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[MpeaHcaosHe

1 PASPABOTAH M BHECEH TexuM4ecknM KOMHTETOM Mo cTangapTisamiy TK 380 « Konunuuec-
EHe NabopaTopHbie HCCNeIoRaHHa H IHATHOCTHYECKHE TeCcT-CHMCTeMB i vilros M KOMHTETOM N0 HOBOH
MeIHUHHCKOH TexHuke Munanpasa PoccHu

2 NMPHUHAT W BBEAEH B JEMCTBUE [Nocranomnennes [occramnapra Poccun ot 11 woabps
1999 1. Ne 402-cT

3 BBEAEH BINTEPBERIE

i@ MNK HanatenwcTeo cTasgaprons, 2000

Hactoaiuuil cTaunapT He MomeT GRITL NOMHOCTED WIH YACTHYHO BOCTPOHABENSH, THRAKHPOBAH M
PACTIPOCTPAHEH B KAYECTRE oMUHATLEHOrO Hadauna Gea paspeeHnd locerawmapra PoccHn
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HOMo KOHTPONLHBX GHPaIuon 10/EEH0 DETE He MEeHee Kakoro-TD0 3aJaHHOr0 IHAMeH A HIH &e I0JCEHD
HAXOIHTLCA B KAKHX=THOD TUIaHHBIY [TPEIEma,

B) PATTHYHE B IHAYSHHAX ONTHYECKHNY MIOTHOCTEN OTPHUATE LGN | IO HTENLHOT) KOHTPOL-
HEY ODPasUon TOUEKHS OLTE CTATHCTHYECKH QOCTOREPHIAM {METOI KONTPONA OCHOBAH HA BLIYHCISHHM
CpeaHero apHMETHUECKOTO THAYEHHA TLI0G 3a).

[MocKoNbKY OpM KaYecTBEHHOM WIH MOOYEQTHYECTEREHHOM MMMYHOXHMHYSCKOM AHANH3E 4acTo
HCTIONLIVIOT BHIVAIEHYIO OUEHKY PeIvILTaTOBR, TOo, HAPAIY © YEOIAHHEMH BEIDE MEeTOIaMH [IpOBEPEM
EAYECTEL HADDPORE, OCHOBHEM KPMTEPHEM NMPH BRG0P MeTOIa KOHTPOIT JTOILEHO DETE IaMeTHOE PalTHYHe
B HHTSHCHBHOCTH OKPACKH MOMGENTEIBHOTO H OTPHUATE ILHOTD KOHTPWEHELY GORailos.

DECNepUMEHTLTENLA NPOREPED KAaUecTia Habopon, HCMOUTLIVIOIMY JIATe KC-arT TR THHA LI, SCNH 0K
ApeTHASHAMSHE U4 KAYeCTEEHHOND ONPeneie HHA aHATHINPYEMOrD BelecThl, DRIOUAeT B ceda onpene-
JEHHE UYBCTEUTENLHOCTH, ODPASOBAHNA arrU0THHALHY C JaTeKCHBIM PeareHTOM, NOJMORHTENLHOND KoM -
TRONA H OTPHUATENRHOND KOHTponA. B covyuae modyvEOAHMECTREHHOMD ONPeleleHHA AHATHIMPYEMOro
BEUIECTEA IKCTEPHMEHTANLHAA NPOBSPEA KAaYeCTRa 3THX HAGOPOR, HAPALY C ONpSIeieHHesM YYBCTEHTEL-
HOCTH, 00pasoBaHHd arTIOTHHALMH ¢ JTaTEKCHLM PeargHToM, MOMOKHTENLHOID KONTROU W OTPHUATEN k-
HOMD KOHTPONS, BEI0WEeT B ceba Take onpeleicHie THTPA aHATHIHPYEMOrD BellecTha.

42,16 Hafopw 448 HMMyHOXPORAMOZPAPULEECKOD GHAANITT

Yiasauuuie HaABOPE, KAk NPARIo, TPeIHasHaAYeHBl 1TA KAUECTREHHOTD ONpefeieHia aHanHItpye-
MOMo BelecTna,

FECNepUMEHTATEHAN [IPOLEPEA KAYeCTEd ITHX HaDopoR BEIIOY3ET B Ceid onpeleleH e CIeIvInmny
NoKAZATEEH, YYRCTEBMTEALHOCTL, IO HTEILHEN EOHTPOIE, OTRHUATENRHLH KONTHIE H BPeMA JOCTH=
HEHHA VeTOMBEY Nokasatenel tTecta. [py Oposepke KauecTBa 3THX Habopon 00AIATENLHEIM ARTHETCH
HCTIONLIOBAHHE MEAIVHAPOIHEX CTARIAPTHHY O0pPAIL0E, HALMOHATEHLY CTAMAAPTHLIX 06paiuon (IMOCT
B5.313) MM 0bpasuoB HCCASayeMors DHOMATEPHATA ¢ TOUYHO YCTAHOBNEHHEM CONRNEAHMENM AHATHIHPYE-
MOMG BELIECTRA H FAPAHTHROBANHO TOKYMEHTHPOBAHMLIY.

422 HaGopel A8 MHKPOAHAAHIA HVEKNEOTHIHLX NOoCleloBaTelbHOCTed

DECNepUMENTANEHAS TIPOBEPKA KAMECTEA ITHX HAaDopoR BEMIOYIET B cela onpeleleHde CaOeavIioLuny
NoEazITeNe il MonoRATEILHBH KoNTPpoIsHETH obpaszen AHK (waw PHEK) w oTpHOaTenbHBTH KON TPOTLH BIH
obpasel. donyCcKasTea TAREE ACNOILIOBATE MapKephl Moaekynapuore seca JHEK (wam PHKY B BuyTpes-
HHH KOHTPOL,

423 HaGope gnda poToMETPHUYSCKOID AaHANTHIA

POcmeopumocmbh KEOMHONENMOF

B toM ciaydae, KOMIE peareHTh, BXOIAWME B CcocTas Habopa, NOCTARIAINT B CYXOM COCTORAMHHH,
HEGOXOAHMO NPOBEPATE HX PACTEOPHMOCTE, B JAHCTHLAHPOBIHHOH (GHOHCTHIIHpOBaAHHOH) Boge HIH
APYVTOM EarenTe HaGopa, NOCTARTAEMOM B XKHIKOM BILIe, OTMETHE BPEeM: DACTEOPEH .

Hyaemaumeibiooms

Al onpeneteria UVBCTEMTEILHOCTH MCMOIESVIOT KONTHUILHEE NaDOPaTopiLIe PacTHOpE ¢ TOUHLIM
COTEPAHHeM AHATHIHPYEMOND BEIECTEL (AKTHEHOCTH depsenTal. B KavecTBe KOHTPONLHBEE Naboparopibix
PACTRONOE HCTHUTRIYIOT PACTROPEL LHCTOMD AHLTHIHPYEMOND BELLECTRA C Onpetate HHOH KoHUeHTPauMe i {6 crydae
(pepueHTOR NPeINoYTHTETEHES CLBOPOTED HITH MNIEA3Ma KPOGH YE10BeKA ¢ HIBSCTHOH AKTHEHOCTLIY depMerTa).

JHAMEHHE UVBCTEHTENLHOCTH ONPeleIanT CleIyviollds obpazos. B npodupem (=10 wTt.) BHocaT
EOUTPOALHER TabopaTopUnlll pacTROP aHAMMIMPYeMOory BellecTsa (CHBOPOTEY HIH TLIA3MY KpOoBH C
MIBSCTHON AKTHEHOCTLE drepMelTaA) H BCe KOMITOHEHTE HAGOPA, NPeIveMOTpelHLle HHCTPpYKIHed no ero
NPUMEHEHHIO, MOCHE Yerd NPOBOIAT BCE NPOUeIVpLl onpetelednd. Qauospe MeHH0 NPpOROIAT BCe NPoLe-
AVphl OTPEIEneddd KATHOpaTopd, BXOIANers o cocTan Habopa. [loche STons HIMepdaioT OOTHYECKYR
MmIoTHOCTE (CHT) 0 kasaoid opobHpke © KOHTPOCIBHEIM AadopaTopHbiM PACTEOPOM H C KLUTHOPATOPOM
MPOTHE XTOCTOH mpolL { pACTROD CPaBHEHHA, COCTOAINMNA, Kak NPaBino, U3 DHCTHUTHPOBaHHON GO
HIIM CMECH PeareHTon, BXOUALHY B HaDop, 13 MCEIMYeHHEM KaTHOpaTopal.

Cpenmes apudmieTHaeckoe sHavenue O F, enHHHLE oMTHYeCKOH MIOTHOCTH (21, ONT. TUIOTH.),
EOHTPOILHON JTaGopaTopHond PAcTBOR W KANHGPITORa ONPeaenaioT no qopsye
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KoHuenTpaumio aHATHIMPYEMOND BEMIECTRA (AKTHEHOCTL (hepMenTa) B KOHTPOILHOM TalopaTopHon
pacTrope O onpefendior no opayie

E
Eﬁﬂ
rae £, — cpeadee apiudmeniueckoe anavenne (] KOHTponkHore 1abopaTopHOrD PAcTROPA, &1, ONT.

TLIOTH. |
'E.':u.l

— CpEAHes apHfiMeTHYSCKOE 3HavenHe (T kanubpatopa, el onr. IIoTH.;
€,,, = KOHLUEHTPALMHA AHAIHIHPYEMOTD BEWECTEA (AKTHEHOCTE (PEPMENTA) B KanHbGpaTope.

B paoe coavuaen, ecid ITO NPEIVCMOTPREHD HHCTPYELMEH Mo NpHMeHedH Habopa. JoMyCKaeTesd
OMpedelaTk KOHUeHTRAWMG aHATMIHPVEMOrD BeecToa (AKTHRHOCTE (epMerTa) Mo KannopoBoHoMY
rpadey.

