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	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.Area/process Essential Requirements Clause Annex I Scope CE 01389 Category Major Statement of nonconformance: Solutions adopted to fulfil Annex I are incomplete. Clause requirements [Annex I ] - “The devices must be designed and manufactured in such a way that, when used under the conditions and for the purposes intended, they will not compromise the clinical condition or the safety of patients, or the safety and health of users or, where applicable, other persons…” Objective evidence [ER 4] – Only a single point of data has been discussed regarding serial number H0000330. No analysis supports that this data or other available data can support the shelf life of 10 years as stated. Data sheets provided on the “Returns,” data sheet are not structure in an analysis in support of lifetime. No testing or report / analysis have been provided in support of lifetime. [ER 5 & 7.2 & 8.6] - Shipment testing was “Simulated,” per ID 9027, 3320, and other such documents. However there is no data associated with any packaging testing provided. There is no evidence of protocol, acceptance criteria, or evidence provided of the ability of the package to protect the device in accordance with the MDD ER 5.0 through functional testing or visual inspection. [ER 7.6] - IPX rating is not defined.  The Standards Compliance testing below is listed by the client as not applicable without rationale. No evidence for ingress protection has been provided. [9.1] - Evidence provided in the form of document ID 1771 is illegible. The device is used in combination with hospital supplied electrodes. There is no evidence of testing or design inputs and risk considerations for use with incorrect electrodes or other devices. Risk documentation explicitly discounts EMC related issues and compatibility issues. Response by the manufacturer does not provided evidence of function of the device through risk or functional testing. [12.6] - No evidence has been provided of safety in the form of design verification testing or standards compliance testing. There is no evidence of safety from shock. [12.7] - No design verification or standards testing / evaluation have been provided. No evidence of compliance to ER 12.7 has been provided. [12.8] - No design verification or standards testing / evaluation have been provided. No evidence of compliance to ER 12.8 has been provided. 
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