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CERTIFICATE OF ANALYSIS
IMATINIB
TEST SPECIFICATION RESULTS
OFF-WHITE CRYSTALLINE
DESCRIPTION POWDER COMPLIES
ID BY IR TO BE COMPLIES COMPLIES
FREELY SOLUBLE IN WATER AND
SOLUBILITY SPARINGLY IN METHANOL COMPLIES
LOD NMT 0.50% 0.09%
MELTING RANGE 217 — 220°C 217 — 220°C
RELATED SUBSTANCE
BY HPLC NMT 2.5% 0.230%
ASSAY BY HPLC 98 -102% 99.5%
RESIDUAL IMPURITIES NMT 0.1% W/W 0.02% W/W




