QC 21 Non Conformance Report
	Date
	11 September 2025

	Viamed / VST* Issue id
unique identifier 
*delete as appropriate
	375175

	BSI Ref (if applicable) 
unique identifier 
	2700663-202509-N2

	Responsibility
Person Overall responsible 
	Derek Lamb

	Non-Conformance
statement of the problem 
	The medical devices files process of the organisation is not fully effective, as the organisation has not established requirements to ensure that product labelling is up to date and viable

Evidence:

The organisation has not documented labelling requirements as a distributor to verify or maintain product labels implemented and placed by the legal manufacturers are current, compliant and remain legible throughout distribution. Technical files were seen historic, predating the sampled product and existing labels on product was seen not recorded. The product sampled was in relation to Temperature Probe – Skin Contact – Ref 1010132021V – SN 210114478 – Type 0212921 – Viamed Ltd – Produced Oct 2021 – Barcode ID 1856344 – Manufacturer Bluepoint Medical Gmbh # Interface Agreement – Bluepoint medical GmbH & Co KG – 21/12/2016

	Investigation By:
Person responsible 
	Derek / Helen Lamb

	Investigation
Root Cause Analysis 
Issue id (if applicable)

	

	Corrective Action By:
Person responsible 
	

	Corrective Action 
Issue ID (if applicable):
Relevant Immediate Corrective action (if applicable) 
	

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

	Corrective Action:
Relevant and Proportionate Corrective Action
	

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

	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
	


