QC 21 Non Conformance Report
	Date
	19/08/17

	Issue id
	101144

	BSI Ref (if applicable) 
	1511849-201709-M10 

	Responsibility
	Derek Lamb

	Non-Conformance
	Area/process Information Supplied by the Manufacturer Clause Annex I, ER 13 Scope CE 01389 Category Major Statement of nonconformance: The instructions for use and the labels do not meet the requirements of Essential requirement 13 of Annex I. Clause requirements [Annex I, ER 13] - “The label must bear the following particulars:…” Objective evidence - The manufacturer has not provided evidence of compliance in the form of any package label for review despite explicit request. - Special handling and storage instructions were not present  in the IFU. - Leads related labels were not provided. 
 

	Investigation By:
	Derek Lamb

	Investigation Issue id
(if applicable)
	101144


	Corrective Action By:
	

	Corrective Action Issue ID (if applicable):
	101145


	Time Scale for Corrective Action
	

	Corrective Action:
	

	Follow-up future issue id
(Effectiveness verification)
	101146


	Effectiveness verification
	

	Closed By:
	

	Closed on
	


