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质量检测报告书 

Certificate of analysis 
                             报告单号（COA no.）0161 

检品名称 product 盐酸林可霉素 Lincomycin Hydrochloride 批号 batch no. 1502078 

包装 packaging size 20  十亿单位/桶  BOU/drum 数量 quantity  540 十亿 BOU 

生产日期 MFG DATE 26/02/2015(d/m/y) 失效日期 Expiry date 01/2018 (m/y) 

执行标准 according to 欧洲药典 7.3 版  EP7.3 报告日期 Report date 03/03/2015(d/m/y) 

 

Tests spec. results 

Characters A white or almost white, crystalline powder  A white crystalline 

powder 

identification IR: conforms to the reference spectra Conforms 

Reaction of chlorides: the solution gives the reactions of chlorides  

Appearance of solution  clear and not more intensely colored than reference solution Y6 Conforms 

PH 3.5~5.5 4.8 

specific optical rotation +135°~+150° +142° 

related substances 杂质 A Impurity A ≤0.5% 0.2% 

杂质 B Impurity B ≤0.5% 0.2% 

杂质 C Impurity C ≤0.2% 0.04% 

未知杂质 any unspecified impurity ≤0.10% 0.05% 

总杂质 total impurities ≤2.0% 0.5% 

heavy metals ≤5ppm ＜5ppm 

water 3.1%~4.6% 3.5% 

sulphate Ash ≤0.5% ＜0.1% 

bacterial endotoxins  < 0.50 IU/mg < 0.50 IU/mg 

n-butanol ≤0.5% not detected 

cetone  ≤0.5% 0.07% 

Assay  

（anhydrous substance） 

Lincomycin B ≤5% 2.9% 

sum of the contents of Lincomycin hydrochloride and 

Lincomycin B hydrochloride  

96.0%~102.0% 98.9% 

 

结论：本品按欧洲药典 7.3 版标准检验，结果符合标准 

Conclusion: conforms to EP7.3    

Reported by: Cai lanlan             reviewed by: Pan fangfang      approved by: Cai lanlan 


