®
sp e t u m Specification for Itraconazole, Micronized, USP (1 2662)
CH G

EMICAL MF CORP

12662

Itraconazole, Micronized, USP

84625-61-6

Ca5H35C1Ng0,

705.64

Oriconazole
APPEARANCE
ASSAY (DRIED BASIS) 98.0 102.0 %
OPTICAL ROTATION, [a] 20D -0.10° to +0.10°
RESIDUE ON IGNITION 0.1%
LOSS ON DRYING 05%
ORGANIC IMPURITIES:
4-METHOXY DERIVATIVE (impurity A) 0.5%
4-TRIAZOLYL ISOMER (impurity B) 05%
PROPYL ANALOG (impurity C) 0.5%
ISOPROPY L ANALOG (impurity D) 0.5%
EPIMER (impurity E) 0.5%
n-BUTYL ISOMER (impurity F) 0.5%
DIDIOXOLANYL ANALOG (impurity G) 0.5%
ANY INDIVIDUAL UNSPECIFIED IMPURITY 0.10 %
TOTAL IMPURITIES 0.125 %
ELEMENTAL IMPURITIES AS REPORTED
IDENTIFICATION (A) FTIR SPEC;EEE%EANACTECHES
IDENTIFICATION (€) CORRESPONDSTO STANDARD
EXPIRATION DATE
DATE OF MANUFACTURE
MONOGRAPH EDITION
RESIDUAL SOLVENTS AS REPORTED
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