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	Form 

Application for EC Verification



	
	
	
	
	

	Please fill separate application forms for each product / product group if different Directives and/or conformity assessment routes and/or classification rules are applicable.

	
	
	
	
	

	According to   
	 FORMCHECKBOX 
 Council Directive 93/42/EEC (MDD)
	 FORMCHECKBOX 
 Annex IV, Item 5*
      
	 FORMCHECKBOX 
 Annex IV, Item 6*
	

	
	 FORMCHECKBOX 
 Council Directive 90/385/EEC (AIMDD)
	 FORMCHECKBOX 
 Annex 4       
	
	

	
	 FORMCHECKBOX 
 Council Directive 98/79/EC (IVDD)               
	 FORMCHECKBOX 
 Annex VI, Item 5        
	 FORMCHECKBOX 
 Annex VI, Item 6       
	


*For products placed on the market in sterile condition the manufacturer additionally must apply the provisions of Annex V, Section 3 and 4, but limited to those aspects of manufacture concerned with securing and maintaining sterile conditions.

Please send this application to your contact person of Medical Health Services of the TÜV SÜD Group. 
The application will be processed by notified body with number 0123: 
TÜV SÜD PRODUCT SERVICE GmbH, Ridlerstraße 65, 80339 MÜNCHEN. Country: Germany.
Phone: +49 (89) 5008-40; Email: medical_devices@tuev-sued.de; Website: http://www.tuev-sued.de/ps 

Manufacturer:
Authorized EC-representative*:

(Name and address, contact person; telephone, fax,  E-mail)
(Name and address, contact person; telephone, fax,  E-mail)

     

     

     

     

     

     

     

     

     

     

*If EC-representative is applicant please provide power of attorney
Design facility(ies)**: 
Manufacturing facility(ies)**:
(Name and address)
(Name and address)

     

     

     

     

     

     

     

     

         ** Please provide attachment for additional Design facilities or Manufacturing facilities, if necessary


Outsourced manufactruring processes (e.g. sterilization)**: 
Original Equipment Manufacturer (if applicable)**:
(Name and address)
(Name and address)

     

     

     

     

     

     

     

     

         ** Please provide attachment for additional outsourced manufacturing processes, if necessary

Product category:
     


     

Product***:
     


     

                                                      ***  FORMCHECKBOX 
 Please add attachment for further products

Applicable Code:

	 FORMCHECKBOX 

	UMDNS (AIMDD, MDD****):
	     

	 FORMCHECKBOX 

	EDMS (IVDD):
	     

	 FORMCHECKBOX 

	GMDN:
	     

	 FORMCHECKBOX 

	Scope expressions (NBOG 2009-3)
	     

	 FORMCHECKBOX 

	DIMDI Manufacturer Code:
(only for manufacturers in Germany)
	     


	****:
	Please provide additional information needed for MDD: 
for class IIa devices: for each device subcategory scope expression by NBOG BPG 2009-3
for class IIb devices: generic device group(s) referenced by GMDN preferred term(s)



Classification:

	 FORMCHECKBOX 

	MDD I sterile
	Rule: 
	     
	 FORMCHECKBOX 

	AIMDD

	 FORMCHECKBOX 

	MDD I measuring function
	Rule:
	     
	
	

	 FORMCHECKBOX 

	MDD IIa
	Rule:
	     
	 FORMCHECKBOX 

	IVDD, List B

	 FORMCHECKBOX 

	MDD IIb
	Rule:
	     
	
	

	 FORMCHECKBOX 

	MDD III
	Rule:
	     
	
	


Attachment:

 FORMCHECKBOX 

Copy of the EC-Type Examination Certificates (for class II b and class III medical device, active implants and IVDD List B)

 FORMCHECKBOX 

Technical documentation acc. to Annex VII (only for class I Sterile / class I Measuring Function and class II a products)

 FORMCHECKBOX 

EC-representative's power of attorney for EC-representation (if applicant)



The undersigned confirms,
	●
	that this application has not been made in parallel to any other notified body.

	●
	to send copies of reports of Field Safety Corrective Actions (recalls) and Field Safety Notices (FSN) to the Notified Body TÜV SÜD Product Service GmbH.


	●
	that he will inform the Notified Body TÜV SÜD Product Service GmbH about all essential / significant changes to the approved design whether the change could affect conformity with the essential requirements of the Directive or with the conditions prescribed for use of the product.


	●
	that the business relations are based on the Standard Terms and Conditions as well as Testing and Certification Regulations of TÜV SÜD Product Service GmbH in their most current version. In the event of certification the applicant will automatically become a member of the certification system of TÜV SÜD Product Service GmbH - if this is not already the case.

	●
	acceptance of and conformity with all the undertakings contained in the parts of the directives which are applicable for this product / product group and especially with the points in the Attachment 1 (MED_F_0341.01) of this application MED_F_03.41.


	If legal manufacturer signs this application please use this left column (
	If EC-Representative signs this appliacation please use this right column (

	Name of company representative:


	Name of EC-Representative: 

(In case CE-Application is submitted by EC-Representative)

	Signature: 

	Signature: 


	Date: 

	Date: 


	Company seal:

	Company seal:



	Bankverbindung:

 
	
	Telefon: 

Telefax: 
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