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[TpenucnoBue

1 PASPABOTAH U BHECEH TexuaunueckuM KomuteToM 1o ctaHaaptu3auuu TK 380 «KumHMgec-
Kue JlabopaTopHble UCCIAEHOBAHUS U JHATHOCTUYECKUE TECT-CUCTEMEBI In vitro» 1 KomMureroM 1mo HoOBOH

MeIHIMHCKON TexHuke MuH3apasa Poccun

2 TIPUHST U BBEJIEH B IEUCTBHME IlocranosnenueM loccranmapra Poccum ot 11 Hos6ps
1999 r. Ne 402-ct

3 BBEJAEH BIIEPBbLIE

© HUIIK HzparenpctBo craHmapTos, 2000

Hacrodimii cTaHmapT He MoXeT OBITh NMOJAHOCTBIO MM YaCTUYHO BOCIIPOM3BEAEH, THPAXUPOBAH U
pacrpoCTpaHeH B Ka4ecTBe OPHIMAILHOIO M3aHuA 0e3 paspenieHusa ['occranmapra Poccun
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FTOCYIAPCTBEHHBIHN CTAHJIAPT POCCHUVUCKOU OPEAEPAIINHA

HABOPBI PEATEHTOB ]I KIMHUYECKOH JIABOPATOPHOU TUATHOCTHKH

MeToanl HCOBITAHHM

Kits of reagents for clinical laboratory diagnostics. Test methods

Hara seegenusa 2000—07—01

1 O0aacTh npHMeHEeHUS

HacTrosiiuil cTaHOApT pacnpoCTpaHAETCS Ha HAa0Ophl pearcHTOB Ui KJIMHUYECKOH J1abopaTopHOM
NHATHOCTHKM (Hajiee — HAOOPBI) ONPUPONHOIO WIM MCKYCCTBEHHOIO IIPOUCXOXICHUS, IIpeAHA3HAYEHHbIC
IUISE TIDMMEHEHUST B MEAUIIMHCKON ¥ HAYYHO-HCCJICIOBATEIBCKOM MPAKTUKE U MCITOJIb3YEMBbIE B KIMHHUKO-
IUAarHOCTHYECKNX, OMOXUMHUYECCKHMX, UMMYHOJIOTMYECKMX M FeHOOMAarHOCTHYECKUX Jj1abopaTopusix MeEau-
LIAHCKUX YYPEXICHUHN NpHU TPOBEACHUHU JIOOBIX OIUArHOCTHYECKMX MCCIEOOBAHMM In vitro, a TaKXe Ha
COCTaBHBIC YaCTH ITUX HAOOPOB, UMEIOIIKUE QYHKIIMOHAIIBHOE MEIULIMHCKOE HA3HAYEHUE H U3rOTORJISIEMbIE
OT/IEJbHO.

CTaHaapT He pacHpoCTPAHSACTCS HA MEAMIIMHCKYE UMMYHOOMOJIOTHYECKUE NTpenapaTsl, IpeiHa3Ha-
qeHHbIEe ISt crielMpUIecKOr NpodMIaKTUKU, JUATHOCTUKY U JieueHMsI HH(PEKIIMOHHBIX, Tapa3uTapHBbIX
3a00JIEBAHUA U aJUIEPTHYECKUX COCTOSSHHM: BAKLWHB!I OAKTEepUNHbBIE U BUPYCHBIC, AHATOKCHHBLI, IMMYHO-
rJIOOYJIMHBI HOPMAJTBHBIE U CIeIIU(PUYECKUE, CHIBOPOTKM IMATHOCTHYECKHE U AHTUTOKCHYECKUE JIedeOHbIe,
bakTepuodgaru JHarHoCTUYECKue U jJeyedHo-npodwiakTndeckue, npenaparsl HopMmdaops! (Ondunaymobak-
TEPHH, CnopobakTepuH, OAKTUCYOTUN U AD.), UHTEPPEPOHDI, IIATOKMHBI U APYyrue OHoJIOrH4yecKkue UMMYy-
HOMOZYJISTOPEL IS CTUMYJIALMHA aHTUMHEEKIMOHHOIO HMMYHHTETd, aUiepreHbl O6akTepuaabHbIE,
rpUOKOBBIE, ITUILEBBIC, OBITOBBIE, ITBUIBIIEBBIEC U IPYTUE, IUATHOCTHYIECKUE TECT-CUCTEMBI 11 UMMYHOQED-
MEHTHOTO aHaau3a UHPEKIMOHHbLIX U Napa3UuTapHbIx 3a6oJeBaHUH, THArHOCTUKYMBI aHTUTEHHbIE, aHTH-
TeJIbHBIC, IIMTATEJIbHBIEC CPpEAbl (0akTepHaibHbIe, BUPYCOJOTUYECKHE).

Hacrosiiuii cTaHOapT yCTaHaBIMBACT METOAbI UCIIbITAHHNA HAOOpPOB.

Texunueckue TpedboBaHus K Habopam — o 'OCT P 51088.

2 HopMaTtuBHbBIE CCHLIKM

B HacTOsieM CTaHIApTEe UCIIOJAb30BAHEI CCHUIKM HA CIEAYIOUIME CTaHIAPTHI:
[OCT 8.315—97 TI'ocymapcTBeHHass cucteMa oOecnedyeHHUS enuHcTBa H3MepeHuU. CraHmapTHbIE
oOpa3ipl cocTaBa ¥ CBOMCTB BelIECTB U MatepuaioB. OCHOBHRBIE TOJIOXEHHUS

I'OCT P 51088-—97 HaGophl peareHTOB IUisi KIMHUYECKON yabopaTOpHOM OUArHoctuku. OO1ue
TeXHUYECKNE YCIOBHUS

3 Onpenenennsd

B HacrosinieM cTaHAapTe MPUMEHSIOT CIELYIOIIME TEPMHHBI C COOTBETCTBYIOIMMH OIIpEeACIEHUAMM:

Ha0op: KoMIUIEKT crieHaJIbHO ITOOOOPAaHHEIX peareHTOB (PeaKTHBOB), COCTABHBIX YaCTei M MHCTPYK-
LI TT0 ITPOBEAEHUIO aHATM3A, IIpeIHa3HAaYEHHBIH IS ONIpEHSICHUS in vitro OTHOTO KOHKPETHOI'O BELLIECTBA
(MM aKTUBHOCTH (PEPMEHTA), HECKOJBKMX KOHKPETHBIX BellecTB (WM CYMMAapHOU aKTHBHOCTH (DepMEH-
TOB), a TakXe s aetekKuuu ydactka reHoMma (I'OCT P 51088).

KOMIIOHEHTBI Habopa: PeareHTh! (peakTUBBI) U COCTABHBIC YacTH (IUIAHILIETHI, CTPUIIBI, IPOOHUPKHA U T. I1.),
MCITOJIb3yeMble ITpH rnpoBeacHUM aHanu3a ([OCT P 51088).

HN3nanue opunuamHoE
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IKCILTYATALMOHHAS JOKYMEHTaImsa na Habopel: UHCTpYyK1Ms no mpuMmeHeHUIo Habopa, nacropt (IOCT

P 51088).
MMMYHOXHAMMYECKMI ananm3: MeTon aHanM3a, OCHOBaHHBIM Ha OOpaTUMOM M HEKOBAJIEHTHOM CBSI3bI-

BaHWU aHTUIreHa ¢ aHTuTtesoM. C MMOMOIUBI0O MMMYHOXMMMYECKOrO aHAINU3a MACHTUPULIMPYIOT, a TaKkKe
KAYECTBEHHO, IOJIYKOJMYECTBEHHO WIHM KOJIMYECTBEHHO ornpenensiior aHTureHol U aHtutena (I'OCT P

51088).
apTuren: Benlecrso, KoTopoe 0OpaTUMO M HEKOBAJIEHTHO CBSI3BIBAETCS. CO CNELIMPUUECKUMU LEHT-

pamu antuten (FOCT P 51088).

agTurena: benku, npomayuupyeMeie 1uMdouuTaM B, KOTopble UCITONH3YIOT LIS CBSA3BIBAHUS, OOHA-
pyxeHus win onpeneneHus antureda (I'OCT P 51088).

paJ¥OMMMYHOJIOTHYECKMH aHamM3: Meron aHainu3a, OCHOBAaHHRIA Ha MMMYHOXMMMYECKOMA peakiiuH
AHTUTEHA CO ClieHU(PUICCKUM aHTUTEJIOM, ITPOBOAUMOMH 1N VItro B IPUCYTCTBUHA MEYEHHOI0O PAIHOHYKIHIIOM
agtTureHa win aututena (I'OCT P 51088).

uMMyHo(gepMeRTHbIH aHAMM3: MeToa aHanu3a, OCHOBAaHHBIA Ha UMMYHOXMMHYECKON peaKkiliu aHTH-
reda co cIeluPUYECKUM AHTUTENIOM, IIPOBOAMMOI In Vitro B IIPUCYTCTBHM MEYEHHOIO (PEPMEHTOM
coenuHeHus Wiy ¢epment3aBucuMmoro cyocrpara (F'OCT P 51088).

UMMYHOGUIYOpeclleNTHbIM aHaam3: Meton aHaiM3a, OCHOBAHHBLIM HA MMMYHOXWMMMYECKON peakluu
aHTUTeHA co cnenudUYEeCKUM aHTUTEIOM, MPOBOAUMON In Vvitro B IIPUCYTCTBUU QUIVOPECLIEHTHOM METKU
(TF'OCT P 51088).

HMMYHOXEeMIUTIOMMEECHEHTHRIM anam3: MeTon aHanu3a, OCHOBAaHHBII HA UMMYHOXMMHYECKOU peak-
IIMH aHTUI'€HA CO CIIEM(DUICCKHUM AHTUTEIOM, ITPOBOAMMOM 1N Vitro B NIpHUCYTCTBHUH XEMIWIIOMHHECLIEHTHOM!
MeTku (I'OCT P 51088).

HMMYHOXpoMAaTOrpacdHJYecKii anam3: Meron aHanHn3a, OCHOBAHHBIA Ha KOHKYPEHLIMH ONPEAE/ISIEMOro
BELIECTBA M KOHBIOraTa aHaJIora OIpeacjasieMoro BEeIIecTBa 3a CyOCTpaT Ha TOJIOCKE XpOMaTorpa®u4yecckon
oymaru (I'OCT P 51088).

MHKPOAHAJIM3 HYKJICOTHIHLIX NOCJeAOBATELHOCTEH: MeTon aHa/3a, OCHOBAHHBIA WIM Ha IIpollecce
CHIEUPUYECKOTO YMHOXCHUA KOJMUYECTBA HCCAEAYEMBIX YY4ACTKOB JAE30KCUPHOOHYKICHHOBON KUCJOTHI
(IHK) nnn pubonyknenHoBoil xucinotsl (PHK), B ToM yncie MeTonoM noauMepasHou LIEMHOM peakiuu
([1LIP) ¢ nocnenyioied OETEKIACH CUIHaNa, WM Ha MPAMOM HETEKLUUU CUTHANOB, BO3ZHHUKAIOIIUX IIpU
ruopuau3anuy ¢ CMHTeTHIeCKUMHU 30H1aMu (I'OCT P 51088).

¢oromeTpryeckuii anamm3: Merox aHanu3a, OCHOBAHHBIM Ha M30HpaTeIbHOM IIOMIOLIEHUM HHEpa-
KPaCHOI'o, BUAUMOIO WIH YIBTPaPHUOJIECTOBOro UIIYIEHHMSI MOJIEKYJIaMU OIpEAe/sieMOro BEIleCTBA WIK ero
coeTHHEHUSI ¢ cooTBeTcTBYIOIIMM peareHToM (I'OCT P 51088).

KoaryJoMeTpHuyecKud anamm3: Meron aHaiu3a CUCTEMBI CBEpPTHIBAHHMS KPOBH, OCHOBAHHBIM Ha pEru-
crpauuy BpeMeHU dubpuHoodpazosaHust (I'OCT P 51088).

JYBCTBUTEJILHOCTL: HayMeHbIIee KONMMYECTBO aHAITM3HUPYEMOTO BelllecTBa (WM aKTUBHOCTH (PepMeH-
T4, WIM KOIMYA ydacTKa reHOMa), ollpelciasieMoe ¢ MOMOLIbIO JaHHOro Habopa.

cneupruyHocTh: CriocOOHOCTh HAaHHON aHaMUTHYEeCKOH cucTeMBb! (Habopa) onpenesisiTh TOJHKO TO
BCIIECTBO (MM aKTUBHOCTE (¢epMeHTa, MIU YYAacCTOK FeHOMa), It KOoToporo 3ta cucreMa (Habop)
[IpeaHA3HAUYCHA.

