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& LACTATE
Liquid Reagent
AUDIT
INTENDED USE:

For the quantitaive determination of lactate in plasma.

SUMMARY AND EXPLANATION:
Anaerobic glycolysis markedly increases blood lactate and causes some increase in pyruvate levels, especially
withprolonged exercse. The common cause fo nreased blood acal and pyruva s anoi resuling fom

ure. L also occurin renal faiure
and leukaemia Thlamme deficiency and diabetic ketoacidoss are associated with increased levels of lactate
and pyruvate.

Lactate measurements that evaluate the acid-base status are used in the diagnosis and treatment of lactc
acidosis (abnormally high acidiy n the blood).

PRINCIPLE OF THE TEST:

Lactate- oxidase (LOX) cleaves lactate into pyruvate and H202, which reacts in the presence of peroxidase
(POD) with 4- aminoantipyrine and phenole to a red chinorimin dye. The increase in absorbance due to the
dye formation is proportional to the lactate concentration in the sample.

L-Lactate + 02 LOX Pyruvate + H202
—
2 H02, + Phenol + 4-Aminoantipyrine POD ,,  Chvomogen+4 H20

REAGENT PREPARATION AND STABILITY:
Reagent 1 s ready for use.
Before use, mix reagent by gently inverting each botte,

The reagents are stable up to the expiry date on the label when stored at #2°C 10 +8°C.
Onboard stabilty: The reagent will be stable for upto 28 days

Coloration ofthe reagent (reagent blank at 505 nm - 546 nm, 1 cm > 0.2) indicates contamination or damage by
storage at higher temperatures.

TYPE OF SPECIMEN:
Use heparin or fluord plasma as specimen
Large and Varlable change in lactate concentration may occur after sample collection. These changes may be

minimised by using fluoride-oxalate as anti-coagulant, keeping samples on ice and separating plasma from
blood without delay.
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PERFORMANCE CHARACTERISTICS:
Performance results can vary with the instrument used. Data obtained in each individual laboratory may differ
from these values.

Linearity:

Linear up to 140mg/dL

For samples with a higher concentration, dlute 1:1 with 0.9% NaCI (9g1) and re-assay. Muliply result by 2.
Interfering substances: Results of study are as follows:

Biirubin: < 10% nterference up to 400mglL Bilirubin

Haemolysis: <10% nterference up to 20g/L Haemoglobin
Lipemia:  <10% interference up to 10gIL Intraipi

Sensitivity: The Lowest Detectable Level was estimated at 2.0 mg/dl (0.2 mmol/l).

While lactate levels are stable in whole blood, the separated plasma may be stored at 2-8°C for 48 hours prior  Precision:
o use. Plasma lactate i stable up to at least 1 month stored frozen at -20°C Mean Mean
Within Run Between Run
mgldl mgidl
‘Sample preparatior Cevel T 736 Tevel T 3
1. Draw blood with a minimum of statis from fasting, resting patients ito tubes contz Level2 457 Level2 468
anticoagulant.

2 Mix well by gentle inversion at least 6 times. Cool blood in an ce bath
3. Within 30 minutes separate the plasma from blood by centrifugation at 400 x g for 10 minutes.

4. Avoid excessive forces which contribute haemolysis. Note: If separation of plasma from blood (kept on ice)
is delayed, lactate values may variably increase by about 10% after 1 hour, and up to 15% after 2 hours

WARNINGS AND PRECAUTIONS:
For In Vitro Diagnostics Use Only - For Professional Use Only

Carefully read instructions for use. Deviations from tis procedure may alter performance of the assay.

Colour and Appearance:  Clear, sightl pink ligud.

Any significant changes from the above could indicate that the assay might be compromised. Refer to
Laboratory's QC program for actions to be taken. In case of serious damage 1o the bottle andior cap, resuling

in product leakage and/or contarmination, do not use the reagent pack and contact your distributor.

Safety precautions: ~Caution: Take all necessary precautions required when handiing laboratory reagens.
Material Safety Data Sheet is available upon request.

Handiing precaion:
Do notuse cumpunems past the expiry date stated on the Bottes.
Do not Freeze Reagents,

Donot ponents for any purpose o

described in the “Intended Use" section.
may occur and compr testresuls.

Donot
Refer 1o local legal requirements for safe waste disposal

TEST PROCEDURE:

el 1 reevani user's manualfr nstuctions on nstument startup, loading components and sampes
calibration, sample testing procedures, calculating and reporting result

Calibati

Usmgreoommended Calibrator, calibrate theassay

= When using a new reagent kit or changing lot ur

= Following preventive maintenance or rep\acemen( ofa crical part.
= When Quality Controls are out of range.

Quality Cont

Al clinical \aboratunes should estaish an \memal Qualty Control progan Verify instrument and reagent
for QC should fallwithin manufacturer's
acceptable ranges orshould be established aocurdmg tothe Lzburatory 's QC Programme.

Controls should be assaye

= Priorto reporting patient resuls.

= Following any mainenance procedure.

= Atintervals established by the Laboratory's QC Programme.

CALCULATION:
‘The analyser the
Conversion factor: mg/dl = Qty in mmolfl x 9.015.
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EXPECTED VALUES:
COMPONENT COMPOSITION:
Component Tngredients Concentralion in Tests [ mg/dl mimolf |
Plasma [ 45-198 | 05 |
Reagent 1 MONOREAGENT
TRIS-Buffer pH 75 50.0 mmoll
LOX 02KUl
POD 3KUN
4-aminoantpyrin 04mmoll
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Method Comparison;
Amethod comparison between this Lactate test (y) and another commercially available test (x), gave the

following results:
y =1.0976x-1.4738 ‘ R=0.9992 ‘ ‘Sample range: 8.3-55 mg/dl |
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