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ZASTOSOWANIE

Zestaw diagnostyczny do oznaczania poziomu
anty-streptolizyny O, 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

Wielu ludzi zainfekowanych przez paciorkowce hemolizujace
wytwarza przeciwciala (ASO) skierowane przeciwko
streptolizynie O (SLO). Streptolizyna O jest egzotoksyna
produkowang przez paciorkowce. Pomiar poziomu przeciwciat
(ASO) ma znaczenie przy diagnozowaniu i ocenie postgpow
leczenia medycznego choréb wywotanych przez paciorkowce
hemolizujace m.in.: goraczki reumatycznej, ostrego zapalenia
kigbuszkéw nerkowych, szkarlatyny i zapalenia migdatkéw.

ZASADA METODY

W wyniku reakcji antygen-przeciwcialo pomigdzy ASO
(zawartymi w prébece) a SLO (zwigzang z czastkami lateksu)
nastgpuje aglutynacja. Jest ona wykrywana jako zmiana
absorbancji przy A=572 nm i jest wprost proporcjonalna
do ilosci ASO w prébce. Rzeczywiste st¢zenie ASO
jest nastgpnie wyznaczane przez interpolacj¢ z krzywej
kalibracyjnej sporzadzonej z kalibratoréw o znanych
poziomach ASO.

ODCZYNNIKI

Sklad zestawu

1-REAGENT 1x25ml
2-REAGENT 1x17,5ml
Tlosci testow

ACCENT-200 120
ACCENT-200 I GEN 120
ACCENT-220S 120
ACCENT S120 130
ACCENT MC240 130
ACCENT M320 130

Odczynniki przechowywane w temp. 2-10°C zachowuja
trwatos¢ do daty wazno$ci podanej na opakowaniu.
Odczynniki przechowywane na pokladzie aparatu w 2-10°C
sa stabilne przez 7 tygodni.

Stezenia skladnikéw w zestawie
zawiesina czastek lateksu uczulonych
za pomoca SLO (pH 8,2)

bufor glicynowy (pH 8,3)
konserwant

0,17 w/v%

ACCENT-200 ASO

OSTRZEZENIA 1 UWAGI

= Chroni¢ przed bezposrednim $wiatlem stonecznym
i zanieczyszczeniem!

= Odczynnikéw réznych serii nie nalezy zamienia¢
i mieszac.

= Przed wykonaniem oznaczenia odczynniki nalezy
delikatnie wymiesza¢ poprzez kilkukrotne odwrdcenie
butelki.

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

= EUH210 Karta charakterystyki dostgpna na zadanie.

MATERIAL BIOLOGICZNY

Surowica lub osocze krwi pobranej na heparyng
(s6l litowa lub sodowa), EDTA (s6l sodowa lub potasowa)
lub kwas cytrynowy. Po zupetnym skrzepnigciu krwi probke
nalezy odwirowa¢ i oddzieli¢ od komdrek i fibrynogenu.
Jesli test nie moze by¢ wykonany na $wiezym materiale, probki
nalezy przechowywa¢ w temp. -20°C.

Unika¢ wielokrotnego zamrazania i rozmrazania probek.
Niemniej jednak polecamy wykonywaé¢ badania na $wiezo
pobranym materiale biologicznym!

WYKONANIE OZNACZENIA
1-REAGENT i 2-REAGENT s3 gotowe do uzycia.
Do wykonania préby zerowej nalezy uzywac¢ 0,9% NaCl.

WARTOSCI PRAWIDEOWE ?

[ surowica, osocze [ <160 IU/ml |
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 dofacza¢ surowice kontrolne CORMAY IMMUNO-
CONTROL I (Nr kat. 4-288).

Do kalibracji analizator6w automatycznych: ACCENT-200,
ACCENT-200 II GEN, nalezy stosowa¢ CORMAY ASO
CALIBRATOR (Nr kat. 4-278).

Do kalibracji analizatoréw automatycznych ACCENT-220S,
ACCENT S120, ACCENT MC240, ACCENT M320 nalezy
stosowa¢c CORMAY ASO CALIBRATOR (Nr kat. 4-278).
Jako kalibratora 0 nalezy uzywac¢ 0,9% NaCl.

