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CRP rapid test
For professional in vitro diagnostic use only.

A C-reactive protein immunological test system is a device that consists of the reagents 
used to measure by immunochemical techniques the C-reactive protein in whole blood, 
serum or plasma. Measurement of C-reactive protein aids in evaluation of the amount 
of injury to body tissues.  For professional use only. The semi quantitative CRP test is a 
rapid test used to detect CRP in whole blood, serum or plasma. The sensitivity of the test 
is 10 mg/L CRP.

CRP is a member of the pentraxin family of proteins, which are nonspecifi c, acute-phase 
reactant proteins composed of 5 identical 23-kDa polypeptide subunits arranged in a cy-
clic pentameter shape. Each of these subunits contains one binding site for a phosphoch-
oline molecule and 2 binding sites for calcium. C-reactive protein (CRP) and erythrocyte 
sedimentation rate (ESR) are known as acute phase proteins, which refl ect a measure of 
the acute-phase response. The term “acute phase” refers to local and systemic events that 
accompany infl ammation. Local responses include vasodilation, platelet aggregation, 
neutrophil chemotaxis, and release of lysosomal enzymes. Systemic responses include 
fever, leukocytosis, and a change in the hepatic synthesis of acute phase proteins (a 
hepatic protein, which by defi nition, increases or decreases in serum concentration by at 
least 25%). Stimuli to the acute phase include many different forms of tissue injury, such 
as infection, immuno/allergic reaction, thermal injury, hypoxic injury, trauma, surgery, 
and malignancy.The clinical use of acute phase protein is as an aid to diagnosis. Be-
cause the acute phase response is relatively non-specifi c, the value of measuring acute 
phase protein concentrations is to assess the extent of infl ammation refl ecting momentary 
disease activity. Similar to tumor markers, acute phase proteins may monitor the course 
of disease in response to therapeutic intervention. 

The CRP test is a sandwich immunoassay. The test contains a nitrocellulose membrane 
strip with an immobilized mouse anti-CRP antibody in the test line region (T), an im-
mobilized goat anti-rabbit antibody in the reference line region (R) as 30 mg/l CRP 
semi-quantitative reference marker, another immobilized goat-anti-mouse antibody in 
the control line region (C)  and a mouse anti-CRP antibody as well as a rabbit antibody 
which are coupled with colloidal gold on the conjugate pad. During the assay the ana-
lyte (i.e. CRP antigen) in the blood reacts with the colloidal gold coupled CRP antibody 
on the Conjugate Pad thus forming an antibody – antigen – colloidal gold complex while 
the liquid is moving along the membrane all complexes and conjugates are transported 
along the membrane. When the complexes reach the respective immobilized mouse anti-
CRP antibody on the membrane, they are trapped and will form a sandwich complex 
consisting of: immobilized antibody – antigen (analyte) – antibody – colloidal gold. 
Only when the applied blood sample contains a certain concentration of CRP, the for-
mation of this sandwich complex will result in a visible purple T-line. The liquid colloidal 
gold conjugates also migrate to the reference line and a fi xed visible intensity of R (30 
mg/l marker) is developed. The liquid colloidal gold conjugates continue to move to 
the control area (C) band on the membrane. There, this conjugate will form a complex 
with the immobilized anti mouse antibody resulting in the formation of a purple colored 
control (C) line. This indicates that the test has been performed correctly. The test line (T) 
intensity is used to semi-quantitatively determine CRP concentration in the blood sample. 
 

The CRP test kit contains the following items to perform the test:
10  CRP Test cassette
10  10µl micropipette (for whole-blood collection)
1    Buffer solution
10  Mixing tube + dropper tips
1    Sample dropper within the pouch
1    Instruction

The CRP test kit should be stored at room temperature or 2-30C°.  If test kit is refrigera-
ted, it should be brought to room temperature before use. The test device is sensitive to 
humidity as well as to heat.  Perform the test immediately after removing the test device 
from the foil pouch.  Do not use it beyond the expiration date.

    
1.  Open the buffer bottle and hold it upside down. Make sure holding the bottle verti-

cally (Note: drops may contain air bubbles if not holding the buffer bottle vertically), 
slowly add 10 to 12 hanging drops to the mixing tube.

2.  Collect 10µl of whole-blood (up to the black line on the 10µl Micropipette) or 3.5µl 
(collection pipette not provided) of serum/plasma into the mixing tube already con-
taining the buffer, mix well. If fi nger pricking is used for blood specimen collection, 
Do NOT squeeze fi nger tip for specimen, as it may result in higher CRP reading.

3.  Remove the sample dropper and test cassette from the foil pouch. Place the test cas-
sette on a fl at, dry surface. Obtain specimen from the mixing tube using the sample 
dropper, and holding the sample dropper above the test cassette and add 5 to 6 
drops into the Sample Well.

4.  As the test begins to work, you will see purple color dyes move across the Result 
Window in the center of the test cassette.

5. Interpret test results at 5 minutes.  Do not interpret test results after 7 minutes.

Caution: The above interpretation time is based on reading the test results at room 
temperature of 15 to 30 °C.  If your room temperature is signifi cantly lower than 15 °C, 
then the interpretation time should be properly increased.

