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PRESTIGE 241 LQ UA

Nr kat. 4-208, 4-408 (PL)

ZASTOSOWANIE

Zestaw  diagnostyczny z  oksydaza askorbinianowa
do oznaczania stgzenia kwasu moczowego, przeznaczony
do wykonywania oznaczen na automatycznych analizatorach
biochemicznych Prestige 24i, Biolis 24i, Prestige 24i
Premium, Biolis 24i Premium oraz Biolis 30i

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§é¢
powstajacego kwasu moczowego, jak i efektywnos¢ jego
wydalania przez nerki, maja wpltyw na zawarto$¢ moczanow
we krwi. Podwyzszony poziom kwasu moczowego moze by¢
spowodowany dna moczanowa, biataczka, cukrzyca,
nadczynno$cig tarczycy lub przytarczyc, niewydolnoscia
lub kamica nerek. Stgzenie kwasu moczowego we krwi
zalezy od  przesgczania  klgbuszkowego i jest
wykorzystywane do monitorowania funkcji nerek.

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

urykaza

kwas moczowy + 2 H2O + O2 allantoina + CO2 + H,02

POD
ADPS + 4-aminoantypiryna + 2 Hx0> —® chinonoimina + 4H,0

(barwny produkt reakcji)
Intensywno$¢ zabarwienia jest wprost proporcjonalna do stgzenia

kwasu moczowego.

ODCZYNNIKI
Sklad zestawu
Nr kat. 4-208 Nr kat. 4-408

(statyw-24) (statyw-36)
1-Reagent 6 x 40 ml 8x 23 ml
2-Reagent 6x12,5ml 8x7,5ml
Tlo$¢ testow
Prestige 24i 1070 810
Biolis 24i Premium 1320 1000
Biolis 30i 1290 1000

Odczynniki przechowywane w temp. 2-8°C zachowuja
trwalo$¢ do daty wazno$ci podanej na opakowaniu.

Stezenia skladnikow 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)
stabilizatory, konserwanty, detergent

< 120 mmol/l
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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 pmol/l
wodorotlenek sodu <04 %

stabilizatory, konserwanty, detergent

Ostrzezenia i uwagi
= Chroni¢ przed bezposrednim $wiatlem stonecznym
i zanieczyszczeniem!
= Nalezy zapozna¢ si¢ z Kartg charakterystyki (MSDS),
ktora zawiera szczegdtowe informacje dotyczace zasad
bezpiecznego przechowywania i stosowania wyrobu.
= |-Reagent spelia kryteria klasyfikacji zgodnie
z rozporzadzeniem (WE) nr 1272/2008.
Uwaga
H315 Dziata drazniaco na skore.
H319 Dziata drazniaco na oczy.
P280 Stosowa¢ rgkawice ochronne/odziez
ochronna/ ochrong oczu/ochrong twarzy.
P302+P352 W PRZYPADKU KONTAKTU ZE SKORA:
Umy¢ duzg iloscig wody z mydtem.
P305+P351+P338 W PRZYPADKU DOSTANIA SIE DO
OCZU: Ostroznie ptuka¢ woda przez kilka minut. Wyjaé
soczewki kontaktowe, jezeli sa i mozna je latwo usunaé.
Nadal ptukaé.

MATERIAL BIOLOGICZNY

Mocz z dobowej zbiodrki, surowica lub osocze krwi pobranej
na heparyng bez sladow hemolizy.

Nie stosowa¢ EDTA, fluorkow i szczawianow.

Przygotowanie = moczu:  aby  zapobiec ~ wytracaniu
moczanéw podczas dobowej zbidrki moczu do naczynia
przeznaczonego do zbiorki nalezy doda¢ 10 ml roztworu NaOH
(500 g/1). 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 temp. -20°C.

Probki moczu z dobowej zbiorki moga by¢ przechowywane
do 3 dni w temperaturze pokojowej.

Jednak polecamy wykonanie badan na $wiezo pobranym
materiale biologicznym!

WYKONANIE OZNACZENIA

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

1-Reagent nalezy ustawi¢ w pozycji podstawowej w statywie

odczynnikowym.

2-Reagent nalezy ustawi¢ w pozycji startowej w statywie

odczynnikowym.

Do wykonania proby zerowej nalezy uzywaé¢ wody

dejonizowane;j.

