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ACCENT-200 UA

Nr kat. 7-208 (PL)

ZASTOSOWANIE

Zestaw  diagnostyczny  z  oksydaza  askorbinianowa
do oznaczania stgzenia kwasu moczowego, przeznaczony
do wykonywania oznaczen na automatycznych analizatorach:
ACCENT-200, ACCENT-200 II GEN, ACCENT-220S,
BS-120 / BS-130, ACCENT S120, ACCENT MC240
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

Kwas moczowy jest produktem degradacji puryn. Powstaje w
watrobie 1 jest wydalany z moczem. Zaréwno ilo$¢
powstajacego kwasu moczowego, jak i efektywnos$¢ jego
wydalania przez nerki, maja wptyw na zawarto$¢ moczanéw we
krwi. Podwyzszony poziom kwasu moczowego moze byé
spowodowany dng moczanowa, biataczka, cukrzyca,
nadczynno$cia tarczycy lub przytarczyc, niewydolnoscia
lub kamica nerek. StgZenie kwasu moczowego we krwi oraz w
moczu zalezy od przesaczania kigbuszkowego
1 jest wykorzystywane do monitorowania funkcji nerek.

ZASADA METODY
Metoda  enzymatyczna, kolorymetryczna, z  urykaza
i peroksydazg.

urykaza

kwas moczowy + 2 H20 + O, —— allantoina + CO2 + H202
ADPS + 4-aminoantypiryna + 2 HzOzﬂPChinonoimina +4H0
(barwny produkt reakcji)

Intensywno$¢  zabarwienia jest wprost proporcjonalna
do stgzenia kwasu moczowego.

ODCZYNNIKI

Sklad zestawu

1-Reagent 2 x30ml
2-Reagent 1x15ml
Tlo$¢ testow:

ACCENT-200 260
ACCENT-200 II GEN 260
ACCENT-220S 260
BS-120 / BS-130 260
ACCENT S120 310
ACCENT MC240 310
ACCENT M320 410

Odczynniki przechowywane w temp. 2-8°C zachowuja trwatos¢
do daty waznosci podanej na opakowaniu.

Stezenia skladnikéw w odczynniku

1-Reagent

oksydaza askorbinianowa <104 pkat/l
peroksydaza (POD) <224 pkat/l
4-aminoantypiryna < 1,2 mmol/l
wodorotlenek sodu < 0,8 %

bufor PIPES (pH 7,0) < 120 mmol/l

stabilizatory, konserwanty, detergent
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2-Reagent

bufor PIPES (pH 7,0) <60 mmol/l
ADPS < 2 mmol/l
urykaza <9,9 pkat/l
zelazicyjanek potasowy <22,8 umol/l
wodorotlenek sodu <04 %

stabilizatory, konserwanty, detergent

Ostrzezenia i uwagi
= Chroni¢ przed bezposrednim $wiatlem stonecznym
i zanieczyszczeniem!
=  Nalezy zapozna¢ si¢ z Karta charakterystyki (MSDS), ktéra
zawiera szczegélowe informacje dotyczace zasad
bezpiecznego przechowywania i stosowania wyrobu.
= ]-Reagent spelnia  kryteria  klasyfikacji  zgodnie
z rozporzadzeniem (WE) nr 1272/2008.
Uwaga
H315 Dziata draznigco na skore.
H319 Dziata draznigco na oczy.
P280  Stosowa¢  rgkawice  ochronne/odziez
ochronna/ ochrong oczu/ochrong twarzy.
P302+P352 W PRZYPADKU KONTAKTU ZE
SKORA: Umy¢ duza iloscia wody z mydtem.
P305+P351+P338 Y PRZYPADKU DOSTANIA
SIE DO OCZU: Ostroznie ptuka¢ woda przez kilka minut.
Wyja¢ soczewki kontaktowe, jezeli sa i mozna je fatwo usunac.
Nadal ptukac.

MATERIAL BIOLOGICZNY

Mocz z dobowej zbi6rki, surowica lub osocze krwi pobranej na
heparyng bez §ladéw hemolizy.

Nie stosowac¢ EDTA, fluorkéw i szczawianow.

Przygotowanie moczu: aby zapobiec wytracaniu moczanéw
podczas dobowej zbiérki moczu do naczynia przeznaczonego
do zbiérki nalezy doda¢ 10 ml roztworu NaOH (500 g/l). Przed
oznaczeniem prébke moczu z dobowej zbiorki nalezy
rozcienczy¢ woda destylowana w stosunku 1:4, wynik
oznaczenia pomnozy¢ przez 5.

Surowica i osocze mogg by¢ przechowywane 3-5 dni
w temp. 2-8°C lub 6 miesigcy w -20°C.

Prébki moczu z dobowej zbiérki moga by¢ przechowywane do
3 dni w temperaturze pokojowej.

Jednak polecamy wykonywa¢ badania na $wiezo pobranym
materiale biologicznym!

WYKONANIE OZNACZENIA

1-Reagent i 2-Reagent sg gotowe do uzycia.

Do wykonania préby zerowej nalezy uzywaé¢ wody
dejonizowanej.

Wymagane dzialania:

W przypadku wykonywania oznaczen na analizatorach
ACCENT-200, ACCENT-200 I GEN, ACCENT-220S, moze
wystapi¢, wptywajacy na wyniki oznaczen, efekt przeniesienia
pomigdzy odczynnikami: ALBUMIN — UA, CREATININE —
UA, HDL DIRECT II GEN - UA, LDL DIRECT II GEN - UA,
URINE PROTEINS II GEN - UA. W celu uniknigcia tego
efektu nalezy zastosowac si¢ do zalecen zawartych w instrukcji:
51_03_24_001_ACCENT-200_CARRYOVER.

WARTOSCI PRAWIDEOWE 3
surowica / osocze mg/dl umol/l
kobiety 25-68 149 - 405
mezezyzni 3,6-7,7 214 — 458
mocz z dobowej zbiorki mg/24h mmol/24h
250-750 1,49 — 4,46
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Zalecane jest opracowanie przez kazde laboratorium wtasnych
zakres6w wartosci prawidtowych charakterystycznych
dla lokalnej populacji.

