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版本 

Revision 
版次 

Revision Summary 
修订内容摘要 

Prepared by 
修改人 

Approved by 
批准人 

Effective Date 
生效日期 

A 0 Initial Release --- Honson 10-Aug-2009 
A 1 Update Certificate & Model Eric Honson 10-Sep-2009 
A 2 Update Certificate & Model Eric Patrick 10-Oct-2010 
A 3 Update Certificate & Model Eric Patrick 10-Nov-2011 
A 4 Update Certificate & Model Eric Patrick 02-Dec-2011 
A 5 Update Certificate & Model Eric Patrick 02-Apr-2012 
A 6 Revised Certificate & Model Eric Patrick 23-Jul-2012 
A 7 Revised Certificate & Model Eric Patrick 10-Oct-2012 
A 8 Revised Certificate & Model Eric Patrick 17-Oct-2013 
A 9 Update Certificate & Model Eric Patrick 16-Dec-2013 
A 10 Update Certificate & Model Eric Patrick 07-Apr-2014 
A 11 Update Certificate & Model Eric Patrick 10-Dec-2014 
A 12 Update Certificate & Model Eric Patrick 08-Jan-2015 
A 13 Update Certificate & Model Eric Patrick 22-Apr-2015 
A 14 Update Certificate & Model Eric Patrick 04-May-2015 
A 15 Update Certificate & Model Eric Patrick 01-Jun-2015 
A 16 Update Certificate & Model Eric Patrick 15-Jul-2015 
A 17 Update Certificate & Model Eric Patrick 23-Sep-2015 
A 18 Update Certificate & Model Eric Patrick 08-Jan-2016 
A 19 Update Certificate & Model Eric Patrick 27-Jul-2016 
A 20 Update Certificate & Model Eric Patrick 20-Oct-2016 
A 21 Update Certificate & Model Eric Patrick 28-Jun-2017 
A 22 Update Certificate & Model Eric Patrick 21-Dec-2017 
A 23 Update Certificate & Model Eric Patrick 19-Apr-2018 
A 24 Update EC and QMS Cert.  Eric Patrick 05-Sep-2018 
A 25 Update Certificate & Model Eric Patrick 31-Oct-2018 
A 26 Update Certificate & Model Eric Patrick 19-Jul-2019 
A 27 Update Certificate & Model Eric Patrick 29-Nov-2019 
A 28 Update Certificate & Model Eric Patrick 29-May-2020 
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A 29 Update Certificate No. Eric Patrick 18-Aug-2020 
A 30 Update Certificate & Model Eric Patrick 20-Oct-2020 
A 31 Update Certificate & Model Eric Patrick 18-May-2021 
A 32 Added MD code Eric Patrick 11-Jun-2021 
A 33 Update ISO 13485 Certificate Eric Patrick 02-Jul-2021 
A 34 Correct typo & update sold date Eric Patrick 10-May-2022 

 
For medical device, the product must be fulfilling the Directive Essential Requirements before adding CE 
Mark. On-Site Audit for certification body can be proved the factory quality system which meet this Directive 
Essential Requirements and the capacity to meet this Requirements continuously for the future, our quality 
system will keep check the production processing by relative documentation.    
 
So, the medical device manufacturer must build up the quality system under ISO13485 regulation and get the 
Medical CE keep check by certification body.   
 
The two attached certificates show the successful for our quality system under ISO13485:2016 regulation and 
pass the Medical CE (CE 0123) for Digital Automatic Blood Pressure Monitor by certification body.  The 
control list includes all the model numbers which fulfil the regulation for production.  
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