Wymagane dzialania:

= Biolis 24i Premium: W przypadku wykonywania
oznaczen na analizatorze, moze wystapi¢, wptywajacy
na wyniki oznaczen, efekt przeniesienia pomigdzy
odczynnikami: CREATININE — UA, GGT — UA, HDL
DIRECT - UA, LDL DIRECT - UA, URINE
PROTEINS - UA.
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W celu uniknigcia tego efektu nalezy zastosowac si¢ do
zalecen zawartych w instrukeji:
51 03 24 008 BIOLIS_24i PREMIUM_CARRYOVER.
= Biolis 30i: W przypadku wykonywania oznaczen
na analizatorze, moze wystapi¢, wptywajacy na wyniki
oznaczefi, efekt przeniesienia pomiedzy odczynnikami:
UA — URINE PROTEINS, CREATININE - UA, HDL
DIRECT — UA, LDL DIRECT - UA. W celu uniknigcia
tego efektu nalezy zastosowac¢ si¢ do zalecen zawartych
w instrukcjiz 51_03 24 009 BIOLIS_30i CARRYOVER.

WARTOSCI PRAWIDLOWE 5

= Precyzja
Powtarzalno$é (run to run) | Srednia SD (&\%
n=20 [mg/dl] | [mg/dl] [%]
poziom 1 4,87 0,06 1,27
poziom 2 9,35 0,06 0,67
Odtwarzalnos¢ (day to day) | Srednia SD CvV
n=380 [mg/dl] | [mg/dl] [%]
poziom 1 4,86 0,07 1,5
poziom 2 9,19 0,12 1,3

surowica / osocze mg/dl pmol/l
kobiety 2,5-6,8 149 — 405
mezcezyzni 36-17,7 214 —458
mocz z dobowej zbiorki mg/24h mmol/24h
250 — 750 1,49 — 4,46

Zalecane jest opracowanie przez kazde laboratorium
wiasnych zakresow warto$ci prawidtowych
charakterystycznych dla lokalnej populacji.

KONTROLA JAKOSCI

W celu wewngtrznej kontroli jakosci, do kazdej serii
oznaczef,, nalezy dotacza¢ surowice kontrolne CORMAY
SERUM HN (Nr kat. 5-172) i CORMAY SERUM HP
(Nr kat. 5-173) dla oznaczen w surowicy oraz CORMAY
URINE CONTROL LEVEL 1 (Nr kat. 5-161)
i LEVEL 2 (Nr kat. 5-162) dla oznaczen w moczu.

Do kalibracji analizatorow automatycznych nalezy stosowaé
CORMAY MULTICALIBRATOR LEVEL 1
(Nr kat. 5-174;5-176) i LEVEL 2 (Nr kat. 5-175;5-177).
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 analizatora
automatycznego Biolis 30i. W przypadku przeprowadzenia
oznaczenia na innym analizatorze lub manualnie otrzymane
wyniki moga rézni¢ si¢ od podanych.

= LoB (granica Slepej préby):
0,04 mg/dl (2,38 pmol/l)

= LoD (granica wykrywalnosci):
0,09 mg/dl (5,35 pmol/l)

= LoQ (granica oznaczalnosci):
0,3 mg/dl (17,84 umol/l) — surowica/osocze
0,14 mg/dl (8,33 umol/l) — mocz

= Liniowosé:
do 40 mg/dl (2379,2 pmol/l) — surowica/osocze
do 56 mg/dl (3330,88 pmol/l) — mocz

Dla wyzszych stezen, w surowicy lub osoczu, probke nalezy
rozcienczy¢ 0,9% roztworem NaCl, oznaczenie powtdrzy¢,
a wynik pomnozy¢ przez wspotczynnik rozcienczenia

=  Specyficzno$¢ / Interferencje

Hemoglobina do 5 g/dl, kwas askorbinowy do 30 mg/dl - dla
oznaczefh w surowicy, kwas askorbinowy do 50 mg/dl - dla
oznaczefi w moczu, bilirubina do 20 mg/dl i triglicerydy
do 1000 mg/dl nie wptywaja na wyniki oznaczenia.
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= Poréwnanie metody

Poréwnanie  wynikow oznaczen kwasu moczowego
wykonanych na Biolis 30i (y) i na BECKMAN COULTER
AU680 (x), z uzyciem 60 probek surowicy, dato nastgpujace
wyniki:

y=0,973 x + 0,386 mg/dl;

R=10,999 (R — wspdtezynnik korelacji)

Porownanie  wynikow  oznaczen kwasu moczowego
wykonanych na Biolis 30i (y) i na BECKMAN COULTER
AUG680 (x), z uzyciem 34 probek osocza, dato nastgpujace

wyniki:
y=0,9416 x + 0,4715 mg/dl;
R =0,995 (R — wspotczynnik korelacji)

Porownanie  wynikow  oznaczen kwasu moczowego
wykonanych na Biolis 30i (y) i na BECKMAN COULTER
AU680 (x), z uzyciem 30 probek moczu, dalo nastgpujace

wyniki:
y=1,0126 x — 0,1377 mg/dl;
R=0,997 (R — wspotezynnik korelacji)

UTYLIZACJA ODPADOW
Postgpowac zgodnie z aktualnymi przepisami.
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PRESTIGE 241 LQ UA

Cat. No 4-208, 4-408 (EN)

INTENDED USE

Diagnostic kit with ascorbate oxidase for determination
of uric acid concentration used in automatic analysers
analysers Prestige 24i, Biolis 24i and Prestige 24i Premium,
Biolis 24i Premium, Biolis 30i.

