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CERTIFICATION OF MANAGEMENT SYSTEMS




CQS
Prosecká 412/74, 190 00 Praha 9 - Prosek

IČ: 69346305                DIČ: CZ69346305
tel.: +420 286 019 533, +420 286 019 534
e-mail: cqs@cqs.cz
http://www.cqs.cz 
APPLICATION FOR SYSTEM MANAGEMENT CERTIFICATION

	Applicant’s Name:
	Identification Number:      

	     
	VAT number:     


	Address of Applicant      
     
     

	Beneficiary‘s Bank:     

	
	Beneficiary’s Account Number:     

	Statutory Representative (name/position):     


	Number of employees:      

	Number of sifts:      

	Contact person for communication with CQS and for sending of documents from audits:

Name:         Position:          E-mail:      
Tel.:             Mobil:         

	Scope:

     

	Applicant is (indicate):        Manufacturer              

                                            Distributor        

                                            Importer               
	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 


	Is it border line products that do not have medical or therapeutic purposes?
	YES   FORMCHECKBOX 
 (If YES, attach decision of Regulation authority)
NO     FORMCHECKBOX 


	Indicate in the table, which medical devices are subject of the certification:

	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)
	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 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 


	
	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 


	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 


	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 (including faulted places):

     

	Standard for certification (tick):  

 FORMCHECKBOX 
   EN ISO 13485:2016      + complete the questionnaire 9001/13485




Declaration: The applicant undertakes to meet the certification requirements and agrees with certification process rules and procedures, and after concluding the agreement to secure the CQS representatives with an access to all places related to assuring the management system of the required production program and to provide all the required information and written documents.

The Applicant declares that the details stated in the Application hereof are complete and correct.

        ,     

                   

Place and Date of Application



 Stamp + Signature
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