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	Application for an opinion according to Regulation (EU) 2017/745 Article 117
	001/12.2025

	
	
	ID: 15492



After being checked and signed by mdc this application is a valid Assessment Contract between
mdc medical device certification GmbH, Kriegerstraße 6, 70191 Stuttgart, Germany (hereafter referred to as mdc) and the following company

	
	Customer Number (filled in by mdc)
«Kundennummer»

	Exact Name of the Company and Legal Entity
«Firmenname»

	Single Registration Number (SRN) in EUDAMED (as soon as available)


	Contact Person
«Ansprechperson»

	Street
«Strasse»
	Postal Code, Place
«Ort»

	Country
«Land»
	E-Mail Address
«Email»

	Phone
«Fon»
	Fax
«Fax»

	Further site(s), branches and manufacturing plants where the quality system is applied (detailed information about name and legal entity)




Hereby, the execution under the chosen conformity assessment procedure according to Regulation (EU) 2017/745 (MDR) is requested. mdc carries out the procedure with regard to the requested and confirmed scope.

This contract is based on the ″General Terms of Business” (396/019), the "Process Description for an opinion according to MDR Article 117" (15496/001) and the „«PreislisteEN»“ («PreislisteNummerEN»).

This contract shall be valid from the date of signature by mdc until the expiry of the relevant unless otherwise agreed during the offer process or the order process. The termination of this contract has to be effected according mdc’s terms of business.

Contractual amendments and changes have to be in writing. No additional agreements are in existence. If single definitions of this contract should become ineffective, the validity of the other regulations will not be affected by this. The ineffective clause has to be substituted by an effective clause, which is comparable as close as possible to the original meaning.

Requested Notified Body Opinion according to MDR Article 117
☐   This is an initial application.
☐   This is an follow-up application, e.g. due to changes.

[bookmark: QRCode]
Products or Product Categories
	
	Intended use/brief description of the product 
(Please enclose detailed product documentation:
e.g. instructions for use, product/article list, detailed product description, ...)
	Risk class when considered separately as a medical device
	Classification rule
with indent

	MD-Codes[footnoteRef:2] [2:  Complete indication of the MD codes applicable to the product from the Implementing Regulation (EU) 2017/2185. At least one MDA or MDN code and the applicable MDS or MDT codes must be indicated for each product; these are used to check whether the request falls within the scope of the mdc designation and to plan the assessment.] 
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It is hereby confirmed to have received and acknowledged the documents referred to on page 1 and to fulfil the obligations contained therein during the validity term of the contract.

	
	
	As not all documents are available yet, the application is confirmed as a preliminary contract. mdc carries out the planning of the procedure at the manufacturer's expense.

	Date, stamp
	
	mdc medical device certification GmbH

	
	
	

	(Binding signature applicant*)
	
	(Date, signature mdc)

	
	
	

	(Name in block capitals)
	
	(Name in block capitals)

	
	
	



* Person listed in the commercial registration / national company register or authorised by the power of attorney available on our website.
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