Krzywa kalibracyjna powinna by¢ sporzadzana co tydzien,
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-200 i/lub ~ ACCENT-220S
oraz ACCENT MC240. W przypadku przeprowadzenia
oznaczenia na innym analizatorze otrzymane wyniki moga
r6zni¢ si¢ od podanych.
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= Czulosé¢
20,4 TU/ml — ACCENT-220S
40 IU/m1 — ACCENT MC240

= Liniowosé¢
do 560 IU/m1 — ACCENT-220S
do 845 IU/ml — ACCENT MC240

Dla  wyzszych stgzen prébk¢ nalezy rozcienczy¢
0,9% roztworem NaCl, oznaczenie powtérzy¢, a wynik
pomnozy¢ przez wspéiczynnik rozcienczenia.

=  Specyficzno$¢ / Interferencje
Hemoglobina do 0,5 g/dl, bilirubina do 20 mg/dl

itriglicerydy do 500 mg/dl nie wptywaja na wyniki oznaczenia.

=  Precyzja

Powtarzalnosé Srednia SD Ccv
(run to run) [TU/ml] [TU/ml] [%]
ACCENT-200 poziom 1 28,39 0,92 322
n=20 poziom 2 320,15 2,94 0,92
ACCENT MC240 | poziom 1 142,82 6,92 4,85
n=20 poziom 2 306,37 7,07 2,31
Odtwarzalno$¢ Srednia SD CcvV
(day to day) [IU/ml] | [IU/ml] [%]
ACCENT-200 poziom 1 35,84 1,63 4,54
n=56 poziom 2 129,76 4,11 3,17
ACCENT MC240 | poziom 1 1394 5,16 3,7
n=80 poziom 2 3179 7,46 2,3

=  Poréwnanie metody

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

y =0,8814 x +4,0817 IU/ml ;

R =0,966 (R — wspétczynnik korelacji)

Poréwnanie ~ wynikéw  oznaczen ASO  wykonanych
na ACCENT MC240 (y) i na BECKMAN COULTER
AUG680 (x), z uzyciem 50 probek surowicy, dato nastgpujace
wyniki:

y=0,9917 x +2,35 IU/ml ;

R =0,996 (R — wspdtczynnik korelacji)

UTYLIZACJA ODPADOW

Postgpowac zgodnie z lokalnie obowigzujacymi przepisami.

LITERATURA

1. Galvin J. P. et al: Particle enhanced photometric
immunoassay systems., Clin. Lab. Assays

(Pap. Annu. Clin. Lab. Assays Conf.), 4", 73 (1983).

2. Singer J. M. et al.: The latex fixation test. I. Application
to the serologic diagnosis of rheumatoid arthritis, Amer. J.
Med., 21, 888 (1956).

3. Shojiro Kano: antistreptolysin O (ASO), Nippon Rinsho,
57, 108 (1999).
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INTENDED USE

Diagnostic kit for determination of anti-streptolysin O levels
intended to use in automatic analyzers: ACCENT-200,
ACCENT-200 I 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

Most people infected with hemolytic streptococcus produce
anti-streptolysin O (ASO), antibodies against streptolysin O
(SLO), an exotoxin of Streptococcus spp. Measuring the level
of ASO is effective for diagnosing, judging the progress of
medical treatment, and assessing recovery from diseases caused
by hemolytic streptococcus such as rheumatic fever, acute
glomerulonephritis, scarlatina and tonsillitis.

METHOD PRINCIPLE

When an antigen-antibody reaction occurs between ASO
in a sample and SLO 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 ASO
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 1x 17.5 ml

The reagents, stored at 2-10°C are stable up to expiry date
printed on the package. The reagents stored on board
of the analyser at 2-10°C are stable for 7 weeks.

Concentrations in the test

suspension of latex particles sensitized
with SLO (pH 8.2)

glycine buffer solution (pH 8.3)
preservative

0.17 w/v%

WARNINGS AND NOTES

= Protect from direct sunlight and avoid contamination!

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

= Do not to interchange the caps of reagent bottles.

= Reagents should be mixed before use by gentle inverting
the bottle several times

= Immediately after use, recap the bottles and store
at 2-10°C.

= EUH210 Safety data sheet available on request.

ACCENT-200 ASO

SPECIMEN

Serum or plasma collected on heparine (sodium or lithium salt),
EDTA (sodium or potassium salt) or citric acid.

After the blood is completely clotted, the sample
should be centrifuged and separated from the cells
and fibrinogen. If the test cannot be done immediately,
the sample should be placed in a tightly sealable container
and stored at -20°C. Avoid repeated freezing and thawing.
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 3

| serum, plasma | <160 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
the CORMAY IMMUNO-CONTROL I (Cat. No 4-288)
with each batch of samples.

