QC 21 Non Conformance Report
	Date
	11/11/2021

	Issue id
unique identifier 
	241917

	BSI Ref (if applicable) 
unique identifier 
	2128198-202111-N6 

	Responsibility
Person Overall responsible 
	Derek Lamb

	Non-Conformance
statement of the problem 
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“Assessment.
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Category. Minor

‘Operations - Product and/or Service Planning and Provision include Work
Area/process: | enyironment, Contamination Control and Preservation
‘Statement of | Contamination control was not fully effective a5 arrangement to prevent
non- ‘contamination due to customer returned products was not specified by
‘conformance: _| Serviing or other relevant procedures.

making excellence a h

Assessment Repor

requirements

‘Contamination control
s appropriate, the organization shall plan and document arrangements
for the control of contaminated or potentiall contaminated product in
order to prevent contamination of the work environment, personne), or
product.

For sterile medical devices, the organization shall document
requirements for control of contamination with microorganisms or
particiate matter and maintain the required dleanliness during assembly.
or padkaging processes.

Repair and servicing VOPDS, Ver. Control 68239, 26. 08. 2021
It was seen that adding such control to the Goods i procedure has been
noted by MD (note date 22. 10. 2020) however this update was seen to
be missed.
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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
	


