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HAUMOHANBHBIA CTAHOAPT POCCMWCKOW O®EOEPALMWMKN

TexHoNOrMM NAGOPATOPHEIE KNAHWYSCHWE

KOHTPONb KAYECTBA KNUHWYECKWUX NABOPATOPHBIX MCCNEQOBAHMA
YaecTe 2

MNpamsuna npoBageHMs BHYTPUNAGOPaTOPHOrD KOMTHONA KAYECTEA KONMYECTERHHLIX METOAOR
KNHMHAYECKMX NaGopaTopHLIX HCCNeA0BAHMA C HENONLIOBAHHEM KOHTRONLHLIX MaTepHanos

Clinecal laboratory technologles. Quality control of clinical laboratory teats. Part 2. Rules for intra-taboratory quality
control of quantitetive methods of clinical laboratory tests using control materials

Dara epenexHa — 201 0—01—01

1 O6nacTb NpUMEHEHWA

HacToAwwiA cTangapT ycTasaanueaeT obwme TpefoBaHMA K NPoBEOSHKK BHYTPUNAG0paTopHOND KoMHT-
PONA KAYECTES KONWYECTRESHHBIX MCCNBROBAHHA, BeINCNHABMBIX B KNHHAUKS-0HATHOCT HYeckME NaBopaToprax,
Oprasuaayuay 30pasooXpaHeHHA, B COCTARE KOTOPLIX OSACTEYIOT YEa3aHHse NadopaTopHi.

HactoAwwiA cradgapT npegHasHadqes gnA NPYMEHeHHA BCBMM OPraHWIaUMAMK, YYUPeHOEHHAMK W
NPEANPUATHAMA, 3 TAKHEe HHOMBWAYATNEHE MW NPEANPHHMMATENAMK, DEATENEHOCTE KOTODbIX CBR3IAHA C OKa-
IAHMEM MELHUUMHCKDR NOMOLWK rpaxaanam PoccHACKDR Denepalan.

2 HopMaTHBHbIE CChINKH

B HacToRWEM CTAHOAPTE WCNONLIOBEAHE HOPMaTHEHBIE CCRUNEM HA CNegyIoWHWe CTaHOapTR:

MOCT P MCO 56725-1—2002 TouyHooTe (MPpEBMNABHOCTE W NPELWIMOHHOCTE) METOOOR W ey NLTATOR
HamepeHui. HacTe 1. OCHOBHBIE NONOHEHWA K ONDeOenaHHs

MOCT P WMCO 5725-3—2002 To4HOCTE (NpEBWNEHOCTE M NPELWIMOHHOCTE) METOL0R M PEIYNLTATOR
Hamependia. YacTe 3. NMpoMesyToYHBIE NOKAIATENY NPEUHIMOHHOCTH CTAHOADTHOD METOOA HIMEDEHHA

MOCT P MCO 151882006 NabopaToply MeguuWHCEMe. HYacTHee TpeboBaHka K KadecTey M KomMna-
TEHTHOCTH

MOCT P MCOIMBK 17025—2006 O6wMe TpeboBaHKA K KOMNSTEHTHOCTH MCNETATENEHBIX W KANWGRo-
BOYHEX NaGopaTopri

MOCT P UCO 17511—2006 Magenya meavunHcEne QNA OHarHoCTHER in vitro. ViamepeHne BenWqHH B
npobax Buonorv4eckore NpoucxoxoeHus. MeTponorndeckan npocnesyBasMocTe AHAYEHWH, NPUNMCAHHBIX
KANWGpaToOpamM W KOHTPONEHEIM MaTEpUanam

MOCT P 52361—2005 KouTponke 0BbeKTa aHanvTeYeckdi. TepMiHbl 1 onpegenaH9a

MOCT P 53079 2—2008 TexHonorvd nabopaTopHele KnuHuseckkwe. ObecneyeHWe KaYecTBa KNWHIA-
Yecxkux NabopaTopHbl HCCNeNoBaHKA. YacTe 2. PyKOBOAOCTEO NO K3YBCTEY WCCNEQOBAHKE B KNWHWUKD-0Kar-
HOCTW4ECKoR naboparopuK. THNoEaA MOdens

FMOCT P 53133.3—2008 Texwonoruw nabopaTopHee KMUHMHEcKWe. KoHTpoNs KaYecTBa KNMHHYECKHX
NagopaTopHslX HCCNegoBadwi. MacTe 3. OnWcadWe MaTepuancs OnA KOHTPONA KaYecTES KNWHWYEeCHHX
NaGopaTopHBIX MCCNedoBaHKI

n pPAMEBEHYHEHHE — Mp NONBI0BEEHWNA HACTOALLMM CTEHOBPTOM LIE'J'IE'E‘.'G-DE-FIE.!HI:I NEOESpATE JEACTEHE CoBIMON-
HbiX CTAHZAPTOE B WHEOPMAYWHOHHOW CHCTEME ofers NoNb30BAEHWA — HA opHUHANEHOM CaATe DelepaneHOrs arexT-
CTES N0 TEXHWHECKOMY DEMYNADEAHAKD E METDONGIAHM B CETH HHT-E'FIHE-T MW N0 eEBrofHo WijasaeMomy yEkaiateno «Ha-

Wapanue odMUHaANEH o8
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UMOHAMNEHRIE CTAHOAPTE S, KOTODE A IJFI!,'EJ'IH KOBAH N0 COCTOAHMI HE 1 AHEAPA TekYLEr rofga, 4 no COOTEETOTE YD M
BEEMECAYHD HAJaEaEMBM HH¢IDPMEI.|HDH Held YRa3aTenqas, ﬂl'l-'glﬁﬂMEI:IBEIIHbIM B TEKYWSM rogy. Ecnw coelnoMHLIR CTAH-
08pT EMaHEH (MIMEHEH ), TC NPH NONEICEAHUNA HACTOALW MM CTAHOAPTOM CAEQYeT DYKOEOOCTEOBATECA SAMSHAIDLIUM (W3-
MEHEHHEM ) CTAHOSPTOM. Ecns coulnoMHsRA CTAHAEQRT STMEHEH fE% AEMEHL], TO NONOEEHWE, B EOTOPROM JAaHA CChiNEa Ha
HEMD, NPAMEHASTCA B MECTH, HE JATPAEMMEBSDLWER 3TY Cobl NEY.

3 TepMMHbI W ONpedeneHHA

B HACTOALLEM CTAHAAPRTE NPMMEHEHE CNeAyIoWMe TEPMUHE! © COOTESTCTBYIDWMMIA ONpaaenaHHaAMM:
3.1

aHanKT (analyte). KoMNOHeHT, NPEOCTIAENEHHEN B HAHMEHOBAHWA MIMEDAEMON BENWIHHE .
[FOCT P MCO 17511—2008, nyHkT 3.2]

NMpumewanwe—BrOCT P 52361, craten 17, NpuEegEH0 CREAYHOWER ONPEQeNEHMe 3TOMD TEpMARE: 4 KomMno-
HEHT. MEKOMLIH WNW onpegensessid B npobe B2WecTEE WNK MaTepEana 00LeNTa BHANUTHYACHOID KOHTPOMAS.

MPHMEP — B HaumeHodaHuU SenuYUHLl sMacca Genka & 24-wacoaold moyver sfencks AEnNAemMCA GHAMU-
mom. B HEUMEHOSAHLY BEAUYUHE TRKONUYECTA0 SELECTAA SMMKOIL & MTAMEY ¢2M0K0I8s RENASMCA aHAMU-
mous. B ofoux cnyvanyx aca hpasa npedecmaanaem cofold usMepAeM Y SENUYLHY.

MPHMEP — B HauMeHO88HUL BEAUYUHE! *K8MaAUMUYeckan KOHYERMpayus uiohepmenma 1 nakmam-de-
sudpogeraskl @ NAaiMes susopeprenm 1 naxmamdesudposenainiy AAAABMER ananumon. Bee anipanerdue ofo-
ZHAYAEN UIMEDREMYH 8BMUYUHY).

3.2 amanuThvecksid atan (analytical period, analytical phase): CoBokynHOCTE OEACTEMA B COOTBET-
CTBMM C YCTAHORMEHHBIM W ONUCAHHBIM NPOLSCCoM NpoeegeHHa naboparopHors aHanyaa npob nayMeHToR U
KOHTROMBHLIX MaTEpUaNos.

Mpumewas e — Javdsil aten nafopatopHoro MCCNEgOBEHWA IEEPWAESTCA NONYHEHHEM PEIYNETATE WIMEe-
PEHHA.

3.3 ananuTryeckan cepwd (analytical run): COBOKYNHOCTL WIMEDEHUE AHANWTA, BRINONHEHHLIX B
OOHWK 1 TEX e yenoewax 0ea nepeHacTpoiky W KannGpoBKK aHanvTHYEcKoON CHCTEMEL. NPH KOTOPEIX Xapak-
TEPUCTHEN SHANMTHYECKON CHCTEME! OCTAKTCA CTabMNBHBIMK,

Mpumeswas e — NpoaonHETENEHOCTE BHANMTHYECROA CEDWM (N0 YHCNY HIMEPEHWA) ONPROENAETCR PEROMEH-

nayHAMA WIroToBMTENEM CEEACTE WIMepaHHA, YCNOEH AK JaHHOR IIE'EBFIBTIJFIIIH. PENIJME'HJ:I}'EM-EH MEECHM 3MEHEA Npo-
OOMHEWTENEHOCTE BHENWTHYSCKOA CapHd NO BRPEMEHR — 244 {ﬁe: NepeHacTpoREN 1 KEJ‘IM&FIL“EIZM:I.

3.4 amanuThveckan cucrema (analytical run): CoeoxynHocTe npubopoB (BKMOYAA NPOrpaMMHo
ofecnevyenre), kanubpaTopoR, PEAreHTOR M PACKOAHLIX MATEPHANDE, HEoBXOOMMENX ANA BRINCAHEHWA HIMa-
pPEHWUA SHANKTA.

35

JHavaHue (BennYuHBl) [value (of guantity)]: YucnoBoe BepaKeHWE BENHYHHE, O0BIMHD B BHOE HEKD-
TOPOro YHCNA W 80MHWLE WAMEDEHMA,
[[1], cTates 1.18]

NMpumeuasuwa

1 3HaueHwe BeNAYHHE MOXeT BETE NONOHHTENEHEM, DTRHUSTENEHEIM, PEBHEIM HYNH.

2 3HaueHWE BENWYMHE MOxeT BelpakaTecs Sonee ved ognus cnocobos.

3 3HauveHwA BENWYMH C PAIMEPHOCTEH BAMHWLE 00LIMHO BHPEXAINTCA OTENEYEHH BMW SHCNEMM,

4 AHAMEHWE, KOTOPOE HE MOKET ObiTe BRIPEWEHD B BRIE YHCNE W S0RHWUE HAMBDSHWA, MOKET GHTe BRHPEHEHD NYTEM
DTHECEHHA K YCNOBHOR ONOPHOR WHANE HIMEPEHHA, MK CCBUNKDA HE METOQHEY HEsMepedna, une oBoume cnocoBasu.

3.6

HimepAemMan senuyHia (mesurand). KoHEpeETHaA BEMNWYHMHA, ABMAKIWAACA 00 bEKTOM HIMEDEHHA.
[[1], crater 2.6]

3.7 mecnegosadmne (examination): Homnnesc onepauli, peayneTarTomM KOTODEIX ABNAETCA ONpagens-
HHME SHAYESHIAA BENWYWHEL WINW XADaKTepMCTHEM 88 CBONCTR.

2
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38

HCTHHHO® IHAYSHKE (BenWYHMHE) [true value (of a guantity)]: 3HaveHue, a0eKEATHOES ONPEOENEHWD
OAHHOW EOHEDETHOR BEnNHYMHE.
[[1], crates 1.19]

MpumeuwaHuws

1 370 aHEYEHWE, KOTOPDE MOKET BuiTe NOAYYEHD NYTEM WASANEHOTD HIMEREHHA.

