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Studies for Analyzing the Prohibited Ingredients Such As Tetracaine Hydrochloride in Cosmetics

Hiroshi Tokunaga’, Orie Takeuchi, Tadashi Uchino and Masanori Ando

Tetracaine hydrochloride (TH) is nominated as the prohibited ingredients in cosmetics in Japanese Pharmaceuti-
cal AffairsAct. So the analytical method for TH wasinvestigated by HPLC. After adding 5 ml of TH solution at 10
M g/ml and 2 ml of salicylic acid solution at 75 g/ml as the internal standard to 0.5 g of the lotion, the mixture
was made up to 10 ml with a mixture of water and methanol (1:1) as the testing solution. Milky lotion was
procedured as follows: After adding 5 ml of TH solution at 10 g/ml and 2 ml of internal standard solution to 0.5
g of the milky lotion, the mixture was made up to 10 ml with amixture of water and methanol (1:1). Two milliliter
of this mixture was placed into a centrifuging tube with a cap and 2 ml of hexane was added. After shaking
vigorously and centrifuging, the lower layer was used as the testing solution. In the case of the cream, the other
procedures were used: 0.5 g of cream was placed into a 10-ml volumetric flask and 1 ml of tetrahydrofuran was
added. After dissolving, the mixture of methanol and water (1:1) was added to make up 10.0 ml. Two milliliter of
this mixture was placed into a centrifuging tube with a cap and 2.0 ml of hexane was added. After shaking vigor-
ously and centrifuging, the lower layer was used as the testing solution. The testing solution of 20 | was ana-
lyzed by HPL C using the ODS column (CAPCELL PAK Cis column, 4.6 x 250 mm), the mixture of acetonitrile
and 50 mmol/I phosphate buffer(pH 2.0)(7:3) and the detection wavelength of 303 nm. The working curves from
0.5 to 6.0y g/ml showed a linear line between the concentrations of TH and the peak arearatio. There was no

interference of peak of TH from the lotion, milky lotion and cream.
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Fig.1 UV spectrafor tetracaine hydrochloride (a) and salicylic
acid (b) at 20 y g/mL
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Fig.2 Effect of acetonitrile on retention time of tetracaine hydro-
chloride and salicylic acid
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Fig.3 Effect of pH on retention time of tetracaine hydrochloride
and salicylic acid
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Fig.4 Working curve for tetracaine hydrochloride
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Fig.5 HPLC Chromatogramsfor Lotion A(a) and Milky Lotion C(b)
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Table 1 Recoveries of tetracaine hydrochloride from cosmetics

Lotion A Lotion B | Milky lotion C| Cream D Cream E |
No. 100.5 99.2 985 01.7 101.6
No.. 99.5 7.0 104, 015 105.8
0. 100. 99.4 104. 02.0 101.2

0.4 98. 97.4 103. 02.4 02,
0.5 98. 98. 103. 01.2 00.9
No.6 99.2 99.6 104.7 101.6 04.1
average 994 98.5 103.2 101.7 102.7
R.S.D(%) 0.92 1.12 2.25 041 1.86
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