Alna onpegeneHyd aKTHEHOCTH epMeHTd KHHETHYSCKHM METOROM 10 (akTopy B MIMepHTeILHYID
KIOBETY CHEeKTpORoTOMETPA BHOCAT CRIBOPOTKY (MAAIMY) KPOBH M BCe KOMOOHENTLI Habopa, NpedycMor-
PEMHEIE HHCTPVEOHEHR Mo ero npeMeHeHdis, npedHHEyviupyiT (B crvdae HeolXoonMocTH) B TedeHue
VEAIANHON B HHCTPYELUHK Bpesedd. [locae amoro onpedeldoT (COrIacHo HHCTPVELHE ) HiMeneHne O
AHATHSHPVEMOH MpoDE DO BPSMEHH,

Hamenenme (T (A E/vui) onpenendor no duopayne

AE
A E/ vy =T“ (11

2

rme A £~ wiMenenmne O npobul, en. onT. NIOTH.,
[ — HHTEPBLT BPeMeHH MeXIy OIpenc e HHan, MHH,
Onpepefedie YYRCTEHTENEHOCTH B 0JH0H B Toll #e npofe CBOpOTKH (MIa3ME) KPORH OpoBoaaT 5
frad.
Cpeavee apuiMeTHUECKOE JHaYeHHe Wavmenmenua O asannaupyemoll npofsl paccuMTHBAIOT MO
thapsyne (9.
AKTHBHOCTE hepsMeHTE A onpeaeisssT mo dropayie

A= AEwn x F, {12)

roge A E/Mun — opeaHee apupseTH4eckoe sHaveHHe HaMenedua T npobsl B MHHYTY,
F = thakTop nepecqera, £/omt.
Daxrop nepecyeta F onpenendaoT no dopuyae

F = o 1 {133}

SR

rag V — KoHedHLIH ofbeM HasMepsesold npodsl, oa’;
Vo= 0fbeM Io0anieHHoi mpodhkl CLIBOPOTKH KPOBM, CM7;
¢ = KosppuuxedT Moaapioi akcTHHEuHy NADH B venopuax onpegenedid, oM~ 8 MMoie—!;
IF — koodvpHHedT NepecueTs U BRPUKEHHA AKTHEHOCTH depaenTa B /M, —
H VEASLIGAKT B NACTIONTE Ha Habop.
[MomyueHHoe SHAMSHHE XAPAKTEPMIVET YVECTEHTENLHOCTL, KOTORYIO CIEIVET BLIPAKATE B IHATeHHAN
ECHUIEHTPAKH AHAIHIHPYEMOTO BellecTRa (AKTHEHOCTH (epyenTal.
DKCMEPHMEHTATEHO YCTAHORIEHD, YT0 OBEMHO JHAYEHHE YYBCTEHTENLHOCTH B Habopax mia ¢oTo-
METPHYECKOID AHATHIA PARHO CPETHEMY APHEMETHYECKOMY IHAYEHHIO XOA0OCTOH npoful nawnc 3.
Coomeememeie xadufpamopa Kohmpoashony tafopamopnomy pacmeapy
B ToMm choydae, Korfda B KOMONEKT Habopa [EIOYEH KATHMOPATOR, He ARMAOIIHACA OTOENE:HBIM
KOMMEPYECKHM IPOIVETOM, 118 OpOEePER KANHDPATOPE HEODXOIHMO NPOBEIeHHe TeCTd Ha COOTRETCTRHE
ELTHOPATORG. KOHTPOALHOMY NaGopaTopHoMy PICTROPY AHATHIHNPYVEMOrD BELUIECTBA ¢ KOoHUeHTpaumei,
PAaBHOH KOHUEHTRAUHK K THORATOpA.
B oguu pag npobupor (o 5=—7 Wr.) sHOCAHT KoHTPOABHEH 1afopatopisil pacTBROP aHATHIMPYEMOrD
BEITECTRE, B APVTOH pan npoGupok (Mo 5=-7 T, ) — ERTHDpaTop. Mocie Yers TobaiTainT Hee KOMIOHENTE
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HAGOPA, MPEIVCMOTPEeHHBE HECTPYEUHEH N0 ero NPpHMEHeHHAID, H IPOEOIAT o2 HeoGXOIHM bIE TIPOUESIVPLI
OIPEdENEHHA B COOTEETCTEHM ¢ HHCTpYELHeH. TTocne 2Toro nasmepaT aHadedne CNT B Kool npobGapre
¢ KOHTPOILHEM Naf0paTopHEM PACTHOPOM H C KA IHOpATOpOM [APOTHE XOMocTol npodw. Cpenudee
aprifeTHdeckoe 3HaueHde O KOUTpONLHOID IadopaTopHoro PacTeopa W Kannbparopa onpeieifainT o
thopavae (9). KonueHTpaumio adaTHidpyeMort Beniectea anpenenmioT no dopsyae (10), OrHocHTEARHDE
PACKOAIE HHE MeXTY KOMESHTRAHEN AHATHANDYEMOTO BELISCTED B KOHTROILHOM Nab0RaTOPHOM PACTREOPE
€, , v B kambparope O, %, onpeneasior no Gopyyme

k-

O -
ex ~ Con o (14

DTO PACKORIEHHE HE JOHHO BLITE DOIee VEASAHHOID B HOPMATHEHOH JOKVMEHTAUHH Ha Habopkl
KOHEPETHOID BHIA.

Fecm Ha =omKpsMmUuer

[IpH NOCTAHORKE TECTA HA «OTKPRITHEY CMELIHBAIOT, KK MPapiI0, PaBHBe ODbEMEL KOHTHTEHOH
CRIBOPOTEH (NIA3ME Y H KOHTPOIEHOTS 1af0paTopHOrs PAcTREOR AHATHINDYEMOTD BELUECTEA ¢ MIBSCTHON
KOHUSHTPAUHEN WK e paBHEE ODLeME]l KOHTPXIEHEIX JadopaTopiel pACcTEOPOE OMPeIelteMors peie-
CTEA ¢ WIBECTHEIMM KOHLEHTpauHsvi. B cmvyae onpenenedms axTHEHOCTH epMenTon, KAk npaswio,
CMELIHBAIDT PARHES OOBeMEl CHBOPOTOR (TUTATM )} KORH YSM0BSKA ¢ HIBECTHEIMH AKTHBHOGCTAMK (eper -
TOR.

TecT Ha =0TEPLITHE: [APOBEAIAT B BOCLMH-02CATH NOBTopHOoCTAN. B ananmanpyesoil npobe onpene-
JBOT KOHUSHTPALHE HCCHeIyeMors BeliecTia (aKTHRHOCTE pepMeHTa) B COOTEETCTEMH ¢ HHCTPYELHEH
Mo OpUMEHEMHAID Habopa H CPABHMBAKT ee IHAYSHHE C PACYETHLIM no dwopeyie (6).

Pacxosnende He O0MxH0 ORITE DoJee VEATAHHOMO B HOPMATHOHON JOKVMEeHTAUHH Ha Habophl
KOMKPETHOM BT,

Fecwm Ha =tHHNEHHOCH bo

[IpH NpoBeleHUH ITOTG TECTa ORI TANT AHATHIAPYEMOE BEWECTEO (AKTHBHOCTE (epMenTa)l B
EOHTPOILH LY Ta00faropHLy PACTROPAN aHATHIHPYEMOND BRIUECTEE C KOHUSHTPANHAMM, OXBATRIBAIILHMH
B O0UTACTE IHHEHHOrD OnpedeTe M, MOCIe Yero CpapHMBIoT MONyYeHHLE SHAYEHHA ¢ TeopeTHISCKHMH
IHAMEHHAMME AHATHIHPYEMOND BEWSCTED (AKTHEHOCTH depMerTal.

TecT M «AHHeHHOCTE: [POBOIAT B GBOCEMH=IECATH MOBTOPHOCTAX M0 KAKOOMY KOHTPOALHOMY
TAGOPATOPHOMY PACTEOPY. B AHATHAHPYEMEIX 00PN OIPSIengioT KoNUeHTPALHID MCCIeIvesMorD peule-
CTEA (AKTHEHOCTE epMedTa) B COOTESTCTRHH ¢ HHCTPYEIMeH Mo NpHMEMeHo Habopl M CpanHipamT ee
SHAMEHHA © TeOPeTHYECKHMH 3HIYeHHAME 1o dopaiviae (7).

Pacxoosnenue He JOUEEHO NPEBRIUATE SHAYSHMA, VEAIAHHOIDO B HOPMATHEHOH Zo0KVMEeHTALHM Ha
HAGOPL KOHKPETHOTD BILIA.

Koahgbiwumenm sapiuaiun

Ama onpepenenns KoddebMUIReRTa BIpHALAR MOKHD HCNOAB3I0OEATE ATTECTORAHHEE KOHTPOILHLIE
CLEIBOPOTEH (I78388) ¢ HHAIKOH, cpegHell WM BRICOKOH KOHUEHTPAUMeH aHATHIMPYeMOro BelUecTBa
(AKTHBHOCTEID ephenTa), KOHTROIBHERE NabOpaTopHbie PACcTBOPLL ¢ MIBSCTHON KoMUSHTPAUMeH aHanH-
SHPYVEMOrD BEIeCTEA {AKTHEHOCTLE (RepAMeHTa) HITH 00 pasiL GHOMaTepHATA YeN0BEKA C FAPaHTHPOBEAHNG
ACKYMEHTHPOBIHHOH TOYHOH KOHUeHTPpAUHeH OnpeieTaeMory BelecTE: (AKTHEBHOCTE depyenTta). On-
perefne e Ko HIHeNTa BAPHALHHA NPOROOAT B BOCLMI-TECHTH NOBTORHOCTEY ITO AEYM-TPEM padTHYHLIM
KOHLEHTPALHAM aHATHIRDYEMOTD B2 WeCTEY {AKTHEBHOCTEM pepMedToR). BoCcnpoHIBoIHMOCTE [POGE P 0T
KAK 008 OOHOTO Habopa, Tak M U HabopoB OOHoE cepHMH M HadOopoB PAIHEY CepHil. Juaueiue
KoafupHUHEHTa BEAPHALHKE ONPeIenqgioT no popsyne ().

KoadubHUMeHT BApHaliE He IoCed OThL BONee YEATHHOND B HOPMATHEHOH OOKYMEHTILHH Ha
HAGODL KOHKPETHOMD BILLA.

Hdopyemumni pasdpor pezyabmamos npy napailesbnbx onpedeieniax odnoi
Hpofis parTibMi Halfopauu odioll cepui

Lag onpegeneHHA paibpoca peIviLTATOR MOKHO HCIOTL30EATE ATTECTOEIHH LIE KOHNTPRUILHLIE CLIRO=
POTEH (FEIa3MBl) © HHIKOH, cpemdeil WTH BECOKol KOHUeHTPAUHed AHANHINPVEMOrD BEIIECTRES (AKTHE-
HOCTLIO  epMenTa), KONTPpONLHEE 1af0paropHBle  PAcThOpLl  ©  MIGECTHOH  KoMueHTpanmed
AHATMIAPYEMOrD BRIIECTEA (AKTHRHOCTRID epMeHToR) WiH oDpaiihkl GHOMIATEPHAND YelOBeKD ¢ FapaHTH-
POBAHHO JOKYMEHTHPOBRHHON TouHol KoHUe HTRALHER ONPeIenacMoro BEUecTEd (AKTHEHOCTLID qepae -
Tal.

TecT NpOBOEAT B BOCEMH-ICCHTH MOBTOPHOCTAX M0 KLAIOMY OTIENLHOMY HAGDPY © HCNWIBIOBAHHEM
PEATENTOR M KATHOPATORA COOTEETCTRVIOWETD HaGopa. KoHUeHTPALMID aHANHIHPYEMOTO BEILECTRA {aK-
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THEHOCTL ibepMenTa) onpegenawt no dopyyne (100, Paibpoc P pesyneratop, %, npH NapaitenbHBx
OITPEe JeTe HHAX 0AHOoH npodsl PAHbLIMH HADOPAMH QIHOH CepHH BEMHCASIIOT 10 (PopMYIan:

E - E-\.'\. -
| %x’ TR {sesny Habopasu Me 1w 2);

%x 106} { mescny maGopamu Ne 1w 3): (15}
I

-
In

Oy

P —'L-—gv-c T {sesny Habopasy MNe 2w 3],

rae ), €, 1 O, — cpeaune  apupMETHYECKHE THAYCHHA KOMUEHTPALUWH AHATHIMPYEMOrD BeUISCTHD
{akTHRHOCTH (hepMenTa), NONVUEHHEIE [TPH ACTOILI0BEIHHH Habopor Mo 1, 2 n 3
COOTRETCTHEH MO,

AdonyeTHM el pasbpoc He 10/sEeH DRTE DOl YEAIAHHOID B HOPMaTHEHON J0KYMEHTALHH Ha HaDopsl
KOHEPETHOID BEOIL.

