®
sp t u m Specification for Omeprazole, USP (01405)
CHEM

ICAL MFG CORP

01405

Omeprazole, USP

73590-58-6

Cy17H19N305S

345.42

5-Methoxy-2-[[(4-methoxy-3,5-dimethyl-2-pyridinyl)methyl] sulfinyl] benzimidazole

ASSAY (DRIED BASIS) 98.0 102.0 %
COMPLETENESS OF SOLUTION el L;SiﬁéiﬁgTHAN

LIMIT OF OMEPRAZOLE RELATED COMPOUNDSF

AND G 350 ppm
LOSSON DRYING 05%
RESIDUE ON IGNITION 0.1%
ELEMENTAL IMPURITIES AS REPORTED

ORGANIC IMPURITIES:

5-METHOXY -1H-BENZIMIDAZOL -2-THIOL 0.15%
OMEPRAZOLE RELATED COMPOUND E 0.15%
OMEPRAZOLE RELATED COMPOUND | 0.15%
DESMETHOXY OMEPRAZOLE 0.15%
OMEPRAZOLE RELATED COMPOUND A 0.15%
OMEPRAZOLE 4-CHLORO ANALOG 0.15%
UFIPRAZOLE 0.15%
ANY OTHER INDIVIDUAL IMPURITY 0.10 %

TOTAL IMPURITIES

10%

IDENTIFICATION (A)

RETENTION TIME
CORRESPONDS TO STANDARD

IDENTIFICATION (B)

SPECTRUM MATCHES
REFERENCE

APPEARANCE

EXPIRATION DATE

DATE OF MANUFACTURE

RESIDUAL SOLVENTS

AS REPORTED




Spectrum Chemical Mfg Corp

Corporate Headquarters:  West Coast Facility:
769 Jersey Ave. 14422 S. San Pedro St.
New Brunswick, NJ08901 Gardena, CA 90248
732.214.1300 310.516.8000



