


e submitted dossier must be updated after any significant change that may alter the
ality, safety or efficacy of the substance.

33
34

ure of the substance shall take place in accordance with the Good
ring Practice and in accordance with the dossier submitted.

35 mply with these provisions will render this certificate void.

36 = yalid provided that there has been no deterioration in the TSE status of
37

38 This certificat renewed from 2 May 2008 according to the provisions of Resolution
39 5 a ended, and of Directive 2001/83/EC and Directive 2001/82/EC
40 sndment, and the related guidelines.

41  This certificate has on
42  This certificate has:
43  lines.
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Strasbourg, 6 June 2008

R1-CEP 2000-399-Rev 01 fo

hereby aULNOTISES ...........cosvcoraisvnrinerarnsesss snsiesasensssnsassnns
(name of the pharmaceutical compan
8) for the following

to use the above-mentioned certificate of suitability in support of their a
Marketing Authorisation(s): (name of product(s) and marketing number(s), if

The holder also certifies that no significant changes to the operations as described P dossier

have been made since the granting of this version of the certificate.

Date and Signature (of the CEP holder).
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