«JMHEeHHOCTh»: OTKNOHEHUE 3HAYCHUSI KOHLIEHTpALMU OIIpeJc/IsIeMOro BelecTBa (WIM aKTHBHOCTH
depMeHTa) OT TCOPETUYECKOro B JHaNa3oHe paboynux KOHIIEHTpalHii.

«oTKpBITHE»: [lpoBepka cOOTBETCTBUS 3HAYEHWSI omnpeAessseMoil KOHUEHTpaluM BelecTsa (WiIH
AKTUBHOCTH (PEpPMEHTA) pacyeTHON BEAMYMHE, ITOJYYEHHOM ITyTEM CMEIIMBAHMS PAaBHBIX OOHEMOB KOH-
TPOJBbHBIX PACTBOPOB (KAIMOPOBOYHEIX P0G, KOHTPOJIBHBIX ChIBOPOTOK WIM OMOJIOTHYECKOI'o MaTepHaa)
C YCTaHOBJIEHHOM KOHUECHTpalMen (MJIM aKTUBHOCTDIO).

Ko3(hpmmenT Bapuauuu: [Tokazareas BOCIIPOMIBOAMMOCTYA PE3YJIBTATOB OIPEACIICHUsSI, PACCYUTAH-
HBIM KaK OTHOLICHUE 3HAYEHUS CpEeOHEro KBAaAPaTUYECKOro OTKIOHEHHUS K CpeaHEMY apUPMeTHYECKOMY
3HAYCHHUIO.

uHTEepcenT: KOHLEHTpalus aHANIM3UPYEMOTO BELECTBA, KOTOpas COOTBETCTBYET OIpelle/IEHHOM TOYKe
Ha KaIMOpOoBOUHOM rpaduke.

4 MeTtoansl HCOLITAHMH

4.1 IlpoBepKa KOMILIEKTHOCTH H COCTaBHBIX yacreil Habopa

IIpu monyyeHuu Habopa HEOOXOAUMO ITPOBEPUTH:

- KOMIUIEKTHOCTb Ha0Opa B COOTBETCTBHU C SKCIUIYaTAMOHHOMN NOKYMEHTAIIUEH;
- BHEUIHNH BUIX U COCTOSIHHE YITAKOBKM HabOpa M ero KOMIIOHEHTOB;
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- HAIM4YHEe MapKHMpOBKM Habopa M ero KOMIIOHEHTOB M COOTBETCTBUE MApKUPOBKH TpeOOBAHUAM
HOPMATHBHOM HOKYMCHTAIIVH.

KoMnioHeHTEI Habopa HOJDKHBI OBITH HNOABEPIHYTHI BU3yaTbHOMY KOHTPOITIO.

OcMOTp KOMIIOHEHTOB Habopa 3aKmodaeTcsi B YCTAHORJICHHH COOTBETCTBMS MOKa3aTe/el BHEIIHETO
BHIa TpeOOBAaHMSIM HOPMATUBHOM JOKYMEHTALIMM HA HAOOpPbl KOHKPETHBHIX BUIOB:

- arperaTHoe cocTosiHue (TabneTka, NopoIloK, aMopgHas Macca, XUIAKOCTb U T. 11.);

- OKpacKa;

- TIPO3PadHOCTD (I XMIKOCTEH ),

- HaJJU4Ke WIH OTCYICTBHE OCalKa WIM XJIOIbeB (ANl XUAKOCTEH);

- KOHCHCTCHIMS.

4.2 DKcnepuMeHTAJIbEAS NPOoBepKa KayecTRa HAOOpoOB

DKcriepMMeHTATbHAS IIPOBEpKAa KauecTBa HAOOpOB AOIKHA OBITH OCHOBAaHA Ha KOHTpOJIE KadyecTBa
CHCTEMBI OIIpelc/ICHMs aHAIM3UPYEMOIO COSTMHEHUS B 1ICJIOM NPMMEHMTEIBHO K Ha00opy KOHKPETHOIO BHA.

HU3mepurenbHasd amriaparypa, jJaboparopHasl 1ocyia, AO3HUPYIOIIME YCTpOMCTBa, BeChl M IPYTHUE
TMTPUHANIEXHOCTH, UCII0b3yeMBIe TIPH UCHBITAHUSX, NODKHBLI ObITH HOBEPEHKI B COOTBETCTBUU C TPebOOBa-
HUSIMUA, NIPEABABISIEMEIMU K 1a00OpaTopHOMY 000pPYAOBAHUIO.

B ciygae, ecM OoTKIOHEeHHA 3HayeHUM pH pacTBOpoB, BXOASIIMX B cOoCcTaB HaOopa, OT 3aJaHHBIX
MOTYT TIORITHUSITE HAa NMPABWILHOCTD AHAIN3a, HEOOXOIMMO ITPOBOIANTL KOHTpoab pH pacTBopoOB.

O6pasiel HabOpOB NPEACTARMISIOT HA HMCIBITAHUS B KOJHMYECTBE, HEOOXOMMMOM VI IIPOBEIECHMS Tpex
HOTHBIX aHAJIM30B B COOTBETCTBUH € TPCOOBAaHMSIMI HOPMaTHBHOM JOKYMEHTAIIMY HA HAOOPH]I KOHKPETHOTO BUIA.

421 HaOope n119 MMMVHOXUMHUUYECKOTIO aHaiu3a

4.2.1.1 Habopwsi 013 paduoumMmyroso2u4ecK020 aHasu3a

Obwas paduoaKkmuBHOCMb MeUYeHo20 KOMROHeHmMA

3HauyeHHe oOlel paAMOAKTUBHOCTH KOMIIOHEHTa, MedeHHoro pamvonykmaoM (121 wm 3H),
SBJIICTCSI OCHOBAHMEM IUISL pacdyeTa HEKOTOPHIX NPYTHX MoKasaTenie. KpoMe Toro, onpenenceHue obluei
PAAMOAKTUBHOCTH ITO3BOJISET IIPOKOHTPOJIHPOBATH KOJHMYECTBO IOCTARIAEMOIo ME4eHOIO BeIleCTBa.

PanvoakTHBHOCTL KOMIIOHEHTa A, xunobexkkepenu (KBbx), meueHHoro 12’1, ompenmensior Ha IeHb
acrnopTu3alum Habopa no gopmyne

NV (1)
" vf60 x 1000

A

rae N, — CKOpOCTb cyera IpoObl MEUeHOTOo KOMIIOHEHTa, HMII/MHUH;
V — ob1mmii 00beM Me4eHOIo KOMIIOHEHTA B Habope, cM3;
y — 00beM IMpo6El MEYEHOTO KOMIIOHEHTA, B3SITOM /U1 W3MEPEHM CKOPOCTH CcYeTa, CM;

JS— 50D PeKTUBHOCTE CYETa raMMa-CueTINKAa, NOMH €AUHUIIDI;

0 x 11 000 KO3 PHIMEHT nepeBoJa UMIIVJIBLCOB B MUHYTY B KWJIOOSKKEepeIH.

PamwoaxTuBHOCTL KOMIIOHEeHTa A, KBK, MedueHHOTO *H, OTipeendior Ha AeHb NacropTU3alny Habopa
o gopMyJic
NV (2)
A=1760x 1000 < %

rae N, — CKOpocTb cueTa Mpobrl MEYEHOro KOMIIOHEeHTa, UMIl/MUH,;
V — obmuii o0beM MedeHOro KOMIIOHEHTa B Habope, cM?;
v — 00BeM IpoOhl MEeYeHOro KOMIIOHEHTA, B3ITOM 11 M3MEPEHHSI CKOPOCTH cYeTa, CM,;
| — 3¢ PeKTHBHOCTD cYyeTa Oera-cuyeTduKa, oMU CNWHUIILI;

01000 KO3dPULMEHT NepeBoia UMITYJILCOB B MUHYTY B KHJIOOSKKEPEIIH;

K — xoa3dduieHT norpasKy Ha ramieHue (ONpeacisioT 3KCIEPUMEHTAILHO ITYTEM U3MEPEHUSA
CKOPOCTH c4YeTa 00pa3lioBOro paiMOaKTHBHOIO pacTBOpa TPUTHA B COOTBETCTBYIOIICH CIIMH-
THWUISILAOHHON XUIKOCTH [0 M TIOCJIC BHECEHUS B HEe OIPEACICHHOIO KOJIMYecTBa pacTBO-
PEHHOIO Me4cHOIo KOMIIOHEHTAa ¥ KOMIIOHEHTA, He COIepXalllero MeYeHOe COSIMHEHMHE).

Tomaavnas (0bwas) paduoakmuerHocmb, 6HECEHHAA 8 AHAAUSUDPYEMYI0O RPOOUPKY

IIns pacyera psfa noxasaTesieil KadecTBa Habopa HEoOXONHMO ONpeNeIMTh TOTAIBHYIO (00Inyio)
panroakTUBHOCTD (7), BHECEHHYIO B aHAIM3UPYEeMYIO IpoOHpPKY. 3HaueHHe 1 onpenessiioT KaK YUCIOBOH
pPe3y/IbTAT CKOPOCTH cyeTa pPafHOaKTUBHOCTH, BHECEHHOH B KAXIYIO AHAIUTHYECKYIO IIPOOMPKY.
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st onpeneneHust 7' B IMpoOHPKH BHOCST KOMITOHEHT, COHEpXalWi PamTUOHYKIIMI, B o0BeEMeE,
YKa3aHHOM B MHCTPYKLIMH I10 ITPUMEHEHHUIO Habopa, 1mocie 4ero Jo0aBisiioT B IpOOMPKU BCe KOMITOHEHTHI
MHKYOaLMOHHOM cpelbl B o0beMe, YKa3aHHOM B MHCTPYKUHMH 110 NPUMEHEHUIO Habopa; HeHTpupyruposa-
HUE He IMTPOU3BOMISIT.

PanuoMeTpHIo KaXnoi NpoOHPKH MPOBOLSIT B OTIEIBHOCTH U OIPENEISIIOT cpeaHee apudMeTndeckoe
3HAYEHUE U 3HaYeHue Ko3adduimeHTa sapualuuu. J1ocToBepHOCTh COCIUTAHHBIX UMITYILCOB NOJIXHA OBITH
B nipenenax 1—2 %, koadduumeHT Bapyauuy cyera 7-mpod He NOMKEH MPEBLIIATE 3 %, UHTEHCUBHOCTH
cyera T nomxHa Obrte He MeHee 10000 uMn/MuH I NOAYYEHHSI JOCTOBEPHOCTH CYETA C NOrpEIIHOCTHIO
meHee 1 %.

Cneyuguuecku c6a3aHHas paduoaKkmueHocmb (cneyupuueckoe ceasviearue)

CrrenudHUIecKoe CBSI3bIBAHHE OIPEACISIOT C IIOMOIUBIO HYJICBOU KaIMOpOBOYHOUI NpPOOLI, T. €. pH
HYJIEBOM KOHIEHTpAlLlMH ONpeaesieMoro BeHICCTBa.

3HaueHue crieldryecKoro CBA3bIBaHUA (IMPUMEHSAIOT TAKXKE TEPMMH «MaKCUMAJIbHOE CBSA3BIBAHUEY )
BhIPAXAIOT B ITPOLIEHTAX KAK OTHOLLECHHE 3HAYCHUS paiMOaKTUBHOCTHU 00pasiia ¢ HyJIeBOH KOHIIEHTpalvue,
U3 KOTOPOro UCKIIIOYEHO 3HaYeHHe HecrenupudecKu CBA3AHHON palHOaKTHBHOCTH, K obuIeil paauoak-
TUBHOCTM 0Opasra:

By (3)
"‘j: X 100,

rie B, — cxopocTb cuera B MpoOUpKe, CoIepXKalueil HyJleByI0 KaIMOpOBOYHYIO ITpo0y, UMIT/MUH,
T — CKOpPOCTb cYeTa TOTAIBHOU PaTUOAKTUBHOCTH, BHECEHHOM B AHAJUTHYECKYIO IPOOUDKY,
UMII/MHUH.

