USP Ph./Eur. Ph.

Globe Reference:
CUSP 5010134
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OO 101

HaC
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1, 1,

Cl

Formula

Cy6H25CI,N4,O, M.W. 531.43

Piperazine, 1-acetyl-4-[4[[2-(2,4-dichlorophenyl)-2-(1H-imidazol-1-
ylmethyl)1,3-dioxolan-4-ylJmethoxy]phenyl]-,cis

Action and use

Antifungal

Characteristics

White or almost white powder.

e  Solubility Conform
Identification
e Infrared Absorption Conform

Essays

e Melting range

e Specfic rotation

e Lossondrying

e Residue on ignition

e Heavy metals

e Chromatographic purity

e Organics volatile Impurities

e Related Substnces

Between 148° and 152°
Between -1° and +1°

Not more than 0.5 per cent
Not more than 0.1 per cent
Not more than 0.002 per cent
Conform

Conform

Sum of impurities not more than 0.5 per cent

Assay
e Ketoconazole in g by 100 g on dried | 98.0 to 102.0 per cent
substance
Storage In well-closed containers
Packaging 50 Kg fiber drum with double polyethylene bags
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