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PRESTIGE 241 COMPLEMENT C4

Nr kat. 4-310, 4-336 (PL)

ZASTOSOWANIE

Zestaw diagnostyczny do oznaczania stg¢zenia sktadnika C4
dopetniacza, przeznaczony do wykonywania oznaczen na
automatycznych analizatorach biochemicznych Prestige 24i,
Biolis 24i, Prestige 241 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

Dopetniacz ~ jest grupa 20 bialek  odroznialnych
immunologicznie obecnych we krwi i tkankach. Sa one
zdolne do oddzialywania mig¢dzy kompleksami antygen-
przeciwcialo oraz z  blonami  komérkowymi w
skomplikowanym szlaku niszczenia wirusow i bakterii.
Biatka te produkowane sa w watrobie i w surowicy
wystepuja W postaci nieaktywnych czasteczek. Kompleksy
antygen-przeciwciato powoduja aktywacj¢ biatek
dopetniacza.

Sktadnik C4 dopetniacza jest a-glikoproteing ztozona z
trzech podjednostek. Jest to jeden z substratow reakcji fazy
ostrej, ktorego poziom wzrasta podczas jej trwania. Niski
poziom sktadnika C4 dopelniacza wystgpuje w chorobach
kompleksow immunologicznych i w dziedzicznym obrzgku
naczynioruchowym, gdzie poziom sktadnika C3 dopetniacza
jest prawidtowy.

ZASADA METODY
Obecny w probie skladnik C4 reaguje ze swoistymi
przeciwciatami anty-C4 powodujac powstawanie
komplekséw immunologicznych. Przyrost absorbancji po
dodaniu antysurowicy mierzony przy A=340 nm jest wprost
proporcjonalny do stezenia skladnika C4 dopeliacza w
probie.
ODCZYNNIKI
Sklad zestawu
Nr kat. 4-310  Nr kat. 4-336
(statyw-24) (statyw-36)

1-Reagent 1 x40 ml 2x23ml
2-Reagent 1x10ml 2x6ml
Tlo$¢ testow:

Prestige 24i 140 160
Biolis 24i Premium 140 160
Biolis 30i 140 160

Bufor (1-Reagent) przechowywany w temp. 2-25°C oraz
antysurowica (2-Reagent) przechowywana w temp. 2-8°C
zachowuja trwatoé¢ do daty waznosci podanej na opakowaniu.

Skladniki odczynnika

1-Reagent: bufor imidazolowy, polimer, sol nieorganiczna,
konserwant.

2-Reagent: surowica anty-C4, bufor, sl nieorganiczna,
konserwant.
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Ostrzezenia i uwagi

= Chroni¢ przed bezposrednim $wiatlem stonecznym
i zanieczyszczeniem!

= Odczynniki przechowywa¢ zamknigte.

= Nie zamraza¢ odczynnikdw.

= Nanoczastki obecne w odczynniku moga z czasem
osiada¢ na dnie pojemnika. W razie koniecznosci
odczynnik nalezy wymiesza¢ poprzez delikatne
obracanie.

= Odczynniki  zawierajagce  skladniki  pochodzenia
ludzkiego  przetestowano na obecno$¢ HBsAg
oraz przeciwcial anty-HCV, anty-HIV 1 i anty-HIV 2
z wynikiem ujemnym. Niemniej jednak nalezy
traktowac je jako material potencjalnie zakazny.

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

MATERIAL BIOLOGICZNY

Surowica lub osocze.

Czerwone krwinki nalezy jak najszybciej oddzieli¢ od
surowicy. Je$li test nie moze by¢ wykonany na §wiezym
materiale probki nalezy przechowywaé w temp. -70°C.
Niemniej zaleca si¢ 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 zaleca si¢ uzywanie
0,9% NaCl.

WARTOSCI PRAWIDLOWE

[ dorosli [ 0,1 04 g/ |
Zalecane jest opracowanie przez kazde laboratorium
wilasnych zakresOw wartosci prawidlowych

charakterystycznych dla lokalnej populacji.

KONTROLA JAKOSCI

W celu wewngtrznej kontroli jakosci, zaleca si¢ dolaczanie
do kazdej serii oznaczen surowic kontrolnych CORMAY
IMMUNO-CONTROL III (Nr kat. 4-291).

Do kalibracji analizatordbw automatycznych zaleca si¢
stosowanie CORMAY IMMUNO-MULTICAL
(Nr kat. 4-287).

