European Federation of ' * Fédération Européenne

Pharmaceutical Industries d’Associations et d’Industries
and Associations Pharmaceutiques
Ref: CLJ. IC/60.201 1 December 2004

Dockets management branch (HFA-305)
FOOD AND DRUG ADMINISTRATION
5630 Fishers Lane, rm 1061

Rockville,

USA - MD 20852

Dear Sir/Madam,

Re: EFPIA Comments on FDA Guidance for Industry: quality Systems Approach

to Pharmaceutical current Good Manufacturing Practice Regulations
(Docket Number: 2004D-0443)

Please find enclosed EFPIA comments with respect to the above-mentioned document.
We thank the FDA for providing us with the opportunity to comment on this document

and remain,

Yours sincerely,

Christine-Lise JULOU, Pharm. D
Head of Scientific, Technical & Regulatory Affairs

Cc: E. Cooke (EMEA)
J-L Robert (Laboratoire national de Santé, Luxembourg)

Encl. EFPIA comments
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