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	DISTRIBUTORS/ IMPORTERS REQUEST FOR QUOTE 
(MDR Article 16)
	[bookmark: _Hlk87257855]No: SI.FR.07.06

	
	
	Rev: 01

	
	
	Date: 15.06.2026











	1. Company Information

	Legal Entity Name:
	

	Addresses:
	

	Registered HQ:
	

	Warehouse:
	

	Packaging:
	

	Other:
	

	Phone:
	
	E-mail:
	

	Web:
	
	VAT No.:
	

	No. of Full-time Employees:
	
	No. of Part-time Employees:
	
	No. of Shifts*:
	

	*In case the operations in multiple shifts are different, list the processes in each shift below.

	

	Role of the company
	☐Importer
	☐Distributor

	Registered Competent Authority 
	
	SRN
	

	General Director
	
	e-mail
	

	Management Representative
	
	e-mail
	

	


	2. Requested Services

	☐  EU 2017/745, Article Quality Management System Certification

	☐Certification
	☐Transfer
	☐Scope Extension
	☐Recertification*
	☐ Other:

	* For Recertification, significant changes, shall be communicated to NOTICE via SI.FR.08.11 Planned Change Notification Form.

	Activities performed under EU 2017/745 Article 16(2):

	☐ Translation of IFU

	☐ Translation of label

	☐ Changes to the outer packaging (repackaging)

	☐ Other (Please specify): 





	4. Outsourced Processes

	☐Packaging
	☐Labelling
	☐Storage
	☐Other (please specify:

	Subcontractor/ Supplier Information

	#
	Supplier Name& Address
	Related Device
	Rendered Service

	1
	Name:
	
	

	
	Address:
	
	

	2
	Name:
	
	

	
	Address:
	
	

	3
	Name:
	
	

	
	Address:
	
	



	4. Device Information
(In case of multiple devices this table shall be duplicated for each device)

	Device
	

	Intended use
	

	Accessories
	

	Trademark
	

	Legal Manufacturer
	

	Class
	

	Basic UDI-DI
	

	Sterilization Status

	☐ Sterile 
	☐ To be sterilized prior to use 
	☐Non-Sterile

	☐ ETO
	☐ Steam
	☐ Radiation
	☐ Aseptic
	☐ Other:

	Device Certification Information*

	Notified Body
	
	Certificate No.
	
	Expiry date:
	

	*The certificate shall be provided along with the RFQ.









	5. Documentation & Certificates

	Do you have a QMS already implemented?
	☐Yes
	☐No

	Related Standard:
	
	Certificate No (if applicable)
	

	Issuing Organization
	
	

	Is your QMS documentation completed?
	☐Yes
	☐No

	QMS Effective Date:
	Estimated Completion Date:

	Language of QMS documentation:
	

	Is documentation required by MDR completed?
	☐Yes
	☐No

	Documentation Issue Date:
	Estimated Completion Date:



	6. Previous Applications

	Have you lodged an application in parallel with another notified body for the same conformity assessment procedure?

	☐Yes
	☐No

	Do you have an application refused by any notified body for the same conformity assessment you have lodged application?

	☐Yes
	☐No

	If yes, please provide details:
	

	Have you withdrawn the application you have already submitted to another notified body prior to the decision of the notified body for the same conformity assessment you are applying for?

	☐Yes
	☐No

	If yes, please provide details:
	



	7. Conflict of Interests

	For devices and services given within this form, have you used or are you using a consultant to help you in your design, construction, marketing or maintenance of the products process or installation and maintenance of Quality Management System? 

	☐Yes
	☐No

	If yes,

	Consultant Name:
	e-mail:

	For devices and services given within this form, have you used Notice d.o.o. services? (Excluding open trainings)

	☐Yes
	☐No

	If yes, please provide details:

	Is there any connection/relationship between your organization and NOTICE testing subcontractors presented on www.notice.si?

	☐Yes
	☐No

	If yes, please provide details:



	9. Documents to be submitted together with this form

	1. Business License
2. Product IFU, Catalogue or other informational material
3. Previous CE & QMS Certificates 
4. Latest balance sheet *
5. Official document indicating the number of employees* (Including (a) employees; (b) persons working for the enterprise being subordinated to it and deemed to be employees under national law; (c) owner-managers; (d) partners engaging in a regular activity in the enterprise and benefiting from financial advantages from the enterprise. Apprentices or students engaged in vocational training with an apprenticeship or vocational training contract are not included as staff. The duration of maternity or parental leaves is not counted.)

* Submission of documents stipulated in 4 & 5 is optional. The information is requested in order to decide if the company falls into micro, small & medium size category to determine whether the related discount can be applied


	

	10. Approval (The correctness of the provided information is confirmed by the signer.)

	By signing this form, I consent to the collection, processing, and storage of my personal data by Notice d.o.o., in accordance with the General Data Protection Regulation (GDPR) and Notice’s terms & conditions. I understand that my data will be used for the purpose of processing my application, communication and providing services, and that I have the right to withdraw my consent at any time by contacting gdpr@notice.si.

	Authorized Signatory Person:
	
	Position:
	

	Date:
	
	Signature:
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