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ZASTOSOWANIE

Zestaw diagnostyczny do oznaczania stgzenia biatka
C-reaktywnego, przeznaczony do wykonywania oznaczen
na automatycznych analizatorach: ACCENT-200,
ACCENT-200 II GEN, ACCENT-220S, ACCENT S120,
ACCENT MC240 oraz ACCENT M320, ACCENT 400 oraz
ACCENT Neo200.

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 stezenie moze wzrasta¢ w wyniku stanéw zapalnych,
zwlaszcza w  odpowiedzi na infekcje  bakteryjne
(pneumokokalne), histoliz¢ i inne stany chorobowe.
Oprécez kontroli odpowiedzi pacjentéw na operacje i leczenie,
pomiar poziomu CRP jest uzyteczny jako marker lub gtéwny
czynnik  diagnostyczny infekcji 1 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 przeciwcialami anty-CRP
(zwigzanymi z czastkami lateksu) nastgpuje aglutynacja.
Jest ona wykrywana jako zmiana absorbancji (572 nm)
i jest wprost proporcjonalna do ilosci CRP w prdbcee.
Rzeczywiste stezenie CRP jest nastgpnie okreslane
przez interpolacj¢ z krzywej Kkalibracyjnej sporzadzonej
z kalibratoréw o znanych wartosciach CRP.

ODCZYNNIKI

Sklad zestawu

1-REAGENT 1x25ml
2-REAGENT 1x25ml
Tlos¢ testow:

ACCENT-200 110
ACCENT-200 II GEN 110
ACCENT-220S 110
ACCENT S120 130
ACCENT MC240 130
ACCENT M320 120

Odczynniki przechowywane w temp. 2-10°C zachowuja
trwato$¢ do daty waznosci podanej na opakowaniu. Odczynniki
przechowywane na poktadzie aparatu w 2-10°C sg stabilne przez
4 tygodnie.

Stezenia skladnikéw w zestawie

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

konserwant

ACCENT-200 CRP ULTRA

0,20 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 réznych serii nie nalezy zamienia¢
i mieszac.

= EUH210 Karta charakterystyki dost¢gpna na zadanie.

MATERIAL BIOLOGICZNY

Surowica lub osocze krwi pobranej na heparyng¢ (s6l litowa
lub sodowa); EDTA (s6l sodowa lub potasowa) lub cytrynian.
Jesli test nie moze by¢ wykonany na §wiezym materiale, probki
nalezy przechowywaé w temp. -20°C. Unika¢ 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.
Do wykonania proby zerowej nalezy uzywac 0,9% NaCl.

WARTOSCI PRAWIDEOWE 4

surowica, osocze

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

0,01 -0,28 mg/dl

dzieci (2 miesiagce — 15 lat) (0.1 - 2,8 mg/l)

noworodki (0 — 3 tygodnie) 0.01-0.41 mg/di

(0,1 —4,1 mg/l)

Zalecane jest opracowanie przez kazde laboratorium wlasnych
zakresow ~ wartosci  prawidlowych  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 analizatoréw automatycznych: ACCENT-200,
ACCENT-200 II GEN, ACCENT-220S, ACCENT S120,
ACCENT MC240, ACCENT M320, nalezy stosowac zestaw
CORMAY CRP ULTRA CALIBRATORS (Nr kat. 4-276).
Jako kalibratora 0 nalezy uzywac 0,9% NaCl.

Krzywa kalibracyjna powinna by¢ sporzadzana co 4 tygodnie,
przy kazdej zmianie serii odczynnika lub w razie potrzeby
np. jesli warto$ci oznaczenia surowic kontrolnych nie mieszcza
si¢ W wyznaczonym zakresie.

