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IpenucroBue
1 PASPABOTAH U BHECEH TexuuueckuM KomureToM o craHpaptu3amuu TK 380 «KinHngec-
Kue NabopaTopHEIE UCCIENOBAHMS M MTUATHOCTHYECKHE TecT-CUCTeMbl in vitro» 1 KoMuteroMm 1o HoBo#
MeIUIMHCKON TexHnke Munanpasa Poccun

2 TMPUHAT U BBEJEH B JEMCTBUE IocraHoenenueM Ioccranmapta Poccuu ot 11 Hos6pst
1999 1. Ne 402-cr

3 BBEJEH BIIEPBBIE

© UIIK UzparenscTBo cTaHmapTos, 2000

Hacrosumii craHmapt He MOXeT ObITH IMONHOCTBHIO MIH YaCTHYHO BOCIIPOM3BENeH, TUPAXUPOBAH U
pacnpocTpaHeH B KadyecTBe opHImasbHOrO M3NaHuA Oe3 paspenreHus [occranmapra Poccun

I
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TOCYAAPCTBEHHB M CTAHJAAPT POCCUVWCKOW ®EJAEPALIUHU

HABOPBI PEATEHTOB JJI1 KIMHUYECKOM JIABOPATOPHOH TUATHOCTUKH

Metoanl HCHBITAHMM

Kits of reagents for clinical laboratory diagnostics. Test methods

Jara seaennsa 2000—07—01

1 OO6aacTh npuMeHeHUs

Hacrosinmii cTaHIApT PacnpoCTpaHACTCS HAa HAOOpHI peareHTOB JJIS KJIMHUYECKOHR nabopaTropHO
JHATHOCTHKHK (naiee — HaGOpHI) IPUPOXHOIO I MCKYCCTBEHHOTO IIPOMCXOXACHMSA, IIpeIHA3HAYEHHBIC
VI TIPUMeHeHUs] B MEAUTIMHCKON ¥ HAYIHO-UCCIIENOBATEILCKOM IIPAKTHKE K HCIONL3yeMBIE B KJIHHHKO-
IHarHOCTHIECKMX, OHOXMMUYECKUX, UMMYHOJOIMIECKMX M T€HOOUATHOCTHYECKHUX JIabopaTopusix Meau-
HMHCKUX YYpeXIeHHiI pU IMpOBEACHUM JIIOOBIX AUATHOCTHYECKUX WCCIeXOBAHUWE in Vitro, a Takxke Ha
COCTaBHbIE YACTH 3TUX HAOOPOB, MMeOLLKE QYHKIIMOHATBbHOE MEIULIMHCKOE HA3HAYEHUE ¥ U3TOTOB/IIEMbIE
OTIENBHO.

CranaapT He paclpocTpaHsieTcss Ha MEAMUMHCKIE MMMYHOOHOIOTMYECKIE IIpernapaTsl, NpeaHasHa-
9eHHble It crerududecKoif MpodWIaKTUKY, TUATHOCTAKKA U JedeHHsT WHQEKIMOHHbIX, apa3suTapHbIX
3a60JIeBaHUY M AUIEPIrHUECKUX COCTOSIHHI: BakUVHBI 6AKTepUIiHbIE U BUPYCHBIE, aHATOKCHHBI, IMMYHO-
rao6yJIMHB HODMAJBbHBIE U cieLIIPHYecKie, CHIBOPOTKH JUATHOCTUYECKHUE U AHTUTOKCHIECKHUE JieueGHEIe,
BakTepyrogart ITHarHoCTH4YECKUe U JieueOHO-TIpodMIAKTHYIECKIE, IMpenapaTel HopMduops! (6ndraymbak-
TEpHH, cnopobakTeprH, 6aKTUCYOTUI U Ip.), UHTepdEPOHEI, IIMTOKUHEI U APYrue OMOJOTHYECKAE UMMY-
HOMOZYJIATOPEL ISl CTUMYJSILMU AHTUMHGEKIIMOHHOTO HMMMYHHTeTa, QJUlepreHbl GakTepHalbHEIE,
I'pUOKOBEIE, IUILEBbIC, OBITOBBIE, TLUILLIEBHIC U IPYIME, JHATHOCTHIECKUE TECT-CUCTEMBI ISl UMMYyHodep-
MEHTHOTO aHatu3a MHOEKIMOHHBIX U ITapasUTApHbIX 3a60JeBaHMit, AUArHOCTUKYMbl AHTUTEHHBIE, aHTH-
TEJIbHBIC, IINTATEIbHBIE Cpelbl (OaKTepHATbHEIE, BUPYCOMOTMYECKHUE).

Hacrosiuiuii ctavgapt ycraHaBIWBaeT METONBI MCITBITAHWIA HaGOpOB.

Texumueckue TpeboBaHust K Habopam — o 'OCT P 51088.

2 HopMaTuBHBIE CCHLIKH

B HacTosIIIeM cTaHIApTEe UCIIOJAB30BAHEI CCRUIKM HA CEAYIOIIME CTAHIAPTHI:

I'OCT 8.315—97 TocyaapcTBeHHasi cucTeMa ofecrmeyeHMS eIMHCTBA H3MepeHuii. CraHmapTHhIE
o6pasisl cocTaBa ¥ CBOMCTB BENIECTB U MaTepuaoB. OCHOBHEIE ITOJOXEHUS

I'OCT P 51088—97 Habopb! peareHTOB i KIWMHHYECKO# nabOpaTOpHOW HUMAarHocTHKH. O6iue
TEeXHUYECKHE YCIOBHS

3 Onpenenenus

B HacrosiiieM cTaHAapTe MPUMEHSIOT CIEAYIOIIHNE TEPMUHEI C COOTBETCTBYIOLUMMH OIpPeIeICHUAMMU:

mabop: KoMruiekT crienuaibHO MogOOpaHHBIX peareHToB (PEaKTHBOB), COCTABHBIX YacTeil U MHCTPYK-
LI 110 TIPOBEIEHUIO aHANM3a, IIPEeAHA3HAYEHHbIIN A1 oNpefeIeHHs in vitro 0THOTO KOHKPETHOTO BeIleCTBa
(w4 aKTMBHOCTH dpepMeHTa), HECKONBKUX KOHKPETHBIX BEMIeCTB (MJIM CYMMAapHOUM aKTMBHOCTH (depMeH-
TOB), a TaKXe s gerekuuu yaactka reHoma (I'OCT P 51088).

KOMIIOHeHTbI HaGopa: PeareHTn! (peakTHBBI) H COCTABHBIE YaCTH (TUIAHINETH, CTPUNEL, TPOOHPKH U T. I1.),
HCIOJIb3yeMbie IpH npoBeacHuM aHamsa (FOCT P 51088).

H3nanue opnuaisnoe
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SECILTYATAIMOBHAA JOKYMEHTAIMSA Ha Habopsi: MHCTpyK1Ms no NpuMeHeHuo Habopa, nacnopt (TOCT
P 51088).

MMMYHOXHAMMYECKMI anamm3: MeTo aHaM3a, OCHOBAHHBIN HA OOPATUMOM M HEKOBAJIEHTHOM CBA3bI-
BAHWU aHTHreHa c a”tyreloM. C IMOMOILBI0 MMMYHOXHMHYECKOrO aHAJIM3a MIEHTUHUUHPYIOT, a TakxKe
KAYECTBEHHO, MOJYKOJIMYECTBEHHO WIM KOMMYECTBEHHO ompenensioT aHTureHsl u aHturena (I'OCT P
51088).

agTuren: Benlectso, KoTopoe 0OpaTHMO M HEKOBAJIEHTHO CBSI3BIBAETCSI CO CHELM(PUIECKUMU LEHT-
pamu antuten (FOCT P 51088).

aamurena: Beaxy, nponyuupyemeie numdonuTaMy B, KOTOpbIe HCTOJIB3YIOT ISl CBS3bIBAHMS, OOHA-
pyxeHus wiv onpenenenus antureHa (FOCT P 51088).

paIMOMMMYHOJIOTHYECKMii aHanM3: MeTon aHanu3a, OCHOBAaHHBIA Ha MMMYHOXMMMYECKOM peakluu
AHTHUTEHA CO CelMbUYECKHM AHTHTEIIOM, ITIPOBOXMMON in Vitro B IPACYTCTBUM MEUEHHOIO PaTMOHYKIUAOM
antureda wm anrurena (FTOCT P 51088).

uvMMydodepMenTHbIH aHaM3: MeTos aHanu3a, OCHOBaHHBINH Ha MMMYHOXMMHMYECKOH peaKkiluy aHTH-
reHa co crnenupUyecKUM AHTHUTENOM, POBOAMMON in Vvitro B IPUCYTCTBHH MEYEHHOIo (PEPMEHTOM
coenuuenus win depmenTsaBucumoro cyberpara (TOCT P 51088).

HmMMmyROGUIyopeclieNTHBIH aHayim3: Meton aHanM3a, OCHOBAaHHBIM HA MMMYHOXMMMYECKOH peakuuu
aHTHreHa co crenMdbuvecKM aHTHTENIOM, MIPOBOAMMON in Vitro B MPUCYTCTBUM (PIyOPECIEHTHON METKU
(TOCT P 51088).

HMMYHOXeMHTIOMIBECHEHTHRIH anam3: Meton aHanv3a, OCHOBaHHBIIT HA UMMYHOXMMHYECKOH peak-
1IMH AaHTUTE€HA CO clENU(IUIECKUM aHTHTEIOM, IIPOBOAMMOM in Vitro B NpUCYTCTBUY XeMIIIOMHAHECUEHTHOH
metkd (ITOCT P 51088)..

MMMyHOXpoMaTorpaduyecksil anaum3: Mero) aHaIN3a, OCHOBAHHBIM Ha KOHKYPEHLIMH ONIPEesIIeMOro
BELIECTBA M KOHBIOI'aTa aHAJIOrd OINpEIe/IsIEMOro BEILECTRA 32 CyOCTPaT Ha MOJIOCKE XpoMaTtorpadudeckoin
oymaru (TOCT P 51088).

MHKPOAHANHM3 HYKJIEOTALHLIX NOCIeAoBaTelbHOCTe: MeToa aHannM3a, OCHOBaHHBIN WIM Ha Ipolecce
CrienPUYecKoro YMHOXEHUSA KOJIMIECTBA HCCHAEAYEMBIX YYACTKOB JE30KCUPHOOHYKIICHHOBON KHUCJOTHI
(AHK) wm pubonyknenHosoit kucnorsl (PHK), B ToM uncie MeTonoM MoMMMEpasHON LENHOM peaKiul
(ITILIP) ¢ mocnenyioulet MeTeKUMel CUTHANA, WIKM HA NpAMOM IEeTeKUWH CHUTHAAOB, BO3HUKAICIIMX IIPU
rudpuau3anmy ¢ cuHTeTHIecKUMHU 3oHnamMu (TOCT P 51088).

doTomeTpraeckuii anaam3: MeTox aHanu3a, OCHOBAHHBIA HA U3GHPATESIEHOM NOMIOLUEHUH HHpa-
KP4CHOTO, BUAWMOTO WIH YILTPa(HONETOBOro MANYYEHHs MOJIEKYJIAMHU OITPENIe/ISIEMOro BELIECTBA VMK €r0
coeuHeHHs ¢ cooTBeTcTBYIOIMM peareHToM (I'OCT P 51088).

KOaryJOMeTpHYecKui ananu3: Merol aHanM3a CUCTEMBI CBEPTHIBAHUS KPOBM, OCHOBAaHHHBIM Ha peru-
crpauuv BpeMeHu ¢ubpuroobpazosanusi (TOCT P 51088).

YyBCTBUTEILHOCTL: HayMeHbIIee KOMMYEeCTBO aHATH3MPYEMOTO BeIIeCTBa (MJIH aKTUBHOCTU depMeH-
Ta, WIK KOMM# ydacTKa reHOMa), ollpelesieMoe ¢ ITOMOILBIO JaHHOro Habopa.

coeumduynocTs: CriocoOHOCTL JAaHHON aHAIUTUYECKOM CHCTeMBb! (HaGopa) ompenensiTb TOJBKO TO
BELECTBO (MM aKTUBHOCTh depMeHTa, WM YYacTOK FeHOMa), WIS KOTOpOro 3Ta cucreMa (Hadop)
MpeIHa3HAYeHa.

