LEVOSULPIRIDE

Structural formula :
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Molecular formula
    :
   C15H23N3 O4S
Molecular weight
    :
   341,43

C.A.S. N°


    :
   23672-07-3

Custom tarif number :   29350090

USE :   
Levosulpiride has anti-emetic and neuroleptic properties and has been used in the treatment of gastro-intestinal disorders (including duodenal and gastric ulcer, ulcerative colitis, and Crohn’s disease) in migraine and in psychiatric disorders.

DOSAGE :
Sulpiride Tablets
:
200 and 50 mg


Sulpiride i.v.
:
100 mg


Levosulpiride Tablets
:
100 and 25 mg


Levosulpiride i.v.
:
25 mg

LEVOSULPIRIDE  SPECIFICATIONS

Appearance
:
White to almost white powder

Odour
:
No to almost no odour

Clarity and Colour of a 5% solution
:
Clear and colourless to slightly yellow

(w/v) in 1,2% acetic acid
:
Not less than Y5

Identification

Melting point
:
Must comply : 185 - 189°C

I.R. Spectrum
:
Positive
pH of a suspension (5g/100 ml) in water
:
9,0 to 10,0

Specific rotation[(]D 

C = 2 in dimethylformamide
:
-69,0 to -66,0°

Sulphated ashes
:
Not more than 0,1%

Loss on drying, 105°C, 4 h
:
Not more than 0,5%

Heavy metals
:
Not more than 20 ppm

Chlorides
:
Not more than 350 ppm

High pressure liquid chromatography

2-methoxy-5-sulfamoylmethylbenzoic

acid methyl ester
:
Not more than 0,3%

Pyroglutamic acid
:
Not more than 0,2%

Unknown impurities, each
:
Not more than 0,2%

Unknown impurities, total
:
Not more than 0,5%

Assay (on the dried substance)

(potentiometric)
:
98,0% to 101,0%

Residual solvents

Alcohols C3-C4 total
:
Not more than 110 ppm

Isopropanol
:
Not more than 50%

n-propanol
:
Not more than 50%

2-butanol
:
Not more than 50%

Isobutanol
:
Not more than 50%
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