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	Audit Date
	
	Auditor
	



	Company / ISO Section 
	Criteria of ISO Section 
	Auditor Comments / Issues

	Viamed Ltd ISO13485:2016 4.1.6

	Quality management system
For each quality management system process, the organization shall:
The organization shall document procedures for the validation of the application of computer software used in the quality management system. Such software applications shall be validated prior to initial use and, as appropriate, after changes to such software or its application.
The specific approach and activities associated with software validation and revalidation shall be proportionate to the risk associated with the use of the software.
Records of such activities shall be maintained (see 4.2.5). 
	


	
	QUESTION:
	RESPONSE:
	Y/N

	1
	Review Last years Audit. Update processes if required. 

Are all follow on Issue resolved satisfactory.


	
	


Sub Processes Linked to Audit 
Review the below processes tasks and audits and ensure they are completed in a timely manner.


List Processes Per Title
   10/07/2024        Page 1 of 1



