
CERTIFICATE OFANALYSIS
化 验 报 告 单

产品名称
Product 他达那非 Tadalafil
生产批号
Batch No. 17092704 生产日期

Mfg. date 2017.09.27

批准日期
App. Date 2017.09.29 有效期至

Exp. date 2019.09.26

检验项目
ANALYSIS

标准规定
STANDARD

检验结果
RESULTOFANALYSIS

性 状
Character

白色或类白色结晶性粉末
White or almost white crystalline powder

类白色结晶性粉末
Almost white crystalline powder

在二甲基亚砜中易溶，在二氯甲烷中微溶，在水中几乎不溶。
Freely soluble in dimethyl sulfoxide, slightly soluble in
methylene chloride, practically insoluble in water.

符合规定
Conforms

鉴 别
Identification

红外光谱应与对照光谱一致
IR spectra should be consistent with the control

符合规定
Conforms

杂质 A、B和 C检查项中，供试品的保留时间和对照品一致
The retention time of the test sample was consistent with the

control in Impurities A, B and C text items.

符合规定
Conforms

比旋度为+78.0 ~ +84.0°
Specific optical rotation should be +78.0 ~ +84.0° +81.71°

杂质 A、B和 C
Impurities A, B and C

杂质 A≤0.15%
Impurity A≤0.15%

未检出
Not detected

非特定杂质≤0.1%
Unspecified Impurities ≤0.1%

未检出
Not detected

干燥失重
Loss on drying ≤0.5% 0.02%

硫酸灰分
Sulfated ash ≤0.1% 0.03%

有关物质
Related Substance

任意单个非特定杂质≤0.1%
Any Unspecified Impurities ≤0.1% 0.005%

总杂≤0.3%
Total impurity ≤0.3% 0.01%

残留溶剂
Residual solvent

甲醇≤0.3%
Methyl Alcohol ≤0.3%

未检出
Not detected

甲胺≤0.0116%
methylamine≤0.0116%

未检出
Not detected

N,N-二甲基甲酰胺≤0.088%
N,N-Dimethylformamide≤0.088% 0.02%

异丙醇≤0.5%
Isopropanol≤0.5%

未检出
Not detected

三乙胺≤0.032%
Triethylamine≤0.032%

未检出
Not detected

乙酸乙酯≤0.5%
Ethyl Acetate≤0.5%

未检出
Not detected

乙腈≤0.041%
Acetonitrile≤0.041%

未检出
Not detected

含 量
Assay

以干燥品计，含 C22H19N3O4应为 97.5%～102.0%
97.5%～102.0% 99.83%

结论：本品按 EP8.0检验，合格。
Conclusion: Conforms to EP8.0
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