CHARAKTERYSTYKA OZNACZENIA
Podane nizej rezultaty uzyskano uzywajac analizatoréw
automatycznych: ACCENT-220S i ACCENT MC240.
W  przypadku przeprowadzenia oznaczenia na innym
analizatorze otrzymane wyniki moga réznic¢ si¢ od podanych.
= Czulosé¢
0,17 mg/dl - ACCENT-220S
0,09 mg/dl - ACCENT MC240
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= Liniowos$¢
do 32 mg/dl - ACCENT-220S
do 31,5 mg/dl - ACCENT MC240

Dla  wyzszych stgzeh  probke nalezy  rozcieficzyé
0,9% roztworem NaCl, oznaczenie powtérzy¢é, 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 560 IU/ml nie wptywaja na wyniki
oznaczenia.

= Precyzja

Powtarzalnosé Srednia SD CcvV

(run to run) [mg/dl] | [mg/dl] | [%]
ACCENT-220S poziom 1 0,93 0,02 2,35
n=10 poziom 2 2,39 0,03 1,22
ACCENT MC240 | poziom 1 0,87 0,02 2,70
n=20 poziom 2 2,37 0,03 1,40
Odtwarzalnosé¢ Srednia SD CvV

(day to day) [mg/dl] | [mg/dl] | [%]
ACCENT-220S poziom 1 0,90 0,03 3,15
n=20 poziom 2 2,30 0,03 1,19
ACCENT MC240 | poziom 1 0,9 0,03 3,7
n=80 poziom 2 2,5 0,07 2,9

=  Poréwnanie metody

Poréwnanie wynikéw oznaczen CRP ULTRA, wykonanych
na ACCENT-220S (y) i na ADVIA 1650 (x), z uzyciem
30 prébek, dato nastgpujace wyniki:

y =1,1745 x — 0,5587 mg/dl;

R=0,993 (R — wspétezynnik korelacji)

Poréwnanie wynikéw oznaczen CRP ULTRA, wykonanych
na ACCENT MC240 (y) i na BECKMAN COULTER
AU 680 (x), z uzyciem 51 prébek surowicy, dato nast¢pujace
wyniki:

y =0,9601 x + 0,0386 mg/dl;

R=0,999 (R — wspétczynnik korelacji)

UTYLIZACJA ODPADOW
Postgpowac zgodnie z lokalnie obowigzujacymi przepisami.

ACCENT-200 CRP ULTRA
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INTENDED USE

Diagnostic kit for determination of C-reactive protein
concentration intended to use in automatic analyzers:
ACCENT-200, ACCENT-200 II GEN, ACCENT-220S,
ACCENT S120, ACCENT MC240, ACCENT M320,
ACCENT 400 and ACCENT Neo200.

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

1-REAGENT 1x25ml
2-REAGENT 1x25ml

The reagents, stored at 2-10°C are stable up to expiry date
printed on the package. The reagents stored on board of the
analyzer at 2-10°C are stable for 4 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. Do not interchange the caps
of reagent bottles.

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

= EUH210 Safety data sheet available on request.

ACCENT-200 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.
0.9% NaCl is recommended as a reagent blank.

REFERENCE VALUES %4

serum, plasma

adults < 0.5 mg/dl (< 5 mg/l)

children (2 months — 15 years) 0.01 — 0.28 mg/dl
(0.1 —2.8 mg/l)

0.01 - 0.41 mg/dl
(0.1 - 4.1 mg/l)

It is recommended for each laboratory to establish its own

reference ranges for local population.

newborns (0 — 3 weeks)

QUALITY CONTROL

For internal quality control it is recommended to use
the CORMAY IMMUNO-CONTROL I (Cat. No 4-288)
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 CRP
ULTRA CALIBRATORS kit (Cat. No 4-276) is recommended.
0.9% NaCl should be used as a calibrator 0.

The calibration curve should be prepared every 4 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-220S and ACCENT MC240. Results may
vary if a different instrument is used.

