QC 21 Non Conformance Report
	Date
	19/08/17

	Issue id
	101148

	BSI Ref (if applicable) 
	1511849-201709-N1

	Responsibility
	Derek Lamb

	Non-Conformance
	Area/process Intended Use and Classification Clause Annex IX, section II Scope CE 01389 Category Minor Statement of nonconformance: The process to ensure that devices are correctly classified is not effective. Clause requirements [Annex IX, section II] - If the device is intended to be used in combination with another device, the classification rules shall apply separately to each of the devices. Accessories are classified in their own right separately from the device with which they are used. Objective evidence While the main device was correctly identified and classified as a medical device, Document ID 8023 and 9285 identified in the technical documentation as classification rationales make no mention of the classification of the accessories identified in the technical documentation. 
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