For the calibration of automatic analysers: ACCENT-200
and ACCENT-200 II GEN the CORMAY ASO
CALIBRATOR kit (Cat. No 4-278) is recommended.

For the calibration of automatic analysers: ACCENT-220S,
ACCENT S120, ACCENT MC240 and ACCENT M320
the CORMAY ASO CALIBRATOR kit (Cat. No 4-278)
is recommended. 0.9% NaCl should be used as a calibrator 0.
The calibration curve should be prepared every week,
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 automatic
analysers ACCENT-200 and/or ACCENT-220S and ACCENT
MC240. Results may vary if a different instrument is used.

= Sensitivity
20.4 TU/ml — ACCENT-220S
40 TU/ml - ACCENT MC240

= Linearity
up to 560 IU/ml — ACCENT-220S
up to 845 IU/ml - ACCENT MC240

For higher concentration 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 20 mg/dl
and triglycerides up to 500 mg/dl do not interfere with the test.
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=  Precision

Repeatability Mean SD CV

(run to run) [IU/ml] | [IU/ml] | [%]
ACCENT-200 level 1 28.39 0.92 3.22
n=20 level2 | 320.15 2.94 0.92
ACCENT MC240 | level 1 142.82 6.92 4.85
n=20 level2 | 306.37 7.07 2.31
Reproducibility Mean SD CvV

(day to day [IU/ml] | [TU/ml] | [%]
ACCENT-200 level 1 35.84 1.63 4.54
n=56 level 2 129.76 4.11 3.17
ACCENT MC240 | level 1 139.4 5.16 3.7
n=80 level2 | 3179 7.46 23

=  Method comparison

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

y =0.8814 x +4.0817 TU/I;

R =0.966 (R - correlation coefficient)

A comparison between ASO  values determined
at ACCENT MC240 (y) and at BECKMAN COULTER
AU 680 (x) using 50 serum samples gave following results:
y=0.9917 x +2,35 TU/I;

R =0.996 (R - correlation coefficient)

WASTE MANAGEMENT
Please refer to local legal requirements.

LITERATURE

1. Galvin J. P. et al: Particle enhanced photometric
immunoassay systems., Clin. Lab. Assays (Pap. Annu.
Clin. Lab. Assays Conf.), 4™, 73 (1983).

2. Singer J. M. et al.: The latex fixation test. I. Application
to the serologic diagnosis of rheumatoid arthritis, Amer. J.
Med., 21, 888 (1956).

3. Shojiro Kano: antistreptolysin O (ASO), Nippon Rinsho,
57, 108 (1999).
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Kar.Ne 7-240 (RUS)

NPEINOJATAEMOE HCIIOJIb30BAHUE
JIMarHOCTUYECKUI HAOOp Ul OMNpeneneHHs YPOBHS AHTH-
CTpPENTOJIM3UHA O, TpeHAa3HAYECH pius HCIOJIb30BAHUA
Ha  aBTOMATUYECKUX  OMOXMMUYECKHX  aHAJIM3aTopax:
ACCENT-200, ACCENT-200 II GEN, ACCENT-220S,
ACCENT S120, ACCENT MC240, ACCENT M320,
ACCENT 400 u ACCENT Neo200.

PeareHThI JOKHBI HCIOTB30BATHCS TONBKO JUIs JIMATHOCTUKH
in vitro, KBaIM(HUIMPOBAHHBIM J1aOOPATOPHBIM IIEPCOHANIOM,
B HeNAX, JUI1  KOTOPHIX  OHM  HPEJHA3HAYCHBI,
B COOTBETCTBYIOIINX JTa00OPATOPHBIX YCIOBHSX.

BBEJEHUE

BosnpumHcTBO JIoAeH HMHQUIIMPOBAHHBIX T'€MOJUTHYECKUM
CTPENTOKOKKOM TPOM3BOJAT aHTHU-cTpenTtonu3uH O (ASO),
aHTHTeNna npoTtuB crpentoiausuHa O (SLO), sk30TOKCHHA
CcTpenToKOKKOB. M3mepenue konuentpauun ASO sBisercs
3G ¢eKTUBHBIM /151 JUarHOCTUKH, OLEHKH Mporpecca Je4eHus
M BOCCTAHOBJICHHS mocie 3a0oieBaHuid, BBI3BAaHHBIX
TeMOJIMTUYECKHM CTPENTOKOKKOM, TaKUX KaK PeBMaTHYECKast
JMXOpaJKa,  OCTPBIH  IJOMEpYyJIOHe(PHT,  CKapiaTHHA
M TOH3WJUTHTBI.

