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Nrkat. 4-265, 4-484 (PL)

ZASTOSOWANIE

Zestaw  diagnostyczny do oznaczania poziomu IgE,
przeznaczony do wykonywania oznaczefi na automatycznych
analizatorach: Prestige 24i, Biolis 24i, Prestige 24i Premium,
Biolis 24i Premium oraz Biolis 30i.

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, obecna w normalnych warunkach we krwi
w $ladowych ilo$ciach. Przeciwciala IgE sa bezustannie
produkowane w odpowiedzi na powszechnie, naturalnie
wystegpujace alergeny, jednak czgsto ich poziom w surowicy
podnosi si¢ i wzrasta w wyniku waznych klinicznie reakcji
alergicznych typu I takich jak: astma, goraczka sienna,
zapalenie skory, alergie zywnosciowe. Wzrost poziomu IgE
jest rowniez widoczny w przypadku chorob wywolanych
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 probcee) a przeciwcialami anty-IgE (zwiazanymi
z czastkami lateksu) nastgpuje aglutynacja. Jest ona
wykrywana jako zmiana absorbancji przy A=572 nm
i jest wprost proporcjonalna do ilosci IgE w probcee.
Rzeczywista warto$¢ IgE jest nastgpnie wyznaczana przez
interpolacje z  krzywej  kalibracyjnej  sporzadzonej
z kalibratorow o znanym poziomie IgE.

ODCZYNNIKI
Sklad zestawu
Nr kat. 4-265 Nr Kkat. 4-484

(statyw-24) (statyw-36)
1-Reagent 1x38ml 2x23ml
2-Reagent 1x20ml 2x12,5ml
Tlos¢ testow
Prestige 24i 160 200
Biolis 24i Premium 160 200
Biolis 30i 200 250

Odczynniki przechowywane w temp. 2-10°C zachowuja
trwalo$¢ do daty waznosci podanej na opakowaniu.
Odczynniki przechowywane na pokladzie aparatu w 2-10°C
sg stabilne przez 5 tygodni.
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Stezenia skladnikéw w zestawie

zawiesina czgstek 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.

= Odczynnikéw roznych serii nie nalezy zamieniaé
i mieszac.

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

MATERIAL BIOLOGICZNY

Surowica lub osocze krwi pobranej na heparyne
(sol litowa lub sodowa); EDTA (sol 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 wykonanie badan na $wiezo pobranym
materiale biologicznym!

WYKONANIE OZNACZENIA

1-Reagent i 2-Reagent sa gotowe do uzycia.

1-Reagent nalezy ustawi¢ w pozycji podstawowej w statywie
odczynnikowym.

2-Reagent nalezy ustawi¢ w pozycji startowej w statywie
odczynnikowym.

Do wykonania proby zerowej nalezy uzywac 0,9% NaCl.

WARTOSCI PRAWIDLOWE 3

CHARAKTERYSTYKA OZNACZENIA

Podane nizej rezultaty uzyskano uzywajac analizatora
automatycznego Biolis 30i. W przypadku przeprowadzenia
oznaczenia na innym analizatorze otrzymane wyniki moga
rozni¢ si¢ od podanych.

= LoB (granica slepej préoby): 4,5 IU/ml

= LoD (granica wykrywalnosci): 9,0 [U/ml

= LoQ (granica oznaczalnosci): 25 IU/ml

= Liniowos¢: do 1000 IU/ml

Dla  wyzszych stgzen probke nalezy rozcienczy¢
0,9% roztworem NaCl, oznaczenie powtdrzy¢, a wynik
pomnozy¢ przez wspotczynnik rozciefczenia.

=  Specyficzno$¢ / Interferencje

Hemoglobina do 0,5 g/dl, bilirubina do 30 mg/dl, triglicerydy
do 1500 mg/dl i RF do 500 IU/ml nie wplywaja na wyniki

oznaczenia.

= Precyzja

surowica, 0socze <358 [U/ml

Zalecane jest opracowanie przez kazde laboratorium wiasnych
zakresow ~ wartosci  prawidlowych  charakterystycznych
dla lokalnej populacji.

