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Quality control of fast dissolving oral films of folic acid
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Abstract

Content and content uniformity of fast—dissolving oral films of folic acid were determined by an HPLC method, in which a Innoval ODS-2 Cy,

Objective: To establish an appropriate method to determine contents of fast —dissolving oral films of folic acid. Methods:

column (250 mmx4.6 mm, 5 um) was used as stationary phase and a mix of methanol-0.054 mol/LL KH,PO, (adjusted to pH 6.3+0.1 with
0.5% NH;*H,0) was used as mobile phase. The detection wavelength was 254 nm and the flow rate was 1.0 ml/min. Column temperature
was set at 30 °C. Results: The concentration detection of folic acid showed a fine linearity between 40.0-120.0 pg/l.  (R=0.999 8), the

average recoveries of folic acid was 99.02%, and corresponding RSD value was 0.41%. Conclusion: The detection method in this study is

simple and accurate, so it could be used in the quality control of the fast-dissolving oral films of folic acid.
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Tab 1 The thickness of rapidly dissolving oral film of folic acid

FE it JEEE /pm 4/ pm RSDI/%
1 104 97 102 101

2 99 102 101 101 1

3 98 101 97 99

22 EACETFRE R R
18.17 s, H¥ AT 30 s,

W 2. PRI IR

F2 MERORZFRENBLRR

Tab 2 The disintegration time of rapidly dissolving oral film of folic
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Tab 3 The recovery tests of folic acid
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Tab4 Content determination of folic acid

> Frbf it /mg B it/ % RSD/%
160506 106.63 103.85 0.62
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