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ACCENT-200 UA PLUS

Nr kat. 7-263 (PL)

ZASTOSOWANIE

Zestaw  diagnostyczny z  oksydaza askorbinianowa
do oznaczania stgzenia kwasu moczowego, przeznaczony
do  wykonywania  oznaczeh na  automatycznych
analizatorach: ACCENT-200, ACCENT-200 II GEN,
ACCENT-220S, 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 i jest wydalany z moczem. Zaréwno ilo§¢
powstajacego kwasu moczowego, jak i efektywnos¢ jego
wydalania przez nerki, maja wplyw na zawarto$¢ moczanow
we krwi. Podwyzszony poziom kwasu moczowego moze by¢
spowodowany dnag moczanowa, biataczka, cukrzyca,
nadczynno$cia tarczycy lub przytarczyc, niewydolno$cia
lub kamica nerek. Stgzenie kwasu moczowego we krwi oraz
w moczu zalezy od przesaczania kigbuszkowego
i jest wykorzystywane do monitorowania funkcji nerek.

ZASADA METODY
Metoda enzymatyczna, kolorymetryczna, z urikaza
i peroksydaza.

urikaza

kwas moczowy + 2 H20 + O, —— allantoina + CO2 + H202
ADPS + 4-aminoantypiryna + 2 HzOzﬁP chinonoimina + 4H>0
(barwny produkt reakcji)

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

ODCZYNNIKI

Sklad zestawu

1-Reagent 2x31ml
2-Reagent 1x16ml
Ilo$¢ testow

ACCENT-200 270
ACCENT-200 II GEN 270
ACCENT-220S 270
ACCENT S120 330
ACCENT MC240 330
ACCENT M320 440

Odczynniki przechowywane w temp. 2-8°C zachowuja
trwatos¢ do daty waznosci podanej na opakowaniu.
Odczynniki przechowywane na poktadzie aparatu w 2-10°C
sg stabilne przez 12 tygodni.

Stezenia skladnikow w zestawie

bufor PIPES (pH 7,0) 100 mmol/l
4-aminoantypiryna 0,78 mmol/l
ADPS 0,67 mmol/l
zelazicyjanek potasowy 3,8 umol/l
peroksydaza (POD) > 38,34 ukat/l

ACCENT-200 UA PLUS

urikaza >1,65 pkat/l
oksydaza askorbinianowa > 66.7 pkat/l
wodorotlenek sodu <1%
konserwant

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

MATERIAL BIOLOGICZNY

Mocz z dobowej zbiorki, surowica lub osocze krwi pobranej
na heparyng bez §ladow hemolizy.

Nie stosowa¢ EDTA, fluorkow i szczawianow.
Przygotowanie moczu: aby zapobiec wytrgcaniu moczanow
podczas  dobowej  zbiorki moczu do  naczynia
przeznaczonego do zbiorki nalezy doda¢ 10 ml roztworu
NaOH (500 g/l). Przed oznaczeniem probke moczu
z dobowej zbiorki nalezy rozcienczy¢ woda destylowang
w stosunku 1:4, wynik oznaczenia pomnozy¢ przez 5.
Surowica i osocze moga by¢ przechowywane 3-5 dni
w temp. 2-8°C lub 6 miesigcy w -20°C.

Probki moczu z dobowej zbiorki moga by¢ przechowywane
do 3 dni w temperaturze pokojowe;j.

Jednak polecamy wykonywac¢ badania na §wiezo pobranym
materiale biologicznym!

WYKONANIE OZNACZENIA

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

Do wykonania proby zerowej nalezy uzywaé¢ wody
dejonizowane;j.

Wymagane dzialania:

W przypadku wykonywania oznaczeh na analizatorach
ACCENT-200, ACCENT-200 II GEN, ACCENT-220S,
moze wystapi¢, wplywajacy na wyniki oznaczefi, efekt
przeniesienia pomigdzy odczynnikami: ALBUMIN — UA
PLUS, CREATININE — UA PLUS, HDL DIRECT II GEN —
UA PLUS, LDL DIRECT II GEN — UA PLUS, URINE
PROTEINS II GEN — UA PLUS. W celu uniknigcia tego
efektu nalezy zastosowa¢ si¢ do zalecef zawartych
w instrukeji: 51_03_24_001_ACCENT-200_CARRYOVER.
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WARTOSCI PRAWIDLOWE 3 Odtwarzalnosé Srednia | SD | CV
surowica / osocze mg/dl pmol/l (day to day [mg/dl] | [mg/dl] | [%]
kobiety 2,5-6,8 149 — 405 ACCENT-200 poziom 1 4,65 0,13 2,76
mezezyzni 3,6-77 214 — 458 11 GEN n=80 poziom 2 8,56 0,28 3,30
mocz z dobowej zbiorki mg/24h mmol/24h ACCENT MC240 poziom 1 49 0,07 1,4

250 — 750 1,49 — 4,46 n=80 poziom 2 9,5 0,13 1,4

Zalecane jest opracowanie przez kazde laboratorium wiasnych
zakresow ~ wartosci  prawidlowych  charakterystycznych
dla lokalnej populacji.