= Sensitivity
0.17 mg/dl - ACCENT-220S
0.09 mg/dl - ACCENT MC240

= Linearity
up to 32 mg/dl - ACCENT-220S
up to 31.5 mg/dl - ACCENT MC240

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 560 IU/ml
do not interfere with the test.
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=  Precision

Repeatability Mean SD (6)%

(run to run) [mg/dl] | [mg/dl] | [%]
ACCENT-220S level 1 0.93 0.02 |235
n=10 level 2 2.39 0.03 1.22
ACCENT MC240 level 1 0.87 0.02 |2.70
n=20 level 2 2.37 0.03 1.40
Reproducibility Mean SD (6)%

(day to day) [mg/dl] | [mg/dl] | [%]
ACCENT-220S level 1 0.90 0.03 |3.15
n=20 level 2 2.30 0.03 1.19
ACCENT MC240 level 1 0.9 0.03 3.7
n=80 level 2 2.5 0.07 2.9

=  Method comparison

A comparison between CRP ULTRA values determined
at ACCENT-220S (y) and at ADVIA 1650 (x) using
30 samples gave following results:

y = 1.1745 x — 0.5587 mg/dl;

R =0.993 (R - correlation coefficient)

A comparison between CRP ULTRA values determined
at ACCENT MC240 (y) and at BECKMAN COULTER
AU 680 (x) using 51 serum samples gave following results:

y =0.9601 x + 0.0386 mg/dl;

R =0.999 (R — correlation coefficient)

WASTE MANAGEMENT
Please refer to local legal requirements.

ACCENT-200 CRP ULTRA
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MNPEANOJATAEMOE UCITIOJIb30BAHUE
JlnarHocTHYECKU Ha0Op Ui ONpeseseH s KOHIEHTPaIlHK
C-pE€aKTUBHOTO Genxa, TNpeAHa3sHA4Y€H i1 UCIOJIb30BAHUA
Ha  aBTOMATUYECKHX  OHMOXMMHYECKHX  aHAIM3aTOpax:
ACCENT-200, ACCENT-200 II GEN, ACCENT 2208,
ACCENT S120, ACCENT MC240, ACCENT M320,
ACCENT 400 u ACCENT Ne0200.

Pearentst JOJKHBI UCTIOJNIL30BATLCA TOJIBKO IJII HATHOCTHUKH
in vitro, KBaIH(UIUPOBAHHEIM J1AOOPATOPHBIM MEPCOHAIOM,
B uesx, I KOTOPBIX OHHA TnpeaHa3sHa4YCHbI,
B COOTBETCTBYIOIIHX J1A00PATOPHBIX YCIOBHSX.

BBEJIEHUE

C-peaxtuHslii 6enok (CRP) sBnsiercs Genkom ocTpoit ¢asbl,
KOHIIGHTPAIlMs KOTOPOTO BO3PACTaeT IIPH BOCHATUTEIBHBIX
Tporeccax, 0COOEHHO B OTBET Ha ITHCBMOKOKKOBBIC
(6axTepuanbHble) MHQEKINMH, THCTOIMTHYECKHE IIPOIIECCHI
u apyrue 3aboneBanus. CRP wucnomp3yercs kak Mapkep,
o6mmit JIMarHOCTHYECKHIT HHIUKATOP nuH eKImn
W BOCHIAJCHHS, JOIOJHUTEIBHO MOXET HCIIOTIB30BaThCs
JUIi  MOHUTODHHTA OTKIMKAa IAlMeHTa Ha  TEparHio
W XHpypruyeckoe BMemartenbcTBo. Kpome Toro, peryispHoe
usmepenne CRP y nereil MOXKET MCHOIB30BATLCS VIS PaHHEH
JIMarHOCTHKE HH(PEKIINOHHBIX 3a00IeBaHHIH.

NPUHIUAI METOJA

IIpu peakunu antureH-autureno mexay CRP B mpobe u aHTH-
CRP anTHTENaMH, KOTOPHIE CEHCHOMIN3UPOBAHBI HA YACTHIIAX
JIaTeKCa, MPOUCXOIUT arrjaIrOTUHALUA. Drta ArTJITHHALWS
u3MepsieTcsl Kak u3MeHeHne abcopbuun (572 HM), BEIMYHHA
M3MEHEeHHUsT KOTOpoH mpomopunoHansHa konnuectsy CRP
B npobe. AKTyaibHas KOHIIGHTPAIMs 3aTeM OIpENeIAeTCs
MHTEPHOSINEH 10 KanuOpOoBOYHOM KPUBOL, IOCTPOSHHOIT 1O
KaanubpaTopaM ¢ M3BECTHOH KOHIICHTPAIIHEH.

