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URIC ACID

URIK ASIT
URI-10100 2 x50 mL URI-10180M 4x45mL  URI-10100A2 5x20 mL X . o.g°C
"Mm URI-10300 6x50mL URI-10180P 4x45mL -
URI-10600 6 x 100 mL URI-10240M2 6 x 40 mL
URI-10180A 4 x 45 mL URI-10240M3 6 x 40 mL c €
KULLANIM AMACI
Serumdaki Urik asit miktarinin in vitro olarak belirlenmesi.
METODOLOJI Kor Standart Numune
Bu yontemde Urikaz ve peroksidaz katalizi ile kolorimetrik bir nihai Grlin elde Reaktif 1000 pL 1000 pL 1000 pL
etmek amaciyla Toos kromojeni kullaniimistir. Bu reaksiyonda Uretilen Distile su 25 L - -
kolorimetrik nihai trtinin 520 nm de absorbansi élculur, dlglilen absorbans Standart - 25 uL -
numunedeki urik asit miktari ile orantilidir. Numune - - 25uL

Prensip :
Ornekteki irik asit varliginda asagidaki reaksiyonlar sonucunda renkli bir
kompleks olusur
Urikaz
Urik asit + O, +2 H,0 ——— Allantoin + CO, + H,0,

Peroksidaz
2 H,O, + 4-aminoantipirin + TOOS ——  Kromojen + 4H,0
Urik asit tirikaz katalizi ile allantoin ve hidrojen peroksite déndistirilir.
Hidrojen peroksit, TOOS ve 4-aminoantipirinin birleserek kromojen
olugmasini baslatir. Olusan kromojenin 520 nm de dlglilen absorbansi ve
urik asitten dretilen hidrojen peroksit miktari ile orantilidir.

REAKTIFIN BILESIMi

Aktif igerik Konsantrasyon
TOOS <l mM™m
4-AAP <4 mM
Urikaz 150 U/L
Peroksidaz 12000 U/L
Aktif olmayan stabilizer ve dolgular

pH 7.6+0.2

ikazlar ve Uyanilar:

1. Sadece in vitro teghis igin kullanilir.

2. Reaktifte koruyucu olarak sodyum azid bulunmaktadir.

3. Serum oOrnekleri potansiyel olarak enfeksiyonlu gibi dustinulerek hareket
edilmelidir.

REAKTIFIN HAZIRLANMASI

Bu reaktif kullanima hazirdir.

REAKTIFIN SAKLANMASI.

1. Reaktifi 2-8°C de buzdolabinda muhafaza ediniz.

2. Reaktif 2-8°C de muhafaza edildiginde son kullanma tarihine kadar

dayanir.

REAKTIFIN BOZULMASI

Asagidaki durumlarda reaktifi kullanmayin

1. Reaktif tortulagmis ise.

2. Reaktifin 520nm de olgllen kor absorbansi 0,3 veya daha fazla ise

3. Reaktif parametreleri performans parametrelerini karsilamiyor ise

ORNEK ALINMASI VE SAKLANMASI

1. Hemoliz olmamis taze serum tavsiye edilir.

2. Bakteriyel kontaminasyon urik asit kaybina sebep olacaktir.

3. Serumdaki urik asit 2-8 °C de 3 gin, donduruldugunda ise 6 aya kadar
stabildir.

INTERFERAN ETKI

1. Bilirubin: 40 mg/dL ye kadar interferan etki séz konusu degildir.

2. Lipemi: 1500 mg/dL ye kadar Trigliserid varliginda interferan etki s6z
konusu degildir.

3. Koruyucu olarak Formaldehit kullanilan kan tipleri kullaniimamalidir.

GEREKLI OLUP TEMIN EDILMES|I GEREKEN iLAVE DONANIM

1. 37°C sabit sicakliga sahip 520 nm de absorbans 6lgebilecek bir klinik
kimya analizori.

2. Deiyonize su ve ilgili donanim, érnegin pipetler

3. Analizérin ilgili sarf malzemeleri, 6rnegin numune ve okuma kaplari
Kontrol ve kalibratér materyalleri.

PROSEDUR

Dalga boyu : 520 nm (500-550 nm)
Sicaklik :37°C

Optik yol :lcm

Test tipi : Endpoint (son nokta)
Reaksiyon Yoénu : Artan

Caution, refer to accompanying documents.
Beraberindeki dokimanlari inceleyiniz.
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Consult instructions for use.
Kullanim igin prospektiisti okuyun.

Karistirilir ve 10 dak 37°C de inkibe edilir. Kore karsi standart ve 6rnegin
absorbanslari okunur. Nihai renk 30 dak. stabildir.

HESAPLAMA

(Abs=absorbans)

Abs Numune x standart konsantrasyon (mg/dL) = Urik asit (mg/dL)
Abs Standart

KISITLAMALAR:
Muhtelif cihaz gereklerinin yerine getirilmesi igin reaktif ve numune hacimleri
orantili olarak arttirilabilir.

I§ALiBRASYON
Urik asit standardi veya serum kalibratéru kullanihir.

KALITE KONTROL

Reaksiyonun butinligu, bilinen urik asit degerleri bulunan iki seviye kontroli
kullanimiyla takip edilmelidir. Eger kontrol degerleri belirlenen degerlerin
disinda bulunursa, cihazi reaktifleri ve yontemi kontrol ediniz.

NORMAL DEGER ARALIGI
1,5-7,0 mg/dL
Her laboratuar kendi normal limitlerini olusturmalidir.