OnmUByeckas HAaoMEOcHE Yeemaoolpaaviowesn pacmaeapd

DTOT TECT HCTIOTLIVIOT NMPH IKCIH2PHME HTANLHON NpoRepKe KauecTia Habopon, NPpHHLHI onpeiens-
HHA KOTOPLIX OCHOEAH Ha 00OpatomiaiHH GKPALe HHOro coeqHHeH s, NOIRSpraeMons (pOToMeTRHPORIHMID.

[MpH BRIOOIHEHHH 3TOMD TeCTd (B NATH-CEMH MOBTOPHOCTAN) WisepaoT CMT upetoobpasyioiuero
PACTEOPA B COOTBETCTEHH C HHCTPYKUMeH no npiseHennn Habopa. Cpennee apudMeTHUECKO? IHAYCHHE
CHT onpeaenswoTt no gopsyae (9).

Ixavedde O He 10AKHO NPeBRIUATE SHAYEHHE, VEASAHHOID B HOPMATHEHOH DOKVMEHTAUnH Ha
HADOPL KOHKPSTHOMD BHIA.

Bpewmas docmuMelws VoemMolyuesx IFHOYSNED ORMUENECKON HAOMHOCH U
npi nposedentid Geemuol peaxuul

ZTOT TECT HCMOALIVIOT MPH IKCMNEpHME HTATLEHON NPoREpKe KauecTia Habopons, NPpUHLHI oipeiene-
HHA KOTOPLIX OCHOEIH Ha OGOPAI0EIHHH OKPALEHHOMD CORIHHEHHSA, NOAREPracMors (rToMeTRHPOBIHMID.

[MpH NPoBSIeHHH ITOMe TECTA NOCIE 3ARePUIeHHS BCeX NpoLeayp No Onpefeie i D AHLTHIHPYEMOro
BeLIECTRER (AKTHEHOCTH depMeHTa), NPEIVCMOTPEHHEX HHCTPYELHMEH No npaMeHe WD Hadopa, onpegens-
T Haderie OFT okpalle HHOM NPOIYVETA PeakiiiM, BEIIOYANT CeKVHIOMED H I8 HIMEPAIOT SHAYSHH
CHT vepes paBHBIe NPOMeEYTEM B TeUeHHe JAJaHHOMD DpeMERH J0 MOMEHTL JOCTHAEHHA TOCTOAHHOMD
sdauednd O Onpenegenie cieayeT NOBTOPHTE HE MEHEE TPEX PA3 M PACCUHTATE cpendee apuiseTHIeC-
Ko SHaYeHHe.

Bpema pocTHAeHMA VCTOMMHBLIX 3Hader i CHT e 1omeHo OeIThL Bojiee YEaIaHHoro B HOPMaTHBHOH
ADKYMEHTALMH HA HADOPL KOHKPSTHODO BHIA.

Hrumenehtie onmudeckold nRiomuocmu palfoyeso pacmaopa peazenmos

ATOT TECT MCIIOILIVIOT IPH JKCNepHMe HTANLHON NpoRepKe KaUecTra Habopon, MPpHHLHIT Ompeiens-
HHMA KOTOPRIX OCHOBAH Ha KHHETHYSCKOM MIMEPEHHH yMeHbLeHua avauedusa OFf B neokpaiie i EN
obpasuay.

MpH NpoBeNeHH ITORD TECTA, XAPAKTEPHAVIOWIEND CKOPOCTE ABTOOKHCIEHHA, HaMepaoT (M pabo-
HETO PACTHOR PEAreHTOR NPH KOMHaATHOH Tesnepatyvpe { 18—=23 "C) npn LTHHE BONHE W KIOBETE C ITHHOH
OITHYECKOTD IVTH, OPSIVCMOTREHHEY HECTPYEUHEH 10 MpUAeHSHD Habopa, cpasy Iocie NpHIroToRne-
HHMA YEAZAHHOTO PACTBORA W TPH Pa3a ¢ HHTepREaioM & 30 smun. OnpeneisoT cpenHes apudiMeTHUeCKoe
SHAYEHHE YMeHBIWeHUE OF] B 4ac npH KOMHATHOR TesMnepatype.

FuaueHue naMerenua O e 100HO NpeBLEIIATE IHAYSHHA, VEASAHHOMD B HOPMATHEHON JoKyMeH-
TALHH Ha Habophl KOHKPETHOID GHIA.

Mexghaaronnas sapuayus

B toM coydas, ecil B COCTARE HADOPA BEIKMEHL KOMITOHEHTRL ¢ OIHHAKOBEM COIEEAHHEM
AHATHZAPYEMOND BRlIECTeA (Hanpusep, 3 fiakoHa KOHTPOILHOTO 00Pasua aHalHIHPYeMOTD BELECTEA WIH
3 haakoHa KOHTRWTEHOH CLIBOPOTEW), HeOOXOIHMO ONMPencinT: MekRrmakoHHYI0 BAPHALTHID COO02 PHEaHH
AHATHMZHPYEMOND BELIECTRA ¢ HCMONLICEAHHEM AJeKBATHOM MeTOIHEM KOTHYECTREeHHOTS OpeleleHmns
HCCIEIVEMOTO BEMECTEA (aKTHBHOCTH depmenTa). OnpenseieHte NPOBOIAT B NATH-CEMH MOBTOPHOCTAN B
Easa0M aakoHe D18 KaKIoTD AHATHIHPYEMOTD BelUecTha (AKTHEHOCTH depMelTa)l, NocIe Yero pacciaH-
TRIBADT CPelrne apHpMeTHYECKHE SHAYEHHR 118 Kax0ors uakoHa No KaadosMy onpeiendesMony CoeIt-
HEHHIO,

12
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Jxavenye MeArakoHHOH BAPHALIHK N0 KAAI0MY ORISR MOMY COSIHHEHHED He J0/LKHO NPeBhl-
IWATE IHAYEHHA, VEATIHHOIO B HOPMATHEHOH JOKYMEHTALUMH Ha HaDophl KOHKPETHOMO BHIA.

OnucadHLle BELE METONB IKCNEPHMEHTANLHON NPOBEPKH KaUecTha HAGOPOR ANH hoToOMETPHUEC-
KOMo aHANK3A OTHOCHTCA K HaDopas ANA BEOOTHE HHA KOTHUYECTREHHEIX aHAIMIOR (HocneqosaHMii).

[Ipu npoBepKe KatuecTia HaGopon L8 KAYeCTBEHHOMD IIH NOIVEOIHYSCTREHHOID aHanr3a {ITo, Kak
OPABMIG, HAGOPE HHIHEATOPHEIX NOJIOGCOE) HCMGALIVIOT CHSIYIOWIHE NMOKASATENH: YYBCTEBHTEILHOCTL
CEHCOPHOTD MIEMEHTA HHAHKATOPHEIX MOI0COK, BPeMA JOCTHAEHHA cTAaDHALHOA OKPECKH CeHCOpHOro
WIEMEHTA, NPABKWILHOCTE OIPEIeIeHH AHATHIHPYEMOID BeIHeCTBEa, NMOMeXOVCTOHUYHBOCTE OnpelensHis
AHATHIMPYEMOrD BEUISCTEA K HATHYMED IPYTHX HHTephepHpyIIIHX coeanuertil. 1aa nposeneHds TecTon
HCTIONEIVIOT KOHTPOUIEHELE NafOpaTopHBie PAacTBOPEL ¢ PATIHYHBMH MIBECTHLIMH KOHLEHTPUHAMME HC-
CReAvesMono BelNecTsa, A TAKKS KOHTPOABHELE JaD0PaTOpHIE PACTBORL, COOSuEALIHE HIBECTHEIE KOHIEHT-
PALMM HCCNeIveMors Bellectsa M HHTepdepHpyvIoMy coenMHenil. CpapinBaloT OKPAcKy CeHCOpHOro
WIEMEHTE WHIHKATOPHLIX [OAOCOE € MOJAMA UBSTOBOMH IUKANE, COOTBETCTRYIOLIHMH ONPeIeIeH HoMY
CONEpAAHHRK AHATHIMPYEMOro BelecTRA.

424 HaGope O34 KOAFVAOMETPHYECKOrO aHANHIa

HaGopes 108 KoaryToMeTpHYeCckond aHaniia HCNoIb3yioT ANE OnpefeieHHa PalTHYHbIX ITApaMeTPOR
CREPTHBAKIMEH, NMPOTHROCREPTHEAKMLEH W (PHEPHHOIHTHYECKOH CHETEM.

DECTIEPUMEHTATEHAS MMPOBEPKA KAYECTEA 3THX HaDOPOR BENIOYACT B celd onpeleieHHe CaAeIvioLHX
nokKasaTeleil: pacTROPHMOCTE KOMIOHEHTOR, KOTHYECTHREHHOE OTIPpeleleHie AHATHIHPYVEMOTD MApaMeTpa,
OTEIOHEHHE IHATCHHE AHATHINPYEMOrD [MapaMerpa OT ATTECTOBAHHOTND IHAUYEHHA TOTO MOKAZATENN,
QVBCTEMTENLHOCTE, «0TKPEITHES , «THHeHHOCTE>, KOMMPHUHEHT BapHALHK, J0NYCTAMBIH paitbpoc peiyvik-
TATOE NPH NAPAMNeILHEX OnpeleIeH Iy oaHoil npobil pasHbiME HabopaMy 0IHOH cepuy.

Adna npopeiedHs ITHX TECTOR MCNOILIVIOT KOHTPEILHEIE Naf0OpaTopHBe PACTEOPLI ¢ HIBECTHLIM
IHAMEHMEM HCCIEIVEMOTO MAPAMETPA H KOHTPOALHYIO IUIAIMY € ATTECTOBAHHLIM 3HAMSHHEM B HOPMATLHOH
ofinacTH. Onpefefredde NPOBOIAT B TPEX-MATH MOBTOPHOCTAX. PacyeTHnle (opMyIL B OCHOBHOM He
OTIHYAKTCH OT TAKOBLIX, NPHMEHAEMBIX MPH IKCOEPHMEHTAARHON MPOBePKe KAMECTBa HADopon Ans
(POTOMETPHIECKOTD AHANNIA.

