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  COVID-19 Antigen Rapid Test Kit (Colloidal Gold) 

Instruction for Use 

【Product Name】 

COVID-19 Antigen Rapid Test Kit (Colloidal Gold) 

 

【Packing Specification】 

25 Tests/Kit 

 

【Intended Use】 

This product is used for in vitro qualitative detection of the antigen of novel corona virus in human nasal swabs. This test is 

for professional in-vitro diagnostic use only. 

The novel corona virus belongs to the β genus. COVID-19 is an acute respiratory infectious disease. People are generally 

susceptible. Currently, the patients infected by the novel corona virus are the main source of infection; asymptomatic infected 

people can also be an infectious source. Based on the current epidemiological investigation, the incubation period is 1 to 14 

days, mostly 3 to 7 days. The main manifestations include fever, fatigue and dry cough. Nasal congestion, runny nose, sore 

throat, myalgia and diarrhea are found in a few cases. 

 

【Test Principle】 

The gene sequence of the new coronavirus variant strain shows that the new coronavirus variant strain B.1.1.7 has 

accumulated many mutations, which together lead to 17-bit changes in the viral protein, 8 of which occur in the important 

hedgehog protein (S protein), three of which are more critical. 

The second is that N501Y increases the binding of viral proteins to ACE2 binds (the "gate" of the new coronavirus to human 

cells). The mutation is also present in 501Y.V2 

The third variation bit is P681H, which changes the point at which the prickly protein must be sheared to enter human cells. 

This is also the different bits of the new coronavirus and SARS virus protrusion cells. Mutations at this point are as important 

as N501Y. The AmonMed COVID-19 Antigen Rapid Test Kit (Colloidal Gold) is aimed to detect N protein of SARS-CoV-2, 

so the new coronavirus mutation has limited effect on the detection of N protein of new coronavirus antigen. 

Based on the existing BRITISH variant of the virus strain B.1.1.7,the South African variant 501Y.V2 and the Brazilian variant 

B.1.1.248, the main variant of the virus prick protein, while the COVID-19 Antigen Rapid Test Kit (Colloidal Gold) is a 

lateral flow immunoassay intended for the qualitative detection of nucleocapsid protein antigen from SARS-CoV-2 in human 

nasal swab specimens from individuals suspected of COVID-19 by their healthcare provider. 

This kit uses immunochromatography for detection. The specimen will move forward along the test card under capillary 

action. If the specimen contains a novel corona viral antigen, the antigen will bind to the colloidal gold-labeled 

anti-COVID-19 nucleocapsid protein monoclonal antibody. The immune complex will be captured by the other 

anti-COVID-19 nucleocapsid protein monoclonal antibodies which are membrane fixed, form the fuchsia line, display will be 

corona virus antigen positive; if the line does not show color, the negative result will be displayed. The test card also contains 

a quality control line C, which shall appear fuchsia regardless of whether there is a detection line. 

 

 

【Main Components】 

Number Component 
Content 

25 tests/kit 

1 Test card 

The nitrocellulose membrane coated with new corona virus 

monoclonal antibody and goat anti-rabbit IgG antibody 1 test/bag 

25 bags/kit The conjugate pad of colloidal gold-labeled new corona virus 

monoclonal antibody and rabbit IgG antibody 

2 
 Antigen 

extraction R1  

TritonX-100, Nacl, Sodium Deoxycholate, SDS, 

Tris-Hcl buffer (pH8.7) 
5mL×2 bottles 
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3 Antigen extraction tube 1×25 pieces 

4 Nasal swab 1×25 pieces 

5  Instruction for Use 1×1 piece 

 

【Storage Conditions & Period of Validity】 

1. Store at 2℃~30℃, and it is valid for 18 months. 

2. After the aluminum foil bag is unsealed, the test card should be used as soon as possible within one hour. 

 

【Specimen Collection and Handling】 

Test specimens immediately after collection for optimal test performance. Inadequate specimen collection or improper sample 

handling/storage/transport may yield erroneous results. 

 

Nasal Swab （Three steps as follows） 

1. Insert the swab into one nostril of the patient. The swab tip should be inserted up to 2.5cm (1 inch) from the edge of the 

nostril.  

2. Roll the swab 5 times along the mucosa inside the nostril to ensure that both mucus and cells are collected  

3. Using the same swab, repeat this process for the other nostril to ensure that an adequate sample is collected from both 

nasal cavities. Withdraw the swab from the nasal cavity. 

 

 

【Test Methods】 

  The test method is colloidal gold. Please read the Instruction for Use carefully before use. 

1. Open the package and take out the test card. 

2. Place the Antigen extraction tube on the workbench. The bottle of Antigen extraction is pressed vertically downward to    

  allow the solution to drip freely into the Antigen extraction tube without touching the edge of the tube. Add 6 drops of   

  Antigen extraction to the extraction tube. 

