHBIE (POPMYITHPOBKH.

C apyroii CTOPOHBI, MOKET OKa3aThCsl HEOOXOMUMBIM MOATOTOBUTH OTAECIBHBIA JOKYMEHT IO IMPHUMEHEHUIO B
JIOTIOJIHEHHE K HACTOSIIEMY CTaHAAPTy JUIS CHCHU(PUUCCKUX BHUIOB WM TPYII HUCIBITAHHA WM KaJTHOPOBOK
MPOAYKIIMK, MaTEPHATIOB WM TEXHUYECKHUX 00JaCTeH WCIBITAHUN WM KaauOpoBOK. Takoi MOKYMEHT JOJDKEH
COZIepKaTh TONBKO HEOOXOIUMYIO JOMOMHUTEIbHYI MH(MOPMAIMIO W CCHUIATHCSA HA HACTOSIIHHA CTAaHAApT Kak Ha
OCHOBHOM JOKyMeHT. CreayeT u30erath M3JIHIIHE CIEIUATH3UPOBAHHBIX YKA3aHUH MO MPUMEHEHHIO C TEM, YTOOBI
OIPaHAYHITH POCT YHCIIA ICTATH3UPOBAHHBIX JJOKYMEHTOB.

8.5 PYKOBOJICTBO, coniepkaliieecst B HACTOSIIEM TIPHIIOKEHHH, CIISYeT UCIIONb30BaTh OpraHaM I0 aKKpEeUTAIIN |
JIPYTUM THTIAM OpPTaHOB II0 OICHWBAHMIO, €CIM OHH Pa3padaThIBAIOT YKa3aHHS IO TPUMEHEHHWIO I CBOWX
COOCTBEHHBIX I1elel (HaIpuMep, aKKPSIUTAIHS B CIICIIM(PHUIECKHX 00JIACTSIX).
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IMPUJIOXXEHUE C
(crIpaBoYHOE)

