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ZASTOSOWANIE

Zestaw diagnostyczny do oznaczania stezenia IgM
przeznaczony do wykonywania oznaczen na automatycznych
analizatorach: ACCENT-200, ACCENT-200 II GEN,
ACCENT-220S, ACCENT S120, ACCENT MC240,
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

Immunoglobuliny (Ig) sa biatkami odpornosci. Odporno$é¢
jest wiasciwoscia systemu limfoidalnego, zloZzonego
z narzadow ($ledziona, grasica i szpik kostny) oraz komorek
(limfocyty). Krazace immunoglobuliny sa wydzielane
przez limfocyty B do krwi i wraz z nig eksportowane dalej
do petnienia  specyficznych, Dbiologicznych  funkcji
odpowiedzi humoralnej.

Immunoglobulina M jest pierwsza immunoglobuling
pojawiajaca si¢ w odpowiedzi na antygen, np.: czynnik
zakazny. W wielu przypadkach poziom antygenowo
swoistych IgM spada i pozostaje niski podobnie jak
pojawiajacych si¢ w odpowiedzi IgG.

ZASADA METODY

Obecne w probie IgM reaguja ze swoistymi przeciwcialami
anty-IgM powodujac powstawanie kompleksow
immunologicznych. Przyrost absorbancji po dodaniu
antysurowicy mierzony przy A=340 nm jest wprost
proporcjonalny do stgzenia IgM w probie.

ODCZYNNIKI

Sklad zestawu

1-Reagent 1x35ml

2-Reagent 1x7ml

Tlos¢ testow

ACCENT-200 120
ACCENT-200 II GEN 120
ACCENT-2208 120

ACCENT S120 130

ACCENT MC240 130

ACCENT M320 130

Bufor (1-Reagent) przechowywany w temp. 2-25°C
oraz antysurowica (2-Reagent) przechowywana

w 2-8°C zachowuja trwalo$¢ do daty waznoéci podanej
na opakowaniu.

Skladniki odczynnika

1-Reagent: bufor tricinowy, polimer; sol nieorganiczna,
konserwant.

2-Reagent: surowica anty-IgM, bufor, sol nieorganiczna,
konserwant.

ACCENT-200 IgM

Ostrzezenia i uwagi

= Chroni¢ przed bezposrednim S$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  zawierajace  sktadniki ~ pochodzenia
ludzkiego  przetestowano na obecnos¢ 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. Zalecane jest uzycie $wiezej, nielipemicznej
i niezhemolizowanej surowicy.

Surowica moze by¢ przechowywana do 3 dni w temp. 2-8°C
lub do 6 miesigcy w -20°C.

Jednak polecamy wykonywanie badan 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.

= ZaKres pomiarowy: 0,038 g/l do 7 g/l.

= Specyficzno$¢ / Interferencje

Hemoglobina do 0,32 g/dl, bilirubina do 22 mg/dl,
triglicerydy do 312 mg/dl, heparyna do 0,5 g/,
fluorek sodu do 4 g/l, EDTA do 5 g/l oraz cytrynian sodu
do 5 g/l nie wptywaja na wyniki oznaczenia.

WARTOSCI PRAWIDLOWE *
dorosli 0,50 — 3,00 g/l
dzieci (1 rok — 12 lat) 0,45 -2,50 g/l
dzieci (1 — 12 miesigcy) 0,20 - 1,50 g/l
Zalecane jest opracowanie przez kazde laboratorium
wlasnych zakresow warto$ci prawidtowych

charakterystycznych dla lokalnej populacji.

KONTROLA JAKOSCI

W celu wewnetrznej kontroli jakosci, do kazdej serii
oznaczen, nalezy dolacza¢ surowice kontrolne: CORMAY
IMMUNO-CONTROL III (Nr kat. 4-291).

Do kalibracji analizatoréw automatycznych: ACCENT-200,
ACCENT-200 II GEN, ACCENT-220S, ACCENT S120,
ACCENT MC240, ACCENT M320 nalezy stosowac
CORMAY IMMUNO-MULTICAL (Nr kat. 4-287).
Jako kalibratora 0 nalezy uzywac 0,9% NaCl.

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

CHARAKTERYSTYKA OZNACZENIA

Podane nizej rezultaty uzyskano uzywajac analizatorow

automatycznych: ~ Hitachi lub ~ ACCENT  MC240.

