QC 21 Non Conformance Report
	Date
	11/11/2021

	Issue id
unique identifier 
	241920

	BSI Ref (if applicable) 
unique identifier 
	2128198-202111-N8 

	Responsibility
Person Overall responsible 
	Derek Lamb

	Non-Conformance
statement of the problem 
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Location
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“Assessment
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Category Minor
Area/process: _| Control of Documents and Records
Statement of | Control of change was not fully effective as relevant procedure and
non- ‘system (Intrastats) didn' include change impact assessment,
conformance: _ | determining affected areas/documents and if change is significant.
“The organization shall manage these quality management system
processes in accordance with the requirements of this International
) ‘Standard and applicable regulatory requirements. Changes to be made.
= to these processes shall be:
requirements | ;) evaluated for their impact on the quaity management system;
b) evaluated for their impact on the medical devices produced under this.
quality management system;
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0) ontrolled n accordance with the requirements of Gis International
Standard and applicable regulatory requirements.

VOPOI issue 1, 30. 09. 2019
Intrastats change control module.
‘sample: Change number 127253, 3. 09. 2018, 27436, VOPL
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	Investigation By:
Person responsible 
	

	Investigation Issue id
(if applicable)
Root Cause Analysis 
	

	Corrective Action By:
Person responsible 
	

	Corrective Action Issue ID (if applicable):
Relevant and Proportionate Corrective Action 
	

	Time Scale for Corrective Action
Time for completion of all identified actions 
	

	Corrective Action:
	

	Risk Review 
Confirm action does not have negative affects and/or risks to any other part of the ISO system 
	

	Follow-up future issue id
(Effectiveness verification)
	

	Effectiveness verification
	

	Closed By:
	

	Closed on
	


