®
sp e t u m Specification for Oxycodone Hydrochloride (Cl1), USP (01169)
CH G

EMICAL MFG CORP

01169

Oxycodone Hydrochloride (ClI), USP

124-90-3

CygH,NO,*HCl

351.82

Dihydrone Hydrochloride ; 7,8-Dihydro-14-hydroxycodeinone Hydrochloride

APPEARANCE
ASSAY (ANHYDROUS, SOLVENT-FREE BASIS) 97.0 103.0 %
SPECIFIC ROTATION -137° to -149°
IC:3|;|IE_EOE’IA\DSIIESC)IONTENT (ANHYDROUS, SOLVENT 98 10.4 %
WATER DETERMINATION 7.0%
RESIDUE ON IGNITION 0.05%
ORGANIC IMPURITIES (PROCEDURE 1):
OXYMORPHONE 0.15%
NOROXYMORPHONE 0.15%
10-HY DROXY OXY OCODONE 0.15%
6-? OXYCODOL 0.25%
83-HYDROXY OXY CODONE 0.15%
HYDROCODONE 0.15%
INDIVIDUAL UNKNOWN IMPURITY 0.10%
TOTAL IMPURITIES 20%
ELEMENTAL IMPURITIES AS REPORTED
IDENTIFICATION (A) FTIR SPEC;_E;J&EANACTECH ES

RETENTION TIME
IDENTIFICATION (B) CORRESPONDS TO

STANDARD

RETEST DATE
DATE OF MANUFACTURE
MONOGRAPH EDITION
RESIDUAL SOLVENTS TO PASS TEST
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