W przypadku przeprowadzenia oznaczenia na innym

analizatorze otrzymane wyniki moga rézni¢ si¢ od podanych.
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= Precyzja
Powtarzalnos¢ (run to run) | Srednia SD Ccv
n=30 (g1 (/1] [%]
poziom 1 0,60 0,004 0,73
poziom 2 1,25 0,012 0,87
poziom 3 18,92 0,014 0,72
Odtwarzalnos¢ (day to day) | Srednia SD CcvV
n =60 (g (/1] [%]
poziom 1 0,56 0,024 3,99
poziom 2 1,30 0,037 2,81
poziom 3 19,95 0,050 2,49

= Poréwnanie metody

Porownanie  wynikow  oznaczen IgM, wykonanych
na ACCENT MC240 (y) i na ADVIA 1800 (x), z uzyciem
62 probek, dato nastgpujace wyniki:

y=0,978 x +0,0291 g/I;

R =0,997 (R — wspotczynnik korelacji)

UTYLIZACJA ODPADOW
Postgpowac zgodnie z obowigzujacymi przepisami.

ACCENT-200 IgM
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INTENDED USE

Diagnostic kit for determination of IgM 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

Immunoglobulins (Igs) are the instrumental proteins
of immunity. Immunity is a property of the lymphoid system
which is made of organs (spleen, thymus, bone marrow)
and of cells (lymphocytes). Circulating immunoglobulins
are secreted in the blood by B lymphocytes and they thereby
export far-away the specific biological functions of humoral
immunity. Immunoglobulin M (IgM) is the first Ig to appear
in response to an antigenic stimulus such as an infectious
agent. In many cases, the antigen-specific IgM level
subsequently falls and remains low as the IgG response
appears.

METHOD PRINCIPLE

The IgM 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 IgM concentration in the sample.

REAGENTS

Package

1-Reagent 1x35ml
2-Reagent 1x7ml

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: tricine buffer, polymer, inorganic salt,
preservative.

2-Reagent: anti-human IgM antiserum, buffer, inorganic salt,
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.

ACCENT-200 IgM

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

SPECIMEN *

Serum.  Nonhemolyzed, nonlipaemic, fresh serum
is recommended.

Serum can be stored up to 3 days at 2-8°C or up to 6 months
at -20°C.

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 *

adults 0.50 - 3.00 g/l
children (1 — 12 years) 0.45-2.50 g/l
children (1 — 12 months) 0.20-1.50 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: ACCENT-200,
ACCENT-200 II GEN, ACCENT-220S, ACCENT S120,
ACCENT MC240, ACCENT M320 the CORMAY
IMMUNO-MULTICAL (Cat. No 4-287) is recommended.
0.9% NaCl should be used as a calibrator 0.

The calibration curve should be prepared with every 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: Hitachi or ACCENT MC240.
Results may vary if a different instrument is used.

=  Measurement range: 0.038 g/l to 7 g/l.

=  Specificity / Interferences:

Hemoglobin up to 0.32 g/dl, bilirubin up to 22 mg/dl,
triglycerides up to 312 mg/dl, heparin up to 0.5 g/, 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 (0\%

n =30 [g1] (/1] [%]

level 1 0.60 0.004 | 0.73
level 2 1.25 0.012 | 0.87
level 3 18.92 0.014 | 0.72
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Reproducibility (day to day) Mean SD CV
n=60 [g] (g1 [%]

level 1 0.56 0.024 | 3.99
level 2 1.30 0.037 | 2.81
level 3 19.95 0.050 | 2.49

=  Method comparison

A comparison between IgM  values determined
at ACCENT MC240 (y) and at ADVIA 1800 (x) using
62 samples gave following results:

y=0.978 x +0.0291 g/l;

R =0.997 (R — correlation coefficient)

WASTE MANAGEMENT
Please refer to local legal requirements.

ACCENT-200 IgM
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MPEANOJIATAEMOE UCIIOJIb30BAHUE
JlnarHocTHYeCKMi  Habop  miA A ONpeneneHHs
KOHUEHTpauun IgM, mnpenHasHaueH Uil HCIOJIb30BaHUS
Ha  aBTOMATHYECKHX OHOXMMHYECKHX  aHAIM3aTOpax:
ACCENT-200, ACCENT-200 II GEN, ACCENT-220S,
ACCENT S120, ACCENT MC240, ACCENT M320,
ACCENT 400 1 ACCENT Neo0200.

