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检验报告单

Certificate of analysis
品名：葡甲胺 Product name:N-Methyl-D-Glucamine(Meglumine)
批号： 批数量：

Batch No.: MJ20200503 Batch Quantity:500KG
生产日期： 包装规格：

Manufacturer date: 2020.05.03 Packing size:25KG/桶
复检期： 报告日期：

Retest date: 2022.05.02 Report date:2020.05.03
标准依据：USP38版标准（the standard of USP38th Edition）

项目

Test items
标准

Specification
检验结果

Result
外观

Appearance
白色结晶性粉末

White crystalline powder
白色结晶性粉末

White crystalline powder
熔点

Melting point 128-132℃ 128.2-130℃
灼烧残渣

Residue on ignition ≤0.1% 0.03%
干燥失重

Loss on drying ≤0.5% 0.22%
含量 Content

99.0-100.5% 99.46%
比旋度

Specific optical rotation -15.7°－-17.3° -16.30º
重金属

Heavy metals ≤10ppm
符合规定

Accords with the specifications
还原物

Absence of reducing substance
符合规定

Accords with the specifications
符合规定

Accords with the specifications
溶液澄清度与颜色

Completeness and color of the solution
符合规定

Accords with the specification
符合规定

Accords with the specification

结论

Conclusion:
符合 USP38版标准

Meeting the standard of USP38th Edition
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