3HaueHHe crieltipUIECKOro CBA3bIBAHUA JaeT OCHOBHYIO MHPOPMAIIMIO O IIPOTEKAHUH MMMYHOXH-
MHYECKOM peaKiiy MEXIy aHTHTEeJIaMU U MEYEHBIM aHTUI€HOM B JAaHHOM CHUCTEME IUISI pafOUMMMYHOJIO-
rugeckoro aHajin3a. Ero uaMeHeHUS MOIYT ObITh 00YCJIOBICHBI TIPEXJIE BCEro HU3MEHEHUSIMU KOHIIEHTpaLN i
000MX KOMIIOHEHTOB B PEAKIIMOHHOM CMECH U UX CBOMCTB, OCOOCHHO CPOACTBA U EMKOCTH CBA3M aHTHUTECII,
yAECJIbHOW aKTUBHOCTU PafVOHHINKATOPA N €r0 MOBPEXICHUEM, a TAKKE U3MEHCHUSIMU, [TPOUCXOTALIIUMHA
BO BpeMs XpaHCHUS WIH IIpHU HHKYOalMH. KpoMe Toro, Ha 3Ha4€HHE CIEeLHPUIECKOro CBA3bIBAHHUSA MOIYT
OKAa34Th BIUSIHUE U JPYTHUE KOMITOHEHTH! PeakilMOHHON CMECH, YCIIOBMS MHKYOAIIMH, a TAKXKE IIPABWIbHOCTD
BBITIOJIHEHMS! NpoLenyp cenapauuu. JIioboe 3amerHoe oTkioHeHue 3HauyeHus1 B,/ T x 100 (bonee yem Ha

5 %) oT 0OBIMHO IOJIydaeMBbIX 3HAYEHUI TIPU JaHHOU METOUKE JOJDKHO CIYKUTh CUTHAJIOM O HapyIIeHHUH
CTaHAAPTHBIX YCJIOBUM OIpeAeieHHUA U Ka4YecTBa COCTABHBIX Yacteil HabGopa, a TaKXe NOKHO MOCIYXHUTH
OCHOBaHHEM K JIOMOJHUTEIBHOI MpoBepKe Habopa.

3HayeHue crieluPUIECKOro CBA3bIBAHUS ONPEACIISIOT CleayIoINM obpa3oM: B mpoOupku (8—10 1ur.)
BHOCAT HYJEBYIO KAJIHOPOBOYHYIO NpoOY H BCE KOMIIOHEHTH! PEAKIIHOHHON CMECH, I10CNE YEro MPOBOAAT
BCE IpOLICYPEI, NIPEAYCMOTPEHHBIE HHCTPYKIIUEH O NMpUMEeHEeHN1I0 Habopa.

B uneane 3HaueHHUeE CreIIMPUYESCKOro CBSA3BIBAHUS NOJDKHO ObITh 6:M3Kk0 K S0 %. UeM HuUXe 3TOT
[10Ka3aTejb, TEM MEHbIIE pPa3pellaolad CNOCOOHOCTh KAJIUOPOBOYHON KPHUBOM HAOOpa, IMOCKOJBKY
KaTHOpoBOYHast KpuBas Oyner Oosiee moyoroil. IIpu BeicokoM 3HadeHuu By/7T x 100 9yBCTBHTEIBHOCTD

Habopa yBEINYUBAETCSA, HO «pabOYUi» OTpE3OK KaTUOpOBOYHOM KPHMBOW YMEHDBIUAECTCS.
Hecneyuguuecku ceaszannana paduoakmuenocms (Hecneyuguueckoe c8a3bi86aHuUe)
Hecriemuguueckoe CBA3BIBAHHE — 3TO0 HecneludUUIecKHd CBA3AHHAS paluoOaKTHBHOCTh B obpasle

[IPU OTCYTCTBUM CIIELM(PUUYCCKUX AHTUTEN.

OrnpeneneHmne 3HAYEHUS HECIIELM(PUYECKOro CBSI3BIBAHMSA JaeT npexae Bcero nHdopMmanuio od addex-
THUBHOCTH MCIIOJIb3YyEMOIo METOHA celapallid CBOOOAHOM M CBS3AHHOM (pakuMii U O HeCeLNPHUYECKOM
3axBaTe CBODOJHOIO paiOMHIMKATOpPA B CBSI3aHHOM (pakiu. IIpuuyHoi HecrelMpUIECKOro CB3bIBaHMS
TIpeXIIe BCEro ABIsiCTC Hecneuuguyeckas copOrust CBoOOOIHOro paMoHMHINKATOpa Ha CTEHKAaX IMMPOOHPOK, Ha
ITOBEPXHOCTU ocanka ¥ copbeHToB. KpoMe Toro, HecrieripuyecKoe CBSA3bIBAHHE — 3TO BIMSHHUE IIEPEKPECT-
HBIX peaKlIMH B MPUCYTCTBHU SHIAOTCHHBIX aHTUTEN B aHAIU3UPYEMBIX 06pa3liax v BO3NECHCTBUE HEKOTOPBIX
Hecrnermduyeckx GakTopoB BCICACTBUE MX IPUCYTCTBUA B aHAM3HUPYEMBIX 0Opa3lax.

[Tockonbky HecrieuprUyecKoe CBA3BIBAHKWE — OJIHA M3 OCHOBHAIX MpoGjieM palHOUMMYHOJIOTAYEC-
KOTO aHaJIu3a, ero MCCAeIoBaHHE U KOHTPOJIL BaXHBI M HeoOxomumsbl. IIpy sToM 3HavyeHue Hecreudu-
4YeCKOro CBSI3bIBAHUA HEOOXOOWMO BBIYUTATE W3 3HAUEHMIl IOJYYEHHBIX PaJIMOAKTUBHOCTEH IS BCEX
KaTUOpOBOYHBIX Tpoo.

Hecneuudunyeckoe CBA3BIBAHUE ONPEESIIOT CISAVIOIUM obpa3oM: B Mpobupku (8—10 1rT.) BHOCSAT
HYJICBYIO KalMOpoBOYHYIO ITpoly (MIM JI06y1I0 KanmnbpoBOYHYIO Npoly, WK CHIBOPOTKY KPOBH YEJIOBEKA)
U BCE KOMIIOHEHTHI HaOoOpa, IMpEeIyCMOTPEHHBLIC WHCTPYKIHEH 110 €ro INpUMECHEHUIO, 33 MCKIIOYEHHEM
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AHTUCHLIBOPOTKU (aHTHUTEN). 3aTEM IMPOBOAAT BCE IIPOLIEAYPLI, TIPEXYCMOTPEHHBIE HHCTPYKIUIUEHR I10 [IpUME-
HeHHIO Habopa.
3HadyeHKne HecrierudUIECKOro CBA3bIBaHUS B, %, pacCYUTHIBAIOT 10 dopmyne

B. = = x 100, (4)

H

3| |

rie B — cpemxHee apHdMeTHYecKoe 3HaAYCHHE CKOPOCTH CUETA B OTHEJBHBIX NpOoOHpKax, UMIl/MHUH;
T — cpemHee apudMeTHYECKOE 3HAYEHUE TOTAJIbHOM paIMOAKTUBHOCTH, UMII/MMH.

3HayeHHe HecreUn(UIeCcKOoro CBA3bIBAHUS JOJDKHO OBITh HE Gonee 5 %.

ITpu ucnionb3oBaHUU TBepHOoda3HOro METOIA 3Ha4eHUE HecnenuuduyeckKoro CBA3bBIBAHUS HE Olpee-
JISTIOT.

CoomHouwenue ckopocmei cuema Kaaubpoeounwvx npob

JUtst OlIEHKH MpaBWIBHOCTH paboTBhI CHCTEMBI U1 PaAOMMMYHOJOIHYECKOro aHaIN3a HeoOX0oOUuMOo
IIPOBOIUTHL OIpedc/ieHUE COOTHOILUSCHHMSI CKOpocTeM cyeTa (MMIT/MHUH) KaJqHOPOBOYHBIX Npob. 3HaAYECHUs
CKOpPOCTEH cyeTa KAIUOPOBOYHEBIX IMPOO MOTLYT UMETh NPSIMYIO 3aBHCUMOCTh OT KOHLUEHTPALUU aAHAIUIU-
pyeMoro aHTuresa (wm auturen): B, < ... < B . (COHABHY-BApUAHT), WK oOpaTHy1O: By > ... > B ...
(MeToI KOHKYPEHTHOIO CBSI3bIBAHUS).

Coomuowenue cKopocmeu cyema KaasubpoeouHbx npobd ¢ MAKCUMAAbHLIM U
MUHUMAGAbHBM codepXdarHuem awmuzenwa (aumumen) u Kaaubpoeounou npobw, He
codepwaweil aumuzen (GHmumeana)

HaxiioH kamubpoBOYHON KpUBOM B NAHHOU TOYKE ABISICTCS OJHHUM U3 (PaKTOPOB, KOTOPLIA ONpeae-
JAeT pa3pellaioyi0 CIOCOOHOCTh U TOYHOCTE CUCTEMBI JUISI UBMEPEHUSI COOTBETCTBYIOIIEN KOHIIEHTpALUMH
aHAJIM3UPYEMOTr0 AHTUTEHA. 3HAYEHUE COOTHOUICHHUSI CKOPOCTEN cyeTa KAUTUOPOBOYHON MPOOLI ¢ MHHU-
MAJILHBIM COJIEpXAaHUEM aHTUIeHa U KaIubpoBOYHOM Npobsl, HE comepxaluer aHTHreH [(B, . .—B. )/(By—
—B ) x 100], Mmoxer BaMATH, Ha 3HAYEHUE YYBCTBUTEJIBHOCTH CUCTEMBI UISI PAIMOMMMYHOJIOTHYECKOIO

aHasn3a. COOTHOIIEHHUE XE€ CKOpPOCTEH CYETa KAIMOPOBOYHOM IpOOBI ¢ MAKCUMMAJLHBIM COHEPXAHHEM
aHTUIeHa U KaIMOpPOBOYHOWM IpoObI, He couepxaiueil awtureH [(B, . .—B,)/(By,—B,) x 100], xorsa u He

OTPAXKAET Pa3peLIAIOIILYIO CIIOCOOHOCTDL OTAEABHBIX YYACTKOB KAIMOPOBOYHOTO IrpaduKa, OMHAKO SABJISETCS
OOHMM M3 IToKa3arejeil CTaOMIPHOCTH CUCTEMBL IS PAIHONMMYHOJIOTUYECKONO aHAIN3a TP CPABHEHUU
Pa3HbIX HA0OPOB OHOM cepuH ¥ HAOOPOB PA3HBIX CEPHIA.

Jlortyckaercs OnpeaeisiTh COOTHOILIEHNE CKOPOCTeH cyeTa KaInOpOBOYHOM TIPOOLI ¢ MUHHUMATbHBIM
COACPXAaHUEM AHTHUreHa U KaJIMOpPOBOYHOM IMpOOBI ¢ MAKCHUMAJIbHBIM CONEpXaHMeM aHTUreHa [(B,, ,—

HH
—B,)/(Byaec—B,) x 100] 1 cooTHOLIEHME CKOPOCTE# cYeTa MpeArnocaeHel KaTHOpoBoYHOM mpobsl (B )

1 KAJTHOPOBOYHOH NMPOOK!I C MAKCUMANIBHBIM collepXaHueM aHTureHa [(B, ,—B,)/(B,,..—B,) x 100].
Yyecmeumeavbnocmbs
3HAYCHME YYBCTBUTEJIBHOCTU OIPEACAIOT CIAeAyIOnMM oOpa3oM: B npodupku (8—10 wr.) BHocHAT
HYJIEBYIO KaJIMOPOBOYHYIO ITpOOY M BCE KOMIIOHEHTHI Habopa, MpeayCMOTPEHHbIE MHCTPYKIIMENH IO €ro

[IPUMEHEHHIO, TIOCJIE€ Yero IIPOBOMST BCE IpolieaAyph! onpeneaeHuss. Ha ocHOBaHUM MOAy4eHHBIX JaHHBIX
BEIMUCJISIIOT CpeAHEES KBANPATHYCCKOE OTKJIOHEHUE o 1o dhopMyJie

AKC

(3)

rae B; — 3HayeHMe CKOPOCTHU CYETa MEYEHOro COSAMHEHMA KaXIOro U3MeEpeHust B INpobuUpkax c
__ HyneBo¥ KanuOGpoBoYHOU npoboit, UMIT/MUH;
B — cpenHee apudMeTHYEeCKOE 3HAYCHME CKOPOCTH CYETa MEYECHOTI0 COEIMHEHUS B IpoOUpKax C
Hyj1eBOU KAIHOpOBOYHOH IMpoOOoii, UMIT/MUH;
2. — 3HaK CYMMHpPOBaHUA,
n — YHUCJIO OIIPEICICHHUH.

Ha ocu opauHar kanubposoyHOro rpaduka OTKIaAbIBAIOT 3HayeHHe (By,—20) — ec/iu NPUMEHSIOT
MPUHLUIT KOHKYPEHTHOIO CBSI3BIBAaHUSA, WIH (B,+20) — ec)ii UCIIOJIB3YIOT CIHABNY-BApPHAHT; U3 IOJyYEeH-
HOM TOYKH ITPOBOJST MPAMYIO, NAPAJUIEABHYIO OCH a0CIIUCC, 10 MepeceYeHUsI C KAUTUOPOBOYHBIM rpa(UKOM;
M3 TOYKH IIEPECEYCHUSA OITYCKAIOT MEPHSHAUKYISIp Ha OCh abcLMCC.

