Eur. Ph. N\{)

Globe Reference:

CPE 5010008 O

Formula C16H13CIN2O M.W. 284.7
7-chloro-1-methyl-5-phenyl-2,3-dihydro-1H-1,4-benzodiazepin-2-
one

Action and use Anxiolytic; muscle relaxant

Characteristics White, almost white to yellow crystalline powder

Solubility Very slightly soluble in water, soluble in alcohol.

Identification

. Infrared spectrum Conform

Essays

e Impurity A Not more than 0.1 per cent

e Impurity B Not more than 0.1 per cent

e Impurity E Not more than 0.1 per cent

e Impurity C Not more than 0.10 per cent

o Impurity D Not more than 0.10 per cent

e Impurity F Not more than 0.10 per cent

purity = Not more than 0.10 per cent

e Other impuritie each one Not more than 0.2 per cent

e Total Not more than 20 ppm

* Heavy metals Not more than 0.5 per cent

e Loss ondrying Not more than 0.1 per cent

e Sulphated ash

Assay

e Diazepam in g by 100 g calculed in

0,
relation dried substance 99.010 101.0%

OBS: We garantee that the solvent:

- Methylene Chloride;

- Chloroform;

- Benzene;

- 1.4-Dioxane;

- Trichloroethylene are not utilized or
generated in the manufacturing process.

Protect from heat and humidity. Keep drum in fresh air and keep
under ambient temp ( 15° to 30°)

Packaging 25 Kg fiber drum with double polyethylene bags
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