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CERTIFICATE OF ANALYSIS

Product Name Lincomycin HCl

Batch no. 20160123 Batch Size 400BOU

Manufacture Date Jan.23,2016 Report Date Jan.24,2016

Expiry Date Jan.22,2019 Specification EP7.3/USP32

Test Items Specifications Results

Appearance: White or almost white crystalline powder Complies

Identification:
A: Infrared Absorption spectrum accord with the
spectrum of lincomycin hydrochloride CRS
D: The solution gives the reactions of chlorides

Complies

Appearance of solution Clear; ≤Y6 Complies

pH 3.5 ~ 5.5 4.5

Specific optical rotation +135°~ +150° +145°

Related substances

A ≤0.5%
B ≤0.5%
C≤0.2%
Any unspecified impurity≤0.1%
Total impurities≤2.0%

0.2%
0.3%
0.05%
0.03%
0.6%

Heavy metals ≤5ppm Complies

Sulphated ash ≤0.5% ＜0.1%

Water 3.1% ~ 4.6% 3.9%

Bacterial endotoxins ≤0.5IU/mg Complies

n-butanol ≤0.5% ND

Acetone ≤0.5% 0.08%

Lincomycin B ≤5.0% 1.2%

Assay: (dry) 96.0% ~ 102.0% 99.0%

Conclusion: Complies with EP7.3/USP32.