KONTROLA JAKOSCI

W celu wewnetrznej kontroli jakosci, do kazdej serii
oznaczen, nalezy dotacza¢ nastgpujace kontrole:

CORMAY SERUM HN (Nr kat. 5-172) i CORMAY
SERUM HP (Nr kat. 5-173) - dla oznaczen w_surowicy
CORMAY URINE CONTROL LEVEL 1 (Nr kat. 5-161)
i LEVEL 2 (Nr kat. 5-162) - dla oznaczen w_moczu.
Do kalibracji analizatorow automatycznych: ACCENT-200,
ACCENT-200 II GEN, ACCENT-220S, ACCENT S120,
ACCENT MC240 oraz ACCENT M320 nalezy stosowaé
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;j.
Krzywa  kalibracyjna ~ powinna  by¢  sporzadzana
co 12 tygodni, 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-200 i/lub ACCENT-200 IT GEN
oraz ACCENT MC240. W przypadku przeprowadzenia
oznaczenia na innym analizatorze lub manualnie otrzymane
wyniki moga rézni¢ si¢ od podanych.

= Czulosé
0,31 mg/dl (18,4 umol/l) - ACCENT-200

= LOQ
0,16 mg/dl (9,5 pmol/l) - ACCENT MC240

=  Liniowo$é
do 26,5 mg/dl (1576 pmol/l) - ACCENT-200
do 42 mg/dl (2498,2 umol/l) - ACCENT MC240

Dla wyzszych stezen kwasu moczowego Ww  surowicy
lub osoczu, probke nalezy rozcienczy¢ 0,9% roztworem NacCl,
oznaczenie powtorzyc, a wynik pomnozy¢
przez wspolczynnik rozcienczenia.

= Specyficzno$¢ / Interferencje
Hemoglobina do 1,25 g/dl, kwas askorbinowy do 62 mg/l,
bilirubina do 20 mg/dl i triglicerydy do 1000 mg/dl
nie wptywaja na wyniki oznaczenia.

= Precyzja

Powtarzalnosé¢ Srednia SD (0%

(run to run) [mg/dl] | [mg/dl] | [%]
ACCENT-200 poziom 1 4,74 0,03 0,72
1I GEN n=20 poziom 2 8,70 0,05 0,53
ACCENT MC240 poziom 1 497 0,04 0,77
n=20 poziom 2 9,62 0,05 0,55

ACCENT-200 UA PLUS

= Poréwnanie metody

Poréwnanie wynikow oznaczen kwasu moczowego,
wykonanych na ACCENT-200 (y) i na ADVIA 1650 (x),
z uzyciem 30 probek surowicy, dato nastgpujace wyniki:
y=1,0119 x + 0,041 mg/dl;

R=10,998 (R — wspotezynnik korelacji)

Porownanie wynikow oznaczen kwasu moczowego,
wykonanych na ACCENT-200 (y) i na ADVIA 1650 (x),
z uzyciem 22 probek moczu, dato nastgpujace wyniki:

y =0,8454 x + 1,4363 mg/dl;

R =0,991 (R — wspotczynnik korelacji)

Porownanie wynikow oznaczen kwasu moczowego,
wykonanych na ACCENT MC240 (y) i na ADVIA 1800
(x), z uzyciem 58 probek surowicy, dato nastgpujace wyniki:
y =0,9768 x +0,2281 mg/dl;

R=10,998 (R — wspotczynnik korelacji)

Poréwnanie wynikow oznaczen kwasu moczowego,
wykonanych na ACCENT MC240 (y) i na BS-800 (x),
z uzyciem 65 probek moczu, dato nastgpujace wyniki:
y=1,0165x - 0,3591 mg/dl;

R =0,998 (R — wspdtezynnik korelacji)

UTYLIZACJA ODPADOW
Postgpowac zgodnie z aktualnymi przepisami.
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ACCENT-200 UA PLUS

Cat. No 7-263 (EN)

INTENDED USE

Diagnostic kit with ascorbate oxidase for determination
of uric acid concentration used in automatic analysers:
ACCENT-200, ACCENT-200 II GEN and ACCENT-220S,
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.

uric acid + 2 H20 + 02 == allantoine + CO2 + Ha02
ADPS + 4-aminoantipyrine + 2 H2O2 ﬂuninoneimine dye +4H-0
(coloured compound)

The colour intensity is proportional to the uric acid
concentration.