2 MoTHHHBE SHEYEHWA NO CEOER NDWPOAE HEONpE Qe NHME.,

3 B WHOCTPaHH b AIBIKEX C MOHATHEM $HCTHHHOS IHAYEHHE R MCNONL3Y0 T, KAK NPEEMND, HECNPaLENBHHER BRTHE-
n« (a, une, gin, unj, 8 He onpegenedHuie (the, la, der, al), Tak €8x MoxeT BLTE HECKONBED ZHEYMEHWR, COOTEETCTEYSLL WX
onpeaeneHnd OAHHOA EOHKPETHOA BENHYHHE.

39

kanuBpaTtop (calibrator), [kanuGpoBovHLIA Matepran (calibrator material)]: CrasgapTHeid obpa-
B, YACNOBOE IHAYEHHE KOTODOMD MCNONBIYETCA KAk HE3ABHMCHMAR NEPEMEHHAR B KANWBPOBOYHOR dyHHK-
LM,

[FOCT P MCO 175112008, nymeT 3.7]

3.10

kanuBpoeka (calibration): CoBOKyNHOCTE ONEPALWA YCTAHABNMBIIOWMY B 3a0aHHBIX YCIOBWAK COOT-
HOLEHMA BMEMAY IHAYEHWAMK BENWYMH, NOKE33aHHBIX CRPEACTEOM WAMEDEHWA MMM H3MEBDWTENEHOR CHCTe-
MOA W 3HAYEHUEMW, NPEACTABNEHHLIMKM MATEDHANBHONR Mepoll WNKM  CTaHdapTHeM  O0pasuoMm, o
COOTESTCTEYIOLMMA IHAYEHWAMK, BOCTIPOMIBO0MMEIMA ATANOHAMM.

[[1], cTaTen 6.11]

3.11 KoHTpOnbHBIA MaTepuan (control material): OgQHOPOOHEIR MATEDHAN YENOBSWYSCKOrD WK
HMUBOTHOMD NPOMCXOMOBHKA WK WCKYCCTREHHEIA MaTepHan, NpUEBNMEaIoWXACA, HACKDNEKD 3T0 BOIMOMHO,
no caodM Hanbonee cyWEcTBeMHEIM CEOWCTEAM K WCCnegyemonmy Guonordyeckony marepuany npobe w
NPEqHAIHAYEHHBIR GNA OUSHKW KEAYSCTES MAMEDEHWA aHANWTOR B Npobax NALWEHTOR, BRINONHASMEX B K-
HHMKO=0HATHOCTHYECKMX NabopaTopHax MEeJULUMHCKKE OpraH1aaLMi.

Mpuumevadde — TepMus aROHTRONEHEA MATEPWAN MOXeT BsiTh HCNGNE308AH ONA MATEPHAENDE, PEANWAYH-
WHE HOMWHANEHEIE CBORCTER, HANPUMER YEET.

32

MaTpuua (MaTepuanbHoR cucTemed) [matrix (of a material system)]: CoBOKYNHOCTE KOMNOHEHTOD
MATEPWANEHONA CHCTEME! 38 HCENIOYEHWEM AHANKTA.
[FOCT P MCO 15184—2007, nyHeT 3.3]

Mpumeaadwe—BrOCT P 52361, nyrere 40 npueegedo cnefyoies oNpeaeneHne QaHHOMD TepuuHa: sKom-
MOHEHT WNW COBOEYNHOCTE KOMNOHEHTOR, 08pASYIOLIME OBHHDE BELSCTEO WNM METEpHAN ofueKTa BHANUTHYECKOMD HOH-
TROMA W ABNAKLWWECH B0 OCHOBO .

313

MBTOOMKa waMmepeHA (Mmeasureament procedura). CoBoKYNHOCTE KOHKDETHD ONKWCAHHED ONEPaLWA,
MCONBE3YEMEX NDW BEINONHEHAK KOHKDETHED WAMEPEHUE B COOTEETCTEHK C DaHHLIM METOO0M.
[[1], cTaTea 2.5]

NMpuimewaHus

1 MeTtop wamepesuwn, Byny«sy onvced B ofwem BUOES, HE HMEET 380aHHEE HHCNOELIX XADELTSHHCTHE BHNOMHEHMA.
NaHHe® meTog moweT BeTe 0CHOBOR 0OQHORA MNKH HECHDNBEKMX METOOME HAMEPEHNR, KEHAEA M3 LOTOPEIX MMEET NEHCYLHE
Sl YHCNOBEE SHAYSHWA XEPAETERHCTHE BRINONHEHKA.

2 MamepuTenssyH npoyeaypy ofbYHD 3BNHCEIEANT 8 A0KYMEHT, KOTOpRA WHOrOa HasseaeTcA «MeToan=a name-
pEHKRAR W ofys0 QOCTETOMHO A8TaneHo ofecneqseasT WHpopMaydeR ONEPaTORE, BEINCNHAKWED waMepeHus, Ges
NPHENEYEHKA DONOAHWTENEHOR WH(OpMaL KA.
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3.14

HEONPageneHHOCTE HaMepeHKuA (uncertainty of measurement): MNapaMeTp peaynNsTaTa HIMEREHHA,
XAPAKTEDHIYIOWMA OUCNEPCHI0 SHAYEHWA, KOTOPEE MOMYT ObiTh ODOCHOBAHHO NDHUNWCAHE WAMBDASMOA
BENHUMHE.

[[1]. cTatea 3.9]

NMpumevanunn

1 B zevecTee NnEpEMeTpa MomeT OwlTe, HANpUMED, CPBAHEKBANDATHMECHOE OTKNOHEHME (MNKW KDATHOE BMY) WK
NONOBEWHE WHTEPEANA C 380AHHLIM YPOBHEM OOBERUTENEHOA BEPOATHOCTH.

Z HeonpegeneHsocTe MEMEPEHAA, B ofwem snae. BENKYEaT 8 ceBA MHOMECTED COCTABMAK WMWY, HEL0TOpLIE KA
HWx MOryT BeiTh OYEHEHE N0 CTATHCTHWYSCKOMY PACNPEOEN8HWN PE3YNETATOR PROE HAMEPEHMR W OXAPBEKTEDM30EEHE!
SHCNENHMEHTANLHEIMA CR8SHEKEINPATHMECKMMU OTENOHEHHAMA. [ipYrie COCTARNAMDILME, KOTODREE MOMYT s Te oxapak-
TEPWIOEAHE CRBOHEKBAIDATHHECKHMA OTENOHEHWAMK, CUSHWBAEMKTCA NO NPEANONATAEMEM PACNPELENEHUAM BEPOAT-
HOCTEA, OCHOBAHHEX HE ONBITE HIW OPpYrod WHCODMALWK.

3 3pece NOHMMAABTCA, 4TO PE3YNETAT HAMEDEHWA AENFETOA HAWMYHW A DEEHEOR 3HEMEHWA HAMEDASMORA BENWHR-
HEl, B BOE COCTABNAKILWE HEONPEOBNEHHOCTH, BENIOYERA M TE, KOTODLIE BOIHWKAKT WI-38 CUCTEMATHYSCKHX adhexTos,
TEKWY EBE COCTARNAKLYME, CEAIAHHLIE © BHECEHMEM NONPABOK W MCXOOHEMM 3TANOHAMA, BHOCAT CEOA BKNAM, B pas-
Gpoc ([2], nyreT 2.2 .4 w npunosed«e O)

315 onepaTHEHLIA KOWTPONL KadecTea (operative quality control) BeinonHeHWs NOBCSOHE BHE
(eMeCEpMAHEX) NPOUEOYD BMYTPHNAGOopaTOPHOro KOMTPONA KAYECTEA © WCMONBI0BAMMEM HOHTPOMEMEDX
MAaTepHanoe.

316

NOBETOPAEMOCTL (Pe3ynNLTATA NPOBEPHA), CXOAMMOCTE (repeatability): MpeuraMoHHOCTE B YCno-
BHUAX MOBTODASMOCTH.
[FOCT P 50779.10—2000, ctaten 3.15]

KNy

YCROBMA NoBTopAeMocTH (repeatability conditions): ¥cnoBuA, NpW KOTOPEE HEIABMCUMEIR PEIYITE-
TaTel NPOBEPKA NONYYEHEl COHWM METOGOM HE KOBHTHWYHBIX HCNBITATENRHEE 0GpasUax, B oaHol nabopato-
pUH, OO0HWM ONBPATOPOM, C WMCNONB30BaHMEM OOWHAKCBOrD ODOPYOOBAHMA W 33 KOPOTEMA WHTepean
BREMEHHA.

[FOCT P MCO 50779.10—2000, craten 3.16]

3.18

NPpUHATOS® CNopHoe JHavenwWe (accepted reference value) 3Ha4eHWE, KOTOPOE MOMET CNYHHTE B
KAYECTEE COMMacoBaHHOND ANA CRABHEHHA W NOMYYEHD KAk

a) TeOpeTMYEBCKOE WNK YCTAHOBNEHHOE JHAYeHWe, DaIMDYOWBEcA Ha HAYYHEIX NDUHLMNAX;

bl npUNWcaHHoe MNY ATTECTORAHHOS IHA4YEHHE, GAIUPYIOLLEECcA HA AKCNEPHUMEHTANEHEX padoTax
KaKDA-NHUE0 HALMOHANEHOR WK MENAYHAPOOHON OPraHnIaLMM;

C) COrMacoBaHHOe UMK ATTECTOBAHHOE AHaYe s, GasMpyILEECA Ha COBMBCTHEIN JKCMEDUMEHTA -
Hedx palBoTax nogd pYKCBOOCTEOM HAYHHONR MK MHHEHEPHOR Mpynnkl;

d) MaTEMaTUYECKDE OMUIAHWE MAMEDREMON XADAKTEPHUCTHEN, TO BCTE CPEOHEE IHAYEHWE 3a0aHHOR
COBOKYTIHOCTH PEIYNETATOR MIMEDEHHA — NULE B CIYy4Yas, KOrga Nepedyucnaqiy a). b) v ©) HegocTynHe.

[FOCT P UCO 5725-1—2002, nywxT 3.5]

3.19

npaBMnLHOCTL (rueness). CTeneMs GNWIOCTH CPEOHEND 3HaAYEHHA, NONYHEHHOID Ha OCHOBAaHHM
GoneWol CEpUY PE3YNBETATOR WAMEDEHWA (UMK PEIYNETATOR MCNBITAHWA), K NPUHATOMY CROPHOMY IHaYE-
Ik,

n pHMEasaHMNe— MNoxazarensam MNpaBEMNEHOCTH ofBIMHO ABNASTCR SHAMEHHE CHCTEMATHYECKDR MOrpEL HOCTH.

[FOCT P MCO 5725-1—2002, nyHKT 3.7]
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320 npafensHO AONYCKAGMLIG IHAYEHWA NAPAKTEPMCTHE norpawHocTed (limiting permissible
maximum value of errors characteristics): Kpalisue aHayeHua NOMPELWHOCTER, JONYCKASMBIE HODMaTHBHEIMK
QOEYMEHTAMKA ONA PEIYNETATA MIMEDEHWA AHANMTA B KOHTPONBHBIX MATEPWANEXK.

321

NPeUHINOHHOCTE (precision): CTeneHe BNUIoCTH ApYT K OpYTY HE3aBMCHMBEX DEIYNETATOR HAMEDE-
HHIA, NONYYEHHEK B KOHKPETHEL PEMAMEHTUDOBAHHBIX YCNOBHAK.
[FOCT P MCO 5725 1—2002, nyueT 3.12]

NMpumevaHuws

1 MpEUKEHOHHOCTE 3ABHCHT TENSKD OT CRYHERHEE NOTPEWHOCTER W HE MMEET OTHOLWEHWA K HCTHHHOMY MW yoTa-
HOBNEHHOMY SHAYSHHE HIMERASMOA BENHIHHEI,

2 Mepy Npey#3noHHOCTH o6 YHO BHIpAMAT B TEPMHHAX HETONHOCTH M BEYMUCARKT KaK CTAHGAPTHOS OTEAOHE-
HHE PE3YNETATOR HIMEPEHAR. MeHsWas NPEUMIHoHHEOCTE COOTRETCTEYET BONsILamy CTAHAAPTHOMY OTHNOHEHKH.

