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Rapid SARS-CoV-2 Antigen Test Card 

 Self-test received notified body approved CE marking on April 1, 2021 

 A home test for the rapid qualitative detection of SARS-CoV-2 virus 

antigen in anterior nasal swabs within 7 days of symptom onset 
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Product Information 

Performance Characteristics 

 Sample type: nasal swab 

 Time to result: 15-20 min 

 Sensitivity: 96.77% 

Specificity: 99.20% 

Accuracy: 98.72% 

 Layperson study statistics: 

o 99.10% of non-professionals carried out the test without requiring assistance 

o 97.87% of different types of results were interpreted correctly 

Specifications 

 
  

1 Test / Kit 

Catalog No.: 1N40C5-2 

Kit Components: 

 1 Rapid SARS-CoV-2 

Antigen Test Card (sealed 

foil pouch) 

 1 sterilized swab 

 1 extraction tube 

 1 sample extraction buffer 

 IFU 

 Tube holder on back of box 

5 Tests / Kit 

Catalog No.: 1N40C5-4 

Kit Components: 

 5 Rapid SARS-CoV-2 

Antigen Test Card (sealed 

foil pouch) 

 5 sterilized swab 

 5 extraction tube 

 5 sample extraction buffer 

 IFU 

 1 tube stand 

20 Tests / Kit 

Catalog No.: 1N40C5-6 

Kit Components: 

 20 Rapid SARS-CoV-2 

Antigen Test Card (sealed 

foil pouch) 

 20 sterilized swab 

 20 extraction tube 

 20 sample extraction buffer 

 IFU 

 1 tube stand 
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Test Procedures 

 
 

Rotate the lid of sample extraction buffer bottle. 

Caution: Open it away from your face and be 

careful not to spill any of the liquid. 

 
 

Squeeze all extraction buffer out of the bottle into 

the extraction tube. 

Caution: Avoid touching the bottle against the 

tube. 

  

 

Identify the soft, fabric tip of the swab. Peel open 

the swab packaging and gently take out the swab. 

Caution: Never touch the soft, fabric tip of the 

swab with your hands. 

 
  

Carefully insert swab into one nostril. The swab tip 

should be inserted no less than 2.5 cm (1 inch) from 

the edge of the nostril. Roll swab 3-4 times along 

the mucosa inside the nostril. Leave swab in the 

nostril for several seconds. Using the same swab, 

repeat this process for the other nostril. Withdraw 

swab from the nasal cavity. 

Caution: This may feel uncomfortable. Do not 

insert the swab any deeper if you feel strong 

resistance or pain. 

 
 

Place swab into extraction tube. Roll swab three to 

five (3-5) times. Leave swab in extraction buffer 

for 1 minute.  

 
 

Pinch extraction tube with fingers and remove the 

solution from swab as much as possible. 
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Install the nozzle cap onto the sample extraction 

tube tightly. 

 
 

Bring the kit components to room temperature 

before testing. Open the pouch and remove the 

card. Place the card on a flat and level surface. 

Caution: Once opened, the test card must be 

used immediately. 

 
 

Invert the extraction tube and add 3 drops of test 

specimen into the specimen well (S) by gently 

squeezing the extraction tube. 

Caution: The formation of air bubbles in the 

specimen well (S) must be avoided. 

 
 

Read the results at 15-20 minutes. 

Caution: Results after 20 minutes may not be 

accurate. 

Interpretation of Results 

 

Positive: 

If two colored bands appear with one colored band in the Control Zone 

(C) and another in the Test Zone (T) within 15-20 minutes, the test 

result is positive.  

Caution: No matter how faint the colored band is in the Test Zone (T), 

the result should be considered as positive. 

 

Negative: 

If one colored band appears in the Control Zone (C) and no colored 

band appears in the Test Zone (T) within 15-20 minutes, the test result 

is negative. 

 

Invalid: 

If no color line appears in the control area (C) within 15-20 minutes, 

the test is invalid. Repeat the test with a new test card. 
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Authorizations and Certificates 
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CE Certificate by Notified Body 
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Declaration of Conformity 
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EU CE Registration Certificate 
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Authorization Acknowledgement from China 

Chamber of Commerce for Import & Export of 

Medicines & Health Products 

Source: http://www.cccmhpie.org.cn/Pub/6325/178081.shtml 

取得国外标准认证或注册的医疗物资企业清单 

Name List of Medical Devices and Supplies Companies with Certification/Authorization from other Countries 

序号 生产企业 统一社会信用代码 
国外注册认证

情况 
省份 产品型号 

No. Company 
Uniform Social Credit 

Code 

Status of 

Certification / 

Authorization 

in Other 

Countries 

Province Product Model 

60 

厦门市波

生生物技

术有限公

司 

Xiamen 

Boson 

Biotech 

Co., Ltd 

91350200705468594R CE 福建 

2019-nCoV IgG/IgM Combo Test Card 

Rapid SARS-CoV-2 Antigen Test Card 

Rapid SARS-CoV-2/Influenza A+B 

Antigen Duo Test Card 

Anti-SARS-CoV-2 S Protein Antibody 

Quantitative Test 

SARS-CoV-2 Neutralizing Antibody Test 

Card 

SARS-CoV-2 Neutralizing Antibody 

Quantitative Test 

SARS-CoV-2 Antigen Saliva Test Card 

Anti-SARS-CoV-2 S Protein Antibody 

Test Card 

 

http://www.cccmhpie.org.cn/Pub/6325/178081.shtml
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Registration Completed in Individual Countries 

