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CERTIFICATE OF ANALYSIS

PRODUCT Trilostane MANU. DATE 2024.10. 20
REPORT DATE 2024.10. 20
BATCH NO. 241001
RETEST DATE 2027.10.19
CRITERIA HOUSE STANDARD
I TEMS STANDARD TESTING RESULT
APPEARANCE White to pale white powder Conforms
INDENTIFICATION HPLC Conforms
Soluble in dimethy!l sulfoxide,
SOLUBILITY soluble l? pyridine, sljghtly P
soluble in ethanol, slightly

soluble in water

MELTING POINT 257°C-270°C 257.8°C~260.3C
HEAVY METALS Not more than 20ppm Gonforms
LOSS ON DRYING No more than 0. 5% 0.12%
RESIDUE ON [GNITION Not more than 0. 10% 0. 07%
RELATED IMPURITIES Not more than 1.0% 0. 45%
ASSAY (HPLC) Not less than 99.0% 99.55%

SPECIFIC ROTATION

+137° - +139°

+138.2°

SOLVENT RESIDUES

Not more than 0.5%

™~
CONCLUSION Passed
QC: TY QA: IM Manager: Jin Min.
METAPHARMACEUTICAL
N DE LOTE: t
Q0e0Z2245 i
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