Krzywa kalibracyjna powinna by¢ sporzadzana przy kazdej
zmianie serii odczynnika lub w razie potrzeby
np. je$li warto$ci oznaczenia surowic kontrolnych
nie mieszczg si¢ W wyznaczonym zakresie.

CHARAKTERYSTYKA OZNACZENIA

Podane nizej rezultaty uzyskano uzywajac analizatora
automatycznego Hitachi i Biolis 30i. W przypadku
przeprowadzenia oznaczenia na innym analizatorze
otrzymane wyniki moga réznic¢ si¢ od podanych.
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= LoQ (granica oznaczalnosci): 0,002 g/l
= Liniowos$é: do 0,825 g/l

= Specyficzno$¢ / Interferencje
Hemoglobina do 0,32 g/dl, bilirubina do 22 mg/dl,
triglicerydy do 155,5 mg/dl, heparyna do 0,5 g/l, fluorek
sodu do 4 g/l, EDTA do 5 g/l oraz cytrynian sodu do 5 g/l
nie wptywaja na wyniki oznaczenia.

= Precyzja

Powtarzalnos¢ (run to run) Srednia SD CcvV
n=30 (/1] [g] [%]

poziom 1 0,147 0,001 0,77
poziom 2 0,321 0,003 0,76
poziom 3 0,462 0,003 0,64
Odtwarzalnos¢ (day to day) | Srednia SD (0%
n =60 (/1] [g1] [%]

poziom 1 0,137 0,005 3,48
poziom 2 0,321 0,008 2,52
poziom 3 0,472 0,010 2,08

=  Poréwnanie metody

Poréownanie wynikow oznaczen st¢zenia skladnika C4
dopetniacza wykonanych na Biolis 30i (y) i na ADVIA
SIEMENS 1650 (x), z uzyciem 64 probek surowicy, dato
nastgpujace wyniki:

y=1,048 x - 0,0237 g/I;

R =0,997 (R — wspotczynnik korelacji)

UTYLIZACJA ODPADOW
Postgpowac zgodnie z aktualnymi przepisami.
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LITERATURA
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PRESTIGE 241 COMPLEMENT C4

Cat. No 4-310, 4-336 (EN)

INTENDED USE

Diagnostic kit for determination of complement C4
concentration used in automatic analysers Prestige 24i,
Biolis 24i, Prestige 241 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

Complement is a group of 20 immunologically distinct
proteins present in blood and tissues. They are able
to interact with antigen-antibody complexes, with each other
and with cell membranes, in a complex way intended
at destroying viruses and bacteria. They are synthesised in
liver and are present in serum as functionally inactive
molecules. They are activated by antigen-antibody
complexes. C4 complement is a o -glycoprotein
of 3 subunits. It is an acute phase reactant whose levels
are increased during the acute phase. Low levels are found
in immune complex diseases and in inherited angioedema,
while C3 complement levels are normal.

METHOD PRINCIPLE

The complement C4 present in a sample form with the
specific antibody an immunological complex. The increase
of turbidity after the addition of antiserum measured
at A=340 nm is proportional to complement C4 concentration
in the sample.

REAGENTS
Package
Cat. No 4-310  Cat. No 4-336
(24-TRAY) (36-TRAY)
1-Reagent 1 x40 ml 2x23ml
2-Reagent 1x10ml 2x6ml

Buffer (1-Reagent) stored at 2-25°C and antiserum
(2-Reagent) stored at 2-8°C are stable until expiry date printed
on the package.

Reagent components

1-Reagent: imidazole buffer, polymer, inorganic salt, buffer,
preservative.

2-Reagent: anti-human complement C4 antiserum, inorganic
salt, buffer, preservative.

‘Warnings and notes

=  Protect from direct sunlight and avoid contamination!

= Store closed.

= Do not freeze the reagents.

= Nanoparticle-based reagents can settle over time. It may
be necessary to delicately mix by repeated turning.

=  Human-origin products have been tested for HBsAg
and antibodies to HIV 1, HIV 2, HCV and found to be
non-reactive. ~ However  this  material  should
be handled as potentially infectious.
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= Please refer to the MSDS for detailed information
concerning safe storage and use of the product.

SPECIMEN

Serum or plasma.

Serum should be separated from red blood cells as soon
as possible after blood collection. If the test cannot be done
immediately, the sample should be stored at -70°C.
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 ?

