
          

COVID-19 (SARS-CoV-2) Antigen Test Kit 
(Colloidal Gold) - Saliva

                       Self-testing

Anhui Deepblue Medical Technology Co.,Ltd. 
Website:www.dbluemedical.com 
Address:4th Floor D-1# Zone, Pearl Industrial Park 106 
Innovation Avenue,High-Tech Development Zone 230088 Hefei, 
Anhui, China

1434

http://www.gov.uk/covid19-self-test-help


 

German Version:
1pc/box, 500pcs/carton            
Carton size: 59.5*49.5*35cm, G.W. 14.5 KG 

5pcs / box        200boxes /carton --1000Tests/carton Box 
size：130*70*52mm
Carton size:55*54*37cm,G.W.16.5kg



25 pcs / box  50 boxes /carton --1250 Tests /carton Box 

size :260*120*70mm

Carton size: 62*54*38cm, G.W. 18.5 kg



 

 Multi language version:1 pc/box,500pcs/carton 

Box size:144*65*19mm

Carton size: 59.5*49.5*35cm, G.W. 18 kg

Multi language box and Instruction For Use.  Smooth circulation and 
distribution in multinational markets.  Scan QR code and access to multi 
language IFUs, convenient and efficient. 

Scan QR code for Multi language IFU



Multi language soft package 

One test in one soft bag,  25 pcs per ziplock bag, 1000 pcs per carton, 
carton size: 62*54*45cm,  G.W. 20 kg



 

 

Box*1

IFU*1

Saliva swab*1

Test device*1

Collection bag*1

Antigen Extraction Tube*1

Your kit contains the following materials



 

 

Bag*1

IFU*1

Saliva swab*1

Test device*1

Collection bag*1

Antigen Extraction Tube*1
Multi language soft package 

Soft package with minimun size and weight, suitable for supermarket 

or Pharmacy to hang it on the shelf. 

Your kit contains the following materials
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Zhang chao 
Lotus Global Co Ltd 
4th Floor,D-1# Zone,  
Pearl Industrial Park,  
106 Innovation Avenue,High-Tech Development Zone, 
230088 Hefei, Anhui,  
China. 
  

01 December 2022 

Dear Stakeholder, 
 
Re: Notification of result – CTDA desktop review –  COVID-19 (SARS-CoV-2) Antigen Test Kit 
(Colloidal Gold) - Saliva  

Thank you for your application for approval of a coronavirus test under the requirements that 
came into force on 28 July 2021 via The Medical Devices (Coronavirus Test Device 
Approvals) (Amendment) Regulations 2021.  
 
I can confirm the desktop review for your product has now been completed. I can inform you 
that based on the information and evidence provided your application has been successful.  
 
Your product details will be published on the register of products that have been approved 
under regulation 38A(5) of the Medical Devices Regulations 2002: COVID-19 test validation 
approved products - GOV.UK (www.gov.uk). The details published on the register will 
include the name and address of the registered place of business of the applicant and 
manufacturer; the country in which the manufacturer is established; and if there is one, the 
name and address of a UK Responsible Person or Authorised Representative of the 
manufacturer.  
 
The approval is valid for a period of 5 years from the date of this letter.  
 
The MHRA, in its capacity as an enforcing authority for medical device legislation in the UK, 
is in copy to this letter. 
 
Yours sincerely 
 
 

CTDA Team 











Germany BfArM Self Test List

Passed the PEI & Omicron evaluation



ISO9001 certification