JUAYeHHA OMNpeleNdeMulX NapaMeTPOR CHCTEMB MeMOCTASA He JOUDKHEL NPeBLILATE 00 KOEIoMy
AHATHIMPYEMOMY MAPAMETPY IHAYCHHH, VEATAHHBIY B HOPMATHEHON DOKVMeHTAUHH HA HAGOPE KOHKPET-
HOIO BHIA.
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FTOCYIAAPCTEBEHHBIH CTAHAAPT POCCHHUCKOHW GDEAEPALLUHU

HABOPHI PEATEHTOB 118 KJIHMHHYECKOR JJABOPATOPHOM AHATHOCTHKH
MeToasl HCNLTARHIE

Eits of reapents for clinical laboratory diagnostics. Test methods

Jura meeaewan 2000 —07 —01

1 Obaacrs npuMeHeHHSA

HacTodiumi cTaniapT pacnpocTPpadaeTcd Ha HaDophl PeareHTos 108 KIHHHYeCKol nadoparoproi
AMArHOCTHEN (atee — Habopel) MpHPOIHORO HIH HCKYCCTEEHHOID NPOMCXOMISHAA, NpelHasHavyeHHLe
AT MPHMEHEHHA B MEIHUHMHCKOH N HAYWHO-MCCAEI0BATEALCKOH NPaKTHESE H HCOIL3VeMBE B KIHHHKD-
AHATHOCTHYECK WY, DHOXHMHYECKHY, HMMYHOIOMHYECKHY H MEHOOHATHOCTHYSCKHX Ja00paTopHay Melt-
UHHCKHX YUPesIeHHl Npe NPpoReIeHHH Mo0LY JHAMHOCTHYSCKHY HOCISI0BAHKN in vilro, a Tak#e Ha
COCTABHBIE YACTH FTHX HADOPOE, WM Iome yHEUHOMATEHOE METHUHHCKDE HAIHAYEHHE H HITOTO LT ML
OTEE TR,

CTaugapt He pacrpocTpadacTed Ha MeIHIMHCKHe HMMYHODMOIOTHUECKHE APeNapaThl, NpeIHaiia-
HeHHLIE A1 eneudgdrieckol npodiUEakTHEN, JHAMHOCTHEM B 1eYeHHA HHQeKIROHH LY, MapaiHTapiex
301 BAHNRA W ATIEPIHMecKHy COCTOAHMIL BAKUMHE DaKTepriiHLe H BHPYCHBIE, AHATOKCHHLL, HMMYHO-
CACOYIHHE HOPMATEHEIE H CHeMREHYECKHE, CLIBOPOTEY THATHOCTHYSCKHE H aHTHTOKCHYECKRE NeuedHEle,
GakrepHdodary AHarHocTHYeCKHe H fedebuo-npodmias THYSCKHE, npenaparts Hopadguops (Gudmmysmbak-
TepHH, cnopobakTepHy, GaKTHCYOTHT H AR ), HHTERDepOHE, UHTOKHHEL M OPYTHE GHOBOTHYECKHE MMMy =
HOMOOVAATOPGEN 109 CTHMVASHNHHN  AHTHHHQEKLUHOHHONS AMMYHMTETE, AUIepreHbl  DakTepHalbHBLIE,
FPUOKORLIE, MMHILEELE, DLITOBLEE, MENBICELIE M APYTHE, THAMTHOCTHUECKHE TECT-CHCTEMEL ATH HaMyHOodep-
MEHTHOID AHATHEE HHDEKIHOHHLIX H MAapaadTapHey 3a00ieBariil, IHAHOCTHEYMEL AHTHIEH LI, AHTH=
TENLHBEE, MHTATENLHEES Cpell (DaKTePpHATRHLE, BUPYCONOrHUecKHe ).

Hactoammil cralaapT YeTaHARTHEAET MeTOdk HCNBETaHHH Habopom,

Texuuveckue Tpebosannd K Habopam — no DOCT P 31085,

2 HopmaTHBHBIE CCHBUIKH

B HacTofAlesM CTAMAAPTE HCNOIBLI0BANE! CCLUTKA HA CReAyIoliHe CTaHIapThL !

MOCT E315=97 [NocvaapoTReHHAA CcHCTeMa ODecneyeHMsd eOHHCTEA HiaMepeHdil. CraniaprHie
OBPAIULL COCTARA M CBOMHCTE BEIUECTE H MaTepHanon. OCHOBHEIE MOMGKEHHA

MOCT P 51088—97 HabGopwl peareHTOR AMA KIHHHYecKol gabopatopHnoll auarHocTHkn, Oduime
TEXHHYECKHE YCIOBWA

3 Onpenenennn

B pacTodlies cCTAHIARTE NMPHMEHSINT CISAYIOUHES TEPMAHEL ¢ COOTRETCTRVIOIIMMME O peIeneHHAMH!

nabop: KoMAekT crneudaIbio NoaoipadHeX Peare ToR ( PEAKTHROR), COCTABHEIX YacTell B HHCTRVE-
LU IO CTPROEE e HHID AHELTH 38, NPedHASHAYEHH B LT8 O pedeIe i s in vilro oaHoTo KOHKPeTHOMD GelecTi
(HIH AKTHBEHOCTH depMenTa), HECKOIEEHY KOHKPETHRIY BeUeCTE (AN CVMMapHod akTHEHOoCTH depren-
TOR), & TAK®E ATA AeTekKUnH y4acTka redosa (DOCT P 510ER).

HOMIOHEHTH natopa: PeareH el (peakTHBE) M COCTABHLIE MACTH { TURAHILETE, CTPHIEL, NMPoGHPEH | T. 1.).
HCMONLIVEMbLIE MPH npoBedequy apanmia (MOCT P 51088).

Haaanwe sdummamsame
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IECIAYATAUEOHNAA JOKVMEUTANHA na Hadopsl: MHCTPYKUMHA o NpHMedHeHH Habopa, [DacropT
(FMOCT P 51088).

HMMYBOXHMHSECKAR ananmy: MeTon asanisa, OCHOBAMHENT HA O0PaTHMOM H HEKOELEHTHOM CRI1LI-
EAHHH AHTHIEHa ¢ aHTHTeR0M. C DOMOIEID HMMYHOXHMHOECKORD 3HATHE HOIeHTHQHUHPYIOT, 3 TAKKEe
KAUECTBEHHO, NOAYKOTHUECTREHHO WIH KOMHYECTREHHO ONPEIeigT AUTHIeHs ¥ aduTHTena (MOCT P
S1088).

antHren: BelnecTno, KoTopoe obpaTHMO H HEKOBAIEHTHO CEAZWMBASTCH O CNeuMiHYecKHMH LeHT-
pasi auTHTer {(TOCT P 310ER).

antHTena: benku, npooyvuupyvesble JusionrTasi B, KoTopRE MCNOALSVIOT LIE CBATRIBAHKA,
ofHapyseHdA MM onpenenediA antureda (IOCT P 31088).

PAOHOHMMYHOSOTHYECKER anamni: MeTol apanusa, ocHOBaHHLEI Ha IMMYHOXHMEYeCKOR peakunn
AHNTHIEHA CO CHeUHEHUECKHM AHTHTET0OM, NPOLROIHMON in VILED B TTPHCYTCTEMH MEUSHHOTD PATHOoHVIOTHAGM
aUTHrEeHa WK antuTeaa (DOCT P 310ER).

HasiyHodepmenTrbH ananna: Merod ananusa, oCHOBAHHBR Ha HMMYHONXHMHPYNECKOH peakluHH anTH=-
reHa <o creldHYeckns aHTHTENOM, MPOROIHMOH in VIlFD B NpHCYTCTGHH MededHors (epsMeHToM
COEIMHEHHA WK depsedTiapHcHMoro cyberpara (FOCT P S108E).

HMMyHOQIYOpecuenTHLA anaaas: MeTon adanuia. OCHOBAHHLI HA HMMYHOXHMHYECKON peaklvq
AHTHTENA CO CHelHWfHUecKdM aNTHTENOM, TPOBOIMMOH in vitro B NPpUCYTCTEHH dquivopecUeMTHON MeTEH
(FMOCT P 51088).

AMM VB EMLTHMEECC DERTHRH anamms: MeTon aHa e, OCHOBAHHBI HA HMMYHOXHM HUechoil peak-
LHH AHTHIEHA CO CHeumdMuIec ki AHTHTE10M, MPOBOIHAOH if vILFD B IPHCYTCTEH N XeMILTIOMBEHeC e HTHOH
etk ([OCT P 3108R).

HMMYEOXpOMaTOrpafesecknil ananma: Meton apannaa, 0CHOBAHHLIH HAa KOHKYPEHLIH Onpeleisemo-
[0 BELECTES H KOHEBIOrATA AHAN0ME ONPeIensgeMoro BELecTBd 3a CVOCTPaT Ha noiocke xposatorpaduyec-
koit Gysmaru (FOCT P S10EE).

MHEEPOANATHT HVKIEOTHIHEY DOCHEIoBaTensmocTel: MeTos aHannaa, OCHOBAHHELR WIH HA MpoLecce
CHeUHEHUeCKOTO YMHOKEHHA KOTMUYSCTEA MOCIEIVEMBIX YIACTKOR JeI0KCHPHDOHVEIE HHOBOH KHCTOTLI
CAHEK) i pubouvicteHHoBod KHcioTel (PHK), B TOM dHcie MeToooM nodusMepatdodl uenuoi peakinm
(MLUP) ¢ nmocaegyiomwed JeTekuMel CHrHATa, WiH Ha MPpasod JeTeKUHH CHIHAMOE, BOIHHEAOWIHY TP
rHGPHANIANHMH ¢ cHETeTHUeckHMH soraamu {DOCT P 5108E).

horomeTpHeeCKRil anama: Meton avannia, ocHoBaHHLIA Ha WIDHPATENLHOM NOTAOIEHHA HHpa-
EPaCHOro, BHINMOTD MW VIETPRiHOIETOROMD HAUTYVIEHHS MOMEKYIAMH ONpele eMor) BRIECTRA WIH ero
COSNHHEHHA © COOTBETCTRYIOUIMM pearentoM (DOCT P 3108%).

KOArvioMeTpHuecklid anammi: Meron apandsa cHCTesbl CBEPTRIGAHHA KPOBH, OCHOBAHHLIE Ha
pervcTpauny speMedn dwmGpuuootpasopanua (FOCT P 51088).

YYBCTEHTENMIGCTE: HammeHLines KodMIecTio AHATHIMPYEMOro BELISCTRa (MM AKTHEHOCTH depme-
Td, HIH KOMHA YYHACTED MEHOMA), ONPeJenaesMos ¢ MoMOWBID TaHHOrD Habopa.

cueumduunocTs: CnocolfHocTs JaHHoll avanaTHdeckol cucTemsl (Habopa) onpeledaTs TOILKD TO
BELECTRO (MAH AKTHBHOCTE (PepMedTa, MM YYACTOK TeHOME), A8 KOToporo 2Ta cHctesa (Habop)d
ApeIHAZHAYEHA,

s AHHEHNOCTE: OTEIOHEHHE ZHAYSHHA KOHUEHTPALMH ONPeIeIdeMony BeiecTeE (MM aKTHEHOCTH
fhepsenTa) OT TEOPSTHYECKOrD B IHANA3I0HS pabouny KOHUSHTRALH.

<OTEpHTHE: [IpoBepka COOTBETCTHMS 3HAMEHHA ONPpLleIfesMod KOoHUSHTPALHH BElLecTBa (WM
AKTHMRHOCTH (epMelTa) pacueTHOH BeaHYyHHe, MonydeHHiol myres CMEelIHBaHHA PABHBIN GOLAMOB KOH-
TPOAEHEY PACTEOPOE (KATHOPOBOUHEX NPoD, KOHTPXIBHEN CHBOPOTOK HIH DHOMOHYECKOrD MaTepHaia)
C YCTAHORIEHHOH KoHUeHTPpaHeH (HIHM AKTHBHOCTEE ).

KodpdEuHenT Bapaamnn: [loKkawmens BOCOPOHIBOIMMOCTH PeRILTATOE OOpelelelid, PacCUHTLH=
G KAK OTHOWEHME IHAYeHHA CpelHelty KRAAPATHYECKOID OTKIOHEHHA K CPEIHeMY apHipMeTHYEC KoMy
SHAYE M.

HETepeenT: KoHueHTPalHya aHATHIHPYEMOTO BEILECTEA, KOTOPad COOTBETCTRYET ONpedeneHHOH Touke
Ha KamHDpoBouHOM rpaguee.

4 Metoaw nHenwTaHHE

4.1 TMposepka KOMIIEKTHOCTH W COCTABNLIX YacTed nabopa

Npy noayvyenuy Habopa HeobioIHMO NPOBEPHTE!