Reproducibility (day to day) | Mean SD CV

n =060 (/1] (g [%]
level 1 0.137 0.005 3.48
level 2 0.321 0.008 2.52
level 3 0.472 0.010 2.08

[ adults [ 0.1-0.4 g/l

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 III (Cat. No 4-291).

For the calibration of automatic analysers systems
the CORMAY IMMUNO-MULTICAL (Cat. No 4-287)
is recommended.

The calibration curve should be prepared 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 analyzer Hitachi and Biolis 30i. Results may
vary if a different instrument is used.

=  LoQ (limit of quantitation): 0.002 g/l

= Linearity: up to 0.825 g/1.

=  Specificity / Interferences

Hemoglobin up to 0.32 g/dl, bilirubin up to 22 mg/dl
triglycerides up to 155.5 mg/dl, heparin up to 0.5 g/l
sodium fluoride up to 4 g/l, EDTA up to 5 g/l, sodium citrate

up to 5 g/l do not interfere with the test.

= Precision

Repeatability (run to run) Mean SD CvV
n=30 (g [g/1] [%]

level 1 0.147 0.001 0.77
level 2 0.321 0.003 0.76
level 3 0.462 0.003 0.64
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= Method comparison

A comparison between complement C4 values determined
at Biolis 30i (y) and at ADVIA SIEMENS 1800 (x) using
64 serum samples gave following results:

y=1.048 x - 0.0237 g/1;

R=0.997 (R — correlation coefficient)

WASTE MANAGEMENT
Please refer to local legal requirements.
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1. Tietz Textbook of Clinical Chemistry, W.B. Saunders,
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Kar. Ne 4-310, 4-336 (RUS)

MNPEANIOJATAEMOE UCITIOJIb30BAHUE
ﬂI/IaFHOCTI/I‘—ICCKHﬁ Ha60p JUISL ONIPEACICHUST KOHLICHTPANNA
KOMITJIEMCHTa C4, TNpeaHasHa4YeH il HCIOJIb30BaHUS
B aBTOMATHYECKHX OMOXMMHYECKUX aHamu3aropax Prestige
24i, Biolis 24i, Prestige 24i Premium, Biolis 24i Premium u
Biolis 30i.

PeareHTs! JIOJIKHBI HUCIIONB30BATHCS TOJIBKO
Juis JIMarHOCTHKA in vitro, KBATUOHUINPOBAHHBIM
11a00paTOPHBIM IEPCOHANIOM, B LENSX, U KOTOPBIX OHH
Ipe/THA3HAYCHBI, B COOTBETCTBYIONIMX  J1aOOPaTOPHBIX
YCITOBHSX.

BBEJIEHUE

Kommiementsl — 310 Tpymma n3 20 HMMYHOIOTHYECKH
HHIUBUIYAITBHBIX 6CJ'[KOB, KOTOPBIC NPUCYTCTBYIOT B KPOBH
n TKaHAX. Onn CIIOCOOHBI BSaHMOHeﬁCTBOBaTB
C KOMIUICKCAMH  aHTUICH-AaHTHUTEIIO, JApyr C JOpyrom
U C KJIETOYHBIMH MeMOpaHaMH, CIIOKHBIM ITyTeM pa3pyuias
BUpYChl W OakTepuu. KOMIUIEMEHTBI CHHTE3UPYIOTCS
B IIEYEHU U  MPHUCYTCTBYIOT B  CBIBOPOTKE  Kak
(YHKIMOHAIEHO ~ HEAKTHBHBIC  MOJICKYNBI,  KOTOpbIE
AKTHBUPYIOTCS KOMILIEKCaMU AHTUTCH-aHTUTEIO.
Kommemenr C4 - 53T0  peareHT ocTpoii  (assbl,
Q-TJIMKONIPOTEHH H3 3 CyObeIMHHIL. YPOBEHb KOMILIEMEHTa
C4 Bospacraer npu octpoii dhaze. Huskne ypoBHHU BBISBIAIOT
pu 3360HCBHHI/I5[X, CBA3aHHBIX C AYTOMMMYHHBIMHA
KOMIUICKCAMHU W TIPH BPOXXACHHOM AaHTHOHEBPOTHUYICCKOM
OTeKe, B TO BpeMsi Kak ypoBeHb koMmruiementa C3 ocraercs B
HOpMe.