NPUHIAII METOJA

Ilpu peakiuu anturen-anrureno mexay ASO B npobe u SLO,
CeHCl/IGI/IHl/I?uI/IPOBaHH])IM Ha YacTulax JIaTEeKCa, IMPOUCXOAUT
ATTIIOTUHAIMS. ATTIIOTHHAIUS ONPENENAeTCs 0 H3MEHEHHIO
abcopbumn Ha 572 HM. Benuunna n3MeHeHHs abcopOLMU
MpoTopIHoHaIbHa KoHIeHTpaui ASO B npoGe. AKTyanbHast
KOHIIEHTPAIHs AHTU-CTPENTOIM3UHA ompeienseTcs
MHTEPHONSNNeH 0 KanuOpoBOYHON KPUBOIL, TOCTPOCHHOIT 1O
KanubpaTopam ¢ U3BECTHON KOHIICHTpaLHeil.

PEATEHTbBI

CocraB Habopa

1-REAGENT 1x25mn
2-REAGENT 1x 17,5 mn

Ilpu  Temmeparype  2-10°C,  peareHTbl  COXPaHSIOT
CTaOMIIBHOCTh B TEYEHHE BCETO CPOKA TOJHOCTH, YKa3aHHOI'O
Ha ymakoBke. CrabunpHOCTE Ha OOpTy aHanm3atopa
nipu 2-10°C cocrasisier 7 Heselb.

KoHueHnTpanus KOMIOHEHTOB B peareHTax
Cycnel—m/m JIATCKCHBIX YaCTHIL
cercubunmnzuposannbix SLO (pH 8,2)
I'nmununoBsi Gydep (pH 8,3)

KOHCEPBaHT

0,17 %

NPEJTOCTEPEXEHUWS U TIPUMEYAHUS

= JlpemoxpaHsAiTb OT NPSAMBIX  CONHEYHBIX  JIydei
M 3arps3HeHus !

= He crenyer B3aMMO3aMEHATh MIIM CMEIINBATH PEareHTHI
W3 Pa3HBIX CEPHid.

= Cnenyers NpEANPUHATH Mephl, YTOOBI HE HEpEHyTaTh
KPBIIIKH OYTBIIOK.

ACCENT-200 ASO

= Pearentsl B OyTBUIKAaX CJleIyeT IepeMEIINBaTh
OCTOPOXKHBIM nepeBOpayBaHHEM OyTBUIKH
HECKOJIBKO pas3.

= Jlo OKOHYaHMH H3MEpEeHHUi, OYTBUIKH C pearcHTaMu
CcllelyeT 3aKphIBaTh U XpaHuTh npu 2-10°C.

= EUH210 Ilacmopt 6e30macHOCTH MPEIOCTABISAETCS IO
3arpocy.

BUOJOTMYECKHUIA MATEPHAJI

CBIBOPOTKA HIIH TINIA3MA.

PexoMeH1yeMble aHTHKOATYIISTHTBIL: TeIapyH (COIb HATPUS HIIN
mutus), DJATA (HaTpueBas WM KajaueBas COib) M JIMMOHHAs
KHCJI0Ta.

Ilocne monHoro o0pa3oBaHMs CTycTKa, NpoObI CleayeT
UEHTPU(YTHPOBATH U CBIBOPOTKY OTACIHMTH OT KJIETOK KPOBH
" GuOpHHOTEH.

Ecim TecT He MOXeT OBITH BBIIOJTHEH HEMEUICHHO, IPOOBI
cliefieT NOMECTHTh B IUIOTHO 3aKphIBaeMbIll KOHTEHHEp
u xpanutb npu -20°C. Cnemyer wusberatb MOBTOPHBIX
3aMOpPAKUBAHUN U pa3MOPAKUBAHUIA.

Tem He MeHee, PEeKOMEHIYETCsI IPOH3BOAUTH HCCIICAOBAHUS
Ha CBEXKEB3STOM OHOJIIOTMYECKOM MaTepHane!

