
The calibration data is incorporated in the smart card and hence no calibration is required.

D-DIMER
15 Tests, 30 Tests
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INTENDED USE:
This reagent is used for in vitro quantitative determination of fibrin degradation
product D-dimer in human plasma by Nephelometric  Immunoassay.
Nephelometry methodology
Linear up to 10 μg/mL
Ready to use reagents
No calibration required

CLINICAL  SIGNIFICANCE
FDPS (Fibrin and Fibrinogen Degradation Products) are generic name for several
degradation products formed as the result of plasmin mediated proteolytic
degradation of fibrin and fibrinogen. FDP assay become  important test to diagnose
or monitor fobrinolytic disorder, especially disseminated intravascular coagulation
(DIC). But FDP assay also detects the degradation products of fibrinogenolysis.
D-dimer assay is more specific for fibrinolysis because it can only be produced as the
result of plasma mediated,  proteolytic degradation of fibrin.

PRINCIPLE
This D-dimer assay is a nephelometric assay that utilizes antibody coated latex
particles. In the presence of D-dimer, the particles aggregate and light scattering
increases. The increase in scattering is proportional to the amount of D-dimer in
sample.
REAGENT COMPOSITION

D-Dimer R1 : 1 x 3.5 mL 1 x 6.2 mL
MES buffer

D-Dimer R2 : 1 x 1.7 mL 1 x 2.6 mL
Latex

STORAGE AND STABILITY
The sealed reagents are stable up to the expiry date stated on the label when stored
at 2-8°C. DO NOT FREEZE

LINEARITY
The reagent is linear up to 10 μg/mL

REFERENCE RANGE
These reference values are given for orientation only. Each laboratory should establish
its own reference values.
The normal range of D-Dimer is less than 0.5 μg/mL
D-Dimer limits increases in pregnancy and also rises with age.
Rheumatoid factor level >50 IU/mL may lead to over estimation of D-Dimer

SAMPLE
Citrated plasma. Sample collection must be conformity with recommendations for
haemostasis tests.
Sample Preparation: Nine volume of fresh blood is collected in one volume of 3.2%
trisodium citrate solution. Immediately centrifuge for 15 minutes at 3000 rpm. Plasma
should be taken from the upper part of the tube to avoid contamination with buffy
coat and perform the test immediately, not later than 5 hours.
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PREPARATION AND STABILITY OF REAGENT
Reagent 1 and Reagent 2  are ready to use
Note: Once opened, the reagents are stable for 60 days only.

PRECAUTIONS
To avoid contamination use clean dry pipette tips and cuvettes. Close reagent bottle
immediately after use. Avoid direct exposure of reagent to light.

PROCEDURE
The test procedure and the calibration data is given in the smart card provided along
with the kit. Insert the smart card and follow instructions
Step 1: Insert card to card reader slot and display will prompt  to add R1+Sample
Step 2: Pipette 180μL R1 and 6μL sample to cuvette and place the cuvette in to the

cuvette holder.
Step 3: After incubation, display will prompt  to add R2.
Step 4: Pipette 60μL R2 using  attached sensor pipette.
Step 5: The result will show in the display and print out.

D-DIMER RESULTS
The results are expressed in “μg/mL” D-Dimer Units (DDU). To get the D-Dimer values
in Fibrinogen Equivalent Units (FEU), the result obtained must be multiplied by a factor
of 2.
Conversion Examples

DDU (μg/mL)     DDU (ng/mL)   FEU (μg/mL)    FEU (ng/mL)      DDU (mg/L)

1 μg/mL       1000 ng/mL       2 μg/mL    2000 ng/mL         1 mg/L

0.5 μg/mL        500 ng/mL       1 μg/mL    1000 ng/mL       0.5 mg/L
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