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Questionnaire „ISO 9001 / ISO 13485“

 FORMCHECKBOX 
   EN ISO 9001

 FORMCHECKBOX 
   EN ISO 13485       please tick       
Applicant:
     
BACKGROUND OF THE IMPLEMENTATION OF SYSTEM
	
	question / answer 
	1) Delete, if inappropriate 

	1. 
	In accordance with the production program / ​​services provided (subject to certification), please implement your processes for product / service:

	Realization processes that are subject to certification:
ISO 9001:
-     
-     
-     
ISO 13485:

-     
-     
-     
Processes that are used for external resources (outsourcing, co-operation):

-     
-     
-     
(please list in Appendix, if more processes)


	Non-active Medical Devices
	General non-active, non-implantable medical devices
	 FORMCHECKBOX 


	
	Non-active implants
	 FORMCHECKBOX 


	
	Devices for wound care
	 FORMCHECKBOX 


	
	Non-active dental devices and accessories
	 FORMCHECKBOX 


	
	Non-active medical devices other than specified above
	 FORMCHECKBOX 


	Active Medical Devices

(Non-Implantable)
	General active medical devices
	 FORMCHECKBOX 


	
	Devices for imaging
	 FORMCHECKBOX 


	
	Monitoring devices
	 FORMCHECKBOX 


	
	Devices for radiation therapy and thermo therapy
	 FORMCHECKBOX 


	
	Active (non-implantable) medical devices other than specified above
	 FORMCHECKBOX 


	Active Implantable Medical Devices
	General active implantable medical devices
	 FORMCHECKBOX 


	
	Implantable medical device other than specified above
	 FORMCHECKBOX 


	In Vitro Diagnostic Medical Devices (IVD)
	
	 FORMCHECKBOX 


	
	Reagents and reagent product, calibrators and control materials for:
	 FORMCHECKBOX 


	
	 Clinical Chemistry
	 FORMCHECKBOX 


	
	 Immunochemistry ( Immunology )
	 FORMCHECKBOX 


	
	 Haematology / Haemostasis / Immunohematology
	 FORMCHECKBOX 


	
	In Vitro Diagnostic Instruments and software
	 FORMCHECKBOX 


	
	IVD medici device other than specified above
	 FORMCHECKBOX 


	Sterilization Method for Medical Devices 
	Ethylene oxide gas sterilization ( EOG)
	 FORMCHECKBOX 


	
	Moist heat
	 FORMCHECKBOX 


	
	Aseptic processing
	 FORMCHECKBOX 


	
	Radiation sterilization ( e.g.gamma, x-ray, electron beam)
	 FORMCHECKBOX 


	
	Sterilization method other than specified above
	 FORMCHECKBOX 


	Devices incorporating/utilizing specific substances/technologies 
	Medical devices incorporating medicinal substances
	 FORMCHECKBOX 


	
	Medical devices utilizing tissues of animal origin
	 FORMCHECKBOX 


	
	Medical devices incorporating derivates of human blood
	 FORMCHECKBOX 


	
	Medical devices utilizing micromechanics
	 FORMCHECKBOX 


	
	Medical devices utilizing nanomaterials
	 FORMCHECKBOX 


	
	Medical devices utilizing biological active coatings and/or materials or being wholly or mainly absorbed
	 FORMCHECKBOX 


	
	Medical devices containing or utilizing specific substances / technologies / elements, other than specified above
	 FORMCHECKBOX 


	Parts or Services
	Raw materials
	 FORMCHECKBOX 


	
	Components
	 FORMCHECKBOX 


	
	Subassemblies
	 FORMCHECKBOX 


	
	Calibration services*
	 FORMCHECKBOX 


	
	Distribution services
	 FORMCHECKBOX 


	
	Maintenance services
	 FORMCHECKBOX 


	
	Transportation services
	 FORMCHECKBOX 


	
	Other services
	 FORMCHECKBOX 


	Place of certification (headquarters, branches, localities):

If you do not have branches, do not fill.

	Place:
	Processes  and activities:
	Number of employees:

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	2. 
	According to the defined processes provide the legislation in relation to your products / services:

	-     
-     
-     


	3. 
	Are there any special processes applied in the product implementation? If there are, name them (or include their list in Appendix).
-     
-     
-     
	YES
	NO

	4. 
	Do you perform the following activities?

	
	· design and development, 


	YES
	NO

	
	· purchasing, 
	YES
	NO

	
	· traceability,
	YES
	NO

	
	· customer’s property, 
	YES
	NO

	
	·  measuring and monitoring equipment control
	YES
	NO

	5. 
	Since when has the QMS been implemented in the organization?
	     

	6. 
	Who has implemented the QMS in your company? 
	     

	7. 
	Date you anticipate to obtain the certificate:
	     

	8. 
	Indicate by what other standards have been certified management system:
	     

	9. 
	Name of Certification Body:
	     

	10. 
	Are the management systems integrated?
	YES
	NO

	Questionnaire compiled by:      ,      , ……………….

                         (name, position, signature)
	DATE:

     


*Organizations providing calibration services should be accredited to ISO/IEC 17025.
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