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Prednisolone Reference Standard (Control 971) of National Institute of Health Sciences

Aya Kitajima, Miho Iwata, Keiko Maekawa, Hiroyuki Saito,
Tsuyoshi Tanimoto and Satoshi Okada®

The raw material of prednisolone was examined for the preparation of the "Prednisolone
Reference Standard (Control 971)". Analytical data obtained were as follows: melting point, 238.4
€ (decomposition); infrared spectrum, the same as that of the Prednisolone Reference Standard
(Control 911); UV spectrum, An.x = 243 nm; specific absorbance, E}%, (243 nm) = 414.8;loss on
drying, 0.06 %; thin-layer chromatography, one impurity was detected; high-performance liquid
chromatography (HPLC), 4 to 5 impurities were detected and the total amount was estimated to

be about 0.51 %;assay by HPLC, 1006 %.

Based on the above results, the raw material was authorized as the Prednisolone Reference
Standard (Control 971) of National Institute of Health Sciences.

Keywords: prednisolone, quality evaluation, authorization, NIHS Reference Standard
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Fig. 1 Ultraviolet absorption spectrum of the raw material for
Prednisolone Reference Standard
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Fig. 2 Infrared absorption spectrum of the raw material for Prednisolone Reference Standard
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Start Fig. 4 High-performance liquid chromatograms of the raw
A B C D material for Prednisolone Reference Standard

Fig. 3 Thin-layer chromatogram of the raw material for
Prednisolone Reference Standard
Solvent:dioxane/cy clohexane(4:3)
Spot: Ais 1 pugof hydrocortisone
Bis 0.5 g of predonizolone acetate
C1is 50 y¢g of the raw material
Dis 50 g of Predonisolone Reference Standard

(A) : Raw material
(B) : Predonisolone Reference Standard (Control 911)
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