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ZASTOSOWANIE

Zestaw  diagnostyczny do oznaczania poziomu IgE,
przeznaczony do wykonywania oznaczen na automatycznych
analizatorach: ACCENT-200, ACCENT-200 II GEN,
ACCENT-220S, ACCENT S120, ACCENT MC240,
ACCENT 400, ACCENT Ne0200 oraz ACCENT M320.
Odczynniki powinny by¢ stosowane do badan diagnostycznych
in vitro, przez odpowiednio przeszkolony personel,
tylko zgodnie z ich przeznaczeniem, w odpowiednich
warunkach laboratoryjnych.

WPROWADZENIE

IgE jest immunoglobuling o masie molekularnej
okoto 190 kD, obecng w normalnych warunkach we krwi
w S$ladowych ilo$ciach. Przeciwciala IgE sa bezustannie
produkowane w odpowiedzi na powszechnie, naturalnie
wystepujace alergeny, jednak czesto ich poziom w surowicy
podnosi si¢ i wzrasta w wyniku waznych klinicznie reakcji
alergicznych typu I takich jak: astma, goraczka sienna,
zapalenie skory, alergie Zywno$ciowe. Wzrost poziomu IgE
jest rowniez widoczny w przypadku choréb wywotanych
przez pasozyty jelitowe, szpiczaka-IgE i zapalenia watroby.
Pomiar poziomu IgE w ludzkiej surowicy jest
wykorzystywany i stosowany przy diagnozowaniu, leczeniu,
ocenie rozwoju i prognozowaniu pooperacyjnym wyzej
wymienionych stanéw chorobowych.

ZASADA METODY

W wyniku reakcji antygen-przeciwcialo pomigdzy IgE
(zawartymi w  probce) a przeciwciatami  anty-IgE
(zwigzanymi z czastkami lateksu) nastgpuje aglutynacja.
Jest ona wykrywana jako zmiana absorbancji przy A=572 nm
i jest wprost proporcjonalna do ilosci IgE w probee.
Rzeczywista warto§¢ IgE jest nastgpnie wyznaczana
przez interpolacj¢ z krzywej kalibracyjnej sporzadzonej
z kalibratoréw o znanym poziomie IgE.

ODCZYNNIKI

Sklad zestawu

1-Reagent 1x28 ml
2-Reagent 1x14ml

Tlosci testow

ACCENT-200 150
ACCENT-200 II GEN 150
ACCENT-220S 150
ACCENT S120 150
ACCENT MC240 150
ACCENT M320 150

Odczynniki przechowywane w temp. 2-10°C zachowuja
trwatos¢ do daty waznosci podanej na opakowaniu.
Odczynniki przechowywane na poktadzie aparatu w 2-10°C
sg stabilne przez 5 tygodni.
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Stezenia skladnikow w zestawie

zawiesina czastek lateksu uczulonych za
pomoca mysich przeciwciat anty-IgE (pH 7,3)
bufor glicynowy (pH 8,3)

konserwant

0,125 w/v%

Ostrzezenia i uwagi

=  Chroni¢ przed bezposrednim $wiatlem stonecznym
i zanieczyszczeniem!

= Po wykonaniu oznaczenia odczynniki przechowywaé
w temp. 2-10°C w butelkach zamknigtych korkami.

=  Nie zamienia¢ korkow.

= Odczynnikow roznych serii nie nalezy zamieniaé
i mieszac.

= Nalezy zapozna¢ si¢ z Kartg charakterystyki (MSDS),
ktora zawiera szczegétowe informacje dotyczace zasad
bezpiecznego przechowywania i stosowania wyrobu.

MATERIAL BIOLOGICZNY

Surowica lub osocze krwi pobranej na heparyne
(sol litowa lub sodowa); EDTA (s6l sodowa lub potasowa)
lub kwas cytrynowy.

Jedli test nie moze by¢ wykonany na $wiezym materiale
probki  nalezy = przechowywa¢ w  temp.  -20°C.
Unika¢ wielokrotnego zamrazania i rozmrazania probek.
Jednak polecamy wykonywa¢ badania na §wiezo pobranym
materiale biologicznym!

WYKONANIE OZNACZENIA
1-Reagent i 2-Reagent sa gotowe do uzycia.
Do wykonania proby zerowej nalezy uzywac 0,9% NaCl.