Bubmorpagus

HCO 5725-1—94 TouHOCTb (ZOCTOBEPHOCTH U CXOAUMOCTb) METOZIOB U Pe3yIbTaToB M3MepeHuil. HacTs 1.
OCHOBHBIE IPHUHITATIBI X OTIPEICIICHUS
HCO 5725-2—94 TouHOoCTh (IOCTOBEPHOCTh M CXOAMMOCTb) METOJOB U PE3Yy/ILTaTOB M3MepeHuid. Hactp 2.
OCHOBHOM METOJT OTIPEIIEIICHHS TIOBTOPSIEMOCTH 1 BOCTIPOM3BOIMMOCTH PE3YJILTATOB CTAHIAPTHOTO METO/IA M3MEPEHHI
NCO 5725-3—94 TouHOCTh (HOCTOBEPHOCTh M CXOAMMOCTh) METOIOB M PE3yJbTaTOB M3MepeHuii. Hactp 3.
IpoMexxyTOUYHBIE KPHTEPHH HEOTIPEIENICHHOCTH CTaHIapTHOIO METO/A H3MEPCHHS
HCO 5725-4—94 TouHOCTb (IOCTOBEPHOCTh M CXOAMMOCTh} METOJIOB M PE3YJIbTaTOB M3MepeHuil. Yactp 4.
OCHOBHBIE METOJIBI ONPEIICIICHHS IOCTOBEPHOCTH CTAHIaPTHOTO METO 1A HCTIBITAHUIA
HCO 5725-6—94 TouHOCTh (IOCTOBEPHOCTH U CXOIMMOCTH) METOJIOB U Pe3yJbTaTOB M3MepeHuid. Yacth 6.
Hcnonk3oBanre Ha MPAKTHKE XapaKTEPHUCTHK MPABIIIEHOCTH
NCO 8402—94 YnpasiieHre ka4yecTBOM U oOecrieueHre kadecTa. CloBapb
HCO 9000-1—94 Cranpaptsl B 00JIaCTH aIMUHHCTPATUBHOTO YIIPABJICHUST KAYECTBOM M OOECTICUCHMS KauecTBa.
Yacts 1. PykoBopsiime yka3aHus 10 BEIOOPY U UCTIONB30BAHKIO
HCO 9000-3—97 Crangaptsl B 00NaCTH aJMUHHACTPATHBHOIO YIIPABJICHUS KAYECTBOM U OOECIIEYEHUS Ka4ecTBa.
Yacts 3. PykoBomsiiye ykazanus 1o npumenenunio ctanaapta MCO 9001-94 npu pa3spaOoTke, MOCTaBKE, YCTAHOBKE U
00CTy’KUBaHHH IIPOrPaMMHOTO 00eCIeYEHHS
HCO 9004-1—94 AnMUHHCTPATUBHOE YIpPaBJICHHUE KAueCTBOM M 3JIEMEHTHI CHCTeMbI KauecTBa. Yactp 1.
PykoBopsiiiie ykazaHus
HCO 9004-4—93 AIMUHHCTPATUBHOE YIPABICHHE KA4eCTBOM H JJIEMEHTHI CHCTeMbI KauecTBa. Yacth 4.
PykoBopsipe ykazaHust 1o yiTydIIeHHIO KadecTa
HCO 10011-1—90 PyxoBopsimue ykazaHus 0 IPoOBEpKe crcTeM kadecTa. Yacts 1. ITpoBepku
HCO 10011-2—91 PykoBoadiue yka3aHHs IO MpOBEpKe cHcTeM KaudecTBa. Yacts 2. KBamudukanmoHHbIe
KPUTECPUH TSI SKCIIEPTOB-ayIUTOPOB CHCTEM Ka4eCTBa
HCO 10011-3—91 PykoBojsiiye yKa3aHusI TI0 MPOBEPKe CHCTEM KadecTsa. Yacts 3. YiipasieHue mporpaMMaMu
TIPOBEPOK
HCO 10012-1—92 TpeboBanus Kk 0OECICUCHUIO KayeCcTBa M3MEPUTEIBHOro obopynoBanmsa. Yacts 1. Cucrema
METPOJIOTHYECKOro 00eCIEUEHHS Il U3MEPUTEIILHOIO 000PY/I0BaHHS
HCO 10012-2—97 TpeOoBaHus K OOECIICUCHHIO Ka4yecTBa M3MEPHTEIbHOr0 oOopymoBanus. Yacte 2.
PykoBogsiivie ykazaHus IO YITPABJICHHIO H3MEPUTEIEHBIMH TPOIIECCAMH
HMCO/MDBK 17020 OOr1ipe kpuTepr paboThl Pa3IMYHbIX THIIOB OPraHM3aIi, IPOBOISIINX IIPOBEPKY.
PykoBoncteo MCO 30 TepMuHbI 1 ONpeeieHus, Kacarolecs STATOHHBIX MaTepUasioB
PykoBoncto M£0 31 Coneprkanvie cepTH(HHKATOB Ha 3TATIOHHBIC MaTePHAITBI
PykoBoncteo MCO 32 KanmmOpoBaHue B aHAIMTHYECKON XMUMHHU W TIPHMEHEHHE CEPTH(HIMPOBAHHBIX STATOHHBIX
MAaTepUAIOB
PyxoBozacTeo CO 33 Vcnons3oBanue cepTH(OUIMPOBAHHBIX 3TAJIOHHBIX MaTePUAJIOB
PyxoBozctBo MCO 34 OcHoBHBIE TpeOOBaHUS K KOMIIETCHTHOCTH U3TOTOBHUTENICH ATAJIOHHBIX MaTEPHAIIOB
PyxoBoacteo MCO 35 Ceptudukariys 3TaloHHbIX MaTepuaioB. OOIIMe U CTATUCTUICCKHUE TPUHIIUATIBI
PyxoBoacteo NICO/MOK 43-1 IIpoBepka KOMIETEHTHOCTH ITyTeM MEXKIa0OpaTopHbIX cpaBHeHWH. Yacth 1.
Pa3paboTka 1 mprIMEHEHHE MPOrpamMM MPOBEPOK KOMIIETEHTHOCTH J1ab0paTopwit
PykoBonctBo MCO/MOK 43-2 IIpoBepka KOMIIETEHTHOCTH ITyTeM MEXIa00paTOpHBIX cpaBHeHHi. YacTth 2.
Br160p 1 HCTIONBE30BaHUE MPOrpaMM POBEPKH KOMIIETEHTHOCTH OpTaHaMH 110 aKKPEIUTAIIAH JJA00paToprit
PykoBoncteo MCO/MOK 58—93 CucteMbl akKpeIMTaIMi KATHMOPOBOYHBIX M WCHBITATENFHBIX J1a00paToOpHil.
Oomwe TpeOoBaHMs K (DYHKIIFIOHHPOBAHKIO U MPH3HAHUIO
PyxoBonctBo UCO/M3OK 65 O6mue TpeGoBaHWS K OpraHaM, MPUMEHSIONIMM CHCTEMBI CepPTU(UKAINN
TIPOTYKITHA
PykoBoicTBO 1O BBIpaXKEHHUIO HEOMpeAeNieHHOCTH m3MepeHuit, m3pannoe MBBM, MOK, M®JI0, UCO,
MCTIIX, MCTTI® u MO3M.
Wudopmanms u [AOKYMEHTHI II0 aKkKpemuranuu Jjaboparopuii Haxomiares B ILAC  (MexayHapomaHoe
COTPYJIHUUYECTBO 0 aKKPEITUTAIIH JTab0paToOpHii),
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YK 658.562.64:006.354 OKC 03.120.10 T51 OKCTY 0025

KitroueBble cioBa: UCTIBITaTENIbHAS TA0OPATOPHS, KATHOPOBKA, aKKPEUTAIIHS TA00PATOPUH, CUCTEMA
KauecTBa, IEPCOHA, TIPOCIICKUBAEMOCTh, OTOOP 00Pa3IIoB.

< Penaxrop P. C. @edoposa

* Texunueckuii penaxrop H.C. I puwanosa
Koppexrop B.C. Yepnas KommbrotepHas
Bepctka B. U. [ puwyenko

W3, man. Ne 02354 ot 14.07.2000. Cnano B HaOop 16.08.2000. Tloanucano B neyats 24.08.2000. Ve meu. 1. 3,26.
Yu.-u3g. 1. 3,15. Tupax 507 k3. C 5714. 3ak. 753.

HUIIK UznarenscTtBo cranaapro, 107076, Mocksa, Konoaesnslit nep., 14.
Ha6pano B U3natenscree na [I9BM
Ounuan UIIK U3patensctBo cranaaproB — Tuil. "MockoBckuit neuatnuk”, 103062, Mocksa, JIsnuH nep., 6.
Ilnp Ne 080102
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