«JMHEAH0CTb>: OTKIOHEHUE 3HAYEHMS KOHIIEHTpAUMU ONpeIe/sieMOro BeliecTBa (WJIM aKTHBHOCTH
¢dbepMeHTa) OT TEOPETHYECKOro B HANA30He pabouynX KOHUEHTpaLM.

«OTKpbITHe»: [IpoBepka COOTBETCTBUSI 3HAYEHWsI OMpeNeIdeMOol KOHUEHTpAaIMM BellecTsa (Wid
AKTUBHOCTH (PEpMEHTA) pacueTHO! BEIWYMHE, IOMYYEHHOH ITyTeM CMEMIMBAHMA PaBHBIX 0GHEMOB KOH-
TPOJILHBIX PACTBOPOB (KaJMOPOBOYHBIX MPOG, KOHTPOILHBIX CHIBOPOTOK WIM GHOJIOTHYECKOTo MaTepHasia)
C YCTAHOBJIEHHOM KOHUEHTpauMei (MM aKTUBHOCTBIO).

Ko3(ppmpenr papuamam: [Tokasaresb BOCTIPOMIBOAMMOCTH PE3YJILTATOR ONpENENCHMSI, PACCYMTAH-
HBIA KaK OTHOLIEHHE 3Ha4YeHHsl CpeNHero KBaJpaTHYecKOro OTKIOHEHUS K cpegHeMy apudbMeTHyecKoMy
3HAYCHUIO.

nHTepcent: KOHIEHTpAlMs AHANU3UPYEMOTO BELECTBA, KOTOPAsS COOTBETCTBYET OTIpEIeIEHHOM TOYKE
Ha KanubpoBouHoM rpacduxe.

4 MeTtoabl UCHBITAHMM

4.1 TIpoBepka KOMILIEKTHOCTH M COCTABHLIX 4acreil Habopa

ITpu mojyyeHHH Habopa HEOGXOAMMO IIPOBEPUTH:

- KOMIUIEKTHOCTb HA60pa B COOTBETCTBUU ¢ SKCIUIYATALMOHHOMN JOKyMeHTauueil;
- BHEIIHMI BUI M COCTOSTHUE YIIAKOBKU HAbopa U ero KOMIIOHEHTOB;
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- HaIM4Y¥e MapKMpOBKM Habopa M €10 KOMIIOHEHTOB H COOTBETCTBHE MapKHMpPOBKM TpeGOBaHMSAM
HOPMATHBHOM JOKYMECHTALMH.

KoMIIoHeHTH Ha6opa TOIDKHBI OEITh IONBEPTHYTH BU3YaILHOMY KOHTPOIO.

OcMOTp KOMIIOHEHTOB Habopa 3aKioJaeTcsl B YCTAHORJICHUH COOTBETCTBMSI TIOKa3aTe/iell BHEHIHETO
BMIa TpeOOBaHHSIM HOPMATHBHOM HOKYMEHTALIMU HAa HaGOphl KOHKPETHBIX BUNOB:

- arperaTHOe cocTosgHMe (TableTKa, NopolloK, aMopdHas Macca, XUAKOCTb U T. IL.);

- OKpacka,

- IpO3pavHOCTDb (AN XKUIKocTel);

- Ha/iM4YMe WIH OTCYTCTBHE OCaiKa WM XJIOMbeB (I XUIKOCTEH);

- KOHCUCTEeHIIHSL.

4.2 DKcnepHMeHTAJIbHAS NPOBEPKA KadyecTBA HAOOPOB

DKcnepuMeHTAUTLHAS MPoBepKa KavecTBa HAOOpPOB NOIKHA OBITH OCHOBAHA HA KOHTPOJNE KAYECTBA
CHCTEMBI Ope/ic/ICHMs] aHATH3HPYEMOTO COSIMHEHHS B LIETIOM TIPHMMEHUTENIFHO K Habopy KOHKPETHOTO BHJIA.

UsmepurenbHas anmaparypa, JjaboparopHas nocyma, OO3HPYIOIIHE YCTPOMCTBAa, BeChl M OPYTHE
OPUHANLIEXHOCTH, HCNIONB3yEMEIE IPH HCITLITAHUSAX, NODKHBI OLITE HOBEPEHE B COOTBETCTBHH ¢ TpeboBa-
HHSIMH, NPETbSBIAEMBIMH K JaGopaTopHOMY 0GOpYHOBAHHIO.

B cnygae, ecrm orkiioneHus 3HavyeHuid pH pacTBopoB, BXOOSIMX B COCTaB Habopa, OT 33JaHHBIX
MOTYT IIORIMATh Ha NPAaBWJILHOCTh aHa/IN3a, Heo0XOMUMO NPOBOIUTL KOHTpoib pH pacTBopoB.

O06pasiel HabopoB TPENCTARMSIOT HA WCIBITAHMS B KOJMYECTBe, HEOOXODMMOM VISl IIPOBSHCHHSA TpeX
TOJHBIX AHAJIM30B B COOTBETCTBUH C TPeOOBAHUSIMI HOPMAaTHBHOM TOKYMEHTAIIMH HA HA0OpB1 KOHKPETHOIO BHIA.

421 HaGopm ongd MMMYHOXMMHYIECKOTO aHanmu3aa

4.2.1.1 Habopwi 018 pacuouMMyHOI02UMECKO20 AHAAU3A

O6was paduoakKkmugHOCMb MEYEeH020 KOMRBOHEeR M A

3HaueHne obllell PaTMOAKTUBHOCTH KOMIIOHEHTa, MedeHHoro pamvorykmaaoMm (1251 wm 3H),
SIBIIIETCS. OCHOBAHHUEM ISl pacyeTa HEKOTOPBIX NPYTuMX Nokasatened. Kpome Toro, ompeneneHue obuiei
PAIHOaKTUBHOCTH TIO3BOJISIET TIPOKOHTPOIMPOBATh KOJIMYECTBO TIOCTARISAEMOIO MEYEHOIO BEINECTBA.

PanyMoaKTHBHOCTL KOMIOHEHTa A, xunobekkepenu (kKbx), MedeHHoro 2], ompenensior Ha OeHb
MAacTOpTH3aluK Habopa no dopmyne

. M
v£60 x 1000’
rae N, — cKopocTb cdera Ipo6bl MEUeHOTO KOMIIOHEHTA, MMII/MUH;
V — obumii 06beM Me4YeHOTo KOMIIOHEHTa B Habope, cM3;
v — 00beM NpoGhl MEYCHOTO KOMIIOHEHTA, B3ATOM /Ul M3MEPEHHA CKOPOCTH CYeTa, CM>;

JS— sddexTuBHOCTE CUeTa TaMMa-CUSTIHKA, TOTH CHUHUITHI;

60 xllooo — Ko3ddHuimeHT nepesosa UMITYyILCOB B MUHYTY B KHJIOGEKKEpeH.

PagmoakTHBHOCTE KOMIIOHEHTa A, KBK, MeuenHoro *H, onpegensior Ha AeHb NacnopTH3aliuy Habopa
no gopmyne

NV

___ My @)
= 3760 x 1000 < %

A

e N, — ckopocTb cyeTa NpoObl MEYEHOIO KOMIIOHEHTA, MMIl/MHH;
V — ofumit oGbeM Me4eHOro KOMIIOHEHTa B Habope, cM;
v — 00BbeM Ipobkl MEYEHOIO KOMIIOHEHTA, B3STOM I M3MEPEHHS CKOPOCTH CYeTa, CM>;
f— a¢dexTHBHOCTD cUeTa OeTa-cueTINKa, HOMH CAMHUIIH;

1000 ko3 duIMeHT nepeBoja MMIYILCOB B MUHYTY B KHJIOOEKKE PEIH;

K — xoadduimeHT nonpaBKy Ha rameHue (ONpeNe/sioT 3KCIEPUMEHTAILHO ITyTeEM HU3MEepeHUs
CKOPOCTH cYeTa 00pa31ioBOT0 pagMoOakTHBHOTO PacTBOpa TPUTHS B COOTBETCTBYIOLICH CLIMH-
TWUIALHMOHHON XUAKOCTY A0 H TI0Cjic BHECEHMS B Hee OIpPEACICHHOTO KOJIHYeCTBa PacTBO-
PEHHOTO MEYEHOTO KOMITOHEHTA ¥ KOMIIOHEHTA, He CONEePXALIEIO MEYCHOS COSAMHEHHE ).

Tomaavnaa (06was) paduoakmuenHocms, 6HECEHHAR 6 AHAAUZUDPYEMYI0O KPOBUPKY

s pacuera pana mokasarelieii KadecTBa HaGopa HeoOGXOAMMO ONpPENETUTh TOTAIBHYIO (061myIo)
panuoakTiBHOCTS (7), BHECEHHYIO B aHAIM3MPYEeMYIO TpoOUPKY. 3HaueHWe 1 oNpenessiiorT KaK YUCTIOBOH
pe3yibTaT CKOPOCTH CYeTa PafHoOaKTUBHOCTH, BHECCHHOM B KAXIYIO aHAJTUTHIECKYIO IIPOOHDKY.

5 nz 16.
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Jlns ormpenenenuss 7' B nmpoGUpKM BHOCAT KOMITOHEHT, CONEpPXAIUMKA PAamIMOHYKIHH, B obneme,
YKa3aHHOM B MHCTPYKIIMH 110 IIPUMEHEHUIO Habopa, NocJie Yero Jo6aBAgioT B IPOOMPKY BCE KOMIIOHEHTHI
MHKYyGaloHHOM cpenbl B o6beMe, YKa3aHHOM B MHCTPYKIIUY 110 NPUMEHEHUIO Habopa; neHTpudyruposa-
HME He IMPOM3BOIIT.

PanyoMeTpHIO KaXnoi NpoOHPKH NPOBOXAT B OTAEABHOCTH M OTIPENENSIIOT cpeaHee apudMeTnaecKoe
3HAYEHME M 3HAYeHue KoaddUIMeHTa BapualMy. J{ocToBepHOCTh COCUUTAHHBIX UMITY/ILCOB IOJLKHA ObITH
B npenenax 1—2 %, koadduumeHT Bapruanuy cyeta 7-npo6 He JOJDKEH MPEBHILATh 3 %, MHTEHCUBHOCTD
cuera T pomkHa 66t He MeHee 10000 umii/MuH LIS HOXy4YeHHS] JOCTOBEPHOCTH CUeTa C MOTPEIIHOCTHIO
Menee 1 %.

Cneyuguuecku césazannas paduoakmuenocms (cheyuduueckoe ceasvieanue)

Crenuduyeckoe CBA3bIBAHHE ONPENeSIIOT ¢ MOMOIUBIO HYIeBO KaJIMOpOBOYHOHN MPOOHI, T. €. IpU
HyJIEBOll KOHIEHTpaIIMK ONPENEIAEMOr0 BEHIECTBA.

3HayeHUe CreuMUIEcKOro CBI3bIBAHUS (IIPUMEHAIOT TAKXKE TEPMHUH «MaKCUMAJTLHOE CBSI3BIBAHMAE» )
BBIPAXAIOT B IIPOIIEHTAX KAK OTHOLLECHME 3HAYCHUS PaIMOaKTHBHOCTH 00paslia ¢ Hy/IeBOoi KOHLIEHTpaLyel,
U3 KOTOPOTO MCKITIOYEHO 3HaYeHHe HecreHH(pUYeCKH CBSI3aHHON PaIMOaKTHBHOCTH, K OOHIEH pagHOak-
THBHOCTH obpa3ia:

By 3)
"7; x 100,

roe B, — cxopocTb cyera B mpoGupke, colepXauieii HylIeByio KaiMGpoBoYHyIo npoby, UMIT/MUH;
T — CKOpOCTh CYeTa TOTAJbHON DPaJVMOaKTUBHOCTM, BHECEHHOH B aHAIUTUYECKYIO MPOOUPKY,
UMI1/MUH.

