NEWC

CERTIFICATE OF ANALYSIS

DEXAMETHASONE SODIUM PHOSPHATE

Batch: NR1666 )

Manuf. date: 1 1 /20_]“_1_1'
v’ Retest date: 11/2013.
. e
_Expiration date: | 1172014
Tests Specifications Results
GENERAL TESTS
Appearance White or almost white very hygroscopic Complies
powder
Solubility Complies Complies
identification B (EP) Positive Positive
Identification C (EP) Positive Positive
Identification A (USP} Positive Positive
Identification B {USP) Positive Positive
Appearance of solution Clear and not more than B7 Complies
Colour of solution 400 nm NMT 0,100 UA 0,009 AU
Colour of the solution { 650 nm ) NMT 0.010 AU 0.002 AU
Specific rotation +75° - +483° on anhydrous, ethanol-free +78°
| substance
Specific rotation (USP} +74° - +82° on anhydrous, ethcnol-free +78°
substance
pH (EP/USP) 7.5-9.5 8,4 pH
Inorganic phosphates (EP; USP) NMT 1.0 % Complies
Water content (KF) NMT 10.0% 36%
Ethanol {GC) NMT 3.0% 1.7%
Ethanol and water NMT 13.0% 53
ASSAY ‘
UV Assay (EP) 97.0%-103.0% on anhydrous, ethanol-free 99.6%
substance
Assay HPLC (USP) 97.0% - 102.0% water-free and alcohol-free 993 %
basis
RESIDUAL SOLVENTS
Isopropyl alcohol NMT 1500 ppm 413 ppm
Methanol NMT 3000 ppm N.D.
Acetone NMT 2500 ppm N.D.
Ethyl acetate NMT 500 ppm N.D,

Compilies with cEP and cUSP

]

Store at refngercﬂed condiﬂons (+2 °C +8°C)
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