CooTBeTCcTBYIOIASA 3TOMY 3HAYEHUIO KOHLIEHTpAlMS XapaKTepU3yeT YYBCTBUTEIBHOCTb, KOTOPYIO
cleayeT BbIpaXarh B 3HAYEHUSIX KOHUSCHTPALMK aHAIUIUPYEMOTIO BELICCTBA.

3HaY€HUE YYBCTBHUTEJIBHOCTH 3aBUCHUT OT KPYTH3HBI KaJubpoBoYHOro rpadpuka B obJIacT HU3KMX
5
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KOHLEHTPALIMI, OT TOYHOCTH OIpeldcsieHUsl Hy/JIeBOM KAIUOPOBOYHOU IPOOBI, OT KOHCTAHThI aCCOMALIMN
crienuprdyeckux aHtures (yeM OoJblile KOHCTAHTa accolMalyy, TeM YYBCTBUTCIIbPHEE CHUCTEMa [UIA
PATAOMMMYHOAHAIM3a), 4 TAKXKE OT 3HAaYeHHSA COOTHOLUEHHUS CKOPOCTEH cdeTa KaTUOpOBOYHOMH ITPOOHI C
MUHHUMAJIBHBIM COASPXAHUEM OIpEIesIEMOro aHTUTEHa M HYJIEBOM KAIMOPOBOYHOM ITpOOHL.

Tecm na «<omkpsimue»

[Ipu nocTaHOBKE TecTa Ha «OTKPBHITHE» CMELUMBAIOT, KaK MPaBWIO, PABHbIE OOLEMBI KOHTPOJIBHOU
CHIBOPOTKHM (IUIa3MbI) U KaJIUOpoBOYHOM IpoGbl. BMECTO KOHTPOJBHON CBHIBOPOTKM (ILIa3Mbl) MOXHO
VICITIOJIb30BATh KATHOPOBOYHYIO 1Tpo0y ¢ MUHMMAJIhHONM KOHLIEHTPALIMEN ONpeneIIeMoro BeulecTna.

Tect Ha «oTkpeiTHe» OT, %, NMpoBOAST B BOCBMHM-AECATH MMOBTOpPHOCTAX. B mcciaegyemoil npobe
ONIPENEIAIOT KOHLEHTPALMIO aHAJIU3UPYEMOIro aHTHUI€Ha W CPaBHHUBAIOT €€ 3HAaYeHHe C pacyeTHBIM 10

dopmyne

C
OT = —=* x 100, (6)

T

rae Crlp — TIOJIY4EeHHOE 110 KAJTHOPOBOYHOMY I'padhuKy (IMPAKTHYECKOE) 3HAYCHHUE KOHIIEHTpALlM aHAIHU-
3UpYEeMOro aHTUINeHa B MccieayeMoil mpobhe;
C. — pacyeTHOE (TEOPETUYECKOE) 3HAYEHUE KOHIEHTPAMM AHTUIEHA B HCCIETYEMOH ITpoode.
3HaueHHE «OTKPBITHSI» HOJDKHO Haxoguthcs B npenenax 90—110 %.

TecT Ha «OTKpBITHE» SIBJISIETCSI OAHUM M3 OCHOBHLIX IJI PECLUICHUSI BOIIpPOCAa O CrelM(PUYHOCTH U
[IPABWILHOCTHU IIPOBEACHUS aHANMKU3a. BaXHOCTDh JAHHOIO TECTa 3aKJIIOYAETCH TAKXKE U B TOM, YTO IIPU €ro
ITOCTAHOBKE CPaBHUBAIOT, KaK B3AaUMOAEHCTBYIOT AHATU3UPYEMBIN aHTUICH, HAXOAAIIUNACS B HCCAECAYEMOM
npobe (HanpuMep, B KOHTPOABHOM CRIBOPOTKE WM IJIa3ME), H RHAJIU3UPYEMbIN aHTUTCH, HAXOASIUHICS B
KaJMOpoBOYHOU ITpobe, ¢ aHTuTe oM. ECciM OHM B3aUMOJEUCTBYIOT ITO-pa3HOMY, YTO HA3bIBAECTCS «MaT-
PUKCHBIM 3D PEeKTOM», TO MOSARIAIOTCS CUCTEMATUYECKUE OIIMOKM U HEMMOCTOSIHCTBO PEe3YJIbTATOB OIpeE/e-
JCHUS.

B cnygae skcrepuMeHTAIbHON [IPOBEPKM KadyecTBa HAOOpOB, NMpeAHA3ZHAYECHHBIX U OINpencacHus
aHTHIreHa (AHTHUTENI) B CYXUX MSITHAX KPOBH, TECT HA «OTKPBHITUE» HE IIPOBOJISIT.

Tecm Ha «ituHelUHOCM b

BDTOT TECT 3AKIKOYAETCS B ITOCAEN0BATEABHBIX PA3BEAEHUAX KAUTUOPOBOYHOM ITPOOBI ¢ MAKCUMAJILHOMU
KOHIIEHTpALlUe aHTUICHA WIU KOHTPOJbHOM CBHIBOPOTKH (TUIa3Mbl) C BBICOKOM KOHIIEHTpallMedl 3TOro
aHTUTEeHA B 2, 4, 8 ¥ T. I. pa3 (BO3MOXHBI M JPYTHE ITPOMOPILIMMA PA3BEACHMSI) C IOCASIYIONIUM CPaBHEHHUEM
[TONYYEHHBIX PE3YNBTATOB C OXHMIAEMBIMH IMPH 3THUX PaA3BECACHUSX KOHIUCHTpALMSIMHU AHATIU3IUPYEMOIO
aHTureHa. Pa3BeicHUA DOJXKHEI OBITH BBITIOJIHEHBI C TAKMM pacYeTOM, YTOOBI TECT OXBAThIBAJI BCE YUACTKU
KaTuOpoBOYHOro rpaduka, ro3TOMy HapsAy ¢ MAKCUMAJIBHONH KATHOPOBOYHOU IIP0GOil MOKHO UCIOIB30-
BaTh KanMOPpOBOYHEIE ITPOOBI CO CpeaHe U Jaxe HU3KOH KOHLEHTpallHed aHATH3HpyeMOoro Beulectsa. s
pa3sBellEeHUs ciledyeT MCITOJIb30BAaTh HYJIEBYIO KaJMOPOBOYHYIO NMpoOy WM CHIBOPOTKY (IUIa3My) KPOBH, HE
CoAepXallyo UCCIeOYEMBIA aHTUTEH.

Tect Ha «<iuHeHOCTH» JI, %, IIPOBOASAT B BOCBMU-JIECATH ITOBTOPHOCTAX. B aHANIM3UpyeMbIX oOpa3iax

OIpeAeNsIOT KOHLUEHTPALMIO UCCIENYEMOTr0 aHTUICHA, YMHOXAIOT Ha KO3(MDUILIMEHT pa3BeICHUS U CPaB-
HUBAIOT €€ 3HAYEHHE C PACYECTHBIM 110 popMyie

T - %e < 100, (7)

T

e Cnp ~— MOJYYEHHOE ITO KANIUOPOBOYHOMY I'padHKy (ITpaKTHYECKOE) 3HAYEHHUE KOHIICHTpALIMH AHIH -
3UPYEMOr0 aHTHUICHA B UCCIENyEeMBIX Mpobax;

C. — pacuyeTHoe (TEOpeTHYECKOe) 3HaYeHUE KOHLUEHTpaluY aHATU3NPYEMOro aHTUIeHa B UCCIeRy-
EeMBbIX IIpo0ax.

3HaYeHUE «JIMHEHHOCTH» NOJDKHO HaXomuThes B mpepenax 90—110 %.
Tect Ha «wIMHEAHOCTH» BAXEH TEM, YTO I103BOJISIET IPOKOHTPOJIHMPOBATH, HACKOJBKO NPABHABHO

KamnOpoBaHbl KANIMOPOBOYHBIEC ITPOOLI OTHOCUTEILHO APYT ApyTa. IIpy pa3BeneHUU ogHOM KaaubpoBoOUHOMN

poOBbl UAET CPaBHEHHME 3TOM IPOOBI ¢ KATUOPOBOYHBIMH IpoOGaMu, ONM3KHMMHU TI0 KOHLECHTpAllUU K
ITOJIy4€HHbBIM PE3yJIbTaTaM.

Tect Ha «IMHEHHOCTH» MO3BOJIIET YCTPAHUTH CHCTEMATHYECKHE OHIMOKM, CBSI3aHHBIE C PATHIHOMN
CHeUUPUEHOCTBIO aHANMK3a, HA KAXAOH CTaAUH KATUOPOBKH, a TAKXKe MO3BOJIAET OLUEHHUTDh IIPpaBIIbHOCTD
paboThl CUCTEMBL U1 PAIMOMMMYHOJIOTHIECKOTO aHAJIM3a Ha BCceX YYacTKaxX KatuOpoBo4yHoro rpaduka.
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B civyae sxciepuMEHTAIBHON IIPOBEPKU KayecTsBa HAOOpOB, MpPEOHA3HAYEHHBIX Ul ONpeAeICHUs
AHTHUTeHA (aHTUTEJ) B CYXUX HSATHAX KPOBHU, TECT HA «JIMHEHMHOCTb» HE MPOBOJIAT.

Kosgppuuyuuenm eapuauuu

IMTpu onpeneneHnu KoaddHUIIMeHTA BapyallMK CIEAyEeT UCIOIb30BaTh ATTECTOBAHHBIC KOHTPOJIBHBIE
CBHIBOPOTKM (IUIA3MBbI, CyXye ISITHa KPOBU) C HA3KUM, CPEIHUM WIMA BBICOKMM COIEPXAHUEM aHAIU3IUPY-
eMoro aHTureHa. KoHTpoJsib BOCIIPOU3BOIUMOCTH IPOBOASIT B BOCBMU-IECATU IMOBTOPHOCTSIX. Bocmpous-
BOIMMOCTh IIPOBEPSIIOT KaK IJIL OJHOro Hadopa, Tak M I pasHbIXx HAOOpPOB OOHOM cepuHd U HADOpOB
pa3HBIX CEpPUH.

3Hagenue ko3dpduuueHTa papuauuu K. B, %, onpeaensior no ¢opMmyie

(8)

rne C; — 3Ha4YCHUE KAXKIOro U3MEPEHMsI KOHUEHTpaLUM aHAIM3MPYEMOI'0 aHTUIeHA B KOHTPOJBbHOMN
CBIBOPOTKE;

C — cpensee apupMeEeTHIECKOE 3HAYEHUE KOHLICHTPAIIMK AHATU3UPYEMOr0 aHTUI€Ha B KOHTPOJIb-
HOW CBIBOPOTKE,
Y — 3HaK CYMMUPOBaAHHS;

n — YHCJIO OIIPEHCIICHHUN.

Bocnipon3BOMUMOCTE pE3yJIbTATOB CYUTAIOT YIOBJICTBOPUTENLHOM, €ClIM 3HaYeHHEe K. B He NpeBbIlIaeT

8 % mnpH NMpoBEACHUU aHANM3a B OMOJTOr'MYEeCKUX XKUIKOCTAX U 15 % — 1pu nmpoBellcHUM aHAIN3a B CYXUX
IISITHAX OMOJOTMYECKHX XHIKOCTEH.

Humepcenm

3HayeHHUE HMHTEpPCEeNTa OIPEACHAIOT 110 KAUITUOPOBOYHOMY rpadHKy, MOCTPOEHHOMY B KOOpPIMUHATAX
logit—log (Ha ocu OpAWHAT OTKIAABIBAIOT 3HAYEHUE COOTHOIICHUSI CKOPOCTEH cYeTa KAIHOPOBOYHBIX ITpod
— B, 1 HyneBoil KanubpoBoYHOil Tpodel — B, a Ha ocu abcLce — 3HAYCHME KOHLICHTPALIMY aHTUTEHA B
norapudpmudeckoM Maciurade). Ecau pabora Habopa ocCHOBaHa Ha IMIPUHIIUIIE KOHKYPEHTHOI'O CBSI3bIBAHUS,
TO UCHOJB3YIOT cooTHouleHue B, /B, x 100, ecnrd Ha mpUHLMUIE CIHIBUY-BAPUAHTA — COOTHOIUEHME

[(B,—By)/ (B, c—By) x 100]. 3HaueHune uHTEpCenTa BRIPAXKAIOT B TEX X€ €AUHULIAX, YTO U 3HAYCHHUE
KOHLEHTpPallMi aHaTU3UPyeMOro aHTUICHA.

