QC 21 Non Conformance Report
	Date
	19/08/17

	Issue id
	101065

	BSI Ref (if applicable) 
	1511824-201709-M1  

	Responsibility
	Derek Lamb

	Non-Conformance
	Area/process Technical Documentation Assessed
Clause Annex II, Section 3.4
Scope CE 01389
Category
Major
Statement of 
nonconformance:
The solutions adopted to fulfill Annex II are incomplete.
Clause 
requirements
[Annex II, Section 3.4] - The manufacturer must inform the notified body 
which approved the quality system of any plan for substantial changes to the 
quality system or the product-range covered.
Objective 
evidence
No evidence has been provided in the Technical documentation despite 
request of a system for informing BSI of substantial changes or evaluation of 
such change.. 
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