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 H2O + O ——p  allantoine + CO2 + H202
ADPS + 4-aminoantipyrine + 2 HzOzﬂb quinoneimine dye + 4H.0

(coloured compound)

The colour intensity is proportional to the uric acid
concentration.

REAGENTS
Package
Cat. No 4-208 Cat. No 4-408
(24-TRAY) (36-TRAY)
1-Reagent 6 x 40 ml 8 x 23 ml
2-Reagent 6x 12.5 ml 8x7.5ml

The reagents when 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 <0.8%
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 pkat/l
ferricyanide potassium <22.8 umol/l
sodium hydroxide <04 %

stabilizers, preservatives, detergent
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‘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.
= 1-Reagent meeting the criteria for classification in
accordance with Regulation (EC) No 1272/2008.
‘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.

1-Reagent put on basic position in reagent tray.

2-Reagent put on start position in reagent tray.

For reagent blank deionized water is recommended.

Actions required:

= Biolis 24i Premium: When performing assays
in the analyser, there is a probability of cross-
contamination affecting  the  tests results:
CREATININE — UA, GGT — UA, HDL DIRECT — UA,
LDL DIRECT - UA, URINE PROTEINS - UA.
To avoid this effect follow the recommendations
contained in the instruction 51_03_24 008_BIOLIS
24i PREMIUM_CARRYOVER.

= Biolis 30i: When performing assays in the analyser,
there is a probability of cross-contamination affecting
the tests results: UA — URINE PROTEINS,
CREATININE — UA, HDL DIRECT - UA, LDL
DIRECT - UA. To avoid this effect follow
the recommendations contained in the instruction
51_03_24 009_BIOLIS 30i_CARRYOVER.

REFERENCE VALUES *

serum / pl mg/dl pmol/l
females 25-6.8 149 — 405
males 3.6-77 214 —458

str. / page / ctp. 3/9

51_03_05_065_01

‘ 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,
with each batch of samples, the CORMAY SERUM HN
(Cat. No 5-172) and CORMAY SERUM HP (Cat. No 5-173)
for determination in serum or 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 systems
the  CORMAY MULTICALIBRATOR LEVEL 1
(Cat. No 5-174; 5-176) and LEVEL 2 (Cat. No 5-175; 5-177)
is recommended.

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

PERFORMANCE CHARACTERISTICS

The following results have been obtained using the
automatic analyser Biolis 30i. Results may vary if a different
instrument or a manual procedure is used.

=  LoB (Limit of Blank):
0.04 mg/dl (2.38 pmol/l)

= LoD (Limit of Detection):
0.09 mg/dl (5.35 pmol/l)

= LoQ (Limit of Quantitation):
0.3 mg/dl (17.84 umol/l) — serum/plasma
0.14 mg/dl (8.33 umol/l) — urine

= Linearity:
up to 40 mg/dl (2379.2 pmol/l) — serum/plasma
up to 56 mg/dl (3330.88 umol/l) — urine

For higher concentration, 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 (run to run) Mean SD (6)%
n=20 [mg/dl] | [mg/dl] | [%]

level 1 4.87 0.06 1.27
level 2 9.35 0.06 0.67
Reproducibility (day to day) Mean SD CV
n=280 [mg/dl] | [mg/dl] | [%]

level 1 4.86 0.07 1.5
level 2 9.19 0.12 1.3

= Method comparison

A comparison between uric acid values determined
at Biolis 30i (y) and at BECKMAN COULTER AU680 (x)
using 60 serum samples gave following results:

y=0.973 x + 0.386 mg/dl;

R =0.999 (R — correlation coefficient)
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A comparison between uric acid values determined
at Biolis 30i (y) and at BECKMAN COULTER AU680 (x)
using 34 plasma samples gave following results:

y=0.9416 x + 0.4715 mg/dl;

R=0.995 (R — correlation coefficient)

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

y=1.0126 x — 0.1377 mg/dl;

R =0.997 (R — correlation coefficient)

WASTE MANAGEMENT

Please refer to local legal requirements.