MPOLUEAYPA ONPEAEJIEHUS

1-REAGENT u 2-REAGENT roToBbI K HCIIOJIb30BaHHIO.

B kauecTBe OnaHK-peareHTa PEKOMEHIYETCS HCIIOJIb30BATh
0,9% NaCl.

PE®EPEHTHBIE BEJTUYUHBI 3

[ ceiBOpoTKa, MMazma [ < 160 ME/mn |
Kaxnoit 1a6opaTopun peKoMEHIIyeTcss pa3paboTaTh CBOH
COGCTBEHHBIE HODMBI, XapakTepHble Uil  OGCIIeTyeMoro
KOHTHUHI'€HTA.

KOHTPO.JIb KAYECTBA

JIns  BHYTpeHHEro KOHTPOJS KadecTBa PEKOMEHIyeTCs
HCIIOJIb30BATh CORMAY IMMUNO-CONTROL 1
(Kat.Ne 4-288) st kaxk10i cepry U3MEpEeHUM.

Jinst KaJMOpOBKH ABTOMATHYECKHX aHAJIN3aTOPOB:
ACCENT-200, ACCENT-200 II GEN pexomenayercs
HCTIOJIb30BATh CORMAY ASO CALIBRATOR
(Kar.Ne 4-278).

Jinst KaIMOPOBKH aBTOMATUYECKOTO aHaJIM3aTopa
ACCENT-220S, ACCENT S120, ACCENT MC240,
ACCENT M320 pexomenayercs ucnonszoBatb CORMAY
ASO CALIBRATOR (Kar.Ne 4-278). B xadectBe
0-xaymbparopa pekomenyercs ucronbzoBars 0,9% NaCl.
KanuOpoBouHy0 KpHUBYIO CIEAYeT COCTABISATH KaKAylo
HeJleo, HPH KaXIO0H CMEHe JI0Ta peareHTa M B Clydae
HEOOXOJMMOCTH, HAlp. €CIIM  Pe3yNbTaThl ONPEICIICHHs
KOHTPOJIBHBIX CHIBOPOTOK HE MONAnaloT B pedepeHTHHII
JIMaIa3oH.

XAPAKTEPUCTHUKHU ONNPEJEJEHUS

OTu METPONOTUYECKHE XapPaKTEPUCTHKHU ObLIM MOTy4eHbI IPH
HCTIONb30BAHUH ABTOMATHYECKHX AHAIIM3aTOPOB:
ACCENT-200 n/mnmn ACCENT-220S n ACCENT MC240.
Pesynbrathl, nomydyeHHble Ha  JIPyTMX  aHaJIM3aToOpax
U BPY4HYIO, MOTYT OTJINYAThCS.
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=  YyBCTBHTEJIBHOCTH
20,4 ME/mn — ACCENT-220S
40 ME/mn — ACCENT MC240

= JluHelHOCTH
10 560 ME/mn — ACCENT-220S
110 845 ME/mn — ACCENT MC240

B ciyyae Gonee BBICOKMX KOHIGHTpAIU, pa3daBbTe Mooy
0,9% NaCl n noBropute nccienoBanue. Pe3ynbrar yMHOXKbTE
Ha (haKTop pa3BeeHUsL.

=  Cneunduunocts / Unrephepenuun

Temorno6bun  mo 0,5 r/mn, Owmmpyoun mo 20  wr/mn
u Tpuraunepussl 1o 500 Mr/u1, He BIMSIOT Ha Pe3yJbTaThl
OIpEEIICHUH.

= TouHnocth

TloBTOpPsIEMOCTH Cpenuee SD Ccv

(MeKIy cepHsiMu) [ME/ma] | [ME/ma] [%]
ACCENT-200 ypoBeHs 1 28,39 0,92 3,22
n=20 ypoBeHb 2 320,15 2,94 0,92
ACCENT MC240 ypoBeHs 1 142,82 6,92 4,85
n=20 ypoBeHb 2 306,37 7,07 2,31
BocnpoussoaumocTs Cpennee SD Ccv

(130 HS B ICHB) [ME/mna] | [ME/mi] [%]
ACCENT-200 ypoBeHs 1 35,84 1,63 4,54
n=56 YPOBEHb 2 129,76 4,11 3,17
ACCENT MC240 ypoBeHs 1 139,4 5,16 37
n=80 YPOBEHB 2 317,9 7,46 2,3

