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This memo conveys the Division’s recommendation to approve Indomethacin for
Injection, for patent ductus arteriosus.

This application has been the subject of reviews of CMC (Wong 18 February 2010) and
microbiology (McVey 18 February 2010) only.

Previously approved formulations of intravenous indomethacin for this use are salts of
sodium or lysine. This formulation is a free base in a buffered solution. The buffer
makes this a 505(b)2 application.

There are no outstanding review issues. Labeling has content similar to existing
formulations, but has been migrated to PLR format.
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