KONTROLA JAKOSCI

W celu wewngtrznej kontroli jako$ci, do kazdej serii oznaczen,
nalezy dotaczaé nastgpujgce kontrole:

CORMAY SERUM HN (Nr kat. 5-172) i CORMAY SERUM
HP (Nr kat. 5-173) - dla oznaczeh w__surowicy
CORMAY URINE CONTROL LEVEL 1 (Nr kat. 5-161)
i LEVEL 2 (Nr kat. 5-162) - dla oznaczen w moczu.
Do kalibracji analizatoréw automatycznych nalezy stosowac
CORMAY MULTICALIBRATOR LEVEL 1
(Nr kat. 5-174; 5-176) i LEVEL 2 (Nr kat. 5-175; 5-177).

Jako kalibratora 0 nalezy uzywa¢ wody dejonizowane;.

Krzywa kalibracyjna powinna by¢ sporzadzana przy kazdej
zmianie serii odczynnika lub w razie potrzeby np. jesli wartosci
oznaczenia surowic kontrolnych nie mieszcza si¢ w
wyznaczonym zakresie.

CHARAKTERYSTYKA OZNACZENIA

Podane nizej rezultaty uzyskano uzywajac analizatoréw
automatycznych: ACCENT-200 i/lub ACCENT MC240. W
przypadku przeprowadzenia oznaczenia na innym analizatorze
lub manualnie otrzymane wyniki moga rézni¢ si¢ od podanych.

= LoB (granica $lepej proby):
0,04 mg/dl (2,38 umol/l) - ACCENT-200
0,01 mg/dl (0,59 pmol/1) - ACCENT MC240

= LoD (granica wykrywalnosci):
0,07 mg/dl (4,16 pumol/l) - ACCENT-200
0,03 mg/dl (1,78 umol/1) - ACCENT MC240

= LoQ (granica oznaczalnosci):

0,30 mg/dl (17,84 umol/l) - ACCENT-200 (surowica/ osocze)
0,36 mg/dl (21,41 pmol/l) - ACCENT-200 (mocz)

0,15 mg/dl (8,92 umol/l) - ACCENT MC240 (surowica/
osocze)

0,28 mg/dl (16,65 pmol/l) — ACCENT MC240 (mocz)

= Liniowos¢:

do 33 mg/dl (1962,84 pmol/l) - ACCENT-200 (surowica/
osocze)

do 56 mg/dl (3330,88 umol/l) - ACCENT-200 (mocz)

do 43 mg/dl (2557,64 pmol/l) - ACCENT MC240 (surowica/
osocze)

do 57 mg/dl (3390,36 umol/l) - ACCENT MC240 (mocz)

Dla wyzszych stgzen kwasu moczowego W surowicy
lub osoczu, prébke nalezy rozcienczy¢ 0,9% roztworem NaCl,
oznaczenie powtérzy¢, a wynik pomnozy¢
przez wspétczynnik rozcienczenia.

= Specyficzno$é / Interferencje

Hemoglobina do 5 g/dl, kwas askorbinowy do 30 mg/dl dla
oznaczen w surowicy, kwas askrbinowy do 50 mg/dl dla
oznaczen w moczu, bilirubina do 20 mg/dl i triglicerydy do
1000 mg/dl nie wptywaja na wyniki oznaczenia.

= Precyzja

Powtarzalno$é Srednia | SD cv

(run to run) [mg/dl] | [mg/dl] | [%]
ACCENT-200 poziom 1 4,95 0,06 1,15
n=20 poziom 2 9,28 0,06 0,66
ACCENT MC240 | poziom 1 4,87 0,07 1,49
n=20 poziom 2 9,04 0,09 1,03
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Odtwarzalnos$¢ Srednia SD Ccv

(day to day) [mg/dl] | [mg/dl] | [%]
ACCENT-200 poziom 1 4,84 0,11 2,3
n=80 poziom 2 9,52 0,18 1,9
ACCENT MC240 | poziom 1 4,94 0,09 1,8
n=80 poziom 2 9,72 0,11 1,1

=  Poréwnanie metody

Poréwnanie ~ wynikéw  oznaczen kwasu  moczowego,
wykonanych na ACCENT-200 (y) i na BECKMAN
COULTER AUG680 (x), z uzyciem 60 probek surowicy, dato
nastgpujace wyniki:

y =0,9678 x + 0,3409 mg/dl;

R =0,998 (R — wspétezynnik korelacji)

Poréwnanie ~ wynikéw  oznaczen kwasu  moczowego,
wykonanych na ACCENT-200 (y) i na BECKMAN
COULTER AUG680 (x), z uzyciem 35 prébek osocza, dato
nastepujace wyniki:

y =0,9718 x + 0,292 mg/dl;

R =0,994 (R — wspétczynnik korelacji)

Poréwnanie  wynikéw  oznaczefi kwasu  moczowego,
wykonanych na ACCENT-200 (y) i na BECKMAN
COULTER AU680 (x), z uzyciem 30 prébek moczu, dato
nastepujace wyniki:

y =1,0354 x - 0,6126 mg/dl;

R =0,997 (R — wspétczynnik korelacji)

Poréwnanie  wynikéw  oznaczefi kwasu  moczowego,
wykonanych na ACCENT MC240 (y) i na BECKMAN
COULTER AUG680 (x), z uzyciem 60 probek surowicy, dato
nastgpujace wyniki:

y =0,9657 x + 0,424 mg/dl;

R =0,998 (R — wsp6étczynnik korelacji)

Poréwnanie ~ wynikéw  oznaczefi kwasu  moczowego,
wykonanych na ACCENT MC240 (y) i na BECKMAN
COULTER AUG680 (x), z uzyciem 35 probek osocza, dato
nastgpujace wyniki:

y =0,9614 x + 0,352 mg/dl;

R =0,994 (R — wspétczynnik korelacji)

