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QUESTIONNAIRE “ISO 9001 / ISO 13485”
 FORMCHECKBOX 
   CSN EN ISO 9001
 FORMCHECKBOX 
   ČSN EN ISO 13485       please tick off       
Applicant:
     
GENERAL INFORMATION ON THE STATUS OF SYSTEM IMPLEMENTATION
	
	QUESTION / ANSWER
	1) delete as appropriate

	1. 
	Indicate your product realisation / service provision processes pursuant to the stated production programme (subject to certification):

	Realisation processes that are subject to certification 
ISO 9001:
-     
-     
-     
ISO 13485:
-     
-     
-     
Processes that involve external resources (outsourcing, cooperation):
-     
-     
-     
(if more processes attach these in annex)

	Place of certification (headquarters, branches, localities): 
Do not fill if you do not have branches.

	Place:
	Processes and activities:
	Number of employees:

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	2. 
	Indicate the legislation in relation to your products/services in accordance with the defined processes:

	-     
-     
-     

	3. 
	Do special processes occur in the course of realisation of the product (e.g. welding, gluing ...).? If so, list which (or attach listed items in annex). 
-     
-     
-     
	YES
	NO

	4. 
	Do you perform the following activities?

	
	· design and development, 

	YES
	NO

	
	· purchasing, 
	YES
	NO

	
	· traceability,
	YES
	NO

	
	· client assets, 
	YES
	NO

	
	· control of measuring and monitoring equipment
	YES
	NO

	5. 
	Since when is the QMS used in your organisation?
	     

	6. 
	Who introduced the quality management system in your organisation? 
	     

	7. 
	Expected date of obtaining the certificate:
	     

	8. 
	Indicate by what other standards is your management system certified:
	     

	9. 
	Name of the certification body:
	     

	10. 
	Are the management systems integrated?
	YES
	NO

	The questionnaire was processed by:      ,      , ……………….
                         (name, position, signature)
	DATE:
     


Authorised person no. 201


Notified person no. 1014


Accredited testing and calibration laboratory


Accredited body for certification of products and control systems
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