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Dia-D-DIMER
Diagnostic reagent for quantitative in

vitro determination of D-dimer in
plasma on photometric systems

INSTRUCTIONS FOR USE

€

Cat. No.: 32075 Dia-D-DIMER

3 x 6.5 ml R1 buffer

3 x 2.5 ml R2 latex reagent;
Cat. No.: 32120 Dia-D-DIMER

3 x 12.0 ml R1 buffer

3 x 4.0 ml R2 latex reagent;

Summary|[1,2,3]

During plasma coagulation soluble fibrin is
generated by the influence of thrombin on
fibrinogen. The soluble fibrin is cross-linked to
the vessel walls by factor XIIla. When splitting
this cross-linked fibrin, characteristic products
called D-dimers are released.Increased D-dimer
concentrations are found in thrombotic diseases
and microthrombotic events (e.g. in case of
disseminated intravascular coagulation, DIC). D-
dimer determination is mainly used to rule out
deep vein thrombosis of the leg and pulmonary
embolism.

Method
Particle enhanced immunoturbidimetric test.

Principle

Fixed time determination of the D-dimer
concentration by photometric measurement of
antigen-antibody-reaction between antibodies
against D-dimer bound to particles and D-dimer
present in the sample.

Reagents

Components and Concentrations

RI1: Buffer

R2: Particle suspension

Latex particle coated with monoclonal
anti-human D-dimer antibody (mouse)

Storing Instructions and Reagent Stability
The reagents are stable up to the end of
the indicated month of expiry, if stored at
2 - 8 °C. Opened bottles of reagents are stable
for 14 days, when stored on board at 15-19 °C,
contamination has to be avoided after opening
the vials. Do not freeze the reagents!
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Warnings and Precautions

The reagents contain sodium azide (<0.1%) as
preservative. Do not swallow! Avoid contact
with skin and mucous membranes.

Take the necessary precautions for the use of
laboratory reagents.

Waste Management
Please refer to local legal requirements.

Reagent Preparation

The reagents are ready to use. The reagent R2
has to be stirred before the first use avoiding
formation of foam.

Materials required but not provided
General laboratory equipment

Specimen
Citrated plasma
Stability: 8 hours at 20-25 °C

4 daysat 4-8 °C

6 months at -20 °C

Freeze only once! Discard contaminated

specimens!

Assay Procedure for Analyzers

Application for Diagon Coag XL and
Coag 4D coagulometers.

Wavelength 570 nm; Temperature 37 °C.

Sample 20 pul
Reagent 1 (R1) 115 pl
Incubate for 120 sec., then add:

Reagent 2 (R2) 45 ul

Mix, (COAG XL: 20 cycles) read
absorbance (Al) at 20 sec., then
read absorbance (A2) at 150 sec.
again
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Calculation

The D-dimer concentration of a given patient
sample is calculated using instrument and batch
dependent master curve. Find your muster curve
data on the insert sheet of your Dia-D-DIMER
reagent.

Quality Control

At least two levels of Diagon D-Dimer control
should be assayed a minimum of once a day. In
addition, these controls should be tested with
each new batch of reagent and after specific
maintenance or troubleshooting steps described
in the appropriate User’s Guide. Quality control
testing should be performed in accordance with
regulatory requirements and each laboratory’s
standard procedure.

Cat. No.: 93010 Dia-CONT Ddi I-1I 2x5x1.0ml
Cat. No.: 93020 Dia-CONT Ddi I-1I 2x10x1.0ml

Performance Characteristics [4,5]

Measuring Range

The test has been developed to determine
D-dimer concentrations within a measuring
range of 0.22-5.0 pg FEU/ml. If values exceed
this range, samples should not be diluted but
released with > 5.0 pg FEU/ml.

Specificity/Interferences

Due to its antibodies, Dia-D-Dimer is a specific
immunoassay for human D-dimer.
No interference was observed by rheumatoid
factor up to 50 IU/ml. The antibody does not
cross-react with fibrinogen and E fragment.
A low cross-reactivity is observed with the D
fragment and the high molecular weight
fragments, fibrin X and Y.

Sensitivity/Limit of Detection
The lower limit of detection is 0.22 ug FEU/ml.

Within-run Reproducibility
Coefficient of variation < 7.5%

Method comparison

A comparison between Dia-D-Dimer (y) and an
immunoturbidimetric test (x) with 67 samples
gave the following results:

y=1.138 x - 0.330 r=0.955
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Reference Range

Cut-off value: 0.5 ug FEU/ml

Each laboratory should check if the cut-off value
is transferable to its own patient population and
instruments and determine its own cut-off value
if necessary.
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