KONTROLA JAKOSCI

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

Do kalibracji analizatorow automatycznych nalezy stosowac
zestaw CORMAY IgE CALIBRATORS (Nr kat. 4-280).
Krzywa kalibracyjna powinna by¢ sporzadzana co 5 tygodni,
przy kazdej zmianie serii odczynnika lub w razie potrzeby
np. je$li wartosci oznaczenia surowic  kontrolnych
nie mieszcza si¢ W wyznaczonym zakresie.
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Powtarzalnos¢ (run to run) Srednia SD CV
n=20 [IU/ml] | [TU/ml] | [%]

poziom 1 71,8 2,70 3,76
poziom 2 393,8 4,56 1,16
Odtwarzalno$é (day to day) | Srednia SD CV

n=380 [IU/ml] | [IU/ml] | [%]

poziom 1 72,0 4,81 6,7
poziom 2 406,1 9,76 2,4

=  Poréwnanie metody

Poréwnanie wynikéow oznaczen poziomu IgE, wykonanych
na Biolis 30i (y) i na BS-800 (x), z uzyciem 60 probek
surowicy, dato nastgpujace wyniki:

y=0,98 x + 5,2362 IU/ml;

R=0,997 (R — wspotezynnik korelacji)

UTYLIZACJA ODPADOW
Postgpowac zgodnie z lokalnie obowigzujacymi przepisami.
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Cat. No 4-265, 4-484 (EN)

INTENDED USE

Diagnostic kit for determination of IgE levels intended to use
in automatic analysers Prestige 24i, Biolis 24i, Prestige 24i
Premium, Biolis 24i Premium and Biolis 30i

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 I
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
Cat. No 4-265 Cat. No 4-484
(24-TRAY) (36-TRAY)
1-Reagent 1 x38ml 2x23ml
2-Reagent 1 x 20 ml 2x12.5ml

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

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. Care should be taken
not to interchange the caps of reagent bottles.

PRESTIGE 24i TOTAL IgE

= 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 or plasma (Na-EDTA, K-EDTA, Na-Heparin,
Li-Heparin, citric acid).

If the test cannot be done immediately, the sample should
be placed in a tightly sealable container and stored at -20°C.
Repeated freezing and thawing should be avoided.
Nevertheless it is recommended to perform the assay
with freshly collected samples!

PROCEDURE

1-Reagent and 2-Reagent are ready to use.
1-Reagent put on basic position in reagent tray.
2-Reagent put on start position in reagent tray.
For reagent blank 0.9% NaCl is recommended.

REFERENCE VALUES?

= 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 (run to run) Mean SD CV
n=20 [IU/ml] | [IU/ml] | [%]

level 1 71.8 2.70 3.76
level 2 393.8 4.56 1.16
Reproducibility (day to day) Mean SD (6%
n=80 [IU/ml] | [IU/ml] | [%]

level 1 72.0 4.81 6.7
level 2 406.1 9.76 2.4

| 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,
with each batch of samples the CORMAY IMMUNO-
CONTROL II (Cat. No 4-290).

For the calibration of automatic analysers systems
the CORMAY IgE CALIBRATORS kit (Cat. No 4-280)
is recommended.

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 an automatic
analyser Biolis 30i. Results may vary if a different instrument
is used.

= LoB (Limit of Blank): 4.5 TU/ml

= LoD (Limit of Detection): 9.0 IU/ml

= LoQ (Limit of Quantitation): 25 IU/ml

=  Linearity: up to 1000 IU/ml

For higher concentration of IgE dilute the sample

with 0.9% NaCl and repeat the assay. Multiply the result
by dilution factor.
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= Method comparison

A comparison  between IgE levels  determined
at Biolis 30i (y) and at BS-800 (x) using 60 serum samples
gave following results:

y=0.98 x +5.2362 TU/ml;

R=0.997 (R — correlation coefficient)

WASTE MANAGEMENT
Please refer to local legal requirements.