PeareHThl J0JKHBI HCIIONB30BAThCS TOJBKO IS AUATHOCTHKH
in vitro, KBaIM(QUIMPOBAHHBIM JIAOOPATOPHEIM IIEPCOHAIIOM,
B CIAX, I KOTOPBIX OHH TIpeIHa3HA4YCHBbI,
B COOTBETCTBYIOIIHX J1A00OPATOPHBIX YCIOBHSX.

BBEJEHUE

WvmynornoOymuael  (Ig)  ABIAIOTCA  MHCTPYMEHTaTbHBIMU
OenkaMM MMMyHHTETa. VIMMYHMTET SBISieTCS CBOMCTBOM
TMMQOHTHOH CHCTEMBI, KOTOpas COCTOMT U3 OpraHOB
(cene3eHKa, THMYC, KOCTHBIH MO3T) U KJIETOK (JIUM(OLUTOB).
Lupkynupyiomye  MMMYHOINIOOYIHHBI  CEKPETHPYIOTCS
B KpoBHM B-mumdommuramMmm m  oHHM, TakuMm oOpasom,
9KCIOPTHPYIOT ~Jaiblie crnenuduueckue OHONOrHYEcKHe
(byHKIMK ryMopanbHOrO MMMyHHUTETa. MIMMyHOTIOOYIHHE M
(IgM) nepBblif M3 HMMYHOIJIOOYJIMHOB, MOSBIISIOLINXCS
B OTBET HAa AaHTUTGHHOE CTHMYIMpOBAaHME, TaKoe Kak
MHOEKIMOHHBIH areHT. Bo MHOrMX Ciydasx, aHTHIEH-
crnenpuyeckue ypoBHn IgM 3aTeM majaloT M OCTAIOTCS
HU3KHMU TIPH HOSBJIEHNH OTKIHKa IgG.

MPUHIOAII METOJA

IgM TPUCYTCTBYOILIUH B npobe obpasyer
co  crneuu(pUYECKMMH ~ aHTHTENAaMH  MMMYHOKOMILIEKC.
YBenuueHnue MYTHOCTH TIOCJIC JZ[O6aBJ'ICHHﬂ AHTHUCBIBOPOTKH,
usMepsieMoe npu A=340 HM MPOHOPLHOHAIBHO
koHueHTparuu IgM B nipoGe.

PEATEHTBI

Cocras HaGopa

1-Reagent 1x35mn
2-Reagent 1x7wmn

bydep (1-Reagent) mpu 2-25°C u antrchBOpoTKa (2-Reagent)
npu 2-8°C, COXpaHSIOT CTAOMIBHOCTH B TEYEHHE BCETO CPOKa
TOJIHOCTH, YKA3aHHOTO Ha yIaKOBKE.

KoMnoHeHTBI B pearenre

1-Reagent: TpuIMHOBEIN Oydep, momuMep, HEOpPraHWYECKas
COJIb, KOHCEPBAHT.

2-Reagent: anruchiBopotka Kk IgM  dernoseka, Oyodep,
HEOpraHu4YecKas COb, KOHCEPBAHT.

Ipenocrepe:xeHnsi 1 NpUMeYaHAs

= JlpemoxpaHsaTb OT HPSAMBIX  COJHEYHBIX  Jiydeil
U 3arpsi3HeHus!

- PeareHTsr JOJIKHBI OBITH 3aKPBITHI.

=  He 3amMopaxuBaTh pearcHTOB.

ACCENT-200 IgM

=  HaHodyacTHIIbl, IPUCYTCTBYIONINE B PeareHTe, MOIyT CO
BPEMEHEM  OCECTh Ha JHO KOHTeinepa. Ilpm
HEOOXOJUMOCTH  pa3MelIaliTe peareHT, OCTOPOXHO
HOBOpaYMBas.