Poréwnanie ~ wynikéw  oznaczefi kwasu  moczowego,
wykonanych na ACCENT MC240 (y) i na BECKMAN
COULTER AU680 (x), z uzyciem 30 prébek moczu, dato
nastgpujace wyniki:

y =1,0354 x — 0,7314 mg/dl;

R =0,996 (R — wspétezynnik korelacji)

UTYLIZACJA ODPADOW
Postgpowac zgodnie z aktualnymi przepisami.
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INTENDED USE

Diagnostic kit with ascorbate oxidase for determination
of uric acid concentration used in automatic analysers:
ACCENT-200, ACCENT-200 II GEN, ACCENT-220S,
BS-120 / BS-130, ACCENT S120, ACCENT MC240
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

Uric acid is a product of purine catabolism. It is produced
in the liver and excreted in the urine. Both, the amount
of uric acid production and the efficiency of renal excretion,
affect serum urate level. Elevated serum uric acid level
is caused usually by gout, leukemia, diabetes mellitus,
hyperfunction of parathyroid and thyroid, renal failure, renal
calculosis. Urate concentration in serum and in urine depends
on glomerular filtration, thus is useful for renal function
monitoring.

METHOD PRINCIPLE
Enzymatic, colorimetric method with uricase and peroxidase.

uricase

uric acid + 2 H20 + O — P allantoine + CO2 + H202

ADPS + 4-aminoantipyrine + 2 H>O> ﬂPquinoneimine dye + 4H20
(coloured compound)

The colour intensity is proportional to the uric acid
concentration.

REAGENTS

Package

1-Reagent 2 x 30 ml
2-Reagent 1x15ml

The reagents, stored at 2-8°C are stable up to expiry date printed
on the package.

Concentrations in the reagent

1-Reagent

ascorbate oxidase < 104 pkat/l
peroxidase (POD) <22.4 pkat/l
4-aminoantipyrine < 1.2 mmol/l
sodium hydroxide <08 %
buffer PIPES (pH 7.0) <120 mmol/l
stabilizers, preservatives, detergent

2-Reagent

buffer PIPES (pH 7.0) <60 mmol/l
ADPS <2 mmol/l
uricase <9.9 ukat/l
ferricyanide potassium <22.8 umol/l
sodium hydroxide <04 %

stabilizers, preservatives, detergent

Warnings and notes

=  Protect from direct sunlight and avoid contamination!

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

= ]-Reagent meeting the criteria for classification
in accordance with Regulation (EC) No 1272/2008.

ACCENT-200 UA (I GENERACIJA /Il GENERATION / I [IOKOJIEHUE)

Warning

H315 Causes skin irritation.

H319 Causes serious eye irritation.

P280 Wear protective gloves/protective

clothing/eye protection/face protection.
P302+P352 IF ON SKIN: Wash with plenty of soap and water.
P305+P351+P338 IF IN EYES: Rinse cautiously with water for
several minutes. Remove contact lenses, if present
and easy to do. Continue rinsing.

SPECIMEN

24-  hours urine, serum, heparinized plasma free
from hemolysis.

Do not use EDTA, fluoride and oxalate as anticoagulants!
Urine preparation: To prevent precipitation of salts of uric acid,
10 ml of NaOH (500 g/L) should be added
to the collection bottle before collection of a 24-hour specimen.
Urine  should be  diluted with  distilled  water
in the ratio of 1 to 4 (multiply the result by 5).

Serum and plasma can be stored 3-5 days at 2-8°C
or 6 months at -20°C. 24-hours urine samples can be stored
approximately 3 days at room temperature.

Nevertheless it is recommended to perform the assay
with freshly collected samples!

PROCEDURE

1-Reagent and 2-Reagent are ready to use.

Deionised water is recommended as a reagent blank.

Actions required:

When performing assays in analyzers: ACCENT-200,
ACCENT-200 I GEN, ACCENT-220S there
is a probability of cross-contamination affecting the tests
results: ALBUMIN — UA, CREATININE - UA, HDL DIRECT
II GEN - UA, LDL DIRECT II GEN - UA, URINE
PROTEINS I GEN - UA. To avoid this effect follow the
recommendations contained in the instruction
51_03_24_001_ACCENT-200_CARRYOVER.

REFERENCE VALUES *
serum / pl mg/dl umol/l
females 25-6.8 149 - 405
males 3.6-7.7 214 -458
24-hours urine mg/24h mmol/24h
250-750 1.49 — 4.46

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 following controls for each batch of samples:

CORMAY SERUM HN (Cat. No 5-172) and CORMAY
SERUM HP (Cat. No 5-173) - for determination in serum:
CORMAY URINE CONTROL LEVEL 1 (Cat. No 5-161) and
LEVEL 2 (Cat. No 5-162) - for determination in urine.
For the calibration of automatic analysers the CORMAY
MULTICALIBRATOR LEVEL 1 (Cat. No 5-174; 5-176) and
LEVEL 2 (Cat. No 5-175; 5-177) are recommended.

Deionised water should be used as a calibrator 0.

The calibration curve should be prepared with change of reagent
lot number or as required e.g. quality control findings outside
the specified range.
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PERFORMANCE CHARACTERISTICS

The following results have been obtained using automatic
analysers ACCENT-200 and/or ACCENT MC240. Results may
vary if a different instrument or a manual procedure is used.

=  LoB (Limit of Blank):
0.04 mg/dl (2.38 umol/l) - ACCENT-200
0.01 mg/dl (0.59 pmol/1) - ACCENT MC240

= LoD (Limit of Detection):
0.07 mg/dl (4.16 pmol/l) - ACCENT-200
0.03 mg/dl (1.78 umol/1) - ACCENT MC240

= LoQ (Limit of Quantitation):

0.30 mg/dl (17.84 umol/l) - ACCENT-200 (serum/ plasma)
0.36 mg/dl (21.41 pmol/l) - ACCENT-200 (urine)

0.15 mg/dl (8.92 umol/l) - ACCENT MC240 (serum/ plasma)
0.28 mg/dl (16.65 umol/l) - ACCENT MC240 (urine)

= Linearity:

up to 33 mg/dl (1962.84 pmol/l) — ACCENT-200 (serum/
plasma)

up to 56 mg/dl (3330.88 umol/l) — ACCENT-200 (urine)

up to 43 mg/dl (2557.64 pmol/l) — ACCENT MC240 (serum/
plasma)

up to 57 mg/dl (3390.36 umol/l) - ACCENT MC240 (urine)

For higher concentration of uric acid in serum or plasma, dilute
the sample with 0.9% NaCl and repeat the assay. Multiply the
result by dilution factor.

