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Hydrocortisone Acetate Reference Standard (Control 961) of
National Institute of Health Sciences

Yoko Tagashira, Aya Kitajima, Keiko Maekawa, Kimihiko Yoshii,
Tsuyoshi Tanimoto and Satoshi Okada*

The raw material of hydrocortisone acetate was tested for the preparation of the “Hydrocortisone Ace-
tate Reference Standard (Control 961)”. Analytical data obtained were as follows: IR spectrum, specific
absorption wave numbers at 3428, 1748, 1723, 1631, and 1375 cm™; specific absorbance, E\% (242 nm)
=406; thin-layer chromatography, no impurities were detected until 0.05 pg; high-performance liquid
chromatography (HPLC), 2 ~ 3 impurities were detected and the amount of the total impurities was es-

timated to be about 0. 2%; assay by HPLC, 100.7%.

Based on the above results, the raw material was authorized as the Japanese Pharmacopoeia Reference

Standard (Control 961).

Keywords : hydrocortisone acetate, quality evaluation, authorization, JP Reference Standard
(Received May 30, 1997)
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Fig.1. Ultraviolet absorption spectrum for the candidate

Hydrocortisone Acetate Reference Standard
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Fig.2. Infrared absorption spectrum for the candidate Hydrocortisone
Acetate Reference Standard
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Fig. 3. Thin-ayer chromatogram for the candidate and he JP Hydro-
cortisone Acetate Reference Standard

Solvent system:chloroform/methanol (9 : 1)

Spot:A, B,C, D, E,F,G, H and [ are the candidate material
200, 100,50, 10,1,0.5,0.1,0.05 and 0. 025 pg , respectively.

J and K are the candidate material 8 pg and0. 16pug , respec-
tively. L. and M are the JP Reference Standard 8 pg and 0. 16 pg,
respectively.

Detection : (A) Spraying alkaline blue tetrazolium TS on the
plate (B) UV at 254 nm
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Fig. 4. High-performance liquid chromatograms for the candidate and
the JP Hydrocortisone Acetate Reference Standard
(A) : The candidate
(B) : The]JP Hydrocortisone Acetate Reference Standard
Conditions: column, Inertsil ODS (4.6 mm¢ X 250 mm) ; column
temp, 35C
flow rate, 0.8 ml/min; detection wavelength, 254 nm; mobile
phase, acetonitrile/water (1 : 1).
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