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PRESTIGE 24i CRP ULTRA

Nr kat. 4-261, 4-480 (PL)

ZASTOSOWANIE

Zestaw diagnostyczny do oznaczania st¢zenia biatka
C-reaktywnego, przeznaczony do wykonywania oznaczen
na automatycznych analizatorach biochemicznych 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

CRP (biatko C-reaktywne) jest biatkiem ostrej fazy, ktérego
stgzenie moze wzrasta¢c w wyniku stanéw zapalnych,
zwlaszcza w  odpowiedzi na infekcje bakteryjne
(pneumokokalne), histoliz¢ i inne stany chorobowe. Oprécz
kontroli odpowiedzi pacjentéw na operacje i leczenie,
pomiar poziomu CRP jest uzyteczny jako marker lub gtéwny
czynnik diagnostyczny infekcji i stanu zapalnego. Ponadto
regularny pomiar poziomu CRP u niemowlat jest pomocny
we wczesnej diagnozie choroby infekcyjnej.

ZASADA METODY

W wyniku reakcji antygen-przeciwcialo pomigdzy CRP
(zawartym w prébce) a przeciwcialtami anty-CRP
(zwigzanymi z czastkami lateksu) nastgpuje aglutynacja. Jest
ona wykrywana jako zmiana absorbancji (572 nm) i jest
wprost proporcjonalna do ilosci CRP w prébce. Rzeczywiste
stgzenie CRP jest nastgpnie okreslane przez interpolacje
z krzywej kalibracyjnej sporzadzonej z kalibrator6w
o znanych warto$ciach CRP.

ODCZYNNIKI
Sklad zestawu
Nr kat. 4-261 Nr kat. 4-480

(statyw-24) (statyw-36)
1I-REAGENT 2x20ml 3x13ml
2-REAGENT 2x20ml 3x13ml
Tlo$¢ testow:

Prestige 24i 210 210
Biolis 24i Premium 200 200
Biolis 30i 210 200

Odczynniki przechowywane w temp. 2-10°C zachowuja
trwato$¢ do daty waznos$ci podanej na opakowaniu. Stabilno$¢
odczynnikéw  przechowywanych na poktadzie aparatu
wtemp. 2-10°C: Prestige 241 — 12 tygodni, Biolis 24i
Premium — 12 tygodni.

Stezenia skladnikow w zestawie

zawiesina  czastek  lateksu  uczulonych
kroliczymi przeciwciatami anty-CRP (pH 7,3)
bufor glicynowy (pH 7,0)

konserwant

0,20 w/v%

PRESTIGE 24i CRP ULTRA

Ostrzezenia i uwagi

=  Chroni¢ przed bezposrednim §$wiattem stonecznym
i zanieczyszczeniem!

= Po wykonaniu oznaczenia odczynniki przechowywac
w temp. 2-10°C w butelkach zamknigtych korkami.
Nie zamienia¢ korkow.

= Odczynnikéw réznych serii nie nalezy zamienia¢
i mieszac.

= EUH210 Karta charakterystyki dostgpna na zadanie.

MATERIAL BIOLOGICZNY

Surowica lub osocze krwi pobranej na heparyng (sél litowa
lub sodowa); EDTA (s61 sodowa lub potasowa)
lub cytrynian.

Jesli test nie moze by¢ wykonany na $wiezym materiale
prébki nalezy przechowywa¢ w temp. -20°C. Unikaé
wielokrotnego zamrazania i rozmrazania prébek.

Jednak polecamy wykonywaé badania na §wiezo pobranym
materiale biologicznym!

WYKONANIE OZNACZENIA

1-REAGENT i 2-REAGENT s3 gotowe do uzycia.

I-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.

Wymagane dzialania:

= Biolis 30i: W przypadku wykonywania oznaczen
na analizatorze, moze wystapi¢, wptywajacy na wyniki
oznaczen, efekt przeniesienia pomigdzy odczynnikami:
LACTATE - CRP ULTRA. W celu uniknigcia tego
efektu nalezy zastosowac si¢ do zalecen zawartych w
instrukeji: 51_03_24_009_BIOLIS 30i_CARRYOVER

WARTOSCI PRAWIDEOWE 4

surowica, osocze

< 0,5 mg/dl
(<5 mg/)

dorosli

0,01 - 0,28 mg/dl

dzieci (2 miesigce — 15 lat)
(0,1 2,8 mg/l)

0,01 - 0,41 mg/dl

noworodki (0 — 3 tygodnie) (0.1 - 4,1 mg/l)

Zalecane jest opracowanie przez kazde laboratorium
wiasnych zakresow warto$ci prawidtowych
charakterystycznych dla lokalnej populacji.

