FEDERAL AGENCY FOR MEDICINES AND HEALTH PRODUCTS (FAMHP)

CERTIFICATE OF FREE SALE

for in vitro diagnostic medical devices (IVDs)
N° of Certificate (to be given by FAMHP):
Exporting (certifying) country: Belgium

Importing (requesting) country:
SECTION TO BE COMPLETED BY THE APPLICANT OF THE CERTIFICATE
1. Name and notification number of IVDs:

1.1. Grouping according to Directive 98/79/EC: device for professional medical use OR device for self-testing (autodiagnostic products).
1.2. Does the product contain radioactive substances? 





YES or NO

       If yes, which radioisotope and how much Becquerel?
1.3. Is this product authorized to be placed on the market for use in the exporting country?
YES or NO

1.4. Is this product actually on the market in the exporting country?



YES or NO

1.5. Does the exported product carry the CE mark according to Directive 98/79/EC?

YES or NO

2. Information regarding the manufacturer:

2.1. Manufacturer (according to the definition of Directive 98/79/EC): name and address:

2.2. Applicant for certificate:
2.3. Name and number of the Notified Body (if applicable):
2.4. Has the manufacturer been certified to be in compliance with ISO 9000/ EN 13485 standards?














YES or NO
        If yes state the name of the organisation that delivered the certificate: 

        If no, please explain:

RESERVED FOR THE ADMINISTRATION
The IVD as described above is presumed to meet the applicable provisions of Directive 98/79/EC and can be placed on the market in the exporting country.

	Address of certifying authority:
	FEDERAL AGENCY FOR MEDICINES AND HEALTH PRODUCTS, EUROSTATION II, Victor Hortaplein 40 bus 40, 1060 BRUSSELS (BELGIUM)

	Telephone n°: +32 2 528.40.00
	

	Date:
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	Name of authorized person:

Xavier De Cuyper
Chief Executive Officer



	Stamp:


	
	