REAGENTS

Package

1-Reagent 2x31ml
2-Reagent Ix16ml

The reagents, stored at 2-8°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 12 weeks.

Concentrations in the test

buffer PIPES (pH 7.0) 100 mmol/l
4-aminoantipyrine 0.78 mmol/l
ADPS 0.67 mmol/l
ferricyanide potassium 3.8 umol/l
peroxidase (POD) > 38.34 pkat/l
uricase > 1.65 pkat/l
ascorbate oxidase > 66.7 ukat/l
sodium hydroxide <1%
preservative

‘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 PLUS

‘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 II  GEN,  ACCENT-220S there
is a probability of cross-contamination affecting the tests
results: ALBUMIN — UA PLUS, CREATININE - UA
PLUS, HDL DIRECT II GEN — UA PLUS, LDL DIRECT I
GEN — UA PLUS, URINE PROTEINS II GEN — UA PLUS.
To avoid this effect follow the recommendations contained
in the instruction 51 03 24 001 ACCENT-
200_CARRYOVER.

REFERENCE VALUES *

serum / pl mg/dl pmol/l
females 2.5-6.8 149 — 405
males 3.6-77 214 —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: ACCENT-200,
ACCENT-200 II GEN, ACCENT-220S, ACCENT S120,
ACCENT MC240 and ACCENT M320, the CORMAY
MULTICALIBRATOR LEVEL 1 (Cat. No 5-174; 5-176)
and LEVEL 2 (Cat. No 5-175; 5-177) are recommended.
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Deionised water should be used as a calibrator 0.

The calibration curve should be prepared every 12 weeks,
with change of reagent lot number or as required e.g. quality
control findings outside the specified range.

PERFORMANCE CHARACTERISTICS

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

= Sensitivity
0.31 mg/dl (18.4 pmol/l) - ACCENT-200

= LOQ
0.16 mg/dl (9.5 pmol/l) — ACCENT MC240

= Linearity
up to 26.5 mg/dl (1576 umol/l) - ACCENT-200
up to 42 mg/dl (2498.2 pmol/l) - ACCENT MC240

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 1.25 g/dl, ascorbate up to 62 mg/l,
bilirubin up to 20 mg/dl and triglycerides up to 1000 mg/dl
do not interfere with the test.

= Precision

Repeatability Mean SD Ccv

(run to run) [mg/dl] | [mg/dl] | [%]
ACCENT-200 level 1 4.74 0.03 0.72
11 GEN n=20 level 2 8.70 0.05 ]0.53
ACCENT MC240 | level 1 4.97 0.04 |0.77
n=20 level 2 9.62 0.05 |0.55
Reproducibility Mean SD CvV

(day to day [mg/dl] | [mg/dl] | [%]
ACCENT-200 level 1 4.65 0.13 2.76
1 GEN n=80 level 2 8.56 0.28 | 3.30
ACCENT MC240 | level 1 49 0.07 1.4
n=80 level 2 9.5 0.13 1.4

=  Method comparison

A comparison between uric acid values determined
at ACCENT-200 (y) and at ADVIA 1650 (x) using
30 serum samples gave following results:

y=1.0119 x +0.041 mg/dl;

R=0.998 (R — correlation coefficient)

A comparison between uric acid values determined
at ACCENT-200 (y) and at ADVIA 1650 (x) using 22 urine
samples gave following results:

y =0.8454 x + 1.4363 mg/dl;

R=0.991 (R — correlation coefficient)

A comparison between uric acid values determined
at ACCENT MC240 (y) and at ADVIA 1800 (x) using
58 serum samples gave following results:

y=0.9768 x + 0.2281 mg/dl;

R =0.998 (R — correlation coefficient)

ACCENT-200 UA PLUS

A comparison between uric acid values determined
at ACCENT MC240 (y) and at BS-800 (x) using 65 urine
samples gave following results:

y=1.0165 x - 0.3591 mg/dl;

R=0.998 (R — correlation coefficient)

WASTE MANAGEMENT

Please refer to local legal requirements.
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ACCENT-200 UA PLUS

Kar.Ne 7-263 (RUS)

MPEAINOJATAEMOE UCIIOJIb30BAHUE
JlmarHoctiyecknii  Habop ¢ acKopOMHAT — OKCHAA30M
JUIS ONpEJIeNICHNs] KOHIIEHTPAIMK MO4eBOif kucinotsl. Habop
TNpEeaHa3sHa4YCH [UIT HCIIOJB30BAHMA HA aABTOMATHYCCKHX
anamm3atopax: ACCENT-200, ACCENT-200 II GEN,
ACCENT-220S, ACCENT S120, ACCENT MC240
n ACCENT M320.