WARTOSCI PRAWIDLOWE *

| surowica, osocze | <358 IU/ml ‘
Zalecane jest opracowanie przez kazde laboratorium wiasnych
zakresow ~ warto$ci  prawidlowych  charakterystycznych
dla lokalnej populacji.

KONTROLA JAKOSCI

W celu wewnetrznej kontroli jakosci, do kazdej serii
oznaczef, nalezy dolacza¢ surowice kontrolne: CORMAY
IMMUNO-CONTROL II (Nr kat. 4-290).

Do kalibracji analizatordéw automatycznych: ACCENT-200,
ACCENT-200 II GEN, ACCENT-220S, ACCENT SI120,
ACCENT MC240, ACCENT M320 nalezy stosowaé
CORMAY IgE CALIBRATORS (Nr kat. 4-280).
Jako kalibratora 0 nalezy uzywac 0,9% NaCl.

Krzywa kalibracyjna powinna by¢ sporzadzana co 5 tygodni,
przy kazdej zmianie serii odczynnika lub w razie potrzeby
np. jesli wartosci oznaczenia surowic  kontrolnych
nie mieszcza si¢ w wyznaczonym zakresie.
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CHARAKTERYSTYKA OZNACZENIA

Podane nizej rezultaty uzyskano uzywajac analizatorow
automatycznych ACCENT MC240 i TBA-30R. W przypadku
przeprowadzenia oznaczenia na innym analizatorze otrzymane
wyniki moga rézni¢ si¢ od podanych.

= ZaKres pomiarowy: 25 — 1000 IU/ml.

Dla  wyzszych  stezen  probke nalezy  rozciefnczyé
0,9% roztworem NaCl, oznaczenie powtorzy¢, a wynik
pomnozy¢ przez wspotczynnik rozcienczenia.

=  Specyficzno$¢ / Interferencje

Hemoglobina do 0,5 g/dl, bilirubina do 30 mg/dl, triglicerydy
do 1500 mg/dl i czynnik reumatoidalny do 500 IU/ml
nie wptywaja na wyniki oznaczenia.

= Precyzja

Powtarzalno$¢ Srednia SD CvV

(run to run) n = 20 [IU/ml] | [1U/ml] [%]
poziom 1 67,14 1,50 2,23
poziom 2 411,70 2,80 0,68
Odtwarzalno$¢ Srednia SD Ccv

(day to day) n=80 [TU/ml] | [IU/ml] [%]
poziom 1 67,9 4,62 6,8
poziom 2 404,8 12,99 3,2

= Poréwnanie metody

Porownanie wynikéw oznaczen poziomu IgE wykonanych
na ACCENT MC240 (y) i na BS-800 (x), z uzyciem
35 probek surowicy, dato nastgpujace wyniki:

y=0,9753 x + 3,1135 IU/ml

R = 1,000 (R — wspotczynnik korelacji)

UTYLIZACJA ODPADOW
Postgpowac zgodnie z obowigzujacymi przepisami.
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INTENDED USE

Diagnostic kit for determination of IgE levels intended to use
in automatic analyzers: ACCENT-200, ACCENT-200 II
GEN, ACCENT-220S, ACCENT S120, ACCENT MC240,
ACCENT 400, ACCENT Ne0200 and ACCENT M320.

The reagents must be used only for in vitro diagnostic, by
suitably qualified laboratory personnel, only for the intended
purpose, under appropriate laboratory conditions.

INTRODUCTION

IgE is an immunoglobulin with a molecular weight
of approximately 190 kD normally present in the blood
in trace amounts. Continual production of IgE antibodies
in response to common naturally occurring allergens,
however, often results in elevated serum levels
and in the development of such clinically important Type 1
allergic reactions as asthma, hay fever, dermatitis and food
allergies. Elevated IgE levels are also seen in parasitic
(helminth) diseases, IgE myeloma, and in hepatitis.
The measurement of IgE in human serum is thus considered
to be useful in the diagnosis, treatment, assessment of disease
progression, or postoperative prognosis for such conditions.

METHOD PRINCIPLE

When an antigen-antibody reaction occurs between IgE
in a sample and anty-IgE antibody which has been sensitized
to latex particles, agglutination results. This agglutination
is detected as an absorbance change (572 nm),
with the magnitude of the change being proportional
to the quantity of IgE in the sample. The actual concentration
is then determined by interpolation from a calibration curve
prepared from calibrators of know concentration.

