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ZASTOSOWANIE

Zestaw diagnostyczny do oznaczania poziomu czynnika
reumatoidalnego, przeznaczony do wykonywania oznaczen
na  automatycznych  analizatorach: ACCENT-200,
ACCENT-200 II GEN, ACCENT-220S, ACCENT S120,
ACCENT MC240, ACCENT 400, ACCENT Neo0200
oraz ACCENT M320.

Odczynniki ~ powinny  by¢  stosowane do  badan
diagnostycznych in vitro, przez odpowiednio przeszkolony
personel, tylko zgodnie z ich  przeznaczeniem,
w odpowiednich warunkach laboratoryjnych.

WPROWADZENIE

Czynnik reumatoidalny (RF) jest autoprzeciwcialem
skierowanym  przeciwko ludzkim IgG powszechnie
wystepujacym w  surowicach w  wysokim  stezeniu
w pewnych warunkach, szczegdlnie u pacjentow
z reumatoidalnym zapaleniem stawow.

Oznaczanie  warto$ci RF  jest  wykorzystywane
w diagnozowaniu, ocenie efektow terapii i prognozowaniu:
reumatoidalnego zapalenia stawow, liszaja rumieniowatego
(uktadowego), przewlektych chorob watroby i innych
schorzen.

ZASADA METODY

W wyniku reakcji antygen-przeciwcialo pomigdzy RF
(zawartym w probce) a denaturowanymi, ludzkimi IgG
(zwigzanymi z czastkami lateksu) nastepuje aglutynacja.
Jest ona wykrywana jako zmiana absorbancji (572 nm)
i jest wprost proporcjonalna do ilosci RF w probce.
Rzeczywista warto§¢ RF jest nastgpnie wyznaczana
przez interpolacje z krzywej kalibracyjnej sporzadzonej
z kalibratorow o znanym poziomie RF.

ODCZYNNIKI

Sklad zestawu

1- Reagent 1x37ml
2- Reagent 1x10,5ml

Tlos$¢ testow:

ACCENT-200 130
ACCENT-200 II GEN 130
ACCENT-2208 130
ACCENT S120 140
ACCENT MC240 140
ACCENT M320 140

Odczynniki przechowywane w temp. 2-10°C zachowuja
trwalo§¢ do daty waznoSci podanej na opakowaniu.
Odczynniki przechowywane na poktadzie aparatu w 2-10°C
sg stabilne przez 11 tygodni (ACCENT 200), przez 9 tygodni
(ACCENT S120) lub przez 6 tygodni (ACCENT M320).

ACCENT-200 RF

Stezenia skladnikéw w zestawie

zawiesina czastek lateksu uczulonych

za pomoca denaturowanych ludzkich IgG 0,17 w/iv%
(pH 7,3)

bufor glicynowy (pH 8,3)

konserwant

Ostrzezenia i uwagi

= Chroni¢ przed bezposrednim S$wiatlem 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 zamieniaé
i mieszac.

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

MATERIAL BIOLOGICZNY

Surowica lub osocze krwi pobranej na heparyng
(sol litowa, sodowa), EDTA (s6l sodowa lub potasowa)
lub kwas cytrynowy.

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

Jednak polecamy wykonywa¢ badania 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.

‘Wymagane dzialania:

W przypadku wykonywania oznaczen na analizatorach
ACCENT-200, ACCENT-200 II GEN, ACCENT-220S,
moze wystapi¢, wplywajacy na wyniki oznaczen,
efekt przeniesienia pomiedzy odczynnikami: RF -
CALCIUM, RF - CALCIUM ARSENAZO. W celu
uniknigcia tego efektu nalezy zastosowaé si¢ do zalecen
zawartych ~ w  instrukcji: 51 03 24 001 ACCENT-
200_CARRYOVER.

WARTOSCI PRAWIDLOWE *

CORMAY RF CALBRATORS (Nr Kkat. 4-277).
Jako kalibratora 0 nalezy uzywac 0,9% NaCl.

Krzywa  kalibracyjna ~ powinna  by¢  sporzadzana
co 4 tygodnie (ACCENT 200), co 3 tygodnie (ACCENT
S120) lub co 2 tygodnie (ACCENT M320), 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 analizatorow
automatycznych ACCENT-220S i ACCENT MC240.
W  przypadku przeprowadzenia oznaczenia na innym
analizatorze otrzymane wyniki moga réznic¢ si¢ od podanych.