Pearentsl JOJIKHBI HCIOJIb30BATHCS TOJIBKO
JUIsL  JMarHOCTHKK  in  Vitro,  KBaJu(UUUPOBAHHBIM
11a00paTOPHBIM NEPCOHANOM, B HENAX, UL KOTOPHIX OHH
IpeJHA3HAYCHbl, B  COOTBETCTBYIOIIMX  J1a0OPATOPHBIX
YCIIOBUSIX.

BBEJIEHUE

MoueBasi KHCIIOTa — 3TO MPOAYKT KaTaboNM3Ma ITypHHOB.
Omna TIPOAYIHPYETCSA B TIEYCHU W BBIBOAWTCA W3 OpraHH3Ma
¢ Mouoil. O6a  9TMX  mapameTpa:  KOJHYECTBO
HPOLYLHPYEMOii  MOYEBOH KHCIOTHI M 3(hHEKTHBHOCTH
BBIBOJIMMOTO TIOYKAMH COCJIMHEHHs ONpEeNsieT ypOBEHb
YPaToB CHIBOPOTKE.

TToBBIIICHHBIH YPOBEHh MOYEBOI KHCJIOTBI B CHIBOPOTKE
00BIYHO OBIBACT CBA3aH C TOAArpoH, jeHkemueii, caxapHbiM
JmabeToM, THIepQYHKIHEH NapaluTOBHIHBIX U MIMTOBUIHON
JKEIIE3, TIOUEYHOM HEA0CTAaTOYHOCTEBIO, MOYeKaMEeHHOM
Gorne3Hpr0. Tak Kak KOHIIEHTPAIHS ypaTOB B CHIBOPOTKE H MOYE
3aBHCUT OT KIyOOUYKOBOH (MIBTpAIMM, OMpENENEHHE JTOTO
rapaMeTpa MoJIe3HO /Il MOHUTOPUHTA (DYHKINH [OYEK.

MNPUHIUII METOJA
DH3MMaTUYECKU, KOJIOPUMETPUUYECKUI METO C ypHKa3ol
M EPOKCHIA30MH.

ypukasa
anmantonn + CO2 + H202

Mouesast kucnota + 2 H0 + O;
ozt
ADPS+ 4-amnnoantunupun+2 H2O——pkpacutens xunornmuH + 4H20
(OKpamIeHbIi KOMIUIEKC)

WutencuBHOCTD OKpacKH TIPOTIOPIMOHATIbHA KOHLCHTPAIHN
MOYEBO KHCIIOTBL.

PEATEHTbBI

CocraB Habopa

1-Reagent 2x 31 ma
2-Reagent 1x 16 mx

IIpu  Ttemmepatype  2-8°C,  peareHTBI  COXPaHSIOT
CTa0HIBHOCTh B TEYCHHE BCEIO CPOKA FOJAHOCTH, yKAa3aHHOTO
Ha ymakoBke. CraOuiabHOCTE Ha OOpTy —aHanu3aTtopa
npu 2-10°C cocrapiuser 12 Hexenb.

KoHueHTpaunn KOMIOHEHTOB B PeareHTax
PIPES-6ydep (pH 7,0)
4-aMHHOQHTUIIHPUH

100 MMoIB/1
0,78 MMOIIB/IT

ADPS 0,67 MMOJIB/IT
epponmann Kanms 3,8 MKMOJIB/IT
nepokcuaasa (ITOT) > 38,34 MKKaT/n
ypuKaza > 1,65 MKKat/1
acKOpOMHAT OKCcHIa3a > 66.7 MKKat/I
TUIPOKCH] HATPHUS <1%
KOHCEPBaHT

ACCENT-200 UA PLUS

IIpenocTrepe:xenns: H NPUMeYAHHUS
= IlpenoxpaHATh OT MPSAMBIX  COJHEYHBIX  Jydeil
M 3arpsi3HeHus |
* BHuMmaTenbHO MpouHTaiTe NAacmopT 0e30MmacHOCTH
xumuyeckoi npoaykimu (MSDS), KOTOpbIH COmepKUT
HOAPOOHYI0 MH(GOPMANHMIO O IpaBHIaX Oe30I1aCHOTO
XPaHEHHUS M UCTIOIb30BaHMS TOBapa.
= ]-PeareHT COOTBETCTBYET KPHTEPHSIM KIACCH(PUKAIUI
cornacHo nocranoienuio (EC ) Ne 1272/2008.
Buumanue
H315 BeI3piBaeT pasapakeHHe KOKH.
H319 BrI3bIBaeT cepbE3HOE pa3apakeHHe Ti1as.
P280 Tlonw3oBaTbes 3alUTHBIMI
NepyaTKaMM/3alUTHON  OJICKI0H/CpecTBAME
3aIIUTHI IJ1a3/JIMLA.
P302+P352 Tlpu nonagaHuu Ha KOXYy: IIpOMBITH GOIBIINM
KOJIMYECTBOM BOJIBL.
P305+P351+P338 Ilpu momamanuu B riaza: OCTOPOXHO
HPOMBITH TJIa3a BOJIOW B TeUEHHE HECKONBKUX MHUHYT. CHATH
KOHTAKTHBIC JIMH3BI, €CJIH BbI ITOJIB3YECTECh UMH U €CIIH 3TO
JIeTKO caenaTh. IIpoomKnTh TpOMBIBaHHE TIIa3.