[Ipu KoHTpoJie KayecTBa HAOOpPOB WIS PaIMOMMMYHOJIOTHYECKOro aHajlu3a OOBIYHO IT0JIb3YKIOTCH
TpeMsl 3HaYeHUsIMHM HHTepcenTa — 20 % (25 %), 50 % u 80 % (75 %), x0T HOIYCKAIOTCA U JApPYIUe
BapuaHThl. OTpe30K KATHOpOBOYHOro rpaduka, orpaHuYeHHbII 3HaueHUus MU 20 % u 80 % uHTepcenTa, —
9TO «pabouuii» OTPE30K KATMOPOBOYHOro rpaduka, apisoluuiicss Hanbdosee YyBCTBUTENBHOUN €ro 4acThio.
3HaueHue 50 % uHTEpCcenTa TO/DKHO JIEXaTh Ha caMOoM KpyTOH 4acTH KaIuOpoBoYHOro rpaduka U JOJDKHO

COOTBETCTBOBAaTh OIHOU H TOH XK€ CpeOHEH XOHLEHTpallMM aHaJIM3WPYEMOro aHTHUIeHA B IIpeaesax
YCTAHOBJICHHBIX KOJCOaHUM.

3HaYeHUA UHTEPCENTa OTpPaXaloT CTAOMIBHOCTh KOHUECHTPALIMM aHTUI€HA B aHAIM3UPYEeMOM Tpode
B TeYEHUE JIUTECJIBbHOTO BPpEMEHU; 3TU 3HAYECHHUA HE NOJDKHbBI B OOJbIION CTEIICHM BapbUPOBAaTh OT Habopa
K Habopy 1o HabopaM KOHKPETHOrO BHAA, TaK KaK OT 3TOro 3aBUCUT JOCTOBEPHOCTb ITOJYyYaeMBIX B
KIMHUYECKON ITpaKTHUKE PE3YJIbTATOB NPU MCIIOJIb30BAHUHK HAOOPOB pa3HbBIX CEpPUIA.

Konyenmpayus anaasusupyemozo aHmuzeHa 6 KOHMPOAbHOU cbieopomKe (naasme,
CYXOM NAMHE KPOBU)

Il IIpOBEPKU MPaBUIBHOCTH (IOCTOBEPHOCTH) OIpeAeeHU YKa3aHHOM KOHLEHTPAlH HCITOJIb3Y-
IOT METOH, OCHOBAHHHIA HAa INPUMEHECHUU KOHTPOJBHBIX CBIBOPOTOK (IUIa3M, CyYXMX IISTEH KpPOBU) C
M3BECTHO! KOHLIEHTpaLUEH aHAIU3UPYEMOro aHTUI€HA, KOTOPBIE IO COCTAaBY M OCTAJIbHBIM CBOVMCTBaM
TOJDKHBI ObITh HauOoOee OM3KM K 00pasliaM aHATHM3MpyeMoro Marepuaia (Bo usbexaHue «MaTPHUKCHOTO
a¢dexTar). Habopsl Lasi paiHOMMMYHOJIOTHYECKOI0 aHATKU3a, KaK ITPaBWIO, KOMIUIEKTYIOT KOHTPOJIbHBIMU
CHIBOPOTKAMU C U3BECTHBIM COJEpXaHUEM aHAIM3UpyeMoro aHTureHa. CpaBHEHHE TOJIYYCHHOM B pE3yJib-
TaTe ONpPEAC/ICHAA U YKA3aHHOM B MACIopTe Ha Habop KOHILICHTPALMH MMO3BOJISIET OLIEHUTH JOCTOBEPHOCTH
(MpaBUJILHOCTD) €€ ONpeleIeHUsST KOHKPETHBIM HabopoM ISt paiMOMMMYHOJOTHYECKOTrO aHaIu3a.

42.1.1.1 Habops Oas ummynopaduomempu4yecKkozo aHaausa

ODKCIEPUMEHTAJIbHAS TIPOBEPKa KAaYeCcTBA 3THX HA0OPOB BKIIOYAECT B CEOA ONPEHACICHHUE CIIEAYIO-
IUMX [oKasaTtened: oOliasi paJUOaKTHBHOCTb MEYEHOIro KOMIIOHEHTa — 1o dopmyne (1) uiaum 1o
dopmyne (2); TotaabHasi (o0HIas) PAIUOAKTUBHOCTD, COOTHOIUEHME CKOPOCTEN CUETA KATTMOPOBOYHBIX
npo6: By, <...< B, .; CKOPOCTb cYyeTa B KUIMOpOBOUHOH Npobe, He comepXalleil aHTUIeH (aHTUTENA),
OTHOILIEHHE CKOPOCTH CYe€Ta B KaIMOpOBOYHOU Ipobe ¢ MaKCHMAJIbHBIM COJEPXAaHUEM aHTUIeHa K
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TOTaNnbHOM (06IIEH) paTHOAKTUBHOCTH; «OTKPBLITHE» — TI0 dopMylie (6); « ITMHeHHOCTE> — TIo popmyde (7);
kosdduimesT Bapuanum — no dopmyne (8); MHTEepcenT, KOHUECHTpalWsl aHaJIU3HPYEeMOIO aHTHICHA
(aHTUTEN) B KOHTPOJLHOM chiBopoTke (TwiasMe). IIpw onpeneneHHM IyBCTBHUTEIBLHOCTH PACCUMTHIBAIOT

3HA4YeHUE CPEIHEro KBaJApaTHIecKoro OTKJIOHEHU: (o) — mo dopMyne (5), Hocne 9ero Ha OCH OpIUHAT
KO poBOYHOTO rpaduKa OTKAIANLIBAIOT 3HadYeHUe (By+20) M M3 3TOH TOYKM MPOBOIAT NPAMYIO, TTapai-
NENBHYIO OCH abcmMce, O0 NepecedeHus ¢ KATMOPOBOYHLIM rpadHMKOM; M3 TOYKH IIEPECEISHHs OIyCKAIOT
OCpOCHAUKYASp Ha och abCLHMCC — COOTBETCTBYIOLUAsl 9TOMY 3HAYCHMIO KOHLICHTPALIMs XapaKTepH3yeT
JYBCTBUTC/ILHOCTS.

4212 Habopwoe 0na ummynopepmeumnozo anaruia

DKcIIepUMEHTANbHAS NMPOBEPKA KAYecTBa 3TUX HaAOOpOB BKITIOYACT B ceOsl OmpelcIeHue CIICAYIOLIMX
MOKa3aTeNel: COOTHOUIEHHAE OMTUIECKUX IUToTHOoCcTeH (Q/T) KanubpoBouHbIx nipob: (Off, > .. . > Ol ..
IIPH MCNOJb30BaHNHM MeToNa KOHKYPEeHTHOro cBi3uiBanusa, Ofl, < ... < Ol . .. — NpH C3HABUY-BApHU-
aHTe); cooTHoueHUe O KamuOpoBOYHOHU MPoOEl ¢ MUHUMATBHBIM COACPXAaHUEM aHTHICHA U HYJICBOU

KanubposouHoi npobsl (O, ../ OIl, x 100); coorromienne OII xaTnOpOBOYHOH MPOOBHI ¢ MAKCUMAIb-
HbIM COCPXAaHHEeM aHTUICHA U HYJIeBOH KaIMOpoBoYHOM npobwl (Of1,, ./ Ofl, x 100); 3Hauyenue Ol B

KanubpoBodHoM pobe ¢ MAaKCHMaIbHBIM 3HaYeHUeM O, YyBCTBUTCABHOCTDh — OIIPEACANIOT 3HAUCHHUE
c no dopMyne (5), mocjyie 4ero ocrajbHbie pacyeThl BEAYT TaK, KaK yKa3aHo B 4.2.1.1; «OTKpbITHE» —
no dbopmyne (6); «iuHerBHOCTL» — No dopMmyae (7); ko3dbdpHUMEeHT Bapualluu — o dopmyne (8);
MHTEPCENT, KOHLECHTPALlMSI aHAJIU3UPYEMOIO aHTUIeHa B KOHTPOJBHOHU CHIBOPOTKE (ryazme). [lomyc-
KaeTcs onpeneisith cooTHouleHue Off KanuOpoBOYHOM IPOObLl ¢ MUHHMMAJILHBIM CONCPXAaHUEM aHTU-
reHa M KaJuOpoBOYHOM NpoOkl ¢ MakCUMalbHBIM coaepXaHueM antureda (OfI, /OIT . . x 100) u
coornomienue O[] npeanocnendeil XKaTHOpOBOYHOI NPpoOB! U KaauOpoOBOYHOM HIpoOB ¢ MAKCHMAJILHBIM
conepXanueM aHturena (OI1 /OIl, . . x 100).

4213 Habopwew O0aa ummynopayopecyueimrozo arKaaisusda

BKcrepMMeHTAJIbHAS IIpOBepKa KadecTBa 3TUX HAa0OpOB BKIIIOYAET B ceOsl olipelelieHue CIeavIo-
IIUX [OKa3aTeJeil: COOTHOIUGHHE HHTeHCHBHocTeH dayopecueHIMUd (A P) KanubpoBOUYHEIX Tipoo:
(AD, > ... > HD,, . TIpY UCTIONL30BAHUH METO/la KOHKYPEHTHOIO cBsi3bBanus, #P, < .. . < HD,  —
Opd C3HABHY-BAPHAHTE), COOTHOLUeHHEe AP KammOpoBO4YHOM IpoOBl ¢ MUHHMMAJBLHBIM COAEpXAHUEM

aHTHICHA U HyJe€Bo# KalMOpoBouHOM npobsl (D, ./JHD, x 100); coorHomieHne AP KanubpoBodHOMU
NpoOkl ¢ MAKCUMAJIBHBIM CONICPXKAHMEM aHTUTCHA M Hy/IeBOH KasMOpoBo4HOM npobsl (M P, ./ HPD, x 100),

3HauyeHue M P B XannOpOBOYHOH Mpode ¢ MAKCHMMAIbHBLIM 3HAYCHMEM aHTHUICHA, IYBCTBUTCIHLHOCTH —
OMpPeACNSIOT 3HaYeHHUe ¢ 110 hopmylie (5), Iociie Yero ocTaaTbHbIC pacdeThl BEAYT Tak, KaK yKazaHo B 4.2.1.1;
«OTKpBITHE» — 110 dopMyJie (6); «IMHeHMHOCTL» — Ito dopmyie (7); koadduimeHnT Bapuanuu — no dop-
Myse (8); MHTEPCENT, KOHLCHTpallUs aHAIM3UPYSeMOIo aHTHTeHAa B KOHTPOJLHOH CHIBOPOTKE (ILTa3Me,
CYXOM IIsiTHEe KpoBH). JlommycKaercsl onpeaessiTh cCooTHomieHne AP KamuopoBoYHOU NpoObl ¢ MHHUMAJIh-
HbIM COIEpPXAaHUEM AaHTUIeHa M KATHOpOBOYHOH NpoOH ¢ MAKCHMAJLHBIM coliepXaHHWeM aHTHreHa
(ADye/ HD,y . x 100) 1 cooTHOICHHEe H P npeanocnenteii kKanubposounoit npobul (HP, ) ) n Kambpo-
BOYHOM NPOOLI C MAKCUMAJILHBIM COepXaHueM aHTureda (MO, /HP . . x 100).

4214 Habopor O0aR UMMYHOXEMUARIOMUHECYUEHMHOZO0 AHAAU3A

DKCIepUMERTANIbHASL JIPOBEPKA KayecTBa 3TUX HaAOOpOB BKIIOYAET B cebs onpelesieHHEe TEeX Xe
Ioxasareser, KOTOPhIe HCIONB3YIOT IS MPOBEPKU KadyecTBa HAOOpOB 111 UMMYHO(MEPMEHTHOIO aHa/IM3a
(cM. 4.2.1.2); npH S5TOM ONPEHejdIOT 3HAYCHHUEC AHAMTHUYECKOIO CHTrHaJla KaJTMOPOBOYHBLIX M APYTHX
HUCCJIeIYeMBIX Mpoo.

4.2.1.5 Habopwor 0sa dpyeux 6udo6 UMMYHOXUMUYECKO20 AHAAU3A

DKCIEpUMEHTAIbHAS ITPOBEpPKA KA4YecTBAa 3TUX HAOOpoB (OCHOBAaHHBIX Ha MCIHOJL30BAaHHUM METOOOR
HUMMYHOTYpOHIUMETpHHM, KIMMYHONUMDDY3HMM M Ap.) BKIIOYAET B ceOs onpejejicBue TeX Xe NoKa3aTesieH,
KOTOpbie MCHONB3YIOT A1 NIPOBEPKHU KAadecTBa HabopoB 11 MMMyHodepMeHTHOro aHamm3a (cM. 4.2.1.2).