= Czulos$é
11 TU/ml — ACCENT-220S
11,8 IU/ml — ACCENT MC240

= Liniowos$¢
do 95 IU/ml — ACCENT-220S
do 115 TU/ml — ACCENT MC240

Dla wyzszych stgzen probke nalezy rozcienczyé
0,9% roztworem NaCl, oznaczenie powtorzy¢, a wynik
pomnozy¢ przez wspotczynnik rozcieficzenia.

=  Specyficzno$¢ / Interferencje
Hemoglobina do 1,0 g/dl, bilirubina do 66 mg/dl, intralipid

do 20 g/l nie wptywaja na wyniki oznaczenia.

= Precyzja

Powtarzalnos$¢ Srednia SD CV

(run to run) [IU/ml] | [IU/ml] | [%]
ACCENT-2208 poziom 1 | 15,36 0,90 | 5,89
n=10 poziom2 | 32,73 0,31 0,93
ACCENT MC240 | poziom 1 | 14,72 0,73 | 4,94
n=20 poziom2 | 35,04 0,37 1,05
Odtwarzalno$¢ Srednia SD CV

(day to day) [TU/ml] | [IU/ml] | [%]
ACCENT-2208 poziom 1 | 17,16 0,33 1,94
n=20 poziom2 | 33,47 0,47 1,40
ACCENT MC240 | poziom 1 17,7 1,25 7,0
n=80 poziom 2 31,6 0,89 2,8

surowica, 0S0cze <18 IU/ml
Zalecane jest opracowanie przez kazde laboratorium
wiasnych zakresOw wartosci prawidlowych

charakterystycznych dla lokalnej populacji.

KONTROLA JAKOSCI

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

Do kalibracji analizator6w automatycznych: ACCENT-200,
ACCENT-200 II GEN, ACCENT-220S, ACCENT S120,
ACCENT MC240, ACCENT M320 nalezy stosowaé zestaw
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=  Poréwnanie metody

Porownanie  wynikow  oznaczen RF,  wykonanych
na ACCENT-220S (y) i na BS-400 (x), z uzyciem
37 probek, dato nastgpujace wyniki:

y=0,9457 x +2,8273 TU/ml;

R=0,982 (R — wspotezynnik korelacji)

Porownanie  wynikow  oznaczeh RF, wykonanych
na ACCENT MC240 (y) i na BECKMAN COLUTER
AU 680 (x), z uzyciem 60 probek surowicy, dato nastgpujace

wyniki:

y =1,0006 x — 0,6128 IU/ml;

R=0,997 (R — wspotezynnik korelacji)
UTYLIZACJA ODPADOW

Postgpowac zgodnie z lokalnie obowigzujacymi przepisami.

ACCENT-200 RF
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1. Galvin J.P. et all.: Particle enhanced photometric
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3. Alan H.B. Wu: Tietz Clinical Guide to Laboratory
Tests, 4th ed. WB Saunders, 960, (2006).

4. Wewngtrzne badania nad zakresem referencyjnym
dla czynnika reumatoidalnego.

Data wydania: 04. 2023.
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INTEN DED USE

Diagnostic kit for determination of rheumatoid factor levels
used in automatic analysers: ACCENT-200,
ACCENT-200 II GEN, ACCENT-220S, ACCENT S120,
ACCENT MC240, ACCENT 400, ACCENT Neo200
and ACCENT M320.

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

Rheumatoid factor (RF) is an autoantibody against human
IgG commonly seen in sera at a high concentration in some
conditions, particularly in patients with rheumatoid arthritis.
The measurement of RF value is useful in evaluating
the diagnosis, effects of therapy and prognosis of RA,
systemic lupus erythematosus, chronic hepatopathy, etc.

METHOD PRINCIPLE

When an antigen-antibody reaction occurs between RF
in a sample and denatured human IgG 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 RF 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 1x37ml
2-Reagent 1x10.5 ml

The reagents when 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 11 weeks (ACCENT
200), for 9 weeks (ACCENT S120) or for 6 weeks
(ACCENT M320).

