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CERTIFICATE OF ANALYSIS

Prepared by: Reviewed by: Approved by:

Report No. MFG Date Apr.07,2015
Batch No. S51504018 Date of Release Apr.11,2015
Batch size 200BOU Expiration Date Apr.06,2019

Test Specification Result

Characters Awhite or almostwhite powder,hygroscopic,very soluble
inwater,practically insoluble in ethanol

White powder
Solubility:Complies

Identification

A. Thin-layer chromatogrammeets the requirements
B. Positive
C. Positive
D. Positive
E. Positive

Complies
Positive
Positive
Positive
Positive

Appearance of
solution Colour:not more intensely coloured than 3 4

Clarity:not more opalescent than Ⅱ ＜1
pH 4.5-7.0 5.7
Methanol(GC) NMT0.3% NA
Streptomycin B NMT3.0% Less than 3.0%
Loss on drying NMT7.0% 5.6%
Sulphated ash NMT1.0% 0.4%
Sulphate 18.0-21.5% 19.3%
Colorimetric NLT90.0% 99.1%
Abnormal toxicity Meets the requirements Complies

Potency NLT than 720 IU/mg(dried substance) 756 IU/mg

Conclusion:Complies with EP8.0

Remark: Sodium Metabisulfite limit NMT 0.4%(internal) 0.1%