PRESTIGE 24i TOTAL IgE
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Kar.Ne 4-265,4-484 (RUS)

MPEAIIOJIATAEMOE UCITOJIb30BAHUE
Jluarnoctuueckuit Habop st ompeneneHust ypoBHs IgE,
Hpe[HAa3HAYCH Ul WUCIONB30BaHWS HA ABTOMATHYCCKUX
OnmoxuMHYecKnX anammszatopax: Prestige 24i, Biolis 24i,
Prestige 24i Premium, Biolis 24i Premium a taxxe Biolis 30i.
PeareHTh! TODKHBI HCIIONB30BATHCS TOJIBKO TSl AHATHOCTHKH
in vitro, KBaIA(QUINPOBAHHBIM JTa0OPATOPHBIM IEPCOHATIOM,
B IemAX, Ui KOTOPBIX ~ OHH  NpeJHa3HauYeHBI,
B COOTBETCTBYIOIIMX 1a00PATOPHBIX YCIOBHSIX.

BBEJEHHUE

VIMMyHOTI00Y THH E (IgE) SIBISICTCS 6enkoM
C MONEKyJIsIpHBIM Becom okomo 190 /I, B HOpme
oOHapykuBaeTCs B KPOBH B CJIEJOBBIX KOIMYECTBAX.
Antnrena IgE kak mpaBWwiIO TPOAYLHPYIOTCS B OTBET
Ha €CTECTBCHHBIC AaJIEPreHbl, TEM HE MeHee, JOCTaTOYHO
ypoBeHb IgE B CHIBODOTKE BO3pacTaeT B pe3yibTare
KIMHUYECKN BAJKHBIX a/UIEPTHYECKUX peakiuil Tuma I, Takux
KaK acTMa, CEeHHas JIMXOpajKa, JepMaTHTbl M IHILIEBbIC
ayutepruu. [loBbIlIeHHbIe YpOBHE HIMMYHOTII00ymiHa E Taroke
HaOJTI01AI0TCs pH napasHTapHbIX 3a00IeBaHUAX
(renbmunTO3), IgE Mmenome m remarurax. Msmepenne IgE
B CBIBOPOTKE 4YeJIOBEKA NPH PACCMOTPEHHBIX 3a00JIeBaHUAX
MOJKET OKa3aThbCs IIOJIE3HBIM Ul TOCTAaHOBKM JIMarHosa,
OLICHKH JICUCHUS, mporpecca 3aboieBaHus,
U IIOCTOINEPATUBHBIX IPOTHO30B.

MNPUHIUII METOJA

IgE, npucyTcTByIoNunii B mpobe, 06pazyeT MMMYHOKOMILIEKC
co CHeLll/ld)l/l'-leC](l/lMI/I AHTUTECIIAMH, CeHCH6HﬂH3HPOBaHHbIMI/I
Ha 4YacTULAX JIaTeKca. YBEIMYeHHE MYTHOCTH IIOCIe
JI00aBI€HUs AHTHCHIBOPOTKH, H3MepsieMoe NpH A=572 HM
TIPOTIOPLHOHAIEHO KOHIEHTPalK IgE B npo0e.
Konnenrpanus IgE  ompenenstercs 1o  MHTepHonsuu
¢ KanmbOpPOBOYHOH KPHBOH, MOCTPOEHHOH 1O Kamubparopam
C M3BECTHOM KOHIIEHTpALUEH.

PEATEHTbBI
CocraB Habopa
Kar.Ne. 4-265 Kat.Ne. 4-484
(mraTuB-24) (mraTuB-36)
1-Reagent 1x 38 mn 2x 23 mn
2-Reagent 1x20 mn 2x 12,5 mn

Pearentst npu  TeMmIeparype 2-10°C COXPAHSIOT
CTaOMIBHOCT B T€YEHHE BCETO CPOKA TOIHOCTH, YKa3aHHOTO
Ha ymakoBke. CraOMiIbHOCTE Ha OOpTy aHanu3aTtopa
nipu 2-10°C cocraBisier 5 Heaemb.