OnucaHHble BBIUEC METOABI SKCNEPHMMEHTANLHON NpPOBEpPKM KadecTBa HAOOPOB MIS1 pPasIMYHBIX
BApHAHTOB MMMYHOXUMHYECKOIO aHallu3a OTHOCATCS K HabopaM I BBIIOMHEHHUS KOJIWYECTBEHHBIX
aHAJIM30B (MccaenoBaHUil).

[Ipn npoBepke kadecTBa HAOOPOB NI KAYECTBSHHOIO WIM TNOJIVKOJIMYECTBERHOIO oOIIpejesicHHS
ocoboe 3HaYeHHE UMEET pacdeT COOTHOUICHM 3HAYeHHHA ONMTHYSCKHX IVIOTHOCTeH (WIM CKopocTed cuera,
WA HTEHCUBHOCTH (PJIyOPECUCHUMH, WIHM aHATMTHYECKOTO CUTHANA) TTONOXUTEILHOIO ¥ OTPHLATEIILHOTO
KOHTPOJBHBIX 00pa31ioB, BXOOsHIIMX B cocTaB Habopa. Ilpy 3ToM HCHIONB3YIOT CAESHYIOIIHME BAPUAHTHI:

a) pas’HHUIIA 3HaYeHHUH OINTHYECKHUX IUIOTHOCTEH OTPpHMLATEIBHOINO M HMOJOXHUTEIHHOTO KOHTPOIBLHBIX
0bpasiloB Jo/LKHa ObITE He Oojiee Xakoro-aubo 3aJaHHOIO 3HA4YeHHS WIM XE JOJIXKHA HaXOOUTLCS B
KaKuX-ITN00 3alaHHBIX Npeaciax;

8
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0) pa3uYue B 3HAUCHHUSX COOTHOLICHMS ONTHYECKUX THIOTHOCTEN OTPHUIIATE/ILHOIO U TIOJIOXMUTEIb-
HOT'O KOHTPOJBLHBIX 00pa3UoB JOIKHO OBITH HE MEHEE KAKOro-JIM00 3aJaHHOIO 3HaYeHUS WIM XK€ JOJDKHO
HAXOOUTLCS B KAKUX-IMOO 33JaHHBIX IIpeaesiax;

B) pasiWyye B 3HAYCHMUSX ONTHYECKUX IUIOTHOCTEU OTPHIATEILHOIO U NOJIOXUTEILHOIO KOHTPOJIL-
HbIX 0Opa3lOB JOIXHO OBITh CTATUCTHYECKHM NOCTOBEPHBIM (METOA KOHTPOJSA OCHOBAaH Ha BbIMUCICHUM
cpeadero apudpMeTnIecKoro 3Ha4eHus nmoc 3o).

[TockonkKy HOpH KAa4CCTBEHHOM WIH ITOJYKOJIMYECTBEHHOM HMMMVHOXMMMYECKOM AaHAIM3€ 4YacTo
WMCTIONB3YVIOT BH3YAIbHVIO OLIEHKY PE3YILTaTOB, TO, Hapsily C YKA3aHHbIMM BHIIIE MeTONAMH IIPOBEPKH
KavyecTBa HaOOpOB, OCHOBHBLIM KPUTEPHEM IIPpH BLIOOPES METOAA KOHTPOJIS AOJDKHO OBITh 3aMETHOC pa3jiHiue
B MHTEHCHUBHOCTH OKPAacKM IOJOXUTEJIbHOTO ¥ OTPHIIATEAbHOIO KOHTPOJILHBIX 0Opa31oB.

DKCIIepUMEHTAIbHASA TIPOBEPKA KauyecTBa HabOpoOB, HCTIONB3YIOIIHX JaTeKC ~-aITTIIOTHHALHIO, €CJIM OHH
IIpeIHa3Ha4YeHbI I KAaYeCTBEHHOTIO ONpelcAcHMS aHAITH3UPYEMOToO BelllecTBa, BKIIOYAET B ceOs1 ompele-
JICHHE YYBCTBUTCIBLHOCTH, OOpa30BaHMsl arvIIOTUHALIMM C JIATEKCHEIM PEareHTOM, IMOJOXUTEILHOTO KOH-
TpoNsd H OTPULATCNBHOIO KOHTPOJsA. B ciaydae NONMyKOJIMYECTBECHHOro omnpeleneHUus aHaIM3HPyeMOTO
BelllecTBa 3KCNCPUMEHTANIbHASA TIPpOBEpKa KayecTBa 3THX HAOOPOB, HApsOy C ompenesieHUeM YyBCTBUTEIL-
HOCTH, 0Opa30BaHMs aITVIIOTHHALIMY C JIJATEKCHBIM PEAarcHTOM, MOJIOXUTEIbHOIO KOHTPOJSI M OTPHUILIATEN b-
HOIO KOHTPOJIS, BKIIOYAET B cebsl TakKe onpelesicHne TUTPa aHAJIM3HPYEeMOro BelllecTsa.

42.1.6 Habopvt 028 ummyrnoxpomamozpajuueckKkoz20 anarusa

YKazaHHbIe HAOOpBI, KaK NpaBWIoO, NpeaAHa3HAYEHbl 1J1s1 KAYECTBEHHOTIO ONpene/IcHUA aHAJIH3Upye-
MOTO BellleCTBa.

DKCIEPUMEHTATbHAS MMPOBEepKa KAYECTBA 3THX HabOpoB BKIIOYAET B ceOsl onpenaeyieHHue CIeAVIOLIHUX
TI0KA3aTeNeHU. YYBCTBUTEILHOCTD, MOJOXUTEBHBINA KOHTPOJIb, OTPHLIATELHBI KOHTPOIb H BpeMs JOCTH-
>KCHUS YCTOMYMBBIX INoKazaTteseu Tecta. IIpu npoBepke KadecTBa 3TUX HAOOPOB 0O0S3aTENBLHLIM SBISICTCY
HMCTOJIB30BAHUE MEXIYHAPOOHBIX CTAHAAPTHBIX 00pa3LoB, HAIMOHAJIBHBIX cTaHAapTHRIX o6pasuoB (OCT
8.315) unu o6pasloB uccaeayeMoro O6MoMaTeprala ¢ TOYHO YCTAHOBJICHHBIM cooepXaHMeM aHaJIu3upye-
MOTI'O BEUIECTBA M TApaHTHPOBAHHO JOKYMEHTHPOBAHHLIX.

422 Habopnl Onss MHKpPOaHaNH3a HYKJEOTHAHBIX INOoCcJIeIOBaTedbHOCTEH

DKCTIEpUMEHTANIbHA MPOBEpPKa KayecTBa 3THX HaOOpoB BKIIOYACT B ceOs ompeldelieHHe CIIEAYIOUINX
TIOKa3aTeey: IOMOXUTEIbHLIA KOHTpoibHbIN oOpaszen; JIHK (w1 PHK) u orprmitaTenbHbIN KOHTPOIbLHLIN

obpasell. JdonyckaeTcs Takke UCNONb30BaTh MapKephl MonekyiasapHoro Beca IHK (wmu PHK) u BHyrpes-
HUN KOHTPOJIb.

423 Habdopw nang dboToMeTpHUEeCcKOro aHanlu3a
Pacmeopumocmos KOMNOHEHMOS

B ToM ciy4ae, Korga peareHThl, BXOAAIIME B cocTaB Habopa, MOCTABISIOT B CYXOM COCTOSIHMH,
HeOOXOAMMO MPOBEPSITh MX PACTBOPMUMOCTb: B AUCTWUIMPOBAHHOM (OMAMCTWUIMPOBAHHOH) BOIE WIH

APYIOM peareHTe Habopa, ImMOCTaBRISIEMOM B XHMIKOM BHIE, OTMETUB BpeMS pacTBOPEHMUSI.
Yyecmeumeanvrhocmb

JUtst onpenesicHus YyBCTBUTEILHOCTH UCTIOJBL3YIOT KOHTPOJIbHBIE JIA0OpaTOpHbIE PacTBOPHI ¢ TOYHbLIM
comepXaHVeM aHaIM3UpyeMOoro BellecTBa (akTHBHOCTH depMeHTa). B XadyecTBe KOHTPOIBLHLIX JIAGOPaTOPHLIX

PacTBOPOB UCTIOJIL3YIOT PACTBOPEI YHCTOTO aHATM3UPYEMOTO BEIICCTBA C ONpeNe/ICHHOM KOHIICHTpallueH (B clrygae
(bepMEHTOB NPEATIOYTUTEILHEE CHIBOPOTKA WIH IUTa3Ma KPOBH Y€JIOBEKA C U3BECTHOM aKTHMBHOCTBIO QEepMEHTA).

3HaYeHHUE YYBCTBUTEIBLHOCTH OIPEAcsioT ciaeayiomuM odpazoM. B npobupxku (8—10 1rr.) BHocsT
KOHTPOJIbHBLIN JIAa0OpPATOPHBIM PACTBOP AHAM3UPYEMOIO BelHEeCTBA (CLIBOPOTKY WIH IUIa3My KpPOBH C
MU3BECTHOU aKTUBHOCTBIO QEpMEHTA) U BCce KOMITIOHEHTH! Habopa, MpeaycCMOTpeHHbIe MHCTPYKLIMEH T10 ero
[IPUMEHEHUIO, II0CJIC YE€TO HPOBOAAT BCE IIpOLieAYPH] olpeaencHus. OQHOBpeMEHHO IIPOBOAAT BCE IPOlie-
Oyphl ONpeNesicHUs KanuOpaTopa, BXoasuuero B coctaB Habopa. Ilocne 3toro maMepsioT ONTHYECKYIO
mwiotHocTh (OIl) B XaXnoll npoOupke ¢ KOHTPOJLHLIM JTaG0OpaTOpHBLIM PAacTBOPOM H C KATHOpATOpOM
IIPOTHUB XOJIOCTOM MPOOLI (pacTBOpP CPaBHEHHUS, COCTOAIIMNI, KAK MPpaBWIO, B3 TUCTHWUIMPOBAHHOM BOMLI
WIM CMECH peareHTOB, BXOMSIIMX B Habop, 3a MCKIIOYECHUEM KaJlMbpaTopa).

CpenHee apudmMerudeckoe 3HayeHUe Of1 E, eqHUIBI OTITHYCCKOM IVIOTHOCTHM (€. OIIT. IUVIOTH.),
KOHTPOJILHOTO JTabOopaTOpHOro pacTBOpa M XKaauOpaTopa onpencnsaioTr no popmyne

E=1%E, 9)
L

rae £, — 3HadeHue OII xaxnoro U3MEpEeHMs, ell. OIT. IUIOTH.;
2 — 3HaK CYMMHPOBaHMH,
n — YUCJIO OIpelcICHUN.
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KoHIieATpafio aHaH31pyeMOTIo BellleCTBa (AKTHRHOCTE QEPMEHTA) B KOHTPOJILHOM J1a00paTOpHOM
pactBope C ompenensioT o gopMmyrie

C = i x C (10)
= Kana ’
-
rne E,  — cpemHee apudMeTHYecKoe 3HadeHHe OII KOHTPONBHOTO N1aGOPaTOPHOIO pacTBOpa, ¢A. OIIT.

. IUIOTH.;
E .. — cpenHee apudMeTrieckoe 3HayeHne OII xamOparopa, €. ONT. TUIOTH.;
C.., — KOHIEHTpallhsl aHANMU3UPYEMOTO BEIECTBA (aKTHBHOCTh (pepMeHTa) B KaaudpaTope.

B psane ciaydaeB, €c/M 3TO MPEAYCMOTPSHO HMHCTPYKIIMEM 110 NpUMEHCHHIO Habopa, poryckKacrcs
OMNpeReNATh KORUECHTPALMIO aHAIM3UPYEeMOro BellecTBa (AKTHBHOCTh (PEPMEHTA) MO KATHOPOBOYHOMY
rpaduKy.

119 onpenencHus aKTUBHOCTU (pepMEHTa KUHETHUYECKHUM METOAOM MO (PakTopy B U3MEPHUTEILHYIO
KIoBeTy cirekTpodoToMeTpa BHOCST CHIBOPOTKY (IUIa3My) KPOBM M BCe KOMIIOHEHTHI Habopa, IpeqycMOT-
peHHbIE MHCTPYKIMEH IO €ro NPUMCHEHMIO, TPeHMHKYOMPYIOT (B ciyuyace HeEOOXoAMMOCTH) B TCUYCHUE
YKA3aHHOIO B MHCTPYKIIMH BpeMeHH. [locie 3toro onpeaensior (COrmacHo HHCTPYKIUA) H3MeHeHue Of1
aHAMM3UpyeMoH 1IpoObl BO BPEMCHMU.

