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               FIBRINOGEN LIQUID STABLE 
CAT NO DESCRIPTION PACK SIZE 

COAFIB1 FIBRINOGEN LIQUID STABLE (40T) 4x1ml / 4x10ml / 1x1ml 

 

Intended Use: 
Fibrinogen Liquid Stable Reagent is an in vitro diagnostics assay for the 
quantitative determination of Fibrinogen in human plasma. This reagent is 
for In vitro diagnostic use by professionals only. 

Summary and Principle: 
The Fibrinogen assay is a thrombin clotting assay based on the method 
described by Clauss et al. In the presence of high concentrations of 
thrombin, the time required for clot formation in dilute plasma is inversely 
proportional to the fibrinogen concentration. 

Reagent Composition: 

BOVINE THROMBIN 
REAGENT 

Bovine Thrombin 100-150 Units/ml 

Preservatives  

IMIDAZOLE BUFFER 

Imidazole Buffer (pH 7.35) 

Stabilizers and Sodium Azide 0.1% 

NaCl, pH 7.35 

REFERENCE PLASMA 
(Calibrator) 

Fibrinogen (Conc. On vial label). Human 
plasma collected with sodium citrate as 
the anticoagulant and <0.1% stabilizers. 

Materials required but not provided: 
Control material, pipettes, coagulation analyser, plastic tubes 

Reagent Preparation and Stability: 

The Bovine Thrombin Reagent and the Imidazole buffer are supplied liquid 
stable and ready to use. 
Unopened reagents are stable up to expiry when stored at 2 - 8oC. 
Once opened the reagents are stable for a period of 7 days when stored 
tightly capped and stored at 2 - 8oC. DO NOT FREEZE. 
The Reference Plasma is stable when stored unopened at 2 - 8oC up to the 
expiry. 
To Reconstitute: Add 1ml of redistilled water and mix gently. Set aside for 
15 minutes to ensure that all the lyophilised material has gone into 
solution before use. Stable for 8 hours when stored at 2 - 8oC. 

Specimen Collection: 
Mix nine parts of freshly collected patient blood with 1 part of 3.2% 
sodium citrate. Avoid haemolysis. Centrifuge anti-coagulated blood for 15 
minutes at 3000 rpm. Test immediately. Do not use EDTA or Heparin as 
anticoagulants. 
If tests cannot be conducted immediately, store at 2 - 8oC and test within 3 
hours. Clotting time prolongs with storage time. 

Procedure: 
Preparation of Reference Plasma (Calibrator) Dilutions and 
Calculation of Concentrations 

- Prepare Reference Plasma (Calibrator) dilutions with 
Imidazole Buffer: 

EXAMPLE REFERENCE PLASMA CONCENTRATION: 278 mg/dl 

Dilution 
Factor 

Reference 
Plasma 
Volume 

Imidazole 
Buffer 

Volume 

Diluted QC/Sample 
Equivalent 

Calibrator Conc. 

1/3.5 100ul 250ul 
(278x10)/3.5 = 794.3 

mg/dl 

1/5 100ul 400ul 556.0 

1/10 100ul 900ul 278.0 

1/15 100ul 1400ul 185.3 

1/20 100ul 1900ul 139.0 

1/25 100ul 2400ul 111.2 

1/35 100ul 3400ul 79.4 

 
The choice of dilution for the calibration series depends upon the 
sensitivity of the instrument used. In some cases if the 1:3.5 
dilution cannot be read by the instrument, it is suggested that 
laboratories choose 1:5, 1:10, 1:15, 1:20, 1:25 as calibration series 
concentrations. 
 
Manual Method: (Dilute all Test Samples and Quality Controls –     
1 volume of test sample + 9 volumes of Imidazole Buffer before 
use) 

1. Remove the required amount of Bovine Thrombin 
reagent and ensure that the reagent reaches room 
temperature. 

2. Pipette 200 µl of the Calibrator / diluted QC / diluted 
Sample into a cuvette and incubate for 3 minutes at 
37oC. 

3. To the above cuvette rapidly add 100 µl of the Bovine 
Thrombin Reagent (at room temperature) and start a 
timer immediately. 