3. Insert the swab into an extraction tube, rotate the swab for about 10 seconds, and squeeze the 

  Swab head against the tube wall to release the antigen in the swab. Squeeze the swab head while remove against the tube   

  wall to get as much liquid as possible out of the swab.  

4. Press the nozzle cap tightly onto the tube, apply two drops of extracted specimen to the specimen well of the test card, and   

  start the timer. 

5. Read the test result in 15-20 minutes. Do not read test results after 20 minutes. 
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【Positive Value】 

120 nasal swabs samples were collected and analyzed by ROC curve method, and the detection result corresponding to the 

highest point of Youden index was selected as the best cut-off point. Cut-off value of this kit: 500 TCID50/mL. 

 

【Interpretation of Test Results】 

Negative Result: if there is only a quality control line C, the detection line is colorless, indicating that novel coronavirus    

 antigen has not been detected and the result is negative. 

Positive Result: if both the quality control line C and the detection line appear, novel coronavirus antigen has been detected    

 and the result is positive for antigen. 

Invalid Result: if the quality control line C is not observed, it will be invalid regardless of whether there is detection line (as    

 shown in the figure below), and the test shall be conducted again. 

 

 

 

 

 

 

 

 

 

 

 

【Performance Characteristics】 

1. Hook effect: No high dose hook effect was observed when tested with up to a concentration of 1.6×105TCID50/mL of heat   

  inactivated SARS-CoV-2 Virus with this test card. 

2. Analysis Specificity: 

Nasal swab 

Extraction buffer tube 

Insert the swab into an extraction tube. 
While squeezing the extraction tube, 
stir the swab more than 5 times. 

Remove the swab while squeezing 
the sides of the tube to extract the 
liquid from the swab. 

 

Press the nozzle cap 
tightly onto the tube. 

Apply 2 drops of extracted specimen to 
the specimen well of the test card. 

15-20 mins 

Read the test result in 15-20 minutes. 
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  2.1 Cross Reactivity 

     No cross-reactivity or interference was seen with the following microorganisms when tested at the concentration   

     presented in the table below. 

 

Potential Cross-Reactant Test Concentration 

Virus 

Adenovirus 1.0×105TCID50/mL 

Human metapneumovirus (hMPV) 1.0×105TCID50/mL 

Rhinovirus 1.0×105PFU/mL 

Enterovirus/Coxsackievirus B4 1.0×105TCID50/mL 

Human coronavirus OC43 1.0×105TCID50/mL 

Human coronavirus 229E 1.0×105TCID50/mL 

Human coronavirus NL63 1.0×105TCID50/mL 

Human parainfluenza virus1 1.0×105TCID50/mL 

Human parainfluenza virus2 1.0×105TCID50/mL 

Human parainfluenza virus3 1.0×105TCID50/mL 

Human parainfluenza virus4 1.0×105TCID50/mL 

Influenza A 1.0×105 TCID50/mL 

Influenza B 1.0×105 TCID50/mL 

Respiratory Syncytial Virus A 1.0×105 PFU/mL 

Bacteria 

Bordetella pertussis 1.0×106 cells/mL 

Chlamydia pneumoniae 1.0×106 IFU/mL 

Haemophilus influenzae 1.0×106 cells/mL 

Legionella pneumophila 1.0×106cells/mL 

Mycoplasma pneumoniae 1.0×106 U/mL 

Streptococcus pneumoniae 1.0×106 cells/mL 

Streptococcus pyogenes (group A) 1.0×106 cells/mL 

Mycobacterium tuberculosis 1.0×106 cells/mL 

Staphylococcus aureus 1.0×106 org/mL 

Staphylococcus epidermidis 1.0×106 org/mL 

Pooled human nasal wash  N/A 

Yeast Candida albicans 1.0×106 cells/mL 

 

  2.2 Endogenous Interfering Substances 

     Endogenous Interfering substances were found not to affect test performance. 

Substance Active Ingredient Concentration 

Endogenous 
Mucin 2% w/v 

Whole Blood 1% v/v 
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OTC Nasal Drops Phenylephrine 15%v/v 

OTC Nasal Gel Sodium Chloride (i.e. NeilMed) 5%v/v 

OTC Nasal Spray1 Cromolyn 15%v/v 

OTC Nasal Spray2 Oxymetazoline 15%v/v 

OTC Nasal Spray3 Fluconazole 5%w/v 

Throat Lozenge Benzocaine, Menthol 0.15%w/v 

OTC Homeopathic Nasal Spray1 Galphimia glauca, Sabadilla 20%v/v 

OTC Homeopathic Nasal Spray2 Zincum gluconium (i.e. Zicam) 5%w/v 

OTC Homeopathic Nasal Spray3 Alkalol 10%v/v 

OTC Homeopathic Nasal Spray4 Fluticasone Propionate 5%v/v 

Sore Throat Phenol Spray Phenol 15%v/v 

Anti-viral Drug Tamiflu (Oseltamivir Phosphate) 0.5%w/v 

Antibiotic, Nasal Ointment Mupirocin 0.25%w/v 

Antibacterial, Systemic Tobramycin 0.0004%w/v 

 

3. Clinical Performance 

  A total of 321 samples obtained from nasal swabs of suspected individuals were tested using the AmonMed COVID-19    

  Antigen Rapid Test Kit (Colloidal Gold). The performance of AmonMed COVID-19 Antigen Rapid Test Kit (Colloidal   

  Gold) was compared to a commercialized molecular assay as the reference method. 

