
 
 
  

Specification DATE:  27.10.2025 

Biotin, D-Biotin TEST METHOD： USP/EP/FCC 

 
 

Item Specification 

CAS no. 58-85-5 

Characters A white or almost white, crystalline powder or colourless 
crystals, very slightly soluble in water and in alcohol, practically 
insoluble in acetone. It dissolves in dilute solutions of alkali 
hydroxides 

EP9 

Identification  

A. IR 
B. TLC 
C. Color reaction 

To match with the reference IR spectrum 
Meets EP requirement 
The bromine water is decolourised 

Appearance of solution 
Assay 
Specific Rotation 
Loss on drying 
Sulfated ash 
Related substances 

Clear and colourless 
98.5% - 101.0% 
+89°C ~ +93°C 
≤1.0% 
≤0.1% 
Meets EP9 requirement 

USP2024 

Identification  

A. IR 
B. Specific optical rotation 
C. HPLC 

To match with the reference IR spectrum 
+89°C to +93°C (on dry material) 
The retention time of the major peak of the Sample solution 
corresponds to that of the Standard solution as obtained in the 
Assay 

Assay 97,5% - 102.0% 

Related substances  

Individual impurity ≤1.0% 
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Total impurities ≤2.0% 

Residual solvents  

Ethanol 
Toluene 

≤5000ppm 
≤890ppm 

FCC 

Identification  

A. IR 
B. Color reaction 

To match with the reference IR spectrum 
The bromine water is decolourised 

Assay 
Optical (specific) Rotation 
Melting Range 
Lead 

97.5% - 100.5% 
+89°C ~ +93°C 
229°C ~ 232°C 
≤2mg/kg 

Storage condition 
Shelf life 
Country of Origin 

Store protected from light at room temperature 
4 years 
China 
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