LITERATURE

1. Thefeld C. et al.: Dtsch. Med. Wschr. 98, 380-384
(1973).

2. Barham D., Trinder P.: Analyst 97, 142-145 (1972).

3. Fossati P., Prencipe L., Berti G.: Clin. Chem. 26/2, 227-
231 (1980).

4. Henry R.J.: Clinical Chemistry, Harper & Row
Publishers Inc., New York (1974).

5. Kaplan L.A., Pesce A.J. ed. Chemistry Theory,
Analysis, and Correlation, 3rd ed. St Louis, MO:
Mosby, 501-2 (1996).

6. Tietz N.W., ed. Clinical Guide to Laboratory Tests, 3rd
ed. Philadelphia, PA: WB Saunders, 624, (1995).

Date of issue: 04.2021.

str. / page / ctp. 4/9

51_03_05_065_01



PZ CORMAY S.A.

ul. Wiosenna 22,

05-092 Lomianki, POLSKA
tel.: +48 (0) 81 749 44 00
fax: +48 (0) 81 749 44 34
http://www.cormay.pl

W
C€  cormav
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Kar.Ne 4-208, 4-408 (RUS)

MNPEAINIOJATAEMOE UCITIOJIb30BAHUE
Jluarnoctuueckuit Habop ¢ ackopOMHAT OKCHAA30M At
OIpeaeICHUsA KOHIICHTpaluuun MOYEBOM KHCIIOTBI.
NpeAHa3sHa4YCH Ui UCIOJIb30BaHMS HAa AaBTOMATHUYECKUX
ananmzaropax Prestige 24i, Biolis 24i, Prestige 24i Premium,
Biolis 24i Premium u Biolis 30i.

PeareHThl J0JKHBI HCIIONB30BAThCS TOJBKO IS IUATHOCTHKH
in vitro, KBaIM(QUIMPOBAHHEIM J1a0OPATOPHBIM IIEPCOHAIIOM,
B IeNAX, JUII  KOTOPBIX ~ OHM  TpEJHA3HAYCHBI,
B COOTBETCTBYIOIIHX J1A00PATOPHBIX YCIOBHSX.

BBEJEHUE

MoueBast KHCIOTa — 9TO MPOAYKT KaTabONM3Ma ITypHHOB.
OHa npoxyuupyercs: B MEUEHH U BBIBOIUTCS U3 OPraHM3Ma C
Mouoii. Oa 3THX mapaMerpa: KOJIUYECTBO MPOAYLHPYEeMOit
MOYEBOM KHCIOTHL U 3 HEeKTUBHOCTD BHIBOJUMOTO IOUKAMU
COCJIMHEHHS OIPeJieIsieT YPOBEHb YPAaTOB CHIBOPOTKE.
IToBBIICHHBIH YPOBEHb MOYEBOH KHCIOTHI B CBIBOPOTKE
00BIYHO OBIBACT CBSA3aH C MOJATPOH, NeHKeMueH, caxapHbIM
JabeToM, runepdyHKIHeH MapaIuTOBHIHBIX
U IIMTOBHIHOH JKele3, IIOYEYHOH HEeJOCTaTOYHOCTHIO,
MoueKkaMeHHOH Ooine3Hblo. Tak Kak KOHLEHTpaLus ypaToB
B CBIBOPOTKE M MOYE 3aBHCHT OT KIIyOOUKOBOIl (pHIbTpanuy,
OIpeJeNeHue ITOT0 MapaMerTpa MOJNE3HO Ui MOHUTOPHHIA
¢yHKIMY TOYEK.

MNPUHIUII METOJA
DOH3MMAaTHYECKHUii, KOJOPUMETPUUECKUII METOJ ¢ ypuKa3oit
U NIEPOKCHUIIA30M.

ypukasa
Mouesast kucora + 2 HoO + 0 P amtantons + CO: + H0

Toj(
ADPS+ 4-avmnoanTnmupus+2 HoO2 g, kpacutens xusoHumut+ 4H0
(OKpalIeHbli KOMIUIEKC)

HurencuBHOCT OKpacKyd TNpONoOpHHUOHAIbHA KOHLICHTpAUWH
MOUYEBOH KHUCJIOTBIL.

PEATEHTbBI
CocraB Habopa
Kar.Ne 4-208 Kar.Ne 4-408
(mraTus-24) (mraTuB-36)
1-Reagent 6 x 40 mn 8x23 ma
2-Reagent 6x 12,5 M 8x 7,5 mn

Ilpu  temmeparype  2-8°C,  peareHTbl  COXPaHSIOT
CTaOMIPHOCTh B TEUEHHE BCETO CPOKA FOJHOCTH, YKa3aHHOTO
Ha yIaKoBKe.