= CpaBHeHHe MeTOJA

CpaBHeHue pes3ynbraToB onpeneneHus ASO TMOIydeHHBIX
Ha anammzatope ACCENT-220S (y) u na ADVIA 1650 (x),
¢ HCHoib30BaHMEeM 56  o0pasmoB  Aano - CIeayHOLHe

Ppe3yIbTaThL:
y =0,8814 x +4,0817ME/mu;
R =0,966 (R — k03 HHIMEHT KOPPEISINH)

CpaBHeHune pes3ynbTatoB ompeneneHus ASO MOTydeHHBIX
na ananmmsatope ACCENT MC240 (y) u na BECKMAN
COULTER AU680 (x), ¢ ucnoms3oBanueMm 50 o06pasios
CBIBOPOTKA JIANIO CIIETYIOINE PE3yIbTaThI:

y =0,9917 x +2,35 ME/mu;

R =0,996 (R — k03 hHIMEHT KOppPeISInm)

YTUWIN3ALIUA OTXO10B
B cooTBeTCTBHH € TOKAIBHBIMH TPEOOBAHHUSAMH.

JUTEPATYPA

1. Galvin J. P. et al: Particle enhanced photometric
immunoassay systems., Clin. Lab. Assays (Pap. Annu.
Clin. Lab. Assays Conf.), 4™, 73 (1983).

2. Singer J. M. et al.: The latex fixation test. I. Application
to the serologic diagnosis of rheumatoid arthritis, Amer. J.
Med., 21, 888 (1956).

3. Shojiro Kano: antistreptolysin O (ASO), Nippon Rinsho,
57, 108 (1999).
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ACCENT-200 ASO

PROGRAM NA ANALIZATORY / APPLICATION for / AJAIITALUSA pas:

* ACCENT-200, ACCENT-200 IT GEN

* ACCENT-220S

Parameters Parameters

Test Name | ASO R1 180 Test ASO R1 180

Test No 30 R2 125 No 30 R2 125

Full Name ASO Sample Volume 5 Full Name | ASO Sample Volume 4.5

Reference No | 30 R1 Blank Standard No | 30 R1 Blank

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

Pri. Wave. 578 nm Concentration Pri. Wave. 578 nm Linearity Range 204 | 560

Secon. Wave. Linearity Limit Sec. Wave. Linearity Limit

Trend Ascending | | Substrate Limit Direction Increase Substrate Limit

Reac. Time |4 [23 Factor Reac. Time |-1 |38 Factor

Incuba. Time | 11 [ ] Prozone check Incuba. Time | 12 [ Prozone check

Unit 1U/ml Unit 1U/ml

Precision Integer ql [1q2 a3 a4 [ Precision 0.1 ql [Ta2 a3 a4 [
e [ Jans[ ] PC | | Abs| |

Calibration Rule Calibration Rule

Rule One-point Linear Rule Two-point Linear

Sensitivity 1 Sensitivity 1

Replicates 3 Replicates 3

Interval (day) 7 Interval (day) 7

Difference Limit |0 Difference Limit |0

SD 0 SD 0

Blank Response [0 [ 50000 Blank Response [0 [ 50000

Error Limit 0 Error Limit 0

Coefficient 0 Coefficient 0

ACCENT-200 ASO

51_03_03_014_04

str. / page / ctp. 7/10

* ACCENT S120

Chem [ASO ] No.[ 030 ] Sample Type
Chemistry [ ASO ] Print name
Reaction Type [ Fixed-time | Reaction Direction
Pri Wave [ 578nm ] Sec Wave I:l
Unit [TU/ml | Decimal
Incubation Time
Blank Time [ -3 | [-1 ] Reaction Time E
Sample Vol Aspirated Diluent Reagent Vol
Standard I—E’t—| uL l_% wb [ JuL R1 uL
Decreased | 4 | uL [ 20 JuL [_180 ] uL R2 uL
Increased [ ] uL | JuL | | uL
l:l Sample Blank Auto Rerun
Linearity range (Standard) ‘ 18.6 ‘ ‘ 680 | Linearity Limit | |
Linearity Range (Decreased) [ | [ ] Substrate Depletion [ |
Linearity Range (Increased) [ | [ ] Mixed Blank Abs [___-40000 | [__40000 ]
R1 Blank Abs [___-40000 ] [_40000 ] On-board Stability | Day(s)
Blank Response [ -40000 ] [ 40000 | Reagent Alarm Limit [ |
Twin Chemistry | | |:| Enzyme Linear Extension
I:' Prozone Check
oo [ 1 o [ J vi [ 1[L_1 03 [ | o4 | | v 1 [C
os 1 o6 [ v3 [ [ercl | pc2 | | 101
I:l 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 [ Two-point Linear | I:' Bottle Changed
Factor I:l Replicates I:' Lot Changed
I:' Cal Time
ACCEPTANCE LIMITS
Cal Time [ 1 Hour
Slope Diff [ ] sp [ ]
Sensitivity [ ] Repeatability [ 40000
Deter Coeff I:l

