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Note:
Please note that, as indicated by the Ministry of Health, the information entered into the Italian Database will be considered documentation to participate in official tenders.
For this reason we invite our costumer to always consider the timeliness of the information provided and the accuracy and compliance of the information.
This is also to be considered on the amount of data you want to include into the Italian Repertorio: more information will be included into the Database of medical devices, the less information will be sent for tenders because they are already registered in the same Database.

Note: the information contained mandatory to proceed with the registration are shown with an asterisk.

SECTION 1

	
	Information required
	Details

	1
	Commercial name and model of medical device *
	



	1a
	Other commercial  names
	

	2
	Code of medical device (MD) (REF code)* assigned by the manufacturer
	



	3
	Name and address of the Manufacturer *
	



	4
	If the Manufacturer is extra-UE, name and address of the European Representative*
	

	4a
	VAT NUMBER EUROPEAN REP.
	



	5
	Already registered in Italy? *
	    Yes       No

	6
	CND code of the device* (National Classification of Medical Devices)
	


	6 bis
	GMDN code of the device (Global Medical Device Nomenclature)
	If the CND is indicated, it is not mandatory to indicate the GMDN

	7
	Reference legislation*
	
· Directve EEC/93/42
· Directve EEC/90/385
· Regulation (EU) 2017/745


	7
	DM Class*
	
· Class I not sterile and without measuring functions
· Class I sterile
· Class I with measuring functions
· Class I reusable surgical instrument
· Class IIa
· Class IIb
· Class III


	8
	N° EC  certificate *
	



	9
	Annex according to which has been CE marked the MD (wrote on EC certificate) *
	If CE marked according to Dir. EEC/93/42 or Dir. /EEC90/385 select between:
· Annex II/2
· Annex III/3
· Annex IV/4
· Annex V/5
· Annex VI/6
· Annex VII/7

If CE marked according to Reg. (EU) 2017/745 select between:
· Annex II
· Annex III
· Annex IX, chapters I e III
· Annex IX, chapter II
· Annex X
· Annex XI, part A
· Annex XI, part B

	10
	Does the MD work with other medical devices? IF the answer is yes, please indicate them.
	    Yes       No




SECTION 2
	
	Information required
	Note/Commenti

	1
	Description of medical device (At least 50 characters)
	

	2
	Intended use of medical device
	

	3
	Measures of medical device (if applicable)
	

	4
	Which materials are in DIRECT contact with patient\users? *
	· Biological of plant origin
· Biological of animal origin
· Ceramic
· Composites
· Radiopaque materials
· Metallic
· Metallic alloys
· Polymers
· Solutions, mixtures and similar

	6
	The product and its packaging are latex free? *
	    Yes       No

	7
	During the process the product came in contact with molecules of latex? *
	    Yes       No

	8
	Are present animal tissues?
	    Yes       No


	9
	Are present drugs ? *
	    Yes       No


	10
	Materials for packaging *(only for sterile devices)
	· Aluminum-laminated plastic coupled
· Paper-plastic laminated coupled
· Card
· Cardboard
· Cellulose regenerated
· TNT
· Rubber
· Polyethylene
· Polypropylene
· Glass

	11
	Is the medical device sterile? *
	    Yes      No      Not for sale, but sterilizable.


	
12
	Methods of sterilization *
	· Peracetic acid and its derivatives
· Aldehydes and derivatives
· Dry heat
· Moist heat
· Filtration
· Gas plasma
· Ethylene Oxide
· Range Rays
· Beta Rays
· Other ___________

	13
	Number of months of sterilization validity
	


	14
	Is a disposable medical device? *
	    Yes       No


	15
	Cleaning method if medical device is not disposable  (short description)
	

	16
	Risteriliz. Method
	· Peracetic acid and its derivatives
· Aldehydes and derivatives
· Dry heat
· Moist heat
· Filtration
· Gas plasma
· Ethylene Oxide
· Range Rays
· Beta Rays
· Other ___________

	17
	Number of risterilization *
	


	18
	Description of other sterilization methods.
	












SECTION  3
	
	PDF Documents
	Mandatory

	1
	Label *
	Mandatory.

	2
	Instructions for use 
	Mandatory for class IIb and III medical devices and for all medical devices for which instructions for use are provided.

	3
	Declaration of conformity
	Mandatory.

	4
	EC Certificate
	Mandatory for class Is, class Im, class I reusable surgical instrument, class IIa, class IIb, and class III medical devices.

	5
	Technical Datasheet
	Not mandatory.

	6
	DM Image
	Not mandatory.

	7
	Scientific bibliography to support the clinical evidence of performance and safety.
	Not mandatory.
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