3HaueHue crell¢pUIECKOro CBSI3BIBAHUSA JaeT OCHOBHYIO MHGOPMALIUIO O NTPOTEKAHMH UMMYHOXM-
MHYECKOH peakiluy MeXIy aHTUTEJIaMU M MEYCHBIM aHTUTCHOM B KXAHHOMW cHCTEME [JI1 PAZMOMMMYHOJIO-
IH9EeCKOTo aHAMM3a. Ero u3MeHeHNs: MOTYT GbITh 0OYCIIOBJIEHBI TTPEXIE BCErO U3MEHEHUSIMM KOHLIEHTPALINH
060MX KOMIIOHEHTOB B PEaKUIMOHHO CMECU M UX CBOHCTB, OCOGEHHO CPOACTBA M EMKOCTH CBSA3M AHTHUTEIL,
yAEIbHOM aKTHBHOCTH PAJUOMHINKATOPA 1 €ro MOBPEXICHUEM, a4 TAKXKE H3MEHEHUSIMU, POUCXONALIHMHU
BO BpeMsI XpaHEHUS WIH IpU UHKYyOauuH. KpoMe Toro, Ha 3HaYeHHe crelMdUIEecKoro CBI3bIBAHHUA MOTYT
0Ka34Th BIMSHHE Y JPYTHe KOMIIOHEHTH PEAKLIMOHHOM CMECH, YCIIOBUA WHKYOAIMH, a TAKXE NPaBIIBHOCTD
BBINIOJIHEHHS IpoLeayp cenapauuu. Jlio6oe 3amerHoe otknoHeHme 3HaueHust B,/T x 100 (Gonee yem Ha
5 %) oT 0ObIYHO NOMYYaeMbIX 3HAYECHUI MTPU JAHHOUM METOIMKE NOJDKHO CIYXWUTh CHTHAJIOM O HAapyIIEeHHUH
CTAHAAPTHEIX YCJIOBUM OINpe/iesIeHUsl ¥ Ka4eCcTBA COCTaBHAIX YacTeil Habopa, a TaKXe JNOJDKHO IMOCIYXUTb
OCHOBaHUEM K JOMOTHUTENBHOI ITpoBepke Habopa.

3HayeHue CIEeIHPUIECKOro CBA3bIBAHUS ONPEACISIOT CASHYIOMM 06pa3oM: B poOupku (8—10 1ur.)
BHOCHT HYJIEBYIO KanHOGPOBOYHYIO IIpo6y U BCE KOMIIOHEHTH! PEaKIHOHHOM CMECH, I10CJIE YETro MPOBONAT
BC€ IpOLeAypHl, IPEAYCMOTPEHHbIE UHCTPYKIMEN O NIPUMEHEHUIO HAGopa.

B uneane 3naueHHe cnenudUIEcKOro CBA3BIBAHMS JODKHO ObITh 6iu3ko K 50 %. Yem Huxe 3TOT
[10Ka3aTeNb, TEM MEHBIUE PA3peIlaoliast CriocoOHOCTE KaTUOpOBOYHOM KpUBOil Habopa, HOCKOILKY
KammbpoBoyHast kpuBas Oyner Gonee momoroid. Ilpu sbicokoM 3HaveHuw By/7T x 100 9yBCTBUTENBPHOCTE
Habopa yBenmyuBaeTcs, HO «pabouuity OTpe3oK KaATMOPOBOYHOM KPUBOM YMEHBLUAETCS.

Hecneyuduuecku ceaszannas paduoakmuenHocms (Hecneyuguueckoe ceasvieanue)

Hecriemmguyeckoe ¢BA3BIBAHME — 3TO Hecnelu$UIecKH CBA3aHHAs DPaiHOAKTHBHOCTH B obpasle
[IPY OTCYTCTBUM CrelU(MUISCKUX AHTUTEL.

OrmnpeneneHye 3HaAYEHNA HecIeLMPHUIECKOTO CBA3BIBAHHSA JaeT mpexje scero MHopMauio o6 3ddpex-
THBHOCTM KCITOJIb3YEMOrO METONA CElapaliM¥ CBOOOAHOM M CBA3aHHOM ¢pakumii U o0 HecnelpHUIecKoM
3axBaTe CBOOOTHOIO pamoOMHAMKATOpa B CBA3aHHOM (dpakumu. [IpuniHoi HecrerbHUIECKOro CBI3bIBAHMS
TIpexze Beero sipisiercs Hecnenuduieckast copOiyia CBOGOIHOro paMoOMHANKATOpa Ha CTEHKAX MPOGHpPOK, Ha
TIOBEPXHOCTH Oocanka Y copbentoB. Kpome Toro, Hecrienugnyeckoe CBA3BIBAHIE — 3T0 BIUSIHUE TIepeKpecT-
HBIX peakliMil B MPUCYTCTBHH SHIAOTCHHBIX AHTHUTEN B aHATU3HPYEMBIX 06pa3liax v BO3NEHCTBHE HEKOTOPBIX
Hecnemduueckix GakTopoB BCEEACTBHE UX NPUCYTCTBHA B aHAM3MPYEMBIX 06pasLax.

IMockonbKy HecrnielupUuyeckoe CBA3bIBAHME — OIHA M3 OCHOBHBIX NMPo6jIeM PaTHOXMMYHOJIOTHYEC~
KOTO aHaIU3a, ero MCCIEAOBaHMEe M KOHTPOIb BaXHbI U HeoOxonumel. ITpu sToM 3HayeHue Hecrneuudu-
9eCKOIo CBSI3BIBAHMSA HEOOXONMMO BHIYUTATh U3 3HAYEHUI IOAYYEHHBIX PAIVOAKTUBHOCTEH IUISL BCEX
KaMOPOBOYHBIX 1pob.

Hecrneuududeckoe CBA3LIBAHKE ONPENENAIOT CIEHYIOLUM 06pa3zoM: B rpobupku (8—10 urT.) BHoOCAT
HYJEBYIO KamnbpoBoIHyto npoby (MiIH Mobyro KamuOpoBOYHYIO IIpoly, WM CHIBOPOTKY KPOBH YEJIOBEKA)
M BCe KOMIIOHEHTHI Habopa, MpelyCMOTpPeHHBIE WHCTPYKUHMEH [0 €ro IIPUMEHEHMIO, 33 MCKIIIOYeHUEM
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AHTHCBIBOPOTKM (aHTHTEJN). 3aTeM ITPOBOIAT BCE IPOLIENYPHI, PEXYCMOTPEHHBIE HHCTPYKLIUEH I10 IpUMe-
HEeHHIO Habopa.
3nauenue Hecremuduueckoro csissiBanus B,, %, paccuUTHIBAIOT Mo dopmyne

B, =

H

~iwl

x 100, C))

rme B — cpexHee apudMETHIECKOE 3HAYCHHE CKOPOCTU CYETa B OTHACABHBIX NPoOUpKax, UMIl/MHUH;
T — cpennee apudMeTHYECKOE 3HAYEHME TOTAIBHONU PaldOaKTUBHOCTH, UMIL/MUH.

3HayeHHe HeceLMPHIeCcKOro CBSA3bIBAHUI NOJLKHO OBITh He Gonee 5 %.

TIpu ucnonb30BaHUM TBEpROdAa3HOrO METONA 3HAYEHUE HecienMPUIecKOro CBA3bIBAHUS HE OIIpele-
TISTIOT.

CoomuoweHnue cxopocmell cuema Kaaubpoeo4Hslx npo6

JI1s1 OlleHKM MpaBWIBHOCTH paboThI CHCTEMBI JUISI PAAMOMMMYHOJIOTHYECKOI0 aHaIu3a HeobxoauMo
IIPOBOIUTE OINpelieIeHUEe COOTHOLUEHHSI CKOpocTel cyeTa (MMII/MMH) KaIMOPOBOYHBIX Mpob. 3HayeHUs
CKOpOCTeH cyeTa KaIMOPOBOYHEIX MPOO MOTYT MMETh MPSAMYIO 3aBUCHMOCThL OT KOHIEHTPALHU AHATU3U-
pyeMoro aHTuresa (WM aHtuten): By <. .. < B . (cCOoHABUY-BAPHAHT), WiH obpaTHywo: By > . .. > B,
(MeTOI KOHKYPEHTHOI'O CBS3BIBAHMS).

CoomHowenue ckopocmeil cuema KaaubpoeouyHwx npob ¢ MaAKcUMAAbHBIM U
MUHUMAAbHBIM codepXxcaHuem aHmuzena (ammumen) u KkaaubpoeouHod npobwvi, He
codepxaueli anmueen (GHmumeana)

Haxnon kanubpoBouHOM KpUBOil B TaHHOMN TOYKe SRISCTCS OXHUM U3 (DaKTOPOB, KOTOPHIA olpese-
JISIET pa3pellaloiyr CIIOCOGHOCTD U TOYHOCTD CUCTEMEI VISt M3MEPEHHS COOTBETCTBYIONEH KOHIIEHTPAIUH
aHAIA3UPYEMOro aHTUTEHA. 3HAYCHHE COOTHOUIEHMSI CKOPOCTEM cyeTa KarMOpOoBOYHONH MpoOBl ¢ MHHM-
MaTBHBIM COflepXXaHUEM aHTUTeHa M KAIMOpPOBOYHOM npobbl, He comepxamer aHTHreH [(B, . —B,)/(By—
—B,) x 100], MoxeT BIMATH Ha 3HaYEHUE JYBCTBHTEJHLHOCTH CHCTEMbI IS PaIMOMMMYHOJIOTHYECKOTO
aHam3a. COOTHOIIEHHE Xe€ CKOpOoCTel cueTa KaaubpoBOYHOR ITPoOBl ¢ MAKCHMMANBHBIM COIEpPXaHHUEM
aHTHIeHa M KatubpoBo4YHOM MpoOel, He cogepxaiuel anrureH [(B,,..—B,)/(By)—B,) x 100], xorst u He
OTpAXAET PA3PCHIAIOUIYIO CIIOCOOHOCTEL OTACABHBIX YIACTKOB KATMOPOBOYHOTrO rpadrika, OIHAKO SIBJIACTCS
ONHMM W3 MOKa3aTeseil CTAGMIBHOCTH CUCTEME! IS palHOMMMYHOJIOTHYECKOTr0 aHAIN3a TP CPABHEHUU
pasHbIX HAGOPOB OJHOM cepud ¥ HAGOPOB PA3HEIX CepHil.

Jonyckaercsl onpelesiTh COOTHOLIECHNE CKOPOCTeH cueTa KMOpoBOYHOH IpoOh ¢ MHHUMAILHBIM
CONEPXaHMEM aHTHUIreHa U KaInOpOBOYHOM MpoOBl ¢ MAKCMMAJILHBIM CONEpXaHHeM aHTureHa [(B,,,—
—B,)/(B,c—B,) x 100] u cooTHoleHHEe cKOpocTeil cyeTa Mpearmocaea e KaTHOpOBOYHOIM IIpoOhI (B,,)
1 KaTuOpoBOYHOH MPOOHI ¢ MAKCUMATBHBIM coflepXaHueM aHtureHa [(B,,—B,)/(B,.,..—B,) x 100].

Yyecmeumenvnocmo

3HayeHMe TYBCTBUTEIBHOCTU ONPEAEISIIOT CIeAyonmm obpasom: B npobupku (8—10 1wrt.) BHOCAT
HYJIEBYIO KaJIHOpOBOYHYIO Ipoby M BCe KOMIIOHEHTHI Habopa, NMpeaycCMOTpPeHHbIe MHCTPYKIIMEH Mo e€ro
MIPUMEHEHHIO, TIOCJe Yero MIPOBOAST BCE Ipoleaypsl onpeneneHus. Ha ocHOBaHUM MOTyYeHHbBIX TaHHBIX
BEMMUCIAIOT CpeJHEE KBANPATUIECKOEe OTKIOHEHHE ¢ 1o (hopMysie

aKC

()

rae B; — 3Ha4YeHHE CKOPOCTH CYETa MEYEHOrO0 COEIMHEHMA KaXIOro HU3MEepeHMsi B IpoOMpKax ¢
_ HyIeBON KanuOGpoBOYHOU Npoloit, UMIT/MUH;
B — cpenHee apudMeTHdeckoe 3HaYeHHE CKOPOCTH CYETa MEYEHOTO COeTHHEHUA B MpobOHpKax ¢
HyJIeBOil KaanOpoBOYHOI NMpoboii, HMII/MHH;
¥ — 3HAaK CYMMUPOBaHMS;
n — YHUCJIO ONpEHeTICHUM.