=  Specificity / Interferences

Haemoglobin up to 5 g/dl, ascorbate up to 30 mg/dl for
determinations in serum, ascorbate up to 50 mg/dl for
determinations in urine, bilirubin up to 20 mg/dl and
triglycerides up to 1000 mg/dl do not interfere with the test.

=  Precision

Repeatability Mean SD (6%

(run to run) [mg/dl] | [mg/dl] | [%]
ACCENT-200 level 1 4.95 0.06 1.15
n=20 level 2 9.28 0.06 0.66
ACCENT MC240 | level 1 4.87 0.07 1.49
n=20 level 2 9.04 0.09 1.03
Reproducibility Mean SD (&%

(day to day [mg/dl] | [mg/dl] | [%]
ACCENT-200 level 1 4.84 0.11 23
n=80 level 2 9.52 0.18 1.9
ACCENT MC240 | level 1 494 0.09 1.8
n=80 level 2 9.72 0.11 1.1

=  Method comparison

A comparison between uric acid values determined
at ACCENT-200 (y) and at BECKMAN COULTER AU680
(x) using 60 serum samples gave following results:

y =0.9678 x + 0.3409 mg/dl;

R =0.998 (R — correlation coefficient)

A comparison between uric acid values determined
at ACCENT-200 (y) and at BECKMAN COULTER AU680
(x) using 35 plasma samples gave following results:

y=0.9718 x + 0.292 mg/dl;

R =0.9%4 (R - correlation coefficient)

A comparison between uric acid values determined
at ACCENT-200 (y) and at BECKMAN COULTER AU680
(x) using 30 urine samples gave following results:

y =1.0354 x - 0.6126 mg/dl;

R =0.997 (R - correlation coefticient)

ACCENT-200 UA (I GENERACIJA /11 GENERATION / Il ITIOKOJIEHUE)

A comparison between uric acid values determined
at ACCENT MC240 (y) and at BECKMAN COULTER
AU680 (x) using 60 serum samples gave following results:

y =0.9657 x + 0.424 mg/dl;

R =0.998 (R — correlation coefficient)

A comparison between uric acid values determined
at ACCENT MC240 (y) and at BECKMAN COULTER
AU680 (x) using 35 plasma samples gave following results:
y=0.9614 x + 0.352 mg/dl;

R =0.994 (R — correlation coefficient)

A comparison between uric acid values determined
at ACCENT MC240 (y) and at BECKMAN COULTER
AU680 (x) using 30 urine samples gave following results:

y = 1.0354 x — 0.7314 mg/dl;

R =0.996 (R — correlation coefficient)

WASTE MANAGEMENT
Please refer to local legal requirements.
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ACCENT-200 UA

Kar.Ne 7-208 (RUS)

NPEINOJIATAEMOE UCITOJIb30BAHUE
JlnarHocThdeckuit  Habop ¢ acKopOMHAT  OKCHIa30it
JUI ONpe/eNeHns] KOHIEHTPAIMH MOueBOH KucnoTel. Habop
NpelHA3HAYCH JUI1  WUCNOIb30BAaHMS HA  ABTOMATHYECKHX
anammsaropax:  ACCENT-200, ACCENT-200 II GEN,
ACCENT-220S, BS-120 / BS-130, ACCENT S120,
ACCENT MC240 n ACCENT M320.

PeareHTst JIOJKHBI HCIIOJIB30BATHCS TOJIBKO
JuIs JIMAarHOCTHKHU in vitro, KBaJTH()HIPOBAHHBIM
J1a00paTOPHBIM [IEPCOHAIIOM, B LENSX, Ui KOTOPBIX OHH
MpeAHa3HA4YeHbl, B  COOTBETCTBYIOIMX  J1abOPAaTOPHBIX
YCIIOBHSIX.

BBEJIEHUE

MoueBasi KHCIIOTa — 3TO MPOAYKT Karaboinu3ma mypuHoB. OHa
NPOJAYyLHPYeTCss B II€YEHH M BBIBOAWTCA M3 OpraHu3Ma
¢ Mouoil. O6a TUX mnapamerpa: KOJHYECTBO MPOJYyLHPYeMOi
MOYEBOW KHCIOTHI U 3()(EKTHBHOCTH BBIBOAMMOTO IOYKAMH
COCIMHEHNUS OTIPEEISET yPOBEHb yPAaTOB CHIBOPOTKE.
TToBBIIIIEHHBIIT YPOBEHb MOYEBOH KHCIOTBI B CHIBOPOTKE OOBIMHO
ObIBacT CBsI3aH C IOJArpoH, JeHKeMueH, caxapHbIM auabeToMm,
runepQyHKIMell NapalUTOBUIHBIX M IIUTOBHIHOM JKenes,
OYEYHOM HEJOCTATOYHOCTBI0, MOYEKaMEeHHOM 6oe3Hbr0. Tak Kak
KOHLICHTpAllUsA ypaTOB B CHIBOPOTKE M MOY€ 3aBHCHT OT
KiyOOYKOBOM  (WIBTpaIK, OMpeeieHne 3TOr0  IMapamerpa
TIOJIE3HO JUTSt MOHMUTOPHHTA (hYHKIIMH TTOYEK.

MNPUHLIHUII METOJA
OH3UMATHYECKHH, KOJTOPHMETPHIECKHH METON C YpHKa30i
M TIEPOKCUIA30M.

ypuKasa

MoueBas kucnora + 2 HoO + Oo—— ananrous + CO2 + H202
nost

ADPS+ 4-amunoanTunupun+2 H202 — kpacurenlb XHHOHUMUH +

4H0 (OKpaIIeHbIi KOMILIEKC)

HHreHcuBHOCTD OKpaCcKd  [pOIIOpLIHMOHAJIbHA  KOHLEHTpaluu
MOYEBOI KHCIIOTHI.

