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Mpegucnosune

Llenu v npuHumnbl ctaHgapTnsauumn B Poccuiickoin ®eaepauuu yctaHoBieHbl ®efepasbHbiM 3aKOHOM
0T 27 pekabps 2002 r. No 184-93 «O TEXHUYECKOM PerynvpoBaHum», a npasuia NpuMMeHeHUs HaunoHabHbIX
cTtaHgapToB Poccuiickoli ®epepauun — FOCT P 1.0— 2004 «CtaHgapTusauumsa B Poccuiickoii ®egepauun.
OCHOBHbIE NMOOXEHNA»

CBepgeHNs 0 cTaHgapTe

1 PA3PABOTAH /flabopatopueii npo6i1eM K/IMHUKO-NabopaTopHOi AuarHocTUKU MOCKOBCKOW MeuLVH-
cKkoii akagemuun um. .M. CeuyeHoBa Poc3fpaBa. 0TAe/I0M CepTUUKALIMN N KOHTPOS KayecTBa KTMHUYECKNX
nabopaTopHbIX MccnefoBaHuii MocyAapcTBEHHOIO Hay4YHO-UCCef0BaTeNbCKOro LeHTpa npodunakTuieckoi
MeauunHbl PocMeaTexHoNoruni

2 BHECEH TexHu4yeckMm KOMUTETOM Mo cTaHdapTtusaunm TK 466 «MeguLmMHCKNE TEXHONOTNN»

3 YTBEPXJEH U BBEJEH B AENCTBVE [Mpuka3om ®egepansHOro areHTcTBa Mo TeXHUYECKoMy
perynupoBaHuio 1 MeTponorum ot 18 aekabpsa 2008 r. Ne 555-cT

4 BBEJEH BMNEPBbIE

MHdopmauns 06 M3MeHeHNAX K HacTOosLWEMY CTaHAapTy ny6nukyeTcs B eXerofHo nsgasaemom
MHGOpMaLMOHHOM yKasaTene «HaunoHanbHble CTaHAapThi». @ TeKCT U3MEHEHUI 1 NONPaBOK — B eXe-
MEeCAYHO M3faBaeMblX UH(OPMAaLMOHHBIX ykasaTenax «HauuoHanbHble cTaHgapTbi». B cnyyas nepe-
cMOTpa (3aMeHbl) UAM OTMEHbl HACTOALWEro cTaHgapTa COoOTBeTCTBYlOLWee yBejoMmaeHne 6yaeT
ony6/IMKOBaHO B €XeMecAa4Ho n3faBaemMomM NHhopmaLMoHHOM yka3aTene «HaunoHanbHble cCTaHAapThi».
CooTBeTCTBYyWLWaa MHopMaLums, yBeOMIEHNE N TEKCThbl pa3MeLlalnTCA Takke B MHDOPMaLVOHHO
cucTeme o6LLEero nonbL30BaHNa — Ha oduLmnanbHoOM caiTe PefepasibHOro areHTCTBa N0 TeXHUYEeCKOMY
perynmpoBaHuio 1 MeTposiornv B ceTu IHTepHeT
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HALUVWOHA/NbHBLIN CTAHOAPT POCCUMNCKOMN OPELEPALMUMN

TexHonornu naﬁopaToprle KJIMHNn4eckne

TPEBOBAHUS K KAYECTBY KJIMHUYECKUX TABOPATOPHbLIX UCCNEAOBAHUM
YacTtb 2

OueHka aHanIMTUYeCcKo HafeXHOCTN MeTOA0B MccneaoBaHns
(TOYHOCTb, YYBCTBUTE/IbHOCTb, CNeLndIUYHOCTb)

Clinical laboratory technologies. Requirements for quality of clinical laboratory tests. Part 2. Assessment of analytical
reliability methods (accuracy, sensitivity, specificity)

NaTta BBegeHnsa — 2010—01—01

1 O6nacTb NpUMEHEHMSA

HacToawuii ctaHAapT ycTaHaBIMBaeT eauHble Tpe6OBaHUA NpU OLEHKe NPaBU/IbHOCTU, NPELn3noH-
HOCTW. YyBCTBUTE/IbHOCTU, CNELUMUYHOCTU KIMHUYECKMX N1ab0oPaTOPHbIX UCCNe0BaHWUA, BbIMOMHAEMbIX B
K/TMHWKO-AMArHOCTUYECKUX NabopaTtopusix MefULMHCKUX opraHusauuii. CobniogeHue aTux TpebosaHuii
obecneynBaeT ypoBeHb aHa/IMTUYECKOW HAeXHOCTN pe3ybTaToB 1abopaTopHbIX UccnefoBaHnii, Heo6xo-
OVMMbIV ANA yBEPEHHOro UCMO/1b30BaHUS 3TUX Pe3yNbTaTOB NPY NPUHATAN KNNHUYECKNX PeLLUeHWA.

HacTosawuii cTaHAapT MOXeT UCNO/b30BaTbLCA BCEMU OpPraHn3aunsaMm, yUpexaeHnamMu v npeanpustus-
MW. @ TakkKe MHAVBUAYa/IbHLIMW NPeAnpUuHMMaTensiMu1, AesaTe/IbHOCTb KOTOPbIX CBsi3aHa C OKasaHWeM Meau-
LLMHCKOM NoMOLLK.

2 HopmaTuBHbIE CCbINKN

B HacToflWwem cTaHAapTe UCNOb30BaHbl HOPMATUBHbIE CCbIJIKA Ha criefyloLimne cTaHaapTbl:

FOCT P NCO 5725-1—2002 To4HOCTb (NpaBUIbHOCTb U NPELU3NOHHOCTbL) METOAO0B U pesybTaToB
n3mepeHuii. Yacte 1. OCHOBHbIE NOIOXKEHUS U ONpefeneHns

FOCT P NCO 5725-2—2002 TO4YHOCTb (NPaBUIbHOCTb M NPELU3NOHHOCTL) METOA4O0B M pesyibTaToB
n3mepeHuii. Yactb 2. OCHOBHOI MeToA, onpefeneHns NOBTOPSIEMOCTU U BOCNPOU3BOANMOCTM CTaHAAPTHOMO
MeToAa M3MepeHuin

FOCT P MCO 5725-4—2002 To4yHOCTb (NPaBWUbHOCTb M NPELU3NOHHOCTb) METOAO0B U pesybTaToB
n3mepeHuii. Yactb 4. OCHOBHbIe MeTOAbl ONpeaesieHnst NpaBuIbHOCTM CTaHAAPTHOIO MeToAa U3MepeHnii

FOCT P 53133.2—2008 TexHonorun sabopaTopHble KAUHWYECKne. KOHTPONb KayecTBa KAWHU-
yecknx slabopaTopHbIX MccnefoBaHuii. YacTe 2. MpasBuna NpoBefeHUst BHYTPUIabopaTopuoro KOHTPOss
KayecTBa KONIMYECTBEHHbIX METOAOB KIMHWYECKMX NabopaTopHbIX UCC/Ief0BaHnii C MCNOIb30BAHNEM KOH-
TPOJIbHbLIX Marepuanos

FOCT 8.315—91 locygapcTBeHHas cucTema eanHCTBa n3MepeHuii. CtaHgapTHble o6pasubl. OCHOB-
Hble NOMIOXEeHWs, MOPAAO0K pa3paboTku, aTTecTayun, yTBEPXAEHNUS, peructpauymm n npuMeHeHus