REAGENTS

Package

1-Reagent 1x28ml
2-Reagent 1x14ml

The reagents, stored at 2-10°C are stable up to expiry date
printed on the package. The reagents stored on board
of the analyser at 2-10°C are stable for 5 weeks.

Concentrations in the test

suspension of latex particles sensitized
with (mouse) anti-IgE antibodies (pH 7.3)
glycine buffer solution (pH 8.3)
preservative

0.125 w/v%

Warnings and notes

= Protect from direct sunlight and avoid contamination!

=  After measurements are taken, reagent bottles should
capped and kept at 2-10°C.

= Do not interchange the caps of reagent bottles.

ACCENT-200 TOTAL IgE
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= Reagents with different lot numbers should
not be interchanged or mixed.

= Please refer to the MSDS for detailed information
concerning safe storage and use of the product.

SPECIMEN

Serum, plasma collected on heparin (sodium / lithium salt),
EDTA (sodium / potassium salt) or citric acid.

If the test cannot be done immediately, the sample should
be stored at -20°C. Avoid repeated freezing and thawing.
Nevertheless it is recommended to perform the assay
with freshly collected samples!

PROCEDURE
1-Reagent and 2-Reagent are ready to use.

0.9% NaCl is recommended as a reagent blank.

REFERENCE VALUES ?

Reproducibility Mean SD Ccv
(day to day) n=80 [TU/ml] | [TU/ml] [%]
level 1 67.9 4.62 6.8
level 2 404.8 12.99 3.2

serum, plasma <358 IU/ml

It is recommended for each laboratory to establish its own
reference ranges for local population.

QUALITY CONTROL

For internal quality control it is recommended to use
the CORMAY IMMUNO-CONTROL II (Cat. No 4-290)
with each batch of samples.

For the calibration of automatic analysers: ACCENT-200,
ACCENT-200 II GEN, ACCENT-220S ACCENT S120,
ACCENT MC240, ACCENT M320, the CORMAY IgE
CALIBRATORS kit (Cat. No 4-280) is recommended.
0.9% NaCl should be used as a calibrator 0.

The calibration curve should be prepared every 5 weeks,
with change of reagent lot number or as required e.g. quality
control findings outside the specified range.

PERFORMANCE CHARACTERISTICS

The following results have been obtained using the automatic
analysers: ACCENT MC240 and TBA-30R. Results may vary
if a different instrument is used.

= Measurement range: 25 — 1000 IU/ml

For higher concentration, dilute the sample with 0.9% NaCl
and repeat the assay. Multiply the result by dilution factor.

=  Specificity / Interferences

Haemoglobin up to 0.5 g/dl, bilirubin up to 30 mg/dl,
triglycerides up to 1500 mg/dl, RF up to 500 IU/ml
do not interfere with the test.

= Precision

Repeatability Mean SD Ccv

(run to run) n = 20 [IU/ml] | [IU/ml] [%]
level 1 67.14 1.50 223
level 2 411.70 2.80 0.68
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= Method comparison

A comparison  between IgE levels  determined
at ACCENT MC240 (y) and at BS-800 (x) using 35 serum
samples gave following results:

y=0.9753 x + 3.1135 TU/ml;

R =1.000 (R — correlation coefficient)

WASTE MANAGEMENT
Please refer to local legal requirements.

ACCENT-200 TOTAL IgE
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MPEANOJIATAEMOE UCIIOJIb30BAHUE
JlmarHoctudeckuit HaGop st ompexpeneHust ypoBHs IgE,
NpeaHasHa4Y€H Ui HCIOJIb30BaHHWS Ha ABTOMATHYECKHUX
OHOXUMHYECKHX aHAIIM3aTopax: ACCENT-200,
ACCENT-200 II GEN, ACCENT 220S, ACCENT S120,
ACCENT MC240, ACCENT 400, ACCENT Neo200
n ACCENT M320.

PeareHThl HOJDKHBI HCHOJIB30BATHCS TONBKO JUIs JUATHOCTUKU
in vitro, KBaIM(QUIMPOBAHHBIM JAaOOPaTOPHBIM IEPCOHATIOM,
B esx, U1 KOTOPBIX OHH TIpeIHa3HAYCHbI,
B COOTBETCTBYIOIIHX J1A00PATOPHBIX YCIOBHSX.