= KOMIUIEKTHOCTE HADOPA B COOTBETCTEMH € IKCIUTVATALROHHON JTOKVMeNTaLHE M,
= BHEUIHHA BHI H COCTOAMME VITAKORKH Habopa M ero KoMOoHEHTOR,
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= HANHYHE MAPEHPOBEKH HAGOpa M er0 KOMOOHEHTOR W COOTEETCTBHE MAPKHPOBEH TpeboBammanM
HOPMATHEHOR JOKYMEHTALHHA,

EoMIOHEHTE HabOopa JoGEHEl BETE NOIBERIHYTE BRIVATLHOMY KOHTHLTR.

OCeMOTD KOMOOHEHTOR HADOR 3K TIOUASTCH B YCTAHORTEHHH COOTBETCTEMA MOKA3ATENel BHellHaro
BEHOA TPEDOBAHHAM HOPMATHEHON TOKVMENTALHM HA HAGOPL KOHKPETHRIX BHIOR

= ArPeraTHoe CoCToAHKe (TabneTka, Nopouok, asMopMpHas Macca, KHIKGCTE H T, 11.)]
OEPACKa;
MNPOIPEYHOCTL (A0 HHIKeCTeH ),
HAMHYHE MM OTCYTCTEHE OCLIKD MM XIONLEE (LUIA KHIKoCcTei);

= KOHCHCTEHLIHA.

4.2 DECHePHMENTAILHAA NPOBEPEA KAYCCTEA HADOPOR

DHCNepUMeNTAILHA MPOBSPKA KAYecTBa HAbopoBn J0/Ha OHTL OCHOBAHA M3 KOHTPOUIE KAMeCTRi
CHETEME] OOPEIeIeHHA AHATHIHPYEMODD COSTHHEHMA B HeloM MPHME HHTETEHO K HADODY KOHKPETHOND BHIAA.

HMomepuTensias annapatvpa, JaboparopHas Nocyia, SOIHPVIOLIME YCTpoicTBa, Bechl H OpVIHEe
APMHALNERNOCTH, HCMOLEIYEMEIE TIPH HCNLITAHHAX, TO/LEHE GWTE NOBEPEHE [ CODTHETCTERM ¢ Tpebopa-
HHAMH, MPETLEARTASMEMH K Aa00paropHoMy oDOopyI0Ba D,

B cavuae, ecnd oTEI0HeHHA JHadeHHid pH pacTeopon, BXOIALLIMY B COCTAE HabDOps, OT 3a0aHBIX
MOMVYT NOBARATE HA MPARAIBHOCTE AHLTHEL, HeolXoIHMO NPOBOIHTE KOHTPOIE pH pacTeopos.

Ofpaiie HAGOPOR NPEICTARTAOT HA HWCMBITAHMA [ KOTHYECTES, HeolXoIHuMOoM L8 OpOBE1cHHE TPEX
MICTHEDY AHATH B0 T COOTRESTCTEMK C TREDOBAHMAMK HOPMATHEAOH BOKVMEHTAUMA HA A0 KOHKPSTHOND BT

42l HaGope 004 HMMYHOXHMHYESCKODO aHANTHIA

4.2.1.1 Habopw 018 padiolid MyNOA0SHYECK OO0 NI

Ofwans paduogEmuadanocms MEYENOZO KOMAONEeRMa

IvaueHne o0mell pPAIHOAKTHBHOCTH KOMOOHEHTA, MEdeHHOro pagdoHviomoos (*1 mmm “H).
HRETHETCH OCHOBAHHEM LMH PAcYeTa HeKOTOPLIX OpVIHX nokazaTensil. Kpose Toro, onpegenenne oo
PANHOAKTHEHOCTH MO3BUIHET [IPOKOHTPONHPOLITL KOMHYMECTED NOCTAMIAEMOT0 MEYEHOT0 BELUeCTE.

PanmoakTHBHOCTE KoMIToHedTa A, kuinobexkepean (xbx), seuennoro "I, onpeiensior Ha JeHL
AACOOPTHIALHK Hadopa no dopsyie

PP (1
T 6= 1000

rog ¥, — CKOpOCThL CYETa NPodkl MEYEHOTD KOMIOHEHTA. WM MHH;
F = obluHi obbeM MeueHorn KoMIoHeHTa B Habope, oM’
¥ 00LeM APo0El MEYEHOrD KOMNOOHEHTA, BIATOH L8 HIMepeHHa CKOPOCTH cYeTa, oM7)
J = bR THEBHOCTE CYETE TAMMA-CYSTYHES, I0TH eIHHHILL
1

T Koo HLIAEHT TIEpeRnIa MMITYIECOE B MHHYTY B KANOGEKKePETH.

PaauoaTHEHOCTE KoMIToHeHTa A, KB, MedeuHoTo "H, OPeNeTHT Ha IeHb NacnopTHIALHE Habopa
no hopsyne

demt __k ()
ST Te0 g

rae N, — CKOPOCTh CYeTa Npobbl MEMEHOTO KOMITOHeHTA, HMI/MHH!
F— oBuHi obees MedeHOro KoMnoHeHTa B Habope, cu’;
¥ o— ofnes npofnl MedeHorn KOMINONenTa, BIITol T8 HIMepeHnsd CKOPOCTH CYeTa, CM';
F = whipekTHBHOCTE CcYeTa DeTa-CHeTYH KD, T00H WML

TR T KOMPOHLHENT MepeRnIa HMNOYILCOE B MEHYTY B KHNODEKKEePETH;

K — koadihuuHerT nonpankH Ha rawedne (OnpeiendorT IKCHEpHMeHTANBHO TTYTEM HIMepe s
CKOPOCTH CHETA 0DPasUOoBOre PaaHoaKTHEHOIO PACTEOPG TPHTHA B COOTEETCTBEYVIOIEH CLHH-
THWLUIALUHOWHOH XHMIKOCTH 00 H NOCIe BHECEHHA B Hee OTIPeJeNneHHOr0 KOMHYeCTBa PACTRO=
PEHHOMO MEYeHOro KOMOOHEHTA M KOMNOHEHTA, He COIePKALIers MeYeHOe CoeqHHEHHE),

Tomaaswan {ofwyas) paduoakmuenocmb, GNeCeNial & andluaupyesyio npolfupky
Aaa pacdera pala nokazareaed kKavecTsd dHabopa HeodXodHMO ONPLIeidTh: TOTAILHEYIO (oDuyvIo)
PAIHOAKTHBHOCTE { 7)), BHECEHHYIO B aHATHIMPYEMYID Npodupry. Ivadenne T onpeneianT KAk YHcIosoi

PEIVIETAT CKOPOCTH CHETA PAAHOAKTHRHOCTH, BHECEHHON B KAMIVIO AHATHTHYSCKYIO NpobHpKY.
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Adna onpeneaerda T s npoSHpEH BHOCAT KOMOGHEHT, COAep#amHi paiHoHykIdn, B obbese,
VEATAHHOM B HHCTRYVELHM 00 NpHMeded D Habopa, Nocne Yero J00anmsnT B MpodHpEH Bee KOMITOHEH TEI
HHEVRALHOHEON cpeakl B 00LesMe, YEATAHHOM B HHCTPYKLIMH NO IpHMeHeHHID Habopa; ueTpidyripona-
HE He NPOoRIBOIAT.

PamuoMeTpiin Kaatoid npobHpre OposoIaT b OTOSILHOCTH H ONpelendior cpegres apiiieTHUeckoe
HAueHHe W 3HaueHHe Kooddhuirenta papuaumi. JocToRepHOCTE COCUMTAHMHBIY HMIVILCOR BJOULEHA GLITL
g npeaenax -2 %, kosduhuument papHaunH cyeta T-mpob He JOTHEH NPEBRNUATE 3 %, HHTEHCHEHOCTE
cyera  aopEHa Oems e sedes TODNY @M/ MuH g noaydeHEd I0CTORSPHOCTH CHEeTA © NOrPeilHOCTHD
seHes 1 %

CrHeyuguuecky CRATANNIA pOOUOAKMUEHOCME (CHENUDUYECKOE CaXdIndan el

CreuHpuYeckos CRHSHBAHNAS ONPLIeNsnT ¢ NOMOIILED HYIeBOH KaTHOponod ol npodsl, T. . [IpH
HyNenoil KOHUSHTPALHHE ONpeIenaeMors neiecTsd.

JHAYeHHE CHE!.[H-I:I]-H"-IEEKDM CHASL R H M {]'I]"'.I'HHEI-LF[H.'!T TaEAES TCPMHH «MAKCHMLTLHE I:BHE-LTIIH'EI'}
BEBRIPAXAMNT B IPOLHCHTAX KakK OTHOIMEHME SHAYEHHAA padHcakTHENOCTH ob PedElla O HAIE BOH ]'FH'_'IIIILI;'EJ-IT|‘.'II]J.I!-{E.I.:'|.h

HI KOTOPOND MCETIMEHD SHaYeHne HecneUndHYeckl CoAtaHHOl palHoakTHENGCTH, K oblell paiHoak-
THEHOCTH 0Opaiia;

S 100, ()
rae 8, — CKOpPOCTL CHeTa B NMpobHpre, COAepHALTel HYIEBYVI0 KaTHDPOBOUHYI0 Npody, MM/ MHK;
T — CKOpOCTL CueTd TOTAMLHON PAIHOAKTHBHOCTH, BHECEHHOH B aHATHTHYECKYH npobHpEY,

MM/ MHH,

IHAYSHHME CIeUHHYECKOrD CEASHMBANMA 38T OCHORHYID HHRPMALHKD O TIPOTEKAHAM MMMYHOXH=
MHYECKOH peakiiid MexIy AHTHTEIAMHE H MEetueHbIM AHTHIEHOM B JAHHON CACTEME 048 PATHOHMMYHOIG=
rEYecKoro aHasnya. Ero pisede HHg MOoryT DLITE 00VCIoRNeHE Mpesle Beero HaMeHeHHAMH KoL HTRamHit
OOOHY KOMITOHEHMTOR B PeAaKUHOHHON CMeCcH B MY CROHCTE, OCoDeHND CPOICTEA M eMEOCTH CRAZH aHTHTeN,
VASTEHOH SKTHBHOCTH PATHOMHINEATOPA M erd NOBPeRIe HHe M, 8 TAKME WIMeHe HUAMI, MPOHCKoIAIIHMH
B0 BREMH XPadeHMA HOH OPpH HHEVDAuHH. Kpose Toro, Ha 3HaYeHHe CheimfHuYec Koro CoAsLIBAHNA MOTYT
OKAIATE BTHAHHE H APYTHE KOMITOHEHTE PEAKLHOHHON CMECH, VENORHA HHEVOALHH, 3 TAKHE NPpanHILHOCTE
BRIMOIHEHHA NpoUedyp cenapaunn. Jndoe jaMeTHoe oTIA0HEHHE 3Havenna B /7= 10 (Donee yem Ha
3 %) o7 oDLIYHO TONYUASMERY SHAYEHWH NPH BaHHOT MeTOIHKS JOEHO CIVENTE CHTHATOM O HAPYLUIEHHH
CTAHIAPTHEY VCIOBMIL onpeleledd 4 KAYecTRD COCTARMLIY YacTel vHadopa, a Takke OOJCKHD TIOCIYAHTL
OCHOBAHHEM K DOMOIHHTEALHOR npopepke nabopa.

IHaYeHHe chnenHdIecKore CEAILIEAHHA ONPEaeAnT CReayIoUIHM cdpaitom. B npobupry (E—10 wr.)
EHOCAT HYNEEVID KAMHDPOBOYHYID NMPpodyY | Boe KOMITOHENTEl PeakUHOHHON CMeCH, MOCHe Y£ro NpoBoaaT
BCE NPOUEIVPLL, NPSIVCMOTPEHHEES MHCTPYELHEH N0 NpHMeHEHHKD Habopa.

