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Test Items Acceptance Criteria Test Results Conclusions
Appearance T t?ﬁ'-whnt: Off-white solid Conforms
solid
Purity by HPLC (% area) >98.0% 98.7% Conforms
Impurities by HPLC
(%6 area)
Single Largest Impurity <1.0% 0.6% Conforms
Total <2.0% 1.3% Conforms
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