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Ergocalciferol Reference Standard (Control 031) of National Institute of Health Sciences

Miho Murakami, Yukiko Morita, Tatsuo Koide, Hiroyuki Saito and Tsuyoshi Tanimoto®

The raw material of ergocalciferol was examined for the preparation of the “Ergocalsiferol Reference
Standard (Control 031)”, The analytical data obtained were: melting point, 114.50 ; UV spectrum, Amax Of
264.8 nm and specific absorbance in ethanol at 265nm = 474.7; IR spectrum, same as that of the Ergocalciferol
Reference Standard (Control 003); optical rotation, [a]3%5= +104.6 °; thin-layer chromatography, two impurities
were detected at 50 pg; high-performance liquid chromatography, total amount of impurities estimated to be

less than 0.04 0 .

Based on the above results, the raw material was authorized as the Japanese Pharmacopoeia Ergocalciferol
Reference Standard (Control 031) of the National Institute of Health Sciences.

Key Words: ergocalciferol, quality evaluation, authorization, JP reference standard
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Tsuyoshi Tanimoto; 1-1-43 Hoenzaka, Chuo-ku, Osaka 540-0006
Japan; Tel: 06-6941-1533; Fax: 06-6942-0716;

E-mail: tanimoto@nihs.go.jp
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Fig.1 Ultraviolet absorption spectrum of the raw material for

Ergocalciferol Reference Standard
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Fig.2 Infrared absorption spectrum of the raw material for Ergocalciferol Reference Standard



000000000000000000000000000 Control 0310 73

A0000000000

ooooooooooboooooboooooooooo
O000Fg2000000000000000000O
oobodoobboooooooooooooooogn
goooooooooooooo

50000

000000000 af00 1046+ 05171 n0 30

goo3giOOOOOO2omOOOOn0nO
eO0TLCODOOOO0DOOO
cobooooooooboooobOooooooooo
O000Frg300000000000O0C0O0O00OO
oboogosopgOOOd20000000000000
ooboooobooooooooboooooooooogon
oooooooboooooe wgooooooooooot

Solvent
Front

0000

Start

A B C D

Fig.3 Thin-layer chromatogram of Ergocalciferol
Spot : A and B are 100 and 50 1.g of Ergocalciferol Reference
Standard (Control 003)
C and D are 100 and 50 1.g of the raw material
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Fig.4 High-performance liquid chromatograms of the raw material
(A) and Ergocalciferol Reference Standard (Control 003) (B)
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