Ha ocu opauHar KambposoyHoro rpaduka OTKIafbIBalOT 3HayeHUe (By—20) — eci NpHMEHAIOT
NPUHLIMIT KOHKYPEHTHOr'O CBSI3BIBAHUS, WM (B +20) — ec/IM MCMONB3YIOT COHABUY-BAPUAHT; U3 TIOTYYEH-
HOM TOYKH IIPOBOAST MIPSAMYIO, NAPAJUICIBHYIO OCH abCIICC, 40 MepeceYeH s ¢ KATMOPOBOYHEIM rpaduKoM;
U3 TOYKH NEpecedeHUsl OIYCKAIOT MePIeHAUKYIAp Ha och abeimcce.

COOTBCTCTBYIOIL(&SI I9TOMY 3HAYECHHWIO KOHLCHTPALHMA XapaKTepU3yeT YYBCTBHUTCIBLHOCTbL, KOTOPYIO
CJIEAyeT BBIpaXaTh B 3HAYCHUSAX KOHLECHTpALUU aHAIM3MPYEMOIO BELLECTBA.

3HayeHue YYBCTBUTEIBHOCTH 3aBMCHUT OT KPYTHM3HBI KanubOpoBouHOro rpadpuka B o06NacT HU3KUX
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KOHLEHTPALIWl, OT TOYHOCTH OIpeleseHUs HylIeBOi KAIMOPOBOYHOM IPOOBI, OT KOHCTAHTHI ACCOLMALIMH
crenMpUYecKux aHTuTes (4eM OGoJblile KOHCTAHTa 4aCCOLMALMH, TeM YYBCTBUTEIbHEE CHCTeMa i
paTHOMMMYHOAHATH3a), 4 TAKXKE OT 3HAYEHHS COOTHOLUCHHUS CKOpOCTei cdeTa KaTuGpOBOYHOM Ipo6hI C
MHMHMMAJIBHBIM COXEPXAHHMEM OIpEAEIgeMOro aHTUICHA M HYJIEBOH KaNMOPOBOYHOMN IPOOLI.

Tecm nHa «omkpwomue»

TIpu NOCTaHOBKE TeCTa Ha «OTKPBHITHE» CMELIMBAIOT, KK NPAaBUIIO, PABHbIE 00LEMbI KOHTPOJILHOM
CHIBOPOTKM (IUIA3MBI) ¥ KaaMOpOBOYHOM NMPOoGBI. BMECTO KOHTPOJIBHOH CHIBODOTKH (ILIa3MbI) MOXHO
HCIIONB30BATE KAMHOPOBOYHYIO ITpoOYy ¢ MUHUMATBHONM KOHLIEHTpAlMEN ONpPENeIIEMOro BeLIECTBA.

Tect Ha «oTkpeiTe» OT, %, NMPOBOAAT B BOCHMHU-IECSITH IOBTOPHOCTSX. B Mccienyemol mpobe
OIPENE/AIOT KOHIUEHTPALMIO aHAJIM3UPYEeMOro aHTHI€HA W CPAaBHMUBAIOT €€ 3Ha4eHHE C PacyeTHBIM IO

dhopmyite

C
oT = —gﬂ x 100, (©)

e C,, — TOIyYeHHOe M0 KATMGPOBOYHOMY IpadyKy (PaKTHMYECKOe) 3HAYCHUE KOHLIEHTPALMM aHATI~
3UpYEMOro aHTUreHAa B UCCleflyeMoil pobe;
C_ — pacdyeTHOe (TEOPETHYECKOE) 3HAYEHME KOHLICHTPALMN AHTHICHA B HCCIIEAYEMOi ITpobe.
3HaveHHe «OTKPBITHSI» TOJDKHO HaxoguThesa B npenenax 90—110 %.

Tect Ha «OTKPBITHE» SIBJSIETCS ONHUM M3 OCHOBHBIX JUISI PELUEHHUST BOMpOCa O CrenUPUIHOCTH U
[IPAaBIWIBHOCTH NPOBEICHMUST aHANKW3a. BaXXHOCTh TAHHOTO TECTa 3aKJIIOYAETCS TAKKE M B TOM, YTO TIPH €ro
IMOCTAaHOBKE CPaBHHUBAIOT, KaK B3aMMOJIEHCTBYIOT AHATM3UPYEMBI aHTUTEeH, HAXOISAIIHICHA B HCCIEnyeMoit
npoGe (HanmpuMep, B KOHTPOJBHOM CRIBOPOTKE WIH IJIA3Me), U AHATU3UPYEMbIi aHTUTEH, HAXOISIUHIICS B
KaMOpoBOYHOH IpoGe, ¢ aHTUTeIoM. ECiiM OHH B3aMMOIEHUCTBYIOT NO-Pa3sHOMY, YTO Ha3bIBAETCSI «MAaT-
PUKCHBIM 3ddeKToM», TO MOABIAIOTCS CUCTEMATUYECKUE OUTUOKM M HETIOCTOSIHCTBO PE3Y/IbTaTOB OTIpeae-
JIeHMS.

B cnygae skcnepuMeHTAIBHOM NMPOBEPKU KadecTBa HAOOpOB, MpeNHA3HAYEHHBIX U ONPENeIeHHUs
aHTHTeHa (AHTUTEN) B CYXHX IIITHAX KPOBH, TECT HA «OTKPBITHE» HE JIPOBOJIAT.

Tecm Ha «ituHellHOCMb>

BTOT TeCT 3aKII0YaeTCs B ITOCIENOBATEbHbIX pa3BeIeHUSIX KATHOPOBOYHOM IIPOOLI C MAKCUMAIBHOMH
KOHIEHTpaluMe# aHTHMICHA WIM KOHTPOJbHO! CBIBOPOTKH (I1a3MBI) C BBICOKON KOHLIEHTpalMe# 3Toro
aHTUreHa B 2, 4, 8 M T. A. pa3 (BO3MOXHEI U JIPyTHe NPOMOPIIMH PasBeIeHMS) C MIOCIENYIOIIMM CpaBHEHHEM
MMOJIYYEHHBIX PE3YNBTATOB C OXHUAAEMBIMH TPHU ITUX Pa3BEHCHUSX KOHUEHTPALMAMHM AHATH3IUPYEMOIO
aHTHreHa. PasBeeHus TOJIKHBI OBITh BEITIOJHEHBI ¢ TAKMM PAcYeTOM, YTOOBI TECT OXBATHIBAJ BCE YIACTKH
KanuGpoBoYHOro rpaduka, Mo3TOMy HapsIAy C MAKCHMAILHOM KATHOPOBOYHOM MTPOGOI MOXHO HCIIONB30-
BaTh KATHOPOBOYHEIE ITPOGKI CO cpeiHe U JaxXe HH3KOH KOHIEHTpallHe# aHaIM3HPyeMoro Beltectsa. Jis
Pa3BEICHUS CJIEdyeT UCII0/Ib30BATh HYJIEBYIO KATMOPOBOYHYIO Mpoby WK CHIBOPOTKY (IIa3My) KPOBH, HE
COAEPXAILYIO MCCHeIYEeMBbIiA aHTUTEH.

Tect Ha winHeitHOCT» JI, %, IIPOBOAST B BOCBMU-IECATH IOBTOPHOCTAX. B aHanM3upyeMbIxX o6pasuax
ONpeleNAioT KOHUEHTPALIMIO HUCCIEAyeMOrO aHTUIeHA, YMHOXAIOT Ha K02 dHUIINeHT pa3BefeHUsT U CpaB-
HMBAIOT €€ 3HAYCHHE C PACYETHBIM 110 popMye

T = -CC—"E % 100, )

T

e C,, — MOJNYYeHHOE [0 KATMOGPOBOYHOMY rpadHKY (IPaKTHYECKOE) 3HA4CHME KOHIIEHTPALMH AHAH-
3MPYEMOro aHTUIEHA B MCCIIEMYEMBIX Mpobax;
C, — pacdyetHoe (TEOpETHYECKOE) 3HAYEHUE KOHUEHTPAMY aHAIUM3HPYEMOro AaHTUIEHA B UCCIIeNy-
eMbIx Npobax.

3HaueHUe «IMHEHHOCTH» JODKHO HAXOMWUThCS B mpenenax 90—110 %.

TecT Ha «wIHHEHHOCTb» BAXEH TEM, YTO MMO3BOJISIET MMPOKOHTPOJIMPOBATh, HACKOJBKO NPABHABHO
KaumbpoBaHbl KANMOPOBOYHBIE ITPOGEI OTHOCUTENLHO APYT ApyTa. IIpy pa3BeieHNN 0MHOU KaTMOpoBOYHOM
npo6Bl MOET CpaBHEHME 3TOM IPO6Bl ¢ KaIMOPOBOYHBIMU NpoGamu, OXM3KMMU IO KOHLEHTpAlMH K
TTOJTyYeHHBIM PE3yNbTaTaM.

TecT Ha «IMHEHHOCTE» MO3BOJISICT YCTPAHUTh CUCTEMATHYECKHE OIIMOKM, CBA3AHHBIE C PA3THIHOM
CceUPUEHOCTHIO aHAIU3a, Ha KAXIOH CTaIuy KaatuOpoBKH, a TAKXKE MO3BOJIAET OUEHHTh NMPABWIBHOCTD
paboThl cMCTEMBI JUIsE palMOMMMYHOJIOTHYECKOTO aHATM3a Ha BCeX YYacTKax KamuGpoBoyHoro rpaduka.
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B civyae 3xcepUMeHTAIBLHON IIPOBEPKU KauecTBa HA60pOB, MpeIHA3HAYEHHBIX [UIS1 ONpPEeAeIeHUs
aHTHreHa (aHTHTEI) B CYXMX NSTHAX KPOBHU, TECT HA «JIMHEHHOCTH» HE NIPOBOMISAT.

Kosgppuyuenm eapuayuu

Ipu onpeneneHnU KoaddHUILMeHTa BAPUALIMKA CIEAYET UCIIOAb30BATH ATTECTOBAHHbLIE KOHTPOJIBHBIE
CHIBOPOTKM (IUIa3MBI, CyX#€ ISTHA KPOBU) C HM3KMM, CPEIHUM WIH BbICOKMM COAEPXKAHUEM aHATH3HPY-
eMoro aHTureHa. KoHTponb BOCIIPOU3BOIMMOCTY IIPOBOISIT B BOCBMU-AECATH TTOBTOPHOCTSIX. Bocmpous-
BOIMMOCTB IIPOBEPSIIOT KaK IUIsi ogHoro Habopa, Tak M Ul pasHbIX HabOpoB OfHOW cepuM U HabopoBs
pPa3sHbIX CepHid.

3HageHnue Ko3pduurenta Bapuanuu K. B, %, onperensior o ¢popMmysie

£ (c-cy ®)
KkB=220 [t
C n-1
rie C; — 3HayeHMe KaXIOro U3MEepeHMs KOHLEHTPAllUM aHATU3MPYEMOrO aHTUIeHa B KOHTPOJBHOM
__ CBIBOpPOTKE;
C — cpentee apudMeTieckoe 3HaAUCHUE KOHLIEHTPAIUY AHAJIM3MPYEMOT0 aHTHIeHa B KOHTPOJb-
HOH CEIBOPOTKE;
T — 3HaK CyMMHpPOBaHHSL;
n — YHCIO OIpENe/IeHHH.

Bocnpon3BoAMMOCTD pe3yJIbTaTOB CYUTAIOT YAOBICTBOPUTEIbHOM, eClii 3HaYeHHE K. B HE IpeBbIIIacT
8 % npu NpoBeNeHUH aHAM3a B OUONOrUYECKUX XUAKOCTAX M 15 % — npu npoBeleHUM aHAIN3a B CYXHX
MATHAX GHONIOTHYECKUX XUIKOCTEI.

Humepcenm

3HayeHHe MHTEepCeNnTa OINpelesioT 110 KatubpoBOYHOMY IpaduKy, MOCTPOEHHOMY B KOOPIHHATAX
logit—log (Ha ocH OpAMHAT OTKIAABIBAIOT 3HAYEHHE COOTHOIIEHHMS CKOPOCTEH cYeTa KaIMOpPOBOYHBIX ITpo6
— B, 1 vyneBoii KanubporoyHoii Mpobel — B, a Ha ocu abcLMCC — 3HAYCHME KOHUCHTPAIIMH AHTHUTEHA B
norapudmmdeckoMm Macurrade). Ecin pabora HaGopa ocHOBaHa Ha IIPUHITNITE KOHKYPEHTHOI'O CBS3bIBaHUS,
TO HCIONB3YIOT cooTHoumeHue B, /B, x 100, ecru Ha NpUHLMIE CIHIBAY-BAPHAHTA — COOTHOLIEHHUE
[(B,—By)/(B,c—Bp) x 100]. 3Hauenue HMHTEepcenTa BhIPAXKAIOT B TeX K€ €IWHHLIAX, YTO ¥ 3HAYCHHE
KOHLUEHTPAIIMN aHATU3UPYEMOTO aHTUIEHA.