KONTROLA JAKOSCI

W celu wewngtrznej kontroli jakosci, do kazdej serii
oznaczen, nalezy dotacza¢ surowice kontrolne CORMAY
IMMUNO-CONTROL I (Nr kat. 4-288).

Do kalibracji analizator6w automatycznych nalezy stosowac
zestaw CORMAY CRP ULTRA CALIBRATORS
(Nr kat. 4-276).

Krzywa kalibracyjna powinna by¢é sporzadzana co 12
tygodni (Prestige 24i, Biolis 24i Premium), przy kazdej
zmianie serii odczynnika lub w razie potrzeby np. jesli
warto$ci oznaczenia surowic kontrolnych nie mieszcza si¢

w wyznaczonym zakresie.
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CHARAKTERYSTYKA OZNACZENIA

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

= LoB (granica $lepej préoby):
0,02 mg/dl (0,2 mg/l)

= LoD (granica wykrywalnosci):
0,03 mg/dl (0,3 mg/l)

= LoQ (granica oznaczalnosci):
0,09 mg/dl (0,9 mg/l)

= Liniowos$¢:
do 35 mg/dl (350 mg/1)

Dla wyzszych stgzen probke nalezy rozcienczyé
0,9% roztworem NaCl, oznaczenie powtérzyé, a wynik
pomnozy¢ przez wspétczynnik rozcienczenia.

=  Specyficzno$¢ / Interferencje

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

= Precyzja

Powtarzalno$¢ (run to run) Srednia SD CV

n =20 [mg/dl] | [mg/dl] | [%]

poziom 1 0,96 0,02 1,64
poziom 2 2,79 0,05 1,80
Odtwarzalno$é (day to day) | Srednia SD CvV
n =80 [mg/dl] | [mg/dl] | [%]

poziom 1 0,9 0,03 2,8
poziom 2 2.5 0,05 2,0

=  Poréwnanie metody

Poréwnanie  wynikéw  oznaczen CRP  wykonanych
na Biolis 30i (y) i na ADVIA SIEMENS 1800 (x),
z uzyciem 53 prébek surowicy, dato nastgpujace wyniki:

y =0,994 x - 0,1575 mg/dl;

R =0,996 (R — wspétezynnik korelacji)

UTYLIZACJA ODPADOW
Postgpowac zgodnie z lokalnie obowigzujacymi przepisami.

PRESTIGE 24i CRP ULTRA
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Cat. No 4-261, 4-480 (EN)

INTENDED USE

Diagnostic kit for determination of C-reactive protein
concentration used 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

CRP (C-reactive protein) is an acute phase protein whose
concentration is seen to increase as a result of the
inflammatory  process, most notably in  response
to pneumococcal (bacterial) infectious, histolytic disease and
a variety of disease states. CRP to be used as a marker
or general diagnostic  indicator of infections
and inflammation, in addition to serving as a monitor
of patient response to therapy and surgery. Furthermore,
regular measurements of CRP in infants can be a useful aid
in the early diagnosis of infectious disease.

METHOD PRINCIPLE

When an antigen-antibody reaction occurs between CRP
in a sample and anti-CRP 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 CRP 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 4-261 Cat. No 4-480
(24-TRAY) (36-TRAY)
I-REAGENT 2x20ml 3x13ml
2-REAGENT 2x20ml 3x13ml

The reagents when stored at 2-10°C are stable up to expiry
date printed on the package. Stability on board of the analyser
at 2-10°C: Prestige 24i — 12 weeks, Biolis 24i Premium —
12 weeks.

Concentrations in the test

suspension of latex particles sensitized with
anti-CRP antibodies (rabbit) (pH 7.3)
glycine buffer solution (pH 7.0)

preservative

0.20 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.

= Reagents with different lot numbers should
not be interchanged or mixed.

= EUH210 Safety data sheet available on request.

PRESTIGE 24i CRP ULTRA

SPECIMEN

Serum or plasma (Na-EDTA, K-EDTA, Na-Heparin,
Li-Heparin, citrate).

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.

