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Name List of Medical Devices and Supplies Companies 

with Certification/Authorization from other Countries 

 

Source：CHINA CHAMBER OF COMMERCEFOR IMPORT&EXPORT OF MEDICINES &HEALTH PRODUCTS 

http://www.cccmhpie.org.cn/Pub/6325/177661.shtml 

 

http://www.cccmhpie.org.cn/Pub/6325/177661.shtml
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Result in 15-20 minutes 

 

Nasopharyngeal/Oropharyngeal/Nasal 

swabs can be used 

 

Accuracy: 98.25% 

 

High specificity, which means a positive 

antigen test result can be considered very 

accurate 

 

Faster and less expensive than molecular 

tests 
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Test Procedure 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

1. Add 8 drops (about 0.25 mL) of extraction buffer into the extraction tube 

 

2. Place the swab with specimen into the extraction tube. Roll the swab three to five (3-5) times. Leave the 

swab in the extraction buffer for 1 minute. 

 

3. Pinch the extraction tube with fingers and remove the solution from the swab as much as possible. 

Dispose of the used swab in accordance with your biohazard waste disposal protocol 

 

4. Install the nozzle cap onto the sample extraction tube tightly. Use extraction solution as test specimen. 

 

5. Read the result at 15-20 minutes. A strong positive sample may show result earlier. 

 

Interpretation of Results 
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IFU 
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Medical Device Production License 
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CE License 
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List of Marketing Authorization 



 
 
 
 

11 
 

ISO13485 Certificate 

 



 
 
 
 

12 
 

 

 

 

 

 

 

 

 

 

 

 

 



 
 
 
 

13 
 

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 fighting 

diseases and illicit substance abuse. 
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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 

 