  

  INTENDED USE

  SUMMARY

  PRINCIPLE

  STORAGE AND STABILITY

  PROCEDURE OF THE TEST

the 10μl limit to take for the blood sample

1. Please take 10µl of blood (black line)

2.   To take a blood sample softly pinch the micropipette in the centre. 
Since the pipette is closed on one side, a depression develops.

3. Direct the pipette now to the blood sample and release the pressure slightly, 
 in order that the pipette can take up the blood. It is important that you fi ll up 
 the pipette at least up to the minimum limit. 

  MATERIALS PROVIDED

  APPLICATION OF THE MICROPIPETTE

NOTE: Do not press at the fi nger tip for blood collection.
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1.  A color band will appear at the left section of the Result Window to show that the 
test is working properly. This band is the Control Band (“C” line).

2. The middle section of the Result Window indicates the Reference Band (“R” line).

3. The right section of the Result Window indicates the Test Band (“T” line).

NEGATIVE

POSITIVE

Although the CRP Test is very accurate in detecting CRP, a low incidence of false results 
can occur. Other clinically available tests are required if questionable results are obtai-
ned. As with all diagnostic tests, a defi nitive clinical diagnosis should not be based on 
the results of a single test, but should only be made by the physician after all clinical and 
laboratory fi ndings have been evaluated.

 

1.  The same lancet needle (not provided with the test) should be used for one person 
only and should not be shared with another person, because the used needle is a 
biohazard.

2.  Decontaminate and dispose of all specimens, reaction kits, lancet needles and po-
tentially contaminated materials, as if they were infectious wastes, in a biohazard 
container.

3. Do not use the kit after the expiration date.
4. For in vitro diagnostic use only.

Blood samples from 450 patients were taken from patients who had met a certain profi -
le, namely, people over the age of 50 with no previous history of cardiovascular disea-
ses. The age range of these individuals was from 50 to 74 years, 58% were female and 
42% were male. Whole blood specimens were collected from all patients in a test tube 
containing anti-coagulation agents, e.g. sodium heparin. The collected blood specimens 
were tested in a commercially available CRP test (Immunochemistry Protein Analysis Sys-
tem, IMMAGE 800, Beckman Coulter, USA) and the Diagnostik Nord GmbH CRP test. 
Each of the collected blood samples are equally divided into 4 portions with 4 sodium 
heparin tubes and properly identifi ed for later data collection. The 4 portions are used 
to be tested with IMMAGE 800, and 3 LOTs of Diagnostik Nord GmbH CRP test. All 
comparison studies were conducted blindly.

Relative Sensitivity of the 3 Lots was measured as follows

<10mg/l 10mg/l<x<30mg/l x > 30mg/l
Relative  Sensitivity Lot 
081208 98.3% 95.0% 97.5%
Relative  Sensitivity Lot 
081206 97.3% 95.0% 99.1%
Relative  Sensitivity Lot 
081218 99.4% 94.3% 99.1%

The following substances at the specifi ed concentrations have not shown to interfere with 
the CRP test. Acetamiophen, 20 mg/dl; Acetyl salicylic Acid, 20 mg/dl; Ascorbic Acid, 
20 mg/dl; Atropine, 20 mg/dl; Bilirubin, 60 mg/dl; Caffeine, 20 mg/dl; Creatinine, 
20 mg/dl; Gentesic Acid, 20 mg/dl; Glucose, 2000 mg/dl; Hemoglobin, 500 mg/
dl; Ketones, 40 mg/dl; Mestranol, 3 mg/dl; Nitrite, 20 mg/dl; Penicillin, 40,000 U/dl; 
Sodium Heparin, 3 mg/dl; Lithium Heparin, 3 mg/dl.
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CRP concentration of less than 10 mg/l:
there is no visible test line (T).

CRP concentration of 10 mg/l or less than 30 mg/l: 
The intensity of the test line (T) is weaker than reference line (R) indicating that 
CRP level is 10mg/L to less than 30mg/L.

CRP concentration of 30 mg/l: 
The intensity of the test line (T) is similar to the reference line (R) indicating that 
CRP level is 30 mg/l.

CRP concentration higher than 30 mg/l: 
The intensity of the test line (T) is darker than the reference line (R) indicating that 
CRP level is higher than 30 mg/l.

NOTE: Generally, the higher the CRP level in the specimen, the stronger the “T” 
band color will be.  Specimen with very high CRP level specimens (>1000 mg/l) 
can cause reduced “T” line color intensity (Prozone Effect).

INVALID If after performing the test, no color band for the reference band or the con-
trol band is visible within the Result Window (independent of the T-Line appea-
rance), the result is considered invalid. Some causes of invalid results are not 
following the directions correctly, such as insuffi cient amount of sample or buffer 
added or the test may have deteriorated beyond the expiration date.

NOTE: A positive result will not change once it has been established at 7 
minutes. However, in order to prevent any incorrect results, the test result should 
not be interpreted after 7 minutes.  Interpreting test results after 7 minutes, the 
sensitivity of the test will be higher than 10 mg/l. Some specimens with a high 
rheumatoid factor concentration may yield a nonspecifi c positive result.
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