BAOJOTUYECKHA MATEPHAAJI

Moua, coOpaHHasi B TCYEHHE CYTOK, CHIBOPOTKA WM ILIa3Ma
KPOBH B3SITOM Ha remnapuH, 6e3 cleoB TeMoJu3a.

He wucnoms3oBate DJITA, dochatoB u comeii IaBeneBoi
KHCJIOTBL.

an/IFOTOBHeHI/IC MOYH: 9TOOBI n30eKaATh OCaXJICHUA
TIPOU3BOAHBIX MOYCBHHBI BO BpPEMs CyTO‘IHOﬁ CGOPKI/I,
B €MKOCTb st cOopku momectuts 10 mi pactBopa NaOH
(500 r/m). Ilepen ompeneneHueM Mpody CYTOYHONH MOYH
pa3BecTH BOJOH JUCTHUIMPOBAaHHOW B OTHOLIeHMH [:4,
Ppe3yIbTAT ONPE/ICICH S YMHOKHUTD Ha 5.

CBIBOPOTKY U IUIa3My MOKHO XPaHHUTh B TeueHUe 3—5 nHei
npu Temneparype 2-8°C, mbo 6 mecsies npu -20°C.
IIpoOkl MOYM MOXHO XpDaHUTh B TeUeHHWE 3 JHEH mnpn
KOMHATHOMH Temmeparype.

Tem He MeHee PEKOMEHIyeTCsl MPOBEACHHE OIPEAENCHHIT
Ha CBEXKEM OHOJIOTHYECKOM MaTepuane!

MPOLEIYPA OITPEJAEJIEHUSA

1-Reagent u 2-Reagent roToOBBI K UCIIOJIb30BAHUIO.

B kadecTBe OIaHK-pearcHTa PeKOMEHIYeTCsl HCIIONb30BaTh
JICHOHN30BaHHYIO BOTTY.

Heo0xoanmpie neficTBus:

Ipu BbIMONHEHWH aHAMM30B Ha aHanm3atopax: ACCENT-
200, ACCENT-200 II GEN, ACCENT-220S BO03MOXHO
HUCKaXXCHHUEC Ppe3yIpTaTOB aHaJlIn30B, BBI3BAHHOC
IEePEKPECTHBLIM __ 3arpsi3HEHHEM  MEXJIy  peareHTaMH:
ALBUMIN - UA PLUS, CREATININE — UA PLUS, HDL
DIRECT II GEN — UA PLUS, LDL DIRECT II GEN - UA
PLUS, URINE PROTEINS II GEN — UA PLUSYT0GHI
n3bexare SToro sddexra, creayidTe peKOMEHIAIHAM,
conepxammmcs B uHCTpyKImu 51_03_24_001_ACCENT-
200_CARRYOVER.

PE®EPEHTHBIE BEJIMYUHBI °

CBHIBOPOTKA / IJIa3Ma M/t MKMOJIb/J1
SKEHILUHBI 2,5-6,8 149 — 405
MYKYHUHbI 3,6-7,7 214 — 458
MOYa (CyTOYHAas) Mr/24uaca | MMo.Ib/24uaca
250 - 750 1,49 —4.,46
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Kaxmolt nmabopatopuut pexomeHayeTcsi pa3paboTaTtb CBOH
COOCTBEHHBIE HOPMBI, XapakTepHble Juisi 00CIeIyeMoro
KOHTUHI'€HTA.

KOHTPO.JIb KAYECTBA

Jlnd BHYTPEHHEro KOHTPOIS KadecTBa, JUIA KaXmoi cepun
H3MEPEeHHIl, PeKOMEH/IYeTCs HCTIOIb30BaTh:

CORMAY SERUM HN (Kar. Ne 5-172) u CORMAY
SERUM HP (Kar. Ne 5-173) - nOpu_mcciaenoBaHHU
CBIBOPOTKH;

CORMAY URINE CONTROL LEVEL 1 (Kar. Ne 5-161)
u LEVEL 2 (Kar. Ne 5-162) - mpu ucciae/0BaHHM MOYH.
Jns KanuOpoBKU AaBTOMATHYECKUX  AHAJIU3AaTOPOB:
ACCENT-200, ACCENT-200 II GEN, ACCENT-220S,
ACCENT S120, ACCENT MC240 u ACCENT M320,
peKoMeHIyeTcs HCIIOJIb30BATh CORMAY
MULTICALIBRATOR LEVEL 1 (Kar.Ne 5-174, 5-176)
u LEVEL 2 (Kar.Ne 5-175, 5-177).