PEATEHTBI

CocraB HaGopa

1-Reagent 2 x 30 mn
2-Reagent 1x15mn

TIpu temneparype 2—8°C, peareHTh COXpPaHAIOT CTAOHIBHOCTD B
TEUeHHE BCEro CPOKA OHOCTH, YKa3aHHOTO Ha YIaKOBKE.

KoHueHTpanun KOMIOHEHTOB B peareHTax
1-Reagent

acKOpOMHAT OKCHia3a

nepokcunasa (ITOJI) < 22,4 Mxkat/n
4-aMMHOQHTHITUPUH < 1,2 mmonb/n
THIPOKCH] HATPHS <0,8 %
PIPES-6ydep (pH 7,0) < 120 Mmoub/1
cTabUIIM3aTOPbl, KOHCEPBAHTI, JACTEPIeHT

<104 Mxxat/n

2-Reagent

PIPES-6ydep (pH 7,0) < 60 MmmonB/1T
ADPS <2 MMOIIB/IT
ypuKasza < 9,9 MKKaT/n
(dhepporanua Kanus < 22,8 MKMOJIB/T
THAPOKCH[] HATPHUS <04 %

CTaGI/UII/BaT()pLI, KOHCEPBAHTHI, ICTCPreHT

ACCENT-200 UA (I GENERACIJA /Il GENERATION / I [IOKOJIEHUE)

Mpenocrepe:xeHus ¥ NPHMeYAHHS
= [IpenoxpaHsATb  OT  NPSAMBIX  COJHEYHBIX  JIydeil
U 3arpsi3HeHus !
= BhumaTenbHO — mpouMTaiiTe  HAacmopT — O€30IaCHOCTH
xumuaeckoil npoxykuun (MSDS), koTopblii comepiKHT
noApoOHyl0 HMHQOpMAIMIO O IpaBWiIaX OE30IaCHOro
XPaHeHHs M HCTIOIb30BAHMS TOBAPA.
= ]-PeareHT COOTBETCTBYeT KPHTEPHAM KIacCHDUKAILHH
coracHo nocranosienuio (EC ) Ne 1272/2008.
Buumanne
H315 Bei3biBaeT pasapaxxeHue KOXH.
H319 Bei3biBaeT cepbEé3Hoe pa3JipaxeHue rias.
P280 IMomb3oBaThCs 3aIUTHBIMU
TepYaTKaMu/3aIHTHON 0JIeXKI0M/CpeicTBAMH
3aIIMTHI TIa3/7THIA.
P302+P352 Tlpu mnomamanuu Ha KOXYy: IIpOMBITH GOJBIINM
KOJIMYECTBOM BOJIBL.
P305+P351+P338 Ilpu mnomagammu B riuaza: OCTOPOXHO
IPOMBITh TJIa3a BOJOI B TEYCHHE HECKOIBKUX MHHYT. CHSATH
KOHTaKTHBIE JIMH3BI, €CIM BBl TONB3YETECh HMH M €CIH 3TO
JIeTKo czienath. IIpo1omkHTh NPOMBIBAHHUE TI1a3.

BUOJOTMYECKUA MATEPUAJ

Moua, coOpaHHas B TEYEHHE CYTOK, CHIBOPOTKA WM ILUIa3Ma
KPOBH B3SITOI Ha renapyH, 6e3 clIel0B reMoJIn3a.

He ucnons3oBats D/ITA, dochaTos u coneil maBeneBoii KHCIOTHL
IlpuroToBnenne  Moum:  4ToOBI  M30€XKaTh  OCAXKACHHSA
IPOU3BOJHBIX MOYEBHHBI BO BpeMsi CYTOYHOH COOPKH,
B eMKOCTh Juisi cOopku momectuts 10 M1 pactBopa NaOH
(500 r/m). Ilepen onpeneneHueM mpoOy CyTOYHOH MOYM
pasBecTH BOAOH JUCTH/UIMPOBAHHOH B OTHOmeHHH 1:4,
Ppe3yJIbTaT ONpe/Ie/IeH sl YMHOKHTD Ha 5.

CBIBOPOTKY M MIa3My MOYKHO XPAHHTh B TedeHne 3—5 aHel mpu
Temmepatype 2-8°C, mbo 6 mecsmes mpu -20°C.

IIpoGel MOYM MOXKHO XpaHHTh B TeUeHHE 3 JHEH Ipu
KOMHATHOH TeMIepaType.

TeM He MeHee PEKOMEHIyeTCs HpOBEJICHHE OIpeeneHui
Ha CBeXkeM OMOJIOTHYEeCKOM MaTepHare!

IPOLEIYPA OITPEJAEJEHUS

1-Reagent u 2-Reagent roToBbI K HCIIOJIb30BaHHIO.

B kadectBe OJaHK-pearcHTa PEKOMEHIYETCS HCIOJIb30BaTh
JICHOHH30BaHHYIO BOJY.

Heo0xonumple neiicTeus:

Ipu Bemonnennn anammu3oB Ha anamm3atopax: ACCENT-200,
ACCENT-200 IT GEN, ACCENT-220S BO3MOKHO HCKa)KEHHE
pe3yJIbTaToB AHAJIH30B, BBI3BAHHOE IepeKpecTHbIM
3arpssHeHneM Mexay pearentamu: ALBUMIN - UA,
CREATININE - UA, HDL DIRECT II GEN - UA, LDL
DIRECT II GEN - UA, URINE PROTEINS II GEN - UA.
Yro6bl u30exath 310ro 3ddexra, creayiite peKOMEHAAIMIM,
comepkamumMcss B mHCTpykumum  51_03_24_001_ACCENT-
200_CARRYOVER.