IIpu koHTpose KadectBa HAaGOpOB MISI PANMOMMMYHONOTHYECKOTO aHaaK3a OOBIYHO ITOJIB3YIOTCS
TpeMsl 3HaYeHUsAMM MHTepcenta — 20 % (25 %), 50 % u 80 % (75 %), XoTH IOIYCKAIOTCA M Ipyrue
BapMaHThl. OTpe30K KatubpoBoyHOro rpaduka, orpaHMueHHbIN 3HaveHUsIMU 20 % u 80 % uHTepcenTa, —
3T0 «pabouuii» OTpe30K KaTMOpoBoUHOro rpaduka, ABIAIOIIHICA Hanbosiee YYBCTBUTENIbHOM €ro YacThIo.
3navenue 50 % vHTEpCenTa JODKHO JIeXaTh Ha CAMOM KPYTOif 4aCTH KATHGPOBOYHOTO rpaduKa M JOJLKHO
COOTBETCTBOBATb OAHOH M TOH Xe cpeJHEH KOHLIEHTPALMM aHAIM3NPYEMOTO AaHTHIeHa B Mpeieiax
YCTAHOBJIEHHBIX KOIeOaHuiA.

3Ha4YeHUsA UHTEPCEITA OTPAXKaIOT CTAOHIBHOCTh KOHIICHTPAIMKM aHTHICHA B aHAIM3HPYEeMOH TIpole
B TeYEHUE IIUTEILHOTO BpeMEHHU; 9TU 3HAYECHHS He JODKHBI B OONBIION CTeNeHN BapbUpoBaTh oT Habopa
K Habopy 1o HabopaM KOHKPETHOIO BHMIA, TaK KaK OT 3TOr0 3aBHCHUT JOCTOBEPHOCThH IOJYYaeMbIX B
KJIMHUYECKON IIpakTUKe Pe3yabTATOB [IPY MCIIOJNB30BAHMK HAGOPOB pasHBIX cepuii.

Konyenmpayusa anaausupyemoco anmueceHa 6 KOHMPOAbHOU culgopomKke (naasme,
CYXOM NAMHE KPOBU)

J1st IpoBepKH NMPAaBMIBHOCTH (IOCTOBEPHOCTH) OINpeleieHUA YKA3aHHOM KOHIIEHTPALUH KCITOJIb3Y-
I0T METOI, OCHOBAHHBIM Ha IMPUMEHEHHUM KOHTPOJBHBIX CHIBOPOTOK (IJIasM, CYXWX IISITEH KPOBH) C
U3BECTHOIl KOHIEHTpalLUel aHATU3UPYEeMOro aHTHIeHa, KOTOPhIE IO COCTaBY M OCTAIBHBIM CBOMCTBAM
JOJDKHEL ObITh HauMboJee OMM3KU K 06pas3iiaM aHaTu3upyeMoro Marepuaia (Bo usbexaHue «MaTPUKCHOTO
apdexrar). Habops! misi paiHOMMMYHOIOTHYECKOTO aHATK3a, KaK [TPaBIIO, KOMILIEKTYIOT KOHTPOJIbHbIMU
CBIBOPOTKAMM C MU3BECTHHIM CONEPXAHUEM aHATM3UpYyeMoro aHTUreHa. CpaBHEHUE MTOJYSEHHOM B pe3ynb-
Tare OIpeAe/eHUA M YKa3aHHOM B MacropTe Ha Habop KOHIICHTPALMHK TO3BOJSICT OUEHHUTD JOCTOBEPHOCTH
(TMpaBUNBHOCTE) €€ ompele/eHHsi KOHKPETHBIM HaGopOM JIisi paJMOMMMYHOJIOTHYECKOTO aHAIM3A.

42111 Hab6ops 0an ummyHopaduomMempuueckoz0 anaausa

DKcnepuMEHTAIBHAS MIPOBEPKa Ka4ecTBa 3THX HaOOpOB BKIIOYAET B ce0s ONMpEACICHUE CIEayI0-
IUX MoKasarteneil: oblasg palMoaKTHBHOCTh MEYEHOro KOMIIOHEHTa — no ¢dopmyre (1) unu 1o
¢opmyne (2); TortanbHast (001IasA) paIHOAKTUBHOCTE, COOTHOIIEHME CKOPOCTEN cYeTa KaTUuOpOBOYHBIX

npo6: By < ... < B, .; CKOPOCTb cuyeTa B KaIMOpOBOUHOI Npobe, He conepXallei aHTUreH (aHTHTeNa),
OTHOIUEHHE CKOPOCTH c4yeTa B KaTUOpOBOYHON mpobe ¢ MAaKCUMAJILHBIM CONEPXAHUEM aHTHreHa K
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ToTanbHOM (061eil) paIHOaKTHBHOCTH; «OTKpLITHE» — Mo hopmyre (6); «wimHelHOCTE» — 1o popmyrie (7);
ko3 dUIMEeHT BapHaluy — o ¢gopmyne (8); MHTepcenT; KOHLEHTPaLMsi AHATU3HPYEMOIO aHTHIEHa
(aBTHTEN) B KOHTPOALHOM CHIBOPOTKe (IUtasMe). IIpH ompenesieHHM IyBCTBHTEILHOCTHM PaCCUMTHIBAIOT
3HaYeHMe cpefHero KBajapaTHIecKoro OTKIOHeHMs (o) — no ¢opmyne (5), nocne 4ero Ha OCH OpIEMHAT
KayubpoBouHOro rpad¥Ka OTKIATIBAIOT 3HadeHHe (B,+2c) M U3 3ToM TOYKH NPOBOIAT MPSAMYIO, Napain-
NeJBHYI0 OCH abeiycc, 0 IepecedeHns ¢ KAUTHOPOBOIHLIM IpadMKOM; M3 TOYKH IePECCICHHS OIYCKAIOT
HepHEHAMKYASp Ha OCh abCIicc — COOTBETCTBYIOIast STOMy 3HA9e¢HHIO KOHIGHTDPALMS XapaKTepH3yeT
JYBCTBUTE/IHOCTD.

4212 Habopo: 0asa ummynopepmenmnozao anarusa

DKcliepUMeHTANLHAS IIPOBEPKA KAayecTBa 3THX HaOOpOoB BKIIIOYAET B cebd onpeAesieHUe CIeXYIOLIAX
MoKa3aTesieli: COOTHOLICHHE ONTHIECKMX IUIOTHOCTeH (O KamibGpoBodHsIX npob: (O, > .. . > Of ..
IIPY KCNOIB30BaHUH MeTONa KOHKYPeHTHOTO cBaAswBanus, OIf < ... < OIl . . — npHu C3HABUY-BapH-
aHTe); cooTHoueHne Off KanmubpoBoYHOM NMpo6bl ¢ MUHMMATIBHEIM COAcpPXaHMEM aHTHICHA W HYJICBOH
KasinGpoBo4Ho# npo6el ( OI1, ./ OII; x 100); coornomenue OII xannGpoBo4HO# NPo6Hl ¢ MAKCHMAb-
HBIM COicpXaHHeM aHTHIeHa U HyleBo# KanubpopoyHo npobrl (OIL,,, /OIl, x 100); 3navenue OII B
KanuOpoBouHO# mpobe ¢ MAaKCHMaNbHBIM 3HaueHueM OII; 4yBCTBUTENLHOCTD — ONPeNeNaioT 3HaYeHHUe
o no dopMyre (5), mocse Yero ocTaJbHbIC pacueThl BEOyT TaK, KakK ykaszaHo B 4.2.1.1; «oTKpuITHE» —
mo dopmyne (6); «rtuHeHHOCTH» — mo dopMyne (7); xoadpduuueHT Bapuanuum — no dopmyne (8);
HHTEpCeNT; KOHUEHTPALUsl aHAIM3UPYEMOTO aHTUreHAa B KOHTPOJAbHOU chiBOopoTKe (1inasme). Jomyc-
KaeTcs onpenessiTs cooTHoweHne Of xanmuGpoBodHONM NpoObl ¢ MUHUMAILHEIM CONCPXAHHEM aHTH-
reHa ¥ KaluOpoBOYHOH TpoO6kl ¢ MAKCUMANLHBIM colcpXaHueM anturena (OII, /Ol . x 100) u
coornomenye OfI npennocienHell KaTHOpoBOYHOM NPoOH U KaJIMOpOBOYHOH OpoOH ¢ MAKCHMAILHEIM
copepxanuem aurturesa (OIL /Ol x 100).

4213 Habopo 0asn ummynogayopecuenmrnozo arvnaausza

BKcrepUMEeHTaNIbHAs TIPOBepKa KadecTBa 3THMX HaOOpOB BKIIOYAET B ceOsi olpelieIcHue Clenyio-
WHUX [OKa3aTelei: COOTHOWIeHHe HHTeHcHBHOcTeH dnyopecueuun (H D) kamubGpoBoUYHBIX Mpob:
(AD, > . .. > HD,,,  TIpH UCTIONL3OBAHUY METONIA KOHKYPEHTHOTO cBssbBanud, 4O, < .. . < HD, . —
OpH COHIBHY-BapHaHTE); COOTHOINEHHe AP KamuOpoBo4HON NpoObl ¢ MUHUMAJBEHBIM COASPXAHHEM
aHTHTEHa U HyJeBoM KanuOpoBouHoM mpobut (MDD, ./HPD, x 100); coorHomeHne AP xanubpoBogHoil
NpoOBI ¢ MAKCHMATLHLIM COIEPXAHMEM aHTUTEeHA H HyJeBo# kaM6poBouHoi npobsl (XD, ./ H D, x 100);
3HayeHue HP B KaiubpoBOYHON Mpobe ¢ MAKCMMATBHBIM 3HAYCHUEM AHTUICHA; IYBCTBHUTEIBHOCTh —
OTIpefeNIOT 3HadYeHHe o 1o dopmyne (5), mocie Yero ocTalbHbIe PacdeThl BEAYT TaK, Kak yKasaHo B 4.2.1.1;
«OTKpEITHe» — 110 opMyrie (6); «wmmelHocTs» — No dopmyne (7); koabduimenT Bapuauum — no ¢op-
Myse (8); MHTEpCENT; KOHLECHTpals AaHaTM3MPYeMOTO aHTUTEHa B KOHTPOJBLHOM CBIBOPOTKe (IUTa3Me,
CyXoM IisATHe KpopM). [Jomyckaercs onpeneisite cooTHomeHHe M@ KaubpoBodrHOoH Npobbl ¢ MAHHMAIb-
HbIM CONEPXaHUEM AHTUIEHA M KATUOPOBOYHOM NPOOR ¢ MAaKCHMMAJILHBIM cOHepXaHHeM aHTHICHa
(A Pyyi/ HDP,yy. x 100) 1 cooTrOMmECHNE AP npeanocneanei Kamnbposounol npobel (HP,, ) 1 kam6po-
BOYHOM NPOGH! ¢ MaKCHMAaJIbHbIM coliepXaHueM aHTurena (MO, /HO, . x 100).

4214 Habopo: 0af8 UMMYHOXEMURIWOMUHECUEHMHKO20 AHAAU3A

OxcnepyuMeHTalbHasl MpoBepKa KadecTBa 3THMX HAbOpOB BKMIOYaeT B ceOsi ompelesieHHe TeX Xe
roxasartesied, KOTOpble HCIIOIB3YIOT ISl MPOBEPKH KadecTBa HabOpoB 11 UMMYHOGEpMEHTHOTO aHaIMu3a
(eMm. 4.2.1.2); mp¥ 3TOM OMNpElNeNsioT 3HAYEHHEe AHAIMTHYECKOTO CHIHAJA KaJTMOPOBOYHBIX M APYIHX
HCCeOyeMsIX Npoo.

