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EN ISO 13485:2016 
 

Certificate No   : M 8420  

Initial Certification Date  : 02 February 2011 

Certification Date  : 17 September 2019 

Expiration Date   : 16 September 2022 

Medical devices - Quality management systems - Requirements for 
regulatory purposes 

“Following elements of the standard are excluded“ 

“7.5.3“ “7.5.5“ “7.5.7“ “7.5.9.2“ 
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     Certificate is valid till expiration date, subject to successful completion of periodical surveillance audits. 

Please contact above numbers for detailed information. 
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