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C E R T I F I C A T E  O F  A N A L Y S I S  
 
 

PRODUCT MANNITOL, Pharmaceutical Grade 

 D-Mannitol, E421 

Item-Nr. # 1702 MW 182.17g/mol C6H14O6 

CAS-Nr. [69-65-8] HS-Nr. 2905 43 00 EINECS 200-711-8 

Lot 161024    
     

Tests Method Specifications Analysis 

Appearance visual White to off white 
crystalline powder 

conforms 

Solubility acc.to EP gen.ntc.pt.II: 10% in H2O soluble conforms 

Clarity of solution EP 2.2.1.   Nephelometry 0 NTU conforms 

Coloration of sol. EP 2.2.2.   Gardner  1 conforms 

Identity EP 2.2.24. IR  corresponding to 
standard 

conforms 

  min. max. unit found 

Assay EP 2.2.29. HPLC, dried substance 97.0 102.0 % 98.85 

Conductivity EP 2.2.38. 20% in H2O  20 µS/cm 1.2 

Loss on drying EP 2.2.32. 1000g, 105°C, 4h  0.5 % 0.02 

D-Sorbitol EP 2.2.29. HPLC  2.0 % 0.97 

D-Maltitol+Isomalt EP 2.2.29. HPLC  2.0 % 0.11 

Related substances EP 2.2.29. HPLC, total  2.0 % conforms 

Reducing sugars acc. to EP monog. 0559: calc. as 
Glucose equivalent 

 0.1 % <0.1 

Melting point EP 2.2.14. 165 170 °C 168.12 

Microbial 
contamination 

EP 2.6.12. TAMC  1000 CFU/g <10 

Storage Keep well closed at room temperature in dark and dry place. 

Handling Handle with professional care. Avoid skin contact and inhalation of dust. 

Safety data For laboratory use only. Not for human and animal consumption. 

Remarks Vegetable origin, no animal material used. Not intended for use in the 
manufacture of parenteral preparations. 
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