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NOTIFICATION
Addendum

The following communication, dated 30 June 2003, has been received from the United States.

_______________
Current Good Manufacturing Practice, Quality Control Procedures, Quality Factors, Notification Requirements, and Records and Reports for the Production of Infant Formula;  Extension of the Comment Period


The US Food and Drug Administration (FDA) is extending until 27 August 2003, the comment period for the proposed rule, published in the Federal Register of 9 July 1996 (61 FR 36154), to revise its infant formula regulations in 21 CFR parts 106 and 107.  The proposal would establish requirements for current good manufacturing practice (CGMP) and audits, establish requirements for quality factors, and amend its quality control procedures, notification, and records and reports requirements for infant formula.  FDA reopened the comment period to update comments and to receive any new information.  


The notified document can be obtained at http://www.fda.gov/OHRMS/DOCKETS/98fr/03-16357.pdf or from Shellee Anderson, US Food and Drug Administration, 5100 Paint Branch Parkway, College Park, Maryland  20740, 301-436-1491, shellee.Anderson@cfsan.fda.gov.

Other relevant documents:  

Notice of Proposed Rulemaking; reopening of the comment period published in the Federal Register at 68 FR 22341-22343 (available in English) (http://www.fda.gov/OHRMS/DOCKETS/98fr/03-10301.pdf).  

Notice of Proposed Rulemaking published in the Federal Register at 61 FR 36154 (available in English)

(http://www.access.gpo.gov/su_docs/aces/aces140.html).  

21 CFR Part 106 – Infant Formula Quality Control Procedures (available in English) (http://www.access.gpo.gov/nara/cfr/waisidx_02/21cfr106_02.html).  

21 CFR Part 107 – Infant Formula (available in English) (http://www.access.gpo.gov/nara/cfr/waisidx_02/21cfr107_02.html).

__________


