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Questionnaire for certification acc. to DIN EN ISO 13485 
for medical supply stores and health trade professionals
(taken as basis for a future quotation)
	Information on the company

	
	

	Company:
	     
	

	Address:
	     
	

	Postal code/ town:
	     
	

	Contact:
	     
	

	Phone: 
	     
	

	Fax: 
	     
	

	Company proprietor:
	     
	

	Branch offices/ locations:
	     
	

	Field of business / 
commercial register entry:
	     
	

	
	
	


	Information on range of products

	

	Product designations, product descriptions, CE-marked intermediate products, procedures for treatment after rental, etc.:
	     
	

	
	(Please, enclose advertising / information material.)
	

	Additionally, a certification acc. to ISO 9001:2008 is required:
 FORMCHECKBOX 
 yes
 FORMCHECKBOX 
 no

	Desired scope: 
	     
	

	Stage 1 audit on-site required:
 FORMCHECKBOX 
 yes
 FORMCHECKBOX 
 no

	If no, please, submit the relevant documents (last audit report, certificate, management review, etc.).


	Information on Quality assurance system

	

	Current status

	A QM system has already been established:
 FORMCHECKBOX 
 yes
 FORMCHECKBOX 
 no

	Initial certification:
 FORMCHECKBOX 
 yes
 FORMCHECKBOX 
 no

	Re-certification (Please, submit copy of certificate.):
 FORMCHECKBOX 
 yes
 FORMCHECKBOX 
 no

	 FORMCHECKBOX 
 acc. to EN ISO 9001:2000
 FORMCHECKBOX 
 acc. to EN ISO 13485:2003

	

	Documentation

	 FORMCHECKBOX 
 one quality manual and same process instructions for all locations

	 FORMCHECKBOX 
 one quality manual, different process instructions for all locations

	 FORMCHECKBOX 
 different quality manuals/ process instructions for all locations

	


	Business premises, branches

	Is the whole company to be audited?
	 FORMCHECKBOX 
 yes 
 FORMCHECKBOX 
 no

	(Please, enclose organisational chart.)

	Number of employees in … / location:
	1. Headquarters
	Branches

	Development
	     
	
	     
	

	Production
	     
	
	     
	

	Customised production
	     
	
	     
	

	Quality assurance
	     
	
	     
	

	Customer services
	     
	
	     
	

	Material / Purchasing
	     
	
	     
	

	Service
	     
	
	     
	

	Administration
	     
	
	     
	

	


	Number of suppliers associated with the product (supplier: supplies assemblies / components manufactured acc. to his own specifications):
	     
	

	

	Sub-contractor (supplies services, assemblies / components acc. to specifications of the manufacturer)

	
	Company headquarters, company profile
	Kind of involvement  
(e.g. certified, audited by manufacturer, included in QA, incoming goods inspection, ...)

	Quality assurance
	     
	
	     
	

	Development
	     
	
	     
	

	Documentation 
	     
	
	     
	

	Others
	     
	
	     
	

	


	Location/ date:       /      
	Submitted by:       
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