PEATEHTBI

Cocrap Ha0opa

1-REAGENT 1x25mn
2-REAGENT 1 x 25 mn

TIpu temnepatype 2-10°C peareHTbI COXPaHSAIOT CTaOMIBHOCTD
B TCUYCHHUU BCEr0 CPOKa rOJHOCTHU, YKA3aHHOI'O Ha YIAKOBKE.
CrabunbpHOCTE peareHTa Ha Oopry anHamuszatopa mpu 2-10°C
COCTaBJIsAeT 4 HeJleIH.

KoHueHTpanuu KOMIIOHEHTOB B peareHTax

CYCIICH3U JIATEKCHBIX YaCTUL{

CeHCUOMIN3HPOBAHHBIX KposnybiMu aHTH-CRP 0,20 %
anturenamu (pH 7,3)

rimuHOoBBIH 6ydep (pH 7,0)

KOHCEPBaHT

ACCENT-200 CRP ULTRA

IIpenocrepeskenus u npuMeYaHust

= IIpemoxpaHsATh ~ OT HPAMBIX  COJHEYHBIX  Jydyei
¥ 3arpsi3HeHus !

= TJlo OKOHYAaHMM HU3MEpEeHHil OyTBUIKM C peareHTamu
ClIelyeT 3aKpbIBaTh U XpaHUThb 1pH 2-10°C. JJo/mKHbI ObITh
MPEANPUHATEL MEpbl, YTOObI HE MNEepemyTaTh KPBIIKH
Oy THIIOK.

=  PeareHTBl U3 pa3HbIX CEpUil HE CIIELyeT B3aUMO3aMEHSTh
MITH CMEIIMBATh.

= EUH210 [Ilacmopr  6e30macHOCTH  IIPEIOCTaBIISETCS
10 3a1pocy.

BUOJIOTUYECKUA MATEPUAJL

CriBopoTka wim wiazma (Na-renapus, Li-renmapun, Na-D/ITA,
K-DTA, uurpar).

Ecim TecT He MOKET OBITh BBITIONHEH HEMEUICHHO, Ipoda
MOXET XpaHUThCs NpH Temneparype -20°C. Cnexyer uzderath
TOBTOPHBIX 3aMOPAKHBAHUH U Pa3MOPAKUBAHHIL.

Tem He MeHee, peKOMEHIYETCsl MPOM3BOAUTL HCCIICAOBAHUS
Ha CBEXKEB3ATOM OHOJIOTMYECKOM MaTtepHae!

MPOLUEIYPA ONPEJAEJEHUS

1-REAGENT u 2-REAGENT roToBb!I K HCIIOJIb30BaHHIO.

B kadecTBe OnaHK-peareHTa PEKOMEHAYETCS HCHOJIB30BATh
0,9% NaCl.

PE®EPEHTHBIE BEJIMYUHDI >*
CHIBOPOTKA, MJ1a3Ma
B3pOCIIBIC

nietu (2 mecsia — 15 ner)

< 0,5 mr/ma (< 5 mr/m)
0,01 — 0,28 mr/mn
(0,1 — 2,8 mr/m)
0,01 — 0,41 mr/an
(0,1 —4,1 mr/m)
Kaxoit n1abopaTopuy peKOMEHAyeTcs pa3paboTaTh CBOU
COOCTBEHHBIE HOPMBI, XapakTepHble Uil  00CIeIyeMoro
KOHTUHI€HTA.

HoBopoxnEHHBIE (0 — 3 Hezenb)

KOHTPO.JIb KAYECTBA

Jlnd  BHYTPEHHErO0 KOHTpONA KadecTBa PEKOMEHJYeTCs
HCIIONIb30BATh CORMAY IMMUNO-CONTROL 1
(Kat.Ne 4-288) nust kask10i cepuy M3MEpPEHUH.