Concentrations in the test
suspension of latex particles sensitized
with denatured human IgG (pH 7.3)
glycine buffer solution (pH 8.3)
preservative

0.17 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.

= Please refer to the MSDS for detailed information

concerning safe storage and use of the product.

ACCENT-200 RF

SPECIMEN

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

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.

Actions required:

When performing assays in analyzers: ACCENT-200,
ACCENT-200 II GEN, ACCENT-220S there
is a probability of cross-contamination affecting the tests
results: RF and CALCIUM, CALCIUM ARSENAZO.
To avoid this effect follow the recommendations contained
in the instruction 51_03_24 001_ACCENT-
200 CARRYOVER.

REFERENCE VALUES *

serum, plasma | < 18 TU/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,
ACCENT-200 II GEN, ACCENT-220S, ACCENT S120,
ACCENT MC240, ACCENT M320, the CORMAY RF
CALBRATORS kit (Cat. No 4-277) is recommended.
0.9% NaCl should be used as a calibrator 0.

The calibration curve should be prepared every 4 weeks
(ACCENT 200), every 3 weeks (ACCENT S120), every 2
weeks (ACCENT M320), 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-220S and ACCENT MC240. Results
may vary if a different instrument is used.

= Sensitivity
11 TU/ml — ACCENT-220S
11.8 IU/ml — ACCENT MC240

=  Linearity
up to 95 IU/ml — ACCENT-220S
up to 115 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 1.0 g/dl, bilirubin up to 66 mg/dl,
intralipid up to 20 g/l do not interfere with the test.
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- Precision

Repeatability Mean SD CvV

(run to run) [TU/ml] | [TU/ml] | [%]
ACCENT-220S level 1 15.36 0.9 5.89
n=10 level 2 32.73 0.31 0.93
ACCENT MC240 | level 1 14.72 0.73 | 4.94
n=20 level 2 35.04 0.37 1.05
Reproducibility Mean SD Ccv

(day to day [1U/ml] | [IU/ml] | [%]
ACCENT-220S level 1 17.16 0.33 1.94
n=20 level 2 33.47 0.47 1.40
ACCENT MC240 | level 1 17.7 1.25 7.0
n=30 level 2 31.6 0.89 2.8

= Method comparison

A comparison between RF  values determined
at ACCENT-220S (y) and at BS-400 (x) using 37 samples
gave following results:

y =0.9457 x +2.8273 U/,

R=0.982 (R — correlation coefficient)

A comparison between RF  values determined
at ACCENT MC240 (y) and at BECKMAN COULTER
AU 680 (x) using 60 serum samples gave following results:
y = 1.0006 x — 0.6128 U/I;

R =0.997 (R — correlation coefficient)

WASTE MANAGEMENT
Please refer to local legal requirements.

ACCENT-200 RF

LITERATURE
1. Galvin J.P. et all: Particle enhanced photometric
immunoassay systems., Clin Lab. Assay

(Pap.Annu.Clin.Lab.Assays Conf.), 41,73 (1983).

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

3. Alan H.B. Wu: Tietz Clinical Guide to Laboratory
Tests, 4th ed. WB Saunders, 960, (2006).

4. Internal reference range studies.

Date of issue: 04. 2023.
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MNPEANOJATAEMOE UCIIOJIb30BAHUE
JluarHoctuyecknii  HaGop UL ONpEIENCHUs  YPOBHs
PEBMATOUHOTO (akropa. Ha6op HpeHa3HauYeH
JUIS  WCTIONB30BaHMS HAa AaBTOMATHYECKUX AaHAIM3aToOpax:
ACCENT-200, ACCENT-200 II GEN, ACCENT-2208,
ACCENT S120, ACCENT MC240, ACCENT 400,
ACCENT Ne0200 1 ACCENT M320.

Pearentst JOJKHBI UCIIOJIB30BATHCS TOJIBKO AJIs1 IUArHOCTUKHA
in vitro, xBanu(pUIUPOBAHHBIM JIAOOPATOPHBIM HEPCOHAIOM,
B Leisx, pinib:e KOTOPBIX OHHU TnpeaHa3sHa4YCHbl,
B COOTBETCTBYIOIIMX J1A00PATOPHBIX YCIOBHSX.