BBEJEHHUE

NvmyHOrmo6ymmH E (IgE) ABJIAETCS Genmxom
¢ MONeKyIspHbIM BecoM okoio 190 kI, B Hopme
O0HapyKMBaeTCs B KPOBH B CIEJIOBBIX KOJIMYECTBAX.
Antutena IgE kak npaBWIO MPOAYLUHPYIOTCS B OTBET
Ha ECTECTBCHHBIC AaJIEPIeHbl, TEM HE MEHee, JOCTaTOYHO
ypoBeHbp IgE B CBIBOPOTKE BO3pacTaeT B pe3ynbTaTe
KIMHUYECKN BAJKHBIX alIEprHYecKuX peakiuil tuna I, Takux
KaK acTMa, CEHHas JIMXOpajKa, JEPMAaTHThl M IHILIEBbIC
ajutepruu. IloBblleHHbIe YpOBHH UMMYHOIIIOOYIHHa E Takoke
HaOJTFo1a0TCs pH napasHTapHbIX 3a00IeBaHUAX
(renemunTO3), IgE Mmenome m remarurax. Msmepenne IgE
B CBIBOPOTKE 4YEJIOBEKA IIPH PACCMOTPEHHBIX 3a00/eBaHUSX
MOJKET OKa3aTbCsl TIOJE3HBIM MU TOCTAaHOBKM JIMarHO3a,
OLICHKH JICYEHUS, nporpecca 3a0oneBaHus,
M IIOCTOTIEPATHBHBIX MPOTHO30B.

IMPUHIUII METOJA

IgE, mpucyrcTByromuii B mpobe, 00pa3yeT HMMyHOKOMILIEKC
CO CreU(pUUYECKIMH aHTHTEIAMH, CEeHCHOUIN3MPOBAHHBIMU
Ha YacTUIAX JIaTeKca. YBEIMYEHHE MYTHOCTH IIOCIE
J00aBIeHNA AHTHCHIBOPOTKH, H3MeEpseMoe NpH A=572 HM
MPOMOPLHOHAIBHO  KOHLEHTPALHU IgE B mpobe.
Konnenrpanus IgE  ompenensercs mo  MHTEpHnoNAMU
¢ KanubOpPOBOYHON KPHBOH, MOCTPOEHHOH MO KamubpaTtopam
C U3BECTHOMN KOHLIGHTpaLUeH.

PEATEHTBI

Cocras Habopa

1-Reagent 1x28 mn
2-Reagent 1x 14 mn

Pearentst npu  TeMmIeparype 2-10°C COXPAHSIOT
CTaOMIBHOCTE B T€YEHHE BCETO CPOKA TOTHOCTH, YKa3aHHOTO
Ha ymakoBke. CraOuiabHOCTE Ha OOpTy aHanu3aTropa
nipu 2-10°C cocraBisier 5 HeJenb.

KoHueHTpanus KOMIIOHEHTOB B peareHTax
CyCHEH3Hs MBIIIMHBIX aHTuTeN K IgE yenoseka,
CeHCHOMIN3MPOBAHHBIX Ha yacTuuax sarekca (pH 7,3)
rianuuHoBBIH 6ydep (pH 8,3)

KOHCEPBaHT

0,125 %
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IpenocTepeskeHns: 4 NPUMEYAHUS

=  3ammuiaTh OT IPSMOTO CBETA U M30€TaTh 3arps3HEHNs !

= Ilocne uCHONB30BaHMS OYTBUIKM CJIEIyeT 3aKphIBaTh
U XpaHuTsb 1pu 2-10°C.

= Crenyer NPUHATE MEPbl YTOOBI HE TEPENyTaTh KPBIIIKH
OYTBLUIOK.

= He B3aMMO3aMEHATP M HE CMEIIMBaTh PEAreHTH
U3 Pa3HBIX JIOTOB.

= BuuMaTenbHO NpouMTaiiTe macnoprT — 6e3omacHOCTH
xumudeckoit nmpoaykuun (MSDS), koToperii comepxkur
noapobHylo MHGOPMALMIO O HpaBHiIaX 0e30MacHoro
XPaHEHHUs U MCTIOJIb30BAHMS TOBapa.

BAOJOTMYECKHU MATEPHAJT

ChIBOpOTKa WM MIa3Ma cobpanuble Ha Na-OJITA, K-D/ITA,
Na-renapus, Li-renapyus wim IMMOHHYIO KHCIIOTY.

