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BBepeHune

Cratnctuyecknin BHyTpunabopaTopHbI KOHTPOSb KadecTBa NPUMEHSOT AN MOHUTOPUHIa BbINOMHEHUS
METOOMK KONMNYECTBEHHbIX U3MepPeHUIn B NTabopaTopHON AMArHOCTUKE C Lienbio BbISIBIEHUS OTKIOHEHWUA OT
CTabunbHbIX 6Ga30BbIX aHANUTUYECKMX NokasaTtenen. [1py OTKNOHEeHUN haKTUYECKUX pesynbTaToB OT OXuaa-
eMbIxX cuctema koHTpons kadectsa (KK) npegynpexpaet nepcoHan O cobbITusX, KOTopble MOryT MOBMAUATb
Ha OOCTOBEPHOCTb MEAULIMHCKUX peLlleHUA. Takne OTKIOHEHMS CnocoBHbI MPUBECTU K OLLMBOYHOM Tepanuu,
3aiepXKe NneveHns Unn gaxe HaHeCTU Bpes NauueHTy.

YcnewHoe npumeHeHne KK 3aBucuT OoT nnaHMpoBaHWs CcTpaTermm Ha OCHOBE YCTAHOBMEHHbIX aHanuTu-
YeCKMX XapaKTePUCTUK METOAOB, KIMHNYECKNX TpeboBaHuI K pesynbTatam, Bbibopa COOTBETCTBYHOLLUMX MaTe-
pvanoB KOHTPOMS KayecTsa, NPUNUCLIBAHMS UM LENeBbIX 3Ha4YeHui, onpegeneHuns yactotel nposegerns KK,
BblGOpa NpaBun NPUHATUSA PELLEHUn Ha OCHOBaHUKW pesyrbtaToB nposeaeHHoro KK.

Peanusaums ctpaTterum npegHasHadeHa A5is CBOEBPEMEHHOIO BbISIBIIEHUS CUTYaLUMI, KOraa BbINomHse-
Mas MeToAuKa N3MepeHns MOXET AaBaTb HEKOPPEKTHbIE pesynbTaThl.

LLinpokoe pacnpocTpaHeHe aBTOMaTU3MPOBaHHbIX NabopaTopHbIX CUCTEM C Pa3NUYHbLIMU NPUHLMNaMU
N3MePEHNS YCITOXHUIO TEPMUHOMNOMMIO 1 MeToauku paspaboTku ctpaterni KK. HekoTopble BblcokoaBToMaTu-
3MPOBaHHbIE CUCTEMbI OCHALLEHbI BCTPOEHHBIMU MEXaHU3MaMu NPOBEPKN, KOTOpble OBHapYXMBatoT Henonag-
kv obopynosaHus. OgHako ctatuctnyecknii KK ¢ ncnonb3oBaHnMeM KOHTPOMbHbLIX MaTepranos, UMUTUPYIOLLNX
obpasLbl B1uonornyeckoro Matepmana nalMeHToB, OCTaeTCsd He3aMeHUMbIM, Tak Kak OXBaTbiBaeT Bce aTarnbl
NPOBEAEHNST METOONKN U3MEPEHUS, BKINOYas BIIMSIHUE PEeaKTMBOB, YCIOBUIN OKPY>XKatoLen cpebl U Yenose-
Yyeckoro ghaktopa.

PykoBoguTtens nabopatopum HeceT OTBETCTBEHHOCTb 3a nporpammy KK. Heobxogumo yetko onpege-
nsaTb TpeboBaHMSA K Ka4eCTBY MCCNEAOBAHUN, TakK Kak UX UCMOMb3YIOT A8 Banugauum MeTofoB, Bbibopa KOoH-
TPOnbHbIX Npoueayp, obecrnevyeHnss COOTBETCTBUS Pe3ynbTaToB KIMMHUYECKUM NOTPEBHOCTSAM.

Cratuctuyeckun KK octaetcst ocHoBow obecrneveHuns kadectsa nabopaTtopHbix nccriegosanui. Ero yHu-
BepcarnbHOCTb NO3BOMSET KOHTPONMMPOBAaTb BIUSHME MHOXECTBa NepeMeHHbIX (peakTusbl, 0bopyaoBaHue,
nepcoHarn) Ha KOHeYHbIN pesynesrar.
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HAUMWOHANBbHBIN CTAHOAPT POCCUUCKOWN OEOQOEPALUUMNU

UCCNEAOBAHUA NABOPATOPHbIE KITMHUYECKUE

MpaBuna npoBeaeHUs BHyTpUNabopaToOpHOro KOHTPONsA KavyecTBa
KONIMYeCTBEHHbIX METOA0B UCCef0BaHUN

Clinical laboratory testing.
Quality control procedures for quantitative measurements in clinical laboratory tests

Data BBegeHusa — 2026—09—01

1 O6nacTb NnpMMeHeHus

HacTtosawwun ctangapT yctaHaBnmBaeT TpeboBaHWs K NPOBEAEHUIO BHYTPpMIabopaTopHOro KOHTPONS Ka-
4yecTBa ANs KONMMYECTBEHHbIX METOA0B UCCNEe0BaHNN B KMMHUYECKNX NabopaTopHbIX MCCRefoBaHUSX.

HacTtosawwun ctangapT onpegensieT uenu 1 NoAxXoAbl K NNaHMPOBaHMIO CTpaTerMm KOHTPOns KavecTsa,
BKIOYas:

- BbIBOp MaTepranoB KOHTPONSA Ka4yecTsa;

- aHanu3 gaHHbIX KOHTPOrs Ka4ecTBa;

- MpakKTUyeckne nNpumMmepsbl Ans nabopaTtopuin.

HacTtoswuin ctangapT pacnpocTpaHseTcss Ha Bce obnactn nabopaTtopHON MeguLMHbI, B paMKax ges-
TENbHOCTY KOTOPbIX pa3pabaTtbiBaloT U MPUMEHSAT CUCTEMbl BHYTpUnabopaTopHOro KOHTPOMs KadecTBa.

HacTtosawuin ctaHgapT He pacnpoCTPaHSEeTCs Ha onMcaHue BCTPOEHHbIX MEXaHU3MOB KOHTPONSA M3me-
PUTENBHOW CUCTEMbI, KayeCTBEHHbIE/MONMYyKONMYECTBEHHbIE METOAbI, Y3KOCMNeuManu3npoBaHHble cTpaTerum
KOHTPOMNS KayecTBa ANs KOHKPETHbIX YCTPOWCTB, ansTepHaTnBHbIE METOAbI (HAanpuMep, KOHTPOSb Ha OCHOBE
OaHHbIX NauneHTa).

HacTtosawwun ctangapT npegHasHadeH ansg obecnevyeHns HagexxHOCTU KONMYeCTBEHHbIX METOAOB Uccre-
O0BaHWI, HO HE 3aMEHSIET OLIEHKY BCEX BO3MOXHbIX MCTOYHMKOB OLLUMOOK.

2 HopmaTuBHbIe CCbIJIKU

B HacTosiem cTaHgapTe MCnonb30BaHbl HOPMATMBHBIE CCbIIKM Ha CNeayoLlmne cTaHaapThbl:

FOCT P NCO 15189 MegmuuHckme nabopatopun. TpeboBaHMs K Ka4eCTBY U KOMMETEHTHOCTU

OCT P MCO 15190 NTabopatopun meguumnHckue. TpeboBaHmsi 6e3onacHOCTH

FOCT P NCO 17511 UN3genusa mMeguuuHCKMe Ons AuarHocTuku in vitro. TpeboBaHus K yCTaHOBIEHWIO
METPOSIOrMYECKON NPOCIEXMBAEMOCTIN 3HAYEHWI, MPUMMCAHHbIX KanubpaTopaMm, KOHTPOSbHBIM MaTepuanam
npaBunbHOCTN K obpasLam bronornyeckoro Matepuana 4YenoBeka

OCT P MCO 18113-1 MeauumHckme nsgenust 4ns AMarHoctuku in vitro. iidopmaums, NpeaocTaBnex-
Hasi usrotoBuTenem (MapkmMpoBka). YacTtb 1. TepMuHbI, onpegeneHuns n oblime TpeboBaHus

MpnmevyaHne — lNpn NONb30BaHNM HACTOSALLMM CTaHAAPTOM LienecoobpasHo NpPOBEPUTb AENCTBUE CChINOY-
HbIX CTaHAapTOB B MH(POPMAaLMOHHOM cncTeme obLuero nonb3oBaHMa — Ha oduumnansHom cante PegepanbHOro areHT-
CTBa MO TEXHUYECKOMY PErynmpoBaHuio 1 METPONorMn B ceTn VIHTEpPHET unm no exerogHoMy MHAOpPMaLMOHHOMY yKa3a-
Tento «HaunoHanbHble cTaHAAPTbI», KOTOPbIN ONyBrMKoBaH NO COCTOSHUIO Ha 1 SiHBapsi TeKyLLero roga, U no BbiMyckam
eXemeCs4HOro nHpopMaLMOHHOro yKkadaTens «HauvoHaneHble CTaHaapThl» 3a TeKyLwuii rod. Ecnv 3ameHeH cecblnoyHbIN
CTaHAapT, Ha KOTOPbIN AaHa HeAaTMPOBaHHAsA CCbINka, TO PEKOMEHAYETCH NCNoNb30BaTh AENCTBYIOLLYIO BEPCUIO CTaHAAP-
Ta C y4ETOM BCEX BHECEHHbIX B JAHHYIO BEPCUIO M3MEHEHUI. ECnin 3ameHeH CCbINOoYHbIN CTaHAapT, Ha KOTOpbIV AaHa Aa-
TMPOBaHHas CCbIfKa, TO PEKOMEHAYETCA NCMONb30BaTh BEPCUIO 3TOro CTaHAapTa C yKadaHHbIM BbiLLE FOA0OM YTBEPXAEHNS

U3paHue ochmumansHoe
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(I'IpVIHﬂTVIﬂ). Ecnn nocne yTBEpPXOeHUA HacTodlwero craHgapTa B CCbINTOYHbIN CTaHOapT, Ha KOTOprVI OaHa gatunpoBaHHasdA
CCblJ1Ka, BHECEHO U3MeHeHune, 3aTparmeatroLlee nonoxXeHmne, Ha KOTopoe AaHa CCbifika, TO 3TO NOoJ1I0XKeHNEe peKOMeHOYyeTCA
NPUMEeHATb 6es yyvyeTa gaHHOIro USMeHeHU4. Ecnu ccbinoyHbin CTaHAapT OTMEeHEH ©e3 3aMeHbl, TO MONOXeHWe, B KOTOpOM
AaHa CCblJiIka Ha Hero, pekomeHayeTcd NpuMeHATb B HacTu, He 3anarV|Barou.|,e|7| 9TY CCbIJIKY.

3 TepMuHbI, onpeaeneHnst U CokpalieHus

3.1 TepMuHbI 1 onpeaeneHuns

B HacTosilem cTtaHgapte npuMeHeHbl TepMmuHbl no TOCT P NCO 15189, TOCT P UCO 17511,
FOCT P MNCO 18113-1, a Takke cnegyoLme TePMUHbBI C COOTBETCTBYOLLUMU ONpeaeneHns mMm;

3.1.1 koHTponb KavecTBa; KK: YacTb cuctembl obecnevyeHnst kadecTBa, HanpaBleHHasl Ha BbIMNOsHe-
HMe TpeboBaHMIN K KA4ECTBY.

MpunmevyaHns

1 B 30paBoOXpaHeHMn — Habop METOAMK, OCHOBAHHbLIX HA U3MepeHun cTabunbHoro matepuana (KOHTPONbHOIO
maTtepuana, matepuana KK), aHanornyHoro npegnonaraembiv obpasuam Gronornyeckoro marepuana nauvMeHToB, ons
npoBepkn 3pHEKTUBHOCTU METOAUKN N3MEPEHUI U BbISBNIEHWNSI OTKITOHEHMWI OT YCTaHOBINEHHOW 6a30BOV aHaNMTUYECKOW
APPEKTUBHOCTM.

2 KK BkntoyaeT muccrnegoBaHUs matepuarnoB KOHTPOMSA KavyecTBa, PermcTpaumio U aHanma pesynsratoB (Bkrovasi
rpachmyeckoe npeacTaBrneHne), BbiSIBIEHWE UCTOYHMKOB OLUMOOK, OLEHKY M [OKYMEHTUPOBAHME KOPPEKTUPYIOLWNX Ael-
CTBUWI, NPEANPUHATLIX MO pesyrnsratam aHanusa.

3.1.2 ponyctumas obwas owwmnbka; JOO; donyckaemas cymmapHas rnozpewHocms: TpeboBaHus K
aHanMTM4YeCcKoMy KayecCTBy, KOTOPbI€ YyCTaHaBMMBAT CyMMapHbIV npegen A58 Henpeuu3noHHOCTM (CryYvan-
HOW MOrPELUHOCTN) N CMELLEHNST (CUCTEMATUYECKOWN MOrPELLHOCTM), KOTOPbIN JOMYCTUM AN pesynbrata eau-
HWYHOIO M3MEpPEeHNst Unn TecTta.

MpumeyvaHune —MNpu nnaHnpoaHuu KK npegnonaraetcs, 4To OTCYTCTBYET BNUSIHUE KOHKPETHOro obpasua, no-
CKOMMbKY OHO SIBMSIETCSH TEM KOMMOHEHTOM 06LLen ahdEKTUBHOCTU METOAA, KOTOPLIN HE KOHTponupyeTtcsa cTpaternen KK,
NCNOonb3ytoLen CTaTUCTUYECKNE METOADI.

3.1.3 unTepBan namepeHum (paéoumn uHtepearsn): MHOXeCTBO 3Ha4YEHUIN BENNYMH OOHOIO poaa, KOTo-
pble MOryT BbITb N3MepPEHbI AaHHbIM CPEeCTBOM U3MEPEHUI UNN N3MEPUTENBHON CUCTEMOM C YCTAHOBIEHHOWN
WHCTPYMEHTanNbHON HEONPeaENneHHOCTbIO MPU ONpeaeneHHbIX YCoBUSX.

MpnumevaHuns

1 B HeKkoTOopbIX 06MacTax UCNOMb3YHT TEPMUH KU3MEPUTENBHbIA ANanasoH» UNN «ANanasoH U3MEepPEHUny.
2 HuxHIoI0 rpaHnLy nHTepBana 3MepeHuin He crnedyeT nyTaTb C npegenom obHapyXeHus.

3.1.4 UICTUHHOE 3Ha4YeHne BeNUUYUHbI: 3HadYeHNe BEMNNYUNHDI, COOTBETCTBYIOLLEe ee onpenerneHunto.

MpumeyaHus
1 CyLuecTByeT HECKOMNBKO NOAXOA0B K PACCMOTPEHWNIO UCTUHHOTO 3HAYEHWS.

2 B koHuenuuu norpewHoCcT npu onncaHnm UamMepeHua UCTUHHoe 3HayYeHune BeJNIMYUHbI paccMaTpuBaeTCA Kak
€OJVNHCTBEHHOEe N Ha NpakTuke Heno3HaBaemoe. KoHuenuus HeonpeaeneHHoOCTN NpuU3HaeT, 4YTo B OEeNCTBUTENbHOCTU MO
npnynHe HenonHoro onncaHna Benn4ynHbl CyllecTByeT He eQMHCTBEHHOEe UCTUHHOE 3Ha4YeHne BennynHbl, a CKopee, Ha-
60p WUCTUHHbIX 3HA4YEHWHN, cormacymwuwmnxca ¢ onpegeneHmnem. OpHako aTa COBOKYMHOCTb 3Ha4YeHU Ha NpaKkTnKe oCTtaeTca
HEeN3BECTHOW. ,D,pyrme noaxoAbl BOOOLLE M3GeraT NMOHATUSE UCTUHHOMO 3HAYEHWST BENUYMHDBI U onunparTCA Ha MNMOHATNE
MeTpOJ'IOFVILIeCKOVI COBMECTUMOCTHU pe3ynbraTtoB n3MepeHua and oueHnBaHNA X JOCTOBEPHOCTU.

3 B yacTtHOM crniyyae dpyHAaMeHTanbHOW KOHCTaHTbl BENUYMHA pacCcMaTpyBaETCs Kak umelollas eqUHCTBEHHOe
WCTUMHHOE 3Ha4YeHue.

4 Ecnv fedvHUumanbHasi HeornpeaeneHHOCTb, CBA3aHHasi C M3MePSIeMOii BEMUYMHON, CYMTAETCs NPeHeGPExXMo
Masioii Mo CPaBHEHUIO C OCTasbHbLIMM COCTaBIALWMMM HEONPEAENEeHHOCTU U3MEPEHWIA, U3MEPSIEMYIO BENUYMHY A0MycKa-
eTcs paccMaTprBaTh Kak MMEHLLYIO «MO CYTU AUHCTBEHHOE» UCTUHHOE 3HaYeHune.

3.1.5 koadcbmumeHT Bapmnaumm; CV: OTHoLEHNE cTaHgapTHOro oTknoHeHusa (CKO) k cpegHeMy apud-
METUYECKOMY 3HaYEHMIO, BblpaKEHHOE B NPOLIEHTaX.
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3.1.6 meponpusaTHe NO KOHTPOSO KavecTBa: [poBegeHe OJHOMO MIM HECKONbKUX M3MEpEeHnii Ma-
Tepmana KK 1 oueHka coOTBETCTBMS yCTaHOBMEHHbIM npaBunaM KK Ha OCHOBe Momy4YeHHbIX pe3ynbraTtoB
N3MEpPEHNN.

MpumevyaHune — MoxXeT Takke Ha3bIBaTbCS OLIEHKOW KayecTBa.

3.1.7 HEeKOHTpOoIimpyemMoe coCtosiHue: CocTosiHue, NMpn KOTOPOM MNpouecc N3AMepeHna nrn ero coctaB-
NArowad npoTekarT HecTabunbHO.

MpunmevaHuns

1 [1ns KONM4YeCTBEHHbIX METOAMK UCCIIe40BaHNIN HEKOHTPONMPYEMOe COCTOSIHME UX peanusaunmn obblYHO xapakTe-
pu3yeTcsa TepMyvHamMu gpenda nnv oTKIOHEHUS OT CPEAHEro 3Ha4YeHWsl, MOy4aemMoro ¢ NPUMEHEHNEM METOANKN n3Mepe-
HWS B CTAabWNbHOM (KOHTPOMMPYEMOM) COCTOSIHUM NN YBENNYEHUEM CIYYanHOW HENPELN3NOHHOCTN CBEPX YCTaHOBMEH-
HOro B CTabnnbHOM COCTOSIHMM MPUMEHEHWSA METOANKN U3MEPEHNS.

2 AJ'IbTepHaTVIBHbIe HanMeHOBaHUA. « COCToAHNE HeKOHTpOJ'IVIpyeMOVI OLINBKMY», «COCTOSIHUE OLUMOKMN Y.

3.1.8 HeonpeaeneHHOCTb (M3MepeHUn): HeoTpuuaTtenbHbIN NapameTp, XxapakTepuayrLmin pasdpoc
3HaYEHNI BENUYMHBI, MPUMNMUCbIBAEMbIX U3MEPSIEMON BEMMYMHE HA OCHOBAHUM UCMONb3YEMON MHAOPMALIMN.

MpnmevyaHne — HeonpeneneHHOCTb M3MEPEHWUI BKINIOYAET COCTaBnsoLwwme, obyCnoBneHHbIe cuctemaTumye-
ckvmu adbdekTamu (Hanpumep, nonpaBkaMu, NPUMUCAHHLIMU 3HA4YEHUSMUN 3TanoHOB, AedUHMLMAaNbHON HeonpeaeneH-
HOCTb0). VIHOrda nonpasky Ha OLEHEHHbIE crucTeMaTuyeckne adpdeKTbl He BBOAAT, paccMaTpmBas UX Kak CoCTaBnsioLme
HeonpeaeneHHOCTN N3MepPEHUN.

3.1.9 HenpeumnsmoHHocTb: CriyyanHbI pa3bpoc pesynsTaToB NOBTOPHbLIX N3MEPEHUI OOHOW U TOR e
BENNYNHbBI U/WNWN 3HAYEHWI, BbIPAXXEHHbIN KONMMYECTBEHHO C MOMOLLbIO CTAaTUCTUYECKNX METOAOB.

MpnmevyaHne — HenpeunaMoHHOCTb OOLIYHO BbIpaXkarT YMCIIEHHO 3HAYEHWEM CTaHAAPTHOIO OTKITOHEHWS
nnu KoadppuumeHTa BapmaLmm.

3.1.10 onopHoe 3HayeHUe BeNIMYUHbLI (ONOPHOE 3HaYeHue): 3HauyeHne BENUUYMHbI, UCMOSb3yeMoe B
Ka4yecTBe OCHOBbI 5151 COMNOCTaBIEHUS CO 3HAYEHUAMM BENUYNH TOro Xe Buaa.

MpnmevaHuns

1 OnopHoe 3HayYeHVe BENUUYUHBI MOXET ObITb UCTUHHBIM 3HAaYEHMEM U3MEPSAEMON BENNYUHBI (B 3TOM Clydae OHO
HEN3BECTHO) UMY NPUHATBIM 3HAYEHNEM BEMUYMHBI (B 9TOM Clly4ae OHO U3BECTHO).

2 OnopHoe 3HaveHne BEMUYUHBI CO CBSA3AHHOW C HM HeonpeaeneHHOCTbIO 3MepeHuii 0ObIYHO MPUBOAST:

a) 4ns matepvana (Hanpumep, aTTeCTOBaHHOIO CTaHAapTHOro obpasua);

©) ycTporicTBa (Hanpumep, CTabunM3npoBaHHOrO nasepa);

B) pebepeHTHON METOANKN U3MEPEHUS;

r) CrIYeHNs 3TanoHOB.

3 lNMpuHsATOE OMOpHOE 3HaYeHne — 3TO 3HaYeHne, KOTOPOe CIYXMWT B Ka4eCTBe COrfacoBaHHOIO AfA CPaBHEHWS U
NOMy4YeHo Kak:

a) TeopeTUYECKOe MU yCTaHOBIIEHHOE 3HayveHne, 6asmpyroLleecs Ha Hay4HbIX NpyMHUMnax;

6) npunucaHHoe Unn atTecToBaHHOE 3Ha4YeHne, basmpyloLleecs Ha aKCnepuMeHTanbHbIX paboTax kakon-nnbo Ha-
LIMOHAaNbHOM UN MeXAyHapOOHOW opraHn3aLumnu;

B) COrMacoBaHHOE UMW aTTecToBaHHOE 3HayeHue, basupyloLleecs Ha COBMECTHbIX dKCNepuMeHTanbHbIX paboTax
no4 PyKOBOACTBOM HAYYHOW UMW MHXEHEPHOW rpynmbi.

3.1.11 ctabunbHoe cocTosiHMe: COCTOSIHME, MPU KOTOPOM METPOIOrMYeckne XapakTepucTukm usmepu-
TenbHOW CUCTEMbI HAXOOATCS B YCTAHOBIEHHbIX rpaHuLax.

3.1.12 ownbOoYHbIN pe3ynbTat: Pesynsrat uamepeHunsl, He COOTBETCTBYIOLLNIA YCTaHOBIEHHbIM Tpebo-
BaHWSAM K Ka4eCTBY — 3Ha4YeHMI0 JOMYyCTMMON obLen owmnbku.

MpnmevaHuns

1 TpeboBaHue K Ka4yecTBy OnpeaensioT Kak 3HavyeHve gonyctumon obuen owmnbkm (JOO). Ecnm norpeluHocTs pe-
3ynbTata u3sMepeHnst 4ns nauveHTa npesbiwaeT 3HadeHne OO, pesynbraT cCUMTaoT OLWNBOYHBIM.

2 CMHOHUMBI: «HEMpPaBUIbHbIN pesynbTaT», KHenpueMneMbIi pesynsrary.

3.1.13 oueHKa ¢ ncnonb3oBaHUEM npaBuil KOHTPOJIA KavYecTBa (OLI,EHKa C ncnosnb3oBaHuem npa-
BUN KK): I'Ipou,ecc NPUHATUA pelleHna nytemMm npnMmeHeHna yCtaHOBIIEHHOIO npaswuiia KK onst oueHkn cta-
OunbHOCTU (KOHTpOJ'Il/IpyeMOFO COCTOFIHVIH) BbIMOJIHEHNA METOAUNKN M3MepeHI/Il7I Ha OCHOBE pe3yJibTaTOB KOH-
TponAa Ka4ecTBa.
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3.1.14 nnaH koHTpons kayectBa (nnaH KK): [JokyMeHT, ycTaHaBNMBaKOLLMA KOHKPETHbIE NOAX0AbI, pPe-
CYpChbl U NOCNEeAoBaTENbHOCTb ONpeaereHHbIX AeNCTBUI, HanpaBrieHHbIX Ha obecrneyeHne COOTBETCTBUS U3-
MEPUTENBHOW CUCTEMbI UMW BbIMOMHAEMON METOAUKM U3MEPEHMWI YCTAHOBIIEHHLIM TPEOOBaHUAM K KayecTBy
0N ee UeneBoro NCnonb30BaHus.

3.1.15 norpewHocTb (U3MepeHust): PasHuLa Mexay 3Ha4YeHNEM M3MEPSIEMON BENUYMHBLI U ee onop-
HbIM 3HaYEHVEM.

MpunmevyaHns

1 TepMUH «NOrpeLlHOCTb N3MEPEHUSA» NMPUMEHSAETCSH B [IBYX Cly4asiX:

a) Korga VMeeTcs eQMHCTBEHHOE OMOPHOE 3HAYEHNEe BEMUYMHBI, Kak B CriydYae KanvbpoBKy MO 3TasnoHy, y KOTOPOro
N3MEpPEHHOE 3HaYeHMe BENMUYUHBbI MMEET NpeHebpexrnmo many HeonpeaeneHHOCTb U3MEPEHWI, UK KOorga AaHo npu-
HSATOE 3HaYeHve BeNn4YMHbl. B 3aTOM crnyyae norpeLHocTb n3MepeHns U3BeCTHa;

0) ecnu npepnonaraeTtcs, YTO M3MepsemMas BenuynHa npeacraBneHa eqUHCTBEHHBIM UCTUHHBIM 3Ha4YeHneM Be-
MNYUHBI UMW COBOKYMHOCTBIO UCTUHHBIX 3Ha4YeHW B npeHebpexumo Manom guanasoHe. B atom cnyuyae norpeliHocTb
N3MepEHNs HEN3BECTHA.

2 lMorpewHoCTb U3MEPEHUS He CriefyeT OTOXAECTBNSATL C MPOM3BOACTBEHHOM OLLUMOKON 1Ny OLIMGBKON, CBA3aHHON
C Yenoseyeckum OakTopoM.

3.1.16 npaBuno koHTpons kadectBa (npaBuno KK): Kputepuii npuHaTus peluennsi, ncnonb3yemsii
ONS OLEeHKM cTabunbHOCTM (KOHTPONMPYEMOIO COCTOSIHUS) BbIMONTHAEMON METOOUKMA U3MEPEHUI HA OCHOBE
pe3ynbTaToB KOHTPOIS Ka4ecTBa.

3.1.17 Nnpeun3noHHOCTb (M3MepeHnn): bnnsocTb Mexay NnokasaHUAMU U N3MEPEHHBLIMWN 3HAYEHNSI-
MW BEMUYMHbI, NOMYyYEeHHLIMU MPY NOBTOPHbIX M3MEPEHUSAX ANt OAHOMO 1 TOTO XKe UM aHanormyHbIX OObEKTOB
npuv 3agaHHbIX YCIIOBUSIX.

MpunmevyaHns

1 Mpeumn3noHHOCTb N3MEPEHUIN OBbIYHO BbIPaXaeTCs YMCIIEHHO Yepes3 NokasaTenu HenpeLm3noHHOCTH, Takne Kak
CTaHAapTHOE OTKIOHEHWE, AMCNEPCUS UM KO3 MDULMEHT BapnaLmum Npy 3agaHHbIX YCIOBUAX U3MEPEHWN.

2 «BapaHHble ycnosusa» MoryT ObiTb, HAaNpUMep, YCIOBUSIMU MOBTOPSAEMOCTN M3MEPEHUI, YCIIOBUAMU NPOMEXYTOY-
HOW NPELM3NOHHOCTN U3MEPEHWI NN YCIIOBUSIMU BOCMPON3BOANMOCTU U3MEPEHMN.

3 MoHATME «NPELMN3NOHHOCTb N3MEPEHUIA» NCMONb3YETCs AN onpederneHns NnoBTOpsSieMOCTY U3MePEHUIA, Npome-
XXYTOYHOW MPELU3NOHHOCTU N3MEPEHUI N BOCNPON3BOAMMOCTU N3MEPEHNIA.

4 WNHorga «Npeum3voHHOCTb N3MepPEHUA» OLLMBOYHO UCMOMb3YIOT AN 0603HaYEHNs1 TOYHOCTU U3MEPEHUI.

3.1.18 pe3ynbraTt KOHTpons kavyecTBa (pe3ynbraT KK): 3HaueHne BennunHbl, NonyyeHHoe npu nsme-
PEHUM KOHTPONBHOrO MaTepuana kavecTsa.

3.1.19 cucrtemaTnyeckas NOrpeLHOCTb U3MepeHUA [cucTemaTnyeckas owmnbka (usamepeHus)]: Co-
CTaBNsIIOLLASA NMOrPELUHOCTY U3MEPEHUS, KOTOPasi OCTAETCSI MOCTOSIHHOW UNN 3aKOHOMEPHO M3MEHSIETCS NpU
MOBTOPHbIX U3MEPEHUSIX.

Mpumevyanns

1 Cuctematumyeckas owmnbKa n ee NPUYNHbLI MOTYT ObITb KakK M3BECTHLIMU, TaK N HEN3BECTHBLIMMU.

2 Cucremartunyeckas owmnbka n3amepeHnst paBHa pasHOCTN MexXy NOrpeLLHOCTBIO U3MEPEHWS U CryYaHOW NorpeLu-
HOCTbIO U3MEPEHUS.

3.1.20 cpenHee (cpepHee apudmeTnyeckoe): Cymma 3Ha4YEHU CriydarHbIX BENUYMH B CIlyYaiHON
BbIOOpKe, AeneHHast Ha UX Y1cno.

MpumevyaHne — TepMuH «cpegHee» OObIMHO MCMOMb3YHOT, KOT4Aa MMEKT B BUAY NapameTp COBOKYMHOCTH,
a TepMUH «cpedHee apudMeTnyeckoe» — Korga UMET B BUAY pe3ynbraT BbIMUCIIEHUA MO AAHHBLIM, MOMYYeHHbIM U3
BbIGOPOK.

3.1.21 ctabunbHoe cocTosiHMe npouecca: lNpouecc, HaxoaAWMIACSa B CTAaTUCTUYECKN YIPaBASIEMOM
COCTOSIHMM, NPY KOTOPOM U3MEHEHWST €r0 XapaKTEPUCTUK BbI3bIBAOTCS CryYanHbIMU NPUYMHAMU, @ HE BHELU-
HUMU (bakTopamu.

MpumeyvaHus

1 Onsa ctabunbHOro npouecca xapakTepHO, YTO BbIOOPKKU, OTOGPaHHbIe B N0OON MOMEHT BPEMEHW, ABNSIOTCS NPO-
CTbIMM CIy4anHbIMU BbIOOPKaMU 13 OHOW 1 TOW e reHeparnbHOM COBOKYMHOCTM.