BBEJIEHUE

PeBmatounubiii  ¢aktop (RF) sBisercs ayToaHTHTEIOM
HpOTHB YenoBedeckoro IgG, TOBHIIEHHBIE KOHIEHTPAIN
KOTOPOro HabIIOAIOTCS MPH PsiAe COCTOSHMI OpraHm3ma,
0COOEHHO y TAIMEHTOB C PEBMATOMIHBIM APTPUTOM.
Omnpenenenne 3HaueHnit RF momesHo mnpm mocTaHoBKe
JIMArHo3a, OLICHKH adpekra Tepanun
U OPOrHO3a  PEBMATOMIHOTO  apTHPUTA, CHCTEMHON
BOJIYaHKH, XPOHUYECKOH I'eNaTonaTiy H Ip.

IMPUHIUITI METOJA

Ilpu peakimy aHTHreH-aHTHTENO Mexay RF B mpobGe
n JACHATypUPOBAHHBIM YECJIOBECYCCKUM lgG,
CCHC]/I6I’IJ'II/I3HPOB21HHBIM Ha JIATEKCHBIX JacTumax,
TIPOUCXOUT ArrJINTUHAIUA. Omna ONIpEACIIACTCA

Kak u3MeHeHue abcopbuum (mpu 572 HM), BennYMHA
KOTOpPOro MHpOHOpLHOHANBHO KoinmyectBy RF B mpoGe.
daxtnueckas KOHLIEHTPALUs omnpeaensercs
[0 MHTEPIOSLHUH ¢ KaIMOPOBOYHON KPHBOMH, IIOCTPOCHHOMN
0 KaIOpaTopaM ¢ U3BECTHON KOHIIGHTpPAIHEHt.

PEAT'EHTBI

CocraB Habopa

1-Reagent 1x 37 mn
2-Reagent 1x 10,5 mn

Ilpu  temmeparype  2-10°C, peareHTBI  COXPaHSIOT
CTaOMIIBHOCTb B TEYEHHE BCETO CPOKA FOJHOCTHU, YKa3aHHOIO
Ha ymakoBke. CraOwibHOCTH Ha OOpTy aHamM3aTopa
nipu 2-10°C cocrasnser 11 nenens (ACCENT 200), 9 nenens
(ACCENT S120), 6 nenens (ACCENT M320).

KoHueHTpanun KOMIIOHEHTOB B peareHTax

Cycriensns 1aTeKCHBIX YacTHIL,

CeHCHOMIM3MPOBAHHEIX JIEHATypHUpOBaHHBIM IgG 0,17 %
yenoseka (pH 7,3)

InumaoBsi 6ydep (pH 8,3)

KOHCEpBAaHT

IIpenocrepeskeHnsi 1 NPUMeYaHHUs

= [lpemoxpaHATh OT TPAMBIX COJHEYHBIX  JIydeil
U 3arpsi3HeHus!

= Jlo OKOH4YaHMH W3MepeHHH, OYTBUIKM C peareHTaMu
cleayeT 3akpeiTh M XpaHuth npu 2-10°C. Cnemyer
HPENPHHATE MEpbl, YTOOBI HE MEperyTaTb KPbIIIKH
OyTBUIOK.

ACCENT-200 RF

- He CMEIIMBAaTb M HE HMCIIOJb30BaTh COBMECTHO
peareHThbl U3 pa3JInYHbIX JOTOB.

®= BHuMaTenbHO MpouyMTaliTe NAcmopT 0e30MmacHOCTH
xumuyeckoi poxykuuu (MSDS), KOTOpBIH COmepKUuT
noipoOHyI0 MHGOPMAIMI0 O MpaBIiIaX 6e30MacHOro
XpaHEHHUs ¥ UCIIONb30BaHMS TOBApa.

BUOJIOTMYECKHAN MATEPUAJT

CeBopoTka, wmu  miasma  (Na-D/ITA, K-DTA,
Na-T'enapun, Li-I'enapun, TMMOHHAsI KUCIIOTA).

Ecnu  wmccnenoBanne He  MOXeT OBITH  BBIIOJIHEHO
HEMEUICHHO, MPOOBI CIeAyeT IOMECTUTh B  IUIOTHO
3aKphITHIl KOHTeiHep M xpanute npu -20°C. Cnenyer
n30erath MOBTOPHBIX 3aMOPAKUBAHUH.

