s e t um® Specification for Moxifloxacin HCI, USP, bioCERTIFIED (TM)
b G (MO902)

EMICAL MFG CORP

MO902

Moxifloxacin HCl, USP, bioCERTIFIED (TM)

186826-86-8

CpqH,cCIFN,O,

437.9
ASSAY (ANHYDROUSBASIS) 98.0 102.0%
IDENTIFICATION (IR) TO PASSTEST
IDENTIFICATION (HPLC) TO PASSTEST
IDENTIFICATION (CHLORIDE) TO PASS TEST
pH 3.9 46
WATER 4.5%
RESIDUE ON IGNITION 0.5%
SULFATE 0.04%
RELATED SUBSTANCES:
MOXIFLOXACIN RELATED COMPOUND A 0.1%
MOXIFLOXACIN RELATED COMPOUND B 0.1%
MOXIFLOXACIN RELATED COMPOUND C 0.1%
MOXIFLOXACIN RELATED COMPOUND D 0.1%
MOXIFLOXACIN RELATED COMPOUND E 0.1%
ANY OTHER INDIVIDUAL IMPURITY 0.10%
TOTAL IMPURITIES 0.3%
ELEMENTAL IMPURITIES AS REPORTED
ENANTIOMERIC PURITY (MOXIFLOXACIN RELATED 0.10%
COMPOUND G)
MICROBIAL LIMITS:
TOTAL AEROBIC MICROBIAL COUNT (TAMC) 1000 CFU/g
TOTAL YEAST AND MOLD COUNT (TYMC) 100 CFU/g
IDENTIFICATION TO PASSTEST
APPEARANCE




Specification

MANUFACTURE DATE

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



