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Beclometasone Dipropionate Reference Standard
(Control 011) of National Institute of Health Sciences

Miho Iwata, Tatsuo Koide, Keiko Mackawa, Hiroyuki Saito,
Tsuyoshi Tanimoto * and Satoshi Okada

The raw material of beclometasone dipropionate was examined for the preparation of the "Beclometasone
Dipropionate Reference Standard (Control 011)". The analytical data obtained were : melting point, 208.8°C ;
optical rotation, [ @ ]5 =+91.7"; IR spectrum, same as that of the Beclometasone Dipropionate Reference Stan-
dard (Control 865) ; thin-layer chromatography, one impurity was detected until 40 1g ; high-performance liquid
chromatography, total amount of impurities estimated to be less than 0.5% ; loss on drying, 0.6%.

Based on the above results, the raw material was authorized as the Beclometasone Dipropionate Reference
Standard (Control 011) of the National Institute of Health Sciences.
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Fig.2 Thin-layer chromatograms of the raw material and Beclometasone
Dipropionate Reference Standard (Control 865)
Solvent system : 1,2-dichloroethane/methanol/water (475 : 25 : 1)
Spot : A to D are 40, 20, 0.8 and 0.4 ug of Beclometasone Dipropionate
Reference Standard (Control 865), respectively.

E to L are 40, 20, 0.8, 0.4, 0.32, 0.24, 0.16 and 0.08 g of the raw mate-
rial, respectively.
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Fig.1 Infrared absorption spectrum of the raw material for Beclometasone Dipropionate Reference Standard
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Fig.3 High-performance liquid chromatograms of the raw material (A)
and Beclometasone Dipropionate Reference Standard (Control 865) (B)
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