B kauectBe 0-kammOpaTopa peKOMEHIYeTCs HCHOIb30BaTh
JICMOHU30BAHHYIO BOJTY.

KanuOpoBouHyl0 KpHBYIO CIEIyeT COCTaBISTb KaXIble
12 Hemenb, NpU KaXKIOW CMEHE JIOTAa peareHTa WM IpU
HEOOXOAMMOCTH, HAIpUMEp, €CIIH PE3YJbTaThl KOHTPOIS
KadyecTBa He MONAAaloT B ped)epeHCHbIl JUaa3oH.

XAPAKTEPUCTHUKHA ONNPEJEJIEHUA

OTH METPONOrHYEeCKUE XapaKTEPUCTHKH OBLIM TIOTydeHBI
NpU  MCTIONB30BAHWM  ABTOMATHUECKHX  AHAIM3aTOPOB:
ACCENT-200 n/unn ACCENT-200 11 GEN
n ACCENT MC240. Pe3ynsTaTsl, HOTy4eHHBIE Ha APYTHX
AHAJIN3aTOPAX M BPYUHYIO, MOTYT OTJIHYAThCS.

"  YyBCTBHTEJIHHOCTH
0,31 mr/mn (18,4 mxmouns/i) - ACCENT-200

= LOQ
0,16 mr/mn (9,5 mxmonbs/m) — ACCENT MC240

= JluneiiHoCTH
110 26,5 mr/an (1576 mxmons/n) - ACCENT-200
10 42 mr/an (2498,2 mxmons/m) — ACCENT MC240

B ciydae Gonee BEICOKMX KOHIEHTPALMil MOYEBOH KHMCIOTHI
B CHIBOPOTKE JHOO IUTa3Me, mpoOy CclieayeT pa3BecTH
0,9% p-pom NaCl, HOBTOPUTH OHpeNEIeHNE, a Pe3yiIbTaT
YMHOXHTb Ha KO3(OUIHEHT pa3BeICHUS.

= Cnemuduunocts / UnTephepermun

I'emorno6un no 1,25 r/mn, ackop6ar g0 62 Mr/n, 6umupyouH
10 20 mr/mn u tpurnuuepuast 10 1000 Mr/an He BIMSIOT
Ha Pe3yJIbTAThI OIPEICICHUI.

=  Tou4HocTh

IoBTOpsiemocTh Cpennee SD Ccv

(MeXy CepusiMH) [mr/mn] | [mr/on] | [%]
ACCENT-200 II GEN ypoBeHb 1 4,74 0,03 0,72
n=20 YPOBEHb 2 8,70 0,05 0,53
ACCENT MC240 ypoBeHb 1 4,97 0,04 0,77
n=20 YPOBEHb 2 9,62 0,05 0,55
BocnpousBoaumocts Cpennee SD Ccv

(130 JIHs1 B JICHb) [mr/mn] | [mr/ma] | [%]
ACCENT-200 1GEN | yposenn 1 | 4,65 0,13 | 2,76
n=80 ypoBeHs 2 8,56 0,28 3,30
ACCENT MC240 ypoBeHb 1 49 0,07 1,4
n=80 YpOBEHB 2 9,5 0,13 1,4

ACCENT-200 UA PLUS

= CpaBHeHHe MeTO/Ia

CpaBHEHHE pEe3yJIbTATOB ONPEJEICHHS MOYEBOH KHCIOTHI
nony4yeHHblx ~ Ha  aHammzarope  ACCENT-200 (y)
u Ha ADVIA 1650 (x) c¢ ucnosns3oBanueM 30 00pasios
CBIBOPOTKH JIAJI0 CIEAYIOIIUE PE3yIIbTAThI:

y=1,0119 x + 0,041 mr/mr;

R=10,998 (R — K03 DHUIMEHT KOPPEISAIIH)

CpaBHEeHHE pE3y/IbTATOB ONMPEACICHHS MOYEBOW KHCIOTHI
nonydeHHbIX ~Ha  aHammzatrope  ACCENT-200 (y)
u Ha ADVIA 1650 (x) ¢ ucmons3oBaHueM 22 00pa3sioB
MOUYH JIaJI0 CIICAYIOLINE PE3yIbTaThl:

y=0,8454 x + 1,4363 mr/a;