PE@®EPEHTHBIE BEJIMYUHBI *

CBIBOPOTKA / I1a3Ma Mr/a MKMOJIB/JI
JKEHIIUHBI 2,5-6,8 149 — 405
MY KYHHBL 3,6-7,7 214 — 458
Moua (cyTo4yHas1) mr/24uaca MMoJIb/24uaca
250 - 750 1,49 — 4,46

Kaxnoit  mabopatopum  pekoMeHIyeTcss —pa3paboTaTh  CBOM
COOCTBEHHBIC ~ HOPMBI, ~ XapakTepHble Ui 0OCIeayeMoro
KOHTHHICHTA.
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KOHTPOJIb KAYECTBA

Jlnst BHYTPEHHEro KOHTPOJSA KadyecTBa, JUIA KakIOH Cepum
H3MEPEHHIT, PEKOMEH/LYeTCs HCIOJIb30BATh:

CORMAY SERUM HN (Kar. Ne 5-172) u CORMAY SERUM
HP (Kat. Ne 5-173) - npu viccieloBaHHNU CHIBOPOTKH;
CORMAY URINE CONTROL LEVEL 1 (Kar. Ne 5-161)
u LEVEL 2 (Kar. Ne 5-162) - mpu mccieI0BaHHH MOYH.
Jns KaTHOpOBKH ABTOMAaTHYECKHX AHANTM3aTOPOB
PEKOMEHJTyeTCs. HCIOJIb30BaTh CORMAY
MULTICALIBRATOR LEVEL 1 (KarNe 5-174, 5-176)
n LEVEL 2 (Kar.Ne 5-175, 5-177).

B kauectBe O-kanubpaTopa peKOMEHIYETCs HCIOIb30BaTh
JICHOHH30BAHHYIO BOJLY.

KammbpoBouHyto KpHBYIO CIEAYeT COCTAaBIATh INpPH KaXIOU
CMEHe JI0Ta peareHTa WM IPH HEOOXOAMMOCTH, HAIpUMeEp
B ped)epeHCHBIIT nanasoH.

XAPAKTEPUCTHUKH ONTPEJAEJEHUSA

OTH METPOJIOTHYECKHE XapaKTePUCTHKH OBUIM TOJy4eHBl NpU
HCIIOJIB30BaHUY aBTOMaTH4eckux aHanusatopoB: ACCENT-200
u/umn ACCENT MC240. Pe3ynbrarsl, MOJy4eHHbIE Ha JJPYTUX
AQHAIN3ATOPAX U BPYUHYIO, MOTYT OTJIHYAThCSL.

=  LoB (npenen 6.1anka):
0,04 mr/mn (2,38 mxmons/n) — ACCENT-200
0,01 mr/na (0,59 mxmois/n) — ACCENT MC240

= LoD (npenen oGHapyxenus):
0,07 mr/m (4,16 mmons/n) — ACCENT-200
0,03 mr/mn (1,78 mmoaws/it) — ACCENT MC240

=  LoQ (mpenes Ko1M4eCTBEHHOTO ONpee/IeHHs):

0,30 mr/mn (17,84 mmons/m) — ACCENT-200 (ceBopoTka/
Tasmay)

0,36 mr/m1 (21,41 mmose/in) - ACCENT-200 (moua)

0,15 mr/mn (8,92 mmons/n) — ACCENT MC240 (ceBopoTka/
Tasmay)

0,28 mr/mn (16,65 mmonn/in) — ACCENT MC240 (moyva)

= JIunHeiiHocTh

110 33 mr/mn (1962,64 mxmons/m) - ACCENT-200 (ceBopoTka/
Tasma)

110 56 mr/mn (3330,88 mxmonb/it) — ACCENT-200 (Moua)

10 43 mr/mn (2557,64 mxmons/n) — ACCENT MC240
(ceIBOpOTKA/ I1a3Ma)

10 57 mr/min (3390,36 mxmouns/im) — ACCENT MC240 (moua)

B ciyuae Gonmee BBICOKHX KOHIEHTPALMH MOYEBOI KHCIOTHI
B CBIBOpOTKE JmM0O IUIasme, Ipoby CleayeT pasBecTH
0,9% p-pom NaCl, nmOBTOpPUTH OHIpEENCHHE, a Pe3yJIbTaT
YMHOXHTb Ha K09Q(HIHEHT pa3BeeHus.

= Cneuuduunocrs / MuTepdepenunn

T'emorno6un 10 5 1/, ackop6ar 1o 30 Mr/an st onpeaeneHus
CBIBOPOTKH, ackop6aT 1o 50 Mr/mt juist ompejesieHuii B Moue,
6mwmpy6ur no 20 mr/mn u tpurinnepuast 1o 1000 mr/nn we
BIIMSIIOT Ha Pe3yJIbTaThl OIPE/IENICHHUI.

=  ToyHOCTbL

IoBTopsiemocTh Cpennee SD (6%

(MEXKLy cepHsiMu) [mr/mn] | [mr/ma] | [%]
ACCENT-200 ypoBeHb 1 4,95 0,06 1,15
n=20 YpPOBEHb 2 9,28 0,06 0,66
ACCENT MC240 | yposens 1 4,87 0,07 1,49
n=20 YPOBEHb 2 9,04 0,09 1,03

ACCENT-200 UA (I GENERACIJA /11 GENERATION / Il ITIOKOJIEHUE)

Bocnpouzsogumocts Cpennee SD CV
(130 JiHSI B JICHB) [mr/mn] | [mr/pn] | [%]
ACCENT-200 ypoBeHs 1 4,84 0,11 2,3
n=80 YpPOBEHb 2 9,52 0,18 1,9
ACCENT MC240 | yposens 1 4,94 0,09 1,8
n=80 YpPOBEHb 2 9,72 0,11 1,1

= CpaBHeHHe MeTOJA

CpaBHEHHE pE3YJIbTATOB ONPEJCNCHHS MOYEBOH  KHCIOTBI
TIOJTyYEeHHBIX Ha aHanu3aTope ACCENT-200 (y)
u Ha BECKMAN COULTER AU680 (x) ¢ ucnoibs3oBaHAEM
60 06pa3LoB CBIBOPOTKH AANO CIISAYIOIINE Pe3yIbTaThl:

y =0,9678 x + 0,3409 mr/m;

R =0,998 (R — ko2 PUIMEHT KOPPENAIIN)

