
 

 

 

Certificate of Analysis 
Product name Ursodeoxycholic acid (UDCA)  CAS   128-13-2 
Batch no. 20230513 QTY 22000kg 
Manufacture date 2023-05-13 Test Date 2023-05-13 
Report Date 2023-05-13 Retest date 2024-05-13 
Package 25kg/drum Test method EP10.0 

Tested by: Meng Xiao    Checked by: Shen Junli     Approved by: He Youguang

Item Specification  Results 
Appearance White or almost white crystalline powder, taste  

bitter, without stink. 
Conforms  

Solubility Practically insoluble in water;freely soluble in ethanol 
(96percent); slightly soluble in acetone; practically insoluble 
in methylene chloride 

Conforms  

TLC Conforms 
IR Conforms 

Identification 

With blue-green suspension Conforms 
Lithocholic acid ≤0.1% <0.1% 
Specific Rotation +58°~ +62° +60.3° 
Melting Point 202.0℃—203.0℃ ~202℃  
Loss on Drying ≤1.0% 0.20% 
Residue on ignition ≤0.10% 0.03% 
Assay ≥99.0% - 101%  99.7% 
Heavy Metals  ≤ 10PPM <10PPM  

CDCA ≤ 1.0% 0.02% 
Other Individual Max.Impurity ≤ 0.10% 0.06% 

 
Related substance 

Total impurity ≤ 1.50% 0.20% 
Partical Size  D90 90-130 UM  110UM 
Conclusion The test results conform to the enterprise standards. 
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