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London, 18 August 2008
Doc. Ref. EMEA/300339/2008

DOSSIER REQUIREMENTS FOR POST-AUTHORISATION SUBMISSIONS
IN THE CENTRALISED PROCEDURE
From 1 July 2008

EMEA: 2 Electronic copies of the complete application on DVD or CD-ROM + original, signed cover letter (cc PTL).

Application /
Submission Type

Dossier requirementsfor (Co-) Rapporteur and CHMP member s*

Electronic copy (DVD or CD Rom)

Paper Copy

TypelA/IB
variation

Rapporteur: 2 electronic copies
Other CHMP members: /

Delegates requiring 1 paper copy (if Rapporteur):
e Germany (Dr Enzmann, Dr Broich, or
Dr. Schneider)
e Sweden (Type IB only)
e Luxemburg (module 1 only)

Type Il variation

(Co)-Rapporteur: 2 electronic copies
Other CHMP members: 1 electronic copy

Delegates requiring 1 paper copy (if (Co-)Rapporteur):
e Germany (Dr Enzmann, Dr Broich, or
Dr. Schneider)

Renewal Please note the following exceptions: e Sweden (only if Rapporteur)
Germany (Dr Enzmann or Dr e Spain (1 full paper copy + for renewals, in
USR Broich) require 3 electronic addition, 1 extra copy of module 1 and 2)
copies e Luxemburg (module 1 only)
FUM/SO
Delegates requiring 2 paper copies (if (Co)-Rapporteur):
Annual Re- e France
Assessment e Ireland
o Slovak Republic (for Typell only)
Transfer Rapporteur: 2 electronic copies !
Art 61(3) Other CHMP members: 1 electronic copy
Notification
Extension Asfor initial MA applications - see EMEA website:
http://www.emea.europa.eu/htms/human/presub/g23-2.htm
For submission and delivery requirements - See Annex 6 to Volume 9A of the Rules Governing
PSUR Medicinal Productsin the European Union:

http://ec.europa.eu/enterprise/pharmaceuti cals'eudralex/vol9 en.htm

* The same requirements apply to submission of ‘ Responses

Dossier delivery addresses for CHMP members: http://www.emea.europa.eu/htms/human/presub/dossi errequi rements.pdf
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