 Germany 

Source: https://www.bfarm.de/DE/Medizinprodukte/Antigentests/_node.html 

 

 

 France 

Source: https://covid-19.sante.gouv.fr/tests 

https://www.bfarm.de/DE/Medizinprodukte/Antigentests/_node.html
https://covid-19.sante.gouv.fr/tests
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 The Netherlands 

Source: 

https://www.rijksoverheid.nl/documenten/publicaties/2021/03/10/ontheffingen-ant

igeentesten 

 

https://www.rijksoverheid.nl/documenten/publicaties/2021/03/10/ontheffingen-antigeentesten
https://www.rijksoverheid.nl/documenten/publicaties/2021/03/10/ontheffingen-antigeentesten
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 Italy 

Source: 

http://www.salute.gov.it/interrogazioneDispositivi/RicercaDispositiviServlet?action=

ACTION_MASCHERA 

 

  

http://www.salute.gov.it/interrogazioneDispositivi/RicercaDispositiviServlet?action=ACTION_MASCHERA
http://www.salute.gov.it/interrogazioneDispositivi/RicercaDispositiviServlet?action=ACTION_MASCHERA
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 Belgium 

Source: 

https://www.fagg.be/sites/default/files/content/Belgian%20validation_CE_autotest.xl

sx 

 

Lijst van SARS-CoV-2 antigen zelftesten - verkoop in de apotheek 

Liste des autotests antigéniques du SARS-CoV-2 - vente en pharmacie 

List of SARS-CoV-2 antigen self-tests - sold in pharmacies 

versie/version 13.04.2021 

Merk op dat de verkoop van deze zelftesten aan particulieren momenteel enkel toegelaten is in de 

apotheek. De apotheker informeert bovendien de koper over het gebruik van de zelftest en wijst erop 

dat een arts moet gecontacteerd worden in geval van een positief resultaat.  

A noter que la vente de ces autotests à des particuliers n'est actuellement autorisée qu'en pharmacie. 

Le pharmacien informe également l'acheteur de l'utilisation de l'autotest et rappelle qu'un médecin 

doit être contacté en cas de résultat positif. 

Note that the sale of these self-tests to private individuals is currently only allowed in pharmacies. The 

pharmacist also informs the purchaser about the use of the self-test and points out that a doctor 

should be contacted in case of a positive result. 

Fabrikant/ 

Fabricant/ 

Manufacturer 

gemachtigde/représent

ant autorisé/authorised 

representative 

Naam van de 

test/Nom du 

test/Name of the 

test 

Referentie/ 

Référence/ 

Reference 

Datum 

certificaat 

Date du 

certificat 

Certificate 

date 

Xiamen Boson 

Biotech Co., Ltd. 

(CH) 

Lotus NL B.V. (NL) 
Rapid SARS-CoV-2 

Antigen Test Card 
1N40C5-2 1/04/2021 

 

  

https://www.fagg.be/sites/default/files/content/Belgian%20validation_CE_autotest.xlsx
https://www.fagg.be/sites/default/files/content/Belgian%20validation_CE_autotest.xlsx
https://www.tuvsud.com/en/services/product-certification/ps-cert?q=cert:V9%20061317%200006%20Rev.%2000


 

 Page 15 

 Luxemburg 

Source: http://legilux.public.lu/eli/etat/leg/amin/2021/04/06/a270/jo 

 

  

http://legilux.public.lu/eli/etat/leg/amin/2021/04/06/a270/jo
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Company Information 
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Boson Introduction 

 

Xiamen Boson Biotech Co., Ltd., as a specialist of in vitro diagnostic kits field was founded in 

2001, we develop and manufacture high-quality point of care and other immunoassay kits for 

world-wide market. 

Our 10,000 square meter facility is operated strictly under ISO 13485:2016 and GMP 

guidelines.  

Our product lines provide the immunoassays in various formats to detect cardiac markers, 

drugs of abuse, fertility hormones, infectious diseases, tumor markers and animal diseases. 

Many of our products have been approved by NMPA and CE. 

Our company presents its product with well-designed Boson and HomeScan packaging. We 

also provide OEM and private label service for customers. 

Xiamen Boson Biotech’s mission is to provide the affordable high-quality products to help 

fight diseases and illicit substance abuse. 
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ISO 13485 Certificate 
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Medical Device Production License 
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Our Market 

 

Our products have been exported to more than 70 countries: Britain, Germany, Italy, Brazil, 

Argentina, Australia, India, Malaysia, South Africa, etc.  

 

 

 

 

 

 

Please contact us or your agent for details. 

 

 