3 HezEBWCHMEE Pe3yNeTATH WIMEPSHHA (AW MCNETAHWA] — pEIyNETATE, NonyYeHHse cnocofom, HE HOTOpRIA
HE DEB3HEIET BIHAHME NPEQWSCTEYIWMA PEIYNETAT, NONYHEHHEE NPW UCNLITEHWAR TORD He CAMOND WaK nogobrore ofs-
ekTa. KONWsecTESHHEE JHEYEHWA MER NPEURZHOHHOCTH CYLYSCTEEHHO JABMCAT OT PEIMAMEHTHROBEHHEIX yenoaxd. Kpai-
HHME CNYHEAMA COBORYNHOCTEA TEKHE YONOEXA ABNAKITCA YONOSWA NOBTOPAEMOCTH W YCNOBHA BOCNPOMISOLHMOCTH.

322

NpOMEXyTOYHAA NpeLMIMoOHHOCTE (intermediate precision): XapakTepuayeT BApHALMIO PEAYNETA-
TOR, HaONOOA0WYKCA MNEK HIMeHEHRMA OOHOMD WM Gonee akTopos, TakMx K3k BpemMA, oBopya0BaHHE WK
onepaTop B npegenax oaHol nabopaTopui.

[FOCT P MCO 5T25-1—2002, ctatea 3.12]

Mpamedadse— BoonporisonMMocTs (reproducibility), XBpEKTEPHIYWYH NPELHIAOHHOCTE HIMEDEHHRA, Bul-
NONHEHHEIY B HEOOWHEEDEE X YCNOBUAK, TO 80T B pazHex naGopaTopunx, pPAINHUHEMK DNEPATORAMA, G HENONEI0EAHWEM
PESNMYHED BHANWTHHECENN CHCTEM (BXNOMERA PAINWHHYH KBNAGPOBLY, PAINHYHEIS NBPTHM DEEMEHTOE]), 4aCTo ofoaHavanT
K3k MeXNalopaTopHY NPELMIHOHHOCTE.

323

cny4YaHan norpelwHocTs (random eror) PazHocTe Meway PesynsTaToM WIMepedud W CoegHMmM
IHAHEHWEM MHOTCKPATHBIX MIMEDEHUA OOHOM W TOH ME NIMEDABMON BENHYKMHE, BHNONHEHHEIX B YCNOBHAK
CHOAMMOCTH,

[[1], craten 3.13]

3.24

CHCTEMATHYSCHAR NOrpeWHoCTL (bias): PaiHocTs Moy MaTemMaTHYSck MM OHMOAHHEM DEIYNETA-
TOR WIMEDEHWA M HCTHHHER (ANW B 870 OTCYTCTBAN — NPUHATLIM ONOPHBIA) SHAYEHEEM.
[FOCT P MCO 5725-1—2002, ctaten 3.8]

MpumewaHwa

1 BOnbWOe CHCTEMATHMECKOE OTEMNOHEHHE OT NPWHATOND ONOPHOTD 3HAMBHWA HAXOOWT CEO0S OTpaMEHHEe B Bons-
WOM IHAYEHHM CHCTEMATHYECEOR NOTPEWHOCTH,

2 OnpegensHse TepMm@EHE sbiaas, copepwaweacAa s FOCT P MCO 5725-1, cTateA 3.8 @ npumesasidin 1, pakTiuac-
EM COOTESTCTEYET NOHATHIY 4CHCTEMATUHECKAR NOTPELHOCTER (Bystematic error), nprsegedHsomy & [1], ctaten 314 Tep-
s ablas (of measuring Instrument)» & [1], cTaTes 5.25 onpegensd Kak #CMEWeHME (HENDABWMNEHOCTE CPEOCTEAE
MIMEDEHUA ] — CHCTEMATHYECEARA NOMPEWHOCTE B NOKE3AHUAK CPEOCTES HAMEPEHWA.

3 B auecTae COCTABMAMLMY CHCTEMAETHYECKOR NOMPeWHOCTH BEOBNAKDT HEWCKNKMEHHYID CHCTEMATHYSCKY
NOTPEWHICTE, GOCTABAAKLY Y CHCTEMATHYSCHON NErPEWHOCTY W3MepeHnd, 08YCNoBNEHHYID HECOBEPLISHCTEOM PEENN-
3AUHH NPUHATORD NPUHLKMNE WidepeHuld (TOCT P WCO 57251, noppaznen 3.10), norpeluHocTe TREAYWPOEEA NPHMEHAR-
MOro CRERCTEE HAMEpEHNE W gp.

4 Ecni MATEMATHMECKIE DEWAAHWE CHCTEMATWMECKDIA NOrPEWHOCTH WIBECTHO W NOCTORHHO, TO B PE3yNeTAT
H3IMEPEHHA BHOCAT NONPaBKY. 3Hak NoNpaBEM NPOTHECNONOXEH SHAKY NOMPEeLWHOCTA,

Korga cHECTeMATHHECKERA NOTReWHOCTE NPONOPLWOHENEHE AHAMEHHKD HEMEPASMOA BENHYHHE, TO QA HOKNHYEHWR
BAMAHMA CHCTEMATHYECKOR NOPEWHDCTH WMCNONLIYT NONPABOYMHEIA MHOKWTENE (MWCNOBOA  KO3gEMUMEHT —
correchon factor), 48 OTOPsIA YMHOMAKT HEWCNpEENEHHEIA peayneTaT [[1], cTaTtes 3.16].
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3.25

TOUYHOCTL (accuracy): CTensHs GnUIoCT PEIYNLTATE MIMEDEHWUA K NPUHATOMY ONOPHOMY 3HAYE-
HIARG.
[FOCT P MCO 5725-1—2002, cratea 3.6]

Mpuwmewadwe —TepMAH «TOMHOCTRY |, KOTOE OH OTHOCMTCH K CEQWM DE3YNLTATOE MEMEQEHHE [MCNBITAHWA),
BEMOYAET 8 cala COUSTAHWE CAYYARHEY COCTRANAMLEY W 0BWel CHCTEMaTHYECKOH NOTRELIHACTH.

4 BHyTpunabopaTopHbIi KOHTPONL B CMCTEME YNpaBNeHWA KaYecTEOM
KNUHWYECKHX NabopaTopHbIX MCCNEaoBaHWIA

4.1 Ofwme nonoxaHHA

4.1.1 HacToAwmiA cTamgapT paspabortal ANA HOpMaTHEHOND OBecneqeHus NoBCEOHERHB BHYTRUNA-
GopaTopHeX NPOLUESYP KOHTRONA KAYECTEA (ONepaTHEHOID KOHTPONA KAYeCTea ), HANDABNEHHEL HA BEIARNE-
HHE HBAOMYCTHMBLE CYYaRHLIX W CUCTEMATUYECKAY NOTPELHOCTER Ha AHANWTHYECHOM 3TaNe KNWHKYacKIAK
NabopaTopHelx WCCNEOOBAHKN, BRINOMNHASMEIX KOMWYECTEEHHBIMK METOAAMM C NOMOLBK KOHTDONEHEIX
MATEPHANDE.

4.1.2 KouTponke KAYSCTES AHANWTHYECKOND 3TANA KNMHWYSCKnK NabopaTopHex KCCNeaoBEaHWA ABNAST-
CH HEOTHEMMEMON YACTEID CHCTEMBl BIZUMOCEBAIAHHEIX MED N0 YNPABNEHWKD KAYECTROM KNHHWYECKMK nato-
pPATORHBIX MCCNEN0BAHMWA.

4.1.3 KoHTpONE KSYSCTES AHANMTHYSCKOMD 3TaNa KNMHWYeCKX NabopaTopHblx MCCNenoBaHWA CylacT-
BYET B JBYX BIAMMOOCNONHAOLWWY OopMax: BHyTRUNatopaTOpHOro KOHTDONA KE4YECTRa W BHELLHER OLEHKH
KaYECTBA.

4.1.4 KomnnescHys CUCTEMY HOHTPOMNA KEYSCTES KNHHWYeCKKY NatopaTopHex HCCNeqoBaH1i ocye-
CTENAKT NYyTEM:

= YCTAHOBNEHWA 8WHEY TPEOOBEaHWA K SHANWTHMHECKOMY KaY8CTRY KONWHECTBEHHBIX METON0E;

- GHECENHAHOND BRINOMNHEHUA NPOUEAYD BHYTRMNAGOPATOPHOND KOHTPONA KEHECTES © WCNONBIOBAHK-
EM KOHTPROMNbHBX MATERHAaNOE (oNepaTHBEHBIA KOHTPOMNL KAaYecTea);

= PErYMAPHOrD YY4acTHA B NPOTpaMMasx BHELLHER OLEHKH Ka4sacTea.

4.1.5 B vacToAlWem cTadgapTe npyMesaeHs enHee Tpebosarua K aHanuTHHackoMy KaYecTay Komu-
YECTBEHHEIX METOO0E MIMEDEHHA AHANWTOR B DHONOMMYECENX MHOKOCTAX (NprnoxeHne A),

MNpenensHbIe OONYCKEEMEIE JHAYEHHUA XAPaKTEDHCTHE NOTPELLHOCTER YCTAHOBNEHE! MyTEM IKCNERTHOMA
OLEHEN OAHHBIX M HAXCHOEHWA KOMNPOMKCCa MEXDY:

aj KNHHWYECKH 000CHOBaHMBIMI TREOOBaHUAMK K KAYECTRY NabopaTopHeX MCCNegosaHni;

) DAKTHYECKHMKA KADaKTBDNCTHEAMMK KAYECTEa, NOMY4EHHLIMK B PEIYNLTATE AeATENEHOCTH CHCTEMb
BHELHER OUEHEM KAYecTRa;

B8) cE@OeHHAMY O BUoNorMYeckol BapHaLMK KOMNOHEHTOR BRONorieackly wunokocTei [3],[4].

Mpumedasuns

1 PacueT enuenyeckd 0B0cHOBAHHEN OONYCTHMEX SHEMEHAR NOMPeWHOCTER Gun NPOMABENEH B COOTBETOTEMA C
peroMeHnaURAMA Esponencion padouel rpynnel opraH MZATOPOE BHELWHETD KOHTRONA KAYECTEE ENWHWYeCkH: nadopa-
TOpHEIX Hocnegosaxun [5].

2 MNpegens NOrPEWHOCTER, PACCUMTEHHEIE HA OCHOBE DaHHLX BHEWHEH OWBHEW KaYECTEA, OTPAMAIT PEANLHO
A0CTHIEEMEIR YPOBEHE TOMHOCTH B BonbwsHcTee NafopaToOpWA, KoNONB3IYHILLWY ADCTYNHLIE METOQE WCCMNEdoBaHHA
BHAMMTOE, PEATEHTH, NPHBODE.

4.2 OBuwMe NPUHUKWNE OPrAHWIaALKMK W NPOBEOOHKA BHYTpUNabopaTopHOro KOHTPONA
KAYECTEA B KMAHUKO-QWArHOCTHYECKHX NabopaTopuax

Hanw4se cucTessl BHYTRANAGORATORHOMD KOHTDONA KA4YECTEA ABMASTCA HEoDRKOMWMBIM YCMOBHEM
NOAYYEHKA QOCTOREDHOR AHANHMTHYSCKOW MHOIODMALFA.

