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SEALD LABELING REVIEW

APPLICAnON NUMBER BLA 125293
APPLICANT Savient Pharmaceuticals, Inc.
DRUG NAME

PEGLOTICASE
SUBMISSION DATE October 31, 2008
SEALD REVIEW DATE July 2, 2009 I~ f;1 • . ./4

SEALD REVIEWER(S) Abiola Ola~undoye,PharmD IJ!'I.Jlh ,;;VI'lI'11710 't ~rr/l
This review does not identify al gqjlia~~ -relaA:ed labeling
issues and all best practices for labeling. We recommend
the review division become familiar with those
recommendations. This review does attempt to identify all
aspects of the draft labeling that do not meet the
requirements of21 CFR 201.56 and 201.57.