Ecmu Tect He MOXeT OBITH TIPOU3BEACH HE3aMCEIJIUTCIIBHO,
npoObl CIEAYeT XPaHUTh B IUIOTHO 3aKPBITBIX KOHTEHHEpax
npu -20°C. Cnenyer u3beraTb MOBTOPHBIX 3aMOpPa)KMBaHMIL
1 Pa3MOPaKUBAHHIL.

Tem He MeHee, pEKOMEHYETCsl IPOU3BOAUTE HMCCIICAO0BAHUS
Ha CBEKEB3ATOM OHOJIOTHYECKOM MaTepuane!

HMPOLEIYPA OIPEJAEJIEHUSI

1-Reagent u 2-Reagent roTOBBI K HCIIOJIb30BAHHUIO.

B xauectBe OaHK-peareHTa PEKOMEHIYETCs HCHOJIB30BaTh
0,9% NaCl.

PE®EPEHTHBIE BEJIMUMHBI 3

= AHasmTHyeckwii uanason: 25 — 1000 ME/ .

B ciygae 6Gonee BBICOKHX KOHIIGHTpAIMi, pa3daBbTe MpPoOy
0,9% NaCl u noBropute uccienoBanue. Pe3yabTaT yMHOXbTE
Ha (akTop pa3BeeHNUs.

= Cnemnduunocts / UnTepdepenuun
Iemornobun mo 0,5 wmr/mm, Owmpyoun po 30 wmr/mm,
tpurauuepuasl go 1500 mr/zn mu P® go 500 ME/mn
HE BJIUSIOT HA PE3yNIbTAThl ONPEICTCHHI.

= TouyHocTh

| CBIBOPOTKA, II1a3Ma <358 ME/mn

Kaxnoit maboparopuu peKOMeHAyeTcss pa3paboTaTh CBOHM
COOCTBEHHbIE HOPMBI, XapakTepHble U1  00CIeayeMoro
KOHTHHT€HTA.

KOHTPO.JIb KAYECTBA

)1;[9[ BHYTPEHHETO KOHTpPOJIA Ka4e€CTBA PEKOMEHAYCTCS
HCIIOJIb30BaTh  KOHTpOJbHble  cbiBopoTkn ~ CORMAY
IMMUNO-CONTROL 1II (Kat.Ne 4-290) mist kaxaol cepuu
HM3MEpEHUH.

Jns KaJUOPOBKH aBTOMAaTHYECKUX AHAIN3aTOPOB:
ACCENT-200, ACCENT-200 II GEN, ACCENT-220S,
ACCENT S120, ACCENT MC240, ACCENT M320
pexoMeHayeTcs mcmonk3oBaTh  Habop CORMAY  IgE
CALIBRATORS (Kat.Ne 4-280). B xauectBe 0-xanubGparopa
pexkomeHayercs ucnonb3oBath 0,9% NaCl.

KannOpoBouHyl0 KpHUBYIO CIEAYeT COCTABIATh KaXKIble
5 HeJenb, NPU KAKJOH CMEHE JIOTa peareHTa WIIM B CIydae
HCD6XOHHMOCTH, Hamp, €CIM pe3yJabTaThl KOHTPOJIA KadeCTBa
HE [0NajaloT B pe()epeHTHBIN AUANa30H.

XAPAKTEPUCTHUKU OIPEJNEJEHUSA

OTH METPOJIOTHYECKUE XaPAKTEPUCTHKH ObIIH IOy 4YCHBI IPH
HCTIOJIB30BaHAN ABTOMAaTHYECKUX AHAJIN3aTOPOB:
ACCENT MC240 u TBA-30R . Pe3ynbrarsl, MOJy4CHHbIC HA
JIPYTUX aHATU3aTOpax, MOTYT OTINYAaThCA.
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IloBTOpsieMocTH Cpennee SD Ccv
(mexny cepusimu) n =20 | [ME/min] | [ME/mi] [%]
ypoBeHb 1 67,14 1,50 2,23
YPOBEHB 2 411,70 2,30 0,68
Bocnpoussoaumocts Cpennee SD Ccv
(u30 15 B iewb) n =80 | [ME/mn] | [ME/mn] [%]
ypoBeHs 1 67,9 4,62 6,8
YpOBEHb 2 404,8 12,99 32

= CpaBHeHHe MeTOA

CpaBHeHHE  pe3yinbTaToB — ompeneieHus  yposus  IgE,
npousBeneHHbix Ha ACCENT MC240 (y) u na BS-800 (x)
C HCTIOIB30BaHIEM 35 00Pa3LOB CHIBOPOTKA JANO CIIEAYIOIIHE
pe3yIbTaThl:

y=0,9753 x + 3,1135 ME/Mmn

R =1,000 (R — k03 duLEHT KOppeIsLnm)

YTUJIU3ALUS OTXOA0B
B cooTtBeTcTBHH € IOKAIBHBIMU TPEOOBAHUSIMHU.