B wneane anavenne cneumHYECKOTO CRATLEAHMA JTOUDEHD OITh Guiko K 50 %. Yem Hume oT0T
NOKAZITENL, TeM MeHLIE PAIPEIlaIEAT CroCODHOCTE KATHOpOBOUHOR KpHBol HadOopa, NoCKOILKY
KATHBPOBOYHAR KpHBad GyoerT Gonee nonorod. [lpu puicokom Iuaueddn B /7= 100 yyBCTEHTEIRHOCTE
Hadopa YEEIHYMEIETCH, HO «pabodHils OTpesor KaHDPOBsUHOH KPHBOH VMEHLLIAETCH.

Hecnequgruyecky cogzanias padiogkmudiocimts (hechedubliyveckoe cagiwaaniel

Hecneunirueckoe CBAILIBEIHHE — 3T0 HecheuWfpHueck CcBAZAHHAH PAIHOAKTHEHOCTE B obpasue
OpH OTCYTCTEMM CIeUHHYeCc KUY aHTHTEN.

Onpenenetie HAUeHHA Hece UMMUeckorD CEAILBAITEA 18T Mpesde Geeny WidhopsMaumm of aduber-
THEHOCTH HCIWILIYEMOND SEeTONa CenapaldHd CceoloIHoi B chazaHHol fpakuHi ¥ o HecneuHdHyeckon
TINBATE CHODOOHOTO PATHOMHIHEATOPA B CcEAsaHHON dpakuur. NMpyuyrasoi Hecneunfiueckoro CEAILIBAHHSA
Apeale POers AATASTCA HecTie Hdiiiuackan cophUHA CBODOIHOD PAIHOHHINKATORA Ha CTEHKAX NPoODHPOK, Hal
NOBEPNHOCTH GCadka M copbeHTon. KpoMe TOro, HeCnelHgHYECKoe CEASMEIHME — 3T0 BIHAHHE NepekpecT-
HEIX PEAKUHE B OPHCYTCTEAA JHAOMHHLX aHTHTET B aHLTHIHpVeMBX 00pajiay ¥ poaaeiicTeRe HeKOTOPRLIX
Hecneuaduuecknx pakTopon BCASACTEHE MY MPHCYTCTENA B aHLTHIMPYeMBIX 00pasLas.

[lockonbey HecneuHipHYeckoe CRAILIBAHKE — OOHa W3 GCHOBHEX NMPOOIes padHoRMMyHOIOIHYeC=
KOO AHATHIA, er0 HCCIEN0BAHME W KOHTPOME BRKHE H Heobxonumer. [Tpr 21oM Hauenue Hecneumdiu-
UECKOMD CEATLIEGHMA HeQbXOIHMO BRIMHTATE M3 IHAYEHHA NONYUeHHLIX PAIHOAKTHBHOCTEH L8 BCex
KATHOPOBOMHBIX TIPOD.

Hecneurpuaeckoe CEAIEMBAHNE OAPSILNSIOT CALIVIOUIHM oDpazon: B IpodHpKH (3= 10 Wr.) BHoCAT
HYASEYID KATHGPoBOYHYI Npody (HaH 1odyio Kandbposodiye npody, WiH CHBOPOTEY KPOBH YeloBeKa)
H Bog KOMNOHEHTE HADGPE, NPeIveMOoTPeHHLIE HHECTPYEUHER MO Mo NMPpUMeHeHME, 33 HCE0Ye HHEM
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AHTHCLIBOPOTEH (AHTHTEN). 3aTes MPOBOIAT BCe [pOLedyphl, NP2IveMoTpeHHLe HHCTPYKLHEH no npume-
HEHHI HaDop:a.
3uavenHe HecnelMpryeckoro ceAiuBanna 8, %, paccuuTRBawT no dopMyne

B o= = = [ (4}

H

e ==

rae 8 — CpeaHes apUipMeTHYECKDS SHAYEHHE CKOPOCTH CHETA B OTISILNEX MpodHpKax, HMIL/ MHH,
I — cpeanee apudMeTHYECKOE SHAYEHHE TOTAALHON PATHOAKTHBHOCTH, HMIT/MHH.

FHaYeHHe HECTIELMPHYECKOTO CRAILBEAHHA T0EKHO OMTE He Gonee 5 %,

[Ipy HCOoIEIoREHKH TREPIO]AZHOr0 MeTOma SHAYeHHE HeCnenMdHUSCKOrs CRAILIEIHMA He onpele=-
JLTHT,

CoomBolende cROopocmell cdeMa KaAuOposodisy Hpold

Jna oueHKH NpaBIBHOCTH PADOTEL CHCTEMED T PagioHMMYHOIOTHYSCKOMD AHATH R HeoDXoammMo
APOEOIHTE ONPeJeleHe COOTHOWEHMA CROPOCTEH cueTa (MMN/MHH) KanHbpopodHEX npod. IHaveHHA
CEOPOCTEH CYETa KaTHDPOBOMHELX NP0 MOCyT MMEeTE: DRAMYID BEHCHMOCTL OT KOHUEHTPALRH AHATHIH-
PYEMOro aHTHIEHA (MM auTHTen): &, < ... < 8 (COMIBHY-BAPHANT)., WOl obpatHy: & > ... > 8 .
(METOA KOHEVPEHTHOID CRISEIBAHAR ).

Coomiauentie cRopocmed cuyema Kaiudpoaounbx npol ¢ MOKCHMOIbHBEMN i
MUENBMAAOHEM codepMaNiesM aumizensg favmuimes) u kasudposoywold Rpolds, We
codepreaiiel aNMEZEN [aNMURTEAd)

HaraoH kaaudposodHol KpHBof B JaHHOH TOYKe ART4eTCd O0HHM 13 PakTopos, KoTopeid onpege-
JEET PAIPellmoIYIO CoCoBHOCTE U TOMHOCTE CHCTEMEL 114 HIMEPEHHA COOTBETCTEVIOEH KOHLE HT3ALHM
AHATMIHPYEMOr0 AHTHIEHA. IHAMEHHE COOTHOLEHHA CKOPOCTEH CcyeTa KatubpoBoudol npobn ¢ MHHH-
MATLHBEM COAEPAAHHEM AHTHTEHa H KanHDpoBouHOH npobil, He cogepxamed aurured [(8 —8 /(8 —
— B yx 100], MoKeT BIMATE HA IHAYEHHE HYBCTAHTEALHOCTH CHCTEMLI 048 PALHOMMMYHOJIOTHHECKOTD
aHATHEL. CoOTHOWEHHE ¥e CROpOCTel cueta KanHGpoBoUYHON npobhl ¢ MAKCHMANBHBIM CONEaHHEM
AHTHTEH2 W Kaaubponovuol npobe, we cooepaawedt aururen [(8,, —B8.)/(8,—B8) = 1], xota u He
OTPHKAET PAIPEUEAOUYID CHOCODHOCTE OTIETLHBX YHACTKOR KAMHDPOBOYHOND IPpapHKs, 0IHAKD SRIHETCH
OIOHHM HI MOEAKITeTed CTAdMIBHOCTH CHCTEMEl ATA PAIHOMMMYHOIOMHYMECKOTD AHANHIA NPH CPaBHeHHM
PATHLIX HADOPOR GOHOH CepHE B HADOPOE PRSHEX CepHil

AonycKaeTed OnpeielaTh COOTHOWEHHE CKOPOCTEH cueTa KaanoposouHoll npobEl © MHITHMATLHELM
COOEPAAHHEM aHTHMEHA H KATHOpoBOYHON NpodLl ¢ MAKCHMATLHLIM CONepXAHHEM aHTHreHa [( 8, —
—B W8, —8.) = 100] 0 cooTHowenHe CKOpOCTeH cueTa npeinocielredl KATHEPpOEOUHON Npobu (B )
H KATHOPOBOYHOH Npode ¢ MAKCHMANEHBEM COASEAHHENM AHTHIEHA Etﬂup—.ﬂ;djftﬂum—ﬂu} = 1.

Yygcemaeumeabnoomb

FHavenne YYBCTRHTEARHOCTH ONPEeIenaoT CAenyiilpyM odpaiom: o npodupri (8—10 wr.) BHOCAT
HYNenvio K IHOPOBOYHYID NPoDY W BCe KOMIOHEHTR Habopa, NpeoycMoTpeHHesle MHCTPYELHE Mo ero
ApMMEHEHHID, MOCTE Yero NpORoIAT BCe Npoueaypll onpetenermtn. Ha ocHoBIHEN MOIVUe LI M HEX
BRIMHCAAKT CpedHee KEAIDATHYECKOS OTEIOHEHHE o No (popMyile

T8, -BY (5)

rog 8, — sHaveHHe CKOPOCTH CHEeTd MEYEHOrD COBIHHEMHA HKAXIOTO HIMEPeHHA B npobHpeax ¢
_ hyaesod kaaubpoBouHol npobol, KM/ MHH,
B — cpenues apepMeTHUECKDS JHAMeHHEe CKOPOCTH CUeTd MeMeHord CoedMHeHMa B NpodHpKax ©
HYVIEEOH KaTHOPOBOMHON npobol, MM/ MHH
L — aHaK cYMMHPOBANKA,
A o= HHCAO GIpeseie i,

Ha ocH opIMHaT KaiubpoBoMHOre rpaubka oTEIANLIBAIOT JHadeHne (8,—26) — ecniu NpHMelsoT
APHHLKA KOHKYPEHTHOM CRAIKBAHHA, Wik {8+ 20) — ecan HCnoiLiyioT COHIBHY - EAPHART, W3 NOaIy4eH-
HOH TOUKH NpOEQIAT OPaMyIo, NAPTIEIEHYIO OCH alCUMCe, A0 NepecedeHil ¢ KATHDPOBOIH B M kon;
HT TOUKH Mepeceds A OMyCKADT Mepre MKy p Ha oc L abeuMec.

CODTRETCTEVEDLLAA JTOMY 3HAYEHHIO EKOHUSHTPAUMA XAPAKTEPMIVET 49YBCTBHTEILHOCTL, KOTORYD
CheaveT BuPAEaTh B IHAYeHHAX KOHIEHTPRUME aH THIHPYEMOrO BelUecTRa.

IHAMEHHME YYRCTAHTEALHOCTH 3ABHCHT OT KPYTHIHE EamHbposounore rpadika B oliacTH HHIKHX
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KOHUEHTPAUKUA, OT TOUHOCTH OTNpefefe A HyIeBod KanHGposoaHol npodel, oT KOHCTAHTE 3CoOUMAIHH
crietMdHYecky aHTHTe] (dYes OONBLIE KOHCTANTA aCCOUMALHH, TeM UVBCTEMTELHE: CHCTeMa 1T
PATROHMMYHOANANHEA ), 3 TAKKE OT JHAYEHHA COOTHOIMEHHA CROpOCTell cueTa KanubpoBouioil npode ©
MHHAMATEHBIM COOSPRIHHEM ONPEIeideMoro AaHTHIEHA H HYIER0H KaTHDpoBod ol npodE.

Tecm Wa somEpWmuyes

[Mpy NOCTAHOBKE TECTA HA «OTKPRITHE» CMElUHBAIOT, KAK (PGB0, pasHiae oDbeMbl KOHTPONLHOR
CLIBOPOTKH {Mazsi) ¥ EATHdposoyuol npodel. Buecte EOHTPOALHOR CRIBOPOTEH (ILIE3ME) MOXHO
HCIIOTL30BEATE KATHOPOROUEYIO MPODY ¢ MEHHMATEHON KOHLEHTRALHEeH onpeleNfaeMors BEUecTRa.

