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Molecular Structure:
Batch No. #t5 20161101 Manu. Date A/~ H# | 2016-11-01
Quantity fit= 250.0kg Rep. Date #kiH# | 2016-11-03
Bource K Workshop %] Expiry Date 4 %4 24 months
QCS faiatrife 2010 of Enterprise Standard /) Fr#E 2010 hix
TETS &4 STANDARD #r# RESULTS &%
Appearance White or almost white powder white powder
Solubility Easy to dissolve in the water Complies
Identification High-performance liquid chromatograph | Almost the same
HPLC
Infrared absorption Almost the same
Melting metals: 202.0~204.0C 203.0-203.1C
Specific rotation -18.0° ~-23.0° (C=1,water) -21.2°
Heavy metals <20ppm <20ppm
Residue on ignition | <0.1% 0.02%
Water <1.0% 0.7%
Bulk Density 0.3-0.5g/ml 0.33g/ml
Chiral impurity No more than 1.0% 0.03%
Residual solvents Ethyl acetate < 5,000 ppm 60ppm
Any individual impurity<<0.5% 0.07%
Related impurity
Total impurity no more than 1.0% 0.09%
HPLC assay 98.0%~102.0% 99.8%
Conclusion: Complies With Enterprise Standard 2010 5 44> 1k 4= /& 2010 #k
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