4215 Habopwu dasn dpyzux e6udoeé UMMYHOXUMUUECKO20 AHAAU3d

DXcIepUMeHTalbHAas IPOBepKa KAYecTBa 3TUX HaGopoB (OCHOBAHHBIX HAa MCIIOJIB30BAaHHHM METOJOB
HMMyHOTYpOnIMMeTpyH, KMMyHoauGdGY3uM U ap.) BKMIOYaeT B ce0s onpeesieBUe TeX Xe MoKasaTeseH,
KOTOpEIe UCHONB3YIOT WIS NIPOBEpKH KadecTBa HabopoB s uMMyHodepMeHTHOTo aHam3a (cM. 4.2.1.2).

OnucaHHbie BHIIE METOAB SKCNIEpHMEHTANbHOH NpPOBEPKHM KadecTBa HAaOOpPOB I PasfIdYHBIX
BapUMAHTOB VMMYHOXHMMYECKOIO AHAJIKU3a OTHOCATCSA K HAOOpaM )i BBINIOMHEHWS KOJIWYECTBEHHBIX
aHATM30B (HUCCIIeIOBAH i),

Ilpn nposepke xadectBa HaOOpOB [UIsi KaY€CTBEHHOTO WM TOJYKONHIECTBEHHOIO OIpenecHUs
ocoboe 3HaYeHHe UMeeT pacyeT COOTHOLICHMS 3HAYCHUH ONTHYECKUX IUIOTHOCTel (WM CKopocTeH cuera,
WY WHTEHCUBHOCTH (IIyopeCCHUWH, WM aHATUTHYSCKOTO CHTHAIA) TIONIOXHUTEIBHOIO 1 OTPHLATENLHOTO
KOHTPOJBbHBIX 06pa31ioB, BXOISIUMX B cocTap Habopa. IIpy 3T0M MCHONIB3YIOT cleayloye BapHaHThI:

a) pas’HMLA 3HAYCHUI ONTHUYECKUX IUIOTHOCTEH OTPHLATEILHOTO M TIONOXHUTELHOTO KOHTPOIBHBIX
00paslioB AosLkHa ObITE He Oosiee KaKoro-imbo 3alaHHOTO 3HAYCHHS WIM Xe JO/DKHA HaXOOUTLCA B
Kaxkux-Tu00 3alaHHBIX Npeaesiax;
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6) pasnuuye B 3HAYEHMSIX COOTHOIICHUS ONTHISCKHX TUIOTHOCTEH OTPUIIATENHLHOIO U NOJOXKUTEIb-
HOTO KOHTPOJLHBIX 06pa3LoB JOJDKBO OBITh He MeHee KAKOTO-IM60 3aJaHHOIO 3HAYEeHHS] WIH X€e JODKHO
HAXOIUTLCH B KAKUMX-TMOO0 331aHHBIX TIPSIeaXx;

B) pa3yyMe B 3HAYCHMSX ONTHYECKHX IUIOTHOCTEM OTPHLATEILHOTC M NOI0XUTEILHOIO KOHTPOJIb-
HBIX O6pa3LioB JOJXHO OBITh CTATUCTUYECKM JOCTOBEPHBIM (METON KOHTPOJIA OCHOBAaH Ha BbIMUCIICHHUH
CpefHeTo apH(PMeTHIECKOTO 3HaYeHUs Iwnoc 3c).

TToCKONMEKY MpPH KAYECTBEHHOM WWIH IOJYKOMWAISCTBEHHOM HMMYHOXMMMYECKOM aHANH3e YacTo
HCIIOIB3YIOT BH3YAIbHYIO OICHKY PE3YILTaToB, TO, HApsAy C YKA3ZAHHBIMM BBIIIE METONAMH HPOBEPKH
KaJecTBa HaOOpOB, OCHOBHBIM KPUTCPHEM IIPH BEIOOpE METOIA KOHTPOJIA AOJDKHO OBITh 3aMeTHOE pa3liHdue
B MHTEHCHBHOCTH OKPACKH TOJOXMTEALHOTO M OTPHUATEIPHOTO KOHTPOJIBHBIX 06pa31LoB.

DKCTIepMMEHTAIFHAS TIPOBEPKA KadecTBa HaOOPOB, MCIIONB3YIONIHX JATeKC - aITIIOTHHALIHIO, €CJIM OHHU
TpefHA3HAYEHbI IUIs1 KAYECTBEHHOTO ONpeAclicHIS aHATH3HPYEMOTo BeINecTBa, BKIIOYACT B ce0s ompene-
JIeHHE YYBCTBUTEILHOCTH, 00pa3oBaHUA arvIIOTHHALIMM C JJATEKCHBIM PEareHTOM, TIOJIOXHUTEILHOTO KOH-
Tpolil ¥ OTPULIATEILHOTO KOHTpois. B ciydyae momykoiMuecTBEHHOTO ompeleneHHus aHATMM3UPYeMOTO
BelllecTBa 3KCIIEPUMEHTANbHAS TIPOBEPKA KAadyecTBa ATHX HAGOPOB, HAPSIOY C ONpeAeieHueM YYBCTBUTENb-
HOCTH, 00pa30BaHMS arTMIOTHHAILIMY C JIATEKCHBIM PEAarcHTOM, MOJIOXUTEILHOTO KOHTPOISA B OTPUIIATENh-
HOTO KOHTPOJI, BKIIOYAET B ceba Takke onpele/icHHE TUTpA aHaJIM3NpPYyeMOro BeIIeCTBa.

42.1.6 Habopv: 0asa ummynoxpomamozpauueckozo0 dndruia

YkazaHHbIe HaOOPBI, KaK NpaBWIo, TpeAHasHAYeHBI IJI1 KAYeCTBCHHOIO olpee/icHHA aHaAH3HpYe-
Moro BelllecTBa.

BxcHepUMEHTaANbHASA POBEPKa KAa4ecTBa 3THX HabOpOB BKMIOYAeT B celsl onpefelicHHe CIeNYIOIHX
ToKasaTe/Iel: YyBCTBUTENILHOCTD, MOIOXUTENBHBIA KOHTPOJb, OTPHIATENLHEIN KOHTPOb M BPEMsI JOCTH-
JKEeHHUS YCTONYMBBIX NokKa3areseit Tecta. Ilpu NpoBepKe KadecTBa 3THX HAGOpOB 06sS3aTEILHEIM SIBASETCH
HCHONb30BAHHE MEXIYHAPOIHBIX CTAHAAPTHBIX 00pa3lioB, HALMOHAIBLHBIX CTAHAApTHHIX obpasuos (TOCT
8.315) mu obpasuoB ucciaegyeMoro 6MoMaTepuana ¢ TOYHO YCTAHOBICHHBIM COEpXAHMEM aHalu3upye-
MOTO BeIleCTBa M TAPaHTHPOBAHHO AOKYMEHTHPOBAHHLIX.

422 HaGophl Ol MHKPOaHAaNM3a HYKJEOTHIHBIX NOocCIHefOBaTeIbHOCTEH

DKcnepUMeHTaTbHAsE TIPOBepKa KadecTBa 3TUX HaOOpOB BKITIOYACT B cebd OMpee/ieHHe CICAYIOUMX
ToKa3aTeNleH: MOoJOXUTeIbHLI KOHTposibHbI ob6paszen; IHK (mmm PHK) u otpyiiatensHbli KOHTPONLHLIH
obpazeu. JonyckaeTcs TakKe UCHIONB30BaTh MapKephl MosekyapHoro Beca JHK (wiu PHK) u BHYTpEH-
HUH KOHTPOJb.

423 HabGope ansa GpoTOMETPHUYECKOro aHalM3a

Pacmeopumocmv komnonenmosa

B TOM cny4ae, Korga peareHTbl, BXONSLIMEC B cOCTaB Habopa, IMOCTABIAIOT B CYXOM COCTOSHHH,
HEeo6XoNUMO MpOBEPSITH UX PACTBOPUMOCTL: B MUCTWUIMPOBAHHOH (OMIMCTHUIMpPOBAHHOH) BOOE WIH
ApYTOM peareHTe Habopa, MOCTaBIsAEMOM B XHUIKOM BHOE, OTMETHB BpeMs pacTBOpPEHNUS.

Yyecmaumeavbnocms

Jlns onpeneneHysi YyBCTBUTE/bHOCTH MCHONB3YIOT KOHTPOIBHBIC JIAGOPATOPHLIC PACTBOPH C TOYHLIM
coepXaH¥eM aHAMM3HPYeMOTO BellecTBa (akTUBHOCTH ¢epMeHTa). B KauecTBe KOHTPOMBHBIX JIaGOPaTOPHBIX
PacTBOPOB HCTIOJB3YIOT PACTBOPBI YMCTOTO AHATM3UPYEMOTO BEIICCTRA C ONPENE/ICHHOM KOHIICHTpalmeH (B ciygae
¢hepMEHTOB IpeINCYTHTENIbHEE CHIBOPOTKA WIH TUIa3MA KPOBH YeJIOBEKA C U3BSCTHOM aKTUBHOCTHIO GepMeHTa).

3HavYeHUE YYBCTBUTENLHOCTH ONPENeNsIoT ClIeAyIoIUM obpasoM. B mpobupku (8—10 wr.) BHocAT
KOHTPOJIbHBI 1aG0paTOPHEIM pacTBOpP AHAHU3UPYEMOIO BellecTBa (CHIBOPOTKY WIH IUIa3My KPOBH C
U3BECTHOM aKTUBHOCTHIO epMeHTa) U Bce KOMIIOHEHTHI Habopa, MpeyCMOTpeHHble HHCTPYKLMEH T10 ero
TMPHMEHEHMIO, TIOCNE YeTo IIPOBOIAT Bee NpolieAypH onpedencHusa. OTHOBPeMEHHO TIPOBOAAT BCe IIPOLIC-
IOyphl OTIpeAelicHUs KammOpaTopa, BXOAsuLero B cocrtaB Habopa. Ilocne 3Toro maMepsioT ONTHYECKYIO
mwiotHocTh (OIT) B XaXnoil npoOupKe C KOHTPOJILHLIM JaG0paToOpHBIM PacTBOPOM M C KATHOpAaTOpoM
MPOTUB XOJIOCTOM MpoObl (pacTBOp CPaBHEHHSI, COCTOSIINM, KAK TPABHIO, M3 THCTHWUIMPOBAHHOM BOBI
WM CMECH PeareHTOB, BXONSIINX B Habop, 3a HCKIIOYCHMEM KalubpaTopa).

Cpennee apudmerndeckoe sHadeHUe OII E, equHMLIBI ONTUYECKO#H IUIOTHOCTH (€. ONT. IUIOTH.),
KOHTPOJLHOIO TabopaTOPHOIO PacTBOpa M KanubpaTopa onpenensior no dopmyne

E=1%E, ©)

rae E;, — 3Hadenue OII xaxXmoro U3MepeHusl, efl. ONT. IUIOTH.;
Z — 3HaK CyMMHPOBaHNS;
n — YHUCIIO ONpeAeTeHMIA.
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KoHIeHTpaimo aHATH3UPYeMOTo BellleCTBa (AKTHBHOCTE DEPMEHTa) B KOHTPOJIbHOM J1abopaTopHOM
pactBope C ompeensior o GopMysie

o B ¢ (10)

Kax ?

rae K, , — cpequee apudMernHyeckoe 3HaveHUe O] KOHTPOIBHOTO Na0OPaTOPHOrO pacTBOpA, €4. OIIT.

_ IUIOTH.;

E,,, — cpenHee apudmMeTHiecKoe 3HadeHne Ol kammbparopa, eil. ONT. IWIOTH.;

Coay — KOHLICHTpAIHS aHATH3MPYEMOTO BelllecTBA (aKTMBHOCTD (hepMeHTa) B KaubpaTope.

B psane ciydaer, ecid 3T0 MPeAycMOTPeHO HMHCTPYKIMeH IO NpMMeHeHMIO Habopa, Homyckaercs
OIpee/IAT: KOHUEHTPAUMIo aHAM3WPYeMOro BellecTBa (RKTUBHOCTb (PepMEHTa) MO KaJIHOGPOBOTHOMY
rpaduKy.

Jins onpeneneHus aKTHBHOCTH (epMEHTa KMHETHYECKMM METOAOM MO (PAaKTOpy B UMEPHUTENLHYIO
KIOBETY cIeKTpopoToMeTpa BHOCAT CRIBOPOTKY (I11a3My) KPOBM M Bce KOMIIOHEHTH Habopa, IpedycMoT-
pPEeHHEBIE MHCTPYKIMEH MO ero NpUMEHEHMIO, NMpEeUHKYOHPYIOT (B Cllydae HEOOXOAMMOCTH) B TeueHMe
YKa3aHHOTO B MHCTPYKLMH BpeMeHH, [lociie aToro onpeaensor (CormacHo HHCTPYKUMH) H3MeHeHUe O
aHAJH3NPYEMOil TIPOOEI BO BPeMEHMU.