KoHueHTpauus KOMIOHEHTOB B peareHTax

CyCIeH3Msl MbIIMHBIX aHTuTed K IgE uenoseka,
CCHCHOMIM3MPOBAHHBIX Ha uvacThMmax Jsarekca 0,125 %
(pH7,3)

raMimHOBBIH Oydep (pH 8,3)

KOHCEPBaHT
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ITpenocTepe:xkennsi H NPUMeYAHHS

- 3aH_[]/lU_IaTB OT IIPSIMOTO CBETA U n3beratb 33Ip9[3HGH]/l9[!

= TJlocne wucmonb3oBaHUS OYTBUIKM CIEIyeT 3aKphIBATh
u xpanutb mnpu 2-10°C. Crexyer NpUHAT MEPbI 4TOObL
HE NEPEnyTaTh KPBIIIKHA 6yTBIJ'IOK.

- He B3auMo3aMeHsTh ¥ HE CMEIIHBATh peareHThl
U3 Pa3HBIX JOTOB.

* BHHMMAaTenbHO MpOYHMTAWTE MHACIOPT  OE30MacHOCTH
xumudeckoi npoxykiun (MSDS), KOTOpblid comepxuT
noApoOHy0 MH(MOpMANMIO O MpaBuiax 0e30macHOro
XPaHEHUs. ¥ UCIIOIb30BaHMUS TOBapa.

BUOJIOT'MYECKUA MATEPUAJT

CriBopoTka miu miasma codpannsie Ha Na-DJITA, K-D/ITA,
Na-renapuH, Li-renapiH uim JMMOHHYIO KUCTIOTY.

Ecau tect He MOXKeT OBITH TIPOU3BEACH HE3aMEIJIUTEIIBbHO,
TpoOkI ClleyeT XPaHHTh B IUIOTHO 3aKPHITHIX KOHTEHHepax
npu -20°C. Crienyer n3beraTb HOBTOPHBIX 3aMOPaKMBAHHI 1
pa3MOpaXxuBaHUH.

TeM He MeHee, PEeKOMEHIYeTCsl IPOU3BOIHUTE HCCIICIOBAHUS
Ha CBEKEB3STOM OHOIOTHIECKOM MaTepuane!

MPOLEAYPA OIIPEJEJIEHUSA

1-Reagent u 2-Reagent roTOBbI K HCHIOJIB30BAHHUIO.

1-Reagent crneayer YCTaHOBHTh Ha INTaTHB B MO3UIHH
OCHOBHOTO PEareHTa.

2-Reagent crnefyeT YCTAaHOBHTh Ha INTATHB B MO3UIUK
CTapTOBOT'O peareHTa.

B xauectBe OnaHK-peareHTa PEKOMEHIYETCS HCIIONIB30BaTh
0,9% NaCl.

PE®EPEHTHBIE BEJIMUMHBI 3

= LoB (npeaen 6;1anKa):
4,5 ME/mn

= LoD (npenen o0Hapy:keHus1):
9,0 ME/Mn

= LoQ (mpeneJ KOJH4YEeCTBEHHOTO ONpPeeTeH s ):
25 ME/mn

= JluHeiiHOCTB:
0 1000 ME/mn

B ciygae 6Gonee BBICOKHX KOHIIGHTPAIMH, pa3daBbTe Mooy
0,9% NaCl u noBropure ucciaenoBanue. Pesynprar yMHOKbTE
Ha (akTop pa3BeeHNUs.

=  CrneunduyHocts / UHTepdepeHuun

Iemornmobun o 0,5 r/mn, Oumupybun mo 30 wmr/mm,
tpurmuiepuasl 1o 1500 mr/mt u PO mo 500 ME/mn me
BIIMSIOT HA PE3yNbTAThl ONPEICTCHHI.