TeM He MeHee, PEKOMEH/YeTCsl IPOU3BOAUTH UCCICIOBAHMS
Ha CBEKEB3ATOM OHOJIIOrHYECKOM MaTepuane!

MMPOLEIYPA OIIPEJEJEHUS

1-Reagent u 2-Reagent roToBbI K UCIIOIb30BAHUIO.

B kadecTBe OIaHK-pearcHTa PEeKOMEHIyeTcsl HCIOIb30BaTh
0,9% NaCl.

Heo0xoaumble aeiicTBus:

IIpu BBIMONTHEHMK aHanm30B Ha aHamms3atopax: ACCENT-
200, ACCENT-200 II GEN, ACCENT-220S BO03MOXHO
HCKa)KEHHE pe3ynbTaToB AHAJIM30B, BBI3BAHHOE
IepeKpecTHbIM __ 3arpsi3HEHHeM  MEXJY  pPeareHTaMu:
RF - CALCIUM, RF - CALCIUM ARSENAZO. YroGst
n3bexxarb  9toro  abdexra, creayiite  pPeKOMEHIALMSM,
comepskamumMcs B umHCTpykimm 5103 24 001_ACCENT-
200_CARRYOVER.

PE®EPEHTHBIE BEJTUYUHBI *

| CBIBOPOTKA, IIa3Ma \ < 18 ME/mn J
Kaxnoii maGopatopun peKOMeHIyeTcs pa3paboTaTh CBOH
COOCTBEHHBIC HOPMBI, XapaKTepHbIE JUIs 00CIeayeMoro
KOHTHUHI'CHTA.

KOHTPO.JIb KAYECTBA

Jlns  BHYTpEHHEro KOHTPOJISL KadecTBa PEKOMEHIYeTCs
ucnons3oBath  CORMAY  IMMUNO-CONTROL 1
(Kat.Ne 4-288) [u1st KaX 101 Cepur M3MEPCHHIA.

Jlis  KanmuOpOBKM — aBTOMATHYCCKHX  AHAIH3aTOPOB:
ACCENT-200, ACCENT-200 II GEN, ACCENT-2208,
ACCENT S120, ACCENT MC240, ACCENT M320,
pekomenayercss ucroib3oBath  Habop CORMAY RF
CALBRATORS (Kat.Ne 4-277). B xauectBe 0-kammuOpaTopa
pexomenayercs ucrnonb3osats 0,9% NaCl.

KanuGpoBKy peKOMEHIyeTCsl POBOIUTEL Kaxkable 4 Henenu
(ACCENT 200), 3 memenmu (ACCENT S120), 2 nemenu
(ACCENT M320), npu Kak[0ii CMEHe JIOTa peareHTOB U B
cllydae  HEOOXOAMMOCTH,  HAmlp. €CIH  PEe3yIbTaThl
OmpeJIeieHNs] KOHTPONBHBIX CHIBOPOTOK HE MONajaloT B
pedepeHTHBII AHana3oH.

XAPAKTEPUCTHUKHU ONIPEAEJIEHUSI

OTH METPOJOTHYECKHE XapaKTePUCTHKH OBUIH MOJIyYEeHBI
OpH  HUCTOJb30BAHMM  aBTOMATHYECKHX  AHAIM3ATOPOB:
ACCENT-220S u ACCENT MC240. PesynbTaThl
MOJTy4eHHBIE Ha JPYTHX aHAIN3aTOPAX, MOTYT OTINYAThCS.
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*  YyBCTBHTEJILHOCTH:
11 ME/ma — ACCENT-220S
11,8 ME/mn — ACCENT MC240

= JluHeiiHOCTH:
110 95 ME/mi — ACCENT-220S
1o 115 ME/man — ACCENT MC240

B ciyuae Gonee BHICOKMX KOHIEHTpAIHii, pa3baBbTe npoby
0,9% NaCl wu moBTopute wmccnenoBanue. Pesymbrar
YMHOXBTC Ha q)aKTOp pa3BeaAcHUA.