Wsmenenue OIT (A E/MuH) onpelensior Tio hopMyne

AE, 1n

AE/©Mm = rp

rae A £, — usmenenue OII ipo0bl, €. ONT. IUIOTH.;
{ — HHTepBAN BpeMeHH MEXIYy OIpcacTeHUsMH, MHH.
OnpeneneHre IyBCTBUTEIBHOCTH B OXHOM M TOM e Mpo0e CHIBOPOTKH (IUIa3Mbl) KPOBH TIPOBOIAT 5
pas.
CpenHee apudpMeTHdecKoe 3HadcHWe M3McHeHHs (I aHanmu3HWpyeMo#l IpoOnl pacCYMTHIBAIOT IIO
dopmyre (9).
AxTUBHOCTE hepMenTa A onpenesior o dopmMmyne

A=AE/vmm x F, (12)

rae A E/MiH — cpenHee apudMeTHIecKoe 3HaueHHe uaMeHeHus: OJ7 npoGhl B MUHYTY;
F— ®akrop nepecuera, E/mv’.
PaxTop nepecuera F onpenensmior no dopmyne

Vx 10° (13)

exvy ’

rae V— KoHeuyHblil 00beM H3MepsaeMoH npobEl, cM;
v — ofbeM 100aBISHHOM MpOGHI CHIBOPOTKHM KPOBH, CM>;
e — ko3¢ dmment MonapHou 3KkcTHRKIME NADH B yenoBusx onpenenenust, cM—1 x mMoms—1;
10> — xo3dduUMeHT nepecyera VIS BRIpAXEHNs aKTHBHOCTH depMeHTa B E/mM3, —
¥ YKa3bIBalOT B MachopTe Ha HabGop.
IMonyderHHOE 3HAYCHUE XaPAKTEPU3YET TYBCTBUTEIbHOCTD, KOTOPYIO CIERYET BbIpaXaTh B 3HAYCHUAX
KOHLUEHTPALIH aHAIM3UPYEeMOTo BelliecTBa (AaKTHBHOCTH GepMEHTa).
BKCIepUMEHTATEHO YCTAHOBIEHO, YTO OOBIMHO 3HAYeHHEe YYBCTBHTEIbHOCTH B Habopax ausa doro-
METPHYECKOro aHajlu3a PAaBHO cpellHeMy apA(pMeTHISCKOMY 3Ha9eHHI0 X0JocTod npolrl wmoc 3c.
Coomeemcmeue xkaasubpamopa KoHmMpPoaAbHOMY AabopamopHomMy pacmeopy
B ToM cnydae, xorma B KOMIDIEKT Habopa BKIIOYEH KaMMOpaTop, HE SBIAIOUMMACA OTACHbHLIM
KOMMEPYESCKHMM IIPOAYKTOM, MUl IPOBEPKU KanuOpaTopa HeoOXOAMMO IIPOBEACHHUE TECTAa Ha COOTBETCTRHE
KaubpaTopa KOHTPONBLHOMY J1a00ODaTOPHOMY pacTBOPY aHAIM3HMPYeMOIo BellecTBa ¢ KOHIIEHTpauuei,
paBHOH KOHLCHTpaLlH KaHubparopa.
B omus psn npo6upok (mo 5—7 1IT.) BHOCAT KOHTPOMbHEIH Ja60paTOpHLI pacTBOp AHATH3UPYEMOIO
BEILIECTBA, B APYToi# psaa mpobupox (1o 5—7 1mrr.) — KanubpaTop, Mmocjie Iero JoO0aBIIIIoT Bce KOMIIOHEHTDI
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Ha6opa, MpeyCMOTPeHHbIE HHCTPYKIEH 110 €ro IPUMEHEHUIO, ¥ POBOIAT Bee HeOOXOMMMEIE TPOUEAYPH
OTpeeNeHys] B COOTBETCTBHHM ¢ HHCTpyKumei. Tlocie aToro uamepstor sHayeHue OI1 B Kaxnoi npoGupKe
C KOHTPOJNBHEIM J1aGOpaTOpHBIM DAaCTBOPOM M C KaaMOGpaTropoM MpPOTUB XojXocTodl MpoOBL. Cpennee
apudmeruyeckoe 3HadyeHne O KOHTPOIBHOro KabOpaTOPHOro pacTBopa U Kauubparopa OMpeae/soT 110
dopmyne (9). KoHuenTpaiuio aHaIM3UPyeMOro BeLIECTBa OMpenessioT o ¢opmyne (10). OrHocutepHOE
pacxoxieHue MexXIy KOHIEHTpaluel aHATM3MPYeMOTro BELIECTBA B KOHTPOJILHOM J1aGopaTropHOM pacTBOpe
C,, u B kaymbparope C,,,, %, onpeaesior no gopmyne

Cen = G (14)

KJ

DT0 pacxoXAcHHE He JNODKHO ObITh GoJiee yKa3aHHOTO B HOPMAaTHMBHOM NOKYMEHTALUX Ha HaGophI
KOHKPETHOTO BMIA.

Tecm na «omkpbimuer»

ITpy 1moCTaHOBKE TECTa Ha «OTKPHITUE» CMEIIMBAIOT, KaK MPAaBWIO, paBHbIe 06HEMbI KOHTPOIbHOH
ChIBOPOTKH (IUIa3MbI) M KOHTPOJBHOTO J1abOpaTOpHOTO PAaCTBOPA AHAIM3MPYEMOI0o BELIECTBA C U3BECTHOM
KOHUEHTpalMel WIM Xe paBHble 06beMBI KOHTPOJIbHBIX JAOOPATOPHBIX PACTBOPOB OIpPENESEMOIo Belle-
CTBa C M3BECTHBIMU KOHIIEHTpalusMu. B ciyyae ompeneyieHus akTUBHOCTU (epMeHTOB, KaK IpPaBMIIO,
CMEIIUBAIOT paBHble 00BEMEI CHIBOPOTOK (IUIa3M) KPOBH YeJIOBEKa ¢ U3BECTHBIMU aKTUBHOCTIMM ¢epMeH-
TOB.

TecT Ha «OTKpBHITHE» MPOBOAAT B BOCBMU-JECATH MOBTOPHOCTSIX. B aHamu3upyeMoil nmpobe omnpene-
NS0T KOHIEHTPAIMIO HCCIIeyeMOro BellecTBa (AKTHBHOCTH ()€pPMEHTA) B COOTBETCTBMM C WHCTPYKLHMEH
10 IIPEMeHEHUIO Habopa Y CPABHUBAIOT ee 3HAYEHHE C pacyeTHLIM o dopmyiie (6).

PacxoxneHue He NOJMXHO OBITh Gojiee yKa3aHHOro B HOPMAaTHBHONW MOKyMEHTALlMM Ha HabOpbI
KOHKPETHOI'O BHIA.

Tecm Ha «ituHeliHocmbw

IMpu rpoBeseHHH 3TOTO TECTa OMPENENAIOT AHAIU3MPYEMOE BEILECTBO (AKTMBHOCTH (pepMeHTa) B
KOHTPOJIHHBIX JIAG0PAaTOPHEIX PACTBOPAX AHAIU3MPYEMOro BEIECTBA C KOHIIEHTPAIIMAMHE, OXBATHIBAIOLIUMY
BCIO 00J1aCTh JIMHEHHOTO ONPENE/ICHHS, I10CE Yero CPABHHBAIOT TOAYYEHHEIE 3HAYEHHS C TEOPETUYCCKHMU
3HAYEHUSMY aHAIM3UPYEMOTO BellecTBa (aKTHBHOCTH depMeHTa).

TecT Ha «IMHEHHOCTH» NPOBOAST B BOCBMHU-IECATH IIOBTOPHOCTSIX 10 KAXIOMY KOHTPOJIBHOMY
JTabopaTOpHOMY PACTBOPY. B aHAIM3UpYeMEIX 06pasIiax OnpenesiioT KOHLIEHTPALIVIO HCCIeIyeMOTOo Bellle-
cTBa (AKTUBHOCTh (PEPMEHTA) B COOTBETCTBHM ¢ MHCTPYKLMEHN MO IpUMEHEHHIO HaGopa M CpaBHHBAIOT ee
3HAYEHUS ¢ TEOPETHUSCKUMH 3HaYeHUsAMU 110 dopmyne (7).

PacxoxneHue He HOJDKHO MPEBBILIATE 3HAYEHHS, YKAa3aHHOTO B HOPMATHBHOI JOKYMEHTAUHHM Ha
HabOpPbI KOHKPETHOTO BUJIA.

Koagppuyuenm 6apuayuu

Jnst onpenenenust koadduumenTa Bapuauu MOXHO HCIIOIH30BAaTh ATTECTOBAHHBIE KOHTPOJIBHBIE
CBIBOPOTKM (IUIa3MBI) C HHU3KOH, CpeiHeidl WIM BBICOKOH KOHIIEHTpalMel aHaIu3MpyeMOro BelIecTBa
(axTMBHOCTBIO (hepMEHTA), KOHTPOJBHEIE JIJAGOpaTOpPHbIE PACTBOPEI C H3BECTHOM KOHUEHTpAaLUMeH aHa -
3UpYeMOro BellecTsa (AKTUBHOCTHIO depMeHTa) WK oOpasiibl 6oMaTepuaa yeioBeka ¢ rapaHTUPOBaHHO
JOKYMEHTHPOBAHHOM TOYHON KOHUEHTpalMeH orpene/iieMoro peuiecTBa (AKTUBHOCTBIO (pepMeHTa). Or-
peneneHue xo3pdueHTa BApUAIIUY TPOBOISAT B BOCBMH -AECATH IIOBTOPHOCTSIX 10 IBYM-TPEM Pa3TUYHBIM
KOHLIEHTPAUUAM aHAIU3UPYEMOro BeliecTBa (AKTMBHOCTIM depMeHTOB). BocipoH3BOAMMOCTh MPOBEPSIOT
Kak g onHoro Habopa, Tak M U1 HabGopoB omHOU cepur M HAOOpPOB pasHBIX cepuil. 3HavyeHHe
K0o3¢ddHULMEHTa BapUaIlMU OIIpeNeasioT mo dopmyie (8).

Kosddunment Bapuanyu He TomkeH GuITh Gojee yKa3aHHOIO B HOPMAaTHBHOM JOKYMEHTAUHH Ha
HaGopE!I KOHKPETHOTO BHIA.

Hdonycmumwii pasbpoc pesysemamoeé npu napassesbHvlx onpedeseHusx 00HOU
npobu pazneiMu Habopamu 00HOU cepuu

Hnst onpenenenust pa3dpoca pe3ysIbTaATOB MOXHO HCIIONb30BATh ATTECTOBAHHBIE KOHTPOJIBHEIE CHIBO-
POTKHU (ITUTa3Mbl) ¢ HU3KOM, CpefHe# MAM BBICOKOM KOHUEHTpalMed aHaJIM3MpyeMoro Bellectsa (aKIMB-
HOCTBIO (hepMEHTa), KOHTPOJBHBIE JIAGOpAaTOpHBIE pPACTBOPH C W3BECTHOM KOHIIEHTpAIMei
aHATM3UPYEMOro BellleCcTBa (aKTUBHOCTBIO HepMEHTOB) WM 06pasibl GuoMaTeprajia 4eJIOBEKA C TapaHTH-
POBAaHHO JOXYMEHTUPOBAHHOIT TOUYHOU KOHIEHTpALIMe OIIpeae/IIeMoro BeniecTBa (AKTUBHOCTBIO epMeH-
Ta).

