QC 21 Non Conformance Report
	Date
	19/08/17

	Issue id
	101097

	BSI Ref (if applicable) 
	1515871-201705-M6 

	Responsibility
	Derek Lamb

	Non-Conformance
	The manufacturer has failed to provide a Declaration of Conformity per Annex II and the NB-MED Consensus Statement S/01/99 “The EC declaration of conformity is the procedure whereby the manufacturer who fulfills the obligations imposed by Section 1 ensures and declares that the products concerned meet the provisions of this Directive which apply to them. The manufacturer must affix the CE marking in accordance with Article 17 and draw up a written declaration of conformity. This declaration must cover one or more medical devices manufactured, clearly identified by means of product name, product code or other unambiguous reference…” 

	Investigation By:
	Derek Lamb

	Investigation Issue id
(if applicable)
	101097


	Corrective Action By:
	

	Corrective Action Issue ID (if applicable):
	101098


	Time Scale for Corrective Action
	

	Corrective Action:
	

	Follow-up future issue id
(Effectiveness verification)
	101099


	Effectiveness verification
	

	Closed By:
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