2 [laHHOE COCTOsIHWE He O3HaYaEeT, YTO ClyyarHas U3MEHYMBOCTL OOrblUe UMM MEHbLLIE HaxoauTCcs B npegenax
cneumduKaLmm unm 3a ee npegenamu, Ho 3Ta U3MEHYMBOCTb NPeAcKasdyema C UCMoNb30BaHMEM CTaTUCTUYECKMX METOAOB.

4
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3 BocnpounssoanMocTb npolecca B CTabuUbHOM COCTOSIHAM OBbIYHO yryyllaeTcs 3a cYeT dyHAaMeHTanbHbIX 13-
MEHEHMWIA, YMEHbLUAIOLUX UM YCTPAHSAIOLLMX YacTb NPUYKH CryYaiiHON M3MEHYMBOCTM U/ KOPPEKTUPYIOLWMX cpeaHee
3HaYeHne B CTOPOHY MPEenoYTUTENbHOTO YPOBHS.

4 B HEKOTOPbLIX NPOLLECCax BO3MOXEH MOCTENEHHbIN Apend cpeqHero 3Ha4YeHnst unm yBennm4yeHne CtaHgapTHOro oT-
KINOHEeHnA (Hanpmmep, n3-3a USBHOCa MHCTPYMEHTa U NSMeHeHUA KoOHLEeHTpauumn paCTBopa). Takne nameHeHns Bbl3BaHbI
cuncreMmaTn4yeCknumMmun, a He CJ'IyLIaVIHbIMVI npn4ynHamum, n B 3TOM Cly4vae BbI60pKVI Henb34a CHUTaTb CJ'IyLIaVIHbIMVI 13 ogHOM U
TOW e COBOKYMHOCTMW.

3.1.22 cTaTUCTUYECKMI KOHTPOSb KavyecTBa: [pyMeHeHne CTaTUCTUYECKMX METOA0B AN MOHUTOPUH-
ra u KOHTPOMs Ka4YecTBa NPOM3BOACTBEHHOMO NpoLiecca.

3.1.23 cTpaTerusa koHTponsa kadyectBa (cTpaterua KK): CoBokynHOCTb napaMeTpoB, Onpeaensiowmx
NopsiiOK NPOBEAEHUsT KOHTPOIS KadecTBa, BkMoyada konuvectso matepuanos KK, uucno pesynbsratoB KK,
npumeHsaemble npasuna KK n yactoty nposegeHus meponpusatun KK.

MpnmevaHne — MoxeT Takke HasblBaTbCH «METOAUKA KOHTPOIS KavyecTBay.

3.1.24 TO4HOCTbL n3MepeHusa: bnnsocTtb mMexay namepeHHbIM 3HavyeHnemM Berim4nHbl U ICTUHHBbIM 3Ha-
YyeHnem Msmepﬂemoﬁ BENMNYUHDbI.

MpnmevaHuns

1 «TOYHOCTb N3MEPEHUI» HE SABMAETCH BEMUYMHON, N e HE MOXET ObITb NPUCBOEHO YMCIIOBOE 3HAYEHNE BENUYU-
Hbl. CunTaetcs, 4To nsMepeHune aBnsaeTcs bonee TOYHbIM, €CMN OHO MMEET MEHbLLIYIO MOrPELLUHOCTb U3MEPEHNS.

2 TEpPMUNH «TOYHOCTb M3MEPEHNIN» HE cnenyet ncnonb3oBatb And 0603Ha4eHus NpaBuibHOCTU U3MEPEHWIA, a Tep-
MUWH «MNPELN3NOHHOCTb N3MEPEHUN» — AN 0003Ha4YeHMsa «TOYHOCTHU N3MEpPEHUNY, XOTS NocrnegHee UMeeT CBA3b C ABYMS
STUMU NMOHATUAMMN.

3 lNop, «TOYHOCTbLIO VI3MepeHVIl7I» MHorga noHMmaroT 6rnmsocTb Mexay 3Ha4YeHUAMU BermMYUHbI, NnpunnucbiBaeMbiMin
Msmepﬂemoﬁ BENN4YnHe.

3.1.25 TpeboBaHMe K KayecTBY: [lepeyeHb XxapakTepPUCTUK, HEOOXOAMMbBIX A4S MOATBEPXKAEHUSI COOT-
BETCTBMS NPOAYKTA UMK YCINYr CBOEMY HasHa4eHuHo.

MpunmevaHnune —[Onsa na6opaTopH0171 MEeTOANKN N3MepeHns TpeGOBaHMe K Ka4yecTBy 006bIYHO BblpaXaloT B BUae
0OO0. Ecnu NOrpeLHoOCTb pedynbrata n3aMepeHna y naumeHTa npesbillaeT 000, pesynbrart CH4MTarT HE COOTBETCTBYHO-
LM Tpe6OBaHMI'O K Ka4ecCTBYy.

3.2 CokpalueHus

B HacTosLemM cTaHaapTe NpMMEHEHbI CreayoLLmMe COKpaLLEeHUs:
KYCYM — kymynsaTuBHasi Cymma;

BO3 — BcemupHas opraHusaumsi 34paBoOOXpaHeHNs;

BOK — BHelLHSS oLeHKa KadYecTBa;

OBCC — 3KCnoHeHUManbHO B3BELLEHHOE CKONb3sILLIEE CPEAHEE;
MK — nposepka kBanudvkaumu;

NCKO — uHTepBan ctaH4apTHOrO OTKIOHEHUS;

TTI — TMPEeoTPOMHbLI FOPMOH.

4 TpeboBaHMA 6e30NacHOCTU

4.1 TpeboaHusa 6e3zonacHocTu nabdopatopuii npueegeHsl B FTOCT P CO 15190.

4.2 MeguumHckme nabopaTopum OOMKHbI NOMb30BaTbCS MEANLIMHCKUMU U30ENUAMU, NPOLLEALLNMN Fo-
CyAApCTBEHHYH perncTpauunio B yCTaHOBIEHHOM nopsake (cm. [1], ctatba 38).

4.3 lMpu nnaHMpoBaHWK, OpraHM3auMn U NPOBEAEHUN UCCRedOBaHUA B MeQULMHCKMX NlabopaTopusix
HeobxoaMMO MPOBOAMTL KOMMMEKC MEPONPUSATUIA, HanpaBneHHbIX Ha obecnedyeHne NMYHOM GesonacHoOCTU
paboTHMKOB, OOLLECTBEHHOM ©6€30MaCHOCTH, 3aLnTy OKPY>KatoLLEN cpeabl.

5 KpaTkoe onucaHme npouecca nnaHMpoBaHuAa u peanusauum ctpaternm KK

AnropvTM npolecca nnaHnpoBaHnsa 1 peanusauum ctpaternv KK npuseaeH Ha pucyHke 1.
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6 Llenn u meToAbl CTaTUCTUYECKOrO KOHTPOSSA KayecTBa

6.1 Llenb cTaTUCTUYECKOro KOHTPOJA KayecTBa

Lle]'lb CTaTUCTUYECKOIro KOHTpPOJ1A Ka4ecCcTBa B MeANLNHCKOMN na60paTopMV| — oneparnBHoE 06Hapy>|<e-
HUEe N3MEHEHUI Nnpwn BbINOJNTHEHNN METOAUK M3MepeHI/|IZ, KOTOpPbl€ MOTYyT NPpMUBECTU K 3HAYUTESNIbHOMY yBENTN4e-
HUIKO PUCKa norny4veHuna n npenocrtaBrieHnd OLUINBOYHbIX pe3ynbratoB U, Kak creacrtene, noBiinMdaTb Ha OOCTO-
BEPHOCTb MEANUNHCKUX peLIJeHVIVI.

Heobxogumo y4uTbiBaThb crieayrowme yCcrnoBud:

- CTaTUCTUYECKUN KOHTPOIb Ka4eCTBa BbINOJIHEHUA na6opaToprlx MeToAUuK M3MepeHI/|IZ OOIMKeH ObITb
3anjiaHnpoBaH C y4eTOM MHTEepPEeCOB NMauneHTa. KpVITVI‘-IHOCTb N3MEHEHNIN B BbINOMTHEHUN METOANKMN namepe-
HUA 1 6bICTpOTa nx 06HapY)KeHVIFI OOJDKHbI onpenendaTbCca Ha OCHOBE OLEHKM pUCKa OAnA nauneHTa,

- PUCK And nauueHTa onpenenarT BEPOATHOCTbIO NMPUHATUA OLIMBOYHBIX MEOULMHCKNX peLUSHVIVI, O6y-
CINOBJIEHHbIX HETOYHbIMU pe3yribTaTtaMu na6opaToprlx nccnegoBaHuin. Ytobbl OLEHUTL BITUSIHUE U3MEHEHUS
CTabMMbHOCTU BbIMONMHEHUS] METOANKM M3MepeHI/Il7I Ha pUCK Ona nauuneHTa, Heobxoanmo onpegenntb CoBO-
KYNHYH NOrpeLllHOCTb pesyrbrata I/I3MepeHl/II7I, KOTOpaA MOXeET NpuBecCTn K KIMMNMHNYECKN 3HAYUMbIM owmnbkawm;

- CTaTUCTUYECKUN KOHTPOIb Ka4eCTBa npegHasHavyeH ana BbiAB1IEHUA 3HAYNMbIX M3MEHEHWNI B BbINOS-
HEHUN METOOUNKUN M3MepeHI/Il7I, HEe3aBNCUMO OT KOHerTHOVI NPUYNHbI cb0s1, BbI3BaBLUEN U3MEHEHNE. I'Ipep,no-
laraeTcAq, 4To (*)aKTOpr, BIuAOLMEe Ha NOrpellHOCTb pesyribraTta M3MepeHI/Il7I |'|po6 naumeHToB, aHalmtormM4HbIM
o6pa30M BO3£I,€I7ICTByIOT M Ha KOHTPOJIbHbIE MaTtepuarsibl, UCMOJ1Ib3yeMbl€ B CUCTEME KK;

- TaKkXe UCNOosib3yrT CTaTUCTUYECKYH 06pa60T|<y pesynbratoB M3MepeHI/Il7I mMartepunanoB KK ans BbisiB-
NeHns BO3MOXXHOCTEN ynydweHna npouecca MamepeHwZ, HanpuMep, 3a CHET CHMXEHNA HENPELUN3INOHHOCTH
nnm cnctemMaTmndeckmnx I'IOFpGLIJHOCTGI?I.

6.2 KoHTponb kayecTBa U pUCKU ANS NauMeHToB

6.2.1 OcHOBHOI LEenblo MraHa KOHTPOSs KadecTBa fobon nabopatopmn SBNSETCS CHUXKEHME pucka
NpUYMHEHNsT Bpega NauMeHTy M3-3a owMboYHoro pesynbsrata. HecmoTps Ha TO, YTO CTATMCTUYECKOMY MOA-
xony B KK yoeneHo Gonbluoe BHMMaHMe B HACTOsILLIEM CTaHOapTe, ero cregyeT paccMaTpyBaTh Kak OgHYy U3
COCTaBMALLMX OOLLEro nnaHa ynpasneHnsi kKa4ecTBOM. [pyMeHas METOAONMOMNI0 yNpaBneHnsa puckaMmu Ans
dopmupoBaHus ctpaterum KK, Heo6xoammo yumTbiBaTb TPY KPUTUYECKMX acrekTa, CBsI3aHHbIX C oLnbkamu,
KOTOpble MOryT NMOBNUATb HA pe3ynbraThl NauMeHTa:

- BEPOSATHOCTb COOS (Kak 4acTo MOXET BO3HMKATb OLINOKa);

- Cepbe3HOCTb NOCNEeACTBUI (CTEMEHb NOTEHLMANBHOIO Bpeaa Ans nauMeHTa, ecnm olmbka ocTaHeTcs
HEBbISIBNIEHHOW);

- 9p(peKTUBHOCTb BbIABNEHMS (HAcKomnbko addpekTnBHO cTpaternsa KK BbisBnsieT cOon, ecnm oH npo-
n3omnger).

6.2.2 Ponb nabopaTtopuu B NPU4MHEHMN BPeAa NaLMEHTY CBSA3aHa C Bbl4ayen OLMOOYHbIX pe3ynbraToB,
HenpurogHbIX 4ns NpeanonaraeMoro KIMHNYeCKOro NCrnornb30BaHus.

KK nosBonsieT cokpaTutb KONMMYECTBO TaKMX OLLUMOOYHbBIX Pe3yrbTaToB, BO3HUKAKLMNX U3-32 HEKOHTPO-
NMpyeMbIX YCIOBUIA N3MEPEHNSI.

BepoAaTHOCTb NpUYMHEHWS Bpeaa NaLMeHTy U CTENEHb Ero TSHKECTU 3aBUCAT Kak OT U3MepsieMol Benu-
YMHbI, TaK U OT MHOUBMAYANbHbLIX 0CODEHHOCTEN NaumeHTa.

Yem BblILLEe pUCK OWIMOOYHOrO pesyrnbrata Unn cepbe3Hee NoTeHLManbHbIA Bpea, TEM CTPOXE AOMKHa
6b1Tb cnctema KK, 4ToObl CBOEBPEMEHHO BLISIBNATHL OTKIOHEHNSI U MMHUMUW3NPOBAaTh Bblgayvy HEAOCTOBEPHbIX
OaHHbIX.

Pwuck onsa naumeHTa Bo3pacTtaeT B cryyasx, korga ctpaternst KK He no3BonsieT BbIABUTb HEKOHTPOMNUPY-
eMble COCTOSIHMSA, KOTOPbIE BAUSIIOT HA NPUHATME MEOULIMHCKNX pelleHnin. ®akTopbl, MOBLILALWME PUCK AN
naumeHTa:

- HeachdekTmBHas ctpaterms KK (HecnocoOHOCTb 0GHApPYXNUTb HEKOHTPONMPYEMbIE COCTOSAHMSA);

- 3anasgblBaHune BbISIBMEHWSI (HEKOHTPONMPYEMOE COCTOSHME MOBMAMANO Ha pe3ynbraTthl 40 ero obHapy-
XKeHuns);

- B OTBET Ha NnoxHoe cpabatbiBaHne KK 3agepxuBaeTcs Bbigava pe3ynsTaToB M HapyLlarTCs CPOKU
NPUHATUS MEANLMHCKNX PELLEHWNA.
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6.2.3 Ctpaterua KK gomkHa ObiTb agantupoBaHa K ypPOBHIO MEAMLIMHCKOrO pucka Ansk MUHUMMU3aLmu
NOTEHLMANbHOIO Bpeaa NauueHTy.

Xopouwuo paspabotaHHas ctpaterns KK gomkHa obecneunBatb HagexxHoe 0bHapyXeHne namMeHeHunm agp-
(PEKTUBHOCTU BbIMOMHAEMON METOAMKN U3MEPEHUN, BIUSIOLLMX HA NPUHATUE KITMHUYECKNX PELUEHWI N Cro-
COOHbIX HAHECTW BpeA NaumeHTy, UCXoas M3 npegnonaraeMoro MeguumMHCKOro MCMorb30BaHWs pe3ynbTaToB.

KritoueBble TpeboBaHus k ctpatermn KK:

- CBOEBPEMEHHOCTb OOHapy»XeHUs1 (M3MEHEHNsT OOMKHbI BbISBAATHCS AOCTAaTOYMHO ObICTPO, YTOObI MU-
HUMM3MPOBATb YMCIO NALMEHTOB, YbM Pe3ynbTaThl 3aTPOHYTHI) (CM. 7.3);

- [JoCTaToyHasi YyBCTBUTENBHOCTL (CTpaTerMs LOSMKHA MO3BONSATb OOHapy>XMBaTb OTKIMOHEHWS 4O AO-
CTUKEHWS NpefenbHO A0NYCTUMBIX 3HAYEHUI);

- COKpalleHMe NOoXHbIX cpabaTbiBaHWNA.

6.3 TpeboBaHMA K Ka4eCcTBY U3MEPEHUN

6.3.1 lNpun BbIGOpE METOAMK M3MEPEHUN HeOOXOOUMO Y4YUTbIBaTb, YTOObLI MX XapakKTEPUCTUKMA aHamnu-
Tnyeckon 3HEKTUBHOCTN COOTBETCTBOBANM NpeanoraraeMoMy MeauLMHCKOMY Ha3Ha4YeHUIo Nonyvyaembix
pesynbraTos.

6.3.2 OO sBnsieTcs 0OLWENPUHATBIM KpUTEPMEM AMsl yCTaHOBMEHUs: TpeboBaHni K Ka4ecTBy uamepe-
HU B meguuunHe. 1OO onpegensieT MakcMMarnbHO AOMYCTUMYH MOrPELIHOCTb, KOTOpas He BIUSET Ha O0-
CTOBEPHOCTb KIMMHUYECKUX PELUEHUN, 1, TakKuM 00pa3oM, yCTaHaBNMBaET NepeyeHb JOMYCTUMbIX OLIMOOK U
NX MakcumarbHble 3Ha4YeHUs Ans JaHHOW METOAUKM n3mepeHus. [NoCcKomnbKy He CyLeCcTBYET YHMBEPCATbHbIX
KpUTepWeB Anst onpeneneHns KIMHUYECKM 3HaYMMON NOrpeLLIHOCTU, PYKOBOAUTENb flabopaTopum ycTaHaBnm-
BaeT npegensl JOO ncxoasa 13 MEOULMHCKMX Lenen NPUMEHEHNS pe3ynbTaToB U3MEPEHMUI C yHETOM OCOBEH-
HOCTEN NonynsiL1Kn, NCCNegoBaHNS MaTtepmnanoB KOTOPOW BbiNOnHATCA nabopatopuen. OO gomkHa ObiTh
yCTaHOBIEHa Anst KaXaon N3MepsieMon BEMUYMHDI.

6.3.3 OO ycTraHaBnMBalT Ha OCHOBE MEAMLIMHCKOM 3HAYMMOCTM Pe3ynbTaToB U3MEPEHUA, U OHA He
3aBUCUT OT (haKTUYECKMX aHANUTUYECKMX XapaKTepPUCTUK MeToaukm namepenuns. Kpome toro, OO moxeT
pasnuyaTbCs A5 OOHOW U TOW e METOAMKN N3MEPEHMI B pa3HbiX TabopaTopusix 13-3a pas3nunyui B TpeboBa-
HUSAX, NPeabSABIAEMbIX K MCCregoBaHNsIM 00pa3LoB 61onornyeckoro Matepuana naumeHToB.

Onsa onpenenennsa JOO nabopaTtopmMm B OCHOBHOM OMUPATCH Ha AaHHble ANS KaXaow M3MepsieMoM
BESTMYMHBI, YKa3aHHbIE B CIeAYOLNX NCTOYHMKAX:

- KMUHUYECKNe UccrnenoBaHus;

- [daHHble 0 Bruonormnyeckon BapnabensHOCTH;

- npodeccuoHarnbHble peKOMeHAaLMN 1 PYKOBOACTBA.

Mpy cTabunbHbIX aHANUTUYECKNX XapaKTEPUCTMKAX U3MEPUTENBHON CUCTEMbI B CTaOWUIIBHOM pexume
BEPOSATHOCTb TOrO, YTO MOrPELUHOCTb N3mepeHus npesbicuT JOO, gomkHa ObITb HU3KOW. B Takom cnyyae cTta-
Tuctudeckne metogbl KK obecneunBatoT ahpeKkTUBHbBIN BHYTPUNabopaToOpHbI MOHUTOPUHI aHaNUTUYECKMX
XapaKTePUCTUK BbINOMHAEMO METOANKM U3MEPEHUN.

Ecnun obycrnoBneHHas HEMPELM3MOHHOCTbIO MOrPELLIHOCTb Pe3yNnbTaToB U3MEPEHWI B CTaOMUMbHOM pe-
Xnme bnuska K npegenbHbiM 3HavyeHusam OO0, To He3HaYMTeNbHOE U3MEHEHUE aHANUTUYECKOM 3EKTUBHO-
CTM BbINONTHAEMOWN METOAMKN U3MEPEHMI (KOTOPOE TPYAHO OOHAPYXNTb C MOMOLLbI0 METOAO0B CTATUCTUYECKO-
ro KK) MoXeT NnpMBeCTM K TOMY, YTO ANs NOrPELUHOCTU U3MEPEHUI PUCK NpeBbllleHns 3HaveHns JOO cTtaHeT
HENpPMeMNeMOo BbICOKMM.

lMpumep — Ecnu JOO cocmaensiem 10 %, a CV (Henpeyu3uoHHOCMb) MeMOOUKU U3MepPeHUsl, 8bIMNoJl-
Hsiemoli @ cmabusibHOM COCMOSIHUU, MPU omcymcmeuu cMeuweHusi paegeH 3 %, Mo eeposimHOCMb MOJIyYeHUs!
pesynbmama ¢ nozspewHocmsio, rnpeebiwaroweli JOO, cocmaensiem npumepHo 1 Ha 1165 usamepeHuli. OOHaKo
npu 803HUKHOBEHUU cMeuw,eHuUs1 Ha 6 % (Ymo 3keueasieHMHO yO80EHHOU aHasluMu4ecKoli Henpeyu3uoHHOCMU 8
cmabusibHOM COCMOsIHUU) eeposimHOCcMb npesebiweHusi JOO dns no2pewHoOcmMu usmepeHuli eo3pacmaem npu-
MepHo 0ns1 9 % u3mepeHull (CM. pUCYHOK 2).
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lNMpumeyaHue — 3akpaweHHasi obnacmb ompaxaem OOJII0 pe3y/ibmamoe u3MepeHuli ¢ rnoezpeul-

Hocmbio, npesbiwaroweti [jOO.

PucyHok 2 — paghuk 3asucumMocmu eJIUsiHUSI CMeWeHUs1 Ha Mo2pewHoOCMb U3mMepeHull
npu pasnu4Hbix 3Ha4eHussx CV npu nocmositHHoM donycmumom ypoeHe [JOO

Ecnu aHanumuyeckasi Henpeyu3uoHHOCMb MemoOuKU U3MepeHul, ebInosiHIeMoll 8 ycmol4u-
eom cocmosiHuu, xapakmepu3yemcsi CV, paeHbiM 2 %, mo npu omcymcmeuu cMeWw,eHusi 8eposim-
HOCMb rnoJly4eHUsl no2pewHocmu usmepeHusi, npeebiwarweli JOO, cocmaesisiem MeHee 0OHO20
cayyvasi Ha 1,7 MnH usmepeHull (m. e. meHee 0,00006 %). OOHako nosiesieHUe HEeKOHMPOJIUPYeMO20
cMeuweHust Ha 6 % (Ymo 3keueasieHMHO mMpemM cmaHOapPMHbLIM OMKJIOHEHUSsIM 8 cmabusibHOM cOCmo-
sHUU) yeenu4ueaem 07151 MPUMEPHO 2 % pe3ysibmamoe UsMepeHuli 8eposiMHOCMb IMO20, Ymo 3Ha4ye-
Hue noepewHocmu npeabiwaem [JOO (cM. pucyHok 3).

Pesynetat namepeHun

-15 -10 15 20

MorpeluHoCTb pesynbrata nsmepeHun, %
CV=2%,000=10%

lMTpumeyaHue — 3akpaweHHass obrlacmb nokasbieaem OOJII0 U3MeEPEeHUl C Mo2pPewHOCMbI0, Npeebi-
waroweu 4OO.

PucyHok 3 — paghuk 3a@ucumocmu eslUsiHUsI CMeuw,eHUsl Ha Mo2pewHocms UsMepeHull
npu pa3nu4Hbix 3Ha4eHusix CV npu nocmosiHHoMm donycmumom ypoeHe [JOO
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MyHKMupHbIe NuUHUU Ha pucyHkKkax 2 u 3 omo6paxkarom pacnpedesieHuUe nozpewHocmeu usmepe-
Hull (komopsble 6y0ym Habnrodambcsi 8 pe3ysibmamax KOHMPOJisi Ka4ecmea), oxudaeMbix 8 cmabusib-
HbIx paboyux ycnoeusix. CrowHsbIe JIUHUU MOKa3biearom pacrnpedesieHue nozpewHocmel usmepe-
Hull Npu nosiesIeHUU HEKOHMpPOoIUpPyeMoa20 cMeuweHus1 6 % e peanusyemoli MemoduKe usMepeHudl.

OavH 13 NoaxoaoB K oueHke 3hMEKTUBHOCTU BhIMONHAEMON METOAMKN U3MEPEHUIA B CTAaBUNbHOM CO-
CTOSIHUM (Y4YUTbIBAKOLLMIA HEMPELMU3NOHHOCTb U CMELLEHNE) OTHOCUTENBHO YCTaHOBIIEHHOrO TpPeboBaHMS K
00O BkntovaeT pacyeT ¢ NOMOLLbI curMameTpum (cm. 6.4.3).

6.4 3chheKTUBHOCTL BLINOMIHAEMON METOAUKN U3MEPEHUsI OTHOCUTENbHO TpebGoBaHUN
K KauyecTBY

6.4.1 Noaxoabl

6.4.1.1 NorpelLHOCTb BbINOMHAEMON METOANKM N3MEPEHUSI B paMKax CTaTUCTUYECKOTO KOHTPONS Kade-
cTBa 0ObIYHO BKIHOYAET ABE COCTaBMsOLIME:

- CMCTEMAaTUYECKYH0 NMOrpeLlHOCTb (CMeLLeHNE) — MOCTOSAHHOE OTKITOHEHWE Pe3yNnbTaToB OT MCTUHHOIO
3HaYeHus;

- CryyaviHy NOrpeLHocTb (HENPELM3MOHHOCTb) — Bapuauuilo pe3ynsraTtoB Npu MOBTOPHbLIX U3Mepe-
HUSAX.

OueHKy COOTBETCTBMS NMOrPELLUHOCTU BbINOMHAEMOW METOAMKN U3MEPEHUIN KITMHUYECKUM TPEOOBaHNUSIM
JonyckaeTcsi NPOBOAMUT:

- pasgenbHo (MyTem CpaBHEHUSA CUCTEMATUYECKOW U Crly4YalHOW MOrPeLIHOCTEN C JOMYCTMMbIMU Npeae-
namu);

- KOMIMMEKCHO (C YY4ETOM MX COBMECTHOIO BIMSIHMSA Ha OOLLYIO MOTrPELLHOCTD).

Kputeprnem nprmemnemocT metoaa sBnsieTcs BbinonHeHve ycnosus, 4to JOO (Bkmovas cMmelleHne u
HEMpPEeLUN3MOHHOCTb) HE MPEBLILLAET YCTAHOBIIEHHbIX KIMMHUYECKN 3HAYUMbIX 3HAYEHUN.

6.4.1.2 OueHka cMcTemMaTM4eCcKon NOrPELLHOCTM (CMELLEHNME)

OueHKy cncTeMaTMyYecKon NOrpeLlHoOCTH (CMeLLLEHNS) MPOBOAAT Tpems cnocobamu.

Haunbonee TOYHbIM METOAOM SABNSAETCHA CPABHEHME PE3YNbTaToOB MCCIEA0BaHUSA CBEXEMNOyYeHHbIX 00-
pasLoB 6rMonornyeckoro matepuana nauneHToB ¢ NPUMEHEHMEM MCNOMb3yeMOol B labopaTopmn METOOUKM U
pedepeHTHON METOANKM U3MEPEHUN.

MpumeyaHne — ITOT METOA PEOKO MPUMEHSIIOT HA NMPAKTUKE, TaK KaK Ans MHOTMX U3MepsieMblX B MEAULINH-
CKMX NabopaTopusax BeNMYMH He CyLLecTBYET pedepeHTHbIX METOAMK n3MepeHns. Kpome Toro, pedpepeHTHbIE METOANKN
N3MepPEeHMii 4YacTo CrOXHbI B BbINOSTHEHWUN 1 NOAAEPKaHUM, @ UX UCTIONb30BaHWe B NOBCEAHEBHOW ANArHOCTMKe Helene-
coobpasHo. B HekoTopbIX crnyyasix naGopaTopun peanuaytoT pedepeHTHbIE METOANKM U3MEPEHWI U MPUHMMAKOT 06pasLbl
Unu nepepatoT obpasubl ApyrM nabopaTopusiM Ans yCTaHOBMEHUs! cMelleHnst. OfHaKo YMCno NpU3HaHHbIX pedepeHT-
HbIX NaGopaTopuii HEBENMKO 1 MoAAePKMBaeMble METOAMKU HE NMOKPLIBAKOT BCE M3MEPSIEMbIE BEMUYUHBI.

CMelLLeHVe TakKe MOXXHO OLEHUTb, UCMONb3ys MeToA A00aBeHNs1 U3BECTHLIX KONMYECTB aHannTa B Ma-
Tepvan cTaHgapTHbIX 06pasuoB. [Mpobnema 3akntovaeTcs B TPYAHOLOCTYNHOCTM Ka4eCTBEHHbIX CTAaHOAPTHbIX
06pasLoB C NpunNMcaHHbIMKU 3HaYeHMAMNU. Bcneacterne 3TOro oueHUTb 3HadYeHre PakTUYecKoro (MCTUHHOrO)
CMELLEHMS CITOXKHO, @ 3a4acTyto Y HEBO3MOXXHO.

6.4.1.3 Bropon noaxop 3akntoyaeTcs B OLEHKE OTHOCUTENBHOIO CMELLEHMS.

JTabopaTtopun YacTo NpPoBOAAT CpaBHUTENbHbIE UCCNEAOBaHUSA NPU BHEOPEHUN HOBOW METOAMKU W3-
MepeHun. AT nccneaoBaHUs NO3BOMSOT ONpeaenUTb OTHOCUTENBHYIO PasHULY MexXay pesyrnbratamu, nony-
YaeMbIMW NPU UCMONBL30BAHNN HOBOW METOANKN U3MEPEHUI N 3ameHseMon. OgHako, HECMOTPS Ha X Nones-
HOCTb, TaKMe OLIEHKN 0ObIYHO He 4atoT TOMHOro NpeacTaBneHns o PakTUYeCcKkoM CMELLEHNN, XapaKTepHOM At
BbINOSTHEHNSI HOBOW METOAMKN U3MEPEHUI, NPEXae BCEro NOTOMY, YTO CMELLEHNE ONA METOAMKMN, C KOTOPOM
BbIMOMNHSAT CpaBHEHME, KaK NpaBuio, HEM3BECTHO.

Opyroi cnoco® OLEeHKM OTHOCUTENBHOIO CMELLEHNSI — CPaBHEHME pe3ynbraToB abopaTtopun co cpea-
HVUM 3Ha4eHveM, NofyYeHHbIM ANS rpynnbl y4acTHUKOB MexnabopartopHoro KK nnu MNK/BOK.

Mpu ncnonb3oBaHUM AaHHbIX, MONMYyYEHHbIX NPK NpoBeaeHnn mexnabopatopHoro KK, Heobxoanmo y4u-
TbiBaTb BO3MOXHbIE OrpaHWYeHNs Takux NporpamMM, BKIKOHasa NpMMEHsAEMble A58 NOSyYeHUsl AaHHbIX cTaTu-
CTMYECKNE METOALI U YMCIo NTabopaTopun-y4acTHMKOB.