ACCENT-200 TOTAL IgE

51_03_03_061_04

JIMTEPATYPA

1.

Neumeister B., Besenthal I., Liebich H.: Diagnostyka
laboratoryjna., Urban & Partner, 126-127, (2001).

Roitt L., Brostoff J., Male D.: Immunology., 22.2 — 22.5,
MOSBY, (1996).

Koji I.: Immunoglobulin E, Medical Practice, 4, 585
(1987).

Hara cozxanusi: 05.2022.

str. / page / ctp. 6/10



PZ CORMAY S.A.
ul. Wiosenna 22,

05-092 Eomianki, POLSKA ”
tel.: +48 (0) 81 749 44 00 C E
fax: +48 (0) 81 749 44 34 CORMAY

http://www.cormay.pl

ACCENT-200 TOTAL IgE

PROGRAM NA ANALIZATORY / APPLICATION for / ATAIITAIIUS poisi:
e ACCENT S120

e ACCENT-200, ACCENT-200 II GEN e ACCENT-220S
Parameters Parameters Chem [ IgE ] No. | 034 ] Sample Type
Test Name IgE R1 200 Test IgE R1 160
Test No 34 R2 100 No 34 R2 80 Chemistry [TOTAL IgE | Print name [ IgE
Full Name Total IgE Sample Volume 5 Full Name Total IgE Sample Volume 4 ) — ion Direction [positive ]
Reference No | 34 R1 Blank Standard No 34 R1 Blank Reaction Type \ Kinetic [ Reaction Direction
Analy. Type | Kinetic Mixed Reag. Blank Reac. Type Kinetic Mixed Rtg. Blank Pri Wave | 578 nm | SeeWave [ ]
Pri. Wave. 578 nm Concentration Pri. Wave. 578 nm Linearity Range i .
. . L. . . o Unit [ 1U/ml | Decimal
Secon. Wave. Linearity Limit 0.2 Sec. Wave. Linearity Limit o
Trend Ascending Substrate Limit Direction Increase Substrate Limit Incubation Time
Reac. Time 4 J12 Factor Reac. Time 6 |16 Factor Blank Time [ | [ | Reaction Time
i Incuba. Time | 10 Prozone check
{?z;ba' Time fU/ml |:’ Prozone check Unit TU/ml D Sample Vol Aspirated [ Diluent Reagent Vol
. Standard 4 | uL ns uL RI ﬁ_lSO uL
Precisi Inty 1 2 3 4 Precision Integer 1 2 3 4
recision fiegd at [ e (a3 Jat[] £ q a 4 a Decreased | 4 ] uL | 20 JuL [_180 ] uL R2 uL
PC | | Abs| | PC | | Abs]| | Increased [ ] uL | ] uL
l:l Sample Blank
Calibration Rule Calibration Rule
Rule Spline Rule_ o Spline Linearity range (Standard) ‘ 25 ‘ ‘ 1000 l Linearity Limit | 0.2 |
Sensitivity ! Sensitivity ! Linearity R D d [ | [ | Substrate Depletion [ 40000 |
Replicates 1 Replicates 1 tnearity ange (Decreased) ubstrate Depletion
Interval (day) 0 Interval (day) 0 Linearity Range (Increased) \ | \ | Mixed Blank Abs [ -40000 | [ 40000 ]
Difference Limit [0 Difference Limit | 0 R1 Blank Abs 40000 ] [ 40000 ] On-board Stability [ ] Dav(s)
SD 0 ]SS]l) KR 8 | 30000 Blank Response [ 40000 | [ 40000 ] Reagent Alarm Limit I:l
Blank R_es_ponse 050000 ank Response Twin Chemistry | ] [1 Enzyme Linear Extension
Error Limit 0 Error Limit 0
Coefficient 0 Coefficient 0 [ Prozone Check
oo 1 o2 1 wvi 101 o3 | ] o4 [ | v [ 1 [ 1
os [ 1 oo [ 1 vi [ 1L 1epal | pc2 | | [ iy
\:l Sample Pretreatment I:l Control Pretreatment \:' Calibrator Pretreatment
[ ] Pretreat Sample Vol |:| ul Pretreat Sample Vol :| ul
CALIBRATION SETTINGS AUTO CALIBRATION
Math model [ Spline | I:l Bottle Changed
Factor l:| Replicates |:| Lot Changed
[ lcalTime
ACCEPTANCE LIMITS
Cal Time [:] Hour
Slope Diff [ ] sp [ ]
Sensitivity :l Repeatability
Deter Coeff [:]
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ce CORMAY