TecT Ha «0TKPEITHE: (OF, %, NPOBOIAT B BOCLMH-IECATH NOBTOpHOCTAN. B wccnenvesoill npoGe
OMPeleanT KOHUSHTPAU M AHATHIHPYEMOID AHTHIEHD M CPABMHBAIST €€ JHAYEMHE ¢ PacueTHLIM [0

thopayie

s
O = EP w100, (6}

T

rie E'EF = TOUIVYEHHGE 10 KATHOPOBOY HOMY MpafEry (NPpakTHYeCcKoe ) SHAYEHHE KOUUEHTPALHH aHATH=-
IMPYEMOID AHTHIEHA B HCCTeIyeMoi npobe;
€, — pacdeTHoe (TEOPeTHYECKOE) IHAMCHHE KOHLUSHTPRLUHMH aHTHIeHa B HecneayeMol npobe.

FHAMCHAS =OTKPLITHA* JOULEHO HAXOIHTLCA B npeneaax 90—110 %.

TecT Ha «OTKPLITHE: ARIAETCH OOHHM HI OCHOBHEIX T8 PelieHHA BONPOCA O CNEUHdMIHOCTH H
ApABHILHOCTH MPOBETeHHA AHATHIA. BadnocTs JaHHOID TecTa Jaki0MaeTCd TAKHE W B TOM, YTO [OpH ero
NOCTAHOBKE CPABHHEBAINT, KAK BIAHMOIS HCTRYIOT SHATHIHPYEMEIH AHTHIEH, HAXOIAIHACA B Hocaeave Mol
npobe (HANPUMER, B KOHTPONLHOH CHBOPOTKE WIH IUIA3ME ), H AHATHIHPYEMBIH AHTHIEH, HAXOOAWMHACA B
KATHDPOBOYHONR Npede, ¢ auTHTeaoM. ECiH oMM BIanMOIeHCTBYIOT MO-pasHOMY, 9T0 HAIMBASTCA «MaT-
PHECHEM HiMpeKTOM:, TO MOARTHIOTCA CHCTEMATHYECKHE OUIHOKH 1 HENOCTOAHCTED Pe3yIbTaToB Onpens-
TEeHHA.

B cayuae 3kCnepyMeHTAIEHON NPOBEPKH KAYECTHA HADOPOE, MPeIHATHAYSHHLX 018 oMpeleneHns
AHTHTEHA (AHTHTE) B CYNHX MATHAX KPOBH, TECT HA «OTKPLITHE: HE TIPOBOIAT.

Fecm Wg =1HNETHOCH b

STOT TECT IARIOUYAETCH B OCIel0BATEe ILHEIN paasele HHAX KATHOPOBo I HOH Npodil © MAKCHMATBHOH
KOHUEHTpAUMeH aHTHIeHa HIH KOHTPOABHOH CRIBOPOTEH (MAa3MBL} ¢ BRICOKOH KoHLUEHTpauHeH 2Toro
aHTHreHa B 2, 4, 8 H 7. 4. pas (BOIMOEKHE W IPYTHE NPGIOPHHE PAIReISHHA) © NMOCISIVIOIUHM CPABHEHHEM
MOAYYEHHEX PeIVILTATOR C OMHIAEMBIMH APH JITHX PaiBeleHHAX KOHUSHTPALHAMH AHATHIHPYEMOro
AMTHreHa. PaipegeHns DONKHL GLITE BEOOIHEHL C TAKHM PACYETOM, UTOOE TECT OXNBATEIELT BCE VUACTEH
KATHRPOBOMHOMD MPapHEa, Mo3TOoMY HAPHIY ¢ MAKCHMATLHOH KAHOpoBoUHOH Npodoi MOMHO HCTIOIL30-
EATEL KATHOPOBOUHELE ApoDEL cO cpenHed M 1a%e HHIKOH KoHueHTpauMel aHATHIMpYeMoro sewectea. dusa
PAIBENEHHA CASNVET HCMONBIORATE HYIEBYK KATHOPOBOUHYIO NPOGY HWIH CRBODOTKY (MUIAIMY) KPOBHM, HE
COOEPEALYI0 HCCAeaveM LIl aHTHTEH.

Tect Ha «muHelinocTss T, %, NpOBOIAT B BOCEMA-1ECATH NOETOPHOCTAX. B anaaninpyemux ofpasuax
OMPENET T KONUIEHTRALHID HCCISIVeMOrD aHTHIEHA, YMHOKAKT Ha KOMMPULHEHT paiBeJcHMa ¥ Cpak-
HMBAKT 8¢ IHAYEHHE C PACYETHEIM No opsyne

&
= (7
A = « L,

T

rae E'nr, — MOAYYEHHOE 110 KATHOPOBOY HOMY padey (NPpakTHYeCKoS ) 3HaYeHHe KOHIEHTPALHH aHATH=

IMPYEMOrD AHTHTEHA B HCCTeIVeMBIY npofax;

C, — pacyeTHoe (TEOPETHYECKOE) THAYEHHE KOHUSHTPAUHKE AHATHIHPYEMOrD AHTHIEHA B HCCIEny-
MBI MPOGK.

FHAYEHHE aIHHEHNHOCTH» DOUDKHO HAXOTHTLCH B npegenax 90— 110 %.

TecT Ha «IHHEHHOCTEs BARMEH TeM. YTO MOIBOIAET MPOKOHTPOSTHPOBATE, HACKONLKOG [PABHILHO
KATHOPOBAHE! KATHOPOGEOUHEE MPo0E 0THOCHTENLHO Apyvr apyra, [pu pazeeae iy oaHod kanubpopoaioi
Opobel WIeT cpapHeHHe 3Tod npobikl © KOHOpoRoYHBME OpoDasi, DIHIKHMH 0 KOHUEHTPAUHH K
AOMYVYEHHEM PETVABTATAM,

TecT Ha «MMHEHAHOCTE MOIBMIACT YCTPAHUTE CHCTEMATHYECKHE GIIHBKH, CBAIAHHLIE C PALTHYHOR
CNeUHMHIHOCTED AHATHIA, HA KKA0oH CTATHA KLTHOPOBKH, A TAKKEe NOIBONAST OUEHHMTE NPABHILHOCTE
PADOTH CHCTEMB IUTH PATHOMMMYHONOTHYECKOID AHATHA Ha BCEX YYACTKAY KaTHOpoBovHOoro rpadwika,
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B covuae 3eCepHMeHTAILHON NPoBEPEH KadecTBa HAGOpPOoB, NMPpeiHasHAMeHHBY 008 OnpeaeissH
AHNTHIEHA (AMTHTE) B CYXHY MATHAX KPOBH, TECT HA «NHHeHHOCTE: HE TPOBOIAT.

Koadhagve i e w6 e 0L i b

[Mpu onpeteneyiy KOMPHLIMENTE BAPHILHY COSAVET HCIOILINRITE ATTECTORAHHER KOHTPOILHLIE
CLIBOPOTKH (MIATMBL, CYXHE MATHA KPOBH) € HHIKHM, CPeIHMM HIH BEICOKHM CONSpaaHMes alanHIHpy-
EMOTD ANTHTEHA. KOHTPOIL BOCOPOHIBOIRMOCTH NPOBOIAT § BOCEMH-IECIHTH NOBTOPHOCTAX. Bocnpons-
BOOMMOCTE TPORSPAINT KoK AT OIHOND HAGopa, TAK o 7 pasHLX HaDOpos oMol cepri B Habopon
PAIHLIY Cepuil.

3uaverne xoxphHUHedTa sEapHaunn K &, %, onpeneaaoT oo qopymyne

ﬂ -
E(C-C,F (8)
[ Ly e
O n—1

e €, — 3SHAYEHHE KA I000 WIMEPEHHA KOHUEHTPAUAW AHANHIHPYEMOTO AHTHTEHA B KOHTPOANLHOMN
CRIBOPOTEES,
T — cpeavee apudMeTHYECKDS THAYEHHE KOHLEHTPALHA AHATHIHPYEMOTD AHTHTEHA B KOHTPOE-
HOT CRIBOPOTEE,
T o A CYMMHAPORAHHA]
A= WHCI0 OIpenete .

BocnpoHIB0IMMOCTE pesvILTATOR CUHTAOT VAORIE TEOPUTEILHOM, ecliH anaverne A8 He NpeBsillaeT
% npv npoBeIeHHH AHATHA B GHOJOrHUECKHN XKHOKOCTAX # 15 % — npo npoBeeHHyd aHaTHIE B CYXHX
AATHAX OHOTOMHYeCKHE K HAKOCTEi.

Hiimepcenm

FuaueHHe HHTEPCENTA ONPEILNAINT N KATHEPpOROIHOMY rpadHKy, NMOCTPOSHHOMY B KOOPIWHATAX
logit—log (Ha 0CH OPIHHAT OTEIANLIEIOT IHAYSHHE COOTHOIUEHHA CKOPOCTeH cYeTa KaNHBpoBOYHLIX [poD
— B W nynepoll kamuGposouHoil npobs — B, a Ha ocH abcuMes — IHAYeHHe KOHUSHTPALMKA AHTHISHA B
aorapideHueckor Maciutade ). Ecnon pabora Halopd 0CcHOBIHA HA MPHHLMITE KOHEYPEHTHOND CBAILBAHNA,
TO HCOOLIYIOT cooTHoweHwe &, A8 = 100, econ Ha NPUHUHNE COHOBHY-BAPHAHTA — COOTHOIIEHHE
(8 ~B )8, =8 100 3HaueHHe WHTEPCENTA BHIPAKAWT B TEX e eIHHWUAX, 4T H IHa4YeHHe
KOHLUEHTPALMKR AHATHIHPYEMOIT aHTHIEHA.

[IpH KoHTPOIe KAYecTBa HADOPOon LN PRIHOMMAMYIOIOTHUYECKOTD AHATME ODLYHG OJEIYETCH
TPEMA THAYCHHAMM HHTepcenTa — 20 % (23 %), 50 % n B0 % (73 %), xOTA AONVCKAKTCA W ApyrHe
EIpHAHTE. OTpelok KAnuGpopoyHoro rpadmia, orpadsueH sl amaueHuasyd 20 % 1 80 % nutepcenTa, —
ITO =patoYHis OTPESOR KanHGPoBEOYHONe rpadika, SEIAIOIHACE HARDOAee YYECTEBHTENLHON ero YacThio.
Fuauenne ) % uMTepcenTa IWDKHO e#aTh Ha CaMoi KpyToi 4acTi KaanbpopoaHoro rpadika B A0KHD
COOTHETCTEORATE OOHOH H ToH e Cpearel EoNueHTPAlMH AHATHIMPVeMOrs aHTHIEHZ B Mpegenax
VCTAHOETEHHEIN KomeBanuil.

JHAYEHHA WHTepCeNTa OTPARAINT CTADMILHOCTE KOHUSHTRALMN alTHICHA B AHATHIApYe Mol npobe
E TedeHHe LIHTEIRHOMD BReMe N, 3TH JHAUSHHA He J0THHE B DONLIWGH cTeneiy BapLHpOBATE OT HADOR
E Habopy Mo Hadopas KOHEPETHOM BHIA, TAK K3K OT ITOr0 SaBHCHT J0CTOBEPHOCTE NOTYHaeMbX B
EAHHHYeCKOH NPAKTHEE peivILTAaTOR O HCOONLIoERHHN HAGOPOE PAIHEIX CEpH.

