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You may use this electronic form to submit a comment to FDA on the docket stated above.  After completing your comment, please send this document as an e-mail attachment to FDADockets@oc.fda.gov.  Information included in the comment become part of the official public record and may be published on the FDA Website.  Anonymous comments will not be accepted.

Commentator Information: This section must be completed before submitting your comment to the FDA.  Failure to complete the fields marked with an * will result in your comment NOT being accepted by the FDA.
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Recommendation Section: Each recommendation you wish to submit regarding this document should be entered individually in this section.  You may enter as many as you want.  Please refer to the Guidance Document for the section and line numbers you are referencing.  You may close this form and return at a later time to add additional recommendations.  To copy text, highlight the text and use ctrl+c; to paste text use ctrl+v.
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Recommended Change Type *

[image: image25.wmf]

Revise, change, add, or delete words or portions of sentences


Recommendation *
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Change the text of 2.22 point 3 line 128 to:  Reviewing completed manufacturing records for final API stages and ensuring all other 

manufacturing records are reviewed by qualified production personnel or other units before release of the API.

Change the text of 2.22 point 4 line 130 to:  Making sure that deviations from critical process steps and parameters are investigated 

and resolved by developing and approving an appropriate system and by the auditing of intermediate stage batch records.


Reason For Recommended Change
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This wording is proposed to support the implementation of my first recommendation relating to section 6.71.  We believe that as 

well as ensuring there is a system in place for reporting deviations, a regular audit of a proportion of intermediates' batch records 

would reinforce the system.  Please note this point is of particular significance and concern to my Company.
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