KOHIIeHT])aHl/ll/l KOMIIOHEHTOB B peareHrax

1-Reagent

acKOpOMHAT OKCUIa3a < 104 mxkat/n
nepoxcunasa (ITO1) < 22,4 MKKat/n
4-aMHHOQHTUITHPUH <1,2 MMOJTB/TT
THAPOKCHJT HATPUS <0,8%

PIPES-6ydep (pH 7,0)
CTa6PUTPl3aTOpBI, KOHCEPBAHTHI, IETCPTCHT

< 120 mmouns/n
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2-Reagent

PIPES-6ydep (pH 7,0) < 60 MMOITB/1T
ADPS <2 MMOTB/T
ypHKasa < 9,9 MKKaT/I
depponmanua Kamus < 22,8 MKMOJIB/T
THPOKCHJL HATPUS <04 %

CTaOMIN3aTOPbI, KOHCEPBAHTBI, AE€TEPreHT

Ipenynpexnenns ¥ NpUMeYaHUs
= IIpenoxpaHsaTh OT HPSMOIO CBETA H 3arps3HeHus!
= DBHuMaTenbHO MNPOYMTANWTE MACIOPT OE30MACHOCTH
xumuyeckoi npoxykumu (MSDS), KOTOpBIH CORepKUT
moipoOHyI0 MH(OPMAIMIO O MpaBHIaX 6e30MacHOro
XPaHEHHUs U MCTIOIb30BAHUSI TOBAPA.
= ]-PeareHT COOTBETCTBYET KPUTEPHSM KIACCH(UKALIMI
cornacHo nocranosienuto (EC ) Ne 1272/2008.
Bunmanue
H315 BeI3biBaeT pazpakeHHe KOKH.
H319 Bei3biBaet cepbE3Hoe pazapaxeHue rias.
P280 ITonb30BaThCs 3aIUTHBIMU
nepuaTKaMH/3alUTHON  OJEKJI0H/CpescTBaMI
3aIIUTHI T71a3/JTHIIA.
P302+P352 Ilpu momaganuu Ha Koxy: IIpoMbITe OombImmm
KOJINYIECTBOM BOJIBI.
P305+P351+P338 Ilpu nomamanmu B rmasa: OcCTOpoxkHO
HPOMBITH IJ1a3a BOJOW B TCUCHHE HECKOIBKUX MUHYT. CHATH
KOHTAKTHBIE JIMH3BI, €CIM BBI MOJB3YETECh UMH M €CIIH 3TO
JIETKO caenaTs. IIpoJomkuTh IPOMBIBAHHE TJ1a3.

BAOJOTUYECKHUA MATEPHAJT

Moua, coOpaHHast B TEUCHHE CYTOK, CHIBOPOTKA HIIM IUIa3Ma
KPOBH, B3ATO Ha IellapuH 6e3 ClIe/IoB TeMOIIn3a.

He wucnoms3oBate DJITA, docdatoB u comeli IuaBeneBoi
KHUCJIOTBI.

IlpuroroBienne MoOYM: 4TOOBI H30EXKAThb  OCAKICHHS
MPOM3BO/IHBIX MOYEBHMHBI BO BpeMsi CYTOYHOH cOOpKH,
B pesepByap i cOopku nomectutb 10 mi pactBopa NaOH
(500 r/m). Ilepen ompeneneHueM mpo0y CYTOYHOH MOYM
pa3BeCTH BOJOH JUCTWUIMPOBAHHOM B OTHOmIEHHH 1:4,
Pe3yJIbTaT OIpeIEeNCHIs YMHOXHTH Ha 5.

ChIBOPOTKY M TIIa3My MOXKHO XPaHHTb B TedeHHe 3—5 JHei
nipu Temneparype 2-8°C, 6o 6 mecsie rpu -20°C.

l'lpo6r)1 MOYH MOXXHO XpaHUTb B TCUCHHE 3 I[Heﬁ npu
KOMHaTHOH Temmepatype. TeM He MeHee pPEKOMEHIyeTCs
TPOBEJICHHE ~ OMpENENEeHNiI Ha CBEKEM OMONOTHYECKOM
Marepuae!

MNPOLEIYPA OITPEJAEJIEHUSA

1-Reagent u 2-Reagent roToBBI K HCIIOTb30BAHHIO.

1-Reagent cremyeT ycTaHOBHUTb Ha INTAaTHB B MO3UIUH

OCHOBHOTO PEareHTa.

2-Reagent ciemyer yCTaHOBHUTh Ha IUTATUB B IO3ULUH

CTapTOBOTO PEareHTa.