Kownygenmpanid aualti2dpredoso anmuselid & Konmpoisiol cWgopomEe (Hagime,
CVEOM HAMNE Kpoeu)

Lna npopepkl OpaiWiEHOCTH {I0CTOREPHOCTH ) ONPLIeNeHid YEASAHHON KOHUEeHTRRIMH HCNOLIY=
T METOM, OCHOBAHMHEG Ha NpUMeHeHHH KOHTPOILHBLIX CLIBOPOTOK (IUI43M, CVXMN MATed KpoBd) C
HIRSCTHON KOHUSHTPAUMEH AHATHAHPYEMODD AHTHIEHA, KOTOPLIE M0 COCTABY H OCTAMBHBIM CROHCTBAM
AOEEHEL DRITE HauDOonee SIOMIKH K odpaiuaM adalHIHpyeMoro Marepdana (B0 H30ekaHHe «MaTpHECHOrD
whipexTas ). HaGophl A8 pagdois My HONOTHYes Koro aHaTHIa, KK NPasio, KOMILIEKTYET KOHTROUEH BIM
CLIBOPOTKAMK ¢ MIBECTHRIM COIepEaHHes aHaTHIHPYEMOTrD auTHIeHa. CpanHe HHe NOIyYeHHON B peiyih-
TaTE OAPeIeleHd M YEATAHHON B DacopTe Ha Habop KOHLUEHTPAUHHE MOIR0IAET OUEHHTE OOCTORE PHOCTL
(MPABMNLHOCTE) €2 ONpeleleHi] KOHKPeTHEM HADOPOM A PaIHoH MM YHOTOMHYECEOT) aHATHEA.

42111 Haffopw dag uMMymopaduoMempuueckose anaiuia

DECneprMeHTANLAAA MPORSPKD KAYeCTEd ITHX HaDOPOn BEIOUAST B cebd onpeJeieuie cleIvio-
WHx nokazarened: obwan pagHOAKTHEHOCTE MEeYeHOrD KOoMOoHeHTa — no Gopsyae (1) wax no
tpopsyie {2} ToraneHas (odwad) pATHOAKTHEHOCTE, COOTHOWEeHHWE cRopocTel cueTa KanubpoBoYHBIX
npod: & < ... < 8, . CKOPOCTE CUETA B KATHOPOBOYHON NMpode, He colgpaalleid auTHreH (aHTHTENa);

bl KO Y

OTHOIWIEHHE CEOPOCTH CMeTa B KalaopopovHol npobe ¢ MakCHMANBHBEM COIepsaideM aHTHreHa K
7
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TOTANLHOH (0f1e i) pAIHOAKTHEHOCTH, «OTKPLITHE: — 110 fopayne (6); snuneinocTes — no gopayiae (7))
KoadehHUMeHT BapHauri — 1o Qopsyiie (8); HHTepCenT, EOHUSHTPANHA AHATHIHPVEMOrD AHTHTEHA
(AHTHTEN} B KOHTPOAEHOH ceBopoTke (mnaime). [Mpu onpeagieHuH YYBCTEBHTEILHOCTH PACCUHTHBAKT
IHAYEHHE CPeIHerd KBANPATHYECKOrD OTKIOHEHHA (o) — no dhopMyie {(3), moche Yero Ha ocH OpaHHaT
KATHOPOBOMHOND rpadHea oTEIAILBAKT IHAYEHHE I{ﬂiﬁ'lﬂ} H M3 3TOH TOUKH MPOBONAT MPAMYLD, [apai-
JENLHYIO OCH adcIMoe, A0 MepecedeHtd ¢ KannbpoBoYHEM IpadHEoM; H3 TOYKH Mepecede HHA OmyCKaKnT
NEPNEHOHEVIAP Ha OCL afCUHCC — COOTBETCTEVIOIAA 3TOMY IHAYEHHID KOHUSHTPALMA XapakTepHiyer
UYBCTEMTENLHOCTE.

4212 Haffopw dan wnmuMynofepuenmpozo anagauia

DECTIEPUMEHTTEHAA MPOBEPKA KAYECTRD 3THX HADOPOR BEIOUAST B Cefda Onpene/eHMe CleIyimHx
NOKATATENEH! COOTHOMEHHE ONTHYECKMX ToTHOCTER { OT) KaanGpoBOUYHEIY NpodH: (O = =i
MpH HCMONBEIOBAHHH METOAA KOHKYPEHTHOIO CRATMBANMA, CMI, < . . . < Off, = — npu coHIRHY-BapH-
auTe); cooTHolwede (N kaaubpopoyr ol npobil ¢ MHHHMANEHEIM COOepEaHHeM AHTHIEHA H HYIeBoH
rambGposounol npobu (A1 SO0 = 100, coothowenne (U kaanbporounol npoditl ¢ MaKCHMANL-
HEIM COOEPHANHEM AHTHTEHA W HyTenol Katubponounol npobe (OFF SO0« TO0); sHagwenwne Off n
KATHOPOROYHOH Apode ¢ MAKCHMATEHBIM IHaveHHesm O, YYBCTEHTENBHOCTE — ONPEeIeTdoT JHAYCHHE
g no opuyne (3}, Nocoe 4ers ocTalbHBE pacuyeTid BeayT Tak, Kak yeazano 6 4.2.1.1; «0TEpLITHE: —
no gopMyie (6); «aHHeAHOCTE — no dopyvyne (7); koodduumenT BapHanmy — no gopwyvae (B):
HETEPCENT, KOHUSHTPALHA AHAMHIHPYEMOrO AHTHICHA B KOHTPOILHON chBopoTke (naasse). Jdomyc-
KdeTcsd onpeielars cooTHowenne N7 kannbposoudold npodie ¢ MEHAMATEHEM COIEpHAHMEM AHTH-
reda W KaaubposouHoll mpodil © MAKCHMANRHEIM colepxaddes amturewa (OMF, SO0 o 100} »
cooTHowenue CUT npeanocieadeid kanubposoudol Npodsl ¥ EUTHEPOROY MO MPotEl © MAKCHMAILHLIM
conepaanmes antureda (OFF SO0 o= 100).

4213 Hafopu daa wnwmumynodavopecyeimuosoe anaiira

DECNEPHMEHTANLHAA NMPOBEPKD KAYECTEA ITHX HADOPOE BEAIWAET B Cels ONPeIeieHHe CIedyio-
WHX TIoKazaTerell: CcOOTHOLNEHHe HWHTeHcHBHOocTel duivopecuenuun (M) kammbpoBoMHBIX Tpo6:
(Hdy, > > Hdb, - NpH ACNONLI0BAHHH METOIA KOHKYPEHTHOTO CRASHBanAa, M@, < . < Hd,  —
ApH COHOBHY-BapuanTe); cooTHowenne MO kanubpoBouroil Npobel ¢ MHHEMANLHLIM COIEPHAHMEM
AHTHTEHZ W HYIeR0l KaaubpobodHol nipobw (A@ SHE « 100); cootnomwenne MO kanubposounoi
APODLEL ¢ MAKCHMATEHEM COISPHAHHEM AHTHIEHA H HYIeBOH KaaHOporoYHol npods {Hl‘.ﬂnmfﬂl‘bl_, = 0Ny
snagenne MO B kaanbposouHoll npobe ¢ MAKCHMAABHEM JHAYEHHEM AHTHIEHA. YYBCTBHTEILHOCTE —
OMPEETSoT 3HAYEHHE & no duopMye (3). 0ocIe Yero OCTTEHEE PACYETLE ReJIVT TAK, KAk ykatano s 4.2 1.1;
«OTEPITHEs — 0 hophyne (6}, «THHERHOCTL: — o dopyyne (7)) KodhpHuHedT sapualtuy — mo dop-
MyIe (8); HHTEPCENT, KOHUSHTPALHA AHANHIMPYEMOTD AHTHIEHA B KOHTPOABHOH CHIBOPOTEE ([LIA3AME,
Cyxom natHe Kposu). Jdonvckaerca onpeienars cooTHowenne M kaaudpopounoll npobhl ¢ MHHHMATL-
HEM COOEEEaHHEM AHTHTEHA B KanubpopoqHod npobhl © MAKCHMANLHBIM COOSPEAHHEM AHTHIEHA
(HD,,SHE, .« 100) u coornowenne AP npennociennedl kumbposounod npobul (HP, ) u kanubpo-
BOUHOH MPOOLI ¢ MAKCHMATLHEIM CONEKAHHEM ANTHIZHA {H-liiupfﬂiﬂum = 100,

4214 Halfopuw 18 UMMYNOXEMUEAWOMBHECHENMNDZD aladlda

DECASPHMENTATEHAA APOBEPKA KAYECTER JTHX HADOPOR BEIIOUAST B CeDA onpeleieHHe Tex xe
MOKATATENEH, KOTOPKE HCTONLIVIOT LA NMPOREPKH KaAYecTna Habopos 1A HMMYHOQePMEHTHOMD aHATHIA
few, 4.2.1.2) npe 3moM onpeaeasnT IHAYeHHE AHATHTHYECKOTD CHIHANE KaaHDpOBOMHBIX W APYIHX
HocaemvesMey npob.

42 1.5 Hatiopw daa dpyeux dgudod WMMYNOXUMURECKO20 andanin

DECTEPUMEHTATEHAA NPOBEPKS KAYECTEL ITHY HADOPOEB (OCHOBAHHEY Ha HCNOABIOBAIHHHM METOI0H
HMMYHOTYPOHIHMETPHH, HMMYHOIHGRDYIMH U ap. ) BRIOYAeT B cedd Onpeleledde Tex e mokasatenei,
KOTOPLIE HCNOALIVIOT LA MPOEEPEH Ka4ecTsa Habopon 08 asMMyHodepsMeTHOMo adanMsa (ca. 4.2 1.2).

OnucadHBle BRI METOOL JKCTEPHMEHTANLHON NpoBRepKH KauecTml HabopoB 408 PavTMusLX
EAPHAHTOE MMMYHOXHMHYECKOTO AHATHI OTHOCATCA K HabopaM 08 BRIMONHEHHA KOTHYSCTEESHHLIX
AHATHIOE (HooaeaoBaHMi).

[Mpu npoBepre KadecTsa HADOPOR ANA KAYECTBEHHOTO HIH [MOUIVKOIHYECTBEHHOMO OnpeIeneH s
oCoDoe IHAYEHHE HMEET PAcueT COOTHOLIEHHA THAYEHHA ONTHYSCKHX IUIOTHOCTEH (HIH CKOpoCcTeld cueTta.
AW HHTEHCHBHOCTH (iyOpeceMUIHH, HTH AHATHTHYECKONO CHIHANA) MONOEHTENEHOTD H OTPHLATENEHOMD
KOHTPOIEHEY ODPA3Lon, BXOAAMWAY B cocTas Hadopd. [lpy 7706 HCHONLIVIOT CAeIVIoLHe BAPHAHTRL

4) pazHHLEA IHAMEHHA ONTHUECKHXY MIOTHOCTEH OTPHUATENLHONG W NOJ0RHTENRHOMD KOHTPONLHEX
obPAIUOE QokHa OeTL He Dodee Kakolo-JHDO 3a0aHHOMG IHAYEHHA HIH e J0JDEHA HaXOOWThCH 6
KaKHX-THGO0 JA0aHHEIX TPEIenax;

G) paviMYHe B IHAMSHMAX COOTHOIWEHHS ONMTHYECKHX IIOTHOCTEN OTPHUATEALHOND H MOMOMHTE k-