R=0,991 (R — K09 DHUIHEHT KOPPEISLHH)

CpaBHEHHE Pe3yJIbTATOB OMPEICNCHHSI MOYEBOI KHCIOTHI
nony4yeHHbIX Ha anHaimm3atope ACCENT MC240 (y)
u Ha ADVIA 1800 (x) ¢ mucmone3oBaHueM 58 00pasios
CBIBOPOTKH JIaN0 CIEAYIOIIHE PE3YIbTAThI:

y=0,9768 x + 0,2281 mr/am;

R=0,998 (R — K03 HHLIHEHT KOppPeSLHI)

CpaBHEHHE DE3y/IbTaTOB ONPENEICHHS MOYEBOH KUCIOTBI
nony4yeHHblx Ha anaimm3atope ACCENT MC240 (y)
u Ha BS-800 (x) ¢ ucrnonb3oBanueM 65 006pa3LoB MOYH A0
CIIETYIOIINE PEe3yIIbTaThI:

y=1,0165 x — 0,3591 mr/mr;

R=10,998 (R — K03 DHUIMEHT KOPPEISAIIH)

YTUJIU3ALUSI OTXOJ0B
B coorBercTBUH € TOKaNBHBIMU TPEOOBAHUSIMHU.
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ACCENT-200 UA PLUS

PROGRAM NA ANALIZATOR / APPLICATION for / ATAITALUA nasi:

e ACCENT-200

Parameters

Test Name UA PLUS R1 200

Test No 58 R2 50

Full Name Uric Acid plus Sample Volume 4

Reference No | 58 R1 Blank

Analy. Type | Endpoint Mixed Reag. Blank

Pri. Wave. 546 nm Concentration 031 [26.5

Secon. Wave. | 670 nm Linearity Limit

Trend Ascending Substrate Limit

Reac. Time 2 ]18 Factor

Incuba. Time |10 D Prozone check

Unit mg/dl

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

Calibration Rule

Rule Multi-point Linear

Sensitivity 1

Replicates 3

Interval (day) 84

Difference Limit 0

SD 0

Blank Response | 0| 50000

Error Limit 0

Coefticient 0

e ACCENT-200 II GEN

Parameters

Test Name UA PLUS R1 200

Test No 58 R2 50

Full Name Uric Acid plus Sample Volume 4

Reference No | 58 R1 Blank

Analy. Type | Endpoint Mixed Reag. Blank

Pri. Wave. 546 nm Concentration 0.08 [26.9

Secon. Wave. | 670 nm Linearity Limit

Trend Ascending Substrate Limit

Reac. Time 2 [18 Factor

Incuba. Time |10 D Prozone check

Unit mg/dl

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

Calibration Rule

rC | | Abs]| |

Rule Multi-point Linear
Sensitivity 1

Replicates 3

Interval (day) 84

Difference Limit 0

SD 0

Blank Response 0 [50000

Error Limit 0

Coefficient 0

ACCENT-200 UA PLUS

e ACCENT-2208

Parameters

Test UA PLUS R1 200

No 58 R2 50

Full Name Uric Acid plus Sample Volume 4
Standard No | 58 R1 Blank

Reac. Type Endpoint Mixed Rtg. Blank

Pri. Wave. 546 nm Linearity Range 0.08 |36
Sec. Wave. 670 nm Linearity Limit

Direction Increase Substrate Limit

Reac. Time 2119 Factor

Incuba. Time |11 |:| Prozone check

Unit mg/dl

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

Calibration Rule
Rule

Sensitivity
Replicates
Interval (day)
Difference Limit
SD

Blank Response
Error Limit
Coefticient

51_03_03_065 01

PC

| |

Abs | |

Multi-point Linear

1

3

4

8
0
0
0 [50000
0
0

e ACCENT S120
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Chem [ UA PLUS ] No.[ 058 ] Sample Type
Chemistry [ UA PLUS | 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 E
Standard ’iﬂ% uL ’E‘M‘ ulL Diluent R1 luL
Decreased | 32 | uL [ 20 Jur [_180 ] uL R2 uL
Increased [ J uL | JuL | ns
l:l Sample Blank Auto Rerun
Linearity range (Standard) ] 0.15 ‘ ] 40 ] Linearity Limit | |
Linearity Range (Decreased) \ \ \ \ Substrate Depletion [ ]
Linearity Range (Increased) \ [ | Mixed Blank Abs [ -40000 ] 40000 ]
RI Blank Abs [ 40000 |  [__40000 ] On-board Stability [ | Dav(s)
Blank Response [ 40000 | [ 40000 | Reagent Alarm Limit I:l
Twin Chemistry | | 1 Enzyme Linear Extension
l:[ Prozone Check
oo [ 1 o2 [T vi LI o3[ | o4 [ | v [ 10
os 1 o6 [ 1 v3 101 e | | pc2 | | [ I
:l Sample Pretreatment :l Control Pretreatment l:l Calibrator Pretreatment
[ ] Pretreat Sample Vol I:[ ul Pretreat Sample Vol I:l ul
CALIBRATION SETTINGS AUTO CALIBRATION
Math model [ Multi-point linear | I:l Bottle Changed
Factor [:l Renlicates |:| Lot Changed
I:l Cal Time
ACCEPTANCE LIMITS
Cal Time :l Hour
Slooe Diff | sp [ ]
Sensitivity |:| Repeatability
Deter Coeff :l
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ACCENT-200 UA PLUS