= TouyHocTh

IloBTOpsieMocTH Cpennee SD Ccv
(mexny cepusimu) n =20 | [ME/min] | [ME/mi] [%]
ypoBeHb 1 71,8 2,70 3,76
YPOBEHB 2 393,8 4,56 1,16
BocnpousBoaumMocTs Cpennee SD CvV
(w30 s B iewb) n=80 | [ME/mun] | [ME/mi] [%]
ypoBeHs 1 72,0 481 6,7
YpOBEHb 2 406,1 9,76 2,4

CBIBOPOTKA, I1a3Ma <358 ME/mn

Kaxnoit nabopatopun peKOMeHAyeTcsi pa3paboTaTh CBOM
COOCTBCHHBIE HOPMEBI, XapaKTEepHBIE JUIS 00CIIeTyeMoro
KOHTHHI'CHTA.

KOHTPOJIb KAYECTBA

Jl1si  BHYTPEHHETO KOHTPOJSL KauecTBa PEKOMEHIyeTCs
UCTIONB30BaTh  KOHTPONbHBIE  chiBOpoTkH ~ CORMAY
IMMUNO-CONTROL 1II (Kat.Ne 4-290) nns xaxznolt cepun
HU3MEPEHHH.

Jlns  xanuOpoBKM PEKOMEHIYETCsl HCIOJIB30BaTh  Habop
CORMAY IgE CALIBRATORS (Kar. Ne 4-280).
KanmuOpoBouHyl0 KpHBYIO CIEIyeT COCTABIATh KaXkble
5 Hezenb, MPH KaXHOH CMEHE JIOTA peareHTa WM B Cllydae
HE0OXOIMMOCTH, HAmp, €CIM Pe3yNIbTaThl KOHTPOJIS KadecTBa
HE [ONaJaloT B peh)epeHTHBIN qUama3oH.

XAPAKTEPUCTUKH ONPEJEJIEHUA

OTH METPOJIOTHYECKHE XapaKTEPUCTUKH OBLIH TOTyYeHbI IPH
HCTIONB30BAHNH  aBTOMAaTHYECKOro aHamm3atopa Biolis 30i
Pesynbrarhl, mojyueHHblE HA APYTHMX aHANIU3aTOPaX, MOTYT
OTJINYATHCSL.
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= CpaBHeHHe MeTO/1a

CpaBHeHHE  pe3yibTaTOB  ompeneieHus  yposus  IgE,
npousBeneHHbIX Ha Biolis 30i (y) m na BS-800 (x)
¢ ucronb3oBaHueM 60 06pa3IOB CHIBOPOTKA JIANIO CIIETYIOIIHE

Pe3yNbTaThl:
y=0,98 x + 5,2362 ME/mn
R=0,997 (R — k03 duLeHT KOppesum)

YTUJIU3ALUS OTXOA0B
B cooTtBeTcTBHY € IOKAIBHBIMU TPEOOBAHUSIMHU.

PRESTIGE 24i TOTAL IgE
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PROGRAM NA ANALIZATORY / APPLICATION for / ATAIITAIIUS noisi:

e Prestige 24i, Biolis 24i

o  Prestige 24i Premium, Biolis 24i Premium

Item name | 46 | IgE |
Data information Calibration
Units [ TU/mI | Type [ Spline
Decimals [0 | Standard
#1 * #4 *
Analysis #2 * #5 *
Type RATE #3 * #6
Main W.Lengthl 570
Sub W.Length2 800 Normal Range
Method I Male Female
Low High Low High
Corr Serum 0 358 0 358
[ Inter | Urine
Y= X+ [ 0.000 | Plasma 0 358 0 358
CSF
Dialysis
Other
Item name [46 T I1gE |
Aspiration Data Process
Kind [ Double | Read Absorbance Limit
Start End [ Low -3.000
Volume [ Main 36 42 | High | 3.000
Sample 5 [ Sub
Reagentl 200 ul
Reagent2 100 Factor [Endpoint Limit [2.000
[Blank correction [1.0000 | [Linear Check (%) | 90|
Third Mix. [ ON | Dilution
R1 Blank | Water-Blank | [ Diluent [ 99:Dil1
Monit Prozone Check
0 Level Point \ 1 Start End Limit (%)
Span | 3.000 | First
Second [Low
Third [Low
Item name ‘ 46 | IgE ‘
Auto Rerun SW Auto Rerun Condition (Absorbance)
OFF | [ Absorbance Range
[ Lower OFF
Auto Rerun Range (Result) | Higher OFF
OFF OFF
Lower Higher [ Prozone Range | OFF
Serum
Urine
Plasma
CSF
Dialysis
Other

