
GLYBURIDE (GLIBENCLAMIDE) SPECIFICATIONS

Bruxelles Tariff Number: 
29350090-90

cas: 




10238-21-8

formula:


C23H18ClN305S
1)   Appearance
:
White to almost white crystals

          2)   Solubility in water 
:
Practically insoluble

Solubility in methylene chloride
:
Sparingly soluble

Solubility in ethanol 96% 
:
Slightly soluble

Solubility in methanol 
:
Slightly soluble

         3)    Identification (melting point)
:
169°C to 174°C

         4)    Identification (IR)
:
Positive

5)
Heavy metals
:
Not more than 20 ppm

6)
Loss on drying
:
Not more than 0,5%
6)
Sulphated ash
:
Not more than 0,1%

7)  Impurity A (HPLC)
:
Not more than 0,5%


Impurity B (HPLC)
:
Not more than 0,5%

8)  Unknown impurities, each (HPLC)
:
Not more than 0,1%


Unknown impurities, total (HPLC)
:
Not more than 0,5%

9)
Assay  (potentiometric, dried substance)
:
99,0% to 101,0%

10)
Residual solvents (Methanol)
:
Not more than 3000 ppm

11) Particle size distribution:

      PSD d90 (typical)
:
Not more than 30 m
