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安 庆 沃 德 化 工 有 限 公 司

Anqing worldchem Co., LTD

检验报告单

Certificate of Analysis
Product：Dasatinibmonohydrate

品名：达沙替尼一水物

CAS：863127-77-9

Molecular Structure：

Batch No. 批号 20120905 Manu. Date 生产日期 20120905

Quantity 批量 50.0kg Rep. Date 报告日期 20120907

Bource 来源 Workshop车间 Expiry Date 有效期 24 months

QCS 检验标准 2010 of Enterprise Standard企业标准 2010版

TETS检验 STANDARD标准 RESULTS 结果

Appearance White or almost white powder white powder

Solubility Slightly soluble in ethanol and
methanol,insoluble in water

Complies

Identification High-performance liquid chromatograph
HPLC

Almost the same

Infrared absorption Almost the same

Water 3.0%-4.0% 3.2%

Heavy metals ≤20ppm ＜20ppm

Residue on ignition ≤0.1% 0.08%

Related impurity

Impurity A≤0.15% <lod

Impurity B≤0.15% 0.06%

Sigle impurity≤0.2% 0.03%

Total impurity≤1.0% 0.10%

Residual solvents Acetone:5000ug/g max Complies
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THF:720ug/g max Complies

Tert-Butyl alcohol:5000ug/g max Complies

1-butanol:5000ug/g max Complies

Methanol:3000ug/g max Complies

Ethanol: 5000ug/g max Complies

Isopropanol: 5000ug/g max Complies

HPLC assay 98.0%～102.0% 99.3%

Package:Closed packing with moisture-proof plastic bag inside, packing with paper-plate
boxes outside.（3kg-25Kg),moisture-proof plastic bag inside, packing with aluminum foil
bag outside.(＜3kg);
Recommended storage conditions:At 25 – 30 ºС.
Conclusion: Complies With Enterprise Standard 2010符合企业标准 2010 版
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