®
sp e t u m Specification for Budesonide, Micronized, USP (B4040)
CH G

EMICAL MFG CORP

B4040

Budesonide, Micronized, USP

51333-22-3

Ca5H3406

430.59

16,17-Butylidenebig[ oxy]-11,21-dihydroxypregna-1,4-diene-3,20-dione

ASSAY (DRIED BASIS, BOTH EPIMERS) 98.0 102.0 %
ASSAY (DRIED BASIS, EPIMER A) 40.0 51.0%
LOSS ON DRYING 0.3%
ORGANIC IMPURITIES:

16a-HY DROXY PREDNISOLONE 0.2%
BUDESONIDE ACETALDEHYDE ACETAL (EPIMERS) 0.10%
BUDESONIDE D-HOMO ANALOG 0.10 %
DESONIDE 0.10%
BUDESONIDE GLYOXAL (EPIMERS) 0.07 %
BUDESONIDE RELATED COMPOUND E 0.10 %
BUDESONIDE RELATED COMPOUND L 02%
BUDESONIDE RELATED COMPOUND G (EPIMERS) 0.10%
BUDESONIDE 21-ACETATE (EPIMERYS) 0.10 %
BUDESONIDE 21-BUTYRATE 0.10%
ANY OTHER INDIVIDUAL IMPURITY 0.10%
TOTAL SPECIFIED IMPURITIES 0.4 %
TOTAL UNSPECIFIED IMPURITIES 04 %
ELEMENTAL IMPURITIES AS REPORTED

MICROBIAL LIMITS:

TOTAL AEROBIC MICROBIAL COUNT (TAMC) 108 cfulg
TOTAL MOLDSAND YEASTS COUNT (TMYC) 102 cfu/g
IDENTIFICATION A ( FTIR) SPEC;EE&EAN%TECHES

IDENTIFICATION B SPEC_;?XRIADI\QQECHES




Specification

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