Jns KanuOpoBKH ABTOMAaTHYECKHUX AHAJIN3aTOPOB:
ACCENT-200, ACCENT-200 II GEN, ACCENT-220S,
ACCENT S120, ACCENT MC240, ACCENT M320
pekomenayercs ucnoap3zoath CORMAY CRP ULTRA
CALIBRATORS (Kat.Ne 4-276). B kauectse 0 - kaymmbparopa
pexomenyercs ucnoibs3osath 0,9% NaCl.

KanubpoBouHy0 KpPHBYIO CIIIyeT COCTaBISTh KaKable
4 Hexemu, NpU KakAOW CMEHE JOTAa peareHTa WIH I[pU
HEOOXOJMMOCTH, HAmpUMeEp, €CIH Pe3yIbTaThl KOHTPOJIS
KayecTBa He II0NaJIaloT B pedepeHTHBIH uana3oH.
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XAPAKTEPUCTHUKHU ONPEJEJTEHUST

OTH METPOJIOrHYECKUE XapaKTePHCTHKH OBIIN MOJTyYEHBI IPH
HCIIOJIb30BAHUU ABTOMATUYCCKUX aHaJIU3aTOPOB:
ACCENT-220S u ACCENT MC240. Pesynbrarthl,
TOTYYEHHBIE HAa APYTUX AaHAJIU3aTOpax U BPYYHYIO, MOTYT
OTJINYATHCA.

®*  YyBCTBHTEJIbLHOCTH
0,17 mr/nn — ACCENT-220S
0,09 mr/mn — ACCENT MC240

= JluneiiHOCTH
1o 32 mr/mn — ACCENT-220S
10 31,5 mr/gn — ACCENT MC240

B ciyqae Gomee BBICOKMX KOHILEHTpalMi, pa30aBbTe mpoly
0,9% NaCl u noBTopHTe HccienoBaHue. Pe3yspTaT yMHOXbTE
Ha (haKTOp pa3BeCHUSL.

= Crnemupuunocts / UnTepdepenuun

Temorno6un mo 0,5 r/mn, Ouwmmpyoun no 30 mr/mi,
Tpuriunepuast 10 500 mr/ut u PO no 560 ME/Mi He BiustoT
Ha Pe3yJbTaThl ONPEICICHUI.

= TouHocTh

IloBTOpsieMocTH Cpennee SD (6)%
(Mex]y cepusMHu) [mr/mn] | [mr/mn] | [%]
ACCENT-220S yposeHs 1 0,93 0,02 2,35
n=10 YpOBEHb 2 2,39 0,03 1,22
ACCENT MC240 | yposens 1 0,87 0,02 | 2,70
n=20 YpPOBEHB 2 2,37 0,03 1,40
BocnpousBoaumMoctb Cpennee SD (6)%
(130 JHS B ICHB) [mr/ma] | [mr/mn] | (%]
ACCENT-220S YpoBeHb | 0,90 0,03 3,15
n=20 ypoBeHb 2 2,30 0,03 | 1,19
ACCENT MC240 | yposens 1 0,9 0,03 3,7
n=380 YPOBEHB 2 2,5 0,07 2,9

= CpaBHeHHe MeTOJa

CpaBHeHue pe3yIbTaToB ONpeeIeH s KpeaTHHHHA
nomyuennelx  Ha  anamuzatrope  ACCENT-220S  (y)
u Ha ADVIA 1650 (x) ¢ ucnons3oBannem 30 06pasioB 1aio
CIeIyIOUIue pe3yabTaThl:

y =1,1745 x — 0,5587 mr/m;

R=0993 (R — koo dument xoppensiym)

CpaBHeHHE  pe3yJbTaTOB  ONPEACICHHS  KPEaTHHHHA
nonyuennelx Ha aHamuszatope ACCENT MC240 (y)
1 Ha BECKMAN COULTER AU 680 (x) ¢ ucrons3oBaHuemM
51 06pa31oB CBIBOPOTKH AAJIO0 CIEAYIOLUINE PE3yIbTaThl:

y =0,9601 x + 0,0386 mr/mw;

R =0,999 (R — k03 QHImeHT KOppemnsImm)

YTHJIHA3ALHS OTXOI0B
B coOTBETCTBHH C JIOKAJILHBIMHA TpCGOBaHHSIMH.