Actions required:

= Biolis 30i: When performing assays in the analyser,
there is a probability of cross-contamination affecting
the tests results: LACTATE — CRP ULTRA. To avoid
this effect follow the recommendations contained in the
instruction 51_03_24_009_BIOLIS 30i_CARRYOVER.

REFERENCE VALUES 4

serum, pl

. ) < 0.5 mg/dl
adults (<5 mg/l)
children (2 months — 15 years) O(g 11—7(;288nr:1gg/{()11
newborns (0 — 3 weeks) O(g 11_7(2411;?;/{?1

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 I (Cat. No 4-288).

For the calibration of automatic analysers systems
the CORMAY CRP ULTRA CALIBRATORS kit
(Cat. No 4-276) is recommended. The calibration curve
should be prepared every 12 weeks (Prestige 241, Biolis 24i
Premium), 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 analyser Biolis 30i. Results may vary if a
different instrument is used.

= LoB (Limit of Blank):
0.02 mg/dl (0.2 mg/l)

= LoD (Limit of Detection):
0.03 mg/dl (0.3 mg/l)

= LoQ (Limit of Quantitation):
0.09 mg/dl (0.9 mg/1)

= Linearity:
up to 35 mg/dl (350 mg/1)
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For higher concentrations 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 500 mg/dl and RF up to 500 IU/ml
do not interfere with the test.

= Precision

Repeatability (run to run) Mean SD CvV

n =20 [mg/dl] | [mg/dl] [%]

level 1 0.96 0.02 1.64
level 2 2.79 0.05 1.80
Reproducibility (day to day) | Mean SD CvV
n =80 [mg/dl] | [mg/dl] [%]

level 1 0.9 0.03 2.8
level 2 2.5 0.05 2.0

=  Method comparison

A comparison between CRP values determined at Biolis 30i
(y) and at ADVIA SIEMENS 1800 (x) using 53 serum
samples gave following results:

y =0.994 x - 0.1575 mg/dl;

R =0.996 (R — correlation coefficient)

WASTE MANAGEMENT
Please refer to local legal requirements.

PRESTIGE 24i CRP ULTRA
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Kar.Ne 4-261, 4-480 (RUS)

NPEAINIOJATAEMOE UCITIOJIb30BAHUE
JIMarHoCTHYeCKUii HabOp JUIs ONPEEeNICHHsI KOHLEHTPALMH
C-peakTHBHOTO OeJKa, MpeJHa3Ha4YeH JUIS HCIIOIb30BAHUS
Ha  ABTOMATHYCCKMX  OWOXMMHYECKHX  aHAIM3aTOpax
Prestige 24i, Biolis 24i, a taxxke Prestige 241 Premium,
Biolis 24i Premium u Biolis 30i.

Pearentsr JOJDKHBI UCTIOJIb30BATLCS TOJIBKO JJIS1 JTMATHOCTUKHU
in vitro, KBaIM(UIIMPOBAHHBIM JIAGOPATOPHBIM TMEPCOHAIIOM,
B IeNAX, JUIA  KOTOPBIX  OHH  IpEJHA3HAYEHBI,
B COOTBETCTBYIOIIHX JJAO0OPATOPHBIX YCIOBHSIX.

BBEJEHHUE

C-peaktuBHbiit  6enox (CRP) sBmsercs Genxom octpoit
(as3bl,  KOHIEHTpalMs  KOTOPOrO  BO3pacTaeT  IpU
BOCHANUATEJIbHBIX  MpPOLECCax, 0COOEHHO B OTBET Ha
ITHEBMOKOKKOBBIE (6axTepuabHbIE) UHQEKIHH,
THCTOJIUTHYECKHE Ipouecchl u apyrue 3aboneBanus. CRP
HCTIOJB3YeTCsS Kak Mapkep, OOWmHMil AMarHOCTHYECKHU
UHJUKATOP I/IHdJe](I_Il/IPI U BOCIIAJIICHUSA, OJOMOJIHUTCIIBHO
MOXET HCHOTIb30BATBCA 1 MOHHUTOPHUHIA  OTKIMUKA
TIAlMEHTa Ha TEpaluil0 U XUPYPTrUYECKOE€ BMEIIATEILCTBO.
Kpome Ttoro, perymspuoe msmepenne CRP y nereit moxer
UCIIONB30BAThCS I PaHHEH JMarHOCTUKE MHQEKIMOHHBIX
3a60J1eBaHMIL.

