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Conclusion:

The PIIPPI submitted on January 29, 2010 (by email) was deemed acceptable by the reviewing team (Eric
Colman, Amy Egan, Mary Roberts, Todd Sahlroot and David Hoberman). Agency will issue an approval
letter on this prior approval labeling supplement.

Reviewed by: M~A. Simoneau, R.Ph., Regulatory Project Manager/2.4.1 0

POST LABEL REVIEW NOTES

The label review was completed using the MSWord version sent by the sponsor and accepted by the review
team on January 29,2010 (by email). This PI and PPI were converted to a PDF document and attached to
the approval letter. When the approval letter was signed, it was noted that in section 12.3
Pharmacokinetics, Race, six lines were missing:

Black or Afro-Caribbean groups. However, pharmacokinetic studies, including one conducted in
the US, have demonstrated an approximate 2-fold elevation in median exposure (AUC and Cmax)

in Asian subjects when compared with a Caucasian control group.

The approval letter was re-issued on Tuesday, February 9, 2010, with the text included. The text was
deleted inadvertently during the MSWord conversion to a PDF document due to an imbedded formatting
change from October 29, 2007 (6:09 pm) in the MSWord version that was sent by the sponsor on
January 29, 2010 (by email).
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