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Application of optical fiber dissolution instrument in
the test of release of indomethacin cataplasm’
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(1. Yantai University, Yantai 264000, China; 2. National Institutes for Food and Drug Control, Beijing 100050, China )

Abstract Objective: To establish a method using optical fiber dissolution instrument to test the release of
indomethacin cataplasm. Methods: The test was carried out using the paddle over disk method with optical fiber
dissolution instrument. The medium was 900 mL of the mixture of 0.9% NaCl solution and ethanol ( 50:50 ), the
temperature was 32 °C and the rotation speed was 100 r * min™'. After analyzing the samples at special time point by
HPLC, the accuracy of optical fiber dissolution method was evaluated by comparing the results. The discrimination
of the method was justified by comparing the results from samples made by different formulation. Results: By
comparing the dissolution profiles, it showed the good correlation between HPLC and optical fiber dissolution
methods while the distinguish difference existed within samples made by different formulation. Conclusion: The
optical fiber dissolution method is accurate and convenient. The method can distinguish the samples made by
different formulations.
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1207 R2 RFBEHES HPLC EHTESH (n=6)
100 . Tab.2 HPLC and optical fiber characteristic parameters
¥ b
T 804 2R JELFR Ik HPLC
E ( parameter ) /h (optical fiber method ) ( HPLC method )
Té 60
ks T 0.192 0.178
% 407 Ty 0.559 0.559
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o Tis 1.297 1.379
0 2 4 6 8 10 12
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t/h
1 HEFERSBMERXFAME(a)S5 HPLC E (b ) MESEH
FEBY 2%
Fig. 1 Dissolution profiles of same samples analyzed by fiber optic
method ( a ) and HPLC method (b )
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Tab. 3 Different storage conditions and process formulations indomethacin cataplasm list
413 s = Lo a4
( group ) (No.) ('storage conditions or technological change )
Xt HR2H ( control group ) L1 IEHBEAR (normal sample )
MR ( test group ) 12 EHFEA 60 CHNFA 1 & ( the normal samples were heated at 60°C. for one week )
L3 TEHREASTACE T VKA 4 CY3HE 1 8 (the normal samples were placed in a refrigerator at 4 °C for
one week )
14 TEHREATCE T kA —18 C¥