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20 August 2002

Food and Drug Administration
Dockets Management Branch
12420 Parklawn Drive, Room 1-23
Rockville, Maryland 20857

United States of America

Reference: Docket No. 97D-0202

Gentlemen:

The Republic of Panama has a sanitary law that requires what is called a Registration Number for
every food item imported into the country.

This Number is obtained through a process of registration performed by the Ministry of Health at
the cost of the importer.

It basically consists of a presentation of a series of documents, including, as the most important
one, a Certificate of Free Sale, issued by a government agency from the country and/or state in
which the product is manufactured.

The process theoretically includes a laboratory analysis in order for the Ministry to confirm if the
list of ingredients on the presented formula (another one of the required documents) agrees with
the reality found in the analysis. This takes approximately 2 to 3 weeks, and the cost is an
average of $500.00 (per single product) including the lawyer's fees, since, as another
requirement, everything has to be done through an attorney.

Panama signed a treaty in which clearly agrees that it would accept the Registration of products
from countries that also signed this treaty in replacement of the process performed in our
country as (very briefly) described above.

As large importers of US food products, we urgently need to know if there is such thing as a
Registration process for food products manufactured in the US either for local consumption or for
export or for both. We are currently preparing legal action against our Ministry of Health in order
to obtain their approval of the conditions signed in the mentioned treaty, but it is imperative that
we prove that the US has a Registration process or something similar that could be accepted in
lieu of the one described.

Hoping to hear from you soon, we remain,
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