Yawe Bcero gaHHble KK n pesynsratel [K/BOK geMoHCTpUpyloT MaTpuyHO-3aBUCMMOE CMELLeHrE No
CPaBHEHUIO C pe3ynbTatamMn U3MEPEHNUIA Ha CBEXEMNONYYEHHbIX KNMHMYECKUX obpasuax, YTo MOXKET MacKMpo-
BaTb UCTUHHOE CMeLLieHMEe B peanbHbIX obpa3uax buonormyeckoro matepuana naumeHTta. Takum obpasom,
OLEHMBAIOT NULLb KaXyLLeecsl OTNn4Me pesynstaToB nabopatopun oT Apyrux nabopaTopun, MCNosb3yrLmX

10
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TY X€ METOAUKY U3MEPEHUIN, HO HE YYUTLIBAKOT CMELLIEHME, MPUCYLLIEE CaMON METOANKE N3MEPEHUIA, BbIMNOJ-
HAemon nabopaTtopusmMun B rpynne CpaBHEHNS.

[1na HEKOTOpPbIX METOAMK U3MEPEHUI 3TO MaTPUYHO-3aBMCUMOE CMELLEHNE MOXET BapbMpOBaTbCS OT
napTuu K NapTUn peakTUBOB. B Taknx cny4dasix CBoAHbIE JaHHbIE rPYMMbl CPABHEHUS, NOMyYEHHbIE C MPUMEHEe-
HMEM HECKOSbKMUX MapTUn peakTUBOB, MOTYT ObITb HE COBCEM Moka3aTenbHbIMU. [IpuMeHeHe B nporpammMax
MK/BOK 06pasuoB, KOMMYTaTUBHbLIX CO CBEXEMOITYYEHHbIMU KITMHNUYECKMMM 0bpasLiamm, No3BOSISET NOMYYMUTb
Dornee TOYHYI OLEHKY CMeLLEHNA MeToaa. HecMoTpsi Ha To, YTO NporpamMmbl, MCMOSb3YOLLIME KOMMYTaTUBHbIE
06pasupl, AOCTYMNHbI HE ANs BCEX M3MEPSIEMbIX BENTMYNH, OHM CTAHOBSTCS BCe Bonee AOCTYMHbIMMU.

B nabopaTopusix gonyckaeTcsi NPUMEHATb HECKONTbKO aHamnorMyHbiX MeToouK uamepenuns ansa obcrne-
[0BaHus nauneHToB. B Takom crnydae oTHOCUTENbHAsH MOrPELLIHOCTb MPU BbINOMHEHUN OTAENBHON METOANKM
MOXeET ObITb OLiEeHEHA CreayLMMKN cnocobamu:

- OTHOCUTENTbHOE CMELLIEHMNE OTHOCUTENBHO CPEQHEro 3Ha4YEeHUs MO rpynne UCMnosb3yeMblx B labopaTto-
puUn MeToaMK. BbIUMCHSIOT KaK OTKIOHEHME pe3yrbTata KOHKPETHOM METOAMKN OT CPEQHEro 3Ha4YeHus, nony-
YEHHOro C MPUMEHEHNEM BCEX aHaIOrM4YHbIX MeToauk B naboparopun. ATOT cnocod He yunuTbiBaeT cucTeMa-
TMYECKOE CMELLEHME, MpUcyLLiee BCen rpynne MeTOANK U3MEPEHUI, UCTIONb3YEeMbIX B JlabopaTtopuu;

- OTHOCUTENTbHOE CMELLEHNE MO CPaBHEHUIO C ApyrMmMun nabopaTtopusiMn. AHaNorm4yHo NepBoMy MoA-
XOAy, HO BMECTO CPEeAHEro 3Ha4YeHusl, BbIYMCIIEHHOro Ansi nabopaTopun, UCMOMb3yT CpedHee 3HadeHue
pes3ynbTaToB ApYyrMx nabopatopuit. [JaHHbIA Cnocob Takke He yYMTbIBaeT MOTEeHUManbHoe CMELLEHNEe BCEW
rpynnbl fabopaTtopuii.

6.4.1.4 TpeTuihi NOAXOA K OLEHKe cMeLleHus onsi uenern nnaHmpoBaHust KK 3akntodyaeTtca B ToM, YTOObI
NPUHSTb CMELLEHNE PaBHbIM HyJITHO.

OT0T noaxopn nogpasymMeBaeT, YTO METOAUKM N3MEPEHMUI MPOCTIEXMBAIOT CBOK KannbpoBOYHYO nepap-
XU 1O MEXAYHAPOAHO NPU3HaHHbIX CTaHAAPTHbIX 00pas3uoB (HanpuMep, MexayHapoaHbix cTaHaapTos BO3)
N NpoLecc KannbpoBKN MUHUMU3INPYET dhaKkTUYeckoe cMmelleHne. HecMoTps Ha To, 4To hakTuieckoe cMeLle-
HUE MOXET OTNMYaTbCs OT HyNs, ANsi MHOTMX METOAMK U3MEPEHUST OHO JOCTATOYMHO Maro, YTOObl ero Mormm
yUMTbIBaTb Kak HyneBoe. [1pn TakoM noaxode Mpu3HatoT, YTO OLeHKa aKTUYEeCKON MOrpeLlHOCTM METOAMKM
N3MEepeHNsT MOXKET OKal3aTbCsl HEMPAKTUYHOWM 1 YTO UCMOSTb30BaHNE OLEHKM OTHOCUTENbHOW MOrPELLIHOCTM MO-
XKET OaTb UCKaXKeHHOE NnpeacTaBreHne o hakTUYeCcKom NOrpeLLHOCTI, YTO AenaeT 3ToT noaxon 6ecnonesHbim
ans nnada KK. B Takom cny4dae nnaH KK ¢okycunpytoT Ha BbISIBIEHWUM OTKITOHEHUI OT CTAabUITbHOTO COCTOSIHUS
CUCTEMbI, a8 HE Ha OLIEHKE CMELLIEHUS.

Bbibop nogxoga 3aBUCUT OT TEXHUYECKMX BO3MOXHOCTEN Nnabopatopun, AOCTYMHbIX PecypcoB, Tpebo-
BaHWN K TOMHOCTU N3MEPEHUN.

6.4.2 OueHka cny4yamHOM NOrpeLHOCTN (HeNPEeLM3MOHHOCTD)

HenpeunanoHHOCTb BbIMONTHAEMON METOAMKN U3MEPEHMsT 0ObIYHO BbipaXkatoT vepes nokasatenu CKO
unu CV. B MHCTPYKUUKN NO NPUMEHEHMIO, ONMUCBIBAKOLLEN 3PEKTUBHOCTL OTAENbHbLIX METOAMK U3MEPEHUS,
06bI4HO ncnonbaytoT 3HavyeHuss CKO n/wnn CV anga aByx nokasarternen npeum3anoHHOCTU:

- NMOBTOPSEMOCTH;

- BHyTpunabopaTtopHO (MPOMEXYTOYHOW) MPELU3NOHHOCTH, Takke Ha3biBaeMO MEXCEPUIHON NpeLmn-
3MOHHOCTbIO.

[MoBTOPSIEMOCTL ONMUCHLIBAET M3MEHUYMBOCTbL Ha KOPOTKOM Mepuoge BpeMeHU, 00bIYHO MeHee 24 4, npu
NCNonb30BaHUM OOHOMO W TOro e 000pYAOBaHMS U YCIOBUIA NPOBEAEHNS U3MEPEHU (B YCITOBUSAX BOCMPO-
n3sogmmMmocTu). NMpomMexxyTouHasi NPeLn3MOHHOCTb ONMUCLIBAET M3BMEHUYNBOCTL B TedeHne bonee AnnTerbHbIX
NepoaOB BPEMEHM C YYETOM BO3MOXKHbLIX UBMEHEHUI YCITOBUIA (pa3Hble onepaTopbl, CEPUM peareHToB, Kanu-
OpOBKM U T. O.).

C KIMMHMYECKOM TOYKMN 3pEeHUsI MOBTOPSEMOCTb peako npeacTaBnsieT MHTepec. Kak npaeuno, 6onee Bax-
Hbl OLIEHKN BHYTpunabopaTtopHON (MPOMEXYTOUYHOW) MPEeLM3NOHHOCTH, NMOCKOMbKY OHM OTpaatoT U3MEHYU-
BOCTb B TEYEHME UHTEPBANIOB BPEMEHU, COMOCTABMMbIX C MHTEPBANamu Mexay NoBTOPHbIMU U3MEPEHUSIMU Y
naumeHTa. 3To 0COOEHHO akTyanbHO NPY MOHUTOPUHIE XPOHMUYECKNX 3ab0oneBaHnii UM MOHUTOPUHTE OTBETA
Ha ne4veHue. AHanornyHo ans uenen KK noBTopsieMocTb nyulle xapakTepunsyeT aphekTUBHOCTb BbIMOMHEHUS
METOAMKN U3MEPEHNI B CTAOMIbHOM COCTOSIHUM, HA MOHUTOPUHT KOTOPOW HanpaeneHa ctparternsa KK.

OueHkun CKO B ycnoBusix MPOMEXYTOYHOM NPELM3MOHHOCTU, UCMOSNb3yeMbIe B CTpaTErMy KOHTPOSS Ka-
YecTBa, LOIMKHblI OCHOBLIBATLCSA Ha AaHHbIX, COOpPaHHbIX 3a AOCTAaTOYHO ASNMTENbHbIN nepuog. ATo Heobxo-
OUMO Ans yveTa BCeX (PakTOpPOB, BIMSIIOLLMX HA OONTOCPOYHYH HEMPELU3NOHHOCTL (BapuabenbHOCTb) Bbl-
NOMHSAEMOM METOANKM U3MEPEHUS.

[laHHbIe 0 KpaTKOBPEMEHHbIX MCTOYHMKAX HEMPELIM3NOHHOCTU (BITUSIHNE 3NEKTPOMArHMTHbIX MOMEX, Xa-
pPaKTEPUCTUK MUMNETKN, AETEKTOPA, KOHTPONS TEMMNEPATYPbI, EXXeQHEBHOM NOBTOPHOM KannbpoBKu 1 aHanorny-

1"



rOCT P 72610—2026

HbIX UCTOYHMKOB) MOTYT ObITb MOMyYeHbl 3@ OTHOCUTENbHO HEBOMbLLLIOW MPOMEXYTOK BPEMEHUN, HAaNpUMep, 3a
HECKONbKO Heaernb.

OueHka haKkTopoB, BMMSIOLNX HA AONTOCPOYHY0 HEMPELM3MOHHOCTL (Nepnoanyeckas nepekanmopos-
Ka, 3aMeHa ynakoBOK peareHTOB, CMeHa MapTuil peareHToB U KanubpaTopoB, TEXHUYECKOEe 0BCMyXMBaHME),
TpebyeT 3HaunTenbLHO GonbLUIEro nepnoga BpeMeHU — HECKOSbKNX MecsLeB urnm donee. Tonbko B 3TOM Chy-
yae oueHka CKO 6yaeT 4OCTOBEPHO OTpaXaTb AONTOBPEMEHHYI0 CTabUNbHOCTL N 3PEKTUBHOCTL BbIMOSHS-
€MOWN METOOUKN N3MEPEHUNA.

MccnenoBaHe HeNpeUmn3MoHHOCTM NPOBOAAT MO CTaH4APTHOMY LWAOMOHY NpOTOKoNa, KOTopbI npea-
nomnaraet Ucnonb3oBaHNe ogHoro obpasua, NpoBeaeHne namepeHnii B TedeHne 20 gHen, NpuMeHeHe OgHOMN
napTuu peakTMBOB 1 O4HOro Npubdopa.

Oxunpaetcs, yto CKO, BblUMCNEHHOE MO AaHHbLIM, MOSly4YEHHbIM 3a CPOK MeHee MecsiLa, MOXET Heao-
OLeHNBaTb AOMTOCPOYHYI0 HEMpeLn3noHHOCTb. Mexay TeM ans adeKTMBHOrO CTaTUCTUYECKOTrO KOHTPOSS
KayecTBa 1 KOPPEKTHOro npoBedeHns curmametpum (cMm. 6.4.3) Heobxoauma oueHka CKO, oTpaxatolas cta-
OVnbHblE, AOMTOCPOYHLIE, KOHTPONMPYEMbIE XapaKTEPUCTMKN METOAA.

Bpewmsi, Heobxoammoe Ans yyeta BCceX 3Ha4YMMbIX MCTOMHUKOB HEMPELM3NOHHOCTU, 3aBUCUT OT OCOBEH-
HOCTEW BbINOMHEHMSI METOAMKN U3MEPEHNSI.

lMpumepbi

1 Ecnu kanu6poeKy ebinoJsIHsiiom exeoHeeHo, Mo pe3ysibmamabl uamepeHuli 8 mevyeHue 20 AHeli Mo2ym
6bimb docmamoYHbIMU OJ1sl OUEeHKU ekslada Hernpeyu3uoHHOCMU om Kanubpoeku u opy2ux exe0He8HbIX UCImoY-
HUKO8 Henpeyu3uoHHocMuU (HanpumMep, no2pewHocmu nunemupoeaHusi).

2Ecnu KaﬂUGPOBKy 8bIMNOJIHAM pa3 e Hedesro, mo Osist HalexHOoUl OUEeHKU 3Mmo20 UCMOYHUKa Herpeyu3su-
OHHOCMUu nompe6yemcn He MeHee 4 mec uccnedoeaHull.

KpaTtkocpo4Hble nccrneoBaHns He BCerga OTpaxaroT peanbHy ONTOCPOYHYH0 HEMPELM3NOHHOCTb, YTO
HeobXxoAMMO y4nTbiBaThb NpY BanvaaLmMn METOAOB U BbIYUCIIEHUM NOKa3aTenemn KavyecTsa.

[ns yyeTa Bknaga nepnmoanyeckux Unmn criydariHbIX MCTOYHUKOB HEMPELM3NOHHOCTU, CMOCOOHbIX CyLle-
CTBEHHO BMMATb Ha OOMNTOCPOYHbIE XapaKTePUCTUKN BbIMOMHAEMON METOAMKN n3MepeHuns, Tpebyercs cbop
OaHHbIX B TEYEHMEe HECKOMbKNX MeCHLIEB.

[MoaTomy OLEeHKM BHYTpmMnabopaTopHOM (MPOMEXYTOYHOW) NPELU3NOHHOCTI, NPEACTaBMNEHHbIE B COMPO-
BOAVTENbHOM AOKYMEHTALMM K NPOAYKLMN, OOBbIMHO paccMaTpuBaroT Kak HkHME rpaHuubl CKO, 1 oHu Heob-
X0OuMbIl Ansa noctpoeHus adpdektnaHom ctpaternm KK nnm ons curmaMmeTpruyeckon OLEHKM pesynsTtaTos, No-
ny4aeMbIX C UCMOSb30BaHNEM KOHKPETHOW METOAVKN nameperusi (M. 6.4.3). 3T aaHHble ABMASOTCA YacTbio
NHopmaumm, Tpebyemon ans paspaboTtku ctpaterum KK.

OCHOBHble MPOGNEMbI BKIKOYAOT:

- onpegeneHne CKO Ha HayanbHOM 3Tane BHeApeHUs HOBOW METOOUKM U3MEPEHUS;

- pearnpoBaHue Ha HapyLweHusa npaeun KK B ycrioBusx, korga oueHka CKO elle He obnagaet gocra-
TOYHOW HAAEXHOCTbIO.

Mogenu, nossonstowme nabopartopum nonyuntb oueHky CKO, oTpaatoLlyto cTabunbHble 40Nrocpoy-
Hbl€ N HEKOHTPONUPYEMbIE XapaKkTEPUCTUKM METOAMKN N3MEPEHMUS U YYNUTbIBAOLLYO BCe (v BONbLUMHCTBO)
3HAYMMbIE€ UCTOYHMKN HEMPELM3MOHHOCTU, KaK KpaTKOCPOYHOMW, Tak M OOMrOCPOYHON MpUpoAabl, NpuBEeaeHbI
B 8.3.1.

6.4.3 CurmameTtpus

WHTerpanbHbIvi nogxon kK 06beguHEHNIO CMELLEHNS 1 HEMPELM3MOHHOCTU C NOCNEAYOLW MM CPaBHEHNEM
OLEeHKM cymmapHon norpetwHocty ¢ OO ncnonb3yeTt YACNoBOM MHAEKC, COOTHOCALLMIA CYMMaPHYH aHanuTu-
YeCKyH0 NMOrpeLIHoCTb € TpeboBaHMAMM K Ka4ecTBy. 3HaYeHVe NHAEeKCa oTpaXaeT BO3MOXHOCTUN pe3yrnbTaTos,
norny4yaembix C NPUMEHEHNEM AAaHHOW METOAMKN U3MEPEHMWI, COOTBETCTBOBaTL TpebyeMomy KayecTBy.

B meamumnHcKkMx nabopaTtopumsax gaHHbIA MHOEKC aganTMpoBaH B paMkax KoHuenuuu «Llects curm», me-
ToOMKa ero pacyera nonyyuna Ha3BaHue «CUrMmameTpusy.

CurmameTtpust No3BOMsiET NOMYYUTb YNCITOBOE 3HAYEHNE UHAEKCA, BbipaxeHHoro B egnHunuax CKO u oT-
pa)katoLLero, HaCKomnbKO pesynbTaTbl U3MEePEHMWS OTKITOHATCS OT TpebyeMoro pesynbsrara.

Bbicokoe 3HaveHne nHaekca, =6 (6 curm), ykasblBaeT Ha KpanHe HU3KUA MPOLEHT OTKITOHEHWUI, BbIXOOSA-
LLMX 3@ YCTAHOBMEHHbIE rPaHMLbl MOTPELUHOCTH.

Hu3koe 3HayeHne nHaekca, npuMmepHo 3 (3 cuMrmbl), CBUOETENBLCTBYET O 3HAYUTENBHOM pUCKE Monyye-
HWSI OLLMBOYHBIX Pe3ynbTaToB.

CurmameTpuyecknin pacdeT Anst Kaxaon MeETOAMKU M3MEepPeHMIn No3BongaeT nabopartopmm paspaboTartb
onTumanbHbii nnaH KK. Yem Bbille 3Ha4yeHue MHOEeKCa, TeEM MEHee CTPOrMM MOXET ObiTb KOHTpOnb. W Ha-
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060pOT, HMU3KME 3HAYEHMS MHAEKCa TPeOYT YCUITEHHONO MOHUTOPUWHIA ANsi CBOEBPEMEHHOTO BbISIBMEHUS OT-
KNOHEHUN.

Mpumepbl Mogenen Boibopa ctpaterim KK Ha ocHoBe curmameTpum npueeaeHsl B 8.1.1.

3HaveHune nHaekca Sigma(x) Npy N3MepeHUsaX KOHLUEHTPaLMM aHanMTa BbIYMCIIAT no doopmyne

. _ AOOM) — 1A (1)
Sigma(x) = —CKO(X)
roe JOO(x) — ponycTrmas obuas owmnbka Npy M3MEPEHUSAX aHanuTa B KOHLEHTPaALWM X;
A(X) — cuctemaTnyeckasi(oe) NnorpeLlHoCcTb (CMeLleHne) Npu U3MepeHnsax aHanuta B KOHLEeHTpa-
uun X;
CKO(x) — cTtaHgapTHOe OTKITOHeHMWe (BHYTpunadbopaTopHOE) Npy U3MEPEHMAX aHanuTa B KOHLEHTPaLIMK
X, OLleHEHHOE B [JONTOCPOYHbIX YCINOBUSAX (HAanpuMep, 3a HECKOINbKO MECSILIEB).

Ecnu OO BbipaxkeHa B NpoLEHTax, TO 3Ha4YeHne UHAeKca BbIYUCTIAIOT MO hopmyne

B2 o)
Slgma(x) = T(x)’ (2)

roe JOO(x) — ponycTrmas obLias owmbka Npu n3aMepeHnsx KoHUeHTpaumm X, %;
A(X) — cuctemartumyeckas NorpeLHoCcTb (CMeLLeHne) Npy N3MePEHNN KOHLEHTPaLWK X;
CKO(x) — cTtaHOapTHOe OTKMOHEeHWe (BHYTpunabopaTopHOe) Npy U3MEPEHUSAX KOHLEHTpauumK X, oue-
HEHHOE B JONTTOCPOYHbIX YCINOBUSAX (HAanpuMep, 3a HECKOINbKO MeCSILIEB).

MpumevyaHune — [ns Havbornee TOYHOW OLEHKM MPW CUTMameTpuu crieqyeT WUCMOoNb30BaTb A0SITOCPOYHOE
CKO, xapakTtepuaytoLiee cTabunbHOCTb METOAUKM B pearibHbIX NabopaTopHbIX YCIIOBUSIX.

PesynkTaTtbl OLEHKN MOTyT CyLLECTBEHHO MEHATHLCS B 3aBUCUMOCTM OT BbiOpaHHon OO mnm cnocoba
onpeneneHns CMeLLEeHusI.

Ewe ogHO orpaHunyeHve 3akntoyaeTcs B OTCYTCTBMM B CUTMaMETPUN €4MHOIO MHTErpanbHOro MHAOeK-
ca, KOTopbIn XxapakTtepuaoBan Obl 3pdEKTMBHOCTL METOLAMKMA M3MEPEHUI BO BCEM Auana3oHe n3MepsieMbliX
KOHLEHTpauui 1 Anst BCeX BO3MOXHbIX KITMHUYECKMX MPUMEHEHMIN. BMecTo 3Toro CyllecTByeT MHOXECTBO
OTAENbHbIX UHOEKCOB, KaXbl U3 KOTOPbIX COOTBETCTBYET ONpeAeneHHOM KOHLEHTPaLUM KOHTPOIbHOIO Ma-
Tepvana unm KOHKPETHOMY MeOULMHCKOMY NMPUMEHEHMIO pe3yrnbTaTa aHanuaa. Takum obpasom, Ans pasHbix
YPOBHEN KOHLEHTPALUA UK KITMHUYECKUX MPUMEHEHWUI 3HAYEHNSI MHOEKCOB CUTMaMETPUN MOTYT 3HaYUTENb-
HO pasnuyaTbCs.

HecmoTpsi Ha 9Tn orpaHNYeHnst, BblYUCIIEHME 3HAYEHUS NHAEKCA METOAOM CUrMaMETPUN A11S1 KOHKPET-
HOW KOHLEHTpaLMM OCTaeTcsi Nofne3HbIM HCTpyMeHTOM. OH no3BornsieT nadopatopun aganTMpoBaTb NpaBu-
na KK B 3aBUCUMOCTM OT KPUTUYECKUX MEOULMHCKMX peLueHui. NpuMeHeHne Hanbonee CTporMx Kputepmes
curmameTpumn npu paspabotke ctpaternm KK obecneunT koHcepBaTMBHLIN NOAX0A, MUHUMU3MPYHOLLMIA PUCK
OLUMBOYHbIX Pe3yrnkTaToB M NOTEHLMANbHOIO Bpeaa 4SS nauueHTa.

6.5 Buabl HEKOHTPONMPYEMbIX COCTOSHUN

CyLuecTBYIOT ABe KaTeropum HEKOHTPONMPYEMbIX COCTOSIHUA MPU BbINONTHEHUN METOOMKN U3MEPEHWUI:
TPaH3MUTOPHbIE U CTabunbHble. [MprMepbl BO3MOXHBLIX MPUYMH HEKOHTPONMPYEMbIX COCTOSIHWUIA NPUBELEHbLI B
Tabnuue 1.
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Ta6bnuuya 1

HaumeHoBaHne npuymnHbl Twvn norpelHocTn Kateropusi

Cucrtematuyeckas nnm CJ'IyHaVIHaH

CFyCTOK nnun 3arpAa3HeHna B nnMNeTke
NnorpeLHoOCTb

TpaHauTopHasa unu crabunsHas

CucTtemaTtuyeckas unm crnyyanHas

HenpaBunbHasi NpombIBKa TpaH3UTopHast Unu ctabunbHas

norpeLHoCcTb
HenpaBunbHbIi 06bem Cuctemartunyeckas unm cnyyanHas

_ TpaHauTopHas unun ctabunsHas
NepeHOCMMON XNOKOCTM MOrpeLUHoCTb

CucTtematuyeckas unm crnyyanHas
NOrpeLlHoCTb

KoHTponb Temnepatypsl CrabunbHas

Cucrtematunyeckas unm CJ'Iy‘-laVIHaH

SneKkTpuyeckme nomexm TpaHauTopHas unu ctabunsHas

norpeLuHoCTb
MpoGnema kanmbpoBkn Cucrtemartuyeckas MorpeLHoCTb CrabunbHas
YxygLeHue kadectBa kanvbparopa Cuctemartuyeckas norpeLiHocTb CrabunbHas
YXyfLleHne KkayecTBa peakTMBOB Cucrtemartuyeckas MorpeLHoCTb CrabunbHas
YxyaleHue kadectBa matepuana KK | Cuctematuyeckas norpeLHOCTb CrtabunbHas
OTcyTcTBME KAanMBpPOBKK Nocrie

Cunctemartuyeckas norpeLiHocTb CrabunbHas

KanntarbHOINo pemMmoHTa

TpaH3nUTOpHbIE COCTOSHUSE MOTYT OKa3aTb BMMSHME Ha pe3ynbTaTbl U3MEPEHNA OQHOTO UITN HECKOSbKNX
06pasLoB KpaTKOBPEMEHHO. Takme COCTOAHMS M3-3a X HECTabUIBHOCTU PUCKYIOT OCTaTbCs HE3aMEYEHHbIMMU,
€CINN He NPosBATCA BO BpeMs ovepeaHoro nnaHosoro KK.

CT1abunbHble HEKOHTPONMPYEMbIE COCTOSIHUST COXPAHSIOTCA A0 TEX Mop, Noka He ByayT oBHapyXeHbl 1
yCTpaHeHbl nx nepeonpuynHbl. OHWM NoapasaensioTcs Ha ABe KaTeropum:

- YCNOBWSI, U3MEHSIIOLLIME CUCTEMATUYECKYHO NMOrPELLHOCTb (CMELLEHNE) METOANKN N3MEPEHNS;

- YCMOBWSI, BMMSIIOLLME Ha CryYanHy MNOrpeLUHOCTb (HEMPELN3MOHHOCTb) METOAUKM U3MEPEHUS.

Cratnctuyeckmne KK cnocobHbl 06ecneqrBaTh BbISBIIEHNE N3MEHEHNS KaK CMELLEHWS, Tak 1 HenpeLunsu-
OHHOCTM. OfHaKOo Yallle BCero npuopuTeT OTAAT OOHAPYXEHUIO CMELLEHWIN, NMOCKOSbKY OHM OBbIYHO UMET
3HaYMTENBbHOE KINNMHMYeckoe 3HayeHne (cMm. 6.4.1.1).

HekoHTponvpyemble COCTOSIHUS, yBENNYMBAIOLLME CMELLEHNE PEe3yNbTaToOB BbINOMHAEMON METOANKN N3-
MepeHusl, 0BbIYHO MPOSBNATCA B BuAe OTKNOHeHUN pesynbratoB KK oT cTabunbHOro LeneBoro 3HavyeHus.
OTM OTKNOHEHUSA MOTYT BO3HMKAaTh B BUAE PE3KOro CMELLEHMS B TEYEHME KOPOTKOTrO NPOMEXYTKa BPEMEHUN UMK
NMOCTEMNEHHOTO B TEYEHNE OJNIMTENBHOIO BPpEMEHU (apend).

HekoHTponvpyemble yCnoBus, BAMSOLWME HA CIyYarHyt0 NOrpeLlHoCTb METOAMKN N3MepPEHUs, 0BbIYHO
NPVBOAAT K YBENNMYEHUIO YacTOThbl OTKNOHeHUN KK kak B MONOXWTENbHYIO, TaK U B OTpULATENBHYHO CTOPOHY OT
LieneBoro 3HavyeHus.

M3ameHeHune cny4anHom NorpeLlHoCT MOXHO BbISiBUTb Mo yBenuyeHnto CKO B TekyLen cepmmn pesyrib-
TaToB KK no cpaBHeHnto ¢ CKO B cTabunbHOM COCTOSTHUM.

Kak npaBuno, cratuctnyeckuin KK npegHasHadeH s 00Hapy>KeHUss HEKOHTPONMPYEMbIX COCTOSAHMWIN, Bbl-
3bIBaKOLLMX yCTOMYMBOE Bo3pacTaHne CKO, 4yTo cBMaeTensCTBYET O POCTE CryYaliHON MOrPELLHOCTN METOAMKM.

6.6 NMpaBuna KOHTponsa Ka4yecTBa

Crtpaterna KK BkntoyaeTt B cebsi Bbibop matepuanos KK (kakne napameTpbl M3Mepsitb U B Kakom 06b-
eme), NnaHMpoBaHne NepnoguYHOCTN n3MepeHui, onpegenenne npasun KK ons oueHku pesynsraTos.

MpaBsmno KK — 370 anropuTM NpUHATUS peLleHnin, OCHOBAHHbLIA Ha aHanuse pesynsTatoB O4HOMo Un
HecKkomnbkux namepeHun matepuanos KK. B 3aBucMmMocTn oT pesynsratoB M3MepeHuin NpUHUMaOT OAHO U3
cnegyowmx peLleHuin:

- MeToaMKa naMepeHus pabotaeT CTabunbHO M HAxXOOWUTCA B KOHTPONMPYEMOM COCTOSIHMM (COOTBET-
cteue npasunam KK);

- MeToauKa namMepeHus pabotaet HeCcTabunbHO MM HAaXOQUTCS B HEKOHTPONMMPYEMOM COCTOSAHMU (He-
cootBeTcTBUE NpaBunam KK).
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7 OueHka 3achhpeKTUBHOCTU KOHTPONSA KayecTBa

7.1 YcnoBus oueHku adpcdektnBHocTu KK

7.1.1 OueHka achdekTnBHocTM KK npeanonaraet nporHo3vpoBaHMe KtouYeBbIX NokasaTenen 3agaHHom
ctpatervn KK ans cnegyrowmx cny4aes:

- CTabnnbHOro KOHTPONMPYEMOIO COCTOSIHUSI CUCTEMBI;

- psifia HEKOHTPONUPYEMbIX COCTOSIHWI (Pa3nuYHbIe TUMbl U CTENEHU OTKITOHEHWUN).

7.1.2 OCHOBHbIE LieneBble NMoKasaTenu B CTabUnbHOM KOHTPONMPYEMOM COCTOSIHUN:

- BEPOSATHOCTb JTOXKHOIO OTKNOHeHUs pe3ynsratoB KK;

- oXvgaemoe konuvectso Meponpuatuin KK mexagy noxHbiMu oTknoHeHnamn pesynsratoB KK;

- 0Xvgaemoe KONM4YecTBO MCCNEAOBAHNN NALMEHTOB MEXAY NOXHbIMY OTKIOHeHMAMN pe3yrnbTaTtoB KK;

- OXvaembll MHTepBan BPEMEHN MeXAy NOXHbIMU OTKIOHeHnAMN pe3ynsratoB KK.