=  Cneunduynocrs / Unrephepenunn

Temorno6un no 1,0 r/mi, Oumupyéun no 66 wmr/mm,
uatpamunuy g0 20 T/1 He BIMAIOT HA PE3YJIbTAThl
ornpeaeneHuit.

= ToyHoCTh

HoBTopsiemocTn Cpenuee SD Ccv

(MEXJ1y CepHsMH) [ME/ma] [ME/mu] [%]
ACCENT-220S | ypoBens 1 15,36 0,90 5,89
n=10 YPOBEHb 2 32,73 0,31 0,93
ACCENT MC240 | yposens 1 14,72 0,73 4,94
n=20 ypOBEHb 2 35,04 0,37 1,05
Bocnpou3sBoaumocts Cpennee SD CvV
(130 IHS B JICHB) [ME/ma] [ME/mn] [%]
ACCENT-220S | yposess 1 17,16 0,33 1,94
n=20 YpOBeHb 2 33,47 0,47 1,40
ACCENT MC240 | yposens 1 17,7 1,25 7,0
n=80 YpOBEHb 2 31,6 0,89 2,8

= CpaBHeHHe MeTO/1a

CpaBHeHHe pe3ynbTaToB ompeeneHns RF  momydeHHbIX
Ha ACCENT-220S (y) u Ha BS-400 (X) C Bcroip30BaHHEM
37 00pa3ioB 1ano CIeAyIoHe Pe3yIbTaThl:

y=0,9457 x +2,8273 En/m;

R =0,982 (R — koo dunmenT Koppensunn)

CpaBHeHue pe3ynbTaToB onpeaeneHus RF  momyueHHBIX
na ACCENT MC240 (y) 1 ta BECKMAN COULTER
AU 680 (x) cucnonb3oBanueM 60 00pa3oB CHIBOPOTKH
JIAJIo CIIeTYIOIIHE Pe3yIbTaThl:

y=1,0006 x —0,6128 Ex/x1;

R =0,997 (R — koo dunmenT Koppensunn)

YTUJIN3AIIAA OTXOTOB
B coOTBEeTCTBHH C JIOKATbHBIMU TPEOOBAHUSIMH.

ACCENT-200 RF
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PROGRAM NA ANALIZATORY / APPLICATION for / AJAIITALIMS pasi:

e ACCENT-200, ACCENT-200 II GEN e ACCENT-2208

Parameters Parameters

Test Name RF RI1 270 Test RF R1 210

Test No 31 R2 70 No 31 R2 70

Full Name Rheumatoid Sample Volume 9 Full Name RF Sample Volume 8

Factor Standard No | 31 R1 Blank

Reference No | 31 R1 Blank Reac. Type Fixed-time Mixed Rtg. Blank

Analy. Type Fixed-time Mixed Reag. Blank Pri. Wave. 578 nm Linearity Range 11 95
Pri. Wave. 578 nm Concentration Sec. Wave. Linearity Limit

Secon. Wave. Linearity Limit Direction Increase Substrate Limit

Trend Ascending Substrate Limit Reac. Time 4 J12 Factor

Reac. Time 4 |8 Factor Incuba. Time |20 |:| Prozone check

Incuba. Time | 20 D Prozone check Unit 1U/ml

Unit 1U/ml Precision 0.1 [ Je [ Ja3 [ Ja[ ]
Precision 0.1 ql D q2 [:l q3 ‘:l q4 |:|

PC | | Abs| |
PC | | Abs | |
Calibration Rule

Calibration Rule Rule Logit-Log 5P

Rule Spline Sensitivity 1

Sensitivity 1 Replicates 2

Replicates 3 Interval (day) 28

Interval (day) 28 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
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e ACCENT S120

