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GMP Plant, IS0 9001: 2000 Cerlified Company, One Stop Sourcing for Sterolds and Hormones

CERTIFICATE OF ANALYSIS

Product Deflazacort Manufacturing Date 2018.01.27
Batch No. 180108 Report Date 2018.01.29
Criteria Enterprise Standard Retest Date 2023.01.27
ltem Specification Test result
Description White off white micronized power White off white micronized power
Pratically insoluble in water, freely
Solubility solut‘)Ie in acgtlcacyd and ‘meth|lene Gontais
chloride,sparingly soluble in acetone
and metanol
Sulphated Ash <0.1% 0.02%
Melting Point 255¢°C - 256°C 255°C- 256°C
Loss On Drying =0.5% 0.03%
Water <0.5% Conforms
Identification UV,HPLC,IR Positive
Methanol < 1000 ppm Conforms
; Acetone < 1500 ppm Conforms
Residual solvents
heeoien Tetrahidrofurano < 500 ppm Conforms
Heptano < 3000 ppm Conforms
Total Microbial Count Not more than 1000 ufc/g Conforms
Mold and yeast: Not more than 100 ufc/g Conforms
Specific Optical Rotation +58° — +62° +61.2°
Heavy Metal <10 ppm None
Total Impurity <1.0% 0.43%
Related sCLIlbstances Unkhow: -<0:48¢ 0.07%
Spay Single <0.1% 0.09%
Average Particle size 100%<100 microns 90%<10 microns Conforms
Assay 98.0%-102.0% 100.1%
Quantity: 14KGS . :
Conclusion: The above product conforms to Enterprise Standard S N
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DEFLAZACORT

BATCH NO.:180108




