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Hanjiang Chemical
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Shandong Hanjiang Chemical Co., Ltd.
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CERTIFICATE OF ANALYSIS
Product: Fusidic Acid
i RITHIER
CAS: 6990-06-3
Molecular Structure:
Batch No it 5 22060601 Mfg. Date 4=/ H 2022-06-06
Ret. Date & 5 H ] 2024-06-05 Rpt. Date #¢ 2 H ] 2022-06-13
Source K Workshop 4= [H]
QCS fa B bRt EP10.4 B 2 84 10.4
TESTS K% STANDARD #F5/E RESULTS %1%
Appearance 4 i 'White or almost white crystalline powder white crystalline powder
Solubility ¥ fif & Practically insoluble in water,freely Complies
Soluble in ethanol(96 percent)
The infrared spectrum should be conformed with the .
_ fusidic acid CRS Complies
Identification %%
The residue dose not give reaction of sodium Complies
Water 7K 73 1.4%~2.0% 1.71%
Content(anhydrous
substance) 97.5%~101.0% 99.3%
o & oK)
Sulfated ash Bk K7 |<0.2% 0.14%
Impurity M<1.0% 0.28%
Impurity G=<0.7% 0.07%
Related Impurity Impurity L<0.5% IND
by HPLC Impurity B<0.4% 0.02%
FH 5% 2% i Impurity A<0.3% 0.01%
Impurity H<0.1 % 0.01%
Impurity C<0.2% 0.03%
Impurity D<0.2% 0.01%




Impurity F<0.2% 0.01%
Impurity 1<0.2% 0.01%
Impurity K<0.2% 0.02%
Impurity N<0.2% 0.05%
Main unspecified impurities<0.1% 0.02%
Total impurities<2.0% 0.60%
Ethanol<5000ppm Complies
Residual solvents Methanol<3000ppm Complies
R Ethyl acetate<5000ppm Complies

IN-Hexane<290ppm
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Conclusion: Complies With EP 10.4 5 & KR 25 8 10.4
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