
              杭 州 亚 佐 生 物 科 技 有 限 公 司 
HANGZHOU ASURE BIOTECH CO., LTD 

                 Add: Room 510,Building 32, Jianggan District, NO. 168 Jianding Road, Hangzhou Zhejiang, China 

              Tel: 0086-571-28295729   Fax: 0086-571-28295729     Email: sales@asurebiochem.com    Web: www.asurebio.com 

CERTIFICATE OF ANALYSIS 

 
Product Name D-BIOTIN Batch No. 210422 

Mfg. Date 2021.04.22 Test Date 2021.04.22 

Shelf Life 24 Months Report Date 2021-04-22 

Standard USP38/FCC/EP7 

Analyzer: Zhuyi                 Inspector: Chen Hengte                Approved:Qiu yuanyuan 

 

                                                                

                                                     

Test Item Specification Test Result 

Appearance A white or off white crystalline powder Conforms 

Solubility 

Very slightly soluble in water and in 

alcohol, practically insoluble in acetone. 

It is dissolves in dilute solutions of alkali 

hydroxides 

Conforms 

Identification A IR Conforms 

Identification B Reaction with bromine water Conforms 

Appearance of solution Solution S(EP) is clear and colorless Conforms 

Assay 97.5%~100.5% 98.2% 

Specific optical rotation +89°~+93° +90.4° 

Melting point 229~232°C 230~232°C 

Heavy Metals ≤10mg/kg <10mg/kg 

Lead ≤2mg/kg <2mg/kg 

Sulphated ash ≤0.1% 0.07% 

Loss on drying ≤0.5% 0.06% 

Related substances 
Any impurity shall not more than 0.5% 

At most one impurity more than 0.25% 
Conforms 

Organic volatile impurity Meet the requirement conforms 

Conclusion of analysis: Conforms to USP/FCC/EP Standards 