CpaBHEHHE pE3YNIbTATOB ONPEJCNCHHS MOYEBOH KHCIOTBI
TIOJTyYEeHHBIX Ha aHanu3arope ACCENT-200 (y)
u Ha BECKMAN COULTER AU680 (x) ¢ ucnoyb3oBaHAEM
35 00pasnoB Mmia3Mbl 1aJ10 CIeyIONHe Pe3yabTaThl:

y =0,9718 x + 0,292 mr/mr;

R =0,994 (R — ko3 puumesT Koppensum)

CpaBHeHHEe pE3yNbTaTOB OMNPEJENEHHs MOYEBOH  KHCIOTHI
nonmyyeHHelx ~ Ha  aHamusatope  ACCENT-200 (y)
1 Ha BECKMAN COULTER AU680 (x) ¢ MCIOJb30BaHHEM
30 06pa3noB MOUH a0 CIEAYIONINE Pe3yIbTaThl:

y =1,0354 x - 0,6126 mr/m;

R =0,997 (R — xo3puumeHT Koppesium)

CpaBHeHHE pE3YNbTAaTOB OMNPEJENEHHs MOYEBOH  KHCIOTHI
nonmyyeHHelx Ha aHanmmsatope  ACCENT  MC240 (y)
1 Ha BECKMAN COULTER AU680 (x) ¢ MCIOJb30BaHHEM
60 06pasLoB CBIBOPOTKH AANIO CIICAYIOIINE Pe3yIbTaThl:

y =0,9657 x + 0,424 mr/m;

R =0,998 (R — xo3puumeHT Koppensmm)

CpaBHeHHE pE3YNbTAaTOB OMNPEJENEHHS MOYEBOH  KHCIOTHI
nonmyyeHHelx Ha aHanmmsatope  ACCENT  MC240 (y)
1 Ha BECKMAN COULTER AU680 (x) ¢ MCIIOIb30BaHHEM
35 00pa3uoB I1a3Mbl JAJI0 CIEAYIOLIIE Pe3yIbTaThl:

y =0,9614 x + 0,352 mr/m;

R =0,994 (R — xo3puumeHT Koppensium)

CpaBHEHHE pe3y/IbTaTOB ONpPEJCNCHNUs] MOYEBOH KHUCIOTHI
nomyyeHHelx Ha aHanmmsatope  ACCENT  MC240 (y)
u Ha BECKMAN COULTER AU680 (x) ¢ ucroyb3oBaHAEM
30 00pa3oB MOYH JJaJI0 CIEMYIOIIHE PE3YJIbTaThl:

y =1,0354 x — 0,7314 mr/mm;

R =0,996 (R — ko2 PUIMEHT KOPPENAIIN)

YTUJIU3ALUA OTXO10B
B cooTBercTBHM C JIOKAILHBIMU TPEOOBAHUAMU.
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ACCENT-200 UA

PROGRAM NA ANALIZATOR / APPLICATION for / ATAIITALIIUA s

*  ACCENT-200

Parameters

Test Name UA R1 200

Test No 9 R2 50

Full Name Uric Acid Sample Volume 4

Reference No |9 R1 Blank

Analy. Type | Endpoint Mixed Reag. Blank

Pri. Wave. 546 nm Concentration 0.30 |33

Secon. Wave. | 670 nm Linearity Limit

Trend Ascending Substrate Limit

Reac. Time 2 ]18 Factor

Incuba. Time | 10 |:| Prozone check

Unit mg/dl

Precision 0.01 ql I:l q2 I:l q3 I:l q4 I:l
PC | | Abs| |

Calibration Rule

Rule Multi-point Linear

Sensitivity 1

Replicates 2

Interval (day)

Difference Limit 0

SD 0

Blank Response 0 [50000

Error Limit 0

Coefficient 0

¢« ACCENT-200 II GEN

Parameters

Test Name UA R1 200

Test No 9 R2 50

Full Name Uric Acid Sample Volume 4

Reference No | 9 R1 Blank

Analy. Type | Endpoint Mixed Reag. Blank

Pri. Wave. 546 nm Concentration 0.14 |33

Secon. Wave. | 670 nm Linearity Limit

Trend Ascending Substrate Limit

Reac. Time -2 | 18 Factor

Incuba. Time | 10 |:| Prozone check

Unit mg/dl

Precision 0.01 ql I:l q2 I:l q3 I:l q4 I:l
PC | | Abs]| |

Calibration Rule

Rule Multi-point Linear

Sensitivity 1

Replicates 2

Interval (day)

Difference Limit

SD

Error Limit

Coefficient

0
0
Blank Response 0 [50000
0
0

ACCENT-200 UA (I GENERACIJA / Il GENERATION / IT TIOKOJIEHUE)
51_03_03_064_04

¢ ACCENT-220S

Parameters

Test UA R1 200

No 9 R2 50

Full Name Uric Acid Sample Volume 4

Standard No |9 R1 Blank

Reac. Type Endpoint Mixed Rtg. Blank

Pri. Wave. 546 nm Linearity Range 0.14 |33

Sec. Wave. 670 nm Linearity Limit

Direction Increase Substrate Limit

Reac. Time 2 ]18 Factor

Incuba. Time | 10 |:| Prozone check

Unit mg/dl

Precision 0.01 ql I:l q2 I:l q3 I:l q4 I:l
PC | | Abs| |

Calibration Rule

Rule Multi-point Linear

Sensitivity 1

Replicates 2

Interval (day)

Difference Limit 0

SD 0

Blank Response 0 [50000

Error Limit 0

Coefficient 0

¢ BS-120/BS-130

Parameters

Test UA R1 200

No 9 R2 50

Full Name Uric Acid Sample Volume 4

Standard No |9 R1 Blank

Reac. Type Endpoint Mixed Rtg. Blank

Pri. Wave. 546 nm Linearity Range 0.31 |33

Sec. Wave. 670 nm Linearity Limit

Direction Increase Substrate Limit

Reac. Time -2 | 16 Factor

Incuba. Time | 16 |:| Prozone check

Unit mg/dl

Precision 0.01 ql I:l q2 I:l q3 I:l q4 I:l
PC | | Abs]| |

Calibration Rule

Rule Multi-point Linear

Sensitivity 1

Replicates 2

Interval (day)

