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THE CERTIFICATE OF FREE SALE FOR CE-MARKED MEDICAL DEVICES

QA/RA Directors of US manufacturers of Medical Devices may receive a request from their
International sales department for Certificates of Free Sale (CFS). They are effectively
mandatory for the registration of CE marked devices which are not yet FDA approved in the
main countries of Latin America, Asia and non-EU Eastern Europe.

In addition the CFS may need to be apostilled or legalized depending upon the concerned
area. Where and how to obtain these CFS? MediMark® Europe, European authorized
representative, answers to these questions for helping US QA/RA Directors to understand
the process.

Who delivers CFS?

This is the National Competent Authority (NCA) of the EU member state where the
manufacturer or its European Authorized Representative (EAR), for non European
manufacturer, is located. It means that for US manufacturer of MDs, the QA/RA Director shall
address his demand to its EAR. Then the EAR fills in a form and submits it to its NCA for
approval and signature along with the CE Certificate, Design certificate if any and a
Declaration of Conformity (DoC) with the name & address of the EAR. Its takes usually 3 to 6
weeks to get it back signed and stamped.

What information on the CFS?
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. This example of FSC delivered by AFSSAPS,
the French NCA, is bilingual.
_ The product designation should be the one
N e which appears on the CE certificate or on the
DoC for Class1 non sterile, non measuring
bodoa'd ooy Divsire airoREE function MDs.
However, some countries such as Costa Rica
and Ecuador are requiring currently part
numbers or models included on the FSC. For
Peru, it is accepted without part numbers but it
is necessary to add Apostilled CE Declaration
of Conformity. And in Argentina for example, it
really depends of the evaluator of the register
so it is important to include model numbers on
it to avoid losing time and money.
These model numbers can be indicated in
_ annex page(s) to be signed and stamped as
bl B oty LA 1 well.

AR ) The addresses of the EAR and Manufacturer
shall be indicated. The name of the EAR
responsible is important because his/her
signature shall be then physically certified in
case of Apostil. It means that the undersigned
bR shall go to a public Notary or, in France, to its
local International Chamber of Commerce
(CCI) with ID for the signature certification.
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Apostilled or Legalized ?

Example of Apostil delivered in France An Apostil can be delivered on a FSC only if
destined to a country which is a Member of
the Hague Conference or if having ratified the
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http://www.hcch.net/index en.php?act=conve
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¢ bl sk by o gty Boantele | shall be the Competent authority of the
/\0 me aHILLET country where the FSC has been issued. For
Subotitut GAénékI example, in France, only the Attorney

General of the Court of Appeal can deliver the
e Apostille. It is important to mention that the

el 9 . ot & rat ses destination country of the FSC shall be given
for having the FSC Apostilled.

For the other countries, either the legalization is requested or the FSC delivered by the NCA
without any additional stamp may suffice.

Usually an FSC is legalized for a country by its Embassy in the country where the FSC has
been issued. However legalization by an Embassy in USA may be sometimes accepted.

How much it cost?

Some EU NCAS for medical devices may ask for about 50 $ per certificate. It is free in
France and in UK.

Apostille is usually free of charge. Certification of the signature can be from 0 to 30 dollars.
MediMark Europe does not charge anything for its time but the EARs which charge their
customers on an hourly basis will invoice the FSC.

Some Embassies may charge small fee (5-10%) for FSC Legalization. However, the practice
is to use private companies specialized in legalization and which not have to stand in the
line. The cost may reach 100 $ per FSC depending upon the number of documents.

Last point — Remember that CFS are not export licences; they are in effect, “letters of
comfort” requested by the authorities of the importing country who are seeking assurances
that the devices conform to the same quality and safety standards that apply in the European
Union.
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