MpoBepry HANWYUA CUCTEME BHYTPUNAGOPaTOPHOND KOHTPONA KE4ECTEE B KNWHHKO-0WarHOCTHHECKIK
nabopaTopUaAK OCYLLBCTENAKT TEPPMTODMANBHBIE OPraHsl YNPaBNeHUA 30paAB00XDAHEHNEM.

Oprannaaywa ¥ obecneyedre BHYTRUNAGOpaTOPHOND KOHTPONA KAYECTEE HONWYECTREEHHEX METOA0R

KNHHAYECKMY NabopaTopHelx WCCNEOoBaHHi ABNAKTCA O0RIAHHOCTLEID 3aBenyKWers NabopaTopren WM
COTPYOHWES, OTBETCTEEHHOTD 38 0DBCNEYEHHE KAYBCTREA WCCNeqoBaHKA.

G
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BryTpunabopatopkbli KOHTROMN: KEAYECTEA KNMHWYECKKY NaGopaTopHel MCCNBO0BAHWA BRNONHABTCA
COTRYOHAKAMM KEXA0RA KITKHWED-OMarHocTHYeCKoR nabopaTopul GNA NoAAepHadka cTabuNEHOCTH aHanUTH-
YECKOH CHCTEMBI.

BuyTpunaGopartopHeld KOHTPONE kadYecTea ofAlaTensd B OTHOWEHHM BCEX BMOOE KOMWYBCTBEHHBIX
HCCNeaoBaHKi, BLINONHASMBEE B NabopaTopyi, QNA KOTORLIX PAIPA0OTAHE KOHTPONEHEE MATEPUANE.

MpuMeEYEH®a— ECNAONA KONAYSCTEEHHOTD METOOE EOHTRONEHES METEDHANE HEQOCTYNHE, PEKDMEHTYETCH
WCNoNEIoEAHWE OpyrEx cnocofos KOHTPONA EAYEcTEE C WENONEI0BEHWEM NPof NaUHe HTOR: METOS OUEHKH BOCTPOMIBOLH-
MOCTH MIMEDEHUA SHANKWTE «No 4YGNHKATAM: 40 SESIHEBHEIM CPEAHKM: W OP.

MopAgok ¥ TEXHONOMMA NPOBEOEHAA BHYTPUNAGOPATOPHOND KOHTDONA KAYBCTEA WaMEepeHWn nadopa-
TOPHEIX NOKAIATENEA JOMKHEl BRINONHATECA B COOTERTCTEMM C HACTOALLMK CTAHOAPTOM.

PexomexayeTeA wcnonb3oeaHwe naGopatopueil KOMNEOTEPHLIX NPOTPAMM ONA BegEHHA BHyTpKnako-
PATORHOMD KOHTDONA KAYECTEA, PAIPeLLEHHEE K MCNONLIOEIHMID B YCTAHOBNEHHOM NOPRAKE B KNKHWED-0Mar-
HOCTH4ECKME NaGopaToprAx Poccuickon Pegepauii.

Mpumepsl PerMCTPALMOHHLIX (MOPM OMA BHECEHWA PEAYNLTATOR BHYTpUNabopaTopHOro KOHTpONA
KAYECTEE NPUBENEHE! B NPANOHEHKMAX K HACTOAWEMY CTAHAADTY:

a) perdcTpadroHHan dpopma « OueHKa NoOBTORAEMOCTH PEIYNETATOR MIMEDEHAY (NpunoweHne B);

G) pervcTpaduoruan hopma «PeayneTaTkl YCTAHOBOUHBIX CEDHA MAMEDEHMA NOKA3IATENA B KOHTRONL-
HEE MaTepuanaxs (npunowedne B,

B} mypHan «PervcTpayuy oThpakoBaHHBI Pe3yNLTATOR EHYTPMNAlopaTopHOro KONTPONA KaYyecTEas
(NpwnoxeHse ).

OTueThl 0 BRINOMHEHHK ONEepaTHEHOID KOHTPONA KAYECTEa A0MEHE OhopPMAATECR B BUOE KOHTPONBHEIX
¥apT (cornacHo 5.4.2.1), TaBnuy, xypHanos Ha SymMasHBIxX MNH ANeKTROHHLIX HOCUTENAY M apXHBXMDYIOTCA Ha
CPOK HE MeHee Tpex neT. Boe perdcTpauMoHHee diopMel W EyPHANE A0MHHE O6lTe Npe0CTaBNeqs B «Pyxo-
BOACTEE MO KAYECTBYH KNMHMKS-GWarHocTHHEcKoR nabopaTopuy B COOTEETCTEMKM C TREDoBaHWAMM, YCTaHoB-
nemHeimn g FOCT P 53079.2

5 MNpaewuna npoBeaeHWA BHYTpUNabopaTopHOro KOHTPONA KayecTea
KONMWYeCTBeHHbIX METOA0B KNWHWYECKUX NabopaTopHbIX HCCNenoBaHUA
C UCNOMNb3OBAHWEM KOHTPONBHLIX MAaTEPUANOE

5.1 KOHTpONEHbLI® MaTEpHankI

KoHTponsHelE MaTepuans GoN#Hs GsiTe aTTERCTOBAME, 3APETMCTRMPOBAHE M Pa3PeLUeHEl K MCNonsao=
BAHWIC B YCTAHOBNEHHOM MopAgke GeaspanbHbiM OpraHoM WCNoNHATENEHOR BNacTy B cihepe 3apapooxpas-
HEHWA,

B HacToswes cTaHdapTe pAcCMaTpHMEAT NPABMNE NPWMEHEHKA CNEOYVIOWMX KOHTPONEHEIX MaTEpKa-
nog:

- C aTTECTORAHHBIMM {IPMHATEIMM, ONOPHEIMK ] 3HAYSHUAMM KDHTRONMDYEMBIX SHANWTOR, KOTOPLIE A0MH-
Hbl MCNONEI0BATECA ANA CUEHKA NPELMIMOHHOCTH [BOCNDOM3BOOHMMOCTH ) MAMEDEHWA M PACHETA OTHOCHTENb-
HOMD CMELLEHHA [NPABMNBEHOCTA KAMEDEHKI) N0 PE3YNETATAM HAMEDEHWA AHANWTOR B YCTAHOBOYHOW CEPKH,

= ATTECTORAHHELE HE HAMWYME AHANWTA M AWANAZ0H 8ro IHaAYeHWiR (HOpMansHsIR, NATONOTHYBCKWMA), KOTo=
Pl AOTHHEI HCMONLA0BATECA ONA CUEHKA NPELHIKOHHOCTI (KOHTPONBHBE MATEpHaNs NPELHMIMOHHOCTH).

n pHMEYAHHE— IEl"FI-I:IEIII.'l WoCnenyeMeEX KOMNOHEHTOE 8 KOHTRONBHOM MaTEPHENS O0EHB COOTEETCTEOEETE
AHEYEHWAM NoKkazaTensd g HODMENEHOM W NETONGMAYSECKOM QUANa3F0HEX, 38 HOPMENEHEIA NDPWHAMBETCR OWANS30H 3HaME-
HHA ﬂEﬁDFIﬂTDFIHDI’D MOKAZETENA, COOTEETCTEYHWMA COCTOAHAD 300p0ELR ofcn BAYEMOND, 38 Naranord YeCkMih — gwana-
30H, GDE‘THE‘TGTB?IDILIMIR cocToAHKD BonesHW NaUWeHTa.

B MHCTpYHUMM (NacnopTe) K EoMTROMEHOMY marepuany o cooTeercremd ¢ FOCT P MCO 17025 w
MOCT P UCO 17511 aonuiil BbiTe yEa3aHk5!

ATTECTORAHHOE IHAYEHME AHANKUTA W NPEREN HECNPEOSNEeHHOCTH ATTECTOBAHHOND IHAYEHIMA aHANW=
Ta MK HANWHKME AHANKTAE M QMANAZ0H 8rs HIMEPEHWA, NEQEYEHE SHANKTOB K METOAL WX MCCNagoBaHua; MaT-
PHLE KOHTRONBEHOTD MATEQRWANA, YCNOBMA &8ro XPaHeHHA W CPOK MOOHOCTA W APYTHE XapakTepucTHrE (No
MOCT P 53133.3).

NMpumewaHus
1 [nA oAHorD W TOMD e NOLa3aTens B QOHYMEHTEE HE KOHTRONEHEIA MATERHAN MOKET BRTh YHAIEHD HECKONERD
IHEYEHWR OTOENEHD NO KEKOOMY METOAY WEIMEREHWA AW 4NA a=40H BHANWTHYSCKON CHCTEME.
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2 ATTECTOBAHHOS IHAMEHWE HOHTPONBHOMD MATEDWANE HENbIA UCMNGNEIOBATE B KEYSCTES CREAHSapHDMaTHISC-
HOro 3HAYSHWA (X)) ANA NOCTPOEHWA KOHTRONEHOR KA PTH.

5.2 Mcnonb3oBaHue KOHTPONBHLIX MATEPpHANDE

BHyTpunaBopaTopHelll KOHTPONE KAYBCTEE C WCNONEICBAHWEM EOHTPONBHEDX METEDHANCE QOMHEH
BRINOMHATECA B TEYEHWE OOCTATOYHO ANMTENEHOMD BREMEHN & HCNONEI0RAHWER OAHOID W TGO HE KOHTPONE-
HOMD MAaTapMana (oaHore NYNamora) — Ha NpoTAaHr He Mmedea 200 aHanvTHYecKMx Cepuid (AnA remaroe-
NOMMHBECKAY aHaNUaaTopos — He medes 40 cepuwi). KonwyecTao 3akynasmorg KOMTPONEHOro MaTepyana
JABMCHT OT CTAGMNBHOCTH, COOKA MOAHCCTH KOHTPONEHOMND MATEPHANA W YMCNa MCCNeaosaHKi, NogNesaLL
KOHTROMO B AaHHOA NagopaTopii.

MogroToBKa KOHTPONBHOND MATEPUANE K MCCNEOoBAHKKD M XPAHEHWE NOCNE NPMIOTOBMEHMA NPOBOOMT-
CR B COOTBETCTEMA © HHCTPYRLWER WarOTOBWTENA. [INA XPaHEHA 3aMOpOMEHHOT0 KOHTRONLMOTD MaTapWana
nps MuHyc 20 °C w Bonee Huakds TeMNEpaTypax pEKDMEHIVETCA HCNONLIOEaTE CNeUManesHese nabopaTtop-
HBlE MOPOIMNBHBIE KIMEDE.

KOHTRONBHEE MaTEPWANE ACMHHE MCCNENoBaTECA TAK ¥e, Kaxk Npobel NAUKEHTOR, TO BCTE B TEX e
AHANHTHYECKMX CEDMAX.

KoHTpONEHEIR MATERMAN HENBIA MCNONS3I0BATE B KAYSCTES KANKMODoBOYHOTD MaTepHana.

Mpw peroHCTEY LA NsodMnvaMpoBaHHei Gops ONA yWMEeHBLWEHWA SHAYEHKA NOTPELWHOCTA A03WDoRa-
HWA HEOBXOOMMO MCRONE30BATE OOHD W TO ME NOBEPEHHOS OOIHDYIOWee YCTPOACTAO (JONYCKABTCA MCNONE-
I0BEAHWE CTEENAHHOR NUNETEW Knacca A).

NMpuwmewas e — [Na SEOHOMHOMN HCNONEIDEIHWA PEKOHCTPYWPOBAHHOMD KOHTPONLHOTD METEPHENE GONYCHI-
BTCA PAINMTE COAEPHHMOE BNAK0HE HE anHkeoTe. Ofwes anvkeoT (He Medee 0.5 MUNNHOWTRE) QOMEEH NOMEIWETECA B
npofupEd uny hNaEoHE COOTEATCTEYMNULER BMECTUMOCTH © MEpMETHHEIMM KPG W KSMA. METERHAN, 13 KOTOROrD M3TOTOE-
neHs NPoSUPEK, He Qon#eH aQcopBupoBaTE KOMNOHEHTE KOHTRONEHOMD MATEPHanE (Kaney«A, ansByuH u gp.). Xpane-
HHE 3NWEEOT NPOBOARAT 8 COOTESTCTEMM © PEKOMEHABYMAMK WIraTOBMTENA.