ACCENT-200 TOTAL IgE

e ACCENT MC240

e ACCENT M320

Chem [1gE | No. | 034 | Sample Type
Chemistry [ TOTAL IgE | Print name
Reaction Type | Kinetic ] Reaction Direction
Pri Wave [ 570 nm ] Sec Wave
Unit [ 1U/ml | Decimal
Incubation Time
Blank Time | | | | Reaction Time
Sample Vol Aspirated Diluent Reagent Vol
Standard [ 4 | uL | [ ms | uL R1 uL
Decreased | 4 | uL [ 20 JuL [ 180 | uL R2 uL
Increased [ | uL [ JuL [ | uL
l:l Sample Blank Auto Rerun
Linearity range (Standard) [ 13 | [ 1000 | Linearity Limit | 0.2 |
Linearity Range (Decreased) [ | [ | Substrate Depletion [ 35000 |
Linearity Range (Increased) [ ] ] Mixed Blank Abs 35000 ] [ 35000 ]
R1 Blank Abs [__-35000 | [ 35000 ] On-board Stability [ ] Dav(s)
Blank Response [ -35000 | [ 35000 ] Reagent Alarm Limit I:l
Twin Chemistry [ | l:l Enzyme Linear Extension
I:l Prozone Check
oo 1 o2 [C—1 vi 1L o3| ] o4 | | v2 | |
os [ 1 oe [T va [ 1L Jerc [ | pc2 | | I ] 1
[:l Sample Pretreatment I:l Control Pretreatment [:l Calibrator Pretreatment
[ | Pretreat Sample Vol \:’ ulL Pretreat Sample Vol :| ulL
CALIBRATION SETTINGS AUTO CALIBRATION
Math model [ Spline ] I:I Bottle Changed
Factor l:’ Replicates I:’ Lot Changed
|:| Cal Time
ACCEPTANCE LIMITS
Cal Time l:| Hour
Slope Diff [ sp [ ]
Sensitivity || Repeatability
Deter Coeff I:I

Chem [ IgE ]| No. | 034 ] Sample Type
Chemistry [ TOTAL IgE | Print name
Reaction Type [ Kinetic ] Reaction Direction
Pri Wave [ 570 nm ] Sec Wave
Unit [ 1U/ml | Decimal
Incubation Time
Blank Time \ \ \ | Reaction Time IZ'
Sample Vol Aspirated Diluent Reagent Vol
Standard [ 45 ] uL [ JuL | ] uL R1 uL
Decreased | 45 ] uL | 20 JuL [ 180 | uL R2 uL
Increased | ] uL [ ] uL
|: Sample Blank Auto Rerun
Linearity range (Standard) ‘ 13 ‘ ‘ 1000 | Linearity Limit | 0.2 |
Linearity Range (Decreased) [ | [ | Substrate Depletion | 35000 |
Linearity Range (Increased) \ | \ ] Mixed Blank Abs 35000 ] [ 35000 ]
R1 Blank Abs [___-35000 ] [ 3500 | On-board Stability [ | Day(s)
Blank Response | -35000 | [ 35000 ] Reagent Alarm Limit I:I
Twin Chemistry | | l:l Enzyme Linear Extension
l:l Prozone Check
oo 1 o2 [ vt L o3 ] o4 | | v 1 [
os 1 oe [T va [ 1[7rc | ] pc2 | | 1]
l:] Sample Pretreatment I:l Control Pretreatment l:l Calibrator Pretreatment
[ | Pretreat Sample Vol |:| ulL Pretreat Sample Vol :| ulL
CALIBRATION SETTINGS AUTO CALIBRATION
Math model [ Spline ] |:| Bottle Changed
Factor \:l Replicates I:l Lot Changed
|:| Cal Time
ACCEPTANCE LIMITS
Cal Time l:l Hour
Slope Diff  [__] sp [

Sensitivity \:l Repeatability

Deter Coeff :l

ACCENT-200 TOTAL IgE
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