NMpumeyaHune — MNpu NONb30BaHNMN HACTOSALWWMM CTaHAAPTOM Liesileco06pa3HO MPOBepUTh AeicTBUe CChII0Y-
HbIX CTaHA4ApPTOB B UHPOPMALMOHHOW cucTeme o6LWEro Nosb30BaHNsA — Ha oduunanbHOM caTe deepasibHOrO areHT-
CTBa N0 TEXHUYECKOMY Pery/impoBaHuio 1 MeTPOIOrMK B CeTu VIHTEPHET UM MO eXeroHo n3jaBaeMoMy MHOPMaLMOHHO-
My ykasaTenio «HauuoHasnbHble CTaHAAPTbl», KOTOPbIA ONy6MKOBaH MO COCTOSIHUIO Ha 1 AHBaps Tekyliero roga, u no
COOTBETCTBYIOWNM €XeMeCAYHO n3gaBaemMblM MH(OPMALMOHHbLIM yKasaTensam, ony6/MKOBaHHbIM B Tekyliem rogy. Ecnm
CCbI/IOYHbI CTaHAAPT 3aMeHeH (M3MeHeH), TO NPy No/Ib30BaHUN HACTOSLWMUM CTaHAapTOM clefyeT pyKOBOACTBOBATLCS 3a-
MEeHSAWNM (M3MEHEHHbIM) CTaHAAPTOM. EC/M CCbINIOYHBIN CTaHAapT OTMeHeH 6e3 3aMeHbl, TO NOJI0XKeHMne, a KOTOPOM Aa-
Ha CCbl/IKa Ha Hero, NPYMeHsieTCs B YacTu, He 3aTparnsatoLeii 3Ty CCbI/ky.

N3paHne oduynanbHoe
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3 MMpaBuna OUEHKN aHA/TUTUYECKO HaAeXHOCTU MEeTOL0B KIVHUYECKUX
nabopaTtopHbIX nccnepnoBaHui

3.1 O6wue nonoxeHus

CoBpeMeHHasi HOMeHKNaTypa KIMHUYECKMX 1a60PaTOPHbIX NCCNEf0BaHUI HACUMTLIBAET CBbILIE ThiCA-
un nabopaTopHbIX TECTOB, NO3BO/MANLLMX NPN YCMOBUM UX ONPaBAAHHOIO HAa3HaYeHWsl, NPaBUbHOMO BbIMNO/I-
HEeHUss U 0GOCHOBAHHOI WHTepnpeTaLuu pes3ynbTaToB MOMYYUTb B MPUEMSIEMbIE CPOKM aHA/IMTUYECKM
HaieXHble U KNMHUYECKN BbICOKOUH(DOPMATUBHbIE CBEAEHUS.

AHanuTMyeckas HafexHoCTb UCCNefoBaHMnii NpeAcTaBnseT co60il BaxHYH COCTaBMALLYI0 KauecTsa
NccrnefoBaHuii, XapakTepu3syoLyHo CTENEHb OCTOBEPHOCTU Ta60PaTOPHBIX AaHHbIX 06 U3yyaeMoM aHanuTe
1 TeM caMbiM ONpeaenaoLLyo BO3MOXHOCTb UCMOMb30BaHUS UX MPW NPUHATUN KNVHUYECKNX PeLleHnit: ans
yCTaHOB/IEHUS AnarHo3a, HasHaueHnss He06X0ANMbIX /leHe6HbIX Mep. OLEHKN TSXECTU 60NE3HN N 3QIEKTNB-
HOCTM MPOBOAMMOrO fieyeHus. [na npeAoTBpalleHnss NpPefoCTaB/ieHUss HefOCTOBEPHOI na6opaTopHOl
MHhopMaL MK aHanUTUYeckasl HafleXHoCTb NabopaTopHbIX Pe3y/ibTaToB [0/KHA COOTBETCTBOBATL onpeje-
NeHHbIM Tpe6oBaHUsAM, CO6/0AEeHNEe KOTOpbIX o6ecrneynBaeT UX NPUEMIEMOCTb ANS KIMHUYECKOTO
1CMONb30BaHMS.

HacTtoawuii ctaHgapT paspa6oTaH AN15 YyCTaHOB/EHUS 06BEKTUBHO 060CHOBAHHBIX CNOCO6G0B 1 KpUTe-
PUEB OLLEHKN aHA/TMTUYECKON HAZEXHOCTN KIMHNYECKMX NabopaTopHbIX UCCNEeq0BaHuA.

3.2 MpuHUUMBI KTMHUYECKOW NabopaToOpHOWN aHaMTUTUKN

BuomaTepuanbl YenoBeka NpeacTaBnsOT COOOW C/I0XHbIE CUCTEMbl — CMECH pa3/INYHbIX BELLECTB U
KNeTokK, ABAALWNXCA KOMNOHEHTaMN, TO €eCTb O4YepPUYEHHbIMN YaCTAMU CUCTEMbI. B aHanMTUKe KOMMOHEHTbI
CUCTEMbI NOAPA3AENSOT HA «aHA/IUTbI», KKOHKOMUTAHTbI» U «PacTBOPUTE/IN»; NOC/IeHUE Ba BuAa KOMMO-
HeHTOB 0603HauvalT Kak «maTpuuy». MaTpuua oxBaTbiBaeT BCe KOMMOHEHTbl MarepuasnbHOl CUCTEMBI,
ncKnyas aHaaut. AHaNUT — KOMMOHEHT I'Ip06bl, yKa3aHHbII7I B HasBaHuUW unccnepyemoro cBOWCTBa wUnn
N3MepseMOi BE/IMYUHBI.

B knvHuuyeckoli nabopaTtopHOi aHaIMTUKe aHannTbl MOTYT UMETb Pa3/INYHbIA XapakTep:

- (pM3MYEeCKMX CBOWCTB;

- XMMWUYECKUX 3/1IEMEHTOB, MOHOB, HEOPTraHWYECKNX MOJIEKY;

- OpraHn4eckux CTPYKTyp C Masioli MOJIEKY/IIPHOM Maccoil;

- MaKpOMOJIEKY/1 C U3BECTHOW WM NPUGIM3UTE/IbHO YCTAHOBIEHHON CTPYKTYPO 1 cneuudguyeckumm
610N0rNYecKnMy CBONCTBaMM;

- KNeToK, UX CTPYKTYPHbIX 3/1IEMEHTOB U/IN KNTIETOYHbLIX CUCTEM.

- MMWKpPOOPraHu3moB, WX CTPYKTYpbl U CBOWCTB:

- napasuTapHbIX OpraHu3MoB, UX CTPYKTYPbl U CBOCTB.

B npouecce KIMHMYECKOro 1abopaTOpHOro WCCNefoBaHWA pellaeTcs HEeCKONbKO aHaIMTUYEeCKUX
3agau:

- pasgeneHve GMOSI0rMYecKon CMecK BeLLEeCTB/KNETOK; BblAeeHNe N3 Hee HY)XXHOrO KOMMNOHeHTA:

- petekuust (MAEHTMUUKALMSA) UCKOMOTO KOMMOHEHTA,

- KO/IMYECTBEHHas OLeHKa cofepXaHus ornpefesieHHOro KOMMOHEHTA.

KnuHnyeckune na6opaTopr|e nccnegoBaHUA BbINO/THAKT C NPUMEHEeHUeM aHa/TIMTUYeCKUX TEeXHOMornin
(meTof0B uccnenoBaHus). KnvHuko-nabopaTopHas aHa/iMTUYeckass TEXHOOMMSA — 3TO COBOKYMHOCTb Mpo-
ueayp. NpousBoAMMbIX ¢ obpasuamu 6uomarepuana nauyveHtTa v npefctaBnsAwLWmx coboi Bo3AelcTBUA
dhm3nYeckoro, XMMMYECKOro 1 GONOrMYEecKoro xapakrepa, Hanpas/eHHble Ha pasgeneHne 6uonornyeckon
CMecy BeLLecTB/KNeToK. 06HapyxeHue, naeHTugrKauno n/mnm KonmyecTBEHHYH OLEHKY MCKOMOro KOMMOo-
HEeHTa — aHasuTa.

AHanuTuyeckas TEXHOIOTUSI UMEET B CBOEl OCHOBE ONMpeAeieHHbI aHaIMTUYECKUIA NPUHLUMN, TO eCTb
3aKOHOMEpPHOEe B3auMOAENCTBME NCNOMNb3YEMbIX NS aHanu3a usnyecknx, XMM1MYecknx i 6nonornyeckmx
hakToOpoB C UCKOMbIM aHaIMTOM. 06YC/IOB/IEHHOE N3BECTHLIMW CBONCTBAMM 3TOr0 aHanuTa u npuBogsLee K
reHepauuv COOTBETCTBYIOLEro CUrHasna, KOTOpblli MOXeT 6biTb BOCMPUHAT W OLEHEH BU3yaslbHO WU C
nomMoLybto npubopa (cMm. NpunoxeHne A).

AHanuTuueckasi HafleXXHOCTb K/IMHUYECKUX NabopaTopHbIX UCCNeAOBaHMI XxapakTeprulyeTcs cBolicTBa-
MW METOZ0B, KOTOPbIMW OHW BbIMOJTHAOTCS:

a) [0/151 KOSIMYECTBEHHbIX METOL0B:

1) TOYHOCTbIO (MPaBUMBHOCTbLIO U NPELM3NOHHOCTbLIO) U3MEPEHUIA,
2) aHanMTMYecKoii YyBCTBUTE/IbHOCTBIO,
3) aHanuTuyeckoli cneundUUHOCTbIO.
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6) ANA HEKONMYeCTBEMHbIX (KaueCTBEHHbIX) MeTOA0B MCcCefoBaHs — 4acToTol coBnageHus obHa-
PYXXEHMA NaTOI0rMYEeCcKUX OTKIOHEHWUI M3yyaemMoro KOMMoHeHTa 6uomaTepuana ¢ 06bEKTUBHO MOATBEPX-
[EHHbIM HannYneMm cooTBETCTBYIOLLEro 3aboneBaHus.

LleneBbiM napaMeTpoM aHa/IUTUUYECKON HaAEXHOCTU KAUHUYECKMX NabopaTopHbIX WUcCefoBaHuii
SIBNISIETCA UX CNOCOBHOCTb 4OCTOBEPHO pa3rpaHuyMBaTh CBOACTBEHHbIE COCTOSIHUSIM 30POBbS 1 NATOM0MMM
3HaYeHNs cogepxaHuns onpefeneHHbIX aHaIMToB B cocTaBe 6nomaTtepuanos. Mpu pasrpaHnyeHnn 3HaYeHuin
nabopaTopHbIX Pe3yNbTaToB, CBONCTBEHHbIX COCTOSHUIO 3[,0POBbs, OT COCTOSIHUSI NaTO/0TUN CreayeT yun-
TbiBaTb, YTO pe3y/ibTaTbl 1ab0paTopHbIX UCCNeAoBaHMiA NPo6 6rnoMaTeprasioB NaLMeHTOB OTpaxarT coaep-
XaHue WCKOMbIX BELWeCTB WM KIeTOK B oOpraHMame o06C/efyemMoro C HEKOTOpPOil CTeneHbto
HeonpeaeneHHoOCTU, TO €CTb C AUCNEPCUEN YACNOBbLIX 3HAYEeHWA. 118 YBEPEHHOTO pas/InyeHns OTKIIOHEHUA,
06YC/I0B/IEHHbIX NATOMOTMEN U Ha3biBaeMbIX NaTO/IOTMYECKOl Bapuauvein, oH AO/KHbI 6bITb AnddepeHuu-
poBaHbl OT Takux koniebaHunii pesybTaToB UCC/Ief0BaHUIA, 3aKOHOMEPHOCTU KOTOPbLIX aHa/I0TUYHbI Bapuauum
pe3ynbTaToB Npwv /11060 Npoleaype M3MEPEHUA — aHaIUTUYECKO Bapuaumm.

OCHOBHbIM (DAKTOPOM HeomnpeAeeHHOCTU NabopaTopHbIX Pe3y/ibTaToB, OT/INYAIOLWMMCS MO CBOEMY
XapakTepy 0T aHa/IMTUYECKOW BapuaLmum, sBnsieTcs 6uonormyeckas sapmaunsi, To eCTb U3MEHEHUSI cOocTaBa
6uomaTepmanoB 4esioBeka, OTpaxawlue MpoTekaHWe B OpraHn3Me MpOLEecCOoB XU3HeAeATe/bHOCTH,
XapaKkTepusyLnxcst COYETAHMEM YCTONYMBOCTY B ONPEEIEHHbIX paMKax NOCTOSHCTBA BHYTPEHHEN cpefbl
(romeocTasa) 1 AMHaMMYeCKMX KosiebaHuili BOKPYT TOUKM roMmeocTasa. BHyTpumHauBmayanbHas (nepcoHasb-
Hasl) Buonornyeckas BapuaLma oTpaxaeT kosiebaHnsa NPosiBNEHN PU3noNornyecknx yHKLNn BoKpyr onpe-
[eNeHHbIX TroMeocTaTMYeckux TOo4Yek y ob6cneayemMoro suvua. MexuHauBuayanbHas WAM  rpynnosas
6uonornyeckas Bapvauusl, MOAYMHAKOWANACA CTATUCTUYECKMM 3aKOHOMEPHOCTAM, npeAcTaBnseT coboi
MHTEepBasibl KosleGaHunii romeocTaTUYECKUX TOUEK FpyNn Sto4ei, 06befMHEHHbIX MO onpeaeneHHOMY NpusHa-
Ky (non. Bo3pacT, aTHMYeckas unmn npodeccroHanbHas NpUHaAIeXHOCTb U T. M.).

YacTHbIMM NPOsIBNEHNAMM BUOMIOTMYECKO Bapuauum, oTpaxaroLww MMy peakymio opraHu3Ma Ha pasiny-
Hble hakTopbl BHELUHEl cpefbl, SBASTCA NpeaHanTuyeckas sapuauusi, 06ycnoBrieHHas BANSIHUEM YC/0-
BMIA NOArOTOBKM 0b6CcneayemMoro k nabopatopHomy TecTy 1 B3aTus obpasua 6nomartepuana, u ATporeHHas
Bapuauus, oTpaxarow,an pas/iMyHoro poja fuarHoctmyeckme u neyebHble BO3AENCTBUA HA NauueHTa nepes
npoBeAeHNEM NlabopaTopHOro TecTa.

B kauecTBe OCHOBbI A1 OLLEeHK/ TOYHOCTU pa3fInyeHns naTosIorMyeckoi n aHaIMTU4eckon sapmnaymin n
[ONS YyCTaHOB/IEHNS e AVHbIX TPEGOBaHWI NPUMEHUTESIbHO K KaXA0MY aHa/IMTY MPUHSTO MMEtoLLee eCTECTBEH-
HyH0 (hyHAaMeHTaslbHYl0 OCHOBY CBOWCTBO cOCTaBa 6GMomarepuasioB YenoBeka — 6ronoruyeckas Bapunauus
B pa3/INyYHbIX KOMGUHALMSAX €€ KOMNOHEHTOB — BHYTPUUHANBUAYATbHOM U MEXUHANBUAYANTbHOV BapuaLuii.

[aHHble 0 NnapameTpax 6MOMOrMYECcKoin BapraLun aHaIMTOB. OCHOBAHHbIE HAa CBEAEHUSIX, COOPaHHbIX
3a psg et B MAPOBOI cneuunanbHoi nutepartype, NpuBeAeHbl B NpunoxeHun b.

3.3 O6wWue TpeboBaHUA K TOYHOCTU KOSIMYECTBEHHbIX KIIMHUKO-NabopaTopHbIX UccneaoBaHuii
(n3mepeHunin)

TOYHOCTb (MPaBU/ILHOCTb M MPELM3NOHHOCTb) KOIMYECTBEHHbIX KNMHUYECKMX nabopaTopHbIX nccneno-
BaHU (M3MepeHnid), Nogo6HO N0ObIM N3MEPEHUAM, XapakTepusyeTcs pasMepamm ciyyaHon n cuctemartm-
YeCKOW MOorpelHocT! nx pesynbTatoB. Pa3paboTka 06beKTMBHO 06O0CHOBaHHbIX TPe6oBaHWl K TOYHOCTU
KTMHUYECKNX NnabopaTopHbIX UCC/e0BaHUA COCTONT B YCTAHOB/IEHUW MpefesibHO AONYCTUMbIX 3HaYeHWl
aHaIMTUYECKNX NOTPeLIHOCTeR KONMMYeCTBEHHbIX METOAO0B UccnefoBaHuli (M3mepeHunit) nsnyeckmx Benu-
4nH (cocTaBa M CBOWCTB KOMMNOHEHTOB 6MOM0rMYecknx MaTepmanos, aHanMToB) B obpasuax 61Monornyecknx
Marepuanos, B3ATbIX Yy NauneHToB.

B cooTtBeTcTBUM ¢ TOCT P NCO 5725-1 npu oueHKe TOYHOCTM N3MEPEHMI KaxXAabll pe3ynbTaT namepe-
HWI1 y paccMaTprBaloT Kak CyMMY Tpex COCTaBAALLNX

y- T+B+B8. 1)

roe T — obljee cpefHee 3HaueHne (MaTemMaTu4yeckoe oxuaaHue);
B — na6opaTtopHas COCTaB/SOLWAs CUCTEMATUHYECKON NOrPeLHOCTI B YC/IOBUSX NOBTOPAEMOCTH;
e — Cc/yyaiiHas coCTaBaoLLas NOrPELHOCTY KaXA0ro pesy ibTara U3MepeHus BYC/ioBUsIX NoOBTopsie-
MOCTH.

O6uiee cpefiHee 3HAYEHWE COBOKYMHOCTW Pe3y/bTaToB U3MEPEHW UNN «NPUHATOE OMOPHOE 3Haue-

HUE» UCMOML3YETCS B YCNOBUSAX, KOT4A UCTUHHOE 3HAUEHNE N3MEPSIEMON (DN3UUYECKONR BEINUNHBI (3TASIOHHOE
3HayYeHne n3MepsieMoli BENIMUMHbI B Yy3aKOHEHHbIX eAUHULAX) HE MOXET GbITb YCTAHOB/IEHO 13-3a OTCYTCTBUS
HEo6X0ANMOro aTasioHa, o6ecneunBaiLLEro BOCNPOM3BEAEHNE, XPaHEHIE 1 Nepeaady COOTBETCTBYIOLLNX
3HAUEHWIT BENIMUMH, HEOGXOAUMbIX /151 ONPEAENEHNS NOTPELIHOCTY u3MepeHuii. OHO MOXeT BbiTb NOJYYeHO
KaK TeOpeTUYecKoe UM yCTaHOB/IEHHOE 3HAUYEHNE, OCHOBAHHOE Ha HayUHbIX MPUHLMNAX, UK Kak NpUnucaH-
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HOB (cornacoBaHHOE) WM aTTeCTOBaHHOE 3HaYeHWe, OCHOBaHHOE Ha aKCcneprMeHTasbHbIX paboTax, cornac-
Ho TOCT 8.315, a Takke Kak cpefiHee 3HauyeHWe 3afjaHHOl COBOKYMHOCTW pe3y/bTaToB M3MepeHwui.
CunctemaTtnyeckas NorpewwHocTb (PasHOCTb MeXAy MaTeMaTUyeckum OXngaHmem pesynbTaToB M3MepeHuii n
UCTUHHBIM (NPUHATBIM ONOPHbLIM) 3HAYEHMEM] XxapakTepusyeT NpaBuUIbHOCTb U3MEPEHUIi, TO ecTb CTeNeHb
61130CTN pe3ynbTaTa U3MepeHuidi K ICTUHHOMY 3Ha4YeHV0 M3MepPSeMOl BE/IMUMHDBI, & Ha NpaKkTuke — K Npu-
HATOMY OMOPHOMY 3Ha4YeHU0. B peanbHbIX yCNOBUAX N3MEPEHWUIA B KTMHNKO-AMArHoCTUYeCcKol nabopatopun
nabopaTtopHas cocTaBnsoLas cucTteMaTmyeckoil NorpeLHoCcT (CMeLLeHre) Npu BbINOSTHEHUN KOHKPETHOrO
meToAa W3MepeHWit OTHOCUTCA K ob6lieMy cpefHeMy pesynbTaTy W3MepeHuid Wanm K YyCTaHOB/IEHHOMY,
aTTeCcTOBaHHOMY 3HAYEHUIO.

CnyyaliHaa cocTaBnsioLasn NorpeLHoCcT pesynbTata U3MepeHunst xapakrepusyeT NPeLu3noHHOCTb, TO
ecTb cTeneHb 61130CTN APYT K A4PYTY HE3aBUCUMbIX pe3yibTaToB N3MEPEHWIA, NOSTyYEeHHbIX B KOHKPETHbIX per-
NaMeHTNUPOBaHHbIX YCNOBUAX. OHa He MMeeT OTHOLLEHUS K NWCTUHHOMY UM YCTAHOB/IEHHOMY, aTTeCTOBaHHO-
MY 3HAYEHMWI0 U3MEPAEMON BENINUNHBI.

[na konvyecTBeHHbIX METOLOB MCCNeAoBaHuii pa3pabartbiBaloTcA TpeboBaHWA K XapakTepucTukam
NMOBTOPSAEMOCTM U NPELU3NOHHOCTU, OTpaXalLwmM pasmep C/y4vyaliHoi NOrpewHoCcTH, NPOsIBAAIOLLEACS B
avcnepcun pesynbTaToB OLHOPOAHbLIX U3MEPEHUI 1 BbipaXaeMoi cpeHekBaapaTuyHbIM OTKIOHEHUEM VN
koathppuumneHtom Bapmauum (cm. FTOCT P UCO 5725-1. pasgen 6).

Mpn pacueTe 6a30BOro (KenaTenbHOr0) YPOBHA MaTeMaTUyeckum OXuAaemoro npu 6ecKOHeYHOo
60/1bLLIOM YKCe uccnefoBaHnii 3HaYeHNs cnyyaliHoin aHaIMTUYeCKo NOrpeLHoCTU, UCXOAST M3 TOTOo, YTO npe-
[enbHO AonycTumas ciyvaliHasa aHanuTuyeckas norpeLiHocTb, Xapaktepmdyemas koadduymeHTom Bapua-
unn, npn HesHavynTesIbHOM aHaIMTUHECKOM CMeLlleHN NoJ/1XKHa COCTaBNAThb.

CVa<0.5 CV, 2

roe CVa— koadhhuLMeHT aHaMTMYeckoli Bapuayuu;
CVx— K03(hhULMEHT B1OOrMYeckoli BHYTPUUHAMBUAYABLHOWM Bapuayum.

KoathcpmumeHT Baprauum pesynbTaToB UCCAefoBaHWii He [O/MKEH NpeBbiwaTh NO/I0BUHbI NoKa3aTens
BHYTPUUHANBMAYASIbHOW BapuaLmm.

TpeboBaHWS K NPaBUIbHOCTU, TO €CTb CTEMEHMN OTK/IOHEHUS ONpeAensaeMoro 3Ha4eHus oT ero UICTUHHO-
ro 3HaYeHusi, OCHOBaHbl Ha pacyeTe MareMaTU4yeCcKn 0XUAAeMOoro npy 6eckoHe4YHo 6OMbLLIOM YMcne uccne-
[0BaHWA 3HAYEHMA CUCTEMaTMYecKon aHaIMTU4YecKol morpewHocTn (cmelweHnsa — B. bias). Mpu pacuete
6a30B0Oro (xenatesibHOro) ypoBHa TpeboBaHMii K NPaBU/IbHOCTW UCCNEe0BaHUIA UCXOAAT U3 TOrO, YTO MNpe-
JenbHO JonycTuMas cuctemaTuyeckass aHaamTuyeckass MorpeliHocTb, XapakTepusyemasi OTHOCUTE TbHbIM
aHaIMTUYECKUM CMeLLeHNeM B, %, Npu He3HAYMUTENbHON C/yYaiHoli NOrpeLlHOCTU AO/HKHA COCTaBNATh!

B <0.25 (CY2 ¢ CV*)m, (€)

rae CV.m— koadppmumeHT 6MON0rMyYecKkoin BHyTPUUHAMBHAYaIbHOW BapuaLlmy;
CVG— k03hpuLmeHT 61MoNornyeckolri MexnHanBuayansHoii (rpynnoBoii) Bapuaumu.

PaccunTaHHble, MCXo4a M3 3TUX 3aBUCMMOCTER, 3HauyeHusa npefesibHO [ONYyCTUMbIX NOrpeLHoCcTel
npeacTaBnsaoT 6a30Bblii (KenaTesnbHbli) ypoBeHb TpeboBaHUA K TOUHOCTY NabopaTopHbIX MCCNefoBaHuiA.
B cBA3K C TeM. 4YTO peasibHble aHaNUTMYeckne BO3MOXHOCTM METOAOB WCCMeAOoBaHWi psafa aHanuToB U
XapakTepucTUKM TOYHOCTU AOCTYMHbIX M3MEPUTENbHBIX NPUOOPOB He MO3BOMAIOT BO BCEX C/y4vasx obecne-
4YnTb 6a30BbIli YPOBEHb TOYHOCTU Pe3yNbTaTOB KAVHUYECKMX TabopaToOpHbIX UCCNefoBaHNi, a B OTHOLIEHUN
ApYyrnx aHannToB 6a30Bblli yPOBEHb TOYHOCTU NIETKO NPEeBbILaeTCss BO MHOTUX nabopatopusax, gonyckaeTcs
ncnosb3oBaHne andepeHynpoBaHHbIX 6M0NOrMYeckM 060CHOBAHHBIX KpUTEPUEB NPELM3NOHHOCTMU U npa-
BU/IbHOCTU UCC/IeA0BaHNA C NCNOb30BaHNEM KO MULMEHTOB, NOBbILLAIOLLNX UV MOHKAIOLWNX YPOBEHb
TpeboBaHWii TOYHOCTU. [Mpu NOBbILWEHHOM (ONTUMasIbHOM) YPOBHE TOYHOCTU MPUMEHSETCH KOIhULNEHT
0,25 (BmecTo 0,5) ansA pacuyeTa obLLeil aHanUTMYeckon Bapmauum n koaddpuumneHT 0.125 (BmecTto 0,25) ans
OTHOCWTE/IbHOTO aHa/IMTUYECKOro CMEeLLeHNS; NP NMOHWKEHHOM (MUHUMas/IbHOM) YPOBHE TOYHOCTU Ko3adhhu-
umneHT 0.75 (BmecTo 0,5) AnsA pacueTa o6Lein aHannTMyeckoi sapuauum n koadpdumymeHT 0.375 (smecTo 0,25)
N5 OTHOCWTENIbHOT0 aHa/IMTUYEeCKOoro cMeLLeHns. AKTyanbHan 6a3a gaHHbIX AN5 pacyeToB gndcepeHunpo-
BaHHbIX Bronornyeckn 060CHOBAHHbIX KPUTEPMEB NPAaBUILHOCTY W MPELU3NOHHOCTY pe3ynbTaToB nabopa-
TOPHbIX UCCNEefoBaHWi NpuBegeHa B NpuioxeHun b.

Cnoco6bl pacyeTa KpUTepUeB aHaIMTUYECKO TOYHOCTY A5 OTAE/bHbIX aHA/IMTOB. a Takke AnA npumMe-
HEeHWA UX Npu BHYTpunabopaTopHOM KOHTPOJe nccnefoBaHnii NpMBeeHbl B Npasuiax npoBegeHns BHyTpuia-
60paTOPHOr0 KOHTPONA KayecTBa KOMMYECTBEHHbIX METOA0B K/IMHUYECKUX NabopaTopHbIX UCCNefoBaHuii ¢
NpUMEHeHneM KOHTPOsbHbIX MaTepuasios (TOCT P 53133.2).
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PelwweHus o npyuMeHeHny TpeboBaHuii NO TOYHOCTU TaboPaTOPHbIX UCCeA0BaHW B OTHOLIEHWN aHaun-
TOB. Tpe60BaHNSA K KOTOPbIM HEe YCTaHOB/EHbI, NPUHUMAKOTCA PYKOBOAUTENEM YUpeXxaeHusa no npeacrasne-
HUIO 3aBejylollero nabopartopueli, ucxoaa u3 6asbl AaHHbIX, MPUBEAEHHON B npuioxeHun A. Mo mepe
COBEpLUEHCTBOBAHMSA OCHalLleHMs nabopaTopuy U BHegpeHns 6osee TOYHbIX METOLOB MCCNeA0BaHNsS ypo-
BeHb TpeboBaHWi K TOYHOCTU NabopaTopHbIX UCCNeA0BaHNIA AO/MKEH NOBbLILWATLCSA B NPOLLECCe NOCTOSHHOMO
YyNyuyleHNs KayecTBa UX pe3ynbTaToB.

TpeboBaHWs K aHAIMTUYECKO TOYHOCTY cnefyeT ycTaHaBAnBaTb C YY4ETOM KIMHMYECKMX NoTpebHoc-
Teli. MpuHMMas BO BHUMaHMe 0COGEHHOCTN TpeboBaHWii K NPaBUILHOCTY pe3ybTaToB UCCNef0BaHuiA, npes-
Ha3HaUYeHHbIX A4/1A Lesieil ANarHocTuKM, U K UX NPELU3NOHHOCTU NPU MOHUTOPUHIE TeYyeHUus 3a6oneBaHUi,
pEKOMEeHAYITCSA BapuaHTbl pacyeToB NpefesibHbIX A0NyCKaeMbIX 3HaYeHU NorpeLHocTe.

[na gnarHocTnyeckux uenen npefesnbHble 3HAYEHNS CUCTEMATUYECKON MOrpeLIHOCTU KITMHUKO-1abo-
paTopHbIX N3MepeHuii AOMKHbI COOTBETCTBOBATb HEPABEHCTBY

8<0.25(CV2 +C V|)i* ©
a npepgesibHble 3Ha4eHus cnyqa|7|H0|7| norpewHoCT — HepaBEeHCTBY
CVa<0,58 (CV* ¢ CV*)'12 ®)

Mpu uccnefoBaHusIX, NpegHasHaueHHbIX AN Leneii MoHUTOpKHra 3a6oneBaHuii, npefenibHoe 3Haue-
HUe cucTemaTuyeckoit norpewHocTn (ASE) fO/IKHO COOTBETCTBOBATL HEPaBEHCTBY

ASE< 0,33 CVv (6)
a npejenibHoe 3HaYeHue cny4vainHoi norpelwHoctn (CYa) — HepaBeHCTBY
CVa<0.5 Cvr (@)

[onyckaeMasn pasHuua 3HaYeHuli pe3ynbLTaToB Mexay ABYMS MeToAamMu, UCMOo/Ib3yeMbIMU ANs Uccre-
[l0BaHUsi 0HOI 1 TOW e BeNNUMHbI B OA4HOW na6opatopum, HanpumMep, B OTAENEHUN KPUTUYECKNX COCTOSIHNI
1 B 06bIYHOM OTAENEHUN, HE AO/IKHA NPEeBbIWAaTh OAHY TPETb OT pasmepa BHYTPUUHANBUAYASIbHO Bapuauum
ONA faHHOro aHanuTa (gonyckaemas pasHuya < 1/3 CL).

Tpe6oBaHMA NO Ka4yecTBY MPU NCCNefoBaHUN TeKapPCTBEHHbLIX NMPenapaToB B NPOLEcCe NeKapCTBEH-
HOro TepaneBTMYeCcKOro MOHUTOPUHIA C UCMNOJIb30BAHUEM NPOCTON TeopUn hapMakoKMHETUKN AOSKHbI COOT-
BETCTBOBAaTb C/iefytoLLEMY HEPABEHCTBY

CVa<0.25 [(2[/M- 1Y (2r/t + 1))100. ®

roe T— WHTepBan Mexay BBELEHMEM [03 Npenapata;
t — nonynepuog xu3Hu npenapara.

3.4 Cnoco6 pacueTta npegefnibHO AONYCTUMbIX 3HAYEHUIN XapaKTepUCTUK aHaIMTUUYECKNX
norpeLwHocTel

Mpn npoBegeHun BHYTPUIABOPaTOPHOTrO KOHTPOJIS KayecTBa OCYLLECTBASIETCS uccnegoBaHue
OfHON — ABYX NPO6 KOHTPOJILHOTO MaTepuasna B Kaxol cepum n3mepeHuii. Mpn noCcTPOEHUN KOHTPOSIbHOM
KapTbl MCMOMNb3YTCA pe3ynbTaTbl UCCNeAoBaHNA KOHTPO/bHbLIX NPo6 B nepBbix 10 u 20 aHaNUTUYECKMX
cepusx (TOCT P 53133.2). Ans pacyeTa npefenbHO 4ONYCTUMbIX 3HAYEHWI aHaIMTUYECKNX NOrPeLUHOCTEN
[O/IKEH NPUMEHSITLCSE MaTeEMATMYECKUIA annapaT ¢ y4eTOM 3TUX YC/I0BUiA. MpeaesibHO 0NyCTMMOE 3HaYeHre
KoahhuumeHTa Bapuauny (nokasatens npeLm3noHHOCTU UCCeA0oBaHWiA) paccunTbiBalOT No hopmyne

1. 19)

rae y— paccuMTaHHOe Ha OCHOBe GMO0rMyYeckoli BapraLmn KOHKPeTHOro n1abopaTtopHOro nokasarens
LeneBoe 3HavyeHune KoahduuneHTa obuiein aHanmTnueckoi sapunanmm (CV);
y2 1— KpuTepuii MupcoHa ¢ yposHeM 3HaummocTun 0.05 1 uncnom creneHei ceobogbl (T - 1).

°m
Mpu T = 10 (vo ecTb AnA 10 aHanUTUYeckux cepuit) kputepuii MNMupcoHa paseH 16,92; npu T = 20
(To ecTb gna 20 aHaNMTUYECKUX cepuid) kputepuii MupcoHa paBeH 30,14.

MocKonbKy paccunTaHHOE Ha OCHOBE BMO/IOTMYECKOl BapuaL My KaxAoro KOHKPETHOro 1abopaTopHOro
nokasartens uenesoe 3HauveHne (CV) oguHakoBo A5 N060ro uncna cepuii, a yactb hopmysbl (8). a UMEHHO,

b.T- 1: (T ~ 1)]1f2. MmoXeT 6bITb Npecbpa3oBaHa B KO3 ULMEHT /c,, paBHbIl B cnyyae 10 aHaIUTUYECKMX
5
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cepwii 1.37. a B cnyyae 20 cepuit 1.26, To pacyeT npefesibHO AONYCTUMbIX 3HAYEHWI Ansi KO3 MLMEHTA
o6Lueit aHaIMTMUYECKO BapuaLmmy MOXeT 6biTb YNPOLLEH U OCYLLECTBATLCA N0 hopmyne

CVm=/c,(ClO. (t0)
To ecTb Ans 10 cepuii CV10= 1,37y; gnsa 20 cepuit CY20= 1.26y.

MpefensHO JONYCTMMOE 3HAueHMe OTHOCUTENIbHOTO aHa/MTUYEeCcKoro cMelleHust (nokasaTenb npa-
BU/IbHOCTU 1CC/E0BaHN) paccunTbiBaloT no dopmyne

8m=i[6+ 1.96yVm), (11)

rae i— ueneBoe 3HaYeHne BeNNUMHbI OTHOCUTE/NBHOTO CMELLEHUS;
y— LeneBoe 3HayeHne koapumumneHTa o6LLeil aHannTMYecKon sapmaumu;
1.96 — KBaHTW/b CTAHAAPTHOTO HOPMasIbHOTO pacnpeAeneHns Ana ypoBHS 3HauymmocTy 0.05.
YacTb hopmynbl, a UMeHHO. 1.96:-JmMoxeT 6bITb NpeobpasoBaHa B KO3 ULMEHT K2. KOTopsblin ans 10
aHanMTMyeckux cepuii paseH (1.96:1012) = 0.62. a gna 20 cepuii paseH (1.96:201/2) = 0,438.
dopmyna (10) npeobpasyetca B hopmyny (12):

£+Bm=i(S*/c2y). (12)

3.5 MpaBnia OLUeHKN aHaIMTUYECKOW YyBCTBUTENBHOCTU METOAOB KIIMHUYECKUX
nabopaTopHbIX UccreaoBaHui

AHanuTuyeckas YyBCTBMTE/NILHOCTL MeTofa MUccnefoBaHus npeactaBnseT coboit cnocobHOCTb BbISAB-
NATb HAUMEHbLUee pas3NnMUMB Mexay ABYMSI KOHLEHTpauusamu aHannsnpyemMoro kommnoHeHta. OHa xapakTte-
pu3yeTcs CTEMEHb 3aBUCMMOCTU M3MEHEHWS 3HAYEHWUsI pesysibTaTta OT CUrHana, KOTopblid AO/IKEH 6bITb
U3MEpPEH, N N3MEePSeTCSA YaCTHbIM OT fle/IeHUs pa3HuLbl U3MEPEHHbIX 3HAYEHUI Ha eAUHMLY KOHLEeHTpauum
aHa/IM3MpyemMoro KOMMOHeHTa. YacTHoe npsAMO NpoMnopLMOHaNbHO 4YYBCTBUTE/IbHOCTM MeToga. AHanu-
TMYeckas YyBCTBUTE/IbHOCTb TaKKe MOXET OblTb KOJIMYECTBEHHO BbIpaXeHa Hak/IOHOM TOYHOTO KasimbpoBoY-
HOro rpaduka M OTHOLLIEHNEM NPUPOCTAa 3HAYEeHWU U3MEPEHUS HA eAVHULY aHaIM3npPyeMoro KOMMNOHEHTa B
AnanasoHe NMMHeRHOCTU KanMbpoBOYHOrO rpadrka. JIMHeHOCTbL MeToAa NpeAcTaB/ieHa UHTepBasIoM 3Have-
HWIA, B KOTOPOM OXMAaeMoe 3HaUYeHUE U [eliCTBUTE/IbHOE 3HAUYEHME pa3/InyalTCcsa C/yyaiHbiM 06pa3om.

HWXHWiA npegen 4yBCTBUTENbHOCTU MeToAa XapakTepu3yeTcs KOHLEeHTpaLmein unm akTMBHOCTbIO ana-
nuTa B OTAENbHOM MHAMBUAYaNbLHOM Npobe, Npu KOTOPOW nccnegyemast npoba MoXeT 6biTb AudepeHLnpo-
BaHa C BbICOKO/ CTEMEHbI BEPOSATHOCTU OT XOJ/1I0CTOM NPo6bl. KOMMYECTBEHHBLIM BbIPAXEHUEM HUXHETO
npegena 4yBCTBUTENIbHOCTU MOXET ObITb 3HAYEHNE N3MEePEHMS X010CTOW Npo6bl XMp, paccynTbiBaeMoe no
dopmyne

*Rp=X +3S. (13)
roe X — 3HauyeHve N3MepeHust Xo10CTol npobbl,
S — cpegHekBagpaTM4eckoe OTK/IOHeHMe AN cepun U3 20 n3MepeHuit.

[nanasoH nsmepeHus Metofa npescTaBaseT co60i NHTepBa 3HaYeHWn N3MepeHnii 0T HUXKHETO npe-
[lena YyBCTBUTE/IbHOCTM Ha NPOTSXKEHUWN BCETO IMHEHOrO yyacTka kannbpoBoYHOro rpaduka.

3.6 lMpaBwniia OLOHKN aHaNUTUYeCcKo cneynyHOCTN METOL0B KIIMHUYECKMX NabopaTopHbIX
nccnegoBaHuin

AHanuTuueckas crneymnyHocTb (CMOCOBHOCTL MeToAa 06HapyxuBaTb/onpenensaTb TO/IbKO UCKOMBIIA
KOMMOHEHT) N0 OTHOLLUEHMWIO K aHaNu3npyemoli BennunHe (KOMNOHEHTY 6oMaTepuana) oueHnBaeTcsi No cTe-
NeHy B/IMSHUA pasfINyHbIX NpYMecein unn MaTpuubl 6uomatepuana Ha pesynbTaT aHanusa. [1s npoBepku
cneunduUYHOCTU MeToga MCNOoMb3YKT MPUMECH, KOTOPbIE MO CBOEN XMMUYECKOl CTPYKType COOTBETCTBYHOT
BelllecTBam, KOTopble B CUY (PM3NOMOTMYECKUX MEXAHN3MOB W/ Kak IeKapCTBEHHbIE Npenapartbl MOryT C/ly-
XWUTb UCTOYHMKOM @aHaIMTUYECKOW NOorpeLHocTu. B npeaenax BeEpXHen U HUXHE 0CHOBHbIX KasIMGpOBOYHbIX
TOYeK AN UCCrieflyeMOoro KOMNoHeHTa NPOBOAAT CpaBHEHNE MeXAY AO0/HKHbIM 1 AeACTBUTEIbHbIM 3HAYeHNs-
MW UCC/IefyEeMOro KOMMOHEHTA NPY Pas3/InyHbIX KOHLEHTPaLWAX MPUMECe C MHTEPBa/IOM, PaBHbIM CPeAHEK-
BaJpaTUYHOMY OTK/IOHEHMIO B cepun. B kauecTBe cpaBHUTE/IbLHOTO MHTEPBasia B BEPXHEN U HWXKHEN TpeTn
Anana3oHa WCMNO/Mb3ylT COOTBETCTBYHOLLEE 3HAYeHWe CcpefHeKBaApaTUYHOTO OTK/IOHEHWA B cepun,
YMHOXeHHoe Ha KoadduumneHT 2.10 (ans 95 %-Horo foBepuTENbLHOIO UHTEpBana) uam 2.88 (gna 99 %-Horo
[0BEPUTENBHOTO MHTEpBana). MNpeBbileHne abCo/TTHOIO 3HAUYEHNS pasHULbl MexAay AO/HKHbIM 1 AeiACTBU-
TeNbHbIM 3HAYEeHUAMU aHaIM3MpPyeMoro KOMMOHEHTa XapakTepulyeT BO34eiCcTBMe AaHHOW KOHLUEeHTpauum
NpYMecK Ha aHaIUTUYECKYH cneunduUHOCTb MeToAa UccnefoBaHus.
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3.7 MpaBuna oueHkn aHanMTu4yeckom HaeXHOCTN OLEeHOYHbIX (I'IO}'IyKOﬂVIHeCTBeHHbIX)
MeTOoA0B KNNMHUYEeCKUX na6opaToprlx I/ICCI'Ie,qOBaHI/IIZ

[Na NonyKonMYecTBEHHbIX METOA0B UCCNEeA0BaHUIA, NPW KOTOPbLIX Pe3y/bTaTbl BbipaXarTcs B Opau-
HaNbHOW LWKane, oLeHka NPeLy3NoHHOCTY MOXET OblTb BblpaXeHa Kak MponopLms OXugaemMblX pesynbTaTtoB
N0 NPUHATON MX Kaccndukaummn: «oTpulatesnbHble», «1+», «2+», «3+». OTn nponopunn nmetoT 95 %-Hblii
[OBepUTeNbHbIA UHTEpPBas, PacCuMTbiBAEMbIA Ha OCHOBE cTaTtucTuyeckux Tabnuu. Mpu conoctaBieHum
rpynn ¢ HW3KOM («1+») Unn cpegHenoBbILLEHHOW («2+») KOHLUEHTpauvuein aHannTtoB MOryT ObiTb MNOMy4YeHbl
60/51ee TOYHble pe3ynbTaTbl, YeM NPU CONOCTaB/IEHNM C TPYNNOI C BbICOKOM KOHLEHTpaumeii («3+»), koTopas
He UMeeT YeTKO OrpaHNYeHHOro BEPXHero npegena.

OueHka NpaBWIbHOCTY UcCNefoBaHNli MOXeT GbITb OCHOBaHA Ha rpajaunsax oTpuuaTesibHbIX U Nosio-
XUTENbHbIX Pe3ynbTaToB C yCTaHOB/IEHWEM nopora O6HapyXeHWs ¥ nopora noATBepxAaeHuns (Ha ocHoBe
CpaBHeHMsA C pe3ynbTatamu, NOJyYEHHbIMU MpU nNapanfiefbHbiX WCCNef0BaHNAX KOMYECTBEHHBIM
MeToL0M).

I'Ipmmep —_ aneMneMaﬂ npaBunbHOCT b OI'Ipe[J'el'IeHI/IVI C NOMOW bW NONYKONMYECT BEHHbIX TecT-nono-
COK XapakTepusyeTcsa ,qOI'IEVI NOXHONONOXWNT ENbHbBIX Pe3yibTaT OB Ha YypPOBHEe MeHee 10% npun nopore 06Hapy-
XeHna n Aoﬂeﬁ NOXHOOTpPUUAT EeNbHbIX pPe3yNnbT aT OB TakXe Ha yposBHe MmeHee 10 % npun nopore nogrTBepxjge-
HuA. B cep0|7| 30HE (Me)KAy noporamwu 06Hapy>Keva n nOATBEp)KAEHVIﬂ) AonAa NOXHOOTpPULATEeNnbHbIX
pe3ynbTaToOB [ONXHA COXpPAaHATbLCS Ha ypoBHe MeHee 30 %.

3.8 lMpaBuaa ouEeHKN aHaNNTUYEeCKON HaLEeXHOCTN HEKONMYECTBEHHbIX METOA0B KIIMHNYECKUX
nabopaTopHbIX UccnefoBaHuin

TpeboBaHWa K aHaIUTUYECKON HAAEXHOCTN HEKOTMYECTBEHHbBIX METOA0B K/TMHNYECKUX 1abopaTopHbIX
nccnefoBaHuii (kak NpaBuio, BU3yasnbHbIX CYyObEKTUBHbIX HABMOAEHWIA, NP MUKPOCKONUK Npenapartos 6uo-
mMaTepvanos. N300paxeHnin KNeToK TKaHel Yenoseka, MUKPOOPraHN3MOB, NapasuTapHbIX OpraHu3mMoB, Kop-
NYCKYNAPHbIX KOMMOHEHTOB 6UOXMAKOCTeN) cnepyeT paspabartbiBaTb C  y4eTOM crneuudukm  ux
aHa/IMTUYeCcKnX NPUHLUMNOB, GMoNorMyecknx 1 MopdonorMyecknx xapakrepncTmk (ocobeHHocTell) nsyyae-
MbIX KOMMNOHEHTOB OMO/I0rMYECKUX MaTtepuanos. B OTHOWEHUN BU3yasibHbIX HEKOMYECTBEHHbIX METOA0B
NPUMEHSIOT OLLEHKY N0 YacToTe 06HapPYXeHNs C UX MOMOLLbI0 MCKOMbIX KOMMOHEHTOB G1oMaTepuanos, BKO-
4yas KOMMOHEHTbI, XxapakTepHblie (Mo cBoeil MOpdoNorNK, XUMUYECKOMY UKW BUONOTMYECKOMY CPOACTBY C
onpegeneHHbiMu xpomodopamu, dunroopocopamu, aHTuTenammn) ansa cneymdunyecknx opm natonoruu,
ONS ANarHOCTUKM KOTOPbIX NpeAHa3HavyeH gaHHblli BUA UCCe0BaHUs.

NMprumMeyaHne — BnocneaHem cnyyae JOMNyckaeTcs NPUMEHATb KPUTEPUN ANArHOCTUYECKO YYBCTBUTE/TbHOC-
TV ¥ cneyngryHOCTH, NPUMEHSIEMbIe MPU OLEHKE KMHUYECKO UH(OPMATUBHOCTH.

Mpu paspaboTke Tpe6GoBaHUii kK aHATMTUYECKO HaLEeXHOCTN BU3yaslbHOTO MeToja crieflyeT UCNosb30-
BaTb B KAUeCTBe OpPMEHTMPA pPe3y/bTaThl UCC/efoBaHNs 06pa3Los 61MomMarepuanos, NPoM3BeAeHHOro ucce-
foBaTefieM, MMelolWUM GOMbLWOA ONbIT (HE MeHee MSATU ThicAY UCCNEfOBaHWi) BU3yanbHOr0 W3yuyeHusi
U306paXEHNl, NOATBEPXAEHHOTO MPaBU/IbHOTO  OGHapYXeHUst U Knaccudgukauum  Uccrepyembix
KOMMOHEHTOB GMoMaTepnanos.

3.9 lMpaBuna NpMMEHeHUa KPUTEPUEB aHaIMTUYECKOW HaAeXHOCTH

OTBETCTBEHHOCTb 3a pa3paboTKy KpUTepues aHa/IMTUYECKOl HafeXHOCTU KIMHWYECKUX nadopartop-
HbIX NCCNefoBaHUiA, BbINOMHAEMbIX B f@aHHOM KIUHWMKO-AMArHoCTMYeckon nabopaTopun, 1 3a MX COOTBET-
CTBMe TpeboBaHNAM HaCTOALWEro cTaHgapTa HeceT 3aBefytoLWuii naboparopueir. Kputepum aHanuTuueckon
HaJeXHOCTU KTMHUYECKNX 1abopaTopHbIX UCCef0BaHni, BbINONHAEMbIX B AaHHONW nabopaTopuu, yTBEPX-
faeT pykoBoguTenb MeAnLMHCKOW opraHm3auun. CooTBeTCTBME Pe3yNbTaToB KOHTPOA KavyecTBa KAnHuyec-
Knx nabopaTopHbIX NCC/e0BAHUIA YCTAHOB/IEHHbIM KPUTEPUAM aHA/TUTUYECKON HafeXHOCTN N TpeboBaHNAM
HacTosLLero craHgapTa paccMaTpuBaeTcsl kak 06s3aTesibHOe yc/ioBue npu cepTudukauuy nadéoparopum,
MHCNEKLMOHHON NpoBepKe AesATeNIbHOCTM MeAWMLMHCKOW opraHusauuv 1 npu npoBefeHun KIMHUYeCcKoro
ayguTa.



FOCT P 53022.2—2008

AANLNLeHe SOIQO._..NQOOM_.\ NOXJShUHNUN 9 X19nasHawndu



FOCT P 53022.2—2008

T'v 9hnroge L anHaxvorody



FOCT P 53022.2—2008

T V 1afiMuge L 8UHBhHONO

o
—



FOCT P 53022.2—2008

MpunoxeHvne b
(cnpaBoyHOE)

Basa gaHHbIX Ans pacyeTta aucdepeHUMpoBaHHbIX 6MOOrNYEeCcKn 060CHOBAHHbIX KpUTEPMEB
(onepaTuBHbIX 3HAYEHWIH fLONyCKAEMbIX MNOFPELWHOCTEN) NPaBUIbLHOCTU U NPELU3NOHHOCTH
pe3ynbTaToB NabopaTopHbIX UCCe0BaHNA

B KauyecTBe WUCXOAHbIX AaHHbIX O 6MONIOTMYECKOli Bapuaunum UCMNOMb30BaH CBOAHbIN 6aHK AaHHbIX U3 60/bLIOro
psga paboT, NnosBUBLUMXCA B NuTepaType 3a nepuos ¢ 1951 no 1998 r. (1). B aTom 6aHKe AaHHbIX B KayecTBe Hanbonee
[O0CTOBEPHOW KOIMYECTBEHHOW XapakTepUcTUKN 6MONOrMYecKoii Bapuaummn npuBeseHbl MegraHbl KO3 MULNEHTOB MeX-
MHAMBUAYaNbHOW N BHYTPUMHAMBUAYANbHOM Bapuaumy 3HaYNTEe/IbHOTO YMC/a aHa/IMTOB. YacTo UccreayeMbiX B MPakTu-
Ke K/IMHWUKO-AnarHoctmyecknx nabopatopuii. Bbibop MeanaHbl B Ka4eCcTBe UHTErpasibHOM 06 bEKTUBHOM KONMYECTBEHHOM
XapakKTepuUCTUKN Bapuauum no3BosisieT nlbexarb BAUSHUA IKCTPEMasbHbIX UAN BbiNafalowmnx 3HavyeHunii B oTAeNbHbIX
npo6ax.

Monb3yAacb MaTemaTnyeckum annapatom (cMm. 3.4) U UCXoas U3 faHHbIX O GUONOrMYecKoit Bapuauum B hopmarte
MeAnaH MeXUHAMBUAYANbHOW 1 BHYTPUMHANBUAYANbLHOW Bapuaumm, MOXHO paccumtatb 6MON0rnyeckn 060CHOBaHHbIE
[ONYyCTUMble 3HAYEHUs1 O6LLE aHaIMTUYECKOW Bapuauum v OTHOCUMTENIbHOTO aHa/IMTUYECKOro CMeleHns Ans nt6oro
aHanuTta. B Tabnuue B.1 npuBefeHbl paccyMTaHHble MO ONUCaHHOMY MeToAy 6MoNorMyeckn 060CHOBaHHbIE AONYCTUMbIe
3HaYeHWs AN151 OLEHKN TOYHOCTU NCCNefoBaHuii psafa aHaIMToOB. OTHOCSLWNUXCS K cdpepam KNnHu4Yeckoi 6noxmmumn, na6o-
paTopHOIi remaTonorMn, UMMYHOOTMK, Koarynosoruu. NprueeaeHHble B Tabnuue B.1 LeneBble 3Ha4YeHNsA CV U+ B MOryT
6bITb MCNONb30BaHbl A5 pacyeTa AONYCTUMbIX 3HAYEHWUI B TEX C/yYasX, KOrAa 4Yncno aHannTu4ecknx cepuii otamyaet-
ca ot 10 n 20.
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