= JIpoayKThl YEIOBEYECKOrO IPOUCXOKACHUS  ObUIH
IPOTECTHPOBAaHBl HA HAIWYMe AaHTHIeHa BHpYyca
renatuta B (HBsAg) u anturena x BUY 1, BUY 2
u remnatury C (HCV), u okazanich HepeakTHBHBIMU.
Tem He MeHee, ¢ HUIMH HEOOXOIMMO 0OpamaThCs Kak
¢ MOTCHLHAILHO OMUOJIOTMYECKH OMACHBIM MaTepUAIoM
c cobmoieHIeM BCEX HE0OXO0IMMBIX
Mep IpeIocTOpOKHOCTH!

= DBHuMaTenbHO INPOYMTAHTE MACIOPT OE30MACHOCTH
XUMHUECKOH mpoxykimu (MSDS), KOTOpsIi coaepKuT
noipoOHyI0 MH(OPMALMIO O MpaBHiIaX 6e30MacHOro
XpaHEHNUs 1 UCIIONb30BaHMS TOBApa.

BUOJIOTMYECKUAI MATEPHAJT *

ChIBOpOTKA. He HCIOJIb30BaTh JIUTIEMHYECKHE
Y TEMOJIM30BaHHbIE 00Pa3IIbI.

IIpo6er mpu 2-8°C moryT xpaHuthes 10 3 cyTok. IIpoOsr
3amMoposkeHHbIe IpH -20°C MOT'yT XpaHHUTbHCS 10 6 MECSILEB.
Tem He MeHee, PEKOMEHIYETCS MPOBOAUTH HCCIEIOBAHMUS
Ha CBEXKEB3ATOM OHOJIOrMYECKOM MaTepHaite!

IMPOLEAYPA ONTPEJAEJIEHUA

1-Reagent u 2-Reagent roToBBI K HCHIOTb30BAHHIO.

B KauectBe OnaHKa peareHTa PEKOMEHJYeTCs HCIONb30BATh
0,9% NaCl.

PE®EPEHTHBIE BEJIMYUHBI *

= JInanazon uamepenusi: 0,038 — 7 r/m.

=  CpnennduyHocts / Untepdepenuun:

Temornooun no 0,32 r/mn, OwimpybmH po 22 wmr/mm,
Tpurauuepuasl a0 312 wmr/mn, remapun o 0,5 r/m,
¢dropun Hatpust 1o 4 r/n, DATA 1o 5 r/m, uutpar HaTpus
110 5 T/11 He BIMSIIOT Ha PE3yJIbTAThI ONPE/ICIICHH.

= TouHocTh

IToBTOpsieMOCTb Cpennee SD (0%
(Mexay cepusimu) n = 30 [r/m] [r/n] [%]
ypoBeHb 1 0,60 0,004 | 0,73
YpOBEHb 2 1,25 0,012 0,87
YpOBeHb 3 18,92 0,014 0,72
BocnpousBoaumocTs Cpennee SD CvV
(Mexy cepusiMu) n = 60 [r/n] [r/n] [%]
ypoBeHs 1 0,56 0,024 3,99
YpOBEHb 2 1,30 0,037 2,81
YpOBeHb 3 19,95 0,050 | 2,49

B3pOCIbIe 0,50 — 3,00 r/m
neru (1 —12 ner) 0,45-2,50 r/n
nern (1 — 12 mecsiueB) 0,20 — 1,50 r/nt

Kaxmoit ~ mabopatopum  pekOMeHIyeTcst — pa3paboTarh
COOCTBEHHBIC HOPMBI, XapaKTepHBIE ISl  00CIeTyeMOro
KOHTHHI€HTA.

KOHTPO.JIb KAYECTBA

Jlns  BHYTPEHHEro KOHTPOJS KadecTBa PEKOMEHIYeTCs
ucnonszoBate  CORMAY  IMMUNO-CONTROL  III
(Kar.Ne 4-291) st kaxaoii cepuu H3MEpeHUid.

Jlns  KanuOpOBKM — aBTOMAaTHYECKHX  AHAIM3aTOPOB:
ACCENT-200, ACCENT-200 II GEN, ACCENT-220S,
ACCENT S120, ACCENT MC240, ACCENT M320
pexomenayercs ucnons3oBate  CORMAY  IMMUNO-
MULTICAL (Kar.Ne 4-287). B xauectBe 0-kammbGpartopa
pexomenyercst ucronb3oats 0,9% NaCl.