MNPUHUMUII METOJA

Ilpn peakuum anTuren-antuteno mexay CRP B mpobe
u autH-CRP aHTHTENaMu, KOTOpBIE CEHCUOMIM3NPOBAHBI Ha
YyacTHIAX JIaTeKca, IPOMCXOJMT arrjloTHHanus. Ota
arTIIOTHHAINA M3MEpsAeTCs Kak H3MeHeHHe abcopbumm
(572 HM), BenMMYMHA U3MEHEHHS KOTOPOH MPONMOPIHOHAIBHA
koimuectBy CRP B mpobe. AkTyanbHas KOHIEHTPAIMS
3aTeM OMpEeeNAeTCsS MHTEPIONAIUeH Mo KaanOpoBOYHOMN
KpHUBOIA, TIOCTPOEHHOU no KanubpaTopam
C U3BECTHOMN KOHILIGHTpalUEH.

PEATEHTbBI
Cocrap Habopa
Kart.Ne 4-261 Kat.Ne 4-480

(mraTus-24) (mraTuB-36)
1-REAGENT 2 x 20 mn 3x 13 mn
2-REAGENT 2 x 20 mn 3x 13 mn

Ilpu  rtemmeparype  2-10°C  peareHThl  COXPaHSIOT
CTa0MIILHOCTH B TEYEHHE BCETO CpOKa rOAHOCTH, YKa3aHHOT'O
Ha ymakoBke. CrabunpHOCcTh Ha OOpTy aHamM3aTopa
npu 2-10°C cocrasmsier: ans Prestige 24i — 12 Henmens,
quist Biolis 24i Premium — 12 Hezens.

KoHueHTpauun KOMIOHEHTOB B peareHTax

CYCIICH3H JIATEKCHBIX YaCTHI]

CEHCUOMIN3UPOBAHHBIX KpoJHYbiMH aHTH-CRP 0,20 %
antutenamu (pH 7,3)

ruuuHOBEIH Oydep (pH 7,0)

KOHCEPBaHT

PRESTIGE 24i CRP ULTRA

IIpenocrepe:xennsi 4 NpUMeYaAHUs

= [IpenoxpaHaTh OT TPSIMBIX COJHEYHBIX JIydel
M 3arpsi3HeHus !

= Jlo OkOHYaHWM H3MepeHHH OYTBUIKM C peareHTaMu
crnenyer 3akpbiBaTh M Xpauuth mpu 2-10°C. J[omKHbI
OBITH TMPEANpPUHATHI Mepbl, 4TOObI HE IepemyTaTh
KPBIIIKH OYTBUIOK.

= PearenTel M3  pasHeIX  cepuii  He  cieayer
B3aMMO3aMEHATh UIIH CMEIINBATh.

= EUH210 [Ilacmopt 0€30MacHOCTH MNpPEeIOCTABISACTCS
TI0 3a1pocy.

BUOJIOTMYECKUAA MATEPUAJL

CeiBopoTka, wnu 1iazma (Na-remapus, Li-remapum,
Na-D/ATA, K-DATA, murpar).

Ecim TecT He MOXeT OBITh BBINOJNHEH HEMEUICHHO, Mpoda
MOXeT XpaHutbcs mpu Temmeparype -20°C. Cuenyer
n30eraTb MOBTOPHBIX 3aMOPAKUBAHUN U Pa3MOPAKUBAHUIA.
Tem He MeHee, pEeKOMEHIYeTCs] IPOU3BOAUTH UCCIEOBAHHS
Ha CBEXKEB3ATOM OHOJIOrHYecKoM Matepuae!

HMPOLEIYPA ONIPEJAEJIEHUA

1-REAGENT u 2-REAGENT roToBbI K HCTIOE30BAaHHIO.

1-REAGENT cnegyer ycTaHOBMTh Ha INTaTHB B IO3MIMH

OCHOBHOTO PearcHTa.

2-REAGENT cneayer ycTaHOBHTh Ha INTATHB B IO3MIUH

CTapTOBOI'O PearcHra.

B kauectBe OnaHK-peareHTa PEKOMEHIYETCs HCIOIb30BaTh

0,9% NaCl.

