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Preface
Public Comment:

Interested persons may submit written comments regarding this document to the Division of Dockets
Management (HFA-305), Food and Drug Administration, 5630 Fishers Lane, rm. 1061, Rockville, MD
20852. Submit electronic comments to
http://www.fda.gov/Regulatorylnformation/Dockets/Comments/default.htm.

Additional Copies:

A copy of the guidance may be downloaded to a personal computer with access to the Internet. The
guidance may be accessed at http://www.fda.gov/ ICECI/ ComplianceManuals/

CompliancePolicyGuidanceManual/default.htm
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