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Scope of Management System Certification as per ISO 13485:
	Company name:
	[bookmark: _GoBack]     

	Registered Seat:
	     



Details about MD / IVD MD and Management System Certification as per ISO 13485:
	List of MD / IVD MD manufactured:
     

	Class

Medical Devices
|_|  I    |_|  I s/m/r    |_|  IIa    |_|  IIb    |_|  III

In Vitro Diagnostic Medical Devices:
|_|  A   |_|  B   |_|  C   |_|  D


	Categories of MD / IVD MD manufactured:

	|_| Non-Active Medical Devices
|_| General non-active, non-implantable medical devices (MD 1.1)
|_| Non-active implants (MD 1.2)
|_| Devices for wound care (MD 1.3)
|_| Non-active dental devices and accessories (MD 1.4)
|_| Non-active medical devices other than specified above (MD 1.5):      

	|_| Active Medical Devices (Non-Implantable)
|_| General active medical devices (MD 2.1)
|_| Devices for imaging (MD 2.2)
|_| Monitoring devices (MD 2.3)
|_| Devices for radiation therapy and thermo therapy (MD 2.4)
|_| Active (non-implantable) medical devices other than specified above (MD 2.5):      

	|_| In Vitro Diagnostic Medical Devices (IVD MD)
|_| Reagents and reagent products, calibrators and control materials (MD 4.1) for:
· Clinical Chemistry
· Immunochemistry (Immunology)
· Haematology/Haemostasis/
· Immunohematology
· Microbiology
· Infectious Immunology
· Histology/Cytology
· Genetic Testing
|_| In Vitro Diagnostic Instruments and software (MD 4.2)
|_| IVD medical devices other than specified above (MD 4.3):      

	Sterilization Methods for Medical Devices:

|_| Ethylene oxide gas sterilization (EOG) (MD 5.1)
|_| Moist heat (MD 5.2)
|_| Aseptic processing (MD 5.3)
|_| Radiation sterilization (e.g. gamma, x-ray, electron beam) (MD 5.4)
|_| Sterilization method other than specified above (MD 5.8):      
	Sterilisation method is performed:
|_| in own working environment
|_| at suppliers’ facility

Is sterilisation supplier accredited according to the ISO 17025?
|_| YES*  |_| NO 
* Please enclose Certificate of Accreditation.

	Devices incorporating / utilizing specific substances / technologies

|_| Medical devices incorporating medicinal substances (MD 6.1)
|_| Medical devices utilizing tissues of animal origin (MD 6.2)
|_| Medical devices utilizing micromechanics (MD 6.4)
|_| Medical devices utilizing nanomaterials (MD 6.5)
|_| Medical devices utilizing biological active coatings and/or materials or being wholly or mainly absorbed (MD 6.6)

	Do you manufacture for MD / IVD MD only the following

	Raw materials (MD 7.1)?
	|_| YES  |_| NO
	If yes, specify:      

	Components (MD 7.2)?
	|_| YES  |_| NO
	If yes, specify:      

	Subassemblies (MD 7.3)?
	|_| YES  |_| NO
	If yes, specify:      

	Do you provide following services for MD / IVD MD?

	Calibration services (MD 7.4)
	|_| YES  |_| NO
	If yes, specify:      

	Distribution services (MD 7.5)
	|_| YES  |_| NO
	If yes, specify:      

	Maintenance services (MD 7.6)
	|_| YES  |_| NO
	If yes, specify:      

	Transportation services (MD 7.7)
	|_| YES  |_| NO
	If yes, specify:      

	Other services (MD 7.8)
	|_| YES  |_| NO
	If yes, specify:      

	MD / IVD MD Design Responsibility (check all that apply):
|_| Own             |_| Subcontracted     |_| Other        

	Do your MD / IVD MD require CE marking?
|_| YES  |_| NO  

	List of countries of target market for your MD / IVD MD:
     

	List of countries where you plan on conducting MD / IVD MD business in the future:
     



Please, provide copies of the following documents with the application:
· 	Certificate of incorporation,
· Specification of manufactured MD / IVD MD (e.g. product catalogue)
· Quality manual

	In the name of company filled by: (name, title and signature*)
*in case of electronic sending the signature not needed
	     

	Date:
	     




GDPR statement: According to the art. 6 sec. 1 let. b) of the Regulation (EU) 2017/679 of the European Parliament and of the Council on the protection of natural persons with regard to the processing of personal data and on the free movement of such data (Lawfulness of processing), personal data of natural persons, which are stated in this document, are in 3EC International a. s. processed in order to take steps at the request of the Applicant, namely communication and correspondence with Applicant`s responsible personnel, prior to entering into a contract
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