Kanu6poBky pekoMeHIyeTcs MPOBOJUTH MPH KaKIOH CMEHE
JI0Ta PEareHTOB M B Cllydac HEOOXOIMMOCTH, Hamp. eCil
PE3ynbTATHI OIIpEACICHUSA KOHTPOJIBHBIX CBIBOPOTOK
He IONA/AI0T B pe)epeHTHBII IHana3oH.

XAPAKTEPUCTUKHU ONTPEJAEJIEHUA
DTH METPOIOTHIECKHE XaPAKTEPUCTHKU OBLTH IMOIyUYCHBI
IOpU  WUCIONB30BAHMM  ABTOMATHYECKUX  AHAIM3aTOPOB:
Hitachi mmm ACCENT MC240. Pe3ynbTaThl moJy4eHHbIE
Ha JIPYrUX aHaIM3aTOPaX MOTYT OTIHYAThCS.
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= CpaBHeHHe MeTO/1a

CpaBHeHHE pe3ynbTaToB ompeseneHus IgM momydeHHBIX
Ha a”anuzaropax ACCENT MC240 (y) u na ADVIA 1800
(X) ¢ wucrnonb3oBaHHeM 62 00pa3sLOB aalo0 CIEAYIONIHE
pe3yJIbTaThl:

y=0,978 x +0,0291 r/;

R=0,997 (R — k03 duLEHT KOppeIsLnm)

YTUWIM3ALUS OTXOJ0B
B coOTBETCTBUH C JTOKATbHBIMH TPSOOBAHUAMHU.

ACCENT-200 IgM
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PROGRAM NA ANALIZATORY / APPLICATION for ATATITAIIUAS pos:

e ACCENT-200, ACCENT-200 II GEN

e ACCENT-220S

Parameters Parameters
Test Name 1gM R1 250 Test IgM
Test No 42 R2 50 No 42
Full Name Immuno- Sample Volume 3 Full Name Immuno-

globulin M globulin M
Reference No | 42 R1 Blank Standard No | 42
Analy. Type | Endpoint Mixed Reag. Blank Reac. Type Endpoint
Pri. Wave. 340 nm Concentration Pri. Wave. 340 nm
Secon. Wave. | 670 nm Linearity Limit Sec. Wave. 670 nm
Trend Ascending Substrate Limit Direction Increase
Reac. Time -1 ]16 Factor Reac. Time -1 [15
Incuba. Time |16 D Prozone check Incuba. Time |19
Unit g/l Unit g/l
Precision 0.01 ql [:l q2 I:l q3 EI q4 I:l Precision 0.01

PC | | Abs| |

Calibration Rule Calibration Rule
Rule Spline Rule Spline
Sensitivity 1 Sensitivity 1
Replicates 1 Replicates 2
Interval (day) 0 Interval (day) 0
Difference Limit 0 Difference Limit 0
SD 0 SD 0
Blank Response 0 [50000 Blank Response 0 [50000
Error Limit 0 Error Limit 0
Coefticient 0 Coefficient 0

ACCENT-200 IgM

R1 250
R2 50
Sample Volume 3
R1 Blank

Mixed Rtg. Blank
Linearity Range
Linearity Limit
Substrate Limit
Factor

D Prozone check

at [ e (a3 Jad[]

PC | | Abs| |

51_03_03_046_02
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e ACCENT S120

Chem [1gM | No.[ o042 ] Sample Type [ SERUM
Chemistry [ IMMUNOGLOBULIN M | Print name
Reaction Type | Endpoint ] Reaction Direction
Pri Wave [ 340 nm [ Sec Wave
Unit [ I Decimal
Incubation Time
Blank Time \ -3 \ \ -1 \ Reaction Tim
Sample Vol Aspirated Diluent Reagent Vol
Standard [ 25 | L [ Jur | Rl uL
Decreased | 2.5 | uL | 20 Jul | 180 | uL R2 ulL
Increased [ | uL [ JuL [ ] uL
l:] Sample Blank Auto Rerun
Linearity range (Standard) [ 004 ] [ 2,30 | Linearity Limit | |
Linearity Range (Decreased) [ | [ | Substrate Depletion [ |
Linearity Range (Increased) \ ] \ ] Mixed Blank Abs 20000 ] [—40000 ]
RI1 Blank Abs [ 40000 | [ 40000 | On-board Stability ] Day(s)
Blank Response | -40000 | [ 40000 ] Reagent Alarm Limit I:l
|