MPUHLIMIT METOJA

Kommnement C4, npucyrcrByromuii B obpasie, oOpasyer
UMMYHOKOMIUIGKC ~ CO  CNCLM(UYECKHM  AHTUTEIOM.
YBenuueHue MyTHOCTHU II0CIE N0OABICHUS aHTHCBIBOPOTKH,
n3MepsieMoe Ha 340 HM, TIPONOPIHOHAIBHO KOHIIEHTPAIHU
komruTeMeHTa C4.

PEATEHTbBI

CocraB Ha0opa

Kart.Ne 4-310 Kart.Ne 4-336

(mraTuB-24) (mraTuB-36)
1 x 40 ma 2x23 mn
1x 10 ma 2x6 M1

1-Reagent
2-Reagent

Bydep (1-Reagent) mnpu 2-25°C U aHTHCBIBOPOTKA
(2-Reagent) npu 2-8°C coxpaHsioT cTaOHIBHOCTH B TEUCHHE
BCEro CPOKa TOJHOCTH, YKAa3aHHOTO Ha YIIaKOBKE.

KomrnoneHTsI B pearenTe

1-Reagent: HMMHA30JI0BbIH oydep,
HEOPraHUYECKast COJIb, KOHCEPBAHT.
2-Reagent: aHTHCEIBOPOTKA K KoMIuteMeHTy C4 denoBeka,
Oydep, HeopraHudeckast cojb, KOHCEPBAHT.

MIOJIUMED,

IIpenocTepe:xeHus: H IPUMeYAHHS

= JlpemoxpaHsaTb OT HOPSAMBIX  COJHEYHBIX  Jiydeil
U 3arpsi3HeHus!

= PearcHTHI JIOJKHBI OBITH 3aKPHITHI.
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=  He 3aMopaxuBaTh peareHTOB.

=  HaHoyacTuIisl, IpUCYTCTBYIONINE B PEareHTe, MOTYT CO
BpPEMEHEM OCeCTh Ha JIHO KoHTeifHepa. Ilpm
HEOOXOJMMOCTH —pa3MellaiiTe peareHT, OCTOPOXHO
HOBOPaYUBas.

= TIpogyKThl 4YEIOBEYECKOTO IIPOMCXOXKACHHS — ObLIH
[POTECTHPOBAHBl HA HAIMYHE AaHTHICHA BHpYyca
renatuta B (HBsAg) n anturena x BUY 1, BUY 2
u renatuty C (HCV), u okazamuch HepeaKTHBHBIMH.
Tem He MeHee, ¢ HUIMH HEOOXOIMMO 0OpaIIaThcs Kak
C TIOTEHIHAIbHO OMOJOTMYECKH OMACHBIM MaTepHanoM
¢ coOmoaeHueM BCEX  HEOOXOIMMBIX  Mep
MIPEIOCTOPOIKHOCTH!

= BHuMaTenbHO MpouYMTalTe NAcmopT 0e30macHOCTH
XUMHUECKOH mpoaykimu (MSDS), KOTOpsIH coaepKuT
noipoOHyI0 MH(OPMAIMIO O MpaBHiIaX 6e30MacHOro
XpaHEHNUs U UCIIONb30BaHUS TOBapa.

BUOJIOTMYECKHAA MATEPHAAJI

CBIBOPOTKA HITH TUIA3Ma.

OGpasipl CleyeT OTACIUTh OT KIETOK KpoBH. Ecii Tect He
MOXeET OBITh BBIOJIHEH HEMEICHHO, MPOObI TOJKHBI
XpaHuThes pu -70°C.

TeM He MeHee PEKOMEH/YETCsI TIPOM3BOIUTE HCCIIEOBAHHS
Ha CBEXKEB3ATOM OHOJIOTHYECKOM MaTepHae!

MNPOLEIYPA OITPEJNEJIEHUA

1-Reagent u 2-Reagent roTOBBI K HCIIOIb30BAHUIO.

1-Reagent crneyer yCTAaHOBHTh HAa IITATHB B IO3HMIUN
OCHOBHOTO PEarcHTa.

2-Reagent crieayeT YCTaHOBHTh HAa IITATHB B TIO3HIUN
CTapTOBOTO PeareHTa.

B xauectBe pearcHr - Oanka PEKOMEHAYCTCS HUCTIOIb30BATh
0,9% NaCl.