5.3 CTraTMCTHYECKHE OCHORBLI OLEHKM NOMPelHOCTEH KONMYECTEEHHLIX METOOOR
HECCNeAOBAHWA C NPAMEHEHMEM KOHTPONLHLIX MaTEpManoR

CTamMCTUHECKOR OCHOBOW OUEHKM NONPELUHOCTER NpU BHYTpHMNaBopaTopHoM KOHTRONS KAYECTRS KOMK-
YBCTBEHHLIX METOR0B NaGopaTOPHLIX MCCNENDEAHHA ARNASTCA AOMYLEHAS O TOM, YTO HaCTOTHRIE pacnpene-
NEHWA PEIYNLTATOE MHOMOKDETHOMD MAMEDEHWA OOHOMD W TOMND ME KOHTPONBHOND MaTERHANS OQHHM 1 TEM ¥E
AHANATHHECKKM METOOO0M HMEIOT BUD HOPMANLHOMD pacnpedenedina. OnNA oueHEy Chy4afHex i CHCTEMaTiH-
YECKWX NOMPeLHoCTeN HIMEDEHHA HCNONLAYIOTCA CNEgYIOLWME CTATUCTUHECKKE XaPaKTepNCTEH:

- cpeAHeapUiMETHYBCKOE SHANEHHE X (CpeaHeapudMaETHIBCKDE)

IIEI

X,

¥o=int (1)
n

TAE X;— PEAYNBTAT -0 HIMEDEHUA U3 N BEINCIHEHHBIX;
f — YMECNO HIMEDEHUA;

I
3 % — cymMma peayreTATOB WIMEDEHNA Xy, Xg, .. , X,
=

- CpEQHERBANPaTHYECKDE DTRNOHEHUE 5

{2)

f —_—
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CpeaHeraagpaTHYeckos oTENoHe e 5 ¢ koadebuUudeHT BapHagkd CV CNysaT KapakTepucTHROR Chy-
YAWHBIX NOMPELUHOCTEN W MCNONBIYIOTCA ANA CUEHEM NOBTOPAEMOCTH K NDELNIKOHHOTTH HAMEDEHKI

CpegHeapudie THHECKDE JHAHYEHNE X HCNONLIYETCA NPH PACHETE CMELLEHWA B B YCTAHOBOMHOW CEpHIA
wamepenuid. Cuvewedne B onpegenAeTtcA GNM3ocTeld cpeiHeapwiMeTHYeckons IHAYeHUs pe3ynsTaToR
YCTAHOBOUHDA CEQUN HAMEPEHMA KOHTPONEHOID MaTepuana X K ATTECTOBAHHOMY IHa4eHM0 (A3) HamepRe-
MO BENWYAHE! (CM. 9.1} W MOMET GRTE BRIpaXEHo B aDcomoTHBX WHNW OTHOCKTENEHBIX BEnUYKHax. OTHOCK-
TENLHYK CHCTEMATHYECKYR NOTPEWHOCTE MW CMeeHe B paccyMTeiBAIOT No dopayne

B= "% Jo0%. (4)
A

B nonydeHHoM pedyneTaTe 0BAZaTENEHD YEAIRIBAMOT JHAK YACNA (d+s WNK a=n).

3.4 Nopapox npoBeaeHWA BHYTPHNAGopaTOPHOro KOHTPONA KAYecTEA

BriABNEHHE HEQONYCTHMBX CNYYAAHLIX NOMPeWHOCTER BRINONHAIOT NYTEM OLUEHEW NOBTOPAEMOCTH W
NPOMEKYTOHHOH NPEUWINOHHOCTI (Janee — NPeUMIUoHHOCTH) Pe3yNeTATOR HIMEPEHHA aHanHToR B KOH-
TPONEHOM MaTapHana (No peaynNsTaTaM yeTaHOBOYHOHR CRDMK KIMEDaHWA ), CUCTEMATHYSCKHN NOTPEWHOCTERE
€ MOMOLBKD OUEHKN OTHOCHTENEHOM CMEWaHUA. CUCTEMATHYECKOS BhINOMHEHUE NPOLEayp ONepaTueHoro
KOHTPONA Ka4eCcTEa NoIBONAET © NOMOLERD KOHTRONEHEIX NPEBAT M YCTAHOBNSHHEIX KOHTPONEHEX Npegencs
ONA KAMOOMD SHANWTA BEIABMTE HEOONYCTHMBIE NOMPEWHOCTH W nNpoBecTd paboTy No WX YCTDAHEHWIO
{cm. 541 m5.4.2).

MopAgok NpoBEOEHWA BHYTDMNAGoRaTopHOND KOHTRONA KaYecTEa ONA KAXO0H BenonHaemon 8 nabo-
PATOREMA EOMWYSCTBEHHOR METOOWKA MCCNEACBAHWA COCTONT M2 TPEX NOCNeA0BaTENBHEL CTALWEA:

Cragua 1 — oueHEa NOBTOPAEMOCTH PEIYNETATOR MAMEBDEHMA,

Cragua 2 — OUEHKA NPELMIKOHHOCTH W OTHOCHTENEHOID CMELLEHUA N0 DeIyNETATaM YCTaHoaoqHOR
CEPUMA HIMEDEHWR, NOCTPOEHWE KOHTPOMEHEX KAPT.

CragnA 3 — NposegeHise onepaTMEHOrD BHYTDMNaBopaToOpHOrD KOHTRONA KaYecTea.

Mpuumedadse— MNpegaapHTENEHYH JLEHKY NOBTORAEMOCTH, NMPELMIMOHHOCTE W OTHOCHTENEHOTD CMELLEHHA
(NpaEMnEHOCTH MaMepedui) nafopaTopHoro nokaaatend (1 4 2 cTRAWKA EHYTRpUNaBopaTOPHOrD KOHTPONA KAYSCTEA) Bki-
NOAHAKT NPK BHeOpeHud B pafioTy naboparopyy KaxgoA HOS0R MeToOHEM. B Cny48e BHECEHHA CYLECTESHHEY H3MEHE-
HUA B AHANKTHYSCHYID CHETEMY, B WMEHHO, NPUHLANG BHENWTHYACKOMD HaMepaHEA (Nnpudopoe, peakTueos, kansBpaTopoe,
TEXHOMOTWYECKOR NPOLEAYPEl W Op.) cTEGMKH 1 W 2 BHyTpunabopaTopHoro EOHTRONA KEYECTEE CNegyeT noaTopHTh. Mpu we-
NONBIOEEHAM KOHTPONEHOTD MATENWANS TOMD Wa MAMOTOEMTENA BERJEHWE HOBOMD NOTE TREGYET BRNONHEHUA TONBKD CTA-
oA 2 m 3.

MpykATEE 0G0IHAYSHWA B TEHCTE — PEIYNLTATH WaMEepeHUd NadopaTopHore NOKA3aTendA, nonyJas-
Mulg B nabopaTopuu, OLUSHKUBRDTCA NO aHAYSHWAM KoadPUUMEHTE BAPHALIMK W OTHOCHTENBHOND CAMELLLEHIKA,
B TEKCTE HACTOAWEND CTaHGapTa 000IHaAYaTCA CNeayow Mg CHMBONaMH:

CV,y — NOBTOPREMOCTE, MHOEKS «Wwr — within mnun (BHYTDH CEPAK];

ﬂ'v’m — NPEUHIROHHOCTE, COOTBRTCTEEHHD B 10 aHANKTHYBCKWE CapWAX,

rjvz,, — NPEUHIHOHHOCTE, COOTBETCTEEHHD B 20 aHaNKTUYBCKUE CapUAX;

By — OTHOCHTENBHOS CMEWEHNE (NPABWNEHOCTE), COOTERTCTEAHHD B 20 aHANHTHYECKUE CEPUAN.

Dopmy N pacuaTa {1—4) npuesgeHs Belile.

5.4.1 Cragua 1 — oueHKa NOBTOPASBMOCTH PEIYNLTATOR HAMEPBHWA®

Liens: npoeepka CoOTEETCTEMA NOSTOPABMOCTI DE3YNLTATOR MIMEPEHMA YCTAHOBMNEHHEIM HODMAM.

HMecnenyemeid MaTepyan: KoHTPONeHBIA MaTEpHan MnK Npoba NaUWeEHTa oo SHAYEHWEM aHANKTa B HOP-
MANBHOM AMANAIoHE.

NMocnegoeaTensHocTh BINOMHEHMA:

a) npoeecTi 10 HaMEpEHKA HA OOHOM M TOM ¥ MATEDWaNe B 0OHOR aHANMTHYECKON CEDHM;

G) pesynsTaTel MAMEDEHWA BHECTH B pErUcTpauuonHy dopry «DUsHKa NOBTOPAEMOCTH PEIYNETATOR
HamepeHHar {NpHNoxeHHe B);

&} no copMynam 1—3 PACCYATATE IHAYEHHE KOIHDMUUWEHTa BADHALIKK f?'h{,,:

* DLIE'H!'!,I’ NOBTORAEMOCTH PEHOMEHAYETCA BRINONHATE HE TONBKD NPW 3AMEHS L0MNOHEHTOE BHANW THYECKORA CHCTE-
Ml HO W NPA BHANHDZE NPWYMEE H8YO0ENeTEORUTENEHOA NReyHIMOHHOCTH DE3YNETETOE MCCNegOBaHWA aHANWTE.
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r} NPOBERHTE, YTO NOMYYEHHOE IHAYEHHE ﬂlnr'l, HE NPEBLILAET NoNoBMHE 3HaueHua OV, (npunoxe-
HHe A

CV, < 0,5 CVy, (6}

Ol ecnd asadaHue éVw npeesiwaet 0.5 CV, ;. HeoBxoaMMo BRIABMTE MCTOUHMEM HEZONYCTUMO Gone-
LAY CAYYEAHBIX NOTPEWHOCTENR W NPoBECTH paGOTY NO MX YCTPaHEHKKD. 3aTemM cnefyeT NoBToPUTE cTaguo 1

€} NpY COOTEETCTEHK NOBTOPABMOCTH YCTAHORNEHHBIM HODMAM NEPEXOAAT K CNESYILLENA CTA0MM.

54.2 CraguA 2 — OUEHEa NPELHWIMOHHOCTH M OTHOCHMTENLHOMND CMEWEeHWA NO pPea3ynbLTaTam
YETAHOBOUYHOW CEPHN MIMBPAHWH, NOCTPOBHWE KOHTRONLHLIX KapT

Lens: ouexka cOOTEETCTREMA IHAYEHHA KO3M W UMEHTa BADKUALIKK lf!'b"zn H OTHOCHTENBHOTD CMELLEHHA
.E'iz,:I YCTAHOBMEHHELIM HOPMaM.

Mcocnegyemblid MaTEpHaN: KOHTPONEHLIE MATERWANE! CaTTECTOBAHHEMK AHAHEHWAMK AaHANWTOER — ONA
OLEHEA 3HaYaMWi KoathuUManTa Baprualid G, W OTHOCHTENEHOMD CMEWEHHA Boy ) KOHTPONbHEIE MaTEDK-

ANkl NPELUAMOHHOCT — ANA OUEHKW 3HAYeHWA Koaduh MUMEHTa BApHMAaLAK EVM.

n PUHMEBEYMABHHNE — Bee HOHTRONbHEE MBTERMANE MOMNYT MCNONL30DBATECA B CTAOWH 3 anA nNpoBafeHH#Esa onepa-
THEHOTD EOHTRONA Ka4ecTea.