TecT npoBoIAT B BOCKMH-IECSITH MOBTOPHOCTAX MO KAXKAOMY OTXeIbHOMY HaGopy ¢ HCHOJIb30BAHUEM
peareHToB ¥ Kaiubpatopa COOTBETCTBYIOIUETO Habopa. KoHIEHTpalMo aHaIM3MpyeMOro BelIecTBa (aK-
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THBHOCTh (epMeHTa) ompeneasioT mo ¢opmyiae (10). Pazbpoc P pesynsTatoB, %, Npu MapaulelbHBIX
OIpefeeHMsIX OMHOM IPOOH PasHHIMKM HAG0paMU OHOM CEpUY BBIYMCIAIOT 10 GOpMyIaM:

C -C
P = —‘—C——Z x 100 (Mexny wabopamu Ne 1 u 2);
1

C-C
P= -—‘~6—~3 x 100 (Mexy HaGopamm Ne 1 u 3); (15)
1

C,-C
P= ——ZC—3 x 100 (Mexny HaGopamu Ne 2 1 3),
2

rne C,, G, u C; — cpefHue apUdMETHYECKUE 3HAYEHWs] KOHHEHTPALMH aHAIM3APYEMOrO BELUECTBA
(axTuBHOCTH ¢epMeHTa), IMOJYYEHHBIE TNpPH MCIOJb30BaHMM HabopoB Ne 1,2 u 3
COOTBETCTBEHHO.

Hormyctumslii pa3Bpoc He HoJpKeH ObITh GoJiee yKa3aHHOIo B HOPMAaTUBHOM NOKyMEHTALMM Ha Habopsl
KOHKPETHOTO BUIA.

Onmuvweckas naomuocmb y6emoobGpasyloueco pacmeopa

BTOT TECT UCHOB3YIOT IPH 3KCNIEPUMEHTAIFHON ITpOBEPKE KauecTBa HabopoB, MPUHIKI olpenese-
HUsI KOTOPBIX OCHOBAaH Ha 06pa30BaHUM OKPALIEHHOIO COEMHEHUS, MToABepraeMoro GoToMEeTpUPOBAHHUIO.

IIpu BRIIOJIHEHMH 3TOro Tecta (B IMATH-CEMM ITOBTOPHOCTSX) usMepsor OIT upeToobpasyroniero
PacTBOpa B COOTBETCTBUM C MHCTPYKLIMEH Mo MpHMeHeHUI0 HaGopa. CpenHee apudMeTryeckoe 3HAYCHHUE
OIT onpenestior mo opmyne (9).

3uauenue OI1 He HOJIKHO MHpPeBBHINATH 3HAYCHHNA, YKA3aHHOTO B HOPMAaTUBHON TOKYMEHTallM# Ha
Habopb! KOHKPETHOTO BUIA.

Bpema docmuowcenus ycmouuuéwvix 3HAHEeHUU ONMUYECKOU naomHocmu
npu nposedeHuu yeemuHou peakyuu

DTOT TeCT UCMOJB3YIOT IIPH SKCIIEPUMEHTAIFHOM MTPOBEPKE KauecTBa HabopoB, MPUHLMII oIipenesne-
HUSI KOTOPHIX OCHOBAH Ha 00pazoBaHUM OKPAllIEeHHOrO COENMHEHMS, ITOABEPraeMoro GoToMETPUPOBAHMIO.

IIpu npoBeeHMH TOTO TECTA IOCJIE 3aBEPILEHHs BCeX IPOoLEeayp MO ONpeneieHnIo aHAIM3UPYEMOTO
BelllecTBa (AKTUBRHOCTH QEepPMEHTA), MPEXYCMOTPEHHBIX MHCTPYKIIMEH 0 IIPMMeHEHUIO Habopa, oIpenes-
1oT 3HayeHue Of] okparieHHOro MpoayKTa PeakIMH, BKIIIOYAIOT CEKYHIOMED U Jajiee U3MEPSIOT 3HAYEHUS
OI1 yepe3 paBHble NPOMEXYTKM B TEUCHUE 33J[AHHOTO BPEMEHM 10 MOMEHTA [OCTHXKCHHUS MOCTOSHHOTO
syagyenns OIl. OnpeneneHue cleayeT MOBTOPHThL He MEHee TpeX pa3 U pacCYMTATh CpefHee apudmeruyec-
KO€ 3Ha4YeHHE.

BpeMa ZoCTYKeHHs YCTOMYMBLIX 3HAYeHHU OII He momxHo ObITH 60JIee YKA3aHHOTO B HOPMATHBHON
JOKYMEHTALKK Ha HabopHl KOHKPETHOro BUIA.

H3menenue onmuveckotl naomHocmu pabouezo pacmeopa peazeHmos

BTOT TECT UCMOAB3YIOT IIPH SKCIIEPMMEHTAIbHON HpOBEpKe KayecTBa HAGopoB, IMPUHIIKIT ONpeaesie-
HHSl KOTOPBIX OCHOBAH Ha KUHETHYECKOM WU3MEpEHHMHM yMeHbineHusi 3nHadeHuss O] B HeoKpallleHHBIX
o0pasuax.

[1pu npoBeneHHHM 3TOrO TECTa, XapaKTePU3YIOUIEr0 CKOPOCTh aBTOOKMCIeHUsI, u3Mepsior OI7 paGo-
4ero pacTBOpa pearcHTOB IIPH KOMHATHO# TeMieparype (18—25 °C) npu aniHe BOJHBL H KIOBETE C JIMHON
ONITIYECKOTrO ITyTH, NpeXYCMOTPEHHBIX WHCTPYKIMEH Mo MpUMeHeHHI0 Habopa, cpasy Tocie mpUuroToBie-
HHS YKAa3aHHOIO pacTBOpa M TpH pasa ¢ MHTepsBaioM B 30 MuH. OnpelessioT cpenHee apudmeTnyeckoe
3HayeHUue yMmeHbuieHUa OIT B 9ac mpy KOMHATHOM TeMIieparype.

3HavyeHue u3MeHeHus: OI7 He JOJDKHO TpeBLIaTh 3HAYEHHUS, YKa3aHHOTO B HOPMAaTHUBHO JOKYMEH-
TAIUM Ha HaOOPHl KOHKPETHOIO BHIA.

Mexdrakonnas eapuayus

B ToM cnydae, ecn B cocraB Habopa BKIIIOYEHB! KOMIIOHEHTHI C OJUHAKOBBIM COXEPXAHUEM
aHaJIM3MpyeMore BellecTsa (HanpuMep, 3 ¢pnakoHa KOHTPOABHOIo 00pasia aHAIU3UPYEeMOI'0 BEIECTBA WIH
3 dmakoHa KOHTPOJIBHOMN CHIBOPOTKM), HEOOXOMMMO OIpeaeNUuTh MEXGMIAKOHHYIO BAPUALIMIO CONESPXKAHMST
AHAJIM3NPYEMOI0 BEILIECTBA C MCNOAB30BAHUEM ANEKBATHOH METOMMKH KOJNHICCTBEHHOIO ONMpEACNCHUS
UCCIeIyeMoro BellecTBa (aKTUBHOCTH (epMeHTa). OnpeeneHue NpoBoOasAT B MATH-CEMH MOBTOPHOCTSIX B
KaxnoM duiakoHe U KaXIOTo aHATM3UPYEMOro BeluecTsa (AKTUBHOCTH QEPMEHTaA), IIOCIIC Yero paccyu-
TBHIBAIOT CpeiHMe apudMeTHYecKue SHAYECHUS Ul KaXIoro ¢nakoHa 1o KaXIoMy onpelesieMoMy COelu-~
HEHUIO.
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3Havenune MexdnaKoHHoH BApHAIIMU 10 KAXKIOMY OIpENeIIeMOMY COSAWMHEHMIO HE TODKHO IIPEBBI-
[IATh 3HAYeHUs, YKA3aHHOIO B HOpMATHBHON MOKyMEHTAalMKM HA HaGOpbl KOHKPETHOIO BHJA.

OrnucanHble BBILIE METOBI axcnepnmemanbﬂoifr MPOBEPKHM KA4YECCTBA HaGOpOB pin)ic d)OTOMeTpI/I‘ICC-
KOI'0 aHAJIM3a OTHOCATCSA K HaGopaM JUIS BBITOJHEHHS KOJHMISCTBCHHbBIX AHAIH30B (HCCIeIOBaHMIA).

HpPI IIpOBEPKE Ka4Y€CTBA Ha6opon 71 Xa9€CTBCHHOTO WIH TIOJYKOJNYCCTBECHHOTO aHalN3a (STO, KakK
IpaBwIo, HAaGopbl MHIMKATOPHBIX ITOJOCOK) UCHOJBL3YIOT CHENYIOIUE IMOKA3aTelM: YyBCTBUTEALHOCTh
CEHCOPHOTO 2JIeMEHTa WHIMKATOPHBIX IIOJIOCOK; BpeMs HOCTIDKEHMS CTaOWIBHON OKpacKd CEHCOPHOIO
9JIEMEHTA; TPABUILHOCTH OIpeAesieHUS! aHATU3UPYEMOro BEIECTBA; IMOMEXOYCTOWUYMBOCTE OIpeneeHUs
aHATU3NPYEMOTO BEILECTBA K HATMYHIO APYTHX MHTephEepHPYIOIUMX coequHeHUN. Liisi MpOBEACHMA TECTOB
WCTIONB3YIOT KOHTPOJBHEIE Na0opaTopHBIE PACTBOPHI ¢ PA3THYHBIMH M3BECTHBIMU KOHIIEHTPALMSIMH HC-
C/IefyeMOTO BELIIECTBE, & TAKXKEe KOHTPOJIBHEBIE 1abopaTopHBIC PACTBOPEI, COAEPXKAIUMUE U3BECTHHIC KOHIIEHT-
parMy MCCJeyeMoro BellecTBa M MHTepdepupyomux coefuHeHu. CpaBHUBAIOT OKPACKY CEHCOPHOro
3JIEMEHTa MHAIMKATOPHBIX TONOCOK C [MOJAMM IBETOBOM IUKAIbI, COOTBETCTBYIOLIMMHU OIIPEICITIEHHOMY
COMEPXAHUIO AHATU3NPYEMOro BElIECTBA.

424 HaGophsl OJd KOAaryloMeTpHYECKOro aHanaumsa

HaGoph! 1151 KOaryJIoOMeTpUIECKOTO aHAIK3a HCIIONb3YIOT IS ONPEACIeH s Pa3IMYHbIX [TAPAMETPOB
CBEpTHIBAOINE, IPOTUBOCBEPTHIBAIOLIEH U PHOPUHONMTHIECKON CHCTEM.

DKCHepHMeHTaIbHAsl MPOBEPKA Ka4eCcTBa 3THX HabOpoB BKITIOYAET B ce0s OMpeAcICHUE CIEAYIOLIMX
MTOKa3aTeNiel: pacTBOPUMOCTE KOMITOHEHTOB, KOJIMYECTBEHHOE ONpele/icHUe aHATM3HPYEMOTO IapaMerpa,
OTKJIOHEHWE 3HAYCHMII aHAIU3MPYEeMOro IapaMmerpa OT ATTECTOBAHHOIO 3HAYEHWS 3TOro II0KAa3aTelis,
YYBCTBMTEJIBHOCTD, «OTKPBITHE», «IMHEHHOCTb», KO3DPUIIMEHT BapHaLlii, JOIYCTUMEIN pa3bpoc pesyiib-
TATOB MpPH NMApAIUICIbHBIX ONPEACNCHUSX OJHOMN MpoObl pasHBIMKM HabOpaMM ONHOH CepUH.

Jns npoBereHUsT 3THX TECTOB MCIIONB3YIOT KOHTPOJbHBIE JaboparopHble pPacTBOPHI C M3BECTHBIM
3HAYEHHUEM HCCIEyEMOr0o ApaMeTpa U KOHTPOJIBHYIO IUIA3MY € ATTeCTOBAHHBIM 3HaYeHHEM B HOPMAaNbHOM
obnact. OmpeneseHUE MPOBOMSIT B TPEX-NATH NMOBTOPHOCTSAX. PacdueTHbIe GOpPMYJIBI B OCHOBHOM HeE
OTJINYAIOTCA OT TaKOBBIX, NMPUMEHSIEMBIX IIPH JKCIIEPUMEHTAILHOM IPOBEpPKE KayecTBa HAOOpOB g
¢doTOMETPMYECKOro aHaIM3a.

3HaueHUs OMNpEAeSIEeMBIX MAapaMETPOB CHCTEMBI I'€MOCTa3a He MOJDKHBI MPEBBILATH M0 KAXKIOMY
AHATU3UPYEMOMY MAPAMETPY 3HAYEHHUM, YKAa3aHHBIX B HOPMATUBHOM JOKYMEHTALIMHM HAa HAOGOPHl KOHKPET-
HOTI'O BHUA.
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