ACCENT-200 ASO
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* ACCENT MC240

* ACCENT M320

Chem [ASO ] No.[_ 030 ] Sample Type
Chemistry [ ASO ] Print name
Reaction Type | Endpoint ] Reaction Direction
Pri Wave | 700nm ] Sec Wave I:l
Unit [ TU/ml | Decimal
Incubation Time
Blank Time [ -3 | [-1 ] Reaction Time
Sample Vol Aspirated Diluent Reagent Vol
Standard 1—3%\ uL l_;‘ wb [ L R1 uL
Decreased | 35 ] uL | 20 Ju [ 180 ] uL R2 uL
Increased | | JuL | ] uL
l:l Sample Blank Auto Rerun
Linearity range (Standard) ‘ 40 ‘ ‘ 845 | Linearity Limit | |
Linearity Range (Decreased) [ | [ | Substrate Depletion [ |
Linearity Range (Increased) \ ] ] Mixed Blank Abs 35000 ] [ 35000 ]
RIBlank Abs 35000 ] [ 35000 ] On-board Stability ] Dav(s)
Blank Response [ -35000 | [ 35000 | Reagent Alarm Limit [ |
Twin Chemistry | ] l:l Enzyme Linear Extension
I:' Prozone Check
oo 1 o2 [T wvi L JLC T o3 | o4 [ | v2 | | ]
os 1 o6 [ 71 vz [1[]erc | | pc2 | | I | 1
I:' Sample Pretreatment I:' Control Pretreatment [ calibrator Pr
[ | Pretreat Sample Vol |:| uL Pretreat Sample Vol :| uL
CALIBRATION SETTINGS AUTO CALIBRATION
Math model [ Two-point Linear ] I:' Bottle Changed
Factor I:' Replicates I:' Lot Changed
[ cCalTime
ACCEPTANCE LIMITS
Cal Time I:' Hour
Slope Diff ] sp [ ]
Sensitivity :l Repeatability
Deter Coeff I:'

Chem [ASO ] No.[__030 ] Sample Type
Chemistry [ASO | Print name
Reaction Type | Endpoint | Reaction Direction
Pri Wave [ 700nm J SecWave [ ]
Unit [ TU/ml ] Decimal
Incubation Time
Blank Time [ -3 | [-1 | Reaction Time
Sample Vol Aspirated Diluent Reagent Vol
Standard |—3ps—| uL uL uL RI uL
Decreased [ 35 | uL | 20 JuL [ 180 | uL R2 uL
Increased | | uL [ JuL | ] uL
l:l Sample Blank Auto Rerun
Linearity range (Standard) | 31 ‘ ‘ 800 ‘ Linearity Limit | |
Linearity Range (Decreased) [ | [ | Substrate Depletion [ |
Linearity Range (Increased) [ [ | Mixed Blank Abs 35000 ] [ 35000 ]
RIBlank Abs [ 35000 ] [ 35000 ] On-board Stability ] Dav(s)
Blank Response [ -35000 | [ 35000 ] Reagent Alarm Limit [ |
Twin Chemistry [ | |:| Enzyme Linear Extension
l:l Prozone Check
oo ] o [ vi L JLCJ o3| | o4 | ] ove 1]
os 1 o6 [ v3 101 vpc | | pc2 | | 11
I:l Sample Pretreatment I:l Control Pretreatment I:' Calibrator Pretreatment
[ | Pretreat Sample Vol |:| uL Pretreat Sample Vol :| uL
CALIBRATION SETTINGS AUTO CALIBRATION
Math model [ Two-point Linear | I:' Bottle Changed
Factor I:| Replicates |:| Lot Changed
I:' Cal Time
ACCEPTANCE LIMITS
Cal Time [ JHour
Slope Diff  [_] sp [ ]
Sensitivity :l Repeatability
Deter Coeff |:|
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