N3menenue OII (A E/MuR) onpenensior no Gopmyne

AE, (11)
t 3

AE/MH =

roe A £ — usMeHeHHe OII npoOsl, ell. OIT. IUIOTH.;
[ — HHTEpBaJ BpEeMCHH MEXIY OllpcaeNneHUsIMH, MHH.
OrpenesieHNe YyBCTBUTEIBHOCTH B OXHOM M TOHM Xe NMpo0e CHIBOPOTKH (IIa3Mbl) KPOBH NPOBOIAT 5
pas.
Cpendee apudMeTHUeckKoe 3HauyeHMe U3MeHeHHus (OJ] aHamm3npyeMoM HpoObl pacCYMTBLIBAIOT IO
dbopmyme (9).
AKTHBHOCTE pepMeHTA A Oripeaeasior o dopMyne

A= AE/vuH x F, (12)

rae A E/Mus — cpenHee apudMeTHdecKoe 3HaueHHe uaMeHeHus1 OI7 ipo6sl B MUHVTY,
F — axrop nepecuera, E/mM°.
®axrop nepecuera F onpenenssior no dopMmyne

b VX0 (13)

exvVv

rae V — KoHedHbld 00beM M3MepsgeMol npoOrl, cM>;
v — 06beM nH0o6GaBIeHHOM MPOOH! CHIBOPOTKM KPOBH, CM>;
e — Ko3dduimenT MonapHoi skcTHHKIMN NADH B ycnoBusx onpenenenusi, cM—! x Mmmoms—1;

10° — xoaddHIMEHT nepecyera Wi BuIpAXEeHMs! aKTHBHOCTH depMeHTa B E/qM3, —
1M YKA3BIBAIOT B ITaclopTe Ha Habop.
llonrydeHHOE 3HaUCHHE XapaKTepHU3yeT YYBCTBUTEAbHOCTD, KOTOPYIO CCAYET BbIpaXaTh B 3HAYCHUAX

KOHILICHTPALMH aHATH3HUPYEeMOIO BellieCTBa (AaKTUBHOCTH (pepMeHTa).

BOKCIEpUMEHTATLHO YCTAHOBJIEHO, YTO OOBIMHO 3HAYeHUE YYBCTBUTCIBHOCTH B Habopax mist ¢oro-
METPHYECKOIO AHAIM3A PABHO CpeAHEMY apA(PMETHISCKOMY 3HAYCHHMIO XO10CTOH Npodhl Imoc 36.

Coomeemcmeue Kkaasubpamopa KOHMPOALHOMY AAOOPAMOPHOMY DpACMEODPY

B ToM cnydae, Korga B KOMIUIEKT Habopa BKIIIOYEH KaIMOpaToOp, HE SABIAIOIIMMCH OTACIbHBLIM
KOMMEPUYECKHMM IIPOAYKTOM, IS MPOBEPKU KaTUOpaTopa HEOOXOMHUMO TIPOBEISHHE TECTA Ha COOTBETCTBHE
KanuopaTopa KOHTPOJIBHOMY JabOpPaTOPHOMY PacTBOPY aHAIH3MPYEMOIO BEIECTBA C KOHIICHTpalMEW,
paBHOM KOHLICHTpaLlMH KaIubparopa.

B onun psapg npobupok (mo 5—7 LIT.) BHOCST KOHTPOJLHLIA 1a00paTOpHLIA pacTBOP aHATH3HPYEMOTO
BEllIECTBA, B APYTOM psid IpobupoK (1o 5—7 1rr.) — KanubpaTop, Nocjie 4ero Jo0assIioT BCe KOMIIOHEHTH]
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HaGopa, IIpeLyCMOTPEHHBIE HHCTPYKLIMEN 10 €T0 MPUMEHEHHMIO, H IMPOBOISAT BCE HEOOXOAMMBIE ITPOLCAYPHI
OTIpeNeIeHHs B COOTBETCTBUM ¢ MHCTpyKuMen. [locie atoro uamepsior 3HayeHue Ol B KaXIou IMpoOUPKE
C KOHTPOJBHBEIM JAGOpATOPHBIM pACTBOPOM U C KajaMOGpaTopoM NpOTUB XojocTod Ipobsl. Cpennee
apudMeTryeckoe 3HaueHHe Ol KOHTPOJIBHOIO JIabopaToOpHOro pacTBopa M KalMbparopa OnpelessaioT ITo
dbopmyne (9). KoHlleHTpauMIo aHaIU3UPYEMOro BellecTsa onpenessior no gopmyne (10). OTHOCUTENIBHOE
pacxoxXIeHue MeXIy KOHLIEHTpalllei aHAIM3UPYEMOro BEIIECTBA B KOHTPOJILHOM JJabOpaTOpHOM PacTBOpE

C. . u B xaubparope C,,,, %, onpeaessaor 1o popmyrne

CK

..IIHCKEII

C

K.JI

x 100. (14)

DTO pacXoXIECHUE He JOJDKHO OBITh GoJiee yKa3aHHOrO B HOPMATHMBHOW JOKYMEHTALIMM Ha HaOOPHI
KOHKPETHOro BHA.

Tecm Ha «omKps mue»

[Ipy mmocTaHOBKE TeCTa HA «OTKPBITUE» CMEIIMBAIOT, KaK IPaBUIO, paBHbIE 0ObEMBI KOHTPOJIBHOH
CBIBOPOTKHU (IIa3MbBI) 1 KOHTPOJBHOIO J1abopaToOpHOTO pacTBOpa AHATU3UPYEMOrO BELIECTBA C U3BECTHOH
KOHUEHTpalMed Wi Xe paBHbIE 00beMbl KOHTPOJBHBIX JIAOOPATOPHBIX PACTBOPOB OIpPEACIISIEMOIO Belle-
CTBa C W3BECTHBIMU KOHIUEHTpalUSAMH. B ciydyae omnpeneseHUsi aKTUBHOCTH (EpMEHTOB, KaK IIPaBUIIO,
CMEIIMBAIOT paBHBIE OOBEMBI CHIBOPOTOK (IUIa3M) KPOBH 4Y€JIOBEKA C M3BECTHBIMU aKTUBHOCTSIMU pepMEH-
TOB.

TecT Ha «OTKpBITHE» HMPOBOIAT B BOCBMU-IECSITH IOBTOPHOCTAX. B aHanu3upyeMoit nmpode omnpene-
JISIIOT KOHLEHTPALHIO MCCIelyeMOro BelliecTBa (AKTUBHOCTE (PEPMEHTA) B COOTBETCTBUM C WHCTPYKUHMEH
10 IIPUMEHEHUIO HAbopa U CpaBHUBAIOT €€ 3HAYeHHUE C pacdyeTHbIM o dopmylie (6).

PacxoxneHue He OoJoxHO OBITH Oosiee yKa3aHHOro B HOPMATUBHOM JOKYMEHTALlMM Ha Ha0OpbI
KOHKPETHOIO BHJA.

Tecm Ha «rtuneliHocmbv»

[Ipn mpoBeneHUH 3TOro TeCcTa ONPEACIAIOT aHAIU3UPYEMOE BEUIECTBO (AKTUBHOCTH (PEpMEHTA) B
KOHTPOJIbHBIX J1a00PpaTOPHAIX PACTBOPAX AHAIIM3UPYEMOI'O BEIIECTBA ¢ KOHIIEHTPALIHSIMH, OXBATHIBAIOILUMH
BCIO 00aCTh IUMHEMHOTO OIIpEeAEJICHUS, TTOCIE YEro CPAaBHUBAIOT MOJYUYEHHBIC 3HAYECHNS C TEOPETUYECKUMU
3HAYCHUSAMH aHAJIM3UPYEMOTIo BellecTBa (AKTUBHOCTU HEePMEHTA).

Tect Ha «WIMHEMHOCTH» IPOBOJAAT B BOCBMM-AECSATH HOBTOPHOCTSX IO KAXIOMY KOHTPOJbHOMY
nadbopaTopHOMY pacTBOPY. B aHAIM3MpPYEMBIX 00pa3iax onpeaeisiioT KOHLIEHTPALUI0 HCCIeIyeMOro Bellle-
cTBa (AKTUBHOCTb (€pMEHTA) B COOTBETCTBUM ¢ MHCTPYKIHMEH IO IMPUMEHEHUIO Habopa U CpaBHHUBAIOT €€
3HAYEHUS C TCOPETUUYECKHUMHU 3HAYEeHUSIMH 110 hopmMmyiie (7).

PacxoxrneHue He HOJKHO MpEBBIILATH 3HAYEHUSI, VKA3aHHOI0 B HOPMATHBHON JOKYMEHTAalLHU Ha
HaOOPBI KOHKPETHOTO BHUAA.

Kosgppuyuenm eapuayuu

Qg onpeneneHust Ko3ppUIIMEHTA BapUallMd MOXHO UCIHOJIb30BAaTh ATTECTOBAHHBIE KOHTPOJIBLHBIE
CBIBOPOTKHM (IU1a3Mbl) C HHU3KOH, CpeJHE! WIM BBICOKOH KOHLEHTpalnued aHaJIU3UpyeMOro BellecTBa
(aKTUBHOCTBIO (pepMEHTa), KOHTPOJbHBIE J1a0OPaTOPHEBIE PACTBOPHI C U3BECTHONH KOHIIEHTpALIUEH aHAIH-
3UPYEMOr0 BelIEeCTBA (AKTUBHOCTHIO PEPMEHTA) WIK 00pasiibl OMoMaTepHuaia YeJI0BeKa ¢ rapaHTUPOBAHHO
JOKYMEHTHPOBAHHOW TOYHOW KOHLIEHTpPALMENH OIpene/iieMOro BellecTBa (aKTUBHOCTBIO (pepMeHTa). Or1-
peneneHue KkoapPuMeHTa Bapuallii IIPOBOJAT B BOCBMU-AECATH IOBTOPHOCTSIX ITO ABYM-TPEM Pa3TUYHbIM
KOHLUEHTPAUUAM aHATU3UPYEMOI0O BEIECTBA (AKTUBHOCTAM PpepMEHTOB). BOoCIIpOM3BOAMMOCTD MPOBEPSIIOT
KaK g omdHoro Habopa, Tak M i1 HAO0OpoB OmHOM CepHHM M HAOOpOB pasHbIX cepuil. 3HAYEHHE
KoaddHUIIMeHTa BapHALUU ofpedeisior no dopmyie (8).

Koadduument Bapuanyu He OO/DKEH OBITh 0oJiee YKa3aHHOINO B HOPMAaTUBHOHM JOKYMEHTAallUHM Ha
Ha0OpEI KOHKPETHOI'O BUA.

Honycmumbiii pazbpoc pezysbmamoeé npu napansiesbHulx onpedeseHuax o0HOU
npobvl pa3HbiMu Habopamu O00HOU cepuu

Ilns onpeneseHus pa3bpoca pe3yIbTATOB MOXHO HCITOJIB30BATh ATTECTOBAHHBIE KOHTPOJbHBIE CHIBO-
POTKM (IUIa3MBbI) ¢ HH3KOU, cpenHeil MK BBICOKON KOHIIEHTpAIIMEX aHAJIM3UPyeMOro BellecTBa (aKTHB-
HOCTBIO ¢epMeHTa), KOHTPOJbHBIE J1a0OpaTOpHbIE PacTBOPhl C W3BECTHOM KOHUEHTpalHeil
AHATU3NPYEMOro BelecTBa (AKTUBHOCTBIO GepMEHTOB) WIH oOpa3ibl OMoMaTeprasia 4eJIoBeKa C rapaHTH-
POBAaHHO IOKYMECHTUPOBAHHOK TOYHOUN KOHIIEHTpALIMEH ONpEAC/ISIEMOro BEIIECTBA (AKTUBHOCTBLIO pepMeH -
TA).