Twin Chemistry [

|:| Prozone Check

oo 1 o2
os [ 1 06

\: Sample Pretreatment

1
1

I:l Enzyme Linear Extension

vi [ [CJ o3 | \

04

[ ] v2

1

vi [ 1 [ pct | ]

PC2 | |

[ iy

I:' Control Pretreatment

\:' Calibrator Pretreatment

[ | Pretreat Sample Vol |:| ulL Pretreat Sample Vol :| ulL
CALIBRATION SETTINGS AUTO CALIBRATION
Math model [ Spline ] |:| Bottle Changed
Factor l:l Replicates I:l Lot Changed
I:l Cal Time
ACCEPTANCE LIMITS
Cal Time l:] Hour
Slope Diff [ ] sp [ ]
Sensitivity l:| Repeatability

Deter Coeff [:]
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ce CORMAY

ACCENT-200 IgM

e ACCENT MC240

e ACCENT M320

Chem [ 1gM | No. | 042 | Sample Type
Chemistry [ IMMUNOGLOBULIN M | Print name
Reaction Type | Endpoint | Reaction Direction
Pri Wave [ 340 nm ] Sec Wave
Unit [ g/l ] Decimal
Incubation Time
Blank Time [ -3 ] [-1 ] Reaction Time ﬁ:’
Sample Vol Aspirated Diluent Reagent Vol
Standard | 25 | L | JuL | | uL RI uL
Decreased | 25 | L 20 JuL [ 180 | uL R2 uL
Increased [ | uL | JuL | | uL
I:l Sample Blank Auto Rerun
Linearity range (Standard) [ o004 | [ 2,40 | Linearity Limit [ |
Linearity Range (Decreased) [ | [ | Substrate Depletion [ |
Linearity Range (Increased) [ ] [ ] Mixed Blank Abs [ 35000 ] [ 35000 ]
R1 Blank Abs [___-35000 ] [ 35000 | On-board Stability | Day(s)
Blank Response [ -35000 | [ 35000 ] Reagent Alarm Limit I:'
Twin Chemistry [ | |:| Enzyme Linear Extension
I:l Prozone Check
oo 1 o2 [T vi 1L o3| | o4 | | v2 | | ]
os 1 o [ v3 [0 ra | | 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
[ TcalTime
ACCEPTANCE LIMITS
Cal Time l:| Hour
Slope Diff [ sp ]
Sensitivity I:| Repeatability
Deter Coeff I:I

Chem [1gM ] No. | 042 ] Sample Type
Chemistry [ IMMUNOGLOBULIN M | Print name
Reaction Type | Endpoint ] Reaction Direction
Pri Wave [ 340 nm ] Sec Wave
Unit [ /1 | Decimal
Incubation Time
Blank Time \ -3 | \ -1 | Reaction Time -
Sample Vol Aspirated Diluent Reagent Vol
Standard 4] uL | | R m
Decreased | 4 | uL [ 20 JuL [ 180 | uL R2 uL
Increased | ] uL | Jur [ ] uL
l: Sample Blank Auto Rerun
Linearity range (Standard) ‘ 0,07 | ‘ 2,35 | Linearity Limit | |
Linearity Range (Decreased) [ | [ | Substrate Depletion [ |
Linearity Range (Increased) [ | [ | Mixed Blank Abs [ 35000 ] [ 35000 ]
RI Blank Abs [__-35000 | [ 35000 ] On-board Stability [ | Day(s)
Blank Response | -35000 ] [ 35000 | Reagent Alarm Limit I:I
Twin Chemistry | ] :l Enzyme Linear Extension
I:| Prozone Check
oo 1 oo [ vt L o3[ | o4 | | v 1 [
os 1 o6 [ v 10 era | ] pc2 | | 1]
[:] Sample Pretreatment |:| Control Pretreatment I:l Calibrator Pretreatment
[ | Pretreat Sample Vol I:l ulL Pretreat Sample Vol I:l ulL
CALIBRATION SETTINGS AUTO CALIBRATION
Math model [ Logit-Log 5P ] |:| Bottle Changed
Factor \:l Replicates I:l Lot Changed
|:| Cal Time
ACCEPTANCE LIMITS
Cal Time l:l Hour
Slove Diff  [__] sop [
Sensitivity \:l Repeatability
Deter Coeff [ |
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