MocnenopaTensHOCTE BEINOMHEHHA
a) NpoBECTH HIMEDEHWE NOKAZATENA B 20 AHANMTHHECKMX CEPUAX, B KANO0H CEDUM N0 OOHOMY NIMEDe-
HMID OOHOBPEMEHHD B OBYX KOHTRONEHLX MATEpHaNax,

Mpuwmewadue—MNocne sunonsesua 10 aHannTiyeckas ceprid 13 10 nonyYeHHEYE DPEIYNETATOR WIMBDEH®:
ANA KEXL0M0 KOHTPONEHOM MATEPHENA CNEQYET PACCMMTATE SHBYEHHA GV, 1 By ; W CPABHKTE C NPENenEHO JONYCTHMEIMKH
IHAHEHWAMM, YHAIAHHEAMW B NPANOHEHEN A. ECNU NoNyMeHHEE IHEYEHHA Gy W Byp NPeBLIWEMNT AONYITHME S, CNE0YET

BEIABWTE MCTOUHMENR NOMPEWHOCTER U NpoBECTH paBoTy Mo WX YOTPAHEHMD. 3aTam cnegyeT NOETOPMT: NEDEYMCNEHWE &)
BCMH NONYYEHHEE SHEYSHMA HE NPEEBHLIANT YCTIHOBNEHHEIX HOPM, BEINONHART cnegyouse 10 aHannTHHecks: cepui.
¥HEaHHBIA pacseT no 10 HaMepeHHAM BHENWTE B KOHTROMEHER MATEPHENAY CNE0YET NPOBOAWTE ANA NPESBAPHTENEHOR
DUEHKNA NOMPEHOCTEA B YCTAHOBOMHORA C8 PMl WIMepaHnil (oM. Tadneuy 1)

Ta@nwuwuae 1— MNocnegopaTenbHOCTE NPOUENYE NDW BEEOEHWW EHYTpMNaGopaTOpHOND KOHTRONA KAYECTEE (YCTAHO-

BOMHEA CEQHA HAMBPEHKRA)

Hcna masiepe i o
Hapme roaan e npousay ped Wocnegyeme R ma repnan s CEpWA GRa EAxgan: PRGEH TR e
Pﬂ TP !I' EHP“I:! NOEAZATENN
MaTaEpWana
Cragma 1
OuyeHEE NOBTOPAEMOCTH W3- HoOHTPONBHEIA METERWAN WNH Npo- 1 10 cv,
MepeHni Ha nayweHTa
Cragwa 2
MNpegeapeTeneHan OueHKE| ATTECTOBAHHLE KOHTRONEHEIE 10 1 Byp
OTHOCHTENEHOND CMELEHWA MATEpMANE
MNpegeapeTentHEn  OUEHHE | KOHTPONBHEE MATEPHANS ONR Te- i0 1 CVyg
MpPELWIMOHHOCTH MAMEREHUA | KyLWETD EMeCepREHOTD KOHTPONRA
OEOHYETENEHAR OWEHKE OT-| ATTECTOBEHHLE KOHT RO EHEIE 20 1 By
HOCHMTENEHOND CMEBLYEHMA MATEpHANE
OEOHYETENEHAR OUEHES Npe- KoHTponbHEE MaTEpHans OnNa Te- 20 1 CWyy
UMINOHHOCTH WIMEBPEHAR EYLLETD EXEC8pMAHOND KOHTPONRA
MocTpoeHMe  KOHTPONbHOA| HKoHTpoONbHEE MATEPRANE ONA Te- 20 1 ¥. 5
KapTH EYLLETD EMECEPHAHOTD KOHTRONA

§) peayneTaTel BHECTH B PEMMCTRAUMOHHYI0 opMy «PeayneTatel YCTAHOBOYHED CEPHUA MIMEDEHNA
MNOKAZATENA B KOHTRONBHLIX MaTepManaxs (npunosedne )

10
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B} W3 NONYYEHHBE ANA KAKO0MD W3 KOHTRONBHBX MaTepwanoe 20 pesyneTATOR © WCTONBAOBAHHEM
hOpMYN 1—3 pACCYMTATE IHAYEHUA KOADPULMEHTA BADMALIMNA CVag M CPARHUTE B0 © NPERENEHD A0MYCTH-
MBI IHAYBHHNEM [MDHUNOKEHRE A

r} Bcnd NONyYeHHoSs JHAYSHNE évm NPEBBIWAST ONYCTUMOR, CHEOYET BeIABMTE MCTOYHWEM NOrpeil-
HOCTEW W NPOBECTA paboTy No Wy YyCTpaneHuo. 3aTem cnegyeT NoBTopUTE NEpedYucnequs aj, &), a);

O} BCNK AHAYEHAA KoaDQMUMEHTa BADKALMK lf:'l.-"z,:, HE NPEBLILLAINT YCTAHOBNEHHBIX HODM, CRegyeT
PACCYMTATE OTHOCHTENEHOE CMELLEHIE E:r:,c, ne opryne 4 W CPABHKWTE B0 ¢ NPEENEHD DONYCTHMEIM 3HAYE-
HueM B, (npunoxeHue A X

@) ECnd NoMYYEHHOS IHAYEHWE B4, NPEBLILAET AONYCTHMOE, CNEOyaT YCTAHOBHTE NPUYKMHY OTENOHE=
HUA W YCTPaHKTE 88, 3aTeM CNeayeT NoORTODHTE NEpedMcneHna aj, G), e}, ri;

) BCNM NONYYSHHOS FHAYSHWE EI_E,:, HE NpeBLIUaeT QONYCTHMOR, O8NaknT OKOHYaTeNbHbLIA BeBog O
BOIMOMHOCTH HCNONEI0BAHKMA pACCMATRHBAZMON METOAMEN ONA Uened naboparopHol QHarHOCTVEA W Nepe-
XOOAT K CNegyIoLLeny aTany — NOCTPOSHKMID KOHTPONBHEEE KAPT.

54.2.1 MNocTpoeHWE KOHTRONBHLIX KADT

BuinonueHWe 8 ctangud 2 oeaguaTti Mamepasiil NabopatopHoro NOKAIATENA B KOHTPONEHEL MaTEpKa-
Nax HAIHBAKT YCTAHOBOYHEMK CEDHAMM WIMEDEHWR, N0 PEIYNETATAM KOTOPEIX PACCUMTEIBANT CpegHea-

pHbMETHYECKOE IHAYEHAE X, CPEOHEKBANDATHYECKDE OTKNOHEHWE 5 1 KOHTPONEHBIE NPEOENE ANR KAHKL0M0
KOHTPONEHOND MaTepUana.

Llens: nocTpogire KOHTPONBHBIX KAPT.

MocnegoeaTensHoCTe BeINoIHEHWA:

- M2 nonyueHHs B YCTAHOBOYHOR cepuk 20 peayNsTaToR MaMEpaHIui ONPELENASMOro NoKAIaTeNA pac-
CHMTBIBAT: cpegHeapudmMeTiYeckoe adaverne X (dopMyna 1), cpeQHesBagpaTH4Eckos OTENOHeHKWE 5
{chopmyna 2), KoHTponksHEe Npeaens: X + 15, ¥ 1 25w X + 35,

- Ecnu B pROY pRayNeTATOR OKAZANOCE IHAYEHHE, BeIXOAALEE 3A Npagenk = 35, TO &ro He YYWTRIRAIT;
BLIMOMHAKT BLE 00HY AHANMTWHECKYI0 CEQMID, NOCNE Y8rD CHOBA NOACHMTHIBAMKT IHAHEHWA X M 5.

HouTponeHana kapTa, noCTpoeHHan No yCTAHOBOYHOA CEDHM HAMEDEHWIA, npegcTasnAeT coBol rpaduar,
Ha 0CKH abCUMCe KOTOROro OTHNAGRIBASTCA HOMED SHANUTHYECKON CEDUM (MK 0aTa 88 BRINONHEHKA], 8 HA OCK
OpOMHAT — 3HAYEHWA ONDEOENAEMOrT NOKAIATENA B KOHTPONEHOM MaTepwane (pucyHok 1).

- Yepea copeayMHy OCH ODGQUHAT NPOBOOMTCA NAHKA, COOTEETCTEYILWAR CpeaHeapHibMETHYECKDMY 3HA-
YEHWID X, W NapannenkHo 3ToA NUHKK OTMEYAIOTCA NHHWK, COOTERTCTEYIILWE KOMTPONEHEM NPESanam:

X118 — KOHTPONEHER Npegen «1 Cpeaqe BaapaTHYeckos oTHNOHBHHE

X + 25 — KOHTPONEHEIA NPeOen o2 coeaHeKBanPaTHHECKX OTENOHEHHAS

¥ 2+ 35 — KoMTpOneHEI Npegen «3 cpeaHerBaapaTUYECKuY OTHNOHEHHA S,

R+3s

) VAN

AN R VA

F-13] u\/\/ v \ b
LAY v

R-as]

]

1 2 4 4 6 8 7 B 0 fo 11 42 12 14 f6 18 17 8 10 20 M 22
Homep sHamsmracrol

capem

Pucynor 1 — MpuMep KOHTRONSHOA KAPTH
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- KoHTpoNeHBIE KAPTLl CTROAT ANA KaKAoro nabopartopHoro NOKasaTena M GNA KOoro KoHTponeHonD
MaTEpHaNa, NPegHAIHAYEHHOrD ONA ONepaTHEHONDS KOHTPONA KAYecTea.

KOHTpONbHEIE KADTH OOPMIAKT W APXMBMDYIOT B BuOe rpaduxos, Tabnuy 8 GyMamHom Nk aNeKTpox-
HOM BHOE.

5.4.3 Cragua 3 — NpoB&ASHWE ONBPATHEHOND BHYTPHNABOPATOPHOMD KOHTPRONA KaYacTaa

MpoBeaeHte oNEPATHEHOND KOWTDPOMNA KAYecTEa KONWYECTEEHHEIX METOA0E NabopaTopHeIX WCCieno-
BAHWI NPEONoNarasT HIMBpeHHEs aHaNHTa B KOHTPONBHLIN METEPHANAX M CLUEHKY NPHEMNSMOCTH Pe3yNbTa-
TOB WCCnefoeadMA npof naguedToR B Kawgolh adandTideckol cepun. MpuemnesmocTs pesyneTaToR
WaMmepeHii Npob NALWMeHToR B KANA0H aHANKMTHYSCKDH CEPUA OLBHWBAIOT MO PE3YNLTATAM WCCNeN0EaHHA
KOHTPONBHEX MATEDHANOE C NOMOLWSEK KOHTRONEHEX Npasun. OKoHYaTENEHOE DEWEHHE O NPHUEMNEMOCTH
Npod NAUMeHTOR B QAHHOA aHANMTHYECKOR CEPHKH NDHHKUMAET CNEUHAnKCT No KNUHWYECKoR NaGopaTopHO
OMBrHOCTHRE, MCKOOR W3 AONYCKAEMERX IHa4eHWA NPeaenos NOMPEWHOCTER ANA NaHHOMD aHANWTE W era Knk-
HMYSCHOA SHAYMBMOCTI.

Lgns: oueHka NpHeMNeMocTs peayneTaToR MCCNedosanka npod nauMeHToa W NogTEEDHAeHWE CTa-
GUNEHOCTH AHANMTHHECKDA CHCTEMEl N0 PEIYNETaTaM WCCNeA0BaHUA KOHTROMLHLIX MATEPHANCE B K Q0N
AHANWTHYEBCKON CepmMM.

WMeocnegyemblid Matepuan: ona onepaTMEHOIS KOHTRONA KaYecTea NAaGopaTopA A0MEHA MCNoNE3I0BATE
KOHTPONLHBIR MATERMAN NPOMEBILINEHHOIS NROXM3IB0OACTEA B ABYX OWANA30HAX ONpeaenAeMblX NoKA3aATENSA.

MocneoBaTenEHOCTE BENONHEHHA!