Heo0xonumpie nefcTBus:

= Biolis 30i: Ipu BBITIOJTHEHHH aHAIIM30B

Ha aHaJIN3aTope, BO3MOXKHO HCKa)KCHHE Pe3yJIbTaTOB
AHAJINU30B, BBI3BAHHOC HNEPEKPECTHLIM 3arpa3HeHUueM
mexny pearentamn: LACTATE - CRP ULTRA.
Yrobsr  m3bexkate  aTtoro  addexra,  caemyiite
PEKOMEHJALMAM, COAEPXKAIIUMCA B HMHCTPYKLUHUHU
51_03_24_009_BIOLIS 30i_CARRYOVER

PE®EPEHTHBIE BEJIMYUHBI >4
ChIBOPOTKA, IIa3Ma

< 0,5 mr/mn
(<5 mr/n)
0,01 — 0,28 mr/mn
(0,1 — 2,8 mr/m)
0,01 — 0,41 mr/mn
(0,1 —4,1 mr/m)
Kaxxnoit maGopaTopun peKOMEHIyeTcss pa3paboTaTh CBOHM
COOCTBEHHBIC HOPMBI, XapaKTepHbIe [UIi 00CIeLyeMoro
KOHTHHI'€HTA.

B3POCIIBIC

neru (2 mecsina — 15 ner)

HoBopoxaEHHbIE (0 — 3 Henenn)

KOHTPOJIb KAYUECTBA

Jl1ss BHYTPEHHEro KOHTPOJS KadecTBa PEKOMEHIYeTCs
ucnonbzoBath CORMAY  IMMUNO-CONTROL 1
(Kar.Ne 4-288) mist kaxaoii cepun H3MEpeHuii.

Js KaIuOPOBKH ABTOMAaTHYECKUX aHAIN3aTOPOB
pexomenayercss Habop CORMAY CRP ULTRA
CALIBRATORS (Kat.Ne 4-276).

KannOpoBouHy0 KpUBYIO CIIEIyeT COCTAaBIATH KaK/able
12 uepmens (Prestige 24i, Biolis 24i Premium), npu kaxmoit
CMeHe JIOTa pearcHTa Wid IpU HeoOXOAUMOCTH, HAaIpUMeEp,
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€CIM  pe3yJibTaThl KOHTPOJS KayeCcTBa HE IOIaJarT
B pedepeHTHBbII Anana3oH.

XAPAKTEPUCTHUKH ONIPEJIEJIEHUST

OTH METPOJIOTHYECKHE XapAaKTEPHCTHKH OBLIH IOTy4eHBI
MpU HMCIOIb30BAaHUKM AaBTOMATHYECKOTO aHaiam3aTtopa Biolis
30i. PesynbraTel, mony4eHHbIE Ha JPYTUX aHAIM3aTOpax
MOTYT OTIIMYATbCA.

= LoB (npenena 6;1anka):
0,02 mr/mn (0,2 mr/m)

= LoD (npenes o6Hapy:keHus):
0,03 mr/a (0,3 mr/m)

= LoQ (nmpeaeJ KOJH4eCTBEHHOTO ONpefeTeH s ):
0,09 mr/mn (0,9 mr/i)

= JluHeiiHOCTh:
110 35 mr/mr (350 mr/m)

B ciiygqae Gonee BBICOKMX KOHIEHTpALHi, pa3zbaBbTe mpoby
0,9% NaCl u mnosropure wucciegoBanue. Pesymbrar
YMHObTE Ha (haKTOp pa3BeICHHS.

= Crnemupuunocts / UHTepdepeHnun

Temorno6un mo 0,5 r/mn, Oumupyomn mo 30 mr/mm,
tpurmuuepuasl 10 500 mr/mt u PO mo 500 ME/mn ne
BIIMSIFOT HA PE3YJIbTATHI OLPEICIICHHUIL.

=  TouHocTh

IoBTOpsieMocTH Cpennee SD (6)%
(Mexay cepusmu) n = 20 [mr/ma] | [mr/m] [%]
yposeHs 1 0,96 0,02 1,64
YpOBeHb 2 2,79 0,05 1,80
BocnpoussoaumocTsh Cpennee SD (6)%
(u30 aHs B newp) n = 80 [mr/ma] | [mr/m] [%]
yposeHs 1 0,9 0,03 2,8
YPOBEHb 2 2,5 0,05 2,0

