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	ANNEX ISO13485 FORM-SYS01-ALL-04 

ISO 13485 – MEDICAL DEVICES
	Rev.04


​​ 

	1. DATA OF ORGANISATION APPLYING FOR CERTIFICATION

	REGISTERED NAME: 
	

	2. INFORMATION RELATED TO CERTIFICATION

	ROLE(S) OF THE ORGANIZATION UNDER APPLICABLE REGULATORY REQUIREMENTS
(e.g.: manufacturer, authorised representative, importer, distributor, services supplier etc…):
	

	IN CASE OF ORGANIZATION THAT PROVIDES ASSOCIATED ACTIVITIES (e.g. calibration services, distribution services, maintenance services, etc..)  OR PARTS OF THE MEDICAL DEVICE (e.g. raw materials, electrical components, mechanical subassemblies, etc..) WHICH ARE NOT CATEGORIZED AS FINISHED MEDICAL DEVICES
, DETAIL THE PROVIDED ACTIVITY OR THE TYPOLOGY OF THE MEDICAL DEVICES PARTS:
	

	ANY EXCLUSION AND/OR NOT APPLICABILITY OF THE STANDARD POINTS:
	

	OUTSOURCED ACTIVITIES THAT COULD IMPACT TO THE QUALITY OR SAFETY OF THE MEDICAL DEVICE
(design, manufacturer, provider of parts, materials, special processes, etc…)
	

	3. PRODUCT DESCRIPTION
Please provide the following information for each additional product falling within the certification scope

	
	TRADEMARK AND DESCRIPTION OF THE 
MEDICAL DEVICE:
	INTENDED PURPOSE OF THE MEDICAL DEVICE:
	RISK CLASS OF THE MEDICAL DEVICE:

	1
	
	
	

	2
	
	
	

	3
	
	
	

	4
	
	
	

	IN CASE OF STERILE MEDICAL DEVICES, INDICATE THE STERILIZATION METHOD:


□ RADIATION (E.G. GAMMA RAYS, ELECTRON BEAM)

	
	□ HYDROGEN PEROXIDE
	

	□  MOIST HEAT
	□ LOW TEMPERATURE STEAM AND FORMALDEHYDE
	□  OTHER _______

	□  ASEPTIC PROCESSING
	□  THERMIC STERILIZATION WITH DRY HEAT
	

	

	DOES THE DEVICE INCORPORATE MEDICINAL SUBSTANCES?
	YES      □         NO    □

	DOES THE DEVICE USE TISSUES OF ANIMAL ORIGIN?
	YES      □         NO    □

	DOES THE DEVICE INCORPORATE DERIVATES OF HUMAN BLOOD?
	YES      □         NO    □

	DOES THE DEVICE USE MICROMECHANICS?
	YES      □         NO    □

	DOES THE DEVICE USE NANOMATERIALS?
	YES      □         NO    □

	DOES THE DEVICE INCORPORATE BIOLOGICAL ACTIVE COATINGS AND/OR MATERIALS OR BEING WHOLLY OR MAINLY ABSORBED?
	YES      □         NO    □

	DOES THE DEVICE INCORPORATE/USE SPECIFIC SUBSTANCES/TECHNOLOGIES/ELEMENTS, OTHER THAN SPECIFIED ABOVE?
	YES      □         NO    □

if YES, please specify the substances/technologies/elements:
…………………………………………………

	

	Signature
	Date


� A FINISHED MEDICAL DEVICES is defined as any device or accessory to any medical device that is suitable for use or capable of functioning, whether or noti t is packaged, labeled, or sterilized
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