  Table: Summary of sensitivity/specificity of the AmonMed COVID-19 Antigen Rapid Test Kit (Colloidal Gold) compared    

  to PCR. 

 

Method PCR Comparator 
Total 

COVID-19 Antigen 

Rapid Test Kit 

(Colloidal Gold) 

Results Positive Negative 

Positive 96 1 97 

Negative 5 219 224 

Total 101 220 321 

Sensitivity 95.05% (96/101, 95% CI*, 88.93%～97.87%) 

Specificity 99.55% (219/220, 95% CI*, 97.47%～99.92%) 

Accuracy 98.13% (315/321, 95% CI*, 95.98%～99.14%) 

* 95% Confidence Interval 

 

【Limitations of inspection methods】 

1. This reagent is only used for in vitro diagnosis. 

2. This reagent is only used to detect human nasal swab extracts. The results of other specimens may be wrong. 

3. This reagent is only used for qualitative detection and cannot indicate the level of novel corona virus antigen in the   

  specimen. 

4. This reagent is only a clinical auxiliary diagnostic tool. If the result is positive, it is recommended to use other methods for     

  further examination in time and the doctor’s diagnosis shall prevail. 

 

【Warnings and Precautions】 

1. Read the Instruction for Use carefully before using the kit, and strictly control the reaction time. If you do not follow the   

  instructions, you will get inaccurate results. 
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3. The specimen shall be tested in a laboratory with certain conditions. All specimens and materials during testing should be   

  handled in accordance with the laboratory practice for infectious diseases. 

4. Guard against moisture, do not open the aluminum platinum bag before it is ready for testing. Do not use the aluminum foil   

  bag when it is damaged or the test card is damp. 

4. Please use it within the validity period. 

5. Balance all reagents and specimens to room temperature before use. 

6. Do not replace the components in this kit with components in other kits. 

7. Do not dilute the specimen for testing, otherwise you may get inaccurate results. 

8. The kit shall be stored in strict accordance with the conditions specified in this manual. Please do not store the kit under      

  freezing conditions. 

9. The test methods and results must be interpreted in strict accordance with this specification. 

10. Negative results will occur if the novel corona virus antigen in the specimen is below the minimum detection limit of this   

   kit. 

11. The test results should be determined visually. 

12. Do not reuse any test devices or components. 

13. Proper collection, storage and proper transport of the samples are for Conducting this test is critically important. 

14. Only medical, professional & authorized specialists are allowed to test. 

   Wear protective clothing such as lab coats, disposable gloves and when collecting and evaluating samples 

   Eye protection. Pathogenic microorganisms, including hepatitis virus and human immunodeficiency virus, can 

   be present in clinical specimens. When handling, storing and disposing of all samples and all with blood or 

   Items contaminated with other body fluids should always take the usual precautions and 

   institutional guidelines are followed. 

15. Dispose of used test units as organic according to federal, state, and local requirements Hazardous waste. 

 

【Approval Date and Revision Date of the Instruction for use】 

  

 Approval Date: 2020.09.16 

 Revision Date: 2020.11.30 

 Date of Issue: 2020.11.30 

 Version: V4.0 

 

【Index of CE Symbols】 

 

The product is used in vitro, 

please don’t swallow it.  
Please don’t reuse it 

 

Validity 
 

Please read the instruction book 

carefully before using 

 

Warning, please refer to the 

instruction in the annex  
Manufacturer 

 

Temperature scope within which 

the product is reserved  
Batch number 

 

European union authorization 

representative 
 

Keep dry 

 

Avoid overexposure to the sun 

 

Don’t use the product when the 

package is damaged 
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Exclusive Distributor  

  Bold Sales GmbH 

  Address: Blumattstr. 31, 4451 Wintersingen, SWITZERLAND 

  Contact: 

  Phone: +41 61 544 48 10 

  info@boldsales.ch 

  https://www.boldsales.ch 

 

 

 

Date of manufacture 

 

Biological risks 

 

The product meets the basic requirements of European in vitro diagnostic medical 

devices directive 98/79/EC 

 

Xiamen AmonMed Biotechnology Co., Ltd. 
Address: Unit 503, 120 Xinyuan Road, Haicang District, Xiamen, Fujian, China. 

 
SUNGO Europe B.V. 

Address: Olympisch Stadion 24,1076 DE Amsterdam, Netherlands 

Reg.No. NL-CA002-2020-53503 

mailto:info@boldsales.ch
https://www.boldsales.ch/