- B KA#O0M AHANMTHYECKDN CEpUK NPOBOOMTCA OAMOHDATHOR (KaK MEHWUMYM) WaMEREHME NoKa3IaTens B
KEWO0M KOHTPONBHOM MaTeprane. HYueno obpasuoe NaUMeHToR B AHANMTHYECKON CEPHM HE OrPaHHYMBaeTCA;

= obpasupl KOMTPONEMBIX MATEPHANCE CNHEAYET PABHOMEDHO PACNpEfEnATE CPEaM aHANMINDYEeMBX
npod NAYWEHTOR NPM OTCYTCTEMH HHEIX YEAIAHWA HIroTORMTENSA NoHBopOB W DEArEHTOR,

= HAHOCAT TOMEM, COOTBETCTEVIOWME PE3IYNLTATAM KOHTDONLHLX WIMEDEHHA, HA COOTBETCTEYIOWWME
KOHTPONBHEE KADTE,

= NP4 OTENOHEHWAW PE3YNETATOR KOHTPONBHED KIMEDEHWA 38 KOHTPONBHEE NPEJENsL OLUEHETE NDWEn-
NeMoCTE PeIyNeTaTos Npod NAauMeHToR B AaHHON aHANWTHYECKOA CRPHMH C NOMOLL B KOHTPONLHLX Npasun®:

= NPOBEPHTE NPUCYTCTENE Ha 0DBMK KOHTEONLHLIX KADTAX NPEAYNPEaUTENEHOTD KOHTPONBHOD NpaBi-
na 1.z

- BCNM OOMH M3 PRAYNETATOR AHANKAA KOHTPONEHEN MATEQHANOR BLIXCMT 38 NPenens X 4+ 25, nocne-
OOBATENBHO NPOBEDATE HANWHYWE KOHTPONBHEIX NPABHN 155, 255, Ryg, 445, W 105 AHANWTHHECKAR CEPHA NDM-
AHASTCA HEYAOBNETECGRUTENBHOA NPK HANWYUN OOHOTD K3 HIAX

135 — OHO M3 KOHTPONBHEX HIMEDEHAR BEIXOOWT 33 NpeQens X + 35,

Zog— 0B NOCNEAHKX KOHTDOMEHED HIMEPEHIA NDEBLILANT NPeden X « 25 unu NemaT HKe npedena
X —25;

Ryz— 0BA KOHTRONEHEX MIMEDEHKA B PACCMATEMEIEMON aHANWTHYECKOH CERUK PacNOoNoMeHksl Ne pas-
M8 CTOPOHB OT KOpWOopa X = 25

445 — YETEIPE NOCMEOHKE KOHTDONBHEX WIMEDEHMA NPeBLILANT X + 15 WNW NewaT ke npegena
X —18;

105 — AECATE NOCNEAHNK KOHTPOMNEHSIK MIMEREHWA DACNONArAIOTCA N0 OAHY CTODOHY OT NMHKW, COOTBET-
CTEYVIOWERA X

- @CNK B AONOMHEHKE K HADYWEHWO Npuasaka 1, . oflapywusaseTes x0TA Gl OOMH M3 YKAIEHHBIX NDH-
aHawor: 1,., 2, R, o, 4, . M 1{])?‘ BCE PaIyNbTATE, NONYHEHHLIE B aHHOR aHANWTHYECKOA CEpWn, cneaqyeT
CYWTATE HENPUEMNEMBEIME [pUCYHOK 2);

- KOHTPONBHEE Npiasas 2, 4, ., 1[!IJ|T CNEgyeT NPOBEPATE HA OAHOW KOHTPONEHOW KapTe WNW Ha
OGEUN KOHTRONBHLIX KADTAX (DUCYHOK 3);

- NPOBEOSHWE AHANW3A NPHOCTAHOBUTE, BLIABMTE W YCTPEHHTE NPUYUHE! BOIHUEHOBE HWA NOBL WEHHEIK
norpewHocTed,. Boe npobsl, NpOaHanM3ImpoBaHHBIE B 3TOW CEpMM (M NALUMBHTOR, W KOHTRONBHLIE ), KCCNE00-
BaTE NOBTOPHD,

* KOHTpONLHDE NPABMND BEAKYAET B celR KOHTRONEHEA Npegen (X £ 15, X + 28, ¥ + 35) 1 YMCNC KOHTPONEHEIX
HaMepesHdi B BHANMTHuECKOR Ccepnd. KoHTpoNeHsle npaanna ofolHAMENTCR CAMEONEMK THNA A, r0e A — YHCNO KOH-
TpONEHBEKE PEIYNETATOR, L — KOHTpONBHRIA Npegen.

12
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- pEIYNLTATE WIMEPEHAA KOHTPOMEHEY MATERHANGE B CEPWA, NPUIHAHHOA HENDHEMIEMOR, He 0on-
WHEl MCNONBIOBATECA NDKH OUSHKE NO KOHTPONEKEIM NPAEUNas NOBTODHOA W NOCNegyIoWHY CepUi;

= B CAY4aE, BCNH HM OOWH K3 NDHIHAK0E, NEDEYUCTEHHBX BRILLE, HE O00HAPYMWBAETCA HH HA OOHONA KO-
TRONEHOR KAPTE, NPOREOEHWE MCCNEROBAHWA CNEaYeT NDOQOITHMTE]

- PELEHKE O NPHEMNEMOCTI PEIYNETATOR MIMEDEHHA HANKTA B BHONOTHM4YSCKOM MaATEQWANE NaLWes-
TOB NPHHUMAETCA COTPYOHMEOM, OTEE4AIOWMM 38 KA4ECTEO HCCNefoBaHui. Ecnv peaynsTaTel aHaniTH4ec-
KOW CEpUM NPUIHAINTCA HENPUEMNEMBIMK, OENAETCH COOTEETCTEYOWAR 3an4ce B MypHane «Peructpaywa
OTORAKOBANHHLIX DE3YNETATOR BHYTRUNABORATORHOND KOHTROMA KaYECTRE (NpMNoKeHWe ).

KouTponesHsid npuasar 1,5 ABNRETCA NPegynpedTensHbM, BEARNSHWE Br0 He ONKHO NPHEOTMTE K
oTOpakoBKe PEayNLTATOR AHANMTUYECKDN CEPMK M NOBTODHOMY MCCNegoBaHni Npot. BeABNeHWE KOHTRONL-
HELK MPUAHAKDE: 15 — COMABTENLCTRYAT O HaNW4MM rpyGod NorpawHocTH, Rys — O NOABNEHIXA CNYYaRKOR
oLAbKA, 3 NpUaHard 2oc, 490 4 105 — 0B YBENUYEHAN CHETEMATHUECKOR DLIMBIM METOIMKA.

0Ona yeTaHOBNSHWA HANEMHEIX KOHTEOMNEHELX NPEQenos NoCNe NPoEedeHHa He Meree 50 aHanuTudec-
KM CEPMI (BENI04EA YCTAHOBOUHYID CEPUIN) PEKOMEHTYETCA NEPECHNTATE JHA4EHNA X 1 S K, ecnH Heobxogn-
MO, MOCTPOMTE HOBYKD KOHTRONsHYID KapTy. Ma pacuyeta onmHel BT WCKNITYEHE! IHGYEHHA KOMTRONEHOID
MATEPWANE Tex CEpMA, KOTOPLIE HE YYHThIBEANWCE.

NOHTE L
PEFTITET

PESyTIRTETE, MOTYS N B AEH DT AHENNTHHECKDN CEOMM, C-NTEIOT HERTDNEALIM b
AT NPWOCTRHESUSEANT, BLFEIAIT M YCTREHR KT BUaaicr- e I cusde
Mool I e PODEHH G 5 ITOR COpm, SHRNTFAYOT NOUTOME

Fu CYHOK 2 — Cxesa NnocnegoRaTENLHOID NPUMEHEHWA KOHTPONBHBIX N paaAn



MOCT P 53133.2—2008

114
12 X+3m
108 X+23

"'ih‘-ﬁ
|7|||"

104 A X+18
AATHIVANLVAYA i

L) X.18

X-28
L l ° X-38
@0 72 wdD12 13 dDie 106D8 16 2 21 22 2 24 78 20EHID

&
Tag Zig Rys  2s 44z 105 15 u 25

Houapem ool M HADYLLAH HEM MRaRENA

. 2

AR e

N WARYA (AN
V\/N\/v

E_

1.
N7 \ *
145 ¥-158
140 X-28
135 - X-am
HW—TTT T T T T T T T T T T T T T T T T T T T T T T 11
1 2 3 4 5 6 78838101 HAIEIEITIENRNAINBHIENITIEN
Howspa cepwi

FuoyHow 3 — Mpumeps HADYLW EHWA KOHTRONEHEIX NPEENAN B CRYYEE OBYE EOHTPONbHEX MEBTERHANOE

Myn A — KOHTPONEBHLIG MATEPHADN ¢ HOPMANEHEMA 3HAYSHAAMK: X = 100, 8 = 4.
Nyn B — KOHTPONbHLIE METEPHAN C NATONOMMYECEMMA 3HAYEHRAMIR. X = 150, 5 = §.
OfeepeHsl HOMEPA HEYAOBNETEODMTENEHE X CEPWUA U YE338HH HAPYIWEHHEIE B HAX NPaEMNa.
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CTaTHCTHUECHKME PACYETEl W BRINONHEHWE CNEPATHEHONS KOHTPONA KAYeCTEa B NOBCEOHERHON paboTe
naGopaToprK PEKOMEHIYETCA BRINOMHATE C NOMOWLKD KOMOSOTEPHEX nporpam. NpUMep KoHTRONEHEX
KAPT QA ABYX KOHTPONBHEE MATEPHAN0S, HA KOTOPLEX NPEACTABNEHE CEOHH, ABNRAIDWMWECA HEYI0BNETBOPK-
TEMLHBIMHA BBMAY HARYLWEHWA PAIHEY KOHTPOMEHEEX NPABUN, NDPWBROEH Ha pHCYHEE 3.

54.4 CMmeHa HOHTPONLHOPS MaTapuana

Ina coxpaHesus HENPepBBHOCTH BHY TRHNA00paToOpHOrD KOHTRONA B NEPWoD, KOrda MCNoNbsIYeMoro
KOHTPONEHOMD MarepHana ocTAeToA ToNeKo Ha 20 aHanWTHYeCKHX CepWA, HeobxoauM Nepexod Ha HOBkA
KOHTPONBHEIR MATEPUAN NyTEM NPOBSJEHHA TaK HAZBABMOND 4MBPEKDRBAHAAY .

MNepekpHBaHWe COCTOWMT B TOM, 4To B TedeHwe Z20% cepui (nepuona nepexkpeeaHkA) naboparopua
MCCNEOYET OOHOBDEMEHHD JAKAHYHEAIDWMACE MATEPHAN (#MCNONBIYEMBIA ), N0 KOTOPOMY NPOOOMMABTCA
OCYLECTENSHWE TEKYLLEMD KOHTPONA, W MaTEpHaN, KOTOPLIA &ro 3amMeHsAeT [«BeoduMslAs ). Mpw atos npobel
BECOWMOTD KOHTRONLHOMD MATEPHANS DACNONATAI0T B NONOKEHWAX, OTCTORWKWK HA OBE WKW Bones No3MLMKN
OT NONOMEHWR, B KOTOPEX PACNONOKeHs Npobsl KCNONB3IYEMOrD KOHTPONBHOND Marepuana. Hanpumep, ecnn
Npobbl KCNONLAYEMOND KOHTPONEHOND MaTEPHANa HaXoQATCA B nonosedwAax 07, 36, To npofel BEOOUMOro
KOHTPOMNBHONS MATEDMANE MOMHO PAIMECTUTE B nonoxmeHnax 04, 33,

Mo peaynsLTatam, Nony4eHHsM qNa BE0OWMOND KOHTPONBHOM MaTepHana, paccYWTEIBANT CpeaHes
APUPMETHHECKDE IHAYEHWE W CPEOHEKEANPATHHYECKDE OTKNOHEHWE, N0 KOTOPEIM CTPOMTCR HOBARA KOHTPONb=
HaA KApPTA.