= CpaBHeHHe MeTO/12

CpaBHenue pe3ynbTatoB onpejeneHus CRP mnoxyueHHbIX Ha
ananuzatope Biolis 30i (y) u nra ADVIA SIEMENS 1800
(X) ¢ wucnomb3oBaHHeM 53 00pasloB CHIBOPOTKE Jajo
CIIEAYIOLIHUE PE3YIIbTAThI:

y =0,994 x - 0,1575 mr/mm;

R =0,996 (R — koo dument xoppensiym)

YTUWIM3ALIAA OTXOJ10B
B COOTBETCTBHH C JIOKAIBHBIMH TPEOOBAHMAMH.
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PRESTIGE 24i CRP ULTRA
PROGRAM NA ANALIZATOR / APPLICATION for / AJALITALIUS st
*  Prestige 24i, Biolis 24i
Item name | 42 | CRPU |
Data information Calibration
Units | mg/dl | Type ‘ Spline
Decimals | 2 | Standard
#1 * #4 *
Analysis #2 * #5 *
Type END #3 * #6
Main W.Lengthl 570
Sub W.Length2 800 Normal Range
Method Immuno Male Female
Low High Low High
Corr Serum 0.00 0.50 0.00 0.50
\ Inter | Urine
Y= X+ [ 0.000 | Plasma 0.00 0.50 0.00 0.50
CSF
Dialysis
Other
Item name |42 | CRPU |
Aspiration Data Process
Kind | Double | Read Absorbance Limit
Start End [ Low [ -3.000
Volume [ Main 44 45 | High | 3.000
Sample 3 | Sub 36 37
Reagentl 150 ul
Reagent2 150 Factor |Endpoint Limit |2.000
|Blank correction | | |Linear Check (%) |0
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 ‘ 42 | CRPU |
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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Item No. 42 Item Name CRPU | Optical
Data information Calibration
Units | mg/dl | Type | Splinel
Decimals | 2 | Std sample conc.
Blank 0 #1 IE [#2 IE
Analysis #3 # #4 [ = [ #5 B
Type END method #6
Main Wave Length 570nm
Sub Wave Length 800nm
Method Immuno
Correlation
Slope Intercept
Y=|1 X+ |0
Item No. 42 Item Name CRPU | Optical
Aspiration Data Process
Kind [ Double Read Start End
Vol. Main 44 45
Kind Vol. Add Units Sub 36 37
Sample 3.2 5 ul
Reagent 1 160 10 ul Abs.Limit  Low High
Reagent 2 160 10 ul [3 | ~ [3
Blank value Correction value
Water Blank | Blank correction 1
End Point Limit 2
Reaction Monitor Linear Check (%) 0
0 Level Point | 1 |
Span | 3 | Prozone Check
Start End Limit (%)
Third mixing First
ON | Second Low
Item No. 42 Item Name CRPU Optical
Normal Range Panic Range
Male Female Male Female
Low High Low High Low High Low High
Serum 0.00 0.50 0.00 0.50 Serum
Urine Urine
Plasma 0.00 0.50 0.00 0.50 Plasma
CSF CSF
Dialysis Dialysis
Other Other
Item No. 42 Item Name CRPU | 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 Value Dil Auto Rerun Condition (Prozone)
Serum
Urine [ OFF
Plasma
CSF Dilution
Dialysis [ 99:Dil1
Other
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*  Biolis 30i
Item no 42 Item name CRP Specimen | SERUM / PLASMA OPTICAL
Data information Aspiration volume
UNITS [ mg/dL [ TYPE [ Double
DECIMALS | 2
SAMPLE | REAGENT I | REAGENT 2
Analysis [ voL. uL) 3.2 160 160
METHOD END 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= o MAIN 44 45
SUB 35 36
Blank value
« WATER | ° REAGENT [ ABS LIMIT
3 | TO 3
Calibration
TYPE | Spline Collection value
STABILITY [ END POINT [ 25 |
| LINEARITY CHECK (%) [0 |
Prozone check
START END LIMIT (%)
FIRST
SECOND
MINIMUM ABS.
°HIGH MEAN
-LOW VARIATE
Item No 42 Item Name CRP Specimen | SERUM / PLASMA OPTICAL
Reference intervals Auto rerun
MALE FEMALE [ [ «ON [ °OFF |
LOW | HIGH LOW | HIGH
0 | 0.5 0 | 0.5 Auto rerun range (conc.)
[Re [ Value [ DiL. [ Re [ value [ Dil.
Panic range | 0.09 | | 35 |
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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