PE®EPEHTHBIE BEJIMYUHBI *

| B3pOCIIbIC | 0,1-0,4r/n

Kaxmoif  mabopatopunm  pekOMeHAyerTcss — pa3paboTaTh
COOCTBCHHBIE HOPMBI, XapaKTepHbIC Il 00CIETyeMOro
KOHTHHI'CHTA.

KOHTPOJIb KAYECTBA

Jlns  BHYTPEHHEro KOHTPOJS KadecTBa PEKOMEHIyeTCs
ucnons3oBatk CORMAY  IMMUNO-CONTROL 1T
(Kat.Ne 4-291) st kaXkaoi cepuu M3MEpeHHIA.

Jns KanuOpoBKU ABTOMAaTHYECKHX aHaIN3aTOPOB
pexomenayercst ucnomab3oBath  CORMAY IMMUNO-
MULTICAL (Kat.Ne 4-287).

Kanu6poounyro KPHBYIO ciexyer COCTaBJIATH
NpH  KOKAOH CMEHe JI0Ta peareHTa W B Clydae
HEOOXOJUMOCTH, HAmp. €CIH pPe3yJbTaThl ONPEACTICHHS
KOHTPOJBHBIX CBIBOPOTOK He HOIaal0T
B ped)epeHTHBIH Trana3oH.

XAPAKTEPUCTUKHM ONIPEJAEJIEHUA
OTH METPOJNIOTHYECKHE XapaKTEPUCTUKH OBLIM TOIydYeHBI
OpU  WCHOJB30BAHMH  ABTOMATUYECKOTO  aHAIM3aTopa
Hitachi u Biolis 30i. Pe3ynbraThl, HodyYeHHbIE HA JPYrUX
QHAITM3ATOPAaX MOTYT OTINYATHCS.
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= LoQ (nmpeaeJ KOJHYECTBEHHOTO ONpPeieIeH s ):
0,002 r/n

= Jluneiinocts: 10 0,825 r/m.

= Cnenuduynocts / UnTepdepenuun

Temornobun mo 0,32 r/mi, Owimpybun no 22 wr/mi,
Tpurmuuepuasl ao  155,5 wmr/mn, remapun go 0,5 r/m,
¢ropun uarpust 1o 4 r/n, DATA no 5 r/n, uurpar HaTpus
710 5 T/1 He BIMSIOT Ha Pe3yJIbTaThl ONPE/ICICHHIA.

=  TouyHocTh

IoBTOpsieMoCTH Cpennee SD CcvV
(Mexay cepusimu) n = 30 [r/n] [r/m] [%]
ypoBeHb 1 0,147 0,001 0,77
YpOBEHb 2 0,321 0,003 0,76
YpOBEHb 3 0,462 0,003 0,64
Bocnpoussoaumocts Cpennee SD CcvV
(Mexy cepusimu) n = 60 [r/n] [r/n] [%]
ypoBeHb 1 0,137 0,005 3,48
YpOBEHb 2 0,321 0,008 2,52
YpOBEHb 3 0,472 0,010 2,08

= CpaBHeHHe MeTOJa

CpaBHeHHE pe3ynbTaToB ONpejeneHnss Komruiementa C4
npousBeneHubx Ha Biolis 30i (y) u na ADVIA SIEMENS
1800 (x) ¢ ucnonp3oBaHueM 64 00pa3lOB CHIBOPOTKE a0
CcIeIyIouue pe3yabTaThl:
y=1,048 x - 0,0237 r/m;
R=10,997 (R — k03 dHIIMEHT KOppETSALIH)
YTUJIMU3AIUS OTXO10B

B COOTBETCTBHH C JTOKATBHBIMH TPEOOBAHUAMH.
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PROGRAM NA ANALIZATOR / APPLICATION / AJANITALIMS: Prestige 24i Premium, Biolis 24i Premium

Item No. 35 Item Name C4 | Optical

Data information Calibration
Units [ en | Type [ Logit2
Decimals | 2 | Std sample conc.
Blank 0 #l [ * [ #2 [ *
Analysis #3 * #4 [ * | #5 [ *
Type END method #6
Main Wave Length 340 nm
Sub Wave Length 700 nm
Method Immuno
Correlation
Slope Intercept