B kauecTBe OnaHK-peareHTa PEKOMEHIYETCsl HCIOJIB30BATh

JICHOHM30BAHHYIO BOTY.

Heo0xoanmpie neficTBus:

= Biolis 24i Premium: IIpu BBHIOJHEHNH aHAIU30B Ha
aHATM3aTOpe,  BO3MOXHO HCKaKEHHE pE3ylbTaToB
QHAJIM30B, BBI3BAHHOE MNEPEKPEeCTHbIM 3arpsi3HeHHeM
mexnay pearentamu CREATININE — UA, GGT — UA,
HDL DIRECT — UA, LDL DIRECT - UA, URINE
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PROTEINS - UA. Yro6sl u3bexars 31oro sddekra,
ciaefyiiTe  pPeKOMEHIALMSM,  COACPXKAIIMMCS B
uHCTpyKumu  51_03_24 008 _BIOLIS_24i PREMIUM
CARRYOVER.

= Biolis 30i: ITpu BeImONTHEHNH aHANIM30B HA AHATH3aTOPE,
BO3MOKHO HUCKaXCHHE pe3yJibTaTOB aHaJIU30B,
BBI3BAHHOC IIEPEKPECTHBIM _3arpsi3HEHHEM MKy
pearenramu: UA — URINE PROTEINS, CREATININE
— UA, HDL DIRECT — UA, LDL DIRECT - UA.
Yrobsr  m3bexars  droro  sddekra,  cuemyiire
PEKOMEHIAIMAM,  COJACPXKAIIMMCA B MHCTPYKIIMH
51_03_24_009_BIOLIS_30i_CARRYOVER.

PE®EPEHTHBIE BEJIMYUHBI *

CHIBOPOTKA / IIa3Ma MI/1 MKMOJIB/JT
JKEHIIIHBI 2,5-6,8 149 — 405
MYKUYHHbBI 3,6-17,7 214 — 458
Moua (cyTo4Hast) Mr/244aca MMOJIb/244aca
250 — 750 1,49 — 4,46

Kaxnolt nmabopatopuut pexoMmeHayeTcsi pa3paboTaTb CBOH
COOCTBEHHBIE HOPMBI, XapakTepHble [uisi 00CIeIyeMoro
KOHTUHI'CHTA.

KOHTPOJIb KAYUECTBA

Jlns  BHYTPEHHEro KOHTPOJS KauecTBa  PEKOMEHIyeTCst
HCIONB30BaTh KOHTpoubHBIE chiBopoTkM CORMAY SERUM
HN (Kar. Ne 5-172) 1 CORMAY SERUM HP (Kat. Ne 5-173)
mpu__uccneoBanni _chiBopotkr, 6o CORMAY URINE
CONTROL LEVEL 1 (Kar. Ne 5-161) m LEVEL 2
(Kar. Ne 5-162) npy UcclieIOBaHHAX MOYH, JUTS KaXKIOH Cepun
HM3MEepEHNH.

Jins KaJIMOPOBKH ABTOMATHYECKUX aHATN3aTOPOB
pEKOMeHyeTCs HCIOJBb30BATh CORMAY
MULTICALIBRATOR LEVEL 1 (Kar.Ne 5-174, 5-176)
u LEVEL 2 (Kar.Ne 5-175, 5-177).

KanubpoBky pexomMeH1yeTcst IPOBOIUTE IIPH KXKI0H CMEHE
JIOTa PEeareHTOB M B Clydae HEOOXOAMMOCTH, HAmp. €CIH
pe3yIbTaThl  OHPENEICHHS  KOHTPOJBHBIX  CBHIBOPOTOK
HE MOTaIaf0T B pehepEeHTHBIN NATIa30H.

XAPAKTEPUCTHUKHA ONPEJAEJEHUA
OTH METPONIOTHYECKNE XaPAKTEPUCTHKH OBLTH MOTydEHBI
TMpY  WCHONB30BAHMM  aBTOMATHYECKOTO  AHAIHM3aTopa
Biolis  30i. Pesynwpratel, momydeHHslE Ha  APYTHX
aHAJIN3aTOPAX ¥ BPYUHYIO, MOTYT OTJIMYAThCS.

= LoB (nmpenen 6;1aHka):
0,04 mr/mn (2,38 MKMOJIB/IT)

= LoD (npenes o0Hapy:KeHHs1):
0,09 mr/m (5,35 MKMOITB/IT)

= LoQ (mpejaeJ KOJIM4EeCTBEHHOTO OIpe/ie/IeH s):
0,3 mr/mn (17,84 MKMOITB/1T)- CBIBOPOTKA / TIIa3Ma
0,14 mr/m (8,33 MKMOIIB/1T) - MOYA

= JluneiinocTh:
110 40 mr/mi (2379,2 MKMOJIB/JT)- CHIBOPOTKA / TTa3Ma
10 56 mr/mn (3330,88 MkMoITB/1) - MOya

B ciryuae Oolee BRICOKMX KOHIIGHTpAIHiA, B CBIBOPOTKE JINOO
mna3me, npody ciemyer passectu 0,9% NaCl, moBToputh
ONpesieIeHHe, a pPe3ylabTaT YMHOXKHTh Ha Kod(QuimeHt
pa3BeseHus.

