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APPLICATION FOR MEDICAL DEVICES (MD) CONFORMITY ASSESSMENT

according to the Article No. 11 of the Directive 93/42/EEC as amended

	No.: 
	
	
	
	
	
	
	
	
	



ITC’s Registry Number (do not fill in)

APPLICANT:

	Company name:
	VAT No.:
	
	
	
	
	
	
	
	
	
	

	
	Id. No.:
	
	
	
	
	
	
	
	

	
	Registered at:
	

	Address:
	Phone: 
	

	
	Fax:
	

	Zip Code:
	
	
	-
	
	
	
	
	
	
	e-mail:
	@

	Banking with:
	
	Account No.:
	

	IBAN:
	
	SWIFT Code:
	

	Represented by:

	Person authorized to negotiation:


Product:

	N Name of the MD:

	Product Class:
	
 FORMCHECKBOX 
  I
 FORMCHECKBOX 
  IIa
 FORMCHECKBOX 
  IIb
 FORMCHECKBOX 
  III

	

	Type/Model – please write the more detailed specifications on the page 2:


	The medical device contains as an integral part a human blood derivative:
	
 FORMCHECKBOX 
 yes
 FORMCHECKBOX 
 no

	Manufacturer’s company name and address (if it differs from the applicant):



	Is your company part of some larger organisation ? (if yes, specify its name):


	
 FORMCHECKBOX 
 yes
 FORMCHECKBOX 
 no


specification of the conformity assessment procedure:

	The chosen conformity assessment procedure
	
 FORMCHECKBOX 
 Annex II
Full quality assurance system

	according to 93/42/EEC Directive
	
 FORMCHECKBOX 
 Annex V
Production quality assurance

	
	
 FORMCHECKBOX 
 Annex VI
Product quality assurance

	(please, check off the appropriate box)
	
 FORMCHECKBOX 
 An. III+IV
EC type examination + Verification

	
	
 FORMCHECKBOX 
 An. III+V
EC type exam. + Production Q.A.

	
	
 FORMCHECKBOX 
 An. III+VI
EC type exam. + Product Q.A.

	
	
      FORMCHECKBOX 

Another requirement (please, specify):




	Are you interested in guidance on the AoC procedure:
	
 FORMCHECKBOX 
 yes
 FORMCHECKBOX 
 no

	Required language versions of issued certificates:
	
 FORMCHECKBOX 
 Czech
 FORMCHECKBOX 
 English
 FORMCHECKBOX 
 other (              )


Applicant’s declaration: 

1. We agree that product samples will not be returned after assessment.

2. We declare that we did not submit similar application for the same product to any other notified body.
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    Date of Application
Stamp and signature of applicant’s representative
Detailed specification of the Medical Device (MD) submitted to conformity assessment:
	Name and description of the product:



	List of documentation enclosed (figures, drawings, instruction for use & installation, technical specification etc.) as specified in the Annexes of the 93/42/EEC directive as amended:



	Intended use of the product (detailed description):


	Has been this MD product placed on the market already?
	
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

	If yes, when has been the MD introduced on the market:
	
In year 

	If yes, which countries has been the MD placed on the market in?


	

	Is the device designed and manufactured in a controlled quality system?
	
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

	If yes, which standards does comply the quality system with?


	

	Is the quality system certified?
	
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

	Are the test reports of the accredited testing laboratories available?
	
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

	If yes, specify the test reports in list:


	

	List of documents concerning to manufacturer’s quality system (certificates, audit reports, …)



	Another documents (information, …):
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