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Dexamethasone Sodium Phosphate Reference Standard
(Control 001) of National Institute of Health Sciences

Miho Iwata, Tatsuo Koide, Keiko Maekawa, Hiroyuki Saito,

Tsuyoshi Tanimoto * and Satoshi Okada

The raw material for dexamethasone sodium phosphate was examined for the preparation of the "Dexametha-
sone Sodium Phosphate Reference Standard (Control 001)". The analytical data obtained were : pH, 8.0 ; optical
rotation, [a]3 =+79.6 ° 5 UV spectrum, 1 max of 242 nm and specific absorbance in water at 242 nm = 313.6 ;
IR spectrum, same as that of the Dexamethasone Sodium Phosphate Reference Standard (Control 893) ; free
phosphoric acid, 0.06% ; free dexamethasone, 0.07% ; thin-layer chromatography, no impurities were detected
until 100 g ; high-performance liquid chromatography, total amount of impurities estimated to be less than 0.2%

; residual solvent, 4.3% (ethanol) ; water, 7.3%.

Based on the above results, the raw material was authorized as the Dexamethasone Sodium Phosphate Refer-
ence Standard (Control 001) of the National Institute of Health Sciences.

Keywords : dexamethasone sodium phosphate, quality evaluation, authorization, reference standard
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Fig.1 Ultraviolet absorption spectrum of the raw material for Dexam-
ethasone Sodium Phosphate Reference Standard
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Fig.2 Infrared absorption spectrum of the raw material for Dexamethasone Sodium Phosphate Reference Standard
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Fig.3 Thin-layer chromatograms of the raw material for Dexamethasone

Sodium Phosphate Reference Standard and Dexamethasone Reference
Standard (Control 931)

Solvent system : n-butanol/water/acetic acid (3:1:1)
Spot : A to C are 100, 50 and 5 pg of the raw material, respectively.
D is 5 g of Dexamethasone Reference Standard (Control 931).
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Fig4 High-performance liquid chromatograms of the raw material (A)

and Dexamethasone Sodium Phosphate Reference Standard (Control 893)
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