PRESTIGE 24i LQ UA (Il GENERACIJA /Il GENERATION / Il IOKOJIEHUE)

= Cnenuduynocts / UnTepdepennun

I'emornmobun a0 5 r/mm, ackopbar g0 30 wmr/mm s
oIpelesieHdsl ChIBOPOTKH, ackopbar jgo S50 mr/mn mis
ompeneneHuit B Moue, Owmmpybun g0 20 wMmr/mn u
Tpurnuiepuas 10 1000 MI/mn He BIHSIOT HA PE3yNbTaThl
OINpe/eIeHHH. .

=  To4HocTh

IoBTOpsieMocTH Cpenuee SD (6)%
(Mexay cepusmu) n = 20 [mr/nn] [mr/m] [%]
ypoBeHb 1 4,87 0,06 1,27
YpOBeHb 2 9,35 0,06 0,67
Bocnponssoaumocts Cpennee SD (6%
(130 JiHs B JieHb) n = 80 [mr/ma] [mr/m] [%]
ypoBeHs 1 4,86 0,07 1,5
YpOBeHb 2 9,19 0,12 1,3

= CpaBHeHHe MeTO/Ia

CpaBHEHHE DE3yIIbTATOB ONPEACICHHS MOYEBOH KHCIOTBI
MOJyYeHHbIX Ha aHanu3arope Biolis 30i (y) u Ha
BECKMAN COULTER AU680 (x) ¢ ucrioab3oBanrem 60
00pas3sIoB CHIBOPOTKH JAJI0 CIETYIONINE Pe3yIbTaThl:
y=0,973 x + 0,386 mr/mm;

R =0,999 (R — k03 duIenT Koppemsmm)

CpaBHEeHHE pe3yJIbTATOB ONPEETICHHS MOYEBOM KHCIIOTHI
NMOJyueHHbIX Ha aHanusarope Biolis 30i (y) u Ha
BECKMAN COULTER AU680 (x) ¢ ucronb3oBanuem 34
00pasIoB IUIa3Ma a0 CIeAyONUe Pe3yIbTaThl:

y=0,9416 x + 0,4715 mr/m;

R=10,995 (R — K03 ULHEHT KOppeILUn)

CpaBHEHHE DE3yIIbTaTOB ONPEIETCHHS MOYEBOH KHCIOTBI
MONyYeHHBIX Ha aHanm3atope Biolis 30i (y) u Ha
BECKMAN COULTER AU680 (x) ¢ ucnons3oBanuem 30
00pasLoB MOYa a0 CICAYIOLIHE Pe3yIbTaThI:

y=1,0126 x — 0,1377 mr/pmx;

R=10,997 (R — K03 HULHEHT KOppeILUn)

YTUJIU3ALUSA OTXO10B

TlocTynarh COrIaCHO MECTHBIM TPEOOBAHHUSIM.
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o  Prestige 24i Premium, Biolis 24i Premium

PRESTIGE 241 LQ UA

PROGRAM NA ANALIZATORY / APPLICATION for / AHATITALIUS foisi:
e Prestige 24i, Biolis 24i

Item name | 9 ‘ UA ‘
Data information Calibration
Units [ mg/dl \ Type | Linear
Decimals [ 2 | Standard
#1 * #4
Analysis #2 * #5
Type END #3 #6
Main W.Length1 546
Sub W.Length2 700 Normal Range
Method Uricase Male Female
Low High Low High
Corr Serum 3.6 7.7 2.5 6.8
[ Inter \ Urine
Y=[1000 ] X+ [ 0.000 | Plasma 3.6 7.7 2.5 6.8
CSF
Dialysis
Other
Item name | 9 | UA |
Aspiration Data Process
Kind [ Double | Read Absorbance Limit
Start End [ Low [ -0.100
Volume [ Main 53 54 | High [ 3.000
Sample 4 | Sub 30 31
Reagentl 200 ul
Reagent2 50 Factor |Endpoint Limit \2.000
[Blank correction | [Linear Check (%) 0
Third Mix. [ OFF |  Dilution
R1 Blank | Water-Blank | [ Diluent [ 100:Dil2
Monitor Prozone Check
0 Level Point [1 | Start End Limit (%)
Span | 3.000 | First
Second Low
Third Low
Item name ‘ 9 | UA ‘
Auto Rerun SW Auto Rerun Condition (Absorbance)
ON | [ Absorbance Range
| Lower OFF
Auto Rerun Range (Result) | Higher OFF
ON ON
Lower Higher [ Prozone Range [ OFF
Serum 0.16 32
Urine 0.16 60
Plasma 0.16 32
CSF
Dialysis
Other

