CERTIFICATE OF ANALYSIS
ETHYLPREDNISOLONE

Batch:

Batch ProdUcer:

NS1227
1209003295

Manuf. date: | 05/2012]

Retest date: | 05/2014]

Tests Speclifcalions Resulls
FENERAL TESTS
Appegrance white or almost white crystalline powder Complies
identification Positive ' _ Positive
Loss on drying NMT 1.0 % 05%
Sulphated ash NMT 0_1' a _ <010 %
Speciic rofation {EP} +79° - 54" o_d.b. : +B4°
Spectfic rotafion (USP) +76° . +B4° 0.d b, +83°
ASSAY | |
Uv assay 970%-103,0% o.db. 98,4 %
HPLC assay 97.0% - 103.0% 0.d.b, 1000 %
RESIDUAL SOLVENTS
Dichloromethane . NMT 500 ppm ND.
Methano! NSMT 1000 ppm 151 ppm
THF NMT 720 ppm 450 ppm
IMPURITIES
Prednisolone _ NMTO5 % K N.GQL
Methylprednisolone acetate NMT02% N.QL
Methylydrocorfisane ' NMT 0.2 % 0,06 %
_ Meihylprednisolbne methyl 6 B isomer NMT 0.2 % ' N.GQ.
Impurtty RRY G.92 NMT0.2% 0.07 %
impurity ERT 1.83 : . NMT0.2% : . NG
impurity RRY 2.12 NMT 0.2 % | - NG&
impurity RRT 2.30 NMT0.2% NQ.
Impurity RRT 2.39 MMT 0.5 % . 0.11%
Impurity RRT 2.75 NMTD2% . ' NG,
Any olher impuity NMT 0,10% ' ' 0,09 %

Total impurities ' NMT 2,0% ' 0.3 %
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CERTIFICATE OF ANALYSIS
METHYLPREDNISOLONE

Batch: NS1227 Manut. date: | 05/2012;
Ty IY |
Batch Producer: 1209003295 Refest date: | __05/2013
Tests SpecHlcations Results
PARTICLE SIZE
Parlicle size NIT95% £ 15um _ 99 %
Particle size 100 % < 30 um 100 %
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