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Federaal Agentschap voor Geneesmiddelen en Gezondheidsproducten -
Agence Fédeérale des Médicaments et Produits de Santé
CERTIFICATE NUMBER: BE/2008/036

CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER
Part 1

lssued following an inspection in accordance with :
Art, L5 of Directive 200 1/83/EC as amended

The competent authority of Belgiom confirms the following:
The manutacturer: Peptisyntha
Site address: Rue de Ransheek 310, Bruxelles, Régton Bruxelles Capitale, B-1121, Belginm

Is an active substance manufacturer that has been inspected in accordance with At 111{1) of Dircenve
2001 83/ EC wransposed in the following national legislation:

Article 12 bis, § I of the Law of 25th March 1964 related to the Medicinal Products and Article 80 of the
raval decree of 14 December 2006 related to medicinal products for himan and veterinary use

From the knowledge gamed during nspection of this manufacturer, the latest of which was conducted on
2008-08-14 it is considered that it complies with
= The principles and guidelines of Good Manufacturing Practice latd down in Directive 200394/EC

The principles of GMP for active substances referred to in Article 47 of Directive 200 1/83/EC .

I'is certificate reflects the status of the manufacturing site at the time of the inspection noted above and
should not be relied upon to reflect the compliance status if more than three years have elapsed since the date
of that inspection, after which time the issuing authority should be consulted. The authenticity of this
certificate may be verified with the 1ssuing authority.

Part 2
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