Chem \ RF | No. | 031 | Sample Type
Chemistry [ RF | Print name
Reaction Type | Fixed-time Reaction Direction
Pri Wave | 578 nm | Sec Wave I:l
Unit [ 1U/mL | Decimal
Incubation Time
Blank Time | | [ | Reaction Time El
Sample Vol Aspirated Diluent Reagent Vol
Standard 6 | uL '_P JuL [ L R1 uL
Decreased | 6 | L | 30 JuL | 120 ] uL R2 uL
Increased | | uL [ JuL | ] uL
l:l Sample Blank Auto Rerun
Linearity range (Standard) ‘ 12.3 ‘ ‘ 120 | Linearity Limit | |
Linearity Range (Decreased) [ | [ | Substrate Depletion [ |
Linearity Range (Increased) \ | \ | Mixed Blank Abs 20000 ] [40000 ]
RI Blank Abs [__-40000 ] 40000 ] On-board Stability Day(s)
Blank Response | -40000 | [ 40000 ] Reagent Alarm Limit I:I
Twin Chemistry | | I:' Enzyme Linear Extension
l:l Prozone Check
oo 1 o2 [ wvi L o3 ] o4 | | v 1 [
os 1 o¢ [ v3 1L era | | pc2 | I I —

:l Sample Pretreatment

\ |
CALIBRATION SETTINGS
Math model [ Spline ]

Factor [:] Replicates
ACCEPTANCE LIMITS

Cal Time Hour

Slope Diff ] sp [

Sensitivity I:] Repeatability 40000
Deter Coeff [__|

:l Control Pretreatment

l:l Calibrator Pretreatment
Pretreat Sample Vol l:] ulL Pretreat Sample Vol I:l ulL
AUTO CALIBRATION
[ Bottle Changed
I:l Lot Changed
I:l Cal Time

ACCENT-200 RF
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ACCENT-200 RF

e ACCENT MC240

e ACCENT M320

Chem | RF | No. | 031 | Sample Type
Chemistry [ RF | Print name
Reaction Type | Endpoint | Reaction Direction
Pri Wave | 605 nm ] Sec Wave |:|
Unit [ 1U/mL | Decimal
Incubation Time
Blank Time [ -3 ] [-1 ] Reaction Time
Sample Vol Aspirated Diluent Reagent Vol
Standard 6 | L I_P JuL [ L RI uL
Decreased [ 6 | uL | 30 JuL | 120 | uL R2 uL
Increased | ] uL |
l:' Sample Blank
Linearity range (Standard) | 11.8 | | 115 | 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 [ | I:I Enzyme Linear Extension
[ Prozone Check
oo [ 1 o2 [T vi 1L 03| | o4 | | vz | | ]
os 1 o6 [ 1 v3 1L _1ercl ] pc2 | | I | 1
I:I Sample Pretreatment I:l Control Pretreatment I:l Calibrator Pretreatment
[ | Pretreat Sample Vol l:l uL Pretreat Sample Vol I:l ulL
CALIBRATION SETTINGS AUTO CALIBRATION
Math model [ Spline | [ Bottle Changed
Factor I:[ Replicates I:l Lot Changed
I:' Cal Time
ACCEPTANCE LIMITS
Cal Time Hour
Slove Diff  [__] sp [
Sensitivity I:[ Repeatability
Deter Coeff [__|

Chem [ RF | No. | 031 ] Sample Type

Chemistry [ RE ] Print name

Reaction Type | Endpoint | Reaction Direction

Pri Wave [ 570 nm ] Sec Wave

Unit [ [U/mL | Decimal

Incubation Time
Blank Time | -3 | \ -1 | Reaction Tim:
Sample Vol Aspirated Diluent Reagent Vol
Standard | 5 | uL [ JuL | | uL RI uL
Decreased | 5 | L [ 30 luL [ 120 | uL R2 uL
Increased | ] uL | Jur ] uL
I:] Sample Blank Auto Rerun
Linearity range (Standard) | 6.1 | ‘ 117 | 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 [ |
Twin Chemistry [ | I:l Enzyme Linear Extension
\:l Prozone Check

oo 1 o2 [ vt L o3 | o4 | love 1
os [ 1 o6 [ 71 vi [ erct | | pc2 | | L 11

I:' Sample Pretreatment

:l Control Pretreatment

Pretreat Sample Vol I:l ne

I:' Calibrator Pretreatment
Pretreat Sample Vol :l uL

CALIBRATION SETTINGS AUTO CALIBRATION

Math model [Spline ] :l Bottle Changed

Factor I:| Replicates :| Lot Changed
:l Cal Time

ACCEPTANCE LIMITS

Cal Time Hour

Slope Diff [ ] sp [ ]

Sensitivity l:l Repeatability

Deter Coeff I:'

ACCENT-200 RF
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