QC 21 Non Conformance Report
	Date
	19/08/17

	Issue id
	101105

	BSI Ref (if applicable) 
	1515871-201705-N2 

	Responsibility
	Derek Lamb

	Non-Conformance
	Area/process Information Supplied by the Manufacturer Clause Annex I, ER 13 Scope CE 540537 Category Minor Statement of nonconformance: The information supplied by the manufacturer does not fully meet the essential requirements. Clause requirements Each device must be accompanied by the information needed to use it safely and properly, taking account of the training Objective evidence Storage and shipment conditions between labels and IFU are not consistent. Specifically: - Labeling clearly states handling temperature “5-20C” - IFU states “Recommended storage 5-15C” and “Storage -20-50C” neither of which is in line with OEM requirements or labeling. Connection to other devices: It is unclear form the instructions for use / labeling how the end user determines proper connection to other devices. Precautions for change in performance: Incorrectly N/A by the manufacturer. The device is capable of performance issue which may require action or contact of the manufacturer. No instruction is provided. Manufacturer referenced documents 17847 and 17842 safety data sheets have not been provided. Additionally it is unclear if these sheets are provided to the end user. As such no evidence has been provided that performance is provided to the user.
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