* Yueno cepui NEQUOLE NepeEpLBaHMA MOoEaT BeTe Gonewe 20. ONA reMATONOTHYECKUE SHENWIATOPOR NEPAO Ne-
PEKPEEBAHWA COCTABRRAT 4 SHANWTHIBCENE CEDHM.
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Mpunoxerne A
(pexomenayemMoe)

MpegensHo AONYCKABMEIS IHAYEHHMA cMeleHd B 1 kosdduumnedTa sapMauyus CV onpegensHea
NaBopaTopHLIX MOKA3ATENEH B KOHTRONLHOM MaTepuane

B tafnuys A1 NnpMEEASHE CEEOEHWA O NPESENEHO AONYCHIEMEY NOTPELHOCTAR, HE KOTOPEE O&HH CCHINEA 8
4.5 1 » .52 HECTORWErD CTAHAAPTAE,

TaGnuwue Al— MNpegencHo QONYCKEEMEIE IHEYEHWA NOTPEWHOCTER

HMocnagonanme GREROTMYSCEME RHERGCTER Kog OEMMY™* E_.u. % I:'n".m. e qu- % I!'.“-'I."m. %
HeconegoeaHie ypOBHA BNRAHWHTPEHCAMMHAL" B KPOBW 00.05.042 + 17 16 = 15 15
MeccnenoBanue ypoEHA BnefyMWHE B KPOBM 09.05.011 +5 4 =4 4
HccnegoeaHke ypoOBHA BMWUNE3H" B KpOBM 09.05.045 + 16 i1 =15 10
HecocnenoeaHke ypoOBHA BCNERTATRAHCAMMHEIR® B KPDBW 08.05.041 + 11 11 =10 10
Mecnenosanke ypoeHa obwero Genka B kpoBs 09.05.010 +5 3 =5 3
Weccnepoeanue ypoeHA ofwero GunnpyBuya B EpoBEM 09.05.021 + 17 16 =15 15
HMcocnegoBanie ypoOBRHA rAMME-TNYTEMUNTREHCEEepad® B kpoed | 08.05.044 + 16 11 =15 10
Mcocnenoeankie YPOBRHA MIKEILL B KPOEW 08.05.023 t & 5 =5 5
Heoocneaoeadne yPoOEHA HEness B KpoBM 0805007 t12 17 =10 16
MoonegoeaHue YPOEHA KANWA B KPOEY 08.05.051 + & 4 t 4
HMcocnegosanie YPOBRHA KaNsUMA B KPOEW 08.05.032 + 34 33 )] £30 3,0
Heoocnenoeadne ypoEHA KPREATHHRHE B KBOBMW 09.05.020 + 11 B =10 T
Hccnegoeadie ypOoBRHA KPEATHHEWHASK"™ B KPOEM 08.05.043 + 23 22 = 20 20
HMcocnegoeanie yYpoBHA NAETATQErHJporeHess” ¥ es wacdep- | 08.05.039 + 11 11 =10 10
MEHTOE B KPOBW
HMccnagoeadKe YPOBHA MErHWA B KPOBK 08.05.132 + 7 T T g
HMeoocneaosaHie YPoOBHA MOYEEA KMCNOTE B KPOBW 08.05.018 + 11 ] =10 T
HecocnegosaHue ypoEHA MOYEBEMHE B EPOBM 09.05.017 + 11 11 = 10 10
WeocnegosaHie YPOBHA HETPWA B KPDEMK 08.05.030 +1.8 22 +1.5 2.0
HMcocnenoBankie YpoBHA HERATPANEHEIX XHUpOB W TpWrnuyepugos | 08.05.025 + 17 16 =15 15
NNEIMsl EPOBM
Weccnegoeadie ypoeHA docd8TOE (HEORTEHWHECKEX ) B KPOBK 00.05.033 + & B =7 T
HMcocnenoBanie ypoBRHA XNOPWLOE B KDOBH 08.05.034 + 3.4 33 + 3,0 30
Mocnegoeanne yPOEHA XONECTEPHHA B KPOBW 00.05.026 =] B T k)
Mccnegoeadie yPoRHA WeNoYHOW GOCDAETAIE" B KPOEW 08.05.046 + 16 11 =15 10
Onpenenesue Genka B Mode 08.28.003 + 24 27 =20 25
Mocnegoeanne yPoOBEHA MIKTIL B MOME 00.28.011 t 22 16 = 20 15
Hecnepoeanie ypoeda ofwero remornofuna g kpoem 08.05.003 t+ 5 4 =4 d
Heccnegoeanie ypoBHA IPHTROUMTOR B KPOBW 08.05.003 + 7 4 =8 4

* D603HaYMEHUA YCNYTr QBHE B COOTERTCTERN ¢ OKMMY — oTpRcneBwM ENAcCH@UEATOPOM NPOCTHE MEdHLWH-
CHMX YOy
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NpunoxeHue B
(pekoMeHOyEMOR)

@opMma PerMcTpalMK PeaynLTATOR OLEHKA NOBTOPASMOCTH PEIYNETATOR HIMEPEHKA
B q}IJFIM:" PEMACTPEUWHE PaiyNbTATOBE OUEHEA NOETORASMOCTHE PEIAYNETATOE HAMEPaHWA BHENWTA B OAHOH BHANKMTH-
HBCEOW ca PHK EHOCAT PACCYMTaHHOE MO q:II:I:lM!p'I'I am 1—3 CPpeAHEKEadPATHMECKDE OTENOHEHHE W 3HENMEHWE HOo3 q}lﬂ UHEH-

Ta gapuayud GV, KOTOPOS CPEBHUBANT Co 3HaveHnen 0.5 OV, (npunowende A)

Mo ETOpREMOCTE PEIYNETATOE HAMEDEHWRA BHANKTAE

NafBopatopua: NokazaTens:
Oraen:
Nata naMapeHun: Mocnegyemsil METEDUEN (HYHHOE NOOMBDKHYTE )
npofia Nay«aHTa, KOHTPONBHE A MaTepsan
MeToguke MaMepeHHAD KoHTpONBHE A MaTepHan (HaMMeHOBEHWE, OMANA30H IHEYEHHA |
HenonHuTens: WaroToEMTENE Mg NBPTHM HOHTRONLHOMD Cpox rogHocTH
KOHTRONBHOMD MATEPHANa. WMaTepHana: HOHTPONBHOTN: MATSpMaNE:
MHo ARk HOMBE bk e F"E::.lnh.'ra'r u:.m.ﬁlie.nun mOEAATEMA I'-"f. Y'I ':-:'{. N f'l"'
1

1

2

3

4

5

B

T

8

9

10
Yucno peaynetaros (n)= 10 L 10 pesynbTaToE HaMepeHHRA: I(X, — X =

= X =
,f,--,.-ﬂ = 0.5 SV, = MNoaTopAeMocTs NPHEMNEMa:
aa HET
E — 3HEE CYMME PEIyneTaTOR.
JeEeny0WWA ENMEUKO-QHETHOCTHYeCKoA NnaopaTopsMen . - . . - . - o . . o . . o . . o ... .. C e - . . . NOONHCE
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Npunomexne B
(pexomenayemMos)

@MOpMa PErMCTPaLMK PE3YNLTATOR YCTAHOBOUHLI COPHA MIMEPEHWA NOKAIATANA B KOHTPON LHIsIX

MaTepHanax

,U.E HHAR @OpMa PEMMCTRELWA PE3YNETATOR OUEHE NPELUNIMOHHOCTH W OTHOCHTEALHOND CMeljeHnd (NPaEMNEHEC-
TH) PEIYNLTETOE WIMEDEHWA KOHTRONbHEE MATEPHWENDE B YCTAHOEOMHE X SHANWTHYE CHME CRDWAKX ZANONHASTCA QNA K&~
aorg nefo PaTOpHOND NOKE3ATENA, MoCCnegyamord e n EEI}FIETDFI M.

anuﬂ!HGHHD{‘Tn W NPAEWNEHOCTE PE3YNLTETOE WAMEDEHHA KDHTPONbEHBIE MBTepdanos

NaBopaTopun: Nokazarens: fata npoBESEHUA WIMEREHWA
aToen: - 11 T
MononsuTens:
KOHTPONEHER MATEPUAN: CpoK MoaHoCTH: HEaroToenTens: Me napThm MacnopTHOE 3HAMEHHE
[HEWMEBHOBAHHA) {QManazoH 3Hausexsui )
1
2
MpuBop w ero MeTRONOIWYECKHE MeaToanEs HaIMEPEHUA: PeakTae:
HAPAKTEPHETHRW"
Capus BOHTpONEHSIR MaTEpHEN 1 KoHTpONEHEA MaTepuan 2
MCEAeqoEanuA PezyneTat Peaynetar
M3MEDEHUA %,— X X, — X7 HIMEPEHMA x— ¥ X, — ¥pP
(X [
1
2
3
4
5
&
7
L
g
10
11
12
13
14
13
16
17
18
19
20
n =20 M= £k, — Xy = X= X, — X9 =
By, = £Vl Npunowenne A} = Elyy =
B;f B (npunosedne A) = 9;u=
MpeEunIHoHHOCTE B 20 cepuAx MpeysanoHHoCcTe B 20 cepuAx
npHeMne]a: oa HET NpHEMNEME: aa HET
MNpaedneHoCTE No 20 cepuras NpaeunsHocTe no 20 cepHAmM
npHeMnemMa: aa HET NpHEMNEME: na HeT
* MpeussHoHH0CTE CPEACTED WAMSREHHA, JHEN220H HaMepeHnid (paBoynA OManeIoH} yoTaHaenneaeTeR canu-
DOEKOHA CREQCTER HAMEDEHNA, 4TO NOOTESPYAEET BI0 NPUIOOHOCTE ANA NPEONONEraeMors HCNoNs3IcEaHNUA.

JaeenyyMidl KNWHHKO-gHATHOCTHYeckod nafopaTopred .
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Mpunowenne T
(pekoMeHOyEMOR)

MopMa perMcTpaluMi oTGpaKoRaHHLIX PEIYNLTATOR BHYTPMNAGOPATOPHOND KOMTPONA KaYecTaEa

B OaHHYHD fopsy PErHCTREUMK 3AHOCAT QaHHEIE of DTﬁp&HDEaHHHR noW NpoEe2geHEd ONepaTHaHSro KoOHTRONA
BHENWTHYBCKME CEpMEAX (N0 OBTAM, C YKAIAHWEM NDHMHH HHﬁpEHGEIﬁH:I

NaxHue off oTlpakoBaHHEE BHANHTHYECKWE CEDHAX

NeSopatopua: Mokaaarens. MeTogWEs BEINDNHEHWA WIMEDEHHA.
OTpen:
Mpubiop: FeakTias: KoHTpONBHLIR MATERWAN
(HE3BAHHE, JHANA30H 3HEYEHHA )
MaroToBMTENL. Me napTHu: Cpok rogHoCTH:
Nesxkb Jannce” Moanuce
Nara: Ofizop pesynsTATOR 38 MECAL KOMMEHTEDWW, QEACTEWA, PELWEHWA: Mognuce
JABEOYIDLEro
nafopaTopued

*Mpd Befpakoske peIyNLTATOR COTPYOHUE JEN38T 3ANHCE O NPOMIBSIEHHEY AeRCTEHAY NPOBSPEA KANKBEpoBm,
HHCTRYMEHTOE, GOIMPOBSHAA, NOBTOPHOR HIMaPEHHE DeXyNETATOR 0TBPAKORAHHON SHENHTHYECKDR Copus. B KOHUE Kak-
Joro MEcAUa 3aRedyHLMA NabopaTopued NPOCMATHMESET PEMHCTRALMOHHEE NACTH W A8NAET BREOAR © CODTEETCTEYH-
WM KOMMEHTARHAMW N0 NOBSAY NPSSNPUHATEE AEHCTEWA W DR SHHE.
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