PRESTIGE 24i TOTAL IgE
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Item No. 46 Item Name IgE ‘ Optical
Data information Calibration
Units [ 1U/ml | Type [ Splinel
Decimals |1 | Std sample conc.
Blank 0 #1 [ * [ #2 [ *
Analysis #3 * # | * | #5 | *
Type RATE method #6
Main Wave Length 570 nm
Sub Wave Length
Method I
Correlation
Slope Intercept
Y=11 X+ 10
Item No. 46 Item Name IgE [ Optical
Aspiration Data Process
Kind [ Double Read Start End
Vol. Main 36 46
Kind Vol. Add Units Sub
Sample 6 5 ul
Reagent | 200 10 ul Abs.Limit  Low High
Reagent 2 80 10 ul [ 3] ~
Blank value Correction value
Water Blank | Blank correction 1.00
End Point Limit 2
Reaction Monit Linear Check (%) 90
0 Level Point [1 \
Span 3 | Prozone Check
Start End Limit (%)
Third mixing First
ON | Second | Low
Item No. 46 Item Name IgE Optical
Normal Range Panic Range
Male Female Male Female
Low High Low High Low High Low High
Serum 0 358 0 358 Serum
Urine Urine
Plasma Plasma
CSF CSF
Dialysis Dialysis
Other Other
Item No. 46 Item Name IgE [ Optical
Auto Rerun SW Auto Rerun Condition (Absorbance)
OFF
[ Lower [ OFF
Auto Rerun Range (Conc.) | Higher | OFF
. . Low High
First Dil Re Value Dil Re Val%le Dil Auto Rerun Condition (Prozone)
Serum
Urine [ OFF
Plasma
CSF Dilution
Dialysis [199:Dil 1
Other
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Item no 46 Item name Total IgE Specimen | SERUM/ PLASMA OPTICAL
Data information Aspiration volume
UNITS | TU/mL |  [TYPE \ Double
DECIMALS 1 |
SAMPLE REAGENT 1| REAGENT 2
Analysis [ VOL. (uL) 5 160 80
METHOD RATE method [ BOTTLE (ml)
Main Wave Length 570 nm
Sub Wave Length 800 nm [ FIRST DIL. [
CORRELATION (Y= AX + B) Data processing read
A= [1 \ START END
B= [0 | MAIN 36 46
SUB
Blank value
«WATER | ° REAGENT | [ ABS LIMIT
| 3 | TO 3
Calibration
TYPE [ Spline | Collection value
STABILITY | [ ENDPOINT [25 |
| LINEARITY CHECK (%) | 90 |
Prozone check
START END LIMIT (%)
FIRST
SECOND
MINIMUM ABS.
°HIGH MEAN
LOW VARIATE
Ttem No 46 Item Name Total IgE Specimen | SERUM/PLASMA OPTICAL
Reference intervals Auto rerun
MALE FEMALE [ I “ON | °OFF |
LOW | HIGH LOW [ HIGH
0 358 0 358 Auto rerun range (conc.)
| Re Value ‘ Dil. | Re | Value | Dil.
Panic range 25 ‘ | | 1000 |
MALE FEMALE
LOW [ HIGH LOW | HIGH Auto rerun condition (abs.)
DIL.
LOWER | °ON [ “OFF
Decision limit HIGH | °ON | *OFF
MALE FEMALE
Auto rerun condition (prozone)
°ON [ -OFF |
[ SAMPLE VOL. \ |
Dilution
+DIL 1 \ °DIL 2 |
Reaction check
°ON *OFF
CHECK
LOW
HIGH
VL CHECK VH CHECK
°ON *OFF °ON «OFF
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