ACCENT-200 CRP ULTRA
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ACCENT-200 CRP ULTRA

PROGRAM NA ANALIZATORY / APPLICATION for / ATANITAIMUSA nas:

R1 200
R2 200
Sample Volume 4
R1 Blank

Mixed Rtg. Blank
Linearity Range 0.17 |32
Linearity Limit
Substrate Limit
Factor

|:| Prozone check

at [ Jee [ Ja3[ Jaa[ ]

PC | | Abs]| |

*  ACCENT-200, ACCENT 200 II GEN * ACCENT-220S

Parameters Parameters

Test Name CRPu R1 200 Test CRPu

Test No 27 R2 200 No 27

Full Name CRP ULTRA Sample Volume 4 Full Name CRP ULTRA

Reference No | 27 R1 Blank Standard No | 27

Analy. Type | Endpoint Mixed Reag. Blank Reac. Type Endpoint

Pri. Wave. 578 nm Concentration Pri. Wave. 578 nm

Secon. Wave. Linearity Limit Sec. Wave.

Trend Ascending Substrate Limit Direction Increase

Reac. Time |4 [30 Factor Reac. Time |4 |30

Incuba. Time |20 |:| Prozone check Incuba. Time |20

Unit mg/dl Unit mg/dl

Precision 0.01 ql I:l q2 l:l q3 l:l q4 l:l Precision 0,01

pPC | | Abs]| |

Calibration Rule

Rule Spline Calibration Rule

Sensitivity 1 Rule Logit-Log 5P

Replicates 1 Sensitivity 1

Interval (day) 28 Replicates 2

Difference Limit |0 Interval (day) 28

SD 0 Difference Limit 0

Blank Response | 0| 50000 SD 0

Error Limit 0 Blank Response 0 \ 50000

Coefficient 0 Error Limit 0
Coefficient 0

ACCENT-200 CRP ULTRA
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* ACCENT 8120

Chem [CRP U | No.[ 027 ] Sample Type
Chemistry [ CRP ULTRA | Print name
Reaction Type [ Endpoint | Reaction Direction
Pri Wave [ 670 nm ] Sec Wave I:l
Unit [ me/dl | Decimal
Incubation Time
Blank Time [ -3 | [-1 | Reaction Time
Standard IMI;IELU” uL lﬁmel uL [M| uL R1 1uL
Decreased [ 3 ] uL [ 20 JluL [ 180 ] uL R2[_160 |uL
Increased [ ] uL [ JuL | ] uL
l:l Sample Blank Auto Rerun
Linearity range (Standard) | 0.15 | | 31,7 ‘ Linearity Limit | |
Linearity Range (Decreased) | | | ‘ Substrate Depletion | |
Linearity Range (Increased) [ I ] Mixed Blank Abs [ 40000 ] [40000 ]
RIBlank Abs [ 40000 |  [___40000 | On-board Stability ] Dav(s)
Blank Response | -40000 | [ 40000 ] Reagent Alarm Limit I:l
Twin Chemistry [ ] I:l Enzvme Linear Extension
\:I Prozone Check
oo 1 oo [_—J1 vi [J10C o3 [ | o4 | | v2 1 [C 1
os 1 o6 [__1 v3 1L _1ectl | pc2 | | I
|:| Sample Pretreatment I:' Control Pretreatment I:' Calibrator Pretreatment
[ ] Pretreat Sample Vol I:l ul Pretreat Sample Vol :l ul
CALIBRATION SETTINGS AUTO CALIBRATION
Math model [ Spline ] |:| Bottle Changed
Factor :l Replicates |:| Lot Changed
|:| Cal Time
ACCEPTANCE LIMITS
Cal Time :l Hour
Slope Diff  [__| sp [ ]
Sensitivity :l Repeatability 40000
Deter Coeff :l
ACCENT-200 CRP ULTRA str. / page / ctp. 8/10
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* ACCENT MC240