4. Note the clotting time. 
Calculation: 
Construct a log log curve plotting Fibrinogen concentration on the 
x axis and clotting time on y axis. Plot the clotting times obtained 
above (average of duplicates is desirable). The final curve should 
at least have 3 viable points to be acceptable. Obtain the 
Fibrinogen concentration of the patient sample by extrapolating 
the values from the curve for the clotting time observed. If the 
result of the patient is above the linear aspect of the curve, re-
assay the sample in 1:5 or 1:20 dilution. 
For automated assays, refer to the instrument operator manual 
and follow instructions. 

Performance Characteristics: 
Sensitivity: The lowest measurable Fibrinogen level is 90 mg/dl with 99.7% 
confidence. 
Specificity / Interference: Criterion: +/- 10% of initial value. 
Lipaemia: No significant interference up to a level of 2000 mg/dl 
Icteremia: No significant interference up to a bilirubin level of 40 mg/dl 
Haemolysis: No significant interference up to a haemoglobin concentration 
of 500 mg/dl. 
Intra assay Precision  

LEVEL MEAN (mg/dl) CV% 
Plasma Control L1 298 2.00% 

Plasma Control L2 460 2.52% 

Inter assay Precision  

LEVEL MEAN (mg/dl) CV% 
Plasma Control L1 298 2.46% 

Plasma Control L2 460 1.72% 

Repeatability of the reagent: within 8% 
Expected Values: 
Expected Values: 200 – 400 mg/dl (2.0 – 4.0 g/l) 
Each laboratory must determine the reference ranges for their population. 

Quality Controls: 
We recommend the use of Prestige Diagnostics UK Quality controls with 
this kit. 
QCCPCL1 – Plasma Control Level 1 – 5x1ml 
QCCPCL2 – Plasma Control Level 2 – 5x1ml 

Limitations: 
- Blood must be immediately added to trisodium citrate 

anticoagulant and gently mixed.  
- Haemolysis can cause clotting factor activation and end point 

detection interference, icteric and lipaemic specimens may also 
be inappropriate for end point detection methods. 

- The sample should only contact non-wettable surfaces. 
- The ratio of blood to anticoagulant should be 9:1 and results in 

a citrate concentration of 10.9 to 12.9 mmol/l. This 
concentration must be adjusted for patients with haematocrit 
above 55%. 

- Freezing and thawing of plasma that contains residual cells will 
generate damaged cell membranes that can affect results. 

- Acute inflammatory reactions can elevate circulating Factor I 
(fibrinogen). 

- High FDP may prolong clotting times, especially when 
fibrinogen level is below 150 mg/dl. 

- In patients with qualitative fibrinogen abnormalities, the 
thrombin clotting time assay may indicate decreased 
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fibrinogen. The quantitative fibrinogen results may be normal 
on these samples if tested by other methods. 

- Heparin does  not interfere at therapeutic levels. However very 
high levels may cause low fibrinogen results. Batroxobin 
enzyme can be substituted for thrombin in this assay if heparin 
interference is suspected. 

- High paraprotein levels, thrombin antibodies and drugs that 
activate the fibrinolytic system can interfere with fibrinogen 
assays. 

- The fibrinogen assay kit and individual components are 
designed to work at 37oC. Ensure that all heating elements are 
functioning properly. 

 

Warning and Precautions: 
 

- For in vitro diagnostics use only 
- All precautions necessary for laboratory reagents must be 

taken with this reagent also. 
- Contains Preservatives. Do Not swallow. Avoid contact with 

skin and mucous membranes. 
- Disposal of all waste material should be in accordance with the 

local guidelines. 
- MSDS available upon request. 
- Fibrinogen reference plasma has been tested by approved 

methods and has been found to be non-reactive for HBsAg and 
negative for antibodies to HIV and HCV. However treat this 
product as potentially infectious as it is from a human origin. 

- Clinical diagnosis should not be formed on a single result, all 
results must be considered with other clinical information 
available to the physician. 
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