PERFORMANS

Hassasiyet/ Tespit Limiti (LOD) :

Alt tespit limiti 0,063 mg/dL’dir

Lineerite:

Tavsiye edildigi sekilde calisildiginda test 25 mg/dL' ye kadar lineerdir. Bunu
degeri asan numuneler NaCl (9 g/L) ile 1+1 seyreltilir ve sonug 2 ile garpilir.
Kesinlik:

Calisma igi Calisma arasi
(n=20) (n=20)
Ort (mg/dL) 5,02 11,49 4,98 11,15
SD 0,05 0,10 0,03 0,10
CV(%) 1,04 0,84 0,69 0,91

Dogruluk (Methot Karsilagtirma) :

BT PRODUCTS Reaktifi ile elde edilen sonuglar (y), baska bir ticari reaktif (x)
ile kargilastiriidiginda sistematik olarak farklilik gostermemistir. 40 6rnek
calisilarak elde edilen sonuglar asagidaki gibidir:

Etkilesim katsayisi (r) =0,9973

Regresyon esitligi y =0,8774x +0,3307

Performans karakteristik sonuglari kullanilan cihaza baglidir.
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INTENDED USE
For the in vitro quantitative determination of Uric Acid in serum.
METHODOLOGY
This method uses uricase, peroxidase and TOOS the chromogen to yield a
colorimetric end product. The colorimetric end product produced in this
reaction can be measured at 520 nm and is proportional to the uric acid
concentration in the sample.
Principle
Uric Acid present in the sample originates a coloured complex according to
the following reactions;

Uricase
Uric Acid + O, +2 H,O —— Allantoin + CO, + H,0,

Peroxidase

2H,0, +4-Aminoantipyrine+TOOS ——» Chromogen +4 H,0
Uric acid is converted by uricase into allantoin and hydrogen peroxides.The
hydrogen peroxide initiates the coupling of 4-Aminoantipyrine to TOOS to
form the chromogene which is measured at 520 nm and which is
proportional to the amount of hydrogen peroxide generated from uric acid.
REAGENT COMPOSITION

Active Ingredients Concentration

TOOS <1 mM
4-AAP <4 mM
Uricase 150 U/L
Peroxidase 12000 U/L
Non-reactive stabilizers and fillers.

pH 7.6+0.2

Precautions:

1. This reagent is for in vitro diagnostic use only.

2. Reagent contains Sodium Azide as a preservative.

3. Serum specimen should be considered infectious and handled
appropriately.

REAGENT PREPARATION

Reagent is ready to use form.

REAGENT STORAGE

1. Store the reagent at 2-8°C (refrigerated).

2. The reagent is stable until the expiration date when stored at 2-8°C.

REAGENT DETERIORATION

Do not use the reagent if:

1. The reagent is turbid.

2. The reagent blank has an absorbance of 0,3 or greater at 520nm.

3. The reagent does not meet stated performance parameters.

SPECIMEN COLLECTION AND STORAGE

1. Test specimen should be serum and free from hemolysis.

2. Bacterial contamination should be avoided to preserve the loss of uric

acid.

3. Uric acid in serum is stable for 3 days at 2-8°C, and up to 6 month when
frozen.

INTERFERENCE

1.  Bilirubin: No interference up to 40 mg/dL.

2. Lipemia: No interference in the presence of triglycerides up to 1500
mg/dL.

3. Collection tubes containing formaldehyde as a presrevative must be
avoided.

ADDITIONAL EQUIPMENT REQUIRED BUT NOT PROVIDED

1. Aclinical chemistry analyzer capable maintaining constant temperature
(37°C), and measuring absorbance at 520 nm.

2. Deionized water and related equipment, e.g.: pipettes

3. Analyzer specific consumables, e.g.: sample and read cups.

4.  Control and calibrator materials.

PROCEDURE

Wavelength : 520 nm (500-550 nm)
Working temperature :37°C

Optical path :lcm

Assay type : Endpoint

Direction : Increasing

Caution, refer to accompanying documents.
Beraberindeki dokimanlari inceleyiniz.
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Consult instructions for use.
Kullanim igin prospektiisti okuyun.

Blank Standard Sample
Reagent 1000 pL 1000 pL 1000 pL
Distilled water 25 ul - -
Standard - 25 uL -
Sample -- -- 25uL

Mix and then incubate for 10 min at 37°C. Measure the absorbance of sample
and standard against the reagent blank. The colour is stable at least 30 min.

CALCULATIONS

(Abs = Absorbance)

Abs (Sample) x Concentration of standard (mg/dL) = Uric Acid (mg/dL)
Abs (Standard)

LIMITATIONS:
The reagent and sample volumes may be altered proportionally to
accomodate various instrument requirements.

CALIBRATION

Use an aqueous Uric Acid standard or serum calibrator.

QUALITY CONTROL

The integrity of the reaction should be monitored by use of a two level control
with known Uric Acid values. If control values are found outside the defined
range, check the instrument, reagents and technique for problems.

EXPECTED VALUES

1,5-7,0 mg/dL

It is strongly recommended that each laboratory establish its own normal
range.

PERFORMANCE

Sensitivity/ Limit of Detection(LOD):

The lower limit of detection is 0,063 mg/dL.

Linearity:

When the recommendation is designed and studied, the test is linear up to
25 mg/dL. Samples exceeding this value are diluted 1+1 with NaCl (9 g/L)
and the result is multiplied by 2.

Precision :
Within run Between run
(n=20) (n=20)
Mean (mg/dL) 5,02 11,49 4,98 11,15
SD 0,05 0,10 0,03 0,10
CV(%) 1,04 0,84 0,69 0,91

Accuracy (Method Comparison) :

Results obtained BTPRODUCTS Reagents (y), did not show systematic
differences when compared with other commercial reagents(x).The results
obtained using 40 samples were the following:

Correlation Coefficient (r) =0,9973

Regression equation y =0,8774x +0,3307

The results of the performance characteristics depend on the analyzer used.
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