:l Sample Pretreatment

Chem [ CRP U | No.[ 027 ] Sample Type
Chemistry [CRP ULTRA | Print name
Reaction Type | Endpoint | Reaction Direction
Pri Wave [ 660 nm | Sec Wave I:l
Unit [ me/dl ] Decimal
Incubation Time |2__1—,
Blank Time [ -3 | [-1 | Reaction Time @ |—33___|
Standard !ﬁ% uL lﬁplraLl uL — RI luL
Decreased | 3 | uL [ 20 Jur [ 180 ] uL R2 uL
Increased | | uL [ JuL | | uL
l:l Sample Blank Auto Rerun
Linearity range (Standard) [0.09 | [315 | Linearity Limit [ |
Linearity Range (Decreased) ‘ ‘ | | Substrate Depletion | ‘
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 |
Twin Chemistry | ] :l Enzyme Linear Extension
I:| Prozone Check
oo [ 1 o2 [T vi [ J[ 1 o3 ] o4 | | v2 | ] ]
os 1 o6 [___1 vs3 [1[_1epct ] pc2 | | [ ]

I:l Control Pretreatment

J Pretreat Sample Vol ] 1L

I:l Calibrator Pretreatment
Pretreat Sample Vol ] uL

CALIBRATION SETTINGS AUTO CALIBRATION
Math model [ Spline | [ Bottle Changed
Factor —1 Renlicates =] [ 1totChaneed
[ TcaTime
ACCEPTANCE LIMITS
Cal Time I:' Hour
Slope Diff  [__] sp [ ]
Sensitivity :l Repeatability
Deter Coeff I:'
ACCENT-200 CRP ULTRA str. / page / ctp. 9/10
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* ACCENT M320

Chem [ CRP U | No.[ 027 ] Sample Type
Chemistry [ CRP ULTRA | Print name
Reaction Type [ Endpoint | Reaction Direction
Pri Wave | 570 nm | Sec Wave I:l
Unit [ mg/dl | Decimal
Incubation Time
Blank Time [-3 ] [ ] Reaction Time
Standand Sdm3]2_15€ Vol o Aspirated o Diluent . . Redlg7e5nt VoluL
Decreased [ 35 ] uL | 20 JuL [ 180 ] uL R2 uL
Increased [ | uL [ JuL [ ] uL
l:l Sample Blank Auto Rerun
Linearity range (Standard) [0,08 | [32 | Linearity Limit [ |
Linearity Range (Decreased) | | | | Substrate Depletion | |
Linearity Range (Increased) [ ] [ ] Mixed Blank Abs [ 35000 | [ 35000 ]
Rl Blank Abs 35000 1  [_35000 ] On-board Stability [ ] Daw(s)
Blank Response 35000 ] [ 35000 ] Reagent Alarm Limit [ ]
Twin Chemistry [ ] |:| Enzyme Linear Extension
I:l Prozone Check
oo [ 1 o [ 1 vi L_JTL_1 o3| | o4 [ | v ][]
os 1 oo [ 1 v3 101 pcl ] pc2 | | I
:l Sample Pretreatment I:l Control Pretreatment I:l Calibrator Pretreatment
[ ] Pretreat Sample Vol [ | L Pretreat Sample Vol | uL
CALIBRATION SETTINGS AUTO CALIBRATION
Math model [ Spline | I:' Bottle Changed
Factor :l Renlicates |:| Lot Changed
[ cCalTime
ACCEPTANCE LIMITS
Cal Time :l Hour
Slope Diff  [__] sp []
Sensitivity || Repeatability [35000
Deter Coeff :l
Data wydania / Date of issue / [lata co3panus:. 06. 2023.
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