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	To be completed by supplier

	Product name and product EAN code:

	Supplier:

	Completed by and date:

	Contact information:	

	Information
	Comments/name of attached document

	Responsible manufacturer 
	



	Authorized representative within EU according to article 11, (EU) 2017/745 and 2017/746 (only if the manufacturer is located outside EU) 
	

	Importer to EU (only if the manufacturer is located outside EU)

	



	Certified quality system of manufacturer (ISO 13485)

	|_| Yes, attach the certificate.
|_| No

	Risk classification of device 
	


	Is the device implantable?
	|_| Yes
|_| No

	Is the device intended for professional use only?
	|_| Yes
|_| No

	Declaration of conformity (DoC)



	Attach the DoC:
|_| MDD (legacy device)
|_| MDR
|_| IVDD (legacy device)
|_| IVDR

	Certificate by Notified Body (EC-certificate).
	|_| Yes, attach the certificate.
|_| Not applicable for this device.

	For legacy devices
· Attach statement from notified body confirming that manufacturer/EC-rep has submitted an official application for conformity assessment to the notified body or made agreement with notified body for recertification of the device. 
· Attach manufacturer's statement that the device complies with the transitional provisions 

	

	Does the product fulfill every demand in regulation (EU) 2017/745 or (EU) 2017/746?
	|_| Yes 
|_| No

	Composition/Ingredients of the device 

Attach in a format that can be converted to text (not a picture)
	

	Attach clear artwork where all the labelling is visible (not a product picture on the front only)
The following is needed if applicable:
· Primary packaging
· Secondary packaging
· Additional labelling according to national legalisation eg. label with applicable national language (Swedish and/or Finnish) 
· Instruction for use/leaflet 

	Attach the artworks. 




	Does your article or product package contain substances of very high concern from the Candidate List (SVHCs) in a concentration above 0,1% w/w (REACH article 33)?

If yes:
· List the substances
· If relevant, attach information to allow safe use of the article
· Attach the SCIP number received from the submission of information to the SCIP database of European Chemical Agency (ECHA.
· If any substance is listed in annex XIV in REACH, attach the authorization
	|_| Yes 
|_| No

	Does the device have a safety data sheet? 
	|_| Yes, attach the safety data sheet.
|_| No

	Summary over study/literature – Reference for the effect and claim 
	

	Only for Finland, concerns IVD-devices for self-testing imported to Finland.
Have your company submitted device notification to Fimea (Finnish Medicines Agency)?

	
|_| Yes 
|_| No




	Assessment – to be completed by Oriola

	Product approved
	|_| Yes
|_| No
	Comments



	Responsible person for quality control
Name and date
	








	Quality Approved by:
Roberth Svensberg,
29/10/2025
	Process Approved by:
Karin Ilis,
30/10/2025
	Classification:
Public



Internal

	Quality Approved by:
Roberth Svensberg,
29/10/2025
	Process Approved by:
Karin Ilis,
30/10/2025
	Classification:
Public



image1.png
L Oriola




