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Name of product: Ambrisentan

Batch No.:! 20130501

MFG Date:! May 11, 2013

           EXP Date:! May 10, 2015

ITEM SPECIFICATION TEST RESULT 
Appearance White to off-white powder White powder
Identification IR Conforms

Loss on drying 0.5% Max 0.11%

Related Substance Single impurity: 0.3% Max 0.14%
Total impurities: 1.0% Max 0.30%

R-Isomer 0.5% Max 0.13%
S-2-Hydroxy-3-   Methoxy-3,3!
-Diphenyl Propionic Acid! 0.2% Max 0.12%

Residual solvents Meet the requirement Conforms
Assay 98.5~101% 99.8%

Conclusion Conforms to In-house standard
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