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Retinol Acetate Reference Standard (Control 971) and Retinol Palmitate Reference
Standard (Control 971) of National Institute of Health Sciences

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

The "Retinol Acetate Reference Standard (Control 971)" and "Retinol Palmitate Reference
Standard (Control 971)" of National Institute of Health Sciences using the assay of vitamine A
ester were prepared. The proposed materials were evaluated in collaboration with four
laboratories. Analytical data obtained were as follows. 1) The purities of retinol acetate and retinol
palmitate measured by HPLC were 99.9 + 0.06% and 9456 + 0.06%, respectively. 2) ultraviolet
spectrum of retinol acetate and retinol palmitate showed the Ap. at 326~327 nm. 3) The
difference in relative extinction of retinol acetate and retinol palmitate at 300 nm, 310 nm, 320 nm,
330 nm, 340 nm and 350 nm are within the range provided in JPXIIl. 4) The contents of retinol
acetate and retinol palmitate were 52,000 IU/g and 52,200 1U/g, respectively. Based on the above
results, these proposed materials were authorized to be the Reference Standards of the National

Institute of Health Sciences.
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Fig. 1.
Standards

High-performance liquid chromatograms of the proposed material for Retinol Acetate and Retinol Palmitate Reference

A) : The proposed material for Retinol A cetate Reference Standard
B) : The proposed material for Retinol Palmitate Reference Standard
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Fig. 2. Ultraviolet absorption spectra of the proposed material for Retinol Acetate and Retinol Palmitate Reference Standards

Wavelength (nm)

A) : The proposed material for Retinol Acetate Reference Standard
B) : The proposed material for Retinol Palmitate Reference Standard

Table 1. Relative extinctions of "Retinol Acetate Reference Standard" and "Retinol
Palmitate Reference Standard" materials
Retinol acetate Retinol palmitate
A (nm)
A B ACA — B) A B A(A —B)
300 0.582 0.578 + 0.004 0.576 0.590 — 0.014
310 0.814 0.815 ~ 0.001 0.807 0.825 - 0.018
320 0.947 0.948 — 0.001 0.944 0.950 — 0.001
326 1.000 1.000 1.000 1.000
330 0.979 0.972 + 0.006 0.983 0.981 -+ 0.002
340 0.795 0.786 + 0.009 0.804 0.795 + 0.009
350 0.528 0.523 + 0.005 0.541 0.527 + 0.014

A relative extinction of standard material.
B: value provided in JP X1

Table 2. Potency of the material prepared for "Retinol Acetate Reference Standard”
Potency (IU/g)
Lab.
1 2 3 4 5 6 Mean = S.D.
A 51880 51360 52080 51430 51840 52200 51800 £ 340
B 52610 51910 51950 52270 51780 51830 52060 * 320
C 51820 51720 51790 51890 51890 51800 51820 % 65
D 52440 52610 52000 52250 52310 52140 52290 £ 216
Mean £ S.D. (n=24) 51990 % 317
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Table 3. Potency of the material prepared for "Retinol Palmitate Reference Standard"

Potency (1U/g)

Lab.

1 2 3 5 6 Mean * S.D.
A 52270 52330 52510 52280 52450 52050 52320 * 161
B 52230 52920 52140 52540 52080 52310 52370 £ 314
C 51570 51600 51880 51840 51960 51800 51780 £ 157
D 52040 52800 52100 52350 52590 52230 52350 £ 294
Mean £ S.D. (n=24) | 52200 % 340
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