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	INSTITUT PRO TESTOVÁNÍ A CERTIFIKACI, a.s.
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Questionnaire II.

Additional questions to standard EN ISO 13485:2016
	Locations = site, that will be certified: 


	Number of employees in the management system on site
	Shift work on site – number of shifts

	1.
	Central function: 
	
	

	2.
	Location: 
	
	

	3.
	Location: 
	
	

	4.
	Location: 
	
	

	5.
	Location: 
	
	

	Note: If your company has multiple locations, please continue in the same structure in a separate sheet of paper and this attach to this questionnaire.


Description of the medical device:

	The name of the medical device (hereinafter MD): type / model MD / the class of classification and reason of inclusion to the classification class, intended uses of MD:

	


	Classification*) of medical device, which are included into the certification scope

	1. 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 


	2. Active Medical Devices (Non-Implantable)
	General active medical device
	 FORMCHECKBOX 


	3. 
	Devices for imaging
	 FORMCHECKBOX 


	4. 
	Monitoring device
	 FORMCHECKBOX 


	5. 
	Devices for radiation therapy and thermo therapy
	 FORMCHECKBOX 


	6. 
	Active (non-implantable) medical devices other than specified above
	 FORMCHECKBOX 


	7. Active Implantable Medical Devices
	General active implantable medical devices
	 FORMCHECKBOX 


	
	Implantable medical devices other than specified above
	 FORMCHECKBOX 


	8. In Vitro Diagnostic Medical Devices (IVD)
	Reagents and reagent products, calibrators and control materials for:
	

	
	· Clinical Chemistry
	 FORMCHECKBOX 


	
	· Immunochemistry (Immunology)
	 FORMCHECKBOX 


	
	· Haematology/Haemostasis/Immunohematology
	 FORMCHECKBOX 


	
	· Microbiology
	 FORMCHECKBOX 


	
	· Infectious Immunology
	 FORMCHECKBOX 


	
	· Histology/Cytology
	 FORMCHECKBOX 


	
	· Genetic Testing
	 FORMCHECKBOX 


	
	In Vitro Diagnostic Instruments and software
	 FORMCHECKBOX 


	
	IVD medical devices other than specified above
	 FORMCHECKBOX 


	9. 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 


	
	Low temperature steam and formaldehyde sterilization
	 FORMCHECKBOX 


	
	Thermic sterilization with dry heat
	 FORMCHECKBOX 


	
	Sterilization with hydrogen peroxide
	 FORMCHECKBOX 


	
	Sterilization method other than specified above
	 FORMCHECKBOX 


	10. 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 incorporating or utilizing specific substances/technologies/elements, other than specified above.
	 FORMCHECKBOX 


	11. Parts and services
	Raw materials
	 FORMCHECKBOX 


	
	Components
	 FORMCHECKBOX 


	
	Subassemblies
	 FORMCHECKBOX 


	
	Calibration services
	 FORMCHECKBOX 


	
	Distribution services
	 FORMCHECKBOX 


	
	Maintenance services
	 FORMCHECKBOX 


	
	Transportation services
	 FORMCHECKBOX 


	
	Other services
	 FORMCHECKBOX 


	*) classification of MD according to the document IAF MD9


	
	Additional information:
	1) choose what is suitable

	1. 
	Are claimed any concessions – non-applicable requirements of standard ISO 13485?
	YES
	NO

	
	If yes, please mention which: 

	2. 
	Provide relevant legal obligations that apply to your product.

	
	 FORMDROPDOWN 



Note: The certificate according to the standard EN ISO 13485 can be issued only for the management systems of the companies, which provide (produce) the medical devices defined in chapter 3 of standard EN ISO 13485 and provide the services related to medical devices. Similar design (or identical design from technical view) or ingredients of products with different intended purpose of use (e.g. some cosmetic devices) shall not be a reason for applying of the system certification EN ISO 13485.
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