e ACCENT MC240

e ACCENT M320

Chem [ UA PLUS | No.[_058 ] Sample Type [ SERUM/ URINE
Chem [ UA PLUS | No.[_ 058 ] Sample Type [ SERUM/ URINE Chemistry [UA PLUS | Print name [ UA PLUS
Chemistry [ UA PLUS ] Print name [ UA PLUS Reaction Type | Endpoint Reaction Direction
Reaction Type [ Endpoint | Reaction Direction Pri Wave | 546 nm | Sec Wave
Pri Wave [ 546 nm ] Sec Wave Unit [ mg/dL | Decimal
Unit [ mg/dL ] Decimal Incubation Time
Incubation Time Blank Time [ -3 | [ -1 | Reaction Time
Blank Time [ -3 | [-1 | Reaction Time Sample Vol Aspirated Diluent Reagent Vol
. . Standard 24 uL uL uL Rl uL
Sample Vol Aspirated Diluent Reagent Vol
Standard 32 ne ul ne R1 ne Decreased [ 24 | L | 20 lue [ 180 JuL R2 uL
D d| 32 ] uL | 20 JuL [ 180 ] uL R2 uL Increased [ ] uL [ JuL | ] uL
Increased [ [ L | JuL | | uL [ sample Blank Auto Rerun
I:l Sample Blank Auto Rerun
Linearity range (Standard) | 0.16 ‘ ‘ 59 ‘ Linearity Limit | |
Linearity range (Standard) ‘ 0.16 | | 42 | Linearity Limit | | Linearity Range (Decreased) [ | [ | Substrate Depletion | |
Linearity Range (Decreased) [ | [ ] Substrate Depletion [ ] Linearity Range (Increased) [ | [ | Mixed Blank Abs [ -35000 ] [35000 ]
Linearity Range (Increased) \ 1 | Mixed Blank Abs [ 35000 ] [ 35000 ] R1 Blank Abs [ -35000 | [ 35000 ] On-board Stability ] Dav(s)
R1 Blank Abs 35000 |  [__35000 | On-board Stability ] Dav(s) Blank Response [ -35000 | [ 35000 ] Reagent AlarmLimit [ ]
Blank Response | -35000 | [ 35000 ] Reagent Alarm Limit [ ] Twin Chemistry [ | [ Enzyme Linear Extension
Twin Chemistry | | [ Enzyme Linear Extension [ Prozone Check
[ Prozone Check o [ 02 C 1 vi 00 o3 | ] o4 | ] V2 I
oo 1 o [—1 wvi LI o3[ | o4 | ] v [ 1[C 1 os [ 1 oo [ 1 v3s LT 1rc | ] pc2 | | L 101
os [ 1] 06 1 wv3 [0 ect | | pc2 | ] 1 [ Samle Pretreatment [T Control Pretreatment [ calibrator Pretreatment
[ Samle Pretreatment [ Control Pretreatment [ Calibrator Pretreatment [ I Pretreat Sample Vol [ ] L Pretreat Sample Vol | uL
[ | Pretreat Sample Vol I: ul Pretreat Sample Vol I:' ul CALIBRATION SETTINGS AUTO CALIBRATION
CALIBRATION SETTINGS AUTO CALIBRATION Math model | Multi- point linear ] [ 1 Bottle Changed
Math model [ Multi-point linear | [ 1 Bottle Changed Factor 1 Renlicates [ 1 LotChanged
Factor |:| Replicates \:| Lot Changed l:l Cal Time
. ACCEPTANCE LIMITS
Cal Time . [ —
ACCEPTANCE LIMITS Cal Time Hour
Cal Time :l Hour Slope Diff :l SD :I
Slope Diff — sp [ ] Sensitivity I:l Repeatability
Sensitivity [T Repeatability [35000 Deter Coeff  [_]
Deter Coeff :l
Data wydania / Date of issue / [laTa co3nanus:. 10.2019
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