Y=|1 X+10

Item No. 35 Item Name C4 | Optical

Aspiration Data Process
Kind [ Double Read Start End
Vol. Main 51 52
Kind Vol. Add Units Sub 30 31
Sample 7 5 pl
Reagent 1 250 10 ul Abs.Limit Low High
Reagent 2 50 10 pl [3 | ~ [3
Blank value Correction value
Water Blank ‘ Blank correction 0.8371
End Point Limit 2
Reaction Monit Linear Check (%) 0
0 Level Point [1 ‘
Span | 3 ‘ Prozone Check
Start End Limit (%)
Third mixing First
ON | Second Low

Item No. 35 Item Name C4 Optical

tel.: +48 (0) 81 749 44 00 c €
M fax: +48 (0) 81 749 44 34 CORMAY
http://www.cormay.pl
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PROGRAM NA ANALIZATOR / APPLICATION / ATAIITALIMS:
e Prestige 24i, Biolis 24i
Item name |35 [ c4 \
Data information Calibration
Units [ gl | Type [ Logit2
Decimals | 2 | Standard
#1 * #4 *
Analysis #2 * #5 *
Type END #3 * #6
Main W.Lengthl 340 nm
Sub W.Length2 700 nm Normal Range
Method Immuno Male Female
Low High Low High
Corr Serum 0.1 0.4 0.1 0.4
[ Inter \ Urine
Y= X+ [ 0.000 \ Plasma
CSF
Dialysis
Other
Item name ‘35 | C4 |
Aspiration Data Process
Kind [ Double | Read Absorbance Limit
Start End [ Low [ -3.000
Volume [ Main 53 54 | High [ 3.000
Sample 7 | Sub 30 31
Reagentl 250 ul
Reagent2 50 Factor [Endpoint Limit [2.000
[Blank correction [ | [Linear Check (%) )
Third Mix. [ ON | Dilution
R1 Blank | Water-Blank | [ Diluent [ 99:Dill
Monitor Prozone Check
0 Level Point [1 | Start End Limit (%)
Span | 3.000 | First
Second Low
Third Low
Item name ‘ 35 | C4 ‘
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
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Normal Range Panic Range
Male Female Male Female
Low High Low High Low High Low High
Serum 0.1 0.4 0.1 0.4 Serum
Urine Urine
Plasma Plasma
CSF CSF
Dialysis Dialysis
Other Other
Item No. 35 Item Name C4 [ Optical
Auto Rerun SW Auto Rerun Condition (Absorbance)
OFF |
\ Lower | OFF
Auto Rerun Range (Conc.) \ Higher | OFF
First Dil Low : High : o
Re Value Dil Re Value Dil Auto Rerun Condition (Prozone)
Serum
Urine ‘ OFF
Plasma
CSF Dilution
Dialysis [ 99:Dill
Other
PRESTIGE 24i COMPLEMENT C4 str. / page / ctp. 8/9

51_03_05_026_02




PZ CORMAY S.A.
ul. Wiosenna 22,

05-092 Lomianki, POLSKA

tel.: +48 (0) 81 749 44 00

q3

w

fax: +48 (0) 81 749 44 34 CORMAY
http://www.cormay.pl
PRESTIGE 24i COMPLEMENT C4
« Biolis 30i
Item no 35 Item name | C4 Specimen | SERUM / PLASMA OPTICAL
Data information Aspiration volume
UNITS [ g/L | [TYPE Double
DECIMALS | 2 |
SAMPLE REAGENT | | REAGENT 2
Analysis [ VOL. (uL) 7 250 50
METHOD END method | BOTTLE (ml)
Main Wave Length 340 nm
Sub Wave Length 700 nm [ FIRST DIL. [ |
CORRELATION (Y= AX + B) Data processing read
A= [1 \ START END
B= [0 | MAIN 51 52
SUB 30 31
Blank value
[ « WATER | ° REAGENT | [ ABsLIMIT
3 | TO 3
Calibration
TYPE | Logit 2 ‘ Collection value
STABILITY | [ END POINT [ 25 |
| LINEARITY CHECK (%) [0 |
Prozone check
START END LIMIT (%)
FIRST
SECOND
MINIMUM ABS.
°HIGH MEAN \
*LOW VARIATE |
Item No 35 Item Name Cc4 Specimen SERUM / PLASMA | OPTICAL
Reference intervals Auto rerun
MALE FEMALE [ [ «ON \ °OFF |
LOW [ HIGH LOW | HIGH
0.1 | 0.4 0.1 | 0.4 Auto rerun range (conc.)
[ Re [ Value [ Dil. [ Re [ Value | Dil.
Panic range 0.04 ‘ 0.62
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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