Tect npoBoIST B BOCBMHU-IECATH IIOBTOPHOCTSX I10 KAXIOMY OTAEIbHOMY HAO0OpY C UCIOJIb30BaHUEM
peareHTOB M KaiuOpaTopa COOTBETCTBYIOLICTOo Habopa. KoHIEHTpallMIO0 aHATU3UPYEeMOro BellecTBa (ak-
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TUBHOCTh depMeHTa) ompenesior o ¢opmyne (10). PasGpoc P pesynsratroB, %, IIpU NapaUiebHbIX
onpeneaeHUsIX ONHOM ITpoOsl pasHbBIMM HaOOpaMM OJHON CEpHU BBIYMCIAIOT 1O GHOpMyIaM:

C.-C
P = IC 2 x 100 (Mexmy Ha6opamu Ne 1 # 2);
1

C,-C
P = - x 100 (Mexmy Ha6opamu Ne 1 u 3); (15)

C,-C
P = % x 100 (Mexny Habopamu Ne 2 u 3),

rne C,, C, u (; — cpenHue apu@MeTHYECKHEe 3HAYE€HHs KOHLEHTPAUMH aHAIM3UPYeMOIro BELUECTBA
(akTUBHOCTH (epMeHTa), IMOJyYCHHBIE TpH MCHOJIb30BAaHMM HabopoB Ne 1,2 u 3
COOTBETCTBEHHO.

HomycTUMBIH pa3bpoc He no/rKeH ObITh 601ee yKa3aHHOIo B HOPMaTUBHOM NOKYMEHTALMM HA HA0OPEI
KOHKPETHOTO BUJA.

Onmuuyeckaa naomHocmb Yyeemoobpazywnueeco pacmeopa

DTOT TECT MCHOJb3YIOT MPHU 3KCNEPUMEHTAIBHONI IPOBEPKE KaueCcTBa HAOOPOB, MPUHIIUIT OIIpeleie-
HUsI KOTOPBIX OCHOBAH Ha 00pa30BaHUM OKpPAILlEHHOI'O COCAUHEHUS, ITIOJABEPraecMoro GoToMETPHPOBAHHUIO.

[Tpu BBHITOJIHEHUM 3TOro Ttecta (B ISITU-CEMM MOBTOPHOCTAX) usMepsiior O useroobpasyroniero
PacTBOpa B COOTBETCTBUM C MHCTPYKLMEH MO IMpUMeHeHHIO Habopa. CpenHee apudMeTUUIECKOE 3HAYSCHHUE
Ol onpenensaior o popmyie (9).

3HaueHue OI1 He DO/KHO IIpeBHIIATH 3HAYCHUSI, YKA3aHHOIO B HOPMAaTUBHOM NOKYMEHTAIlMM Ha
HaO0ophl KOHKPETHOTO BUA.

Bpema odocmuxweHus ycmouvueéuvx 3HAYEeHUU onmuuyecKkou naomHocmu
npu npoeedeHuUUu YeemHoUu peaxKkyuu

DTOT TECT UCIOJBb3YIOT IIPU SKCIICPUMECHTAJILHOM IIPOBEPKE KayecTsa HabopoB, MPHUHLMIT OIIpeaciic-
HUSI KOTOPhIX OCHOBAH Ha 00pa3oBaHUU OKpallleHHOI'o COSAMHEHUs, ToABEPracMoro PoToMETPHUPOBAHMIO.
IIpu npoBedeHUH 3TOTO TECTA I10CJIE 3aBEPLICHUS BCEX NMPOLIEAYP MO OIMpEeAcICHhIO aHAIN3IUPYEMOTO
BellecTBa (AKTUBHOCTH (pepMEHTA), MMPEXYCMOTPEHHBIX MHCTPYKIIUEH ITO ITPUMEHEHHIO Habopa, orpeneisi-
10T 3HaYeHUe O] oxpallleHHOIo IPOAYKTa PEAKIIMH, BKIIOYAIOT CEKYHIOMED U AaJle€ U3MEPSIOT 3HAYEeHHUS

OJ]1 yepe3 paBHbIE IPOMEXYTKHM B TEUYECHHE 3aJaHHOI'O BPEMEHU IO MOMEHTa HOCTHKEHHUSI MOCTOSTHHOTIO

3sHayeHns1 OIl. OnpeneneHUeE cieayeT MMOBTOPUTh HE MEHEE TpeX pa3 M PaCCYUTATh cperHee apudmeTrniec-
Koe 3HaYeHMUE.

BpeMmsa ZOoCTMXKEHHMS YCTOMYUBBIX 3HaYeHU OI7 He DoDKHO OBITh 60Jiee YKa3aHHOIO B HOPMATUBHOM
TOKYMEHTAIIMM Ha HaOOpHl KOHKPETHOI'O BUA.

H3imenenue onmuuyeckoll naomuocmu paboueeo pacmeopa peazeHmose

OTOT TECT UCIIOJIb3YIOT IIPH IKCIIEPUMEHTAIBHOM IIPOBEPKE KayecTBa HAOOPOB, ITPHUHLIUII onpeaesie-
HUS KOTOPBIX OCHOBAaH HA KMHETHYECKOM U3MEpPEHHUM YMEHbINEeHUSI 3HadYeHUs1 OJ] B HeoKpallleHHBIX
oOpasuax.

[Ipu npoBeneHHU 3TOro TecTa, XapaKTCPU3YIOILET0 CKOPOCTb aBTOOKHUCIeHUus, u3mMepsiior Ol pabo-
4Jero pacTBopa pearcHToB NpU KOMHaTHOM TeMireparype (18—25 °C) npu panHe BOJHBI M KIOBETE C JJIMHOM
OIITUYECKOrO MyTH, MPEAYCMOTPEHHBIX MHCTPYKUMEH M0 NpUMeHeHHIO Habopa, cpasy I10CiE IIPUTOTOBRJIC-

HHUSI YKa3aHHOTO pacTBOpa U TpH pasa ¢ MHTEpBAIOM B 30 MUH. Onpencasior cpeaHee apupMETHYECKOoe
3HayeHue YMEHbIIeHUA (I B yac Ipy¥ KOMHATHOU TeMIIepaType.

3HayeHue usMeHeHnus Ol He TOJDKHO MpeBBIILATh 3HAYEHUS, YKa3aHHOTO B HOPMAaTUBHOMN JOKYMEH -
TalUH Ha HabOpbl KOHKPETHOTO BUIA.

Mexgparaxkonnans eapuayus

B TOoM ciydae, ecnid B coctaB Habopa BKIIIOYEHBI KOMIIOHEHTHI C ONMHAKOBBIM COJIEpXaHUEM
AHAJIM3UPYEMOTr0 BEIleCTBa (HanpuMep, 3 Gp1akoHa KOHTPOJbHOro odpasiia aHaJIu3upyeMoro BELECTBa WIH
3 d1aKOHA KOHTPOJIBHOM ChIBOPOTKH), HEOOXOAUMO ONpeaeuTh MEX(IAKOHHYIO BAPDUALIAIO COACPKAHUS
AHAJM3UPYEMOrO BEILIECTBA C KMCHOJIB30BAHUEM AJEKBATHON METOAMKH KOJMYECCTBEHHOIO OIPEACICHUA
nccaeayeMoro semectsa (AKTUBHOCTH epMenTa). OnipenesieHue NpoBOaST B IATH-CEMH MOBTOPHOCTSIX B
KaxXnoM (akoHe ISl KaKIOT0 aHAIN3UPYEMOro BelecTsa (AKTUBHOCTU pepMeHTa), I10C/IE Yero paccyu-

THIBAIOT cpelHUe aprdMeTHYEeCKe 3HAYCHUS UIA KaXIoro ¢dpiaakoHa Mo KaXgoMy oIpeiae/sieMoMy coelu-
HEeHHIO.
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3HayeHue MeX@PIaKOHHON BapHAIIMH 10 KAXIOMY OIIpCICHSIEMOMY COEAUMHEHHUIO HE TOJDKHO IIPEBDI-
HIaTh 3HAYEHUS, YKAa3aHHOTO B HOPMATHBHOM NOKYMEHTALMM HAa HAOOpHl KOHKPETHOIO BUA.

OmucaHHbIe BEBIIIE METOAbI 3KCIIEPUMEHTAIBHON MPOBEPKH KadyecTBa HabopoB Wi poTOMETpHUIEC-
KOI'0 aHaJIM3a OTHOCATCA K HabopaM IUIsl BBIIIOJHEHHS KOJMYECTBEHHBIX aHAIMU30B (MCCIedOBaHUI).

IIpu npoBepke KadyecTBa HAOOPOB IS KAYECTBEHHOTO WM NOJNYKOANYECTBEHHOTO aHANU3a (3To, KakK
IpaBWwiIo, HAOOpbl MHAMKATOPHBIX ITOJOCOK) MCIOJB3YIOT CICAYIOIIUE ITOKAa3aTeNu. YYBCTBUTEJIbHOCTH
CEHCOPHOT0 2JIeMEHTa WHAMKATOPHBIX ITOJIOCOK; BpPEMS NOCTHKECHUS CTAaOMJIBHOM OKpacKH CEHCOPHOIO
9JIEMEHTA;, MPAaBUWIBHOCTh OIIPEACICHAA AHAUIUIUPYEMOTIO BEIIECTBA; ITOMEXOYCTOMYUBOCTDL OIpEACJICHUS
aHAMN3UPYEMOTO BELLUECTBA K HAIWYUIO APYTUX UHTEpDEPUPYIOILUX coeauHEHUNK. [Lisi IpoBeaeHMA TECTOB
HCHOJIE3VIOT KOHTPOJIBHEIE JIA0OPATOPHBIE PACTBOPHI C PA3IMYHBIMU M3BECTHBIMU KOHIIEHTPAHUSIMH MC-
CJIEyEMOTO BellecTBa, 8 TAKXKE KOHTPOJIBHEBIE JJA00paTOPHBIE PACTBOPHI, COAEPXKAIIIUE U3BECTHBIC KOHIIEHT-
pallMid HMCCJIEAyeMOro BEIECTBA WM UHTEpGhEpUpyIoliuX coeauHeHUM. CpaBHMUBAIOT OKPACKY CEHCOPHOIO
3JIEMEHTA UHIMKATOPHBIX IOJOCOK C MOJAMM IIBETOBOM IUKAaJbl, COOTBETCTBYIOILIMMU OIIpeAcIeHHOMY
COJIEPXAHUIO aHAU3UPYEMOrO BEIIIECTRA.

424 Hadoophl g8 KOoaryJoMeTpUUYECKOro aHamgMu3la

HabGops! 4151 KoaryJJOMETPAYECKOro aHaIM3a UCIIONB3YIOT I ONpEACICHUS pa3/IMUHbIX ITAPAMETPOR
CBEPThIBAIOLLCH, MPOTUBOCBEPTHIBAIOIIECH U (PHOPUHOIUTHYECKOM CHUCTEM.

OKCHEepUMEHTAIBbHAS IIPOBEPKA KAYECTBA 3THX HAOOPOB BKIIOYAET B €01 ONpEACICHUE CACIYIOLIMX
[MoKa3aTejici: pacCTBOPUMOCTE KOMIIOHEHTOB, KOJIMYECTBEHHOE OIIPEICACHUE aHAIU3UPYEMOTrO l1apaMeTpa,
OTKJIOHEHHWE 3HAYCHUM aHAUTIUIUPYEMOro napaMerpa OT ATTECTOBAHHOI'O 3HAUEHUS 3TOrO ITOKA3aTels,
YYBCTBUTENBHOCTh, «OTKPBITHE», <JIMHEMHOCTh», KOIPPULHUEHT BapHaLIMU, JOITYCTUMBIA pa3sdpoc pe3yib-
TATOB ITPU MapaUIeJbHBIX ONPEAeICHUSX ONHOM ITpoObl pa3HbIMU HabopaMU OAHOU CEpPHUHU.

st mpoBelcHUS 3THX TECTOB MCIIONB3YIOT KOHTPOJIbHBIE JAOOpATOPHbBIE PACTBOPHI C U3BECTHBIM
3HAYEHHEM HCCIEAYEMOTO MapaMeTpa U KOHTPOJIBHYIO IUIA3MY € ATTECTOBAHHBLIM 3HAUY€HHMEM B HOpMaibHOH
obnactu. OmnpeneneHUE MPOBOASIT B TPEX-TATHU IOBTOPHOCTAX. PacuyeTHble HOpMVYJIBI B OCHOBHOM HeE
OTJINYAIOTCH OT TAKOBBIX, NMPUMECHSIEMEIX IIPH IKCIIEPUMEHTAILHOM HPOBEPKE KayecTBa HADOPOB IUiA
(bOoTOMETPHUUECKOTO aHATIU3A.

3HaYCHHUS ONpeAcHACMBIX TapaMETPOB CHUCTEMbI I'€MOCTAa3a HE NOJIKHBI IIPEBBIIATH 110 KaXIOMY

AHAIM3NPYEMOMY MMapaMeETPy 3HAYECHHUHM, YKA3aHHBIX B HOPMATUBHOM JOKYMEHTALIMM Ha HAOOph! KOHKpET-
HOT'O BHIA.
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