PRESTIGE 24i LQ UA (Il GENERACJA /Il GENERATION / II [IOKOJIEHHUE)
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Item No. 9 Item Name UA \ Optical
Data information Calibration
Units [ mg/d1 | Type | Linear2
Decimals [ 2 | Std sample conc.
Blank 0 #1 [ * [#2 [ *
Analysis #3 #4 \ | #5 \
Type END method #6
Main Wave Length 546nm
Sub Wave Length 700nm
Method Uricase
Correlation
Slope Intercept
Y=11 X+ 10
Item No. 9 Item Name UA [ Optical
Aspiration Data Process
Kind [ Double Read Start End
Vol. Main 51 52
Kind Vol. Add Units Sub 30 31
Sample 4 5 pl
Reagent 1 160 10 ul Abs.Limit  Low High
Reagent 2 40 10 ul [-0.1 |~ [3
Blank value Correction value
Water Blank | Blank correction
End Point Limit 2
Reaction Monitor Linear Check (%) 0
0 Level Point [1
Span |3 | Prozone Check
Start End Limit (%)
Third mixing First
OFF | Second | Low
Item No. 9 Item Name UA Optical
Normal Range Panic Range
Male Female Male Female
Low High Low High Low High Low High
Serum 3.6 7.7 2.5 6.8 Serum
Urine Urine
Plasma 3.6 7.7 2.5 6.8 Plasma
CSF CSF
Dialysis Dialysis
Other Other
Item No. 9 Item Name UA [ Optical
Auto Rerun SW Auto Rerun Condition (Absorbance)
ON |
[ Lower | OFF
Auto Rerun Range (Conc.) | Higher | OFF
First Dil Low : High : .
Re Value Dil Re Value Dil Auto Rerun Condition (Prozone)
Serum 0.15 32
Urine 0.18 56 [ OFF
Plasma 0.15 32
CSF Dilution
Dialysis [ 100:Di12
Other

PRESTIGE 24i LQ UA (Il GENERACIJA / Il GENERATION / Il [TOKOJIEHHE)
51_03_05_065_01
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PRESTIGE 241 LQ UA
« Biolis 30i
Item no 9 Item name UA Specimen | SERUM/ PLASMA/URINE OPTICAL
Data information Aspiration volume
UNITS | mg/dL | [TYPE Double
DECIMALS | 2 |
SAMPLE REAGENT 1 | REAGENT 2
Analysis [ VOL. (uL) 4 160 40
METHOD END method | BOTTLE (ml)
Main Wave Length 546 nm
Sub Wave Length 700 nm [ FIRST DIL. [ |
CORRELATION (Y= AX + B) Data processing read
A= [1 \ START END
B= [0 | MAIN 52 53
SUB 28 29
Blank value
[« WATER [ ° REAGENT | [ ABSLIMIT
0.1 | TO 3
Calibration
TYPE | Linear 2 ‘ Collection value
STABILITY | [ END POINT [ 25 |
| LINEARITY CHECK (%) [ o |
Prozone check
START END LIMIT (%)
FIRST
SECOND
MINIMUM ABS.
°HIGH MEAN
LOW VARIATE
Item No 9 Item Name UA Specimen | SERUM/PLASMA/URINE OPTICAL
Reference intervals Auto rerun
MALE FEMALE [ [ “ON [ °OFF |
LOW [ HIGH LOW | HIGH
3.6 | 1.7 2.5 | 6.8 Auto rerun range (conc.)
[Re [ Value [ Dil. [ Re [ Value | Dil.
Panic range 0.30 ‘ 40
MALE FEMALE
LOW [ HIGH LOW | HIGH Auto rerun condition (abs.)
DIL.
LOWER | °ON | “OFF
Decision limit HIGH | °ON | *OFF
MALE FEMALE
Auto rerun condition (prozone)
[ °ON \ “OFF |
[ SAMPLE VOL. \ |
Dilution
*DIL 1 [ °DIL 2 |
Reaction check
°ON «OFF
CHECK
LOW
HIGH
VL CHECK VH CHECK
°ON [.OoFF | [ °ON | «OFF

Data wydania / Date of issue / lata co3nanus: 04.2021.
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