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Instructions of D-Dimer Test Kit

Generic Name: D-Dimer Test Kit (immunoturbidimetry )

English Name: : D-Dimer

Reagent 1: 12x5ml, Reagent 2: 4x5ml;
Reagent 1: 12x2ml, Reagent 2: 4x2ml;
Reagent 1: 2x60ml, Reagent2: 8x5ml;
Reagent 1: 4x6ml, Reagent 2: 4x2ml;

Specifics please see the kit outer package and bottle label

The product is supporting the use of coagulation analyzer produced by
our company, suitable for in vitro quantitative determination of the
content of D-dimer of human plasma. D-dimer is a specific degradation
product of crosslinked fibrin, which generating or increasing reflects
the dual activation of coagulation and fibrinolysis systems, used as an
important indicator of in vivo thrombus formation, as well as the very
valuable point for detecting primary and secondary fibrinolysis,
monitoring thrombolytic therapy and so on. In clinical practice, it
shows an important diagnostic value for testing thrombotic diseases,
such as disseminated intravascular coagulation (DIC), deep vein
thrombosis (DVT), pulmonary embolism (PE), cerebrovascular disease,

myocardial infarction, severe hepatitis and so on.

D-Dimer assay adopts the principle of latex immunoturbidimetry;

samples of D-Dimer generate antigen-antibody reaction with
monoclonal antibody latex particles of anti-human D-Dimer, and result
in agglutination and turbidity increase. By detection the variation of

turbidity of samples, obtain D-Dimer content.

Latex agglutination reagents: monoclonal antibody (mouse) latex
particles of anti-human D-Dimer 30mol / L

Reaction buffer: trihydroxymethyl aminomethane 0.3%

Unopened kits should be stored at 2 'C ~ 8 °C, valid for 24 months and
used within the validity period.

It applies to full-automatic coagulation analyzers, such as

XL1000/XL1000C/XL1000P/XL3600i/3600c/3600t/3600p/3200i/3200

¢/3200t/3200p/1800i/1800¢/1000¢/1000s,produced by Beijing ZONCI
Technology Development Co.,Ltd.

Fresh venous whole blood, should be placed in a test tube containing
1/10 volume 0.109mol / L sodium citrate solution, and centrifuged at

3000 rpm/minute for 10 minutes to collect supernatant (plasma).

Reagent Preparation

This reagent is liquid, and can be directly used when it reaches to room
temperature.

The test conditions must be met

For automatic coagulation analyzer, set as form below.

Reaction Sample
37°C 3ul
Temperature Volume
Reaction 180s Reagent R1 150ul
Time 300s Volume R2 50ul

According to the operating steps of full-automatic coagulation analyzer
to assay, plasma and reagent consumption can refer to the table above.
1. Calibration Procedure

Use D-Dimer calibrators produced by Beijing ZONCI Technology
Development Co.,Ltd, to calibrate by reference to instructions.

4. Quality Control Procedure
When each measurement, should use quality control material
produced by Beijing ZONCI Technology Development Co.,Ltd to
evaluate the operating technique, instruments and reagents. If the result
of control material is not within the allowable range, the batch
measurements of the patients will be considered ineffectively and not
be reported.

5. Sample Analysis

Test samples should be placed in the appropriate position of the
instrument and then make a test. The instrument automatically

calculates and outputs the measurement result.

D-Dimer < 1.0ug/ml. Verified by 240 clinical plasma tests, the results
show the range of reference value is reasonable.

Each laboratory should establish its own range of reference value.

Factors that may affect the test results:

1. When the sample concentration exceeds the detection range, the
sample should be re-measured after dilution.

2. When the measurement result is abnormal, should check each

component of system, such as reagents, samples, etc., if necessary,
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re-determination, and also apply other measurement methods to

confirm.

It is affected by many factors before the test, including sample
collection and storage, technician proficiency, interfering substances,

etc. All these factors must be carefully controlled.

1. Appearance

The appearance should meet the following requirements:

a) The reagent kit should look neat, clear identification of text symbols;
b) latex agglutination reagent should show as a even milky suspension;
¢) buffer of a colorless clear liquid.

2. Packing: the capacity of each reagent kit is less than the indicated
volume.

3. Accuracy: when the concentration reaches to the range of 0.5ug /
ml-4ug / ml, absolute deviation of each concentration point does not
exceed = 0.4ug / ml; when the concentration reaches to the range of
4ug / ml-40ug / ml, absolute deviation of each concentration point does
not exceed = 10%;

4. Repeatability: CV<10%;

5. The linear range: 0.5-40ug / ml;

6. Inter variations: CV<10%.
1. This product is only used for in vitro diagnosis
2. Diagnosis and treatment cannot rely on the test results only, and

should consider clinical history and test results of other laboratories.

3. Before testing, make it reach to home temperature.
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