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Guidance on the use of this application form:

· Use the TAB keys to jump between the “typing fields” and the tick boxes.

· Help topics are associated to most of the fields. When the field is selected and the F1 key is pressed the help information is shown.
· This application has 3 pages. Please fill in all relevant sections before signing.

	A) General information on the manufacturer:

	Company name:
	     
	Phone:
	     

	Legal address/street:
	     
	Fax:
	     

	Zip code/town
	
	
	

	Region/State:
	     
	PO Box No:
	     

	Country:
	     
	CVR(Vat)No:
	     

	Managing director

(Chief executive officer)
	     
	e-mail
	     

	Contact person

(Person responsible

for the approval)
	     
	e-mail
	     

	File number

(To be filled in by DS/DGM)
	
	
	


	B) Medical Device Directive (Council Directive 93/42/EEC, as amended) / Danish Statutory Order No. 1263 of 15 December 2008 and/or Quality system standards.

	Detailed information on the company, the products as well as the certifications requested. Please tick off one of the boxes:

	 FORMCHECKBOX 
 FORMCHECKBOX 

	Detailed information on the company, the products as well as the certifications requested has been submitted to DS Certificering A/S (DS/DGM). 

Any changes to the information supplied must be specified in the “C) General note(s) section.
	IMPORTANT!

“Questionnaire for preparing conformity assessment quote in accordance with the Medical Device Directive (Council Directive 93/42/EEC, as amended) / Danish Statutory Order No. 1263 of 15 December 2008 and/or Quality system standards.” shall be used for supplying detailed information to DS/DGM.
DS/DGM must be in the position of the detailed information before an application can be assessed.

	 FORMCHECKBOX 

 FORMCHECKBOX 

	Detailed information on the company, the products as well as the certifications requested is enclosed with this application
	


	B) In Vitro diagnostic Directive (Council Directive 98/79/EC, as amended) / Danish Statutory Order No. 1269 of 12 December 2005 and/or Quality system certification quote.


	Detailed information on the company, the products as well as the certifications requested. 

Please tick off one of the boxes:

	 FORMCHECKBOX 

 FORMCHECKBOX 

	Detailed information on the company, the products as well as the certifications requested has been submitted to DS/DGM. 

Any changes to the information supplied must be specified in the “C) General note(s) section.
	IMPORTANT!

“Questionnaire for conformity assessment quote in accordance with the In Vitro diagnostic Directive (Council Directive 98/79/EC, as amended) / Danish Statutory Order No. 1269 of 12 December 2005 and/or Quality system certification quote” shall be used for supplying detailed information to DS/DGM.
DS/DGM must be in the position of the detailed information before an application can be assessed.

	 FORMCHECKBOX 

 FORMCHECKBOX 

	Detailed information on the company, the products as well as the certifications requested is enclosed with this application
	


	C) General Note(s)

	Specify:      


Enclosed with this application the following documentation should be submitted to DS/DGM:

· Copy of articles of association / certificate of incorporation

· If some of the products have been subject to Annex III certification by another notified body, copies of the existing Annex III certificate(s). 

· In case of the product being certified as an own-brand labeling (OBL) version of a product CE marked by another company, copies of the CE certificates and the contract between the companies.

· Any certificates from the manufacturer as well as the companies/sites in “Information on the company and companies/sites related to the products to be certified”.

· In case of Annex IV certification, the following documentation:

· Documentation describing the production process

· Test procedures and records for test activities.

· Description of the statistical test basis including proof of conformity with the requirements of the Directive for probability of acceptance (only for statistic verification)

	Applicant 

(CEO or equally responsible person)
	
	DS Certificering A/S / DGM

	
	
	
	
	

	     
	     
	
	
	

	Place 
	Date
	
	Place 
	Date

	
	
	
	
	

	                                             
	
	
	

	Signature and printed name
	
	Signature and printed name

	
	
	


	General conditions with respect to this application [general]

	The applicant has acquainted himself with the “General terms and conditions for the operation of DS Certificering A/S / Danish Medical Devices Certification” and agrees to comply with these rules and - unless other agreements have been made - to pay all fees/rates specified in the “Rates and fees for DGM verification and certification services”. After DS’/DGM’s approval of this application the applicant will receive a signed copy with information about the schedule for the approval, checklists for the conformity assessment.

DS/DGM reserves the right to cancel this agreement in case insufficient or incorrect information has been given. The applicant hereby declares:

· to inform DS/DGM of any significant change made to the approved product and the approved quality system

· to keep the approved quality system adequate and efficacious

	General conditions with respect to application for CE marking according to the MDD

	The applicant hereby declares:

· That no application has been lodged with any other notified body than DS Certificering A/S / Danish Medical Devices Certification (DS/DGM) for the same product-related quality system and/or the same type(s)/product(s) as covered by this application.

· to fulfill all the obligations imposed by the IVD and/or the MDD with respect to the quality system/devices approved (as covered by this application)

· that no application for certification to ISO 9001 and/or ISO 13485 has been lodged with any other registrar and that any ISO 9001/13485 certification agreements with other registrars will be cancelled.

· to institute and keep up-to-date a systematic procedure to review experience gained from devices in the post-production phase and to implement appropriate means to apply any necessary corrective action

· to accept the obligation to notify the competent authorities and DS/DGM of the following incidents immediately on learning of them: 

(i) any malfunction or deterioration in the characteristics or performance of a device, as well as any inadequacy in the instructions for use which might lead to or might have led to the death of a patient or user or to a serious deterioration in his state of health; 

(ii) any technical or medical reason connected with the characteristics or performance of a device leading to the reason referred to in subparagraph (i) to systematic recall of devices of the same type by the manufacturer.

· to have taken all the measures necessary to ensure that the manufacturing process produces products, that conform to the type described in the EC Type-Examination certificate and to the requirements of the Directive, which apply to them (MDD Annex IV and IVD annex VI). - Before the start of manufacture, the applicant / manufacturer must prepare documents defining the manufacturing process, in particular as regards sterilization where necessary, together with all the routine, pre-established provisions to be implemented to ensure homogeneous production and, where appropriate, conformity of the products with the type described in the EC Type-Examination certificate and with the requirements of this Directive which apply to them. (MDD Annex IV and IVD annex VI).

· to include all needed documentation to assess the conformity of the representative sample of the production in question with the requirements of this Directive. The applicant must make a “type” available to DS/DGM (MDD Annex III, IVD Annex V).


The completed application must be printed, signed and sent by e-mail, mail or fax to:

DS Certificering A/S
Danish Medical Devices Certification

Kollegievej 6

2920 Charlottenlund

Denmark

Phone : +45 7224 5900

Fax:  +45 7224 5903

Email : dgm@dscert.dk
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