User Manual; Essential Requirements :  Master

	The instructions for use must also include details allowing the medicalstaff to brief the patient on any contra-indications and any precautions
to be taken. These details should cover in particular:

	Requirement
	Yes
	N/A

	the name or trade name and address of the manufacturer. For devices imported into the Community, in view of their distribution in the Community, the label, or the outer packaging, or instructions for use, shall contain in addition the name and address of the authorised representative where the manufacturer  does not have a registered place of business in the Community;
	
	

	the details strictly necessary to identify the device and the contents of the packaging especially for the users;
	
	

	where appropriate, the word ‘STERILE’;
	
	

	where appropriate, an indication that the device is for single use. A manufacturer's indication of single use must be consistent acrossthe Community;
	
	

	if the device is custom-made, the words ‘custom-made device’;
	
	

	if the device is intended for clinical investigations, the words ‘exclusively for clinical investigations’;
	
	

	any special storage and/or handling conditions;
	
	

	any special operating instructions;
	
	

	any warnings and/or precautions to take;
	
	

	year of manufacture for active devices other than those covered by (e). This indication may be included in the batch or serial number;
	
	

	where applicable, method of sterilization;
	
	

	indication that the device contains a human blood derivative.
	
	

	If the intended purpose of the device is not obvious to the user, the manufacturer must clearly state it on the label and in the instructions for use.

13.5. Wherever reasonable and practicable, the devices and detachable components must be identified, where appropriate in terms of batches, to allow all appropriate action to detect any potential risk posed by the devices and detachable components.
	
	

	precautions to be taken in the event of changes in the performance of the device;
	
	

	precautions to be taken as regards exposure, in reasonably foreseeable environmental conditions, to magnetic fields, external electrical influences, electrostatic discharge, pressure or variations inpressure, acceleration, thermal ignition sources, etc.;
	
	

	adequate information regarding the medicinal product or product swhich the device in question is designed to administer, includingany limitations in the choice of substances to be delivered
	
	

	precautions to be taken against any special, unusual risks related to the disposal of the device;
	
	

	medicinal substances, or human blood derivatives incorporated into the device as an integral part in accordance with Section 7.4;
	
	

	degree of accuracy claimed for devices with a measuring function
	
	

	date of issue or the latest revision of the instructions for use.
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