Difference Limit

SD

Blank Response

[50000

Error Limit

==} =] f=) [}

Coefficient
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¢ ACCENT S120

Chem [ UA | No.[_009 ] Sample Type
Chemistry Iﬂ{IC ACID | Print name
Reaction Type | Endpoint | Reaction Direction
Pri Wave [ 546 nm | Sec Wave
Unit [ mg/dL | Decimal
Incubation Time
Blank Time [ -3 ] [1 ] Reaction Time
Standard lims% uL lﬁplrdL\ uL ’M‘ uL R1 1uL
Decreased | 32 ] uL [ 20 JuL [_180 ] uL R2 uL
Increased [ | uL [ JuL | ] uL
I:l Sample Blank Auto Rerun
Linearity range (Standard) ‘ 0.15 | | 33 ‘ Linearity Limit | |
Linearity Range (Decreased) [ ] [ | Substrate Depletion [ ]
Linearity Range (Increased) \ I | Mixed Blank Abs | -40000 ] 40000 ]
R1Blank Abs [ -40000 ]  [_40000 ] On-board Stabiliy [ ] Dav(s)
Blank Response [ -40000 | [ 40000 ] Reagent Alam Limit [ ]
Twin Chemistry | J 1 Enzvme Linear Extension
:l Prozone Check
oo 1 o [—1 vt CJC 1 o3 [ | o4 | ] ov2 101
os 1 os [ v3 [J0C1erctl | pc2 | | (I
:l Sample Pretreatment [ Control Pretr [ calibrator Pretreatment
[ ] Pretreat Sample Vol I:l ulL Pretreat Sample Vol :l ul
CALIBRATION SETTINGS AUTO CALIBRATION
Math model [ Multi-point linear ] [ 1Bottle Changed
Factor :l Renlicates I:l Lot Changed
[ TcalTime
ACCEPTANCE LIMITS
Cal Time :l Hour
Slove Diff [ sp ]
Sensitivity :l Repeatability 40000
Deter Coeff :l

ACCENT-200 UA (I GENERACJA /Il GENERATION / II TIOKOJIEHUE)
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* ACCENT MC240

¢« ACCENT M320

Chem [UA | No.[009 ] Sample Type
Chemistry [ URIC ACID | Print name
Reaction Type | Endpoint Reaction Direction
Pri Wave [ 546 nm | Sec Wave
Unit [ mg/dL | Decimal
Incubation Time
Blank Time [-3 | [-1 | Reaction Time
Standard llms% uL I&mel uL lml uL RI 1uL
Decreased [ 32 JuL [ 20 JuL | 180 ] uL R2 ulL
Increased [ [ uL [ JuL ] uL
I:l Sample Blank ‘E Auto Rerun
Linearity range (Standard) ‘ 0.15 ‘ ‘ 43 | Linearity Limit | |
Linearity Range (Decreased) [ | [ | Substrate Depletion | |
Linearity Range (Increased) \ ] ] Mixed Blank Abs | -35000 ] 350001
R1Blank Abs 35000 | [ 35000 ] On-board Stability | pav(s)
Blank Response [ 35000 | [ 35000 ] Reagent Alaom Limit [ ]
Twin Chemistr [ ] [T Enzvme Linear Extension
:l Prozone Check
oo 1 o [C—1 vi CJC o3[ | o4 [ ] v [
os [ 1 o6 [ 1 v3 10 1pcrl | pc2 | | 101

:| Sample Pretreatment : Control Pretreatment

Pretreat Sample Vol I:l ul

I:l Calibrator Pretreatment

Pretreat Sample Vol I:l ul

CALIBRATION SETTINGS AUTO CALIBRATION

Math model [ Multi-point linear [ T Bottle Chaneed

Factor :l Renlicates |:| Lot Changed
L TcalTime

ACCEPTANCE LIMITS

Cal Time :l Hour

Slope Diff [ sp [ ]

Sensitivity :l Renpeatability

Deter Coeff :l

Chem [ UA | No. [ 009 ] Sample Type
Chemistry [ URIC ACID | Print name
Reaction Type [ Endpoint | Reaction Direction
Pri Wave [ 546 nm ] Sec Wave
Unit [ me/dL | Decimal
Incubation Time
Blank Time [ -3 J [ -1 ] Reaction Time
Standard limz% uL lﬁ% uL [Ml uL Rl 1uL
Decreased [ 24 ] uL | 20 JuL [ 180 | uL R2 uL
Increased | [ uL [ JuL ] uL
I:l Sample Blank Auto Rerun
Linearity range (Standard) [ 0.08 | [ 46 | Linearity Limit | |
Linearity Range (Decreased) [ | [ | Substrate Depletion | |
Linearity Range (Increased) [ ] ] Mixed Blank Abs | -35000 ] [35000 ]
RIBlank Abs [ 35000 ] [ 35000 | On-board Stabilitv [ ] Dav(s)
Blank Response [ -35000 | [ 35000 ] Reagent AlamLimit [ ]
Twin Chemistry [ I [ Enzyme Linear Extension
\:l Prozone Check
oo 1 o [T vi 1L 1 o3 ] o4 | v [ 1[C 1]
os 1 o6 [ v3 L epal ] pc2 | | [ I B
:l Sample Pretreatment [ Control Pretr [ Calibrator Pretreatment
[ ] Pretreat Sample Vol I:l ul Pretreat Sample Vol I:l uL
CALIBRATION SETTINGS AUTO CALIBRATION
Math model [ Multi- point linear | [ Bottle Changed
Factor :l Renlicates |:| Lot Changed
[ JcaTime
ACCEPTANCE LIMITS
Cal Time :l Hour
Slope Diff  [__] sp [ ]

Sensitivity :l Repeatability 35000

Deter Coeff :l

ACCENT-200 UA (I GENERACIJA / Il GENERATION / IT TIOKOJIEHUE)
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