N BIO - UREA (E.P)
(Mod. Berthelot method)

KIT NAME
N BIO - Urea (E.P)

N BIO - Urea (E.P)

KIT SIZE
2x 50 ml

2 x 100 ml

CAT.NO
DURB02050M

DURB02100M

INTRODUCTION
Ureais the end product of protein metabolism. Itis synthesized in

the liver from the ammonia produced by the catabolism of amino
acids. Itistransported by the blood to the kidneys from where itis
excreted. Increased levels are found in renal diseases, urinary
obstructions, shock, congestive heart failure and burns.
Decreased levelsare foundinliver failure and pregnancy.
METHOD PRINCIPLE

Urease hydrolyses ureatoammoniaand CO,. The ammoniaformed
further reacts with a phenolic chromogen and hypochlorite to form
agreen coloured complex. Intensity of the colour formed is directly
proportional to the amount of urea present in the sample.

Urea + H,0
chromogen --------> Green coloured complex + Hypochlorite

> Ammonia + Co, Ammonia + Phenolic

“GENUINE BIOSYSTEM

PROCEDURE

These reagents may be used both for manual assay and in several
automatic analysers. Applications for them are available on
request.

578 nm
37°C/R.T
lcm

Wavelength
Temperature
Cuvette

Pipette into the cuvette:

Reagent
R1 Buffer Reagent
R2 Enzyme Reagent
Distilled Water
R4 Standard -

Sample - -

Blank (B)| Standard (S) | Test (T)
1000 pl 1000 pl 1000 pl
50 ul 50 pl 50 pl

10 pl B -
10 ul -

10 pl
Mix well and incubate for 3 mins 37° C or 5 mins ar R.T, then add
R3 Chromogen Reagent| 1000 pl |

1000 ul [ 1000 pl

DURB02050M|DURB02100M
1 x 50 ml 1 x 100 ml
1 x5ml 1x 10ml
1 x50 ml 1x 100 ml

Reagent Name

R1 Buffer Reagent

R2 Enzyme Reagent

R3 Chromogen Reagent
R4 Standard

1 vial

1 vial

Please refer standard concentration mentioned in the vial.

WORKING REAGENT PREPARATION AND
STABILITY

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

CONCENTRATIONS IN THE TEST

Phosphate Buffer pH7.0 35mmol/I

Urease 15 KU/I

Phenolic Chromogen 2 mmol/I

Hypochlorite 4 mmol/l

Activators & Preservatives.

WARNINGS AND NOTES

Product for in vitro diagnostic use only. Reagents are ready to use.
Do not pipette with mouth

ADDITIONAL EQUIPMENT

« Automatic analyzer or photometer able to read at 570 nm

- Thermostat at 37°C

« General laboratory equipment

SPECIMEN

Serum, plasma, urine. Dilute urine 1+49 with distilled water before
the assay (results x50). Ureais reported to be stable in the sample
for5days whenstored at 2-8°C.

Mix well and incubate for 5 min. at 37°C or 10 min. at R.T. (25°C)
Measure the absorbance of the standard (Abs.S), and Test Sample
(Abs.T), against the Blank, at 578 nm (570-620nm). The final colour
isstablefor2hrsatR.T.

CALCULATION

Urea Concentrationin mg/dl = Abs.T X (Standard Concentration)
Abs.S

Urea Nitrogen in mg/dl = Ureainmg/dl X 0.467

REFERENCE VALUES

Serum 14 to 45 mg/dl

51021 g/L

Urine

It is recommended for each laboratory to establish its own
reference ranges for local population.

QUALITY CONTROL

To ensure adequate quality control, each run should include
assayed normal and abnormal controls. If commercial controls are
not available it is recommended that known value samples be
aliquoted, frozen and used as controls.

PERFORMANCE CHARACTERISTICS
Linearity: The procedure is linear upto 350 mg/dl, If values
exceed this limit, dilute the serum with normal saline (NaCl 0.9%)
and repeat the assay. Calculate the value using the proper dilution
factor.

WASTE MANAGEMENT
Please refer to local legal requirements.




NOTES

Any contamination by ammonia or ammonium salts lead to
erroneous results, hence plasma should not be collected with
Fluoride or Heparin Ammonium salts.

The working enzyme reagent is not stable at elevated
temperatures and should be stored back at 2-8°C immediately

afteruse.

The chromogen reagent contains chlorine. The bottle should be
opened only when required and closed tightly after use to prevent

thelossof active chlorine.
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SYSTEM PARAMETERS

Method

End Point

Wavelength

578 nm

Zero Setting

Reagent Blank

Temperature Setting

25°C/37°C

Incubation Temperature

37°C

Incubation Time

3+ 5 mins

Delay Time

Read Time

No. of Reading

Interval Time

Sample Volume

0.01 ml (10 ul)

Reagent Volume

2.05 ml (2050 ul)

Standard Concentration

Refer Standard vial

Units

mg/dl

Factor

Reaction Slope

Increasing

Linearity

350 mg/dl
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