7.1.3 MNokasaTteny B HEKOHTPONMPYEMbIX COCTOSIHUSX, CBA3aHHbIE C OLEHKOW pucKa AN naumneHTa:

- BEPOSATHOCTb OOHapYXXEeHUs1 HEKOHTPONMPYEMOro cocTosiHuS npasunamm KK;

- CTemneHb OTKITOHEHMST HEKOHTPOMMPYEMOTO COCTOSIHUSA, KOTOPOE ByaeT oOHapy>XeHO C 3adaHHOW Bepo-
ATHOCTbIO;

- oXvngaemoe konunyecTtso MeponpuaTuii KK, npoBegeHHbIX 40 0OHapy>XeHNsi HEKOHTPONMPYEMOrO CO-
CTOSAHMS;

- OXvgaemoe KonmyecTBo 00crnefoBaHNii NaUMEHTOB, NPOBEAEHHbIX 3@ BPEMSI HEKOHTPONMPYEMOTO CO-
CTOSIHMS [0 €ro BbISIBNEHUS;

- OXvgaemoe KOnmyecTBO OLMBOYHBIX pe3ynbTaToB, MOfyYeHHbIX NauueHTamn 0o obHapyXeHus He-
KOHTPONMMPYEMOrO COCTOSHUS.

7.2 YacToTa NOXHbIX OTKIOHEHUN

7.2.1 BepoAATHOCTb NNOXXHOIO OTKNOHEHUA pe3ynbTaToB nauueHToB no npasunam KK

Ecnun nabopatopus pabotaeT B CTabUNbHOM KOHTPONIMPYEMOM COCTOSIHUM U BbIMOSHAETCS OLeHKa Co-
otBeTcTBUA nNpasuny KK, cyliectByeT BEpOATHOCTb JTIOXKHOIO OTKIIOHEHUSI pe3yrnbTaToB M3MepeHuin obpasuoB
naumeHToB no pesynsratam KK. Takyto cuTyaumio HasbiBakoT JTOXKHBIM OTKITOHEHMEM.

BepoATHOCTb NMOXHOMO OTKMOHEHUS 3aBUCUT OT Yncna uccnegyembix matepuanos KK ¢ pasHbiMy KOH-
ueHTpaumsimu, obLiero Yncna oueHnBaemMbix pesynsratoB KK n npumeHsemoro npasuna (npasun) KK.

[ns oLueHKM BEPOATHOCTU NOXKHOIO OTKIOHEHWST MCNOMb3YIOT CTAaTUCTUYECKNE PacyeTbl, KOMMBIOTEPHOE
MOZENMPOBAHNE, AMMUPUYECKUI aHaNn3 PeTPOCNEKTUBHBIX NTabopaTOpHbIX AaHHbLIX, MPU 3TOM BEPOSITHOCTb
NOXXHOTO OTKITOHEHUS JOIMKHA ObITb HA MWHMMANbHOM OOCTVXMMOM ypoBHe. OfHaKO BO MHOIMX Criyyasix
CHWXXEHME YaCTOTbl TOXKHOMO OTKIIOHEHUS TAKKE CHUDKAET CNOCOOHOCTb BbISIBIIATE HEKOHTPONMPYEMbIE COCTO-
SHUS NPU X BO3HMKHOBEHUU, MO3TOMY HEOOX0AUM BGanaHc Mexay CTPEMITEHNEM K HU3KOMY YPOBHIO NTOXHbIX
OTKIOHEHWI N Tpebyemow CNOCOBHOCTHIO OOHapPYKMBaTh OLLNOKM.

7.2.2 Oxuaaemoe YMcrio MepOoNpPUATUN MO KOHTPOJIHO KayecTBa MeXAY JTOXKHbIMU OTKITOHEHUSIMU

BennunHa, TeCHO CBSA3aHHasi C BEPOATHOCTbIO JIOXKHOTO OTKIMOHEHWSs], NPEACTABIAET OXNOAEMOE YMCIO
meponpusaTun no KK mexay noxHbIMM OTKNOHEHUsSMU. Bo MHOMMX cutyaumsax cyliecTByeT obpaTHas CBs3b
MexXay BEPOSITHOCTbLIO NMOXHOro OTKNoHeHus no npasuny KK n npegnonaraemeiM yvucnom meponpusatui no KK
nepen oTknoHeHnem no npasuny KK.

lMpumep — Ecnu eeposimHOCMb J10)kHO20 omkJioHeHus1 no npaesusty KK cocmaensiem 0,01 (1 %), mo cped-
Hee 4ucsio Meponpusmull MexJy JIOXHbIMU OMKJIoOHeHuUsimu 6ydem paeHo 100.

7.2.3 Oxupaemoe 4YUCIO UCCeAOBaHMA OOpa3LOB NauuMeHTa MeXAy NMOXHbIMUA OTKIOHEHUsIMU
pe3ynstaTtoB no npaBunam KK

BepoATHOCTb NOXHOrO OTKMOHEHUS — 3TO BEPOSTHOCTb OTKMNOHeHus no npasuny KK B ctabunbHom
KOHTPONMPYEMOM COCTOSHWUM BbINONHAEMOWN METOANKM namepeHus. OaHako YacTtoTa NOXHbIX OTKIOHEHWI 3a-
BUCUT HE TONMbKO OT 3TON BEPOATHOCTM, HO M OT YacTOTbI oLeHKK no npasunam KK.

[nsa oueHKM YacToTbl NTOXKHbIX OTKMOHEHUI UCNONb3YIOT Ba OCHOBHbIX NOKasaTens:

- 4ncno obpasuoB NauneHTa, UCCrnefoBaHHbIX MEXAY NOXHBIMU OTKITOHEHUAMU;

- BpewMms, Npoxofsilee Mexay NOXHbIMU OTKIOHEHUSIMU.

O6a 311 nokasartens 3aBUCAT OT KOHKPETHbIX cuTyaumin. CpegHee Yncno obpasuoB, U3MepseMbIX MEX-
4y NOXHbIMW OTKNOHEHUSIMU, 3aBUCUT OT CPEeLHEro Yncra obpasLoB, UBMEPEHHbIX MeXAy MeponpUsTUSIMM Mo
KK 1 oxxnpgaembiM yncrniom meponpusatun no KK mexay noxHbeIMn OTKITOHEHUAMMN.
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7.2.4 OxupaemMmoe BpeMs MeXAay JOXXHbIMU OTKITOHEHUSIMU

CpenHee (oxvpgaemoe) BpeMs Mexay NOXXHbIMU OTKIIOHEHUSMY 3aBUCUT OT ABYX (hakTOpOB:

- ONIMTENbHOCTU BpeMeHn Mexay nposegeHem meponpuatun no KK;

- oXvagaemoro ynicna meponpuaTuii no KK mexay noxHbIMy OTKIOHEHUSIMU.

Yem Kopoye MHTepBanbl BpeMeHn Mexay Mmeponpuatuamm no KK n/mnm 4yem meHblue oXXrvaaemoe Yncno
meponpuatun KK 4o NOXHOro OTKIMOHEHWS, TEM MEHbLUE CpeaHee BpeMsi MeXAy JTOKHbIMU OTKITOHEHMSIMU.

7.3 OBHapyXeHUe HEKOHTPONMUPYEMbIX COCTOSAHUN

7.3.1 BeposATHOCTb OO6HapyXeHUSA HEKOHTPONMPYEMOro COCTOSIHUA

Ecnu B npouecce nabopaTopHOro nccnegoBaHns BO3HUKAET HEKOHTPONMPYEMOE COCTOSTHUE U MpUMe-
HaT npaBuno KK, cyllecTByeT BEpPOATHOCTb, YTO MPUMEHEHNE 3TOr0 NpaBuria NPUBEOET K OTKIOHEHUIO pe-
3ynbraTa uccrnegoBaHusa o6pasLoB naumneHTa. [JaHHyo BEpPOSATHOCTb Ha3blBalOT BEPOSATHOCTLIO OOHAPYKEHUS
owmnbkn. BepoaTHoCTb 0B6HapyxeHnst OLIMOKM HU3Kas Anst HEKOHTPONMPYEMbIX COCTOSIHWMA, B HE3HAYUTENbHOM
CTeneHu BbIWeALINX 3a Npedenbl KOHTPOIS, a AN COCTOSHUN, 3HAYUTENBHO OTKIMOHSAIOLLMXCS OT KOHTPOMNUPY-
€eMblIX, BEPOSITHOCTb OOHapY>XeHWs1 BbICOKaS.

HekoHTponvpyemble COCTOSIHUS, OCODEHHO ECINMN OHY CBA3AHbI C MOBbILLEHHBIM PUCKOM MONy4YEHUS OLLK-
DOOYHbIX pe3ynLTaToB, KOTOPbIE MOTYT NOBMAWATE HA AMArHOCTUKY UK NIeYeHne NaumeHTa, crieayeTt oOHapyXu-
BaTb Kak MOXXHO paHbLLe.

Kputepuii «Hempuemnemo BbICOKON BEPOSTHOCTM OLLMOKUY 3aBUCUT OT ABYX KIOYEBbIX (DaKTOPOB:

- BEPOSATHOCTU NPUYMHEHMS Bpeada NauMeHTy u3-3a omnboYHOro pesynbsrara;

- CTEeNeHu TSHXKeCTU NOTeHLManbHOro Bpeaa, KOTopbi MOXET ObiTb HAHECEH B pe3ynbrate MeanLMHCKNX
peLleHnin (BencTBUiA Unn 6e30encTBus), MPUHATBIX HAa OCHOBE OLUMBOYHBIX Pe3yrnbTaToB.

BepoAaTHOCTb 0BHapyXeHUs OWNOKM MOXET OblTb OLlEHEHA MaTeMaTUYeckMM nyTem (Hanpvumep, ¢ no-
MOLLIbIO CTATUCTMYECKOrO MOAENVPOBAHNUS AN Pa3NMYHbIX CLEHApPUEB HEKOHTPONMPYEMbIX COCTOSIHWUIA) UMK
AMMAMPUYECKUM (MyTEM PETPOCMEKTMBHOIO aHann3a nabopaTopHbIX AaHHbIX).

7.3.2 Oxupaemoe yucno meponpusatum no KK, Heobxogumoe Ans BbIABNEHUs HEKOHTpoNMpye-
MOro COCTOSIHUS

7.3.2.1 AnbTepHaTMBHOM BEMUYNHOWN, TECHO CBA3AHHOM C BEPOATHOCTLIO OOHaPYXEeHNsT OLLUMOKKN, CRY>XUT
yncno meponpusatun no KK, tpebyemoe ansi oGHapyXeHUs HEKOHTPONMPYEMOrO COCTOSHWUSA. Ons He3Hauu-
TENbHO NPOSIBMASIOLLMXCSA HEKOHTPOTMPYEMBIX COCTOSTHUIA OXmngaemoe yncro meponpusituin no KK go HapyLwe-
Hust npasun KK 6yaert Benvko. B npotuBHOM criyqae yncno meponpusituin no KK okaxercst mansim.

Mexay BepOSTHOCTbIO OOHapPY>KEHWS OLMOKM 1 oxxugaembiM Yncriom meponpusatun no KK go ee obHa-
PY>XEHMS CyLLecTByeT obpaTHas 3aB1UCUMOCTb: YEM BblLLE BEPOSITHOCTE OOHAPYXEHUS OLINOKKN, TEM MEHbLLE
Tpebyetca meponpuaTuii no KK ans ee obHapyxeHusi. Yucno meponpusatuin no KK go obHapykeHust oLmokm
MOXET ObITb OLlEHEHO MaTeEMaTUYeCcKM MyTem (HanpuMmep, C NMOMOLLbI CTAaTUCTMYECKOTO MOLENMPOBaHUSA)
U AMNNPUYECKUM (MyTEM PETPOCMEKTMBHOIO aHanu3a nabopaTopHbIX AaHHbIX).

7.3.2.2 Oxvgaemoe 4ncno nccrnegoBaHuii obpasuoB matepmana naumeHTa 4o BbiSBEHWS HEKOHTPONK-
PyEMOro COCTOSIHUS

BeposaTHOCTb 0BHapykeHNst HEKOHTPONMPYEMOTO COCTOSIHUS — 3TO BEPOSITHOCTL cpabaTbiBaHMs NpaBu-
na KK npu oueHke pesynsratoB nabopaTtopHbIX UCCeg0BaHNIA B YCIOBUSX Takoro cocTosHus. OgHako Ymcno
NauMeHTOB, pe3yrnbTaTbl KOTOPbIX ObINN NCKaXXEHbI M3-32 HEKOHTPONMPYEMOIO COCTOSIHUS, 3aBUCUT HE TONbKO
OT YacToTbl 3annaHnpoBaHHbIX MeponpuaTnin KK.

Yem GornbLue 06pasLoB nccriegytot mexay meponpuatuamm no KK, tTem 6onbLue naumeHToB MOryT nosny-
4YNTb OWNOOYHbIE pe3ynbTaThl 40 TOro, KAk HEKOHTPONMPYEMOE COCTOsIHUE OyaeT BbISIBMEHO.

7.3.2.3 Oxmpgaemoe KonmyecTBO OLNMBOYHBIX pe3ynbsTaToB naumeHTa 4o oOHapy>KeHUsi HEKOHTPOMMpYy-
€MOro COCTOSIHUSA

He Bce pesynbraTbl NaLMEHTOB, HA KOTOPbIE MOXET MOBMMATb HEKOHTPONMPYEMOE COCTOsIHNE, 0b6si3a-
TENbHO coaepXaTt OLMOKY M3MepeHUs, 4OCTAaTOHHO BoMbLUyo A4S TOro, Y4ToObl caenaTtb MX HEMPUTOAHBIMU
ONS KIMMHUYECKOTO MCMonb3oBaHus. [1onst Takux pe3ynsratoB C HENpUeMIeEMON OLMOKON 3aBUCUT OT BENUYM-
Hbl OTKITOHEHMS OT KOHTPONMPYEMOIO COCTOSIHUSA (BbIXOAA 3a Npeaerbl KOHTPOSS) U MOMEHTa BO3HUKHOBEHNS
oLWmnbKM B NpoLecce N3MepeHni.

lMpumepbi

1 Ecnu ebinonHsemMass Memoduka usmepeHusi, xapakmepu3syemasi [JOO, pasHol 10 %, u koaghghuyueHmom
eapuauyuu CV, paeHbIM 2 %, ucrbimbigeaem ecsedcmeue nepexoda 8 HEKOHMPOJIUPyeMoe COCIMosiHUe cucmema-
muyeckoe cMeuweHue, pagHoe 6 %, mo ece pe3ysibmamal, MoJly4eHHbIE 8 Mepuod delicmausi 31Mo20 CMeW,eHUsl,
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6ydym 3ampoHymbl, HO MOJILKO MPUMEPHO Osis1 2,3 % u3 HUX Mo2pewHOCMb U3MepPeHUs rnpeebicum 3Ha4yeHue
00 e 10 %.

2 Ecnu ke HeKOHMpoJiupyemMoe cocmosiHue npusodum K cMeweHutro Ha 10 %, mo 50 % pe3ynbmamoe na-
yueHmoe 8 amom cJsiy4yae 6ydym umems no2pewHocmsb usmepeHusi 6osiee 10 % (cm. pucyHku 4 u 5).

Pesynbrat nsmepexui
L)

-15 -10 -5 0 5 10 15 20

MorpeluHoCTb pesynbrata nsmepeHun, %

CV =2 %, 000 =10 %, cmeLieHve = 6 %

lMpumeyaHue — 3alWITPUXOBaHHbIE 06GNAacTU OTpaXaloT A0S0 NALMUEHTOB, Y KOTOPbIX MOrPEeLHOCTb pe3yrib-
TaTa uaMepeHuin npesbIaeT gonyctumyto rpaHuny [100.

PucyHok 4 — BrninsiHme BenuymHbI NOrpPeLLIHOCTU pe3yribTaTta MU3MepeHuUmn
Ha KONIMYEeCTBO OLIMOGOYHbIX pe3ynbTaToB NaLyeHToB

Pesynbrat nsmepeHui

-15 -10 -5 0 5 10 15 20

[MorpeluHOCTb pesynbTata nsmepenni, %
CV =2 %, 000 =10 %, cmelieHne = 10 %

MpumMeyaHue — 3alWTpuxoBaHHble O6GNacTM OTpaXaloT OO0 NaLMUEHTOB, Y KOTOPbLIX MOrpeLHoCTb
pe3ynbTaToB M3MepeHUi NpeBbilaeT AonycTumMyto rpaduuy JOO.

PucyHok 5 — BnusiHne BenMUMHbI NOrPELIHOCTY pe3yrnbrata M3MepeHus
Ha KONMU4eCcTBO OLIMGOYHbLIX pe3ynLTaToB NauMeHToB
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KaTteropuu oxuagaemMblix pesynsTaTtoB NalMeHToB C HenpueMrneMo BbICOKOM MOrpellHOCTbH0 U3MepeHuii
npuBeneHsbl B Tabnuue 2.

Tabnuuya 2

KaTteropuun pe3ynbraTtoB Pesyn brar

OwwnboyHble pesynbTaThl NoNyYeHsbl nabopatopren, HO He nepeaaHbl 4O MO-

OnacHas cuTyaums HEBO3MOXHA
MEHTa, Korga KOHTPOrb KayecTBa 06HapYXui HEKOHTPONMPYEMOE COCTOSIHUE

OwnboyHble pesynbraTtbl nNepegaHbl, ogHaKo I'IOCJ'Ie,CI,yIOLLI,VIVI KOHTPOJb Kaye-
CTBa AOCTaTO4YHO 6bICTp0 BbIABNAET HEKOHTpONMMpyemMmoe COCTOAHUE, YTO No-
3BONndAeT na60paTopvw| ncnpaBuUTb ownbOoYHbIE pesynbratbl OO0 TOro, Kak OHU
6y}J,yT NPUHATLI BO BHUMaHne

OnacHasi cuTyauusi NnpefoTBpaLleHa

OwnboyHble pesynbTaTbl NAUMEHTOB COOOLLAKT M UCMOMb3YT A0 TOro, Kak

CospaeTtca onacHas cuTyaums
OyneT obHapyXeHO HEKOHTPONUPYEMOE COCTOSIHME

I'IepBble OBe KaTeropumn pesynbratoB, yKa3aHHble B Tabnuue 2, BKIOYAOT BO3MOXHbIE cnyyau nony-
YeHNA HEOOCTOBEPHbIX, HO KOPPEKTUPYyEeMbIX pe3yrbraToB. TpeTbFl KaTteropuma BKIo4aeT BO3MOXHbI cnyqa|7|
nepenadn HegoCTOBEPHbIX OKOHYaTerlbHbIX Pe3ynbraToB, HE noanexalwnx ncnpaBneHuto.

8 nﬂaHMpOBaHMe cTpaTermm CtTatTuCTu4eCKoro KOHTporssa Ka4yectBa

8.1 OnpepeneHne TpeboOBaHUM K Ka4eCTBY

8.1.1 Moaenu onpeneneHuA LeneBbIX Noka3aTtenen

8.1.1.1 BoigensoT Tpn Mogenu onpeaeneHns Luenesblx nokasaTenen, npeAactaBneHHble B nopsiake yobi-
BaHWS NPeAnoYTUTENBHOCTY:

- KINWHWUYECKN OPUEHTUPOBAHHbIE LieneBble Nokasarteny, OCHOBaHHbIE Ha BIMAHUW Pe3yrnbTaToB onpeae-
NeHns N3MepseMon BENNYUHBI Ha pe3ynbTaTbl NeYeHNs;

- ueneBsble NnokasaTenu, OCHOBaHHbIE Ha 3HaYeHU BMONOrMYecKon Bapnaumm n3MepsemMon BEMMYMHLI;

- ueneBble NnokasaTenu, OCHOBaHHbIE Ha Haumny4yLmX 4OCTYNHbIX NabopaTopHbIX NpakTuKax.

[Ns HEKOTOPbIX N3MePSIEMbIX BENNYMH OOHW NOAXOAbI COOTBETCTBYIOT nydLle, Yem Apyrue. Hesasmucumo
OT BblBpaHHOrO nogxoda pykoBoguTenb nabopaTopumn formkeH obCcyanTb € Bpadyamu-KNUHULMCTaMU Meau-
LMHCKMX opraHu3aumn, 4tobbl cornacosaTtb nogxoasawmin nokasatens OO ans gaHHOW rpynnbl NALMEHTOB.

8.1.1.2 LleneBble nokasaTenu, OCHOBaHHbIE Ha BIIUAHMN Ha pe3ynbTaThl neveHuns (mogerns 1)

YctaHoBneHve uenesbix nokasatenen JOO Ha 0OCHOBe BNUSHWS aHanUTUYeckon apekTMBHOCTN METO-
OVKN U3MepEeHnNst Ha pesynbTaThl NedeHns SBnseTcs NpeanoyTUTENbHON MOGENbIO.

WccnepoBaHusa MoryT npeacTaBnaTb MO0 NPAMYIO OLEHKY pe3ynbTaToB NeveHns Ans rpynnbl naumeH-
TOB, NMMBO OLEHKY «KOCBEHHbIX» Pe3yrbTaToB, Npy KOTOPOW UCCNEAYIOT BAUSHUE aHannTuyeckon addekTus-
HOCTM Ha TeyeHue 3aboneBaHns UNn NPUHATUE MEOULMHCKNX PELUEHUA B OTHOLLEHWUN 3aboneBaHns unm pu-
cka 3aborneBaHns 1 UX CBA3b C BEPOSATHOCTLIO pesynbrata fevyeHnsi. KocBeHHble uccneqoBaHns pesynsraTtoB
YacTo ucnonb3ytoT Ansa ycraHosneHns JOO B nabopaTopHbIX NPAKTUHECKNX peKOMeHZaLmMsX.

B mogenu, ocHoBaHHOWM Ha pesynbraTtax, Lenesble nokasareny COOTBETCTBYIOT TpeboBaHusIM yxoaa 3a
nauveHtamu. NpermyLLecTBOM OAHHON MOAENN ABMSETCA TO, YTO YCTAHOBMEHHbIE LENW COOTBETCTBYIOT pe-
anbHbIM TpeboBaHMAM K OKasaHWo MOMOLUM naumeHTaM. HegoctaTtkoMm mogenu siBnsetcs HeobxoaumocTb
TECHOW CBSA3W MexXAy M3MepsieMon BENUYNHON, NMPUHATUEM MEONLMHCKUX PELLEHU U KMMHUYECKUMW pe3yrb-
Tatamu, 4YTO OrpaHNYMBAET ee NPUMEHEHNE OTHOCUTENBHO HEBOMbLLMM YACIIOM N3MEPSAEMbIX BEMUYMH.

8.1.1.3 LleneBble nokasartenu, OCHOBaHHble Ha Bronornyeckon BapmaLumn namepsaemMon BenmymHbl (Mo-
aens 2)

Jpyras KoHUenums yCTaHOBIEHWs LerneBbiX nokasaTernen aHanutmieckon apekTMBHOCTU npeanona-
raet, YTo aHanuTM4yeckas NorpeLlHOCTb METOOUKMN M3MepPEeHn JormkHa BbiTb MeHbLUEe eCTEeCTBEHHOW Buono-
r’MYyeckon Bapvaumu Ang gaHHon uamepsemon BenuuuHbl. B gaHHon mogenu OO onpenenstoT Ha OCHOBE
COOTHOLLUEHUS MeXAY BHYTPU- Y MEXMHONBMAYaNbHON B1onornyeckon BapmauusaMm n3mepsemMon BeNUUYnHbI.

[daHHas mogenb npegnonaraet, YTO aHaNUTUYecKas NOrpeLHOCTb AOMKHA BbITb 4OCTATOYHO Marna no
CpaBHEHMIO C BrMonornyeckon Bapuaumen, YTobbl He NcKaxaTb MHTepnpeTaumto pesynsTaToB. [1py aToM vem
MeHblLe aHanMTnyeckas NorpeLHoOCTb MO OTHOLIEHUIO K Bronornyeckor Bapuaummmn, Tem Bbille COOTBET-
CTBME METOANKN MeOULMHCKUM TpeboBaHUAM.
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[aHHasa mogernb OCHOBaHa Ha NPUMEHEHUN YETKOTO CTaTUCTUYECKOro NMOAX0Aa, UCTONb3YOLEro n3me-
peHHble NapameTpbl OMONOrMYeckon Bapuauum, Npuyem AaHHble 0 Bruonormiyeckon Bapmaummn JOCTYNHbI ANs
MHOIMX U3MEPSIEMbIX BEMNYUH.

K HegocTaTkam mogenu oTHOCATCS:

- OTCYTCTBME y4eTa pe3ynbraToB fle4eHns U MeQULMHCKUX PEKOMEHOALNN;

- OTCYTCTBME Yy4eTa pasnuunsi B KOHLUEHTpauusx aHanutoB B obpasuax buomatepuana 300pOoBbIX U
OOrbHbIX;

- CTaBUTCH No4 COMHEHME HaAeXHOCTb HEKOTOPbIX AOCTYMHbIX AaHHbIX O BMONorMyeckon Bapuaumu;

- OISl HEKOTOPbIX M3MEpPSAEMbIX BEMWYMH Noka3ateny 6nonornyeckor BapMauum He MoryT ObiTb oueHe-
Hbl Y 300POBbLIX MoAen (Hanpumep, A4S CbIBOPOTOYHOIO XOPMOHUYECKOrO FOPMOHa YernoBeka y HebepemeH-
HbIX XXEHLLMH U NpU OTCYTCTBMM 3NI0Ka4eCTBEHHbIX HOBOOOpa3oBaHui);

- COBPEMEHHbIE TEXHOMOrMM He MoryT obecneunTb cCo3gaHne METOAMKN N3MEPEHMS, MO3BONAOLEN 4O-
CTUYb LIENeBbIX NokasaTenen, OCHOBaHHbIX Ha BMONOrM4yeckon Bapauum anst HEKOTOPbIX N3MeEPAEMbIX BENU-
YMH, cogepXaHne KOTOpbIX CTPOro perynmpyeTcs 61Monormyeckumm npoueccamu B opraHmame yenoseka. [ns
3TMX N3MepsieMbiX BENNYUH LieNneBble NoKasaTenu, OCHOBaHHbIE HA BUOMOrMYEeCcKon Bapuaunm, MOryT CIyXWUTb
OPWMEHTUPOM AM1S pa3paboTKM HOBbIX TEXHOMOMMIA, HO HE NCMOSb3YHTCH B NPAKTUYECKOW AeATENbHOCTU B CBSI-
31 C OTCYTCTBMEM AOCTYMHbIX B HACTOSILLIEE BPEMS TEXHOMOrMN NabopaTopHOW AMarHOCTUKN.

8.1.1.4 LUeneBble nokasaTenu, OCHOBaHHbIE HA HaWIyYLLIMX AOCTYMHbIX TabopaTopHbIX NpakTukax (Mo-
nenb 3)

B pamkax aton mogenv npuemnemMbiMn CHMATaT nokasateny 3pEeKTMBHOCTU METOOAUKN U3MEPEHUS,
KoTopas obecneynBaeT Ny4dLLni pe3ynsTarT, JOCTVXXMMbIA C MOMOLLbI0 COBPEMEHHbIX TEXHOMOTMIM U/Unn cono-
CTaBMMBbIN C MoKasaTensamm apPEeKTMBHOCTM aHanorM4HbIX METOANK.

MpenmyLLecTBOM MOAENM SBMSIETCS TO, YTO MHpOPMaLUsA MOXET ObITb NoMyYeHa 13 AaHHbIX BHYTPEH-
Hero KOHTPOMsi Ka4eCcTBa NNy NccreaoBaHui pesynsraTtoB MexnabdopaTtopHbix cnnyerui (MK/BOK), B koTopbIx
ObInNM MCNoNb30BaHbl KOMMYTaTUBHbIE 0OpasLbl.

HepoctaTtkm mogenu:

- 0bpa3supl, ncnonb3yemblie B MNMK/BOK, yacTo He KOMMYTaTUBHbI C KMMHUYECKUMKU 0BpasLamu naumeH-
TOB, YTO MOXET MPUBOAMTL K 3HAYMTENbHbIM pacxoxaeHusam B pesynbsratax MNK/BOK n3-3a matpuyHbix ad-
dekToB;

- MOZ€erb He YYUTbIBAET BO3MOXHbBIE PA3NNYUA B KIMHUYECKOW MHTEPMPETaLUnN pesynbraToB, KOTopble
MOTyT BO3HMKaTb M3-3a HAbnogaeMbix pasnmyni B peaynsratax u3aMepeHui.

Takum obpas3om, AaHHbIV NOAXO0A MO3BOMSAET OLEHUTb TEKYLLNA TEXHOMNOrMYECKUI YPOBEHb, OAHAKO €ero
NMPVYMEHEHME OrPaHNYEHO M3-3a HEMOMTHOIO COOTBETCTBUSA pearibHbIM KMMHUYECKUM TPeboBaHNSM.

8.1.2 TpeboBaHMA K yCTAaHOBNEHUIO 3HAYEHUN LieNneBbIX NoKa3aTernen

He cywecTByeT yHMBepcanbHbIxX Lenesbix nokadarenen gns OO onsa nsmepsaembix Benu4umH. Hu oamH
N3 CyLLIECTBYIOLLUX NMOAXOO0B HE MOXET CHMTATbCHA ONTUMarbHbIM ANsi BCEX METOAMK N3MEPEHWI, NPUMEHSIe-
MbIX B Tlabopartopum.

PekomeHayembI NOpALOK AENCTBUN:

- pyKoBoAMTENb fabopaTopumn OOMMKEeH UHAMBUAyanbHO noadvpaTtb nogxon Ans yctaHosnenuns OO
ONS KaXXO0W BbINOMHAEMON METOOUKM U3MEPEHUS NCXOASt U3 KIMHUYECKOW 3HAYMMOCTU MoKasaTens U KOH-
KpeTHbIX NoTpebHocTen nabopartopuu;

- ecnu BblbpaHHbI ypoBeHb [JOO HegoCTUXKMM MPU UCMONb30BaHUN TEKYLLEA METOLAMKMA U3MEPEHMS,
crnegyeTt pacCMOTPeTb BO3MOXHOCTb BHEAPEHUS Bonee TOYHOWM METOOUKM.

Ecnu HM ogHa 13 OOCTyMHbIX METOAMK He obecrneunmBaeT Tpebyemyto TOYHOCTb M3MEpPEHUn, criegyet
nepecMoTpeThb Lenesoe 3HadeHre OO ¢ y4eToM KNMMHUYECKNX TpeboBaHU 1 BO3MOXHOCTEN nabopartopuu,
a TaKke ONTMMU3NPOBAaTb CUCTEMY BHYTPEHHErO KOHTPOMS KavyecTBa ANsi CBOEBPEMEHHOTO BbISIBIEHUS OT-
HOCUTENbHO HEBOMBLUOMO YXyALWEHUS XapakTepPUCTUK METOAUKN U3MEPEHUI AN MUHUMU3ALUN pUcKa nomny-
YeHMs OWNOOYHbIX pe3ynbTaToB.

8.2 Bbi6op maTepuanoB KK

8.2.1 KoHTpornbHble mMaTepuanbl JOMKHbI 0bragatb XapakTepucTMKamuy, MO3BOMSOWMMY OLEHMBATb
3(pPEKTUBHOCTL BBINOSNHEHUSA METOAMK U3MepeHUI Npu paboTe ¢ obpasuamy naumneHToB.

8.2.2 TpeboBaHusA k maTtpuue matepuanoB KK

MaTpuua KOHTPOSbHbIX MaTepranoB (CbIBOPOTKAa, Mo4ya, LiefnbHas KpoBb M Ap.) AOIMKHA COOTBETCTBO-
BaTb MaTpuLe nccnegyembix 06pasLoB naumeHTa.
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Ha npaktuke maTpurua KOHTPONbHOIO MaTepuana nogsepraeTca Mogudvkaumm 0THOCUTENBHO MaTpULbl
obpasLa naumeHTa us-3a HeobXoANMOCTM NCMONb30BaHNS CTabMNMM3NPYIOLNX areHToB, A0DaBneHnss aHanu-
TOB ANt JOCTVIKEHUS XXenaeMblX KOHLUEHTpauun 1 Apyrux MaHWMynsuui, CBA3aHHbIX C NPOM3BOACTBOM Ma-
TepuanoB Onis KOHTponsa KadecTBa. B cnydyae matepuanoB KK, maTpuua KoTopbix oTnnyaeTcs ot 6uonoru-
4YeCcKOro matepuana 4yenoBeka, HanpUMep CUHTETUYECKAs UMM MOAMMPULMPOBaHHAS, 3TO MOXET OrpaHUYnTb
OOCTOBEPHOCTb OLEHKM MOrPELUHOCTEN MpU N3MepeHnsix 06pasLoB naumeHTa.

Mpu ncnonb3oBaHUM OOHOW METOAUKM U3MEPEHWU ANs pas3HbiXx MaTpuy (CbIBOPOTKa, Mnia3ma, Moua,
CMWHHOMO3roBasi) AONyCTUMO NpuMeHeHne matepunana KK, ocHoBaHHOro Ha ogHOM MaTpuue, ecrv uanasoH
N3MepeHni CoBnaaaer.

Ecnun gons onpegeneHHon matpuubl bronormyeckoro marepvana nauueHTta tpebyeTtca nHon guanasoH
N3MEPEHUI, B CTpaTErnio KOHTPOMs KadecTBa Heobxoammo BknounTb Matepuan KK ¢ cooTBeTcTByOLLEN Ma-
TPULEN N KOHUEHTpaLuMen.

8.2.3 TpeboBaHMA K CTaOMUITBHOCTU U OQHOPOLHOCTU KOHTPONbHbLIX MaTepuanos

JlabBopatopus [JOrmKHa MCMonb3oBaTb OAHOPOAHbLIA U CTabunbHbI MaTepuan (CPoK MPUMEHEHWUS
1—2 roga, Koraa 3To BO3MOXHO).

Vcnonb3oBaHne ogHOW 1 TOW e napTum matepuana Anst KOHTPONSA Ka4ecTBa MOBbILLAET BO3MOXHOCTb
OOCTVXKEHUS OXMOAeMbIX Pe3ynsTaToB U KPUTEPUEB OLIEHKW, @ TakKe UCMONb30BaHMS pe3ynbsTaToB KOHTPOIS
KayecTBa ANs MOHUTOPWUHra CTabuNbHOCTU BbIMOIHAEMON METOAMKN n3MepeHus. Kpome Toro, yem gornblue
NCMNOMb3YKT OAHY U Ty XXe NapTuo MaTtepuana Ans KOHTPOIs KayecTBa, TEM pexe BO3HWKaeT HeoOXoaNMOCTb
yCcTaHaBnmBaTb 0a30Bble CTAaTUCTUYECKUE XapaKTEPUCTUKM ANSt HOBbIX NApTUA Matepuana Anst KOHTPons Ka-
yecTBa. Pasnnunga mexay Bmanamm matepmana KK gomkHbl ObiTe 3HAYMTENBHO MEHbLUE, YEM OXMOAeMble
OTKIMOHEHWS O11S1 KOHTPONMPYyeMOW METOAMKN namMepeHusi. CTabunbHOCTb OTKPbITbIX BUan AN 3asiBAEeHHbIX
namepsiembix BenuynH B matepuane KK gomkHa cooTBeTcTBOBaTh NoTpebHoCcTAM nabopatopum 1 ObiTe Npo-
BEpEHa.

[ns yctaHOBNeHUs cTabunbHbIX KOHTPOSBbHbBIX 3HAYEHUIN U KpUTEPUEB OLIEHKW, KOHTPOMS AOMTOCPOYHOM
CTabunbHOCTN MeToAa, CHWKEHMS YacToTbl NepepacdeTa CTaTUCTUYECKMX NMapaMeTpoB NPV CMEHe MapTum
cnegyet ucnonb3oBatb Matepuansl KK ogHon naptun. ictouHmkn matepuanos KK:

- opurmHanbeHble ((bMPMEHHbIE) KOHTPOMbHbBIE MaTepuarnsl npov3soguTenen (obecneynsatoT onTumarnbs-
HO€E COOTBETCTBME METOAY, HO MOTYT UMETb BbICOKYIO CTOMMOCTB);

- achpunmnpoBaHHbIe (CTOPOHHUE) MPON3BOAUTENM (MPELOCTABMNSAOT MaTtepmanbl, aganTMpoBaHHbIE NO4
MeToA);

- He3aBMCMMble CTOPOHHME MaTepuansl (TpebyoT NpoBeaeHNst Banvaauum nepeq npuMeHeHnem);

- nynbl 06pasuoB NALUEHTOB UMK MHbIE MaTepuanbl, MPUrOTOBMEHHbIE B TabopaTopum (4ONyCTUMbI MpU
OTCYTCTBUM KOMMEPYECKNX aHaroroBs).

MpumeyvyaHune — Ecnunoaxodsiune KOHTPONbHbIE MaTepurarnbl OTCYTCTBYHOT, @ NPUroToBreHVe nabopaTopHbIX
aHanoroB HEBO3MOXHO, PEKOMEHYeMasi CTpaTerusi KOHTPOSIs KayecTsa He NpuMeHuMa. B Takux cnyyasix TpebyeTcs arnb-
TepHaTVBHas CTpaTerusi KOHTPOsS Ka4yecTsa.

8.2.4 NMpouzBogutenu matepmanoB KK

8.2.4.1 Matepuansl KK, nponssogumblie 1 NoCTaBnseMble U3rOTOBUTENEM U3MEPUTENBHON CUCTEMbI

Martepuansl KK, Bbinyckaemble 1 npegoctaBnsieMble NMpou3BOAMTENEM aHanusaTtopa WUnn peakTuBOB,
4YacTo Ha3bIBaOT «13 Habopay» UM «BXOAALLMMN B KOMMMAEKT». Takme MaTepuanbsl MOryT cogepXaTb O4HO UMK
HECKOIMbKO U3mMepseMblX BELLECTB B O4HOW NMEPBUYHOM YraKoBKe.

Matepuansl KK gonyckaeTcs narotaBnmBaTth U3 TOrO € Cbipbs U MO TOW e (M aHanormyHon) peuen-
Type, 4TO 1 KanubpaTtop ANs aHHOW N3MEPUTENBHOW CUCTEMBI.

OHM MOryT BbITb OMTUMU3MPOBaHbLI ANA PaboTbl C KOHKPETHLIM aHanM3aTopoM W/Unmn peakTneammn nNpo-
n3BoamuTens U, Kak NpaBuo, HECOBMECTUMbI C aHanu3atopamMmu Unv peaktmsamMmu Apyrux KOMnaHum.

OpHako ontumusnpoBaHHble matepuanbl KK, ecnm ux coctaB 6nm3ok K kanubpaTtopy, MOryT He BbIsiB-
NATb OTAENbHblIE CUCTEMATUYECKUE NOMPELLHOCTH.

8.2.4.2 Matepuansl KK, nponssogumblie 1 noctaBngemble CTOPOHHUMM (adbdUIMPOBaHHbIMUN) MPON3BO-
antenamu

KoHTporbHbIe MaTepuarbl, U3roToBrneHHble adpunMpoBaHHbLIMU MPOU3BOAUTENAMN A5 Npon3BoaUTe-
N N3MepUTENbHOM CUCTEMBI, MPOU3BOASAT MO CrneunansHon peuenType, NpeaocTaBneHHoN Npon3BoamTenem
N3MepPUTENbHON CUCTEMBI, U NOCTaBNAT B nabopatopuv nubo Yepes NponsBoauTENst M3MEPUTENBHOW CU-
cTembl, MMBO HanpsiMyto OT TPeTbeN CTOPOHbI, kKoTopasi ux npoussena. OHM MOryT MMETb peLenTypy, aHano-
MMYHyt0 Kanmbpartopam npounssoauTens. Ecnun peuentypa matepmnanos KK cnuwwikom 6nm3ka Ha kanmbpartopbl
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n/vny CAULLKOM OTnn4yaeTcs oT 06pasuoB nauneHToB (cM. 8.2.3.1), HEKOTOpble U3MEHEHUS B aHANUTUYECKNX
XapaKTepucTrkax Metoga MoryT ObiTb He Tak 3pEKTUBHO OBHapY>KEHbI.

8.2.4.3 Martepuanbl KK, nponssoguMmMble HE3aBUCMMOW CTOPOHOW (MHOrAa HasbiBaeMble KOHTPONSMMU
TpPETbEN CTOPOHbI), — 3TO MaTepuanbl, MPON3BEAEHHbIE OpraHu3auven, He CBS3aHHOW C MPOU3BOAUTENEM
N3MepuTENbHONM Npoueaypbl unu kanubpaTtopos. Vx peuenTypa He3aBMCMMa, fMLEHa BIUSHUSA CO CTOPOHbI
npomn3BoanTeNen aHanM3aTopoB UMM PEaKTUBOB M HE MPUBSA3aHa K KOHKPETHOW M3MEPUTENBHOW CUcTeMe, Ka-
nnbpatopam unm Habopam peakTnBoB. Takne matepuarnbsl 0ObIYHO MPUMEHUMbI B PA3fINYHbIX U3MEPUTENBHbIX
cMcTemax.

Yalle Bcero oHV OCHOBaHbl Ha MaTpuuax buonormvyecknx matepmanos venoBeka (CbIBOPOTKU, KPOBH,
nnasMbl UM MO4YK), KOTOPbIE MOTYT BbITb MOANMULMPOBaHLI AMsi MOBbILLEHUSA CTabUNbHOCTU NN OOCTUXE-
HUs1 HeOOXOAMMbIX KOHUeHTpauun. OgHako Mpu MCMoMb30BaHWM B aHaANUTUYECKMX METOAMKAX U3MEPEHWs,
YyBCTBUTENbHbIX K MaTpuLe, Takue marepuarbl MOryT MPOSBAATbL MaTpuydHble 3dEKTbI Pa3NNYHOM CTENEHM
BbIPa)XEHHOCTMW.

8.2.4.4 IMynbl 06pa3yoB NaUMEHTOB NNy Apyrue marepuarnbl, MOAroTOBMNEHHbIE B NabopaTtopumn

JlaGopaTtopus MOXeT NoAroTOBUTL M pasgenuTb Ha Npobbl Nynbl 06pa3uoB NauVMEHTOB UMK NOATOTOBUTb
apyrve nogxogswme obpasubl AfS UCNOMb30BaHMS B Ka4eCcTBe KOHTpons. [Ons nonyyYyeHus KOHUEHTpauun,
NPUIroAHbIX ANS Lenern KOHTPons KayecTBa, Matepuarn obbeanHeHHbIX 06pa3uoB MOXET ObiTb AOMOMHEH 04K~
LLIEHHBIMW aHanMTamu.

O6begunHeHre 1 JOMOMHEHE MOTYT U3MEHWUTb MaTpuly Matepuana, YTo BfMSIET Ha ero NPakTU4ECKyHo
LueHHoCTb. Kpome Toro, MoXeT ObITb TPYAHO JOCTUYb KITMHUYECKM 3HAYUMMbIX KOHLEHTpaLUWiA, KOTOPbIE HEe Mo-
3BOMAIOT BblAEPXKaTb MHTEPBaN N3MepeHnii B paMkax Ton Unm nHow npouenypbl. CTabunbHOCTb nyna obpas-
LIOB NaLUMEHTOB MOXET OblTb OrpaHN4YeHNEM AN HEKOTOPbIX U3MepPSIEMbIX BELLECTB.

8.2.5 Otnnuue matepumanoB KK ot kanubpartopoB

MaTtepuansl KK JomkHbI OTIMYaTbCs OT KanmbpaTtopos, YTOObl 06ecneynTbs HE3aBUCHMYIO OLEHKY 3db-
PEKTUBHOCTU NCMONBb3YyEMOWN METOAMKN U3MEPEHMS, BKIOHYAs aTan KannbpoBKu.

MpunmevyaHnne — Ecnu kanubpaTopbl NCMOMNb3YOT B pamKax KOHTPONSA kadyectsa, HeobxoaMMO MPUMEHHATb
napTuu, OTAINYHBIE OT TEX, YTO UCMOMb30BanNUCh Ans KanMbpoBKu.

8.2.6 KoHueHTpauun nusamepsiembix Bewwects B matepmanax KK

8.2.6.1 KonmyecTBO BapnaHTOB KOHLEHTPALMIA KOHTPOSbHbLIX MaTepuarnoB AOMMKHO ObiTb 4OCTATOYHbIM
Ons onpegeneHnst npuemnemMon aeKTMBHOCTN METOAA B MHTEPECYIOLLIEM MHTepBarne nsmepeHusi. Beibop
KOHLIEHTpaLUUI, NpU KOTOPbIX CrieayeT KOHTPONMpoBaTh 3PEKTUBHOCTb METOAMKN N3MEPEHWS, OOIMKEH ObiTb
OCHOBaH KaK Ha KIMMHUYECKUX 3HAYEHMAX MPUHATUSA PELLUEHUN, TaKk U Ha aHanMTUYEeCKOM UHTepBarne u3me-
peHus.

Mo kpanHen mepe, ognH matepuan KK gomkeH cogepXaTb KOHUEHTpauuMio U3MepsieMoro BellecTBa,
paBHYIO UK BNN3KYHO K KIMMHUYECKOMY YPOBHIO MPUHATUS peLleHnin. TpeboBaHMst OpraHoB Mo akkpeanTaumm un
HOpPMaTMBHbIE aKTbl MOTYT YCTaHABNNBATb MUHMMAIIbHOE KOMNMYECTBO KOHLEHTPALMIA KOHTPOMbHbBIX MaTtepua-
NOB ANS BbINOMHEHUS ONpeaeNieHHbIX METOAMK N3MEPEHMsT B TabopaTtopuin.

8.2.6.2 KnnHn4yeckn 3HaunmMble KOHLEHTpaLnn

KoHUeHTpaLmm n3mepsieMblx BELLLECTB, COOTBETCTBYOLLME KITMHUYECKM 3HAYMMbIM 3HA4YEHMAM, UCMOSTb-
3YIOT AN MOHUTOpUHra 3¢heKTMBHOCTM MeToAa M NOATBEPXKAEHNST AOCTOBEPHOCTU pe3ynbraToB. [aHHble O
HENPeLM3MOHHOCTU, MOJTyYeHHbIe NPY NPOBEAEHUN KOHTPONS KavyecTBa, Takke MOre3Hbl A5l OLEHKM corna-
COBAHHOCTU MeXAay pesyrnbrataMu, MOSTyYeHHbIMU C NMPUMEHEHNEM pasHbIX METOAUK M3MEPEHMUI, NMPOBEPKN
3PPEKTUBHOCTU NPU CMEHE NAapPTUN PeakTUBOB.

8.2.6.3 AHanuTMYyeckn 3Ha4nMble KOHLEHTpaLnm

[na mMoHuTOpUHra 3EKTUBHOCTM BLIMOMHAEMOW METOAMKN U3MEPEHUST MOTYT ObiTb MCMONb30BaHbI
n3mepsiemMble BELLECTBA B KOHLIEHTpaUUSX, MOKPbIBAKOLNX NHTEPBAN U3MEpPeHMs MeToaukn. Hanpuvep, no-
KasaTenu TOYHOCTM BOMU3N HDKHUX UITM BEPXHUX NPEAENoB NHTEpBana M3MepeHust MOoryT ObiTb BaXkHbl A5
NPOBEPKN CTabUITbHOCTN M3MEPUTENBHOW CUCTEMbI BO BCEM MHTepBane uamepeHusi. MoryT cyliecTBoBaTb
NpakTUYeCcKne orpaHnYeHns B JOCTYMHOCTM MaTepMarioB KOHTPOSS Ka4eCTBa C KOHLEHTpaunusiMn, oxBaTblBa-
IOLLMMKN BECb MHTEpBAI U3MEPEHUN, N B 3TOM Cllydae HeoOXxoaouMbl anbTepHaTUBHbIE MOAXOAbI K NMPOBEpPKe
OvanasoHa U3MepeHuni.

8.2.6.4 Yncno KoHueHTpaumm matepmanos KK

[na 6onblUMHCTBA METOOOB PEKOMEHAYETCS Ucnonb3oBaTb Matepuansl KK He MmeHee 4em B ABYX KOH-
LeHTpaumsiX.
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YBenv4yeHve Yncna KoHLEHTpauuii MoXeT NoTpeboBaTbCsi B Cryyasx:

- HeobxoamMMocTu Boree TOYHOr0 MOHUTOPWHIA aHaNUTUYECKUX XapaKTEPUCTUK METOAa;

- npumeHeHust npasun KK, KoTopble yny4liatoT oGHapyKeHVe 1 MHTEPNPETALMIO NMPUPOAbl BO3MOXHbIX
norpeLHocTe n3MepeHnst (HanpumMep, NpPonopLUMoHasibHble UK MOCTOSIHHbIE, CryYalHble UMM cucTeMaTtu-
yeckue). [Ins HEKOTOPbLIX M3MEepPSIEMbIX BEMUYMH KIIMHUYECKM 3HAYMMblE KOHLEHTPALUMU MOTyT OXBaTbiBaTb
GonblUylo YacTb AManasoHa U3MepPEHWN, 1 Ans obecnevyeHnss Haanexallero MOHUTOpPUHra adpdeKTUBHOCTY
MOXeT noTpeboBaTbCs TpU UMM Gornee KOHLEHTPaLWU.

Mpumep — Ans 6unupybuHa u3-3a 3Ha4yumesibHbIX pa3udull 8 3Ha4eHUsIX KOHUeHmpayuu y Ho8opPOXOeH-
HbIX U 83POCJIbIX Ons1 Hadnexaujel npoeepku aghghekmueHOCMU 8bINoJIHsIeMOU MemodUKU U3MepPeHUsl PeKOMEH-
dyemcs ucnosib3o8ame He MeHee mpex KoHUeHmpauud.

8.2.7 KoHueHTpauun maTepuarnoB KOHTPONSA KayecTBa ONSA U3MepPeHUM, pe3ynbTaTbl KOTOPbIX
npeacTaBnsalOT B BUAE Ka4eCcTBeHHbIX Nokasaternen

Ecnu pesynsratbl M3amepeHus NpeodpasyoT B KAYECTBEHHbIE pe3yrnbTaThl HA OCHOBE MOPOroBOro 3Ha-
YeHUs (pasgensoLwero oTpuLaTenbHbIe Y MONOXUTENbHbIE OTBETHI), Noaxof k KK octaetcst aHanornyHeiM. B
3TOM crnyyae mcnonb3ytoT Matepuan KK B AByX KOHLEHTpauusx:

- 0fHa HWXe NOpOroBOro 3Ha4YeHUs;

- Opyras BbllLe NOPOroBOro 3Ha4YeHusl.

BenununHa oTknoHeHus oT nopora AomkHa 6biTb nogodpaHa Takum obpasoM, 4Tobbl matepuansl KK ox-
BaTbIBanNy UHTEPBAI U3MepPEeHuii BONU3N KpUTUHECKOTO 3HavYeHUs. KonnyecTBeHHbIN pe3ynsTaT (CurHan mnm
KOHLIeHTpauus) Mcnornb3ytoT B kavecTBe 3HaveHust KK, a ero npmemnemMocTb OLEHNBAIOT MO TEM e MpaBuiam,
YTO U ONS KONNYECTBEHHBIX Pe3yrbTaToB.

8.2.8 JlnochmnusunpoBaHHbie U xuakme matepuans! KK

Ons obecneyeHns AnNUTENbHOrO Cpoka xpaHeHus matepuansl KK ctabunmanpyoT ogHUM M3 ABYX Cro-
coboB:

a) nuodunusauus:

1) obnagaet MakcumarnbHOW CTabUIbHOCTBLIO U YBENUYEHHBIM CPOKOM FO4HOCTM,

2) TpebyeT BOCCTAHOBMNEHMWS CMeLManbHbIM PAaCcTBOPUTENEM, YTO BHOCUT OOMOSNTHUTENBHYIO HEMNpe-
LN3MOHHOCTb B OLIEHKY MOrPEeLLIHOCTH,

3) nepepn ncnonb3oBaHNEM HEOBXOOUMO MOJTHOE pacTBOPEHME MaTepuana,

4) ontumanbHa ans nabopartopuii ¢ OrpaHNUYeHHbIM JOCTYMNOM K MOPO3UIIbHBIM Kamepam Unu npu
HexBaTKke MecTa 4119 XPaHEHUS;

0) 3amopaxuBaHue:

1) yooGHbI B MCNOMb30BaHWM, HO TPEOYIOT XpaHeHMst NPy HU3KMX TeMneparypax,

2) He HyX[alTCcsl B BOCCTAHOBMNEHUN, MO3TOMy norpeluHocTb KK nydiie oTpaxaet owmnbky metoaa,

3) nepen NpUMeHeHNMeM HEOOXOAMMO TLLATENbHOE NepeMeLLNBaHNE,

4) ctabvnusatopbl B COCTaBe MOTyT BIMSATbL HA TOYHOCTb Pe3yrbTaToB NpUY BbINOMHEHUN HEKOTOPbIX
METOOMUK.

8.3 OnpeaeneHune LeneBbIX 3HAYEHUNA U CTaHAAPTHbLIX OTKIMOHeHUI ansa matepuanoB KK

8.3.1 Onpepgenexnune CKO ansa kaxpgoro matepuana KK

JlTabopatopus camocTosATeNbHO onpeaensieT Lenesoe 3HadeHne (cpegHee) n CKO ans kaxxgoro marepu-
ana KK Ha ocHoBe MHOroKpaTHbIX U3MepeHUI B CTaburbHbIX ycrnoBusx. KOHTponbHble Npeaenbl BblYMCHSIHOT,
ncxogs u3 aTMx napameTpos.

M pnmedvyaHne — Ecnn npounssoauTernb nNpeaocTaBndeT nacrnopTHbie 3Ha4YeHud, UX cneayet Ucnosib3oBaTb
TONbKO Kak OPUEeHTUp, a He 3aMeHy na6opaTopr|M OaHHbIM.

Ecnu nmetotcs ganHble KK 3a anuteneHbii nepuod ctabuneHom paboTbl METOAMKM U3MEPEHUS, YCTa-
HoBneHHas oueHka CKO (nnm CV) MmoxeT ObiTb MCMONb30BaHa Anst HOBOW NapTuM KOHTPOMbLHOIoO marepuana.
HenpeuunsnoHHOCTb SIBNSIETCA XapakTEPUCTUKONM BbINOSHAEMOW METOAMKN M3MEPEHUS 1, Kak NpaBuio, ocTa-
€TCsl HEM3MEHHOW HE3aBMCMMO OT MAaPTMU NCMONb3YEMOro KOHTPOSIbHOro Matepuana.

Mpegnonaraetcs, 4To cywecTytowmii matepuan KK Obin BanMamMpoBaH U NPUrofgeH A5 KNMHUYECKOro
NCMNOMb30BaHUs, a HOBbIV paboTaeT aHaNnOrM4YHO UK fyyLUe.

Ecnu ueneBasi KOHLEHTpaALMSA ANS HOBOW NapTUM HACTOMNbKO OTNMYAETCA OT NpeablayLuen napTum, Y4To
ncnonb3oBaHue yctaHoerneHHoro CKO HeuenecoobpasHo, To HoBoe CKO MOXeT ObITb OLEHEHO C MCMNOMb30-
BaHMeM ycTaHoBneHHoro KB ona matepuana npegblgyLlien naptum ¢ onukaniien KoHUeHTpaumen npm ycrno-
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BuM, 4To CV ocTaercsi NOCTOSIHHLIM B paccMaTpvMBaeMoM Auana3oHe KoHueHTpauun. CKO anga HoBon naptum
OLEHMBAIOT NyTEM YMHOXEHUS pacyYeTHOro CpeaHero 3HavyeHns anst Hoeon naptum matepuana KK Ha CV, %,
neneHHbIn Ha 100. (3To Ha3bIBaeTCst «CTaHOApPTHOM dhopmyron» ansa pacyetra CKO).

8.3.2 OueHka CKO npu oTCyTCTBMU PETPOCNEKTUBHbIX JaHHbIX

Ecnun peTpocnekTnBHbIe AaHHbIE HEOOCTYMHbI, ANs HadanbHow oueHkn CKO mncnonb3yoT He meHee 20
TOYEK AaHHbIX, MOMYYEHHbIX B OTAENbHbIE AHM.

Mpn NonyyYeHUn 3TUX AaHHbIX OOMMKEH ObiTb UMUTMPOBAH PEXMM MOBCEAHEBHOW paboThl (Hanpuwmep,
€Crnn B NpakTUKe UCMOMb3YIT OTKPbITY0 EMKOCTb KOHTPOSIBHOTO MaTtepuara HECKOMbKO AHEW, TO B uccrneno-
BaHUW cnegyeT NocTynaTb aHaNormyHo).

NamepeHus cnegyeT BbINONMHATb B CTAOWIbHBIX KOHTPONMPYEMbIX YCITOBUSIX.

8.3.3 AHanus gaHHbIX U nocTpoeHue rpacduka JleBu-keHHUHrca

Mo pesynbratam n3amMepeHunin CTposT rpadomk JleBu-L)kKeHHUHrca (CM. NpunoxexHue A).

BusyanbHO Ha rpaduvke npoBepstoT Hanuune gpenda (NOCTENEHHOMO YBENUYEHUS CMELLEHNS) 3HaYe-
HWUIA, CMeLLEeHMs (PE3KOTO U3MEHEHUS 3HAYEHMS), BbIOPOCOB (CUINBHO OTKIOHSIIOLLIMXCS 3HAYEHUN).

Ecnu 3HauymMmMbIx aHOManui Het, nabopartopus MoxeT ucnonb3oatb CKO, BbliuncrieHHoe no 20 Tovkam
019 MOHUTOPUHIA OO HakonneHus donbliero o6bema AaHHbIX.

Ecnun B geHb mony4alT oauH pesynbsraTt uamepenus, To CKO BblMMCIISOT NO cTaHAapTHOW chopmyne
BblOoopoyvHoro CKO.

Ecnu 3a oguH AeHb nonyyatoT HECKONbKO pe3ynsTaToB, TO CTaHAapTHas oopmyria MOXET He YYUTbiBaTb
Bkrag gonrocpoyHoro CKO. B aTom criyyae ncnonb3ytoT OGHOCTOPOHHUIA ANCMEPCUOHHBIA aHanms.

OCHOBHbIE NCTOYHUKM SONTOCPOYHOW HEMPELN3NOHHOCTU:

- pasHble LUMKIbl KannbpoBKy;

- CMeHa napTui peaktusos/MaTtepuanos KK;

- npodmnakTuyeckoe obcnyxmneaHve obopygoBaHus;

- N3MEHEHWs1 YCIOBUI OKpYXKatoLen cpeapl.

HekoTopble MeETOAbI 4EMOHCTPUPYIOT CMELLEHME 3HAYEHNI Pe3yrbTaToB N3MEPEHUI NPy CMEHe NapTum
peakTV1BOB.

9710 He BnuMsEeT Ha 3HavyeHne CKO, cam mMeToa, HO yBenu4ymBaeT cyMMmapHoe 3HadeHne CKO mn3-3a cme-
LLIEHUS, BbI3BAHHOIO CMEHOW NapTUM pPeaKkTVBOB.

Mo BoamoxHocTu oueHuatoT CKO B npegenax ogHoOM NapTum peakTUBOB.

Ecnu TpebyeTca obbeguHeHne aaHHbIX U3 pasHbix naptui, To CKO BblumncnaoT no gopmyne

M=

(tn=1- cKo?)
CKO ey = 1| =%
n.—1
&= @)

=1

I}
-

rae k — 41cno napTuuy;
n; — Y1Cro N3MEPEHUI B -1 napTum,
CKO; — CKO /-1 naptum.

8.3.4 YcTaHOBRNeHMe HavyanbHOro LeneBoro 3Ha4eH1s ansa HoBow naptum matepuana KK

8.3.4.1 lNpwn oTCyTCTBMM PETPOCNEKTUBHbIX AaHHbIX Mo KK cpegHee 3HavyeHne MOXET ObITb OLIEHEHO Ha
OCHOBE [aHHbIX, UCMOMb30BaHHbIX And pacdeta CKO, n NprMHATO B Ka4eCcTBe HavyanbHOMO LEeNeBOro 3Ha4yeHus
(cm. 8.3.1).

Ecnu ucnonbaytot Tekywmin matepuan KK 1 oueHka CKO He TpebyeTcs, HOBYO NapTuio MaTepuana cne-
OyeT NpoaHanMa3npoBaTb napannensHo ¢ Tekywum matepuanom KK no kaxxgomy namepsiemMomy napameTpy.
B 6onblumHCTBe crydaeB goctatodHo 10 n3aMepeHuin, BbIMOMTHEHHbIX B pasHble AHU, YTOObl OLLEHUTb cpeaHee
3Ha4YeHVe NS KaXaow M3mMepsieMOon BENWYMHbBI AN UICMONb30BaHUSA B KAYE€CTBE HavarbHOro LieNieBoro 3Have-
HUA. MuHumMym 10 gHen HeobxoaoMMbl ANs yYeTa eXXeQHEBHbIX MCTOYHMKOB HEMPELN3NOHHOCTH.

[ns noBbILWEHNsT TOYHOCTU B NePBbIe MECsLbl PEKOMEHOYETCA NEPUOANYECKN BbIYUCHATE KyMYNATUB-
HO€e cpefiHee 3Ha4YeHre OAns Kaxaon n3aMepsaemMon BENMYnNHbI, BKIOYaroLee JONTOCPOYHbIE MCTOYHUKM Hemnpe-
LUM3MOHHOCTU. BpemMeHHOoI nHTepBan A yCTaHOBMEHMS LLENeBOro cpeaHero 3HadeHns OIMKeH OXBaTbiBaTb
HECKOJbKO KannbpoBOK.

23



rOCT P 72610—2026

Ecnn matepman KK ncnonb3yoT M3 ogHOM OTKPbLITOW BUaribl HECKOMBbKO OHEW, 3Ta Xe Buana LOfKHa
NPUMEHATLCA Ha NPOTSXKEHMM BCEro Neproaa OLEHKM, YTOObI y4eCTb CTabUNbHOCTb N3MEPSIEMON BEMNNYMHBI.

CyLlecTBYIOT cuMTyaLmu, Korga nabopatopumn HeobxoaMmMo BbICTpee YCTaHOBUTL LieNIeBOe 3HaYeHne ans
HOBOW MapTUK MaTepuarna KOHTpons kavyecTBa. B Takmx cnyyasix 4onycTMMO MCNOMb30BaTh CpeaHee 3Hade-
HWe, NoNy4YeHHoe Mo pesynbTataM U3MEPEHUI 3@ HECKOSbKO AHEN C NPOBEAEHNEM HECKONBbKUX M3MEPEHUN B
OeHb. Takoe LieneBoe 3HaYeHNe CUNTaOT BPEMEHHBIM, M OHO AOMKHO ObITb NEPECMOTPEHO NOCIE HAKOMNMNEHNS
[0CTaTOYHbIX JaHHbIX OIS OLIEHKM.

8.3.4.2 KoppeKkTrpoBKa LIeNneBoro 3Ha4eHns B Te4eHne cpoka cnyxbbul naptum matepuana gns KK

LleneBoe 3HaueHne matepmana KK gomkHo 6biTb YCTAaHOBMEHO U 3aTEM HE U3MEHSITLCS, YTOObI MOXHO
ObINo oTcnexmBaTb 3(EKTUBHOCTL BLINMOMHEHUS] METOOMKN U3MEPEHUS B TeveHue BpemeHn. OgHako ns-
MEHEHUs YCIOBUIA (Hanpumep, CMeHa NapTUN pPeakTMBOB, TEXHWYECKoe ODOCnyXuBaHue, oerpagauust KoH-
TPONbHOro Martepuarna) MoryT noBnuaTb Ha pesynbrathl KK, He 3aTparvBas pesynsraTbl NaumeHToB. B Takux
cny4yasix HeobxogMmo oBHOBUTH LieneBoe 3HadeHne matepuana KK, 4tobbl nsdexaTb NOXHbIX OTKITOHEHWUI
pe3yrnbTaToB NauMeHToB no npasunam KK n3-3a HeakTyarnbHbIX FpaHuL, CHUKEHUST YyBCTBUTENBHOCTU K OLLNG-
Kam n3MepeHus.

Ha pucyHke 6 npyBegeH anroputM nNpoBepkn 3PeKTUBHOCTM Nocre flo00oro N3MeHeHNs YCroBUI, KO-
Topoe n3MeHseT uenesoe 3HadyeHne KK, He Bnusas Ha pesynbraTbl UccreqoBaHmsi 06pa3LoB NauueHToB.

Kak BHelLHWe, TaK 1 U3MeHUBLLMECSH YyCnoBuA NpoBepAoT
Ha o6pa3uax nayuneHToB

Y

CpegHee cvelleHre Mexay YyCroBUAMM OLeHUBAKOT 4ns
06pasLoB naumMeHToB

Otnunuaetca nu HoBoe cocTtosiHue 1 uenesoe
3HaueHve QC ot 3HaueHne QC npuemnems 4ns

TeKyLlero Lenesoro TECTUPOBaHUA NauneHToB
3Ha4YeHusa? i

CpenHee

cmelleHune < CD

Mccne,qymT npenB3daToOCTb HOBOrO

yCnoBsusi; pesynbratbl NauMeHToB He O6HoBREHME LIeNeBoro 3Ha4eHus! QCw
coobuyatoT J

PucyHok 6

Ecnun y nabopatopun BO3HWMKAOT KOHKPETHbLIE OMACEHUS, CBSI3aHHbIE C OMpeaerieHHbIM MaTepuanom
KK, npouenypoii namepeHus unv naptven peakTUBOB, CregyeT NpoBOAWUTb MPOBEPKY C MCMOMb30BaHUEM
40 o6pa3LoB NauMEHTOB ANS HAAEXHOWN OLEHKM Pasnnynin Mexay OBYMsi NapTUSMW PeaKTUBOB UINN OPYTUMU
N3MEHEHHbLIMMN YCITOBUSIMU U3MEPEHUS.

N3meHeHus B 3HadeHusx maTtepmnana KK MoryT npomcxogutbe HE3aBMCMMO OT CMEHbI MApTUN peakTUBOB
unun mogudvkaumm npoueaypbl MamepeHus. OgHako cpaBHeHMe 06pasLoB NaLMEHTOB 40 M MOCHE N3MEHEHW
He Bcerga BO3MOXHO, 0CODEHHO eCn BPEMEHHOW MHTEPBas MPEBbILLAET HECKOIbKO OHEN.

KoppekTupoBka LeneBbix 3HavyeHnn Mmatepuana KK gomkHa npoBOAMTBLCS TONMbKO MOCNE NOATBEPXKAE-
HWSI OTCYTCTBUSI U3MEHEHWI B pe3yrbTaTax NaumeHToB U BbISIBIIEHWSI MPUYMHbI CMELLEHMS B XOAE TLaTeNb-
HOro paccrnefoBaHusl, BKIOYAOLWEro NPOBEPKY BbINOMHEHNST METOAUKM U3MEPEHUS.

KOHTPOMbHbIA YeK-NUCT, NCMOoNb3yeMbli NpU paccnefoBaHNN CMeLLEeHUn pesynesratoB namepeHuin KK
OTHOCMUTENbLHO LieNeBbIX 3HAYeHWIA, NPUBEAEH B NpunoxeHun b.
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8.3.4.3 KymynsTuBHble cpeaHne 3Ha4yeHns HenpMeMeMbl B Ka4eCTBE LieNeBbIX 3HAYEHUI NS MmaTepu-
ana KK.

KymynaTtnBHoe cpegHee 3HavyeHue (BblMMCIIEHHOE C Havarna ucnonb3oBaHus matepmana KK go tekyule-
ro MOMEHTa) CO BPEMEHEM CTabMIM3MPYETCH MO Mepe HaKOMMEeHMs AaHHbIX U yveTa pasfnyHbIX MCTOYHMKOB
HENPEeLM3MOHHOCTN namepeHuii. MNpu gocTaToMHOM 06beMe AaHHbIX KYMYNATUBHOE CpeaHee MOXET CIy>XUTb
HaOeXXHOW OLIEHKOW CTabunbHOro LeneBoro 3HadyeHnsa. OgHako U3MEHEHWsT B YCITOBUSAX U3MePEHUsT (Hanpu-
Mep, CMeHa napTuM peakTUBOB, TEXHUYECKOE OOCNYXMBAHME), HE BNUSIOLLIME HA pe3yrbTaThl NauneHToB, Mo-
ryT UCKa3uTb OXmnaaemoe 3HadyeHne ans matepmana KK. B Takux cnyyasax KyMynsaTMBHOE cpegHee 3HauYeHne
CTaHOBUTCH HEMPUrogHbIM B Ka4ecTBe LIeNeBOro 3Ha4YeHUs!, Tak Kak Ans ero agantaumm K HOBbIM YCITOBUSAM
MOXeET NoTpeboBaTbCs 3HAYMTENBHOE BPEMS.

MpumevaHuns
1 KymynsaTuBHble cpegHue 3HavyeHusi HeoBXOAMMO MCNONb30BaTh TONBKO NP CTABUIBbHBIX YCIOBUAX N3MEPEHUS.

2 lpy n3MeHeHUn ycroBui (Hampumep, 3aMeHa peakTUBOB) criedyeT OOHOBNATL LENeBOe 3HAYeHWe B COOTBET-
ctBun ¢ 8.3.4.2.

8.3.5 Ucnonb3oBaHue npoaHanM3npoBaHHbIX maTepuanoB KK

HekoTopble KOHTpPOMbHblE MaTepuarnbsl UMEKT MPUNUCAHHBbIE NMPOU3BOAUTENEM LIENEBbIE 3HAYEHUSA U
OmanasoHbl JOMYCTUMbIX 3Ha4YeHWI. [punaraeMyto JOKYMeHTaUMo cnegyeT udyunTb Ha NpPegMeT npegnona-
raemMoro Mcnosb30BaHWsA Taknx MaTtepuanoB KOHTPOIS Ka4ecTBa.

MponssoanTenb MOXET yKka3blBaTb 3HAYEHWsI ANsi MPOBEPKN COOTBETCTBUS METOANKM U3MEPEHMUS 3asiB-
NEeHHbIM crneyundmrkaumnsMm B npunaraeMoin JoKyMeHTaumm.

Ecnun matepuanel ans KK, npoaHannampoBaHHble Npon3BoOAUTENEM, NPESOCTaBNAT ANsS UCMNOMNb30Ba-
HUSI C HECKOMNBKUMMW Pa3nMYHbIMU METOAMKAMUN N3MEPEHMS, HOMUHASbHbIE LiEeNeBble 3HaYeHWs 1 JOMNYCTUMbIE
OvanasoHbl MOTYT He NOAXOAWTb AN KOHKPETHON METOAUKN U3MEPEHUSI.

MaTpuyHble adheKTbl, pasnuums Mexay napTUsMyM peakTMBOB Y METOAAMU MOTYT BMMATbL HA TOYHOCTb
yKa3aHHbIX 3HAYEHUN.

[aHHble B npunaraemMol JOKyMeHTaUMmM MOryT yCTapeTb K MOMEHTY Mcnonb3oBaHus matepuana KK.

MpounsBoanTenV peako packpbiBalOT METOLOSOMMIO pacyeTa LierneBbiX 3Ha4YeHWUN.

MpunmeyvyaHune — Jlabopatopus OOMKHA CaMOCTOATENBHO BbIYMCAUTL LieneBoe 3HadveHne n CKO, oTpaxatowme
paboTy meToAa B floKanbHbIX YCOBUSX.

8.4 Kputepuun npmemMnemMocT KOHTPOSA KavyecTBa

8.4.1 Kputepun npuHaTtuns pesynsratoB KK n3HadanbHO OCHOBaHbI Ha NMOMOXEHWM, YTO BbINOMHEHNE Me-
TOOMKN N3MepeHnii obecnedmBaeT 3asiBreHHble XapakTepUCTUKM, MOCKONbKY Lienbio BbIMONTHEHWUI N3MepeHni
B pamkax KK saBnseTtcs noarBepxaeHne Toro, YTo BbINOMHEHNE METOAMKN U3MEPEHMIN NPOAOIHKAET COOTBET-
CTBOBaTb OXMOAEMbIM aHaNUTUYECKUM Xapaktepuctmkam. OgHaKko MeHee CTporne Kputepum nprueMnemocTm
KK gonyckaetcst ncnonb3oBath, €Crnv PUCK HAHECEHMS Bpeda NauMeHTy OCTaeTCca Ha NpMeMIieMOM YPOBHE.

8.4.2 BnusiHne BepoATHOCTU NPUYMHEHUA Bpeaa NauMeHTy Npyu yCTaHOBIEHUU LieneBbIX NokKa3a-
Tenen KK

OwmnboyHble pesynsTaTbl — NOTEHUManbHO ONacHOe COCTOsAHME, BeayLlee K HenpaBuIibHOMY NIeYEHMI0
naumeHTa unu ero oTCcyTCcTBMI0. [lonycTumas BepoOATHOCTb NOMNy4YeHNs OLMBOYHbIX pesynstaTtoB B labopaTo-
pyvy OOIMKHA 3aBUCETb OT BEPOSTHOCTM HaHEeCeHUs Bpeada naumeHTy B pe3ynsrate OLWMBOoYHOro pesynsrata 1
OT TSXKECTW Bpefa, HAaHECEHHOrO NaumneHTy.

CtporocTb kputepunes KK 3aBUCUT OT BEPOATHOCTU MPUYMHEHMS BPeda 1 CTENeHN TAXXeCTU BO3MOXHOIO
Bpeaa. Yem Bblile BEPOATHOCTb UMW TAXECTb Bpeda ANs nauneHTa, Tem Yyawe Heobxoanmmo npoBOAUTL MepPOo-
npuatnsa no KK n tem ctpoxxe fomkHbl Bb1Tb npasuna nabopatopum no KK, 4tobbl ahpeKkTUBHO OorpaHnynTb
KONM4eCTBO OLIMBOYHbIX pe3ynsTaToB, COOOLaeMblX B Crlydae HEKOHTPONUPYEMbIX COCTOSHUN.

8.4.3 LUenesble nokasatenu KK He BNuAOT Ha 9dPEKTUBHOCTE METOAUKN U3MEPEHNS.

YxectodeHune npasun KK He noBbIWaeT TOYHOCTb UM NPaBUIbHOCTb BbIMONIHEHWS METOAMKM, a NULLb
MO3BOSISET BbISABNATL MEHbLUNE OTKNOHEHNS B pe3ynsratax U3MepEeHUi.

MocnencTteusa nosbiweHns cTporocty npasun KK moryT 6biTe cnegyrowmmu:

- yBeru4eHne 4acToTbl NTOXKHbIX OTKIOHEHWI pe3ynbTaToB naumeHToB no npasunam KK;

- POCT 3aTpaT Ha NOBTOPHbIE N3MEPEHNS N YCTPaHEHNe OLIMBOK;

- 3aJepXKn B Bblgaye pesyrnsraTos.
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MpoBeneHne Gonee Yactbix MeponpuaTui no KK cnocobectByeT 6onee paHHEMY OBHapYXeHUI0 cucTe-
MaTU4eckMx ownbok (opend, cmeLleHne).

[nsa cnyyanmHbix olwmMboK (HeToUYHOCTL) cTporve npasuna KK HeadphekTUBHbI, Tak Kak OTKITOHEHUS HOCAT
CryYanHbIN XxapakTep U He NpeAcKa3biBaloT OWNbKM B pesynbratax uaMepeHunii obpasLos naumneHToB.

OntumanbHble kpuTepun KK gomkHbl obecneunBatb 6anaHc mexay KIMHUYECKOW 3Ha4YMMOCTbo, 6es-
OMNacHOCTbIO NaumeHTa 1 3PPEKTUBHOCTLIO paboThl nabopaTtopum.

8.5 Bbibop ctpaTternu KK Ha ocHoBe noka3saTtenen 3achhpeKTMBHOCTH

8.5.1 Bbibop cTpaTternu gnsa KK

8.5.1.1 BbibpaHHasa nabopatopuen ctpaterns KK (koHueHTpaumm matepuanos KK, yucno KoHueHTpa-
LW, YACNO U3MEPEHUI NS KaXKOoW kKoHUeHTpaumu, npasuna KK v rpacdumk nposegeHms KK) gomkHa ocHOBbI-
BaTbCs Ha TpeboBaHMAX K KayecTBy (CM. 6.3) 1 LieneBbIx NokasaTtensx 3EeKTUBHOCTM, OCHOBaHHbIX Ha pUCKe
ansa nagymedTa (cm. 8.1.1).

8.5.1.2 OueHka adpcpekTnuBHOCTM cTpaTernn KK

Ons npasuna KK 1 yncna oueHnBaeMbix pe3ynbTaToB BbIUYMCASIOT Cleayowmne nokasaTtenu:

- BEPOSATHOCTb JTIOXKHOIO OTKITOHEHUS pe3ynbTaToB nauneHToB no npasunam KK (cm. 7.2.1);

- oXngaemoe ymcro meponpuatuin no KK mexay NoxHbIMU OTKITOHEHUAMU (CM. 7.2.2);

- BEPOSATHOCTb OBHapPYXXEHUST HEKOHTPONMPYEMOrO COCTOSIHUSA (CM. 7.3.1);

- oxugaemoe vmcno meponpuaTui no KK, Heobxoammoe s BbISBNEHNS HEKOHTPONIMPYEMOIO COCTOS-
Hus (cm. 7.3.2).

OT1n nokasarenu MoryT BbiTb BblYMCEHbI MaTemaTudeckn (4ns HekoTopbix npasun KK) nnm ¢ nomoLbo
KOMMbIOTEPHOIO MOAenupoBaHus. B nabopatopHoi MeguumHe ons pacnpoctpaHeHHbix npaeun KK cywectsy-
0T (PyHKUMOHANbHbIE 3aBMCMMOCTU, NO3BOMSAIOLLME OLLEHUTb BEPOSATHOCTU FIOXXHOTO OTKITOHEHUSA U OBHapyxXe-
HUs1 ownBOoK. [1ns BblYMCNEHMIN HEOOXOAMMO COBPEMEHHOE MporpaMmHoe obecneyeHve, npegnonaratollee,
YTO HEMPELM3NOHHOCTb MMEET HOpMarbHOe (rayCCoBO) pacrnpenerneHue.

AHarnornyHo ans BbibpaHHoro npasuna KK, yncna oueHnBaembix pesynsratoB KK u rpaduka nposege-
HNA KK MOXHO BbIYUCTINTB:

- 0Xvaaemoe YUCIIo nccrenoBaHnii 06pasuoB NaLMeHTa Mexay NOXHbIMU OTKITOHEHNSIMU Pe3yNbTaToB
no npasunam KK (cm. 7.2.3);

- 0Xvaaemoe Bpems MeXAy NOXHbIMU OTKNOHEHNsIMU (CM. 7.2.4);

- OXvaaemoe 4MCro uccrneqoBaHui obpasuLoB MaTepuana nauveHTa 0O BbISBNEHUS HEKOHTponupye-
MOFO COCTOSIHUSA (CM. 7.3);

- 0XvaaemMoe YMCrO OLMBOYHBIX pe3ynbLTaToB naumeHTa 4o obHapyxeHnst owmnbkn (cm. 7.3.2.3).

[lononHuTenbHble pekomeHaauun no nraHmposaHuto meponpuatnin KK npneeaeHsl B 8.4.

8.5.2 NpaBuna KK

8.5.2.1 Bce cratuctmyeckne npasuna KK mMcrnonb3ytoT OOHO UMW HECKONBbKO M3MEPEHHbIX 3HaYeHWun,
nonyyYeHHbIX Npy n3amepeHnsx odpasuos KK, ans npuHaTUs peleHns o cTabunbHOCTU U KOHTPONIMPYEMOCTU
BbIMOMHEHNST METOAMKN N3MepeHnsi. B meamumHckon nabopatopum npuMeHsoT pasnuydHble npasunia KK, ko-
TOpble MOXHO pasfgennuTb Ha ABe rpynmbl:

a) npaewna nogcyeta ymcna pesynsratoB KK.

3Ty NpaBuna ocHoBaHbl Ha nogcyete uucrna pesynsratoB KK, BbIXxogswmMx 3a 3agaHHbIe MOPOroBble
ypoBHu. Nx obosHavarT A, rae A — YMCIO KOHTPOSbHbBIX U3MEPEHUI, L — 3Ha4eHne noporoBoro ypoBHS,
BblpaxkeHHoe B konu4yectBe CKO.

Ecnn A unu Gonee pe3ynsTaTtoB BbIXOAAT 3a yKa3aHHbIN Npefern, COCTOsIHUE BbIMONTHEHUS METOOUKM
CUYNTAKOT HEKOHTPOMNMPYEMBIM.

lMpumepsb! — lMpasuna nodcyema 4ucna pesynbmamoe KK

Mpasuno 1;,: omknoHums, ecnu xoms 661 00uH pesynsmam KK ebixodum 3a npedens! £3 CKO om yene-
8020 3HaYeHUsl.

Mpaeusno 1; ;.: omknoHUMb, ecnu xoms 661 00uH pesynbmam KK ebixodum 3a npedensi £3.5 CKO.

Mpaeusno 2,.: omknoHums, ecnu dea pesynbomama KK (e odHom cobbimuu unu deyx nocredoeamersibHbIX)
8bixo00s1m 3a npedesibi 2 CKO e oOuHakoeoM HanpaesieHuu. 9mo npasusio MoXem MPUMeHsImbCs K pe3ysibma-
mam KK, nonyyeHHbIM 8 xo0e d8yx nocnedoeamersibHbix Meponpusimull no KK onst o0Ho20 u mozo e Mmamepua-
na KK unu deyx pasnu4yHbix mamepuasnoe KK, usmepeHHbix 8 xode mekyujeeo meponpusmusi rno KK.

Mpasuno 2 us 3,,: omknoHums, ecnu dea u3 mpex nocnedHux pesynsmamoe KK ebixodsm 3a 2 CKO e
O0OHOM HarnpaeJsieHuu.
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Mpaeuno 3,,: omknoHums, eciiu mpu pesynbmama KK nodpsd ebixodssm 3a 1 CKO e o0HOM HanpaeneHuu.

Mpasuno 4, omknoHums, ecnu 4emsipe pesynbmama KK nodpsd ebixodsim 3a 1 CKO e odHom
HanpaeJsieHuuU.

Mpasusno 10,,: omknoHums, ecsu 10 pesynsmamoe KK nodpsd ebixodsim 3a 1 CKO e 00HoM HanpaesieHuu.

Mpunmevyanns
1 Mpasuna 34 1 4, 06bI4HO NPUMEHSAOTCA KO BCEM YPOBHAM KOHLEHTpaumn KK.
2 Mpasuno 104, 06bIYHO MPUMEHSAETCA K OTAEMNbHLIM YPOBHAM KOHLIEHTPaLWIA.

3 lNpaeuna ¢ KpaTHLIM KONIMYECTBOM (Hanpumep, 2, , 4,,) Yalle NCnomnb3yoTea ANna ABYX YPOBHEN KOHLEHTpaLWi,
a npaeuna c KpatHbIM TpeM (2 13 3,, 345) — ANs TPeX YPOBHEW;

©) npaBwuna, OCHOBaHHbIE HA NPeobpa3oBaHHbIX 3HAYEeHUNAX (z — oueHka/MICKO).

Btopas rpynna npaBun KK o6beauHaeT pesynsratbl M3MepeHnin pasHbix matepuanoB KK B ogHo 3Ha-
YyeHune, KOTOPOe CPaBHUBAKT C 3a4aHHbIM NpeaenbHbIM 3HadeHeM. [Ing obbeanHeHns pesynsraTos, Nomny-
YeHHbIX Npu n3mepeHusax matepmana KK B pasnunyHbix KOHUEHTpauusx, pesynsratbl npeobpasyoTcs nyTem
BblYMTaHMS LeneBoro 3HadyeHus matepuana KK ns namepeHHoro 3HadeHus n genexdmsa Ha CKO gna gaHHoro
maTepmana KK. 3t npeobpasoBaHHbIe 3HAYEHNS MHOrAA Ha3biBaOT z-oueHkon unu VICKO.

lMpumepsbi! — [pasuna, ocHogaHHbIe Ha z-ouyeHke/MCKO
1 lMpaeusio cpedHe20 3Ha4eHUs1: OMK/IOHUMb, eciiu abcosilomHoe cpedHee 3Ha4eHue z-OUeHKU 8 meKyuem
meponpusmuu no KK npeebiwiaem 3adaHHbIl npeden.

2 Mpasusio cKonb3siuje20 cpedHe20: OMKIOHUMb, ecsiu abcosiromHoe cpedHee 3HavYeHue z-oyeHKu 3a rno-
cnedHue N meponpussimuti no KK npeebiwaem 3adaHHbIlU npedeJt.

3 lMpaeuno 3BCC: omknoHums, ecnu abcosiromHoe 3Ha4eHue ABCC mekyuwjux u npedbidyuyux pesybma-
moe, nony4eHHbix 8 xode meponpusimuli no KK (z-oueHku unu ACKO), npeebiwaem 3adaHHbIl npedesi. Pacyem
3BCC 3asucum om eecoeoli KoHCmaHmMbI A, kKomopasi Haxodumcsi e duana3oHe om 0 do 1. Yem 6nuxe i k 1, mem
6onbwe 8ec mekyu,ux OaHHbIX.

4 lNpasuno KYCYM: omknoHumb, ecnu KYCYM nocnedosamesibHbIX OMKJIOHeHUl pe3ynbmamos KK
(z-oueHok unu UCKO) om ueneeoz20 3Ha4eHUs1 Npesbiliaem ycmaHo8/1eHHbIU KOHMPOJbHbILU npedesn.

KYCYM peazupyem Ha masibie, HO cucmemMamu4eckue CMeUW,eHUsl.

5 Mpaeusio duana3oHa: OMK/IOHUMb, ecjiu duana3oH z-oueHku unu MCKO pesynbmamoe KK u3z mekyuezo
meponpussmusi no KK npeebiwaem 3a0aHHbIl KOHMPOJIbHbIU pedert.

KoHTponbHble npegensl Ans NpaBuil CpegHEero 3HavyeHus U amanasoHa OOblMHO yCTaHaBMnMBaKOT Tak,
4YTOObI BEPOATHOCTbL JTIOXKHOIO OTKIOHEHMS Pe3ynbTaToB NauMeHTa (Korga npoueaypa u3aMepeHust HaxoauTcs B
CTaburbHOM COCTOsIHMK) Obina Hu3kown, Hanpumep 0,01.

MpaBuno ananasoHa R, OTKIOHSAET PesyrnbTart, eCrim pasHuua Mexay MakCuMarbHbIM Y MUHUMaTbHbIM
3HaveHuaMmU z-oueHku (nnn MCKO) pesynetaTtoB KK B Tekyliem meponpusatum KK npeBbiwaeT 4. 3To NpaBumo
3(pPEKTMBHO ANSA BbISBMEHUS YBENMYEHUSA HEMPELN3MOHHOCTM (CryYanHom owmnbkm), Ho cnabo pearvpyeT Ha
cMcTemMaTMyecKkme CMeLLEHNS.

8.5.2.2 Mynbstunpasuna KK

OtgenbHble npasuna KK yacto o6vegunHsatotcs B Mmynstunpasuna KK, koTopble OTKNOHAKT pe3ynbrathbl
N3MepPEHNI, ecrivm XoTsi Obl OOHO M3 BXOASLLMX B HUX NpaBun cpabaTbiBaeT.

Hanpumep, mynstunpasuno 15/2,/4,¢ BKNOYaeT TPy OTAENbHLIX MpaBuna u OTKIOHAET pesynbrar,
ecnuv nboe 13 HUX HapyLLEHO.

lMpumepbl — Mynbmunpasuna

1;/2,/R,; — oueHka deyx koHUeHmpauui mamepuana KK;

1,/2,/R,/8,, — oueHka deyx koHueHmpauyul mamepuana KK;

1,/2 u3 3,/R,, — ouyeHka mpex KoHUeHmpauyut mamepuana KK;

1,/2 us 3,/R,./6,, — ouyeHka mpex koHueHmpayui mamepuana KK.

C pa3BuTMEM KOMMBIOTEPU3MPOBAHHBIX aHANUTUYECKNX U MHPOPMALIMOHHBIX CUCTEM CTaro BO3MOXHbIM
npuMeHeHne bornee CrnoXHbIX CTaTUCTUYECKMX NPaBWI, TakUX Kak MynesTunpasuna (Hanpumep, npeobpasosa-

Hue pesynsraTtoB KK B z-oueHky unu MCKO), npaBuna, ucnonb3ytoLlme TekyLune n npeablgylive pesynsrathbl
KK (ckonb3ssiwee cpeaHee, OBCC, KYCYM).
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[ns nporHoanpoBaHunsa adhdpekTnBHOCTM npasus KK ncnonbaytoT rpadonkm oyHKLNOHaNbHbIX 3aBUCUMO-
CTEeNn, KOMMbITEPHOE MOOENPOBaHUE.

KnioueBbiM napameTtpom ssnsdetcd CKO, koTopoe AOMKHO OTpaaTb OOMTOCPOYHYH WU3MEHYMBOCTb
pes3ynbraToB, MonyyYyaeMbiX C MPUMEHEHMEM METOAMKMA B CTabUNBbHOM COCTOAHMU. BOMbLIMHCTBO nNporpamm
npegnonaraeT HopMarnbHOe pacrnpefeneHne AaHHbIX, YTO MOXET He YyYMTblBaTb HEKOTOPbIE 4OMrOCPOYHbIE
WCTOYHMKN HENPELM3NOHHOCTY (Hanpumep, NepMognyeckyto nepekanmbpoBkKy).

[ns oueHKn gonyckaeTcs CMonb3oBaTh O6OMbLION MAacCUB OAHHBIX, MOMYYEHHbIX B MEPONPUATUAX MO
KK B cTabunbHbIX yCNOBUSX, BKITHOYAsS BCE OCHOBHbIE MCTOYHUKM N3MEHYMBOCTU. Kaxgoe npaBuio npoBepsitoT
Ha YacToTe JTIOXKHOMOMOXMWTENbHbBIX OTKMOHEHWI, BEPOSATHOCTU OBHapyXXeHUs OnOKN (4yBCTBUTENBHOCTL K
CMELLEHVIO 3a4aHHOW BEMUYMHDI).

OTOT Nogxon aHanorM4eH KOMNbIOTEPHOMY MOZENUPOBAHMIO, HO YYUTLIBAET pearbHble Bapuauny gaH-
HbIX.

Llenb — MMHMMM3NPOBATb MOXHbIE OTKITOHEHWS NMPU COXPaHEHUN BbICOKOW YYBCTBUTENBHOCTY K KIMUHU-
YeCKM 3Ha4YMMbIM OLLIMBKaM.

[nsi METOOOB C BbICOKMM 3Ha4YeHNEM pe3ynbTaToB curMaMmeTpum (5—6) [OCTaTOMHO MEHee CTPOornx npa-
BUN (Hanpumep, 15, nnn 1,;), 06ecnevnBaroLLIMX HU3KNIA YPOBEHb NOXKHBLIX OTKITOHEHWIA U BbICOKYIO BEPOSIT-
HOCTb OOHapyXeHus1 oLINBOK.

[ns MeToauk, pe3ynbrathl KOTOPbIX XapakTEPU3yTCs HU3KUM 3HaYeHneM UHAEeKca curmameTpum (2—3),
Tpebyetca kombuHaunsa npasun KK n yesennyeHne Habopa KoHUEHTpaumii aHanmtoB B Matepunanax KK. B atom
cny4yae gonyctum 6onee BbICOKUIA YPOBEHb MOXHbIX OTKIIOHEHWUI As NOBbILLEHNS YYBCTBUTENBHOCTMU.

8.5.3 Npadmkn npoBegeHUss MepPONPUATUIA MO KOHTPOIIIO KavyecTBa

8.5.3.1 lNpeanonaraetcs, 4To nabopaTtopus Beibpana MeToanky namepeHunsi, obecnedmBaroLlyto nonyye-
HWe pe3ynbTaToB, NPUroAHbIX ANs AUArHOCTUKW, NEYEHUs UM MOHUTOPUHra 3aboneBaHnin. COOTBETCTBEHHO,
matepuanel KK gomkHbl 6biTb M3MepeHbl Takum obpasom, 4Tobbl nabopatopusi Morna ybeantbcsa B COOTBET-
CTBUW pe3ynbTaToB NaUMEHTOB OXMAAEMbIM XapakTepucTnkaMm Metoga.

8.5.3.2 KK napTum nsmepeHun

KK napTum namepeHun npuMeHsitoT, Korga uamMmepeHus rpynnbl 06pa3uoB NaLMeHTOB BbIMOMHSKOT B pam-
Kax onpeaeneHHoro BpeMeHHOro nHTepaarna (C PUKCMPOBaHHBIM HaYyanoMm 1 3aBepLUEHNEM MPOLEaYpbI).

lMpumepbi

1 MukponnaHwemHbIl ¢hopmam: ¢hukcupogaHHoe Kosiuyecmeo obpa3yoe (eksroyasi Npobbl nayueHmos,
Kanu6pamopbl U KOHMPOJU) aHau3upyrom kak eduHyro napmuto. PacnonoxeHue mamepuanoe KK moxem 3a-
eucemb om crnocoba do3upoeaHus (nocredoeamesibHO20/napannesibHo20).

2 MocnedoeamernbHble U3MePeHUsi: MPo6bl aHaIuU3UPyom HerpepbIeHO C 8KIIOYEeHUeM Kasubpamopoe u
koHmpouieli 8 3adaHHoli nocsiedoeamesibHOCMU.

MapTusa MoxeT npeacTaBnaTb cobou:

- dpopmaT MUKponnaHweTa ¢ OUKCUPOBAHHBLIM KONMMYECTBOM 0OpasuoB (Hanpumep, 96-nmyHOYHbIN
NaHLLIEeT);

- NOCnegoBaTeNbHY CEPUI0 3MEPEHUIA, BbINMOMHAEMYHO 3@ 3a4aHHbIA MPOMEXYTOK BPEMEHW.

[OnuTenbHOCTb MHTEPBarna 3aBUCUT OT CTabWUIIbHOCTM N3MEPUTENBHOM CUCTEMbI 1 0bLLero oobema 00-
pasLoB.

[na MMKponnaHWeTOB pekoMeHayeTcs BKoYaTb MMHUMYM 2—3 obpasua KK anst oueHkn aHanutude-
CKOW CTabunbHOCTL.

[ns nocnepoBatenbHbIX naMepeHnn matepmansl KK cnegyeT pasmewiatb B Hadane U KOHLUEe cepun,
OOMONMHNUTENBHO — BHYTPU CEpUU, ECININ aHanMTU4eckas cTabunbHOCTb BbIMONTHAEMON METOOUKM U3MEPEHMS
HegocTaTovHa.

8.5.3.3 KK KpuUTMYeCcKknx KOHTPOSbHbIX TOYEK

CyLLecTBYIOT 3annaHUpoBaHHbIE MEPONPUATUS B pamKax OesSTenbHOCTM MEeAMLMHCKMX nabopatopui,
KOTOpble MOTYT MOBMMATb Ha pe3ynbraThl BbIMOMHEHUST METOAMKN n3MepeHuin. OHN Ha3bIBaOTCA KPUTUYECKN-
MW KOHTPOMbHbIMK TOo4YkaMu. Hanpumep:

KanubpoBKa;

TEeXHMYecKoe obCnyxmBaHue;

HOBas yrnakoBKa C peakTMBaMu TOW e napTuu;
CMeHa NapTuv PeakTUBOB;

CMeHa napTum kanubparopa.
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JlaGopaTtopusa AomKHa OUEeHWTb, MOTYT N BblllEYyKa3aHHbIE MEPOMNPUSATUS CYLLECTBEHHO U3MEHUTb YC-
NOBUS NPOBEAEHUSA U3MEPEHUI, YTO MPUBEAET K HEMPUEMIIEMOCTY Pe3ynbTaToB NccregoBaHni obpasuos na-
LMEHTOB 4118 UX NpeanosiaraemMoro UCMornb30BaHUS B KIMHUYECKOW MPAaKTUKE C YY4ETOM CriedytoLmX peXxXrmoB
NpoBeAEeHNs1 NCCNegOBaHNS:

a) cepuviiHble UccrnenoBaHns

Ecnu B npouecce cepuiiHbIX UccrnegoBaHnii NnapTum 00pasuoB He NPOMCXOAMT BbilleyKa3aHHbIX COObI-
TUIN, JONONMHUTENbHbIE n3MepeHnst matepuanoB KK He TpebytoTca. B aTo cutyaumm namepeHus matepuana
KK, cBsizaHHble ¢ napTueln obpasuoB, 4OCTATOYHbI A9 NOATBEPXKAEHNS TOTO, YTO METOAMKA N3MEPEHNS Bbl-
MOTHEHa NPaBUIIBHO U YTO pe3ynbTaThl Anst 06pa3LoB NaLMEHTOB ABNATCA NPUEMIIEMbIMMY;

©) HenpepbIBHbI PEXUM

Mpy BO3HUMKHOBEHUM COOBITUS B KPUTUYECKON KOHTPOIBHOWM TOYKE HEOOXOAMMO NPOBEPUTL BhINOMTHEHNE
METOAMKN U3MEPEHUS KaK 4O, TaK 1 Mocre cobbITus.

B HenpepbiBHOM pexvMe matepuansl KK aHanuanpyoT nepuoamyeckm BMecte ¢ obpasuamy naumeH-
TOB. VX pe3ynbraThl OTpaXatoT TEKyLLEee COCTOSIHUE BbIMOMTHEHNS METOAMKN 1 MO3BONSAKT OLEHUTb Npuemrie-
MOCTb JaHHbIX NAaLMEHTOB C MOMEHTa nocnegHero meponpusatusa no KK.

Ecnun cobbiTne, cBA3aHHOE C KPUTUYECKOW KOHTPOMbHOM TOYKOW, 3anfaHUMpoBaHO, HEOBXO4MMO Mpo-
BEPUTb CTAOWUIIBHOCTb BbIMNOMHEHWS METOAMKM M3MEPEHWUA OO0 TOro, Kak YCroBUsi NBMEHATCA B pesynbrarte
3TOro cobbiTusA. YTo6bl YOEeanThCH, YTO COObITME HE NMPMBENO K BO3HUKHOBEHMIO OTKIIOHEHWUI B YCITOBUSX U3~
MepeHun, HeoBXxoaMMOo NpoBecTy namepeHus matepuana KK nocne cobbitus, noaTBEpAUB €ro ycrnewHoe 3a-
BEPLLEHNE M OTCYTCTBUE HEFATUBHOTO BMVSHWUS HA pe3yrnbTaTbl MauueHToB.

Ecnun npoucxogut HenpenBuAEHHOE COObITUE, CBA3AHHOE C KPUTUYECKOW KOHTPOMbHOW TOYKOM, KOTO-
poe NpepbIBAET HEMPEPbIBHBIN PEXUM BbINOMHEHNS METOAMKN U3MEPEHWUst, TO nabopaToprsi MOXET He UMETb
AaHHbIX KK, Heobxoamnmbix O5isi OLEHKN JOCTOBEPHOCTM pe3ynbraToB nauneHTa ¢ MOMEeHTa NpoBeaeHus Mo-
cnegHux namepenuni matepuanos KK. B aton cutyaumm nabopatopust AOMMKHA y4MTbIBaTb BEPOSATHOCTb TOTO,
YTO pe3ynbTaTbl MAUUeHTa, NoyYeHHble 40 COObITUS, MOTYT ObITh OLUMGOYHBIMU, U ONPEAENNUTb, CrieayeT nu
MOBTOPHO M3MepuTb 0OpasLbl nauueHTa, YTobbl NTOATBEPANTL NMPUEMITIEMOCTb 3HAa4YEHUI, KOTOPbIE, BO3MOXHO,
y>Ke ObInn coobLLEHbI.

8.5.3.4 CTabunbHOCTb BbINOSTHEHUS METOANKN N3MEPEHUS

CTabunbHOCTb BbINOMHEHNST METOAVKM M3MEPEHUS MOATBEPXKAAT MUHMManbHBIM OpPendoM U OTCyT-
CTBMEM CMELLEHMWS UMW HE3HAYNUTENBHBIMY CMELLEHMAMM Ha rpadmke JleBu-[pkeHHMHIca (CM. npunoxexue A)
B TEYEHME ONIMTENbHOro nepmoaa.

Jonyctumasa BenuvumHa gperida M CMELEHU 3aBUCUT OT KITMHUYECKOr0 Ha3HaYeHus pesynbraToB
(cm. 6.4.1.2).

YeM HmKe cTabunbHOCTb BhIMOMHEHNS METOAMKM, TEM Yalle cnegyeT aHanuanposaTb obpasubl KK. Ya-
ctoTta npoBegeHusa KK gomkHa obecneumBaTb NOATBEPXKOEHNE CTAOUMBHOCTM NPOLEAYPbl U3MEPEHMS, 4OCTO-
BEPHOCTb pe3ynbLTaToB MaLVEHTOB AN UX KIMHUYECKOro MPUMEHEHUS, CBOEBPEMEHHOE OOHapyXXeHue owun-
OOK 1 NPUHATME KOPPEKTMPYIOLLMX Mep (BKMoYasi nepenpoBepKy 0b6pasuoB naumMeHToB).

Ownbkn HeobxoaMMO BbISIBNSATL OO BbiAayy pesyrnbTaToB, a B CryYyae Mx nepegadm — ConpoBoXaaTb
McnpaBrneHHbIMY OTYETAMM.

8.5.3.5 Yactota meponpusaTtui no KK

Yactoty Meponpuatuin no KK onpegensitoT no 4ncny pesynsratoB NauMeHTOB MeXAy MeponpuaTUsmMu
no KK. MNMpu obHapyxeHnn owmbky B nocriegytowieM meponpuatim no KK cnegyeT yctaHOBUTb, Kakne pesyrb-
TaTbl NALWEHTOB HEKOPPEKTHbI, U MPOBECTU KOPPEKTUPYIOLLME AENCTBUS, BKITHOYAKOLWME onpederneHne owm-
BOOYHbIX pe3ynsTaToB NaUMEHTOB U Nepeaady CKOPPEKTUPOBAHHbIX Pe3yNbTaToB.

JlaGopatopusa gormkHa oueHMBaTh 3aTpaTthl Ha yBenuyeHue Yactotbl meponpustuin no KK, nagepxkm Ha
MOBTOPHbIE aHanm3bl U KOPPEKTMPOBKY OTYETOB, YUUTbIBATb PUCKU MPUYMHEHNS Bpeaa NauueHTy.

8.5.3.6 Puck Bpega n3-3a nepegaym oMO04YHbLIX pe3ynbTaTtoB

YacToTta namepenus obpasuos KK, MoxeT onpegensiteCsl B NepByI0 odepeib PUCKOM TOro, YTO OLMBoY-
HbI pe3ynbTaT MOXET HaHeCTV Bpef NauMeHTy 4O TOoro, Kak owwunbka OyaeT BbisBNEeHa B Xo4e CreaylLwero
nnaHooro meponpuaTusi no KK 1 pesynsraTt aHanu3a obpasua naumeHTa 6ygeTt ucnpaeneH.

KntoueBble hakTopbl, Bvsowme Ha Yactoty meponpuatuin no KK:

- CTabunbHOCTb BbIMOMHEHWS METOAUKM U3MEPEHUN — YEM MeHee CTabubHO BbIMOMIHEHNE METOANKM,
TEM BbILLE BEPOATHOCTb OLLUMOKM 1, CriegoBaTenbHO, TeM Yalle TpebyeTca KOHTPOIb;

- TWMbl BO3MOXHbIX COOEB 1 MX YacToTa — nabopartopusi AOMMKHA aHaNM3npoBaTh NOTEHUManbHble UC-
TOYHMKM OLLMBOK (Hanpumep, Apend KannbpoBKM, NMOMEXM, YENOBEYECKUA (DAKTOP) U OLEHMBATb UX BIUSIHUE
Ha Ka4yecTBO pe3yrbLTaTos;
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- BCTPOEHHbIE KOHTPOSbHbIE MpoLeaypbl — aBTOMAaTM3UPOBAHHbIE CUCTEMbI MOHUTOPUHIA KadyecTBa
(HanpvmMep, BHYTPEHHUIN KOHTPOMb B pearibHOM BPEMEHU) MOTYT CHWXaTb PUCK U BAWUATH Ha ONTUMAarbHYHO
yacTtoTy BHewHero KK.

JlaBopatopusa JomkHa OLEHUTb PUCKM Ha OCHOBE BEPOSATHOCTM OWMOOK M MX MOTEHUMansHOro Bpeaa
AN nauveHTa. JTa oueHka MoOMOoraeT onpefenuTb ONTMMarbHY 4acToTy nposedeHus meponpuaTui KK,
BKITlOYas ncnonb3oBaHne o6pasLoB KK ¢ npunmcaHHbIMU 3HaYEHUAMN.

8.6 PaspaboTtka ctpaterum KK ans Heckonbkux aHanuMsaTtopos

MpYHUMMbI U NpakTMkK cTatucTndeckoro KK npegHasHayeHbl A MOHUTOPYHIa 3 dEKTUBHOCTU BbINOS-
HEeHVs1 OHOV METOAMKM U3MEPEHUSI C UCMONb30BaHNEM OOHOMO aHanmusatopa, BMECTE C TEM COBPEMEHHbIe
nabopaTopum UCMOSb3YT HECKOINBbKO aHanM3aTopoB AJ1S BbIMOMHEHNS OOHUX U TeX XKe UCCIeqoBaHUiA.

dakTopbl, KOTOPble AOMKHbI OblTb YYTEHbI NpU pa3paboTke cTpaterun KK ans Heckonbkux aHanmsaTo-
pOB:

- pasnununs B oLeHKax 6a30BoI aHaNMTUYeCKon 3EKTUBHOCTN MeXay aHanMsaTopamu;

- MOHWUTOPWHI U3MEHEHU XapakTepUCTVK KaXaoro aHanmMsaTopa OTHOCUTENbHO ero cobCTBEHHbIX Ga-
30BbIX XapakTepPUCTVK U B6A30BbIX XapakTepuUCTVK APYrMX aHanm3aTopos.;

- MCMnonb3oBaHWe eanHbIX U MHAMBUAOYanbHbIX LeneBbix nokasatenein KK n CKO ans pasHbix aHanw-
3aTOPOB, M3MEPSIOLLMX OAHY W TY XKe BENMYMHY.

9 NpoBepeHune n3mMepeHUn nocne BbixoAa U3 HEKOHTPONIMPYEMOro COCTOAHUA

9.1 PearnpoBaHue Ha cobbiTue KK, ykasbiBatollee Ha nepexon B HEKOHTPONMpyemMmoe COCTossHue

Ecnn oueHka npasun KK YKa3blBa€T Ha BbIXO Mnpouecca |/|3mepeHV||7| n3-noa KOHTPONA, HeobxoamMmo
BbINOJTHUTL crieaywuine OencTBus:

- NPOBECTN NPOBEPKY C UCMOJIb30BaHNEM CBEXENOJTy4eHHOIo Mmatepumana KK;

- NPOBECTN NOBTOPHbIE U3MEPEHUA, NCNOJIb3YyA CBe)KeﬂOﬂyHeHHbIVI martepuan KK, 4ToObl MCKNOUNTL
BITMAHNE BO3MOXHbIX npo6neM, CBA3aHHbIX C Ka4eCTBOM CaMOro marepuana (Hanpmmep, ncnapeHume, Hernpa-
BUJITbHbIE YCITOBUA XpPaHEHUA U NPpUroToBrieHne Mmartepuana HeBepHOIZ KOHUEHTpaunn (CM. npunoxexHune B);

- MHTEepnpeTmnpoBaTb pedyribraTbl MOBTOPHbIX M3MepeHMVI CBeXXenorty4eHHOro marepuana KK.

Ecnn HEKOHTPOIIMpyemMmoe COCToAHE BOCNPON3BOOUTCA, 3TO CBMAETENbCTBYET O pealjibHOM cboe B aHa-
NNTUYECKON CUCTEME, Tpe6ytou.|,eM YCTpPaHEHUA.

Ecnn coctosiHue He BOCNPON3BOOUNTCA, aHANU3INPYKOT npenbiayuimne 3Hav4eHnsa KK Ha Hanuune TeHaeH-
Unn K nepexony B HEKOHTPOIIMpyemMmoe COCToAHME.

Mpumep — Ecnu noemopHbie u3MepeHuUsl ceexernosly4yeHHo20 mamepuana KK u Heckonbko nocriedHux
3HayeHuli KK (unu Heckosibko MonbIMOK noemopa) Haxodssmcsi 6/IU3KO K 2paHuue NMPUHAMUsI peweHusl, 3mo ¢
8bICOKOU 8epOSIMHOCMbIO YKa3bieaem Ha HEKOHMPOJIUPyeMoe COCMosiHUe, a He Ha cma6usibHOCMb cCucMeMbI.

|_|OBTOprIe namepeHusa KK O0MNYyCTUMbI TONbKO ONA UCKINOYEHUA ABHbIX npo6neM C Martepuarniom.
He 00nycKkaeTtcAa MHOrFokpaTtHoe noBTOpeHune M3MepeHI/Il71 C Uenblo nony4vyeHuna pesynbratoB KK, noa-
TBEPXAaLWNX KOHTPOIMpyemMoe COCTOAHUE.

9.2 PearnpoBaHue Ha HEKOHTPONIMpPyeMoe COCTOSAHUe

Mpu oBHapy>XeHUN HEKOHTPONMPYEMOrO COCTOSIHUSI HEOOXOAMMO He3aMeaNUTENbHO NpeKkpaTuTb uccne-
JoBaHue obpasLoB nauneHTa u/unu Bolgady pesynsraTos.

B aBTOMaTU3MPOBaHHBLIX CUCTEMAX OCTAHOBKA UCCeoBaHUs MOXET OblTb AOCTUTHYTa C MPUMEHEHNEM
nporpaMmHoro obecneyeHus, yHkUMoOHana nabopaTtopHon MHPOPMALMOHHON CUCTEMbI UMK BbIKIHOYEHUS
aHanusaropa.

B nabopatopusix, MCnonb3yoLmx yHKLNI0 aBTOMaTUYECKOM NPOBEPKM AN NpeaoCcTaBneHns OTHETOB
0 pesynbraTax nauueHToB, aBTOMaTU4eckasi NpoBepKka AOMmKHa OblTb OCTAHOBMNEHA NpU BbIXOAE pe3ynsraToB
namepeHun matepuana KK 3a gonyctumble npegensl, a NpU4MHa HEKOHTPONUPYEMOrO COCTOSHUS YCTpaHeHa.

OCHOBHbIEe KOpPPEKTUpYIOLLME AENCTBUSA: KannbpoBKka, 3aMmeHa peakTMBOB, AMNEKTPOA0B U T. 4.

B cnoxHbIx cny4dasix Tpebyerca yrnybneHHoe paccrefoBaHne sl BbISIBEHUS NepBONPUYMHbI.

Bce genctBusa JomkHbl ObiTb 3a40KYMEHTUPOBAHbI.

Heobxognumo nposecTtu nosTopHbIY KK nocne yctpaHeHus npobrnemsl, YToObl y6eanTbcs B BOCCTaHOB-
neHun ctabunbHon paboTbl B KOHTPONMPYEMbIX YCIOBUSX.
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9.3 BbisiBneHue mn ucnpasneHue OLUMGOYHbIX pe3ynbraToB NayuMeHTOB

KnuHnyeckn 3Haunmas BennynHa OTKNOHEHUs, TpebytoLas ncnpasneHms otyeTta, 4OMKHa bbiTb onpe-
AeneHa ans Kaxgow namepsieMon BENWYUHBI, coaepxallencs B otTyeTax fabopatopumu.

[nsa cBoeBpeMEHHOro BbISIBIIEHNST OLUMBOK U MUHUMM3ALIMKN FTOXKHbBIX OTKIOHEHU HeoBXoauM perynsp-
HbIn MOHUTOPUHT Nporpammbl KK. 3710 nossondet ybeantbcs B ee 3dEKTUBHOCTN U COOTBETCTBUM MOCTaB-
nNeHHbIM 3agavaM. [Npu HanNMYUM HECKONBKNX UCNbITATENbHbIX NNaTgOpPM U KOHTpOrie nx paboTbl NOBTOPHOE
nccrnegoBaHne ob6pasLoB NauMeHTOB MOXET NPOBOANTLCS NapanmenbHO ¢ yCTpaHeHeM Henornagok.

[nsa atoro cnegyet NpoBeCTV NOBTOPHOE UccneaoBaHme obpasuoB naLmeHTa ¢ UCNoNb30BaHUEM METO-
OVKN U3MEPEHUSI B KOHTPONMPYEMOM COCTOSIHUW, CPaBHUTb AaHHbIE C paHee nornyyYeHHbIMn. Ecnin oTknoHe-
HWSI MPEBbILLAIOT 3apaHee YCTaHOBIEHHYIO KIMHUYECKN 3HAaYMMYIO BENUYMHY, BHOCHAT UCMPaBNeHUs 1 BbigaloT
OBHOBNEHHbIE pe3ynbTaThbl U3MepeHnin obpasLoB NaLMEeHTOB.

TOYHbBIA MOMEHT BO3HMKHOBEHWUS OLINOKM He BCcerga MOXHO onpefenutb. [ns BbisBrneHns obpasuos
nauMeHToB, TPeOYIOLLMX MOBTOPHOIO aHanu3a, NPMMEHSIOT pasnuyHble cTpaterun. OguH n3 Nnogxodos npea-
rornaraet NOBTOPHOE UCCNefoBaHne Bcex 0bpasLoB C MOMEHTa OTKIMOHEHWS N0 NpaBuiy KOHTPONS KavyecTsa,
KOTOopoe 0BHapy>Xunno CoCTosiHMe OWNOKK, N MPOJOIKEHNe B 06paTHOM nopsiake 4O MOMEHTa BO3HUKHOBEHWS
HEKOHTPOSNMPYEMOrO COCTOSIHWS. Takon MeTod 0COBEHHO aPEKTMBEH NPU CEPUMHBIX NN HENPEPLIBHbLIX UC-
crnefoBaHuUsX, MarblX MHTepBanax Mexay KOHTPOSbHbIMU COBbITUAMKU, HEBOMNbLUOM KonuyectTse 06pasLoB,
npoaHanu3mpoBaHHbIX B NpomexyTke mexay KK.

BTopow BapyvaHT — NOBTOpPHOE MCCrnefoBaHue obpasuoB NauMeHTa HadnHas ¢ MOMEeHTa NocnegHero
meponpusaTra no KK 4o MmomeHTa BO3HUKHOBEHMWS OLUMOKW. DTOT NoAXon peanuadyetcs nyTeM NOBTOPHOrO MUC-
cnegoBaHus napTuin obpasLoB NaLMeHTOB UM NOBTOPHOrO UCCMe0BaHNs NaUMEeHTOB Yepes onpeneneHHble
NPOMEXYTKMN BPEMEHM.

Hanpumep, nabopatopusi MOXeT NPOBOANTbL MOBTOPHOE MUCCIeaoBaHne 06pasLoB NauueHToB napTus-
Mu no 10 wrT., BO3BpaLLasiCb BO BpemeHu Kk nocnegHemy cobbituio KK. Ecnun kakon-nnéo ns pesynsratos 10
NauMeHTOB HyXadaeTcsl B Koppekumu, nabopatopus npogormkaeT NOBTOPHOE UCCNeAoBaHne Apyron naptum u3
10 o6pasuoB. NMpoLecc NOBTOPHOrO UccrnegoBaHus NPOAOmKatoT B napTmax no 10 o6pasuoB 4o Tex nop, noka
He BygeT onpegeneHa BCs NapTus, He Tpebytowas ncnpasneHns pesynsraTos.

OTOT MOMEHT BpPEMEHN NPUBAMU3NTENBHO COOTBETCTBYET MOMEHTY BO3HUKHOBEHWS OLLUNOKM.

[MoBTOpPHOE MCccnegoBaHMeE OOMKHO BKNOYaTh 06pasLibl NaUMEHTOB C KOHLIEHTpauuen aHanuTa, 6nmskon
K YPOBHIO, Npy KOTOPOM ObIno 3ahnKCMPOBaHO OTKIIOHEHME OT KOHTPOSbHbIX npegenos. Hanpumep, ecnu
nabopartopusi UCNonb3yeT NoAX0A CEPUNHOIO TECTUPOBAHUSA Arsi NOBTOPHOIO MCCneaoBaHus 1 nepeas cepus
MOBTOPHO MPOTECTUPOBAaHHbLIX 0OPa3LOB NaUMEHTOB HE COAEPXKUT PesyrbraToB, BNM3KUX K KOHLEHTpaumu,
NPy KOTOPOW BbINO 0BHAPYXXEHO HEKOHTPONMPYEMOE COCTOSIHUE, TO NMOBTOPHOE TECTUPOBAHMUE AOIMKHO Npo-
AormxaTbCs C MCnonb3oBaHWeM 06pas3uoB NaLMeHToB, 3HaYEHUS KOTOPbIX BM3KM K KOHLUEHTpaLuumn matepuana
KK, namepeHunsi KoToporo BbISSBUNN HEKOHTPONMPYEMOE COCTOSIHME.

AHanornyHo npu BbIGOPOYHOM NMOBTOPHOM UCCHeoBaHMM 06pasLOoB NaUMEHTOB Yepes onpeaerneHHble
WHTepBarnbl BpeMeHn HeoBXoAMMO BKMOYaThb KOHLUEHTpaLuun, brnmskme K Tem, Npu KOTopbIxX 6bIno 3apernctpu-
pOBaHO OTKMOHEHWe. JTO MO3BONAET TOYHO YCTAHOBUTb MOMEHT BO3HWKHOBEHWS HEKOHTPONMPYEMOro COC-
TOSAHMS.

Ecnun obpasubl naunmeHToB HeAOCTYMHbI AN MOBTOPHOIO aHanu3a Wnv aHanut sSBnseTcs HecTabunb-
HbIM M He NOANEXUT NOBTOPHOMY MCCredoBaHuto, nabopartopus obsisaHa aHHYNMPOBaTb NepBOHAYarnbHbIN
pesynbraT U CooBLWNTb O HEAENCTBUTENLHOCTM AaHHbIX. [JaHHas nHpopmauus gormkHa 6biTe 3adukcnpoBaHa
B MEeMUMHCKON JOKYMEeHTauuu naumeHTa.

10 OueHka nporpaMmMbl BHYTPEHHEro KOHTPOSSA KavyecTBa

[na mMakcmanbHOro BbISIBIIEHWUST OLUMBOOK U MUHUMM3aLUKN NOXHBIX OTKNOHEHWA HeoBXoaMMo NpoBo-
AnTb oueHKy nporpammbl KK nabopatopuu.

OueHka n aHanu3 gaHHbix KK BknoyaeT cnegytoLume waru:

- nepuognyeckmn aHanma CKO n CV (npoBepka COOTBETCTBUSA LIENEBbLIX 3HAYEHUA U OOMYCTUMbIX OT-
KNOHEHWN, BbISIBNEHNE U3MEHEeHNN B 3OEKTUBHOCTN MeToaa, TPeOyoLLEeN KOPPEKTUPYIOLWMX AENCTBUN);

- aHanu3 BbINOMHEHUA METOANK N3MepeHuii ¢ YacTeiMu cbosimu B KK (onpegeneHne oCHOBHOW NPUYKHbI
OTKIMOHEHWI, NPUHATME KOPPEKTUPYIOLLMX MepP AN yCTpaHeHus npobnem);
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- MOHWUTOPWHI YacTOoTbl OTKIOHEeHMI no npasunam KK (cpaBHeHMe KonmyecTBa MOBTOPHbIX MCCNeno-
BaHWUN 06pasLOB NaLUMEHTOB M3-3a OTKNoHeHU no npasunam KK ¢ dpakTtnyecknm KonmyecTsom omnMBoYHbIX
pe3ynbTaToB NaLMeHToB, OLEHKa 3dpdekTUBHOCTY TekyLmx npasun KK);

- aHanu3 HeBbISIBNEHHbIX aHanMTUYecKnX OLWMOOK (MccrieqoBaHUe oWKMOOK, KoTopble He Obinn obHa-
PY>KEHbl C NMOMOLLbIO CTAaTUCTUYECKOrO KOHTPOMS KayecTBa, koppekTupoBka ctpaTterun KK ans obHapykeHus
noaobHbIX oWnboK B ByayLem).

BaxHo npoBoauTb nepecmoTp nnaHa KK npu BBoge HoBoOro o6opynoBaHusi, U3BMeHeHUM obbema npo-
BOOAUMbIX C MPUMEHEHNEM METOAMKN U3MEPEHMUIA UCCeaoBaHUI (YBENUYEHUN UM YMEHBLUEHWI), BHEOPEHUM
HOBbIX METOAUK.

PerynsipHbii nepecmoTp nporpammbl KK oBecneunBaeT ee cOOTBETCTBME TEKYLUUM YCNOBUSM paboThbl
nabopartopuu 1 NOAAEPKUBAET BbICOKYH TOYHOCTb Pe3yrLTaToB.
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MpunoxeHue A
(cnpaBo4Hoe)

KoHTponbHble KapTbl JleBU-[)XkeHHUHrca

Iwnarpamma JleBu-[xkeHHnHrca oTobpaxkaeT N3MEH4YMBOCTb N3MEPEHUIA, MPEACTaBNSAA UX B Buae rpaduka B XpOHO-
NOrNYecKoM nopsiake.

Mo mepe pa3BuTua ctatuctTuieckux Metofos KK B knmHu4eckom xummm rpadouk JleBu-eHHuHrca (cM. pucyHok A.1)
cTan CTaH4apTHbIM MHCTPYMEHTOM rpadhmyeckoro npeactasneHns. Ha atom rpadvke otaenbHble n3mepeHns otobpaxa-
0T Ha KONMMYEeCTBEHHOW LUKare (No BepTMKanbHON OCW) B BUAE KOHLEHTpauum aHanuta (Mnm obLiero sHayeHnst namepse-
MOrO rnokasaTerssi) B 3aBUCMMOCTH OT BPEMEHU, NpeACTaBlIeHHOro Ha NOPSIAKOBOWA LUKane No ropusoHTanbHON ocu.
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Pucyrok A.1 — Mpumep rpacumka Jlesu-[hxeHHnHrca ans epputuHa
(cmopenupoBaHHble AaHHbIE)

XapakTepHon 0cobeHHOCTbIo rpadvka ABNSAETCS HanMune MapkMpoBaHHbBIX METOK W/MMWN FOPU3OHTarNbHbIX NIVMHWNA,
COOTBETCTBYIOLLMX BTOPOW KOMMYECTBEHHON LuKane. JTa Lkana npeobpasyeT abCconoTHble 3HAa4YEeHNS KOHLEHTpauun B
OTKINOHEHUS OT CPEAHEro 3Ha4YeHus1, BblpaXkeHHble B eamHubax CKO.

Ecnn meTtoguka namepeHun BbINONHAETCS B CTabUNbHOM KOHTPONMPYEMOM PEXUME, a NMOBTOPHbIE U3MepeHns 06-
pasua ¢ NoaxoAsLiMM 1 OQHOPOAHLIM COCTaBOM MPOBOAAT B (DUMKCMPOBAHHBLIX YCIOBUSAX, TO Aucnepcus, Habnogaemas
Ha rpadoumke JleBu-[xeHHNHIca, oTpaXxaeT BHYTPEHHIOK (COBCTBEHHYI0) HEeNpeLM3MOHHOCTb METOAUKM A5t 06pa3sLoB AaH-
Horo Tuna. lNMpu atom CKO, Bbl4MCMEHHOE MO 3TUM AaHHbIM, ABNSETCH OLEHKOWN Cry4anHoM MOrpeLlHoCT U3MEePEeHUn B
pamKax 3aAaHHbIX YCIOBUN.

[anee onuncaHbl Bapnauumn otobpaxeHns ocen Ha KOHTporbHoM kapTe KK.

BepTrkanbHas ocb oTpakaeT 3HaYeHMs pe3ynsTaToB KOHTPOMNbHOM KapTbl U MOXET ObiTb NpeacTaBneHa B pasHbIX
BapvaHTax.

Hanbonee pacnpocTpaHeHHbIi cnocob — oTobpaxkeHne CpefHero 3Ha4eHuss U NNHWUIA, COOTBETCTBYOWMX £1, 2 1
3 CKO.

CpefHee 3HaveHWe cnyxuT Lenesbim nokasatenem Ansa obpasua KK. CKO xapaktepusyeT cTabunbHOCTb 1 KOHTPO-
NMPYEMOCTb BbINOSTHEHUS METOAMKN n3mepeHuin. CpegHee 3HavyeHne n CKO MoryT 6bITb paccymMTaHbl HA OCHOBE TEKYLLIMX
OaHHbIX, X HaYanbHOro NONOXEHUSA UK 3agaHbl 3apaHee.

LLikana MmoxeT BbITb CKpbITa NPY HEOBXOAUMOCTMN.

Bmecto CKO mHorga ncnonb3ytoT NPoLEeHTUNY HopManbHoro pacnpegeneHus (Hanpumep, +3 CKO = 99-i1 npoueH-
TUNb).

Ocb X npefcTaBnseT BPeMEHHYIO LLKany 1 MOXeT 0TobpaxaTbCs B pa3nuyHbIX eavHNLax:

- abcontoTHoe Bpems (rod, Mecsl, AeHb, Yac, MMHYyTa) — B 3aBUCUMOCTU OT CUTyauuu;

- OTHOCUTenbHOe BpeMs (MOPSAKOBLIN HOMEP M3MEPEHUS UM MHTepBan Mexay HabniogeHnamn).

Ha pucyHkax A.1 n A.2 npuBedeHbl 4ONTOCPOYHbIE KapTbl, B KOTOPbLIX OTPaXeHbl M3MEHEHUS 3a MECSLI.

Ha pucyHke A.1 npeacTaBneHbl pe3ynsTaTtel U3MEPEHUIA, BbINMOSIHEHHbBIX B TeYeHWe NSATU Hedenb Ans yCTaHoBMe-
HWS HaYanbHbIX 3HaYeHnn matepuana KK. Mo BepTukanbHOM ocu (Crnesa) OTNOXeHa KOHLEHTPaLUus, Mo ropu3oHTanbHOM
OCU — BPEMEHHEIE TOYKN. [OpM3OHTarbHbIE NMHUK, COOTBETCTBYIOWME WKane JleBu-[keHHWHrca (cnpasa), oTpaxaroT
OTKIMOHEHUs OT cpefHero 3HadeHuns B eguHmuax CKO, BbIYMCMEHHbIX HA OCHOBE MPEeACTaBIEHHbIX AAHHbIX.
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PacnpepeneHune To4ek AaHHbIX YKa3bIBAET HA MCTOUHMK(M) HEMPELIM3MOHHOCTH, ASNCTBYIOLWMIA(€) Ha eXeHeaenbHON
OCHOBe, TaKue Kak kannmbpoBka n/unu TexHuyeckoe obecnyxvBaHne o6opyaoBaHus, a Takke Ha exeaHeBHble aKkTopsbl.

Ha pucyHke A.2 npeactaeneH rpaduk JleBu-[xeHHnHrca, otobpaxatowmii pedynsraTtel KK ogHon naptumn matepwma-
na, KoTopyto ucnons3osanu B TedeHne 10 mec.
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PucyHok A.2 — Ipaduk JleBu-[hkeHHWHrca ansa pesynsratoB KOHTpons kadectsa (N = 1232)

Mo BepTMKanbHOM OCK OTINOXEHO cpefHee 3HavyeHve (paccunTaHHoe Mo AaHHbLIM 3a nepBble 49 AHen) U KyMynsaTuBs-
Hoe CKO 3a Becb 10-MeCcsaYHbIV NEpUOA.

AHanu3 AaHHbIX BbISBUM Hanuyne MHTEpBarnoB C YMEHbLUEHHON U YBEMUYEHHON AMCrNepcuen pesynbTaTtoB U He-
3HaYUTENbHbIE CMCTEMATNYECKMe CMeLLeHNsl, 0ByCnoBrneHHble HenaeHTUMULMPOBaHHBIMU hakTopamu, BAMSIOWMMY Ha
BbIMNOMHAEMYI0 METOANKY U3MEPEHUI.

Ha rpadouke oTMeyeHsbl:

- HebonbLUOoe CMeLLeHVe Nocre NepBovi CMeHbl NapTUN peareHToB;

- OTCYTCTBWE BMUSAHUSA BTOPON CMEHbI NApTUM peareHToB;

- HEOObACHNMOE CHWKEHNE 3HAYEHWIN B MEPUOA MeXOy MapToM U anpenem.

Takum obpasom, rpacpuk SEMOHCTPUPYET ANHAMUKY M3MEHUYMBOCTM M CUCTEMATUYECKMX OTKIOHEHWU B npoLecce
anutenbHoro KK.

Ha pucyHke A.3 npeacTaBreHbl CpeHNe 3Ha4YeHNs MOBTOPHOCTEN AN YETbIPEXYPOBHEBOIO KOHTPONS, NMOIyYEeHHbIE
B 591 nocnegosarensHON NapTuy pagnonMmmyHoaHanuaa (T4) B TedeHne 29 mec.
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PucyHok A.3 — Mpadouk JleBu-[pkeHHMHrca ans TupokcuHa (T4)

BepTukanbHble NMHUKM 0003HaYaT cMeHy napTuin matepuanos ans KK.

[Opu3oHTanbHbIe NUHUK OTpaxaroT cpegHue 3HadeHns u 95 %-Hble JOBepUTENbHbIE UHTEPBArbl, PacCYMTaHHbIe
PEeTPOCNEKTUBHO AN KaXaon napTumn.

3aKpbITble CTPENKM yKasbiBalT HA CMEHY NapTuin kanmbpaTopos.

[1Be OTKpbITble CTPENKU OTMEYaKT CTaTUCTUHECKM 3HAYMMble OTKIMOHEHUS!, BEPOSITHO CBSA3aHHbIE C U3MEHEHUEM

napTuii peakTUBOB.
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MpunoxeHue b
(cnpaBo4Hoe)

KOHTpOﬂbeIﬁ YeK-JINCT B CUCTeMe KOHTpPOIA KavyecTBa MeaULMHCKOMN naﬁopaTopvm
AnA yctpaHeHusA HEeCOOTBETCTBUW, CBA3AaHHbIX CO CMELLEHUsIMU U .qpeﬁ(baMM

B.1 KOHTPOMbHbIA Yek-IUCT MUCMONb3yT ONA UCCReaoBaHUst NMPUYMH, KOTOpble MOTYT NMPUBOAUTb K CMELLEHUSIM
nivinu gpendam B 3HaYEHUsIX MaTepuarnoB KOHTPOMS KayecTBa B MeaMLMHCKON nabopatopuu.

COOTBETCTBYHOLLME YACTV KOHTPOMBHOTO YEK-NNCTa MOTyT GbiTb MCMONb30BaHbI A1t MOMOLLM abopaTopusiM B UC-
CrefoBaHUAX KOHTPOSA KayecTsa.

B.2 3apaHusa KOHTPONbHOIo YeK-nimcTta no yctpaHeHuro HeVICI'IpaBHOCTeﬁ n peweHusn

B.2.1 NMpoBeaeHne aHanusa gaHHbix KK (Hanpumep, rpacdmkm JleBu-[)keHHMHrca) 3a nepvMon BpeMeHU, B
TeYeHne KOTOporo Npom3oLsio cMmeLeHne unu gpend (Hanpumep Heaenu, MecsLbl)

B.2.1.1 Korga BnepBble NPpOU3OLLIIO CMELLEHNE U HameTuncs apend?

6.2.1.2 Mpowusowno nu cmeLleHne unu gpend Ha 0OgHOM U HECKOMbKUX YPOBHAX KK?

6.2.1.3 MNMpowusowno nu cmelleHne unu gpend ons 6ornee Yem O0QHON N3MePSEMON BENMUYNHDBI?

B.2.1.4 CmeweHne unu gpernd Habnoganuce 6onee Yem Ha ogHOM aHanuaartope?

B.2.1.5 BbInu nu BbISIBMEHbI CXOXMe Apendbl N CMELLEHNs B pe3ynbratax MexnabopaTopHbIX MCCrneaoBaHui
nauneHToB?

B.2.2 OueHka npoBeAeHHOro uccnegosaHus matepmana KK

B.2.2.1 Wcnonbayetcs nu matepuan KK B npegenax cpoka rogHOCTM Nocne BCKPbITUSA NEPBUYHON YNaKOBKN?

B.2.2.2 CobGntoganvcb Ny ycrioBus XpaHEHWUs1 BCKPbITON eMKOCTU MeXZy MCMNoNb30BaHUAMN?

b.2.2.3 JoctatouyeH nu o6bem MaTtepuana KK gns npoefgeHns He06XoaMMbIX U3MEPEHNIA?

B.2.2.4 CooTBeTCTBYET NN BHELUHWI BUA KOHTPOMLHOIO Marepuana yCTaHOBMEHHbIM HOpMam?

b.2.2.5 Habntogaetcs nu cuctematMyeckoe CMeLleHre unm apend B pesynbratax U3MepeHuii Nnpu nepexone Ha
HoByto napTuto matepumana KK (Hanpvmep, npy MCnonb30BaHUM CBEXENONy4YeHHoro obpasLa u3 gpyron emkocTm)?

b.2.2.6 Bbin nn HoBbIM MaTepuan KK 13 aton xxe naptun?

B.2.2.7 CoxpaHsieTca N M3MeHeHne 3HavyeHus() Npu ucnonb3oBaHum obpasua u3 apyron naptuum (Mpu ee Ha-
nmymmn)?

B.2.2.8 Cpok rogHOCTM NapTum NoaxoauT K KOHLY?

6.2.2.9 Beina nu HegaBHO BBeAeHa HOBas NapTus matepuana anga KK?

B.2.2.10 MNpaBunbHO Nn 3anporpaMMMPOBaHbI LieNeBble 3HAYEHUST U CTaHA4apTHbIE OTKNOHEHWS B nNpubope, KOM-
NbIOTEPHOW CUCTEME UINK PyYHbIX hopmax oueHkun KK (B 3aBUCMMOCTU OT cuTyauumn)?

B.2.2.11 MNpaBnnbHO NV onpefeneHbl LeneBoe 3Ha4YeHne U 3Ha4YeHne CTaH4apTHOrO OTKIMOHEHUS! ANst UCMonb3ye-
MbIX MmaTtepuanoB KK?

Kak paHHble nabopaTopHOro KOHTPONsS KayecTBa CPaBHMBAKTCA C aHanorMyHbIMU nokasatensmu (Mpu Hamm4mu
aHanoros)?

B5.2.3 OueHka ucnonb3yemMbiX peakTUBOB

B.2.3.1 VcTekaeT nun cpok rogHOCTU peakTuBa B Grnivkariee Bpems?

B.2.3.2 Bbin nu ncnonb3oBaH peakTyB U3 HOBOW MapTUM C TEM e HOMEPOM NapTuK, YTO U NPEAbIAYLLNIAY

B.2.3.3 Vicnonb3yiiTe peakTvB 13 Apyrovi NapTum (ecnu Takon nMeeTcs).

B.2.3.4 MocTynun nu peakTuB HOBOW NapTUK B NPOAaXy HEAABHO?

6.2.3.5 Bbino nu 3acdrkcupoBaHo CMeLLeHVe Npy Banuaaumm peaktmea?

B.2.3.6 Korga peakTvs 6bln NpUrotoBneH/3arpy>xeH B aHanm3aTtop?

b.2.3.7 imetoTcst N OTKIOHEHUS B Ka4ecTBe peaktuea?

B.2.3.8 CoxpaHstcsa nvu nameHeHus 3HaqeHus (1) KK nocne 3ameHbl peakTMBa Ha HOBBIN/M3 HOBOW YNakoBKW?

B.2.4 OueHka NnpoBeAeHUs KanMGpPoOBKKU

B.2.4.1 Bbina nu HegaBHO BbINOSIHEHA KanNMOpoBKa ANs METOAUKU N3MEPEHMUNA?

B.2.4.2 MpoBepuTb HOMEp NapTuK 1 LeneBoe 3HaveHne(s) kanmbpaTopa.

B.2.4.3 MNMpocmoTpeTb AaHHblEe KanMBpPOBKN Ha HanNn4yne KoAoB OLLNBOK.

B.2.4.4 OueHnTb BHELLHWIA BUA kKanubpaTtopa.

B.2.4.5 3anyctute kanubpatop B ka4ecTBe HEN3BECTHOro obpasLia, YToObl CPaBHUTL pe3ynbTaThl C LeneBbiMy 3Ha-
YyeHusimn. CpaBHMBAKOTCA NW pesynsTaThl?

B.2.4.6 CoxpaHsieTca nun nameHeHne 3HadeHusi (1) KK nocrne noBTOpHOWM KanmbpoBKM C MCMONb30BaHMEM HOBOTO
dnakoHa kanmbpartopa?

B.2.4.7 Bbin nn kanubpaTtop 13 HOBOW NapTUX C TEM X€ HOMEPOM napTun?

B.2.4.8 CoxpaHsieTcs N1 nameHeHue 3HaveHus(M) KK nocne kanubpoBku C ncnonb3oBaHWeM drakoHa u3 opyroi
napTuu (Npu HanmM4uu)?

6.2.4.9 MocTtynun nu kanubpaTtop HOBOW NapTuX B NpoAaxy HeAaBHO?
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B.2.4.10 CoxpaHsieTca nun cmelleHne/apend B 3HaveHnmn(sx) KK nocne kannbpoBku ¢ ucnonb3oBaHnem kanmbpa-
TOpa 13 HOBOW NapTUm?

B.2.5 OueHka aHanusartopa

B.2.5.1 MpoBoannock N HegaBHO TEXHUYECKOE UMK CePBUCHOE OBCnyXuBaHne?

B.2.5.2 Bbinv nu aBapuitHble cuUrHanbl NpubopoB unu cbon B paboTte aHanusaropa?

B.2.5.3 VimetoTcsa nu kakme-nnbo cooTBETCTBYHOLME BronneTeHn nnm yseaomneHnst ob otabise NpoayKumm?

B.2.5.4 V3yunTe Bknagpim K peakTnBam, kanubparopam n matepuanam KK.

b.2.5.5 EcTb N1 pekoMeHaauumn npon3BoanTens, KoTopble He cobntogaroTcs?

B.2.6 UccnepoBaHue OKpyxaroLen cpeabl

B5.2.6.1 OTmeuanuch nu kakne-nnbo HewwTaTHble cpabaTbiBaHUSA XONOAUIbHMKA/MOPO3UnbHMKa?

b.2.6.2 CpabatbiBana nu B nabopatopun curHanusaums, CBA3aHHas C OTKIOHEHUSIMU TeMnepaTtypbl Uv Brax-
HOCTU OT HOPMbI?

B.2.6.3 VimetoTca nu B TEKYLLMX AaHHBIX MO Ka4ecTBY BOAbl aHOMarslbHble 3HAYEHNUS?

b.2.6.4 OTnpaBbTe 0bpasel, BoAbl HA aHanmU3.

B.2.7 OueHka fONONHUTENbHbIX (paKTOPOB

BbinonHute cpaBHeHWe 06pasLIOoB, NCMONb3Ys OAMH U3 CrieayoLLmMx CnocoboB:

- obpasLbl NauMeHToB, nccnegoBaHHble 0o cMmeHbl KK;

- obpasLbl NauneHToB, NpoaHanM3npoBaHHbIE Ha APYroM Npubope B KOHTPONMUPYEMOM COCTOSIHWM (MPY Hanu4um)
unu B Apyron nabopartopun ¢ UCNonb30BaHMEM TOTO Xe MeToaa;

- obpasubl MK/BOK, npoaHanuanpoBaHHble 0o cMeHbl KK, npu ycrnosun, 4To namepsiemasi BenmynHa ctabunbHa B
YCIOBUAX XPaHEHWS;

- KOMMYyTaTuBHbIE pedepeHTHble MaTepuansl U Matepuansl NK/BOK ¢ 3agaHHbIMK 3HaYeHUsIMU.

B5.2.8 Pe3ynbraTthl uccnegoBaHuUs NPUYUH, KOTOPbIe MOTYT NPUMBOAUTL K CMeLeHUAM u/unu apendam B 3Ha-
YeHUsIX MaTepuanoB KOHTPONSA KayecTBa B MeAULMHCKOWN nabopaTtopumn

B.2.8.1 YcTaHoBneHa nv npuymHa n3ameHeHun aHadeHuns(in) KK?

b.2.8.2 Ecnu ga, 6binv v NpyUHATEI Mepbl N0 UCMPaBAEHUIO CUTyaUmMn?

b.2.8.3 EcTb nu gokasatenbCTBa TOro, Y4TO pe3ynsTaTthl MALMEHTOB He NOCTpadanu u3-3a U3MEeHeHNN 3Ha4YeHns (1)
KK?

b.2.8.4 Ecnu HEBO3MOXHO NOATBEPAUTL OTCYTCTBUE BIUSIHUSI HA pe3ysbTaThl NaLMEHTOB, eCTb NN AoKa3aTenbCcTBa
TOrO, YTO BCE BO3MOXHbIE BbINOMHAEMbIE METOAMKN M3MEPEHUIN COOTBETCTBYIOT cneLmdukaumsam?

B.2.8.5 TpebyeTcs nu gononHuTensHoe NoATBEPXKAEHWE UNMU ccrefoBaHme?

B.2.8.6 MpokoHcyneTMpynTeck ¢ npoussoautenem matepuana KK/aHanusartopa.

B.2.8.7 Mpun HeobxoanmocTu ckoppekTupyite 3HadyeHne CKO matepumana KK.

5.2.8.8 Mpu HeobxoanmocTn ckoppekTupyiTe Lenesoe(bie) 3HadeHune(s) KK.

B5.2.8.9 BHecuTe nameHeHus.

B.2.8.10 CoxpaHute JOKYMEHTALMIO O paccnefoBaHNaX 1 MPUHATLIX Mepax.
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MpunoxeHue B
(cnpaBo4Hoe)

MpakTuyeckue NpMmepbl NpoLecca KOHTPOrsA KayecTBa oT hopMyNMpPOBaHUA TpeGoBaHUM
K KayecTBy [0 BblGopa cTpaTernm KOHTPOnsA KavyecTBa

B.1 [laHHble NnpuMepbl 4EMOHCTPUPYIOT BECh NPOLECC — OT hopMynmpoBaHus TpeboBaHWI K Ka4ecTBy A0 Bbibopa
ctpaterun KK. TTI 1 kanbumi BbiIOpaHbl B KA4ECTBE UIIOCTPALMN Pa3nNnyHbIX MOAXOA0B U BO3MOXHbIX pe3ynsTaToB npu
paspabotke cTpaterum KK.

[Mpumepsbl BKMOYatoT:

- yCTaHoBneHue TpeboBaHWIN K Ka4eCTBY;

- onpegenexne uenesbix 3HavyeHnn 1 CKO ansa HoBbix cepuii matepuana KK;

- BblOOp NpaBun nHTepnpetaumm pedynsratoB KK.

MpumevyaHune — lNpuBeOeHHbIE HXE MPUMEPbLI ABNATCA penpe3eHTaTUBHLIMU U HE OOMMKHbI paccMaTpu-
BaTbCsl Kak rotoBble pekomeHaaumm no KK ansa aaHHbix aHanutoB. Kaxaasi nabopatopust AomKHa CaMOCTOATENBHO oLe-
HMBaTb CBOM NOTPEBHOCTM U/UNi HopMaTKBHbIE TPeboBaHUS.

B.2 OnpepeneHne TpeGoBaHUN K Ka4yecTBY

TpeGoBaHWs K Ka4ecTBy yCTaHaBNMBAOT HA OCHOBE KIMMHUYECKU 3HAYMMbIX Lienei, BbiGpaHHbIX nabopaTopuen.

Mocne aHanusa AOCTYMHbIX UCTOMHWUKOB AJ1sl YCTAHOBIEHWUS LIENIEBOr0O rnokasaTesnsi kayecTBa CUYMTaeTCs Leneco-
obpasHeim ang TTI yunTbiBaTh AaHHble no Guonoruyeckon Bapuaumn. JOO gna TTI coctaenser 23,7 % (cm. Ta-
onuuy B.1).

Tabnunua B.1— LeneBble 3HadeHusi, CKO n CV ana matepuanos KK (TTI n kanbuusi)

Ananut YpoBeHb LleneBoe 3HayeHne CKO CVv
MME/n MME/n %
1 0,12 0,0053 4,41
TTr
2 0,85 0,022 2,58
3 5,20 0,130 2,53
MMOnnb/n mr/gn MMOnb/n mr/gn %
Kanbuwui 1 2,55 10,20 0,036 0,143 1,40
2 3,24 12,96 0,048 0,193 1,49

AHanua buonornyeckon sapunabenbHOCTU Anst kanbuusi nokassisaeT Lenesyto JOO = 2,6 %. OgHako oLeHka BO3-
MOXXHOCTEN CYLLEeCTBYHOLLMX METOAOB M3MEPEHUS Nokasana, YTo 4OCTUYb TaKol TOYHOCTM HEBO3MOXKHO. AHaNN3 KNMHNYe-
CKMX AaHHbIX MO3BOMUI YCTaHOBUTb anbrepHaTuBHyto uenb — 00 +6 %.

B.3 BbiGop matepuanos ana KK

Ona TTT n kanbumsa BeIGPaHbl AOCTYMHbIE MaTepuarnbl, COOTBETCTBYIOLLME CEAYIOLUM KPUTEPUSAM:

- Hanu4yme HeobXoAMMbIX KOHLIEHTpaLmn;

- CTabunbHOCTb;

- [OCTaTOYHbIN CPOK XPaHEHUS.

Ona TTT BbiGpaHbl TPM YPOBHSI KOHLEHTPAaLMIA aHanuTa, NOCKOSbKY KMMHWYECKU 3HaYMMbl Kak HU3Kue, Tak U Bbl-
CoKne 3HaveHus. [Ans kanbuusi BblbpaHbl ABa YPOBHS KOHLEHTPaLMA aHanvTa, Tak Kak Ananas3oH U3MepeHnii HeBenuk, a
XapaKkTepucTMkn MeTtoda cTabunbHbl BO BCEM AnanasoHe.

B.4 OnpeneneHue ueneBbiX 3Ha4Y€HUA U CTaHAAPTHLIX OTKITOHEHUN

[ns obonx aHanuToB:

- kaxabii matepuan KK namepsancs oguH pas B AeHb B TedeHne 10 gHen;

- cpefHee 3HayeHVe pe3yrnbTaToB NPUHATO B KAYECTBE LIENIEBOrO 3HAYEHNS;

- CKO pns HoBoW napTum martepuana BblYMCIIEHO Ha OCHOBE AaHHbIX NpeablayLwmnx naptui (cm. 8.3.1).

B.5 BbIGop cTpaTernm KOHTpPOssi KayecTBa

Crtpaterna KK ocHOBbIBaeTcs Ha OOCTWMKEHUN BbICOKOW BEPOSTHOCTU OBOHapy>KEHUS 3Ha4UTENbHbIX W3MEHEHUN
3(PPEKTUBHOCTA BLINOMHEHUS METOANKM U3MEPEHUI NPU MUHUMAarbHOW BEPOATHOCTU NOXHBLIX OTKIOHEHWUI Pe3ynsTaTtoB
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nsmepeHuii. [ina soibopa ontumaneHbix npasun KK npoBoAsT conocTaBneHne XxapakTepuCcTUK BbINOMHAEMON METOANKN
N3MEepEeHUii C yCTaHOBIEHHbIMW TPEBOBAHUSAMM K KAYECTBY.

O PEKTUBHOCTL BLIMONHEHNS METOAUKM U3MEPEHUI OLEHMBAIOT C MOMOLLLIO MHAEKCa curmameTpum (cMm. 6.4.3).
[ins onpeaeneHHoN KOHUEHTpauuy X uHaekc Sigma(x) Bel4MCnAoT No hopmyne

Sigma(x) =

rae JOO(x) — OO0 npu namepeHusax KOHLEHTpauun X;

A(X) — cuctemaTnyeckas NorpeLlHoOCTb NPy U3MEPEHUsIX aHanMTa B KOHLEHTpauum X;

CKO(x) — CKO npu nsmepeHusix aHanuta B KOHLEHTpaLun Xx.

AOO(x) — |A(X)|
CKO(x)

(B.1)

[Mpu OTCYTCTBMM AaHHbIX O CMELLEHUN NO CPaBHEHUIO C pehepeHTHON METOAMKOM n3MepeHuit (cM. 6.4.3) Benuyum-
Hy A(X) NPUHMMAIOT PaBHON HyIHO.
MHpekebl curmameTpymn Ans MeToavK U3MepeHnii NnpuBedeHsl B Tabnuue B.2.

Tabnwuua B.2 — MHaekcbl curmMameTpum Ans MeToauk U3MepeHUin

AHanut KoHueHTpaums 0oo CKO MHpekc curmameTpumn
MME/n MME/n MME/n
0,12 0,028 0,0053 53
TTr

0,85 0,20 0,022 9,1

5,20 1,23 0,131 9,4

MMOnb/n mr/an MMOnb/n Mmr/an MMOnb/N mr/an

Kanbuni 2,55 10,20 0,153 0,612 0,036 0,143 4,3
3,24 12,96 0,194 0,776 0,048 0,193 4,0

OueHka nHaekca curmametpun ans TTI nokasana, YTo 3Ha4YMMble U3MEHEHUS B BbINOMHEHUN METOAMKN U3Mepe-
HWIA MOTYT NPOU3ONTN [0 TOro, KaK 3TN U3MEHEHMS MOBMNUSIIOT HA MEeANLIMHCKME peLleHusl. 3HaYyeHue HOEeKca ANs HU3KNX
KOHLEHTpauui meHee GnaronpusiTHoO, Yem Ans BbICOKMX, NoaTomy ctpaterus KK paspaboTtaHa ¢ yueTom nokasatenen ong
HU3KUX KOHLEeHTpaumin. B cootBetcTBumM ¢ 7.1 npaBuna KK moxHO nogobpatb Takum 06pa3oM, YTOObl COKpaTUTL JTOXKHbIE
OTKIMOHEHUS!, HO MPW 3TOM C BbICOKOW BEPOATHOCTbIO OBHapyXMBaTb U3MEHEHNs B paboTe n3aMepmuTenbHON CUCTEMbI A0
npesbilwenns [OO. Hanpumep, Npasusio 15, NOAXOAUT AS1S BbIABIEHWSA KIIMHUYECKM 3HAYMMBIX CMELLEHNI B XapakTepu-
CTUKax BbINOSTHAEMO METOLMKN.

[ns kanbLus oLeHKa MHOeKca CUrMamMeTpUKM YKasbiBaeT Ha TO, YTO Aaxe HeOOomMbLUNE N3MEHEHNSI B BbIMOTHEHUN Me-
TOAVKM U3MEPEHUIA MOTYT MOBMUSATE HA NMPUHATUE KIIMHUYECKMX pelleHnin. [Ins BbiABNEHUs Takux u3MeHeHun Tpebytotcs
b6onee cnoxHble npaeuna KK, Bknovaowme npumeHeHne MynsTUnpaBun, KOTOPbIe NMOBbILLAKT BEPOATHOCTb OBHapyxe-
HMS CMeLLeHWI NPy JOMYCTUMOM YPOBHE FTOXHBLIX OTKIOHEHWN. ANbTepHaTUBHON CTpaTernen MoxeT ObITb MCNONb30BaHNe
KoMBUHauun npaeui 154, 2,4 U Ry C AByMA KOHUEHTpaumsamm matepuanos KK B kaxaom 3anycke meponpusaTtms no KK.

[ononHuteneHoe npumeHeHune npasun KYCYM nnu 3BCC Takke NOMOXET BbISIBNATb TEHAEHUMN OO BO3HUKHOBE-
HMS 3HAYUMOM OLLNOKN.

Mpu uccnenoBanusx TTI 3HaYeHUs NHAEKCA CUTMaMETPUK YKa3bIBatoT, YTO 3Ha4YMMble U3MeHeHus B paboTe meToaa
MOTYT BO3HWKHYTb paHbLUe, YEM OHM MOBMAUSIOT Ha KINMHUYECKMe pelleHus. Hanbonee KpUTUYHbI HU3KNE KOHLIEHTpaLmu,
noatomy ctparersto KK cTposaT ¢ y4eTom aTux nokasaternen. Hanpumep, npaeuio 15, 9PHEKTUBHO AN BLIABIIEHWS KIn-
HUYECKN 3HAYMMbIX CMELLEHWUIA.

[ns kanbums gaxe HebonbluMe U3MEHEHMS B paboTe MeTofa MOryT MOBMUSATL HA NMPUHSITUE PELLEHUIA, YTO TpebyeT
Gonee crnoxHbix npasun KK (Hanpumep, 144, 2,5, R4g C ABYMSA YPOBHAMYU KOHTPONA). [JONOMHUTENBHO PEKOMEHAYeTCA UC-
nonb3oBaTtb MeToAbl HakonneHus otknoHeHnn KYCYM, OBCC ansi paHHero o6HapyxeHus apendos.
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Mpumepbl — Cmpamezuu KK Ons pa3Hbix aHasiumoe

TTr Memponozu4yeckas HadexxHocmb (UHOeKc cuzmamempuu): 5—9

Puck: 0OuH owub04HbIl pe3ysibmam pedko npueodum K HeMeOsIeHHOMY epPeCHOMY
eMewamesibcmey.

lMpou3eodumenbHocmb nabopamopuu: npubnusumensHo 200 u3smepeHull TTI 3a
eocbMu4acoegyro paboyyro cMeHy.

Cmpamezus KK:

- KOHMpobHbIe 06pa3ybl U3MepPsIFOM 8 HayaJsie U 8 KoHUe paboyeli CMEHbI;

- Npu ebIsiesieHUU npobrnemMbl 8 KOHUe paboyeli cMeHbl Mepenpoeepsitom ece
200 pe3ynsmamoe u eblnyckarom ucrnpaesieHHbie om4yembal.

Takol nodxod cyumarom npuemsieMbiM, MOCKOJ/IbKY owubKa, eeposimHo, 6ydem
ycmpaHeHa 00 NpUHSIMUsi KITUHUYECKO20 peuweHus.

Kanbyut Memponozu4yeckas HadexxHocmb (UHOeKc cuamamempuu): ~4

Puck: daxke He6oJIbWOE OMKIIOHEHUE MOXKem MoeJsiusimb Ha MeOUUUHCKUe peweHus, a
owu60oY4HbIlU pe3ynbmam crnocobeH npusecmu K HeMeO/IeHHOMY 8pedy.

lMpouseodumenbHocmb nabopamopuu: npubnusumensHo 500 usmepeHull Kanbyus
cymku (Kpyas10CymoYHbIl pexum).

Cmpamezus KK:

- KOHMpPO/bHbIe 06pa3ubl uamepsItom Kaxoblie 6 y;

- npu ob6HapyXxeHuu npobnemsbl fnepenpoeepsitom pesdybmambi 3a nocsedHue 6 4
(npumepHo 125 usmepeHuli).

Takasi yacmoma KOHMpPOJIsi MUHUMU3UpPYem pUcK HaHeceHusl epeda nayueHmam.

Crpateruto KK (konunyectBo o6pasuos ansa KK, npaBuna npuHATUS peLUeHUid U YacTtoTa U3MEPEHUIA) onpeaens-
€T pykoBoauTENb NabopaTopum Ha OCHOBE:

- MHAEeKca curmameTpun (HagexHocTn Metoaa);

- MOTEeHUManbHOro pucka Ans naumneHTa;

- paboyer Harpy3ku nabopaTtopum.

Llenbto saBnsieTcss obecneverHne GanaHca Mexay onepaTUBHOCTBIO OBHapy>KeHUs oWMBOK 1 NpakTUYeCcKon peanu-
3auUMen KOHTPOSsi Ka4YecTsa.
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Bubnuorpadus

[1] ®enepanbHbli 3akoH oT 21 HosIGpst 2011 1. Ne 323-d3 «O6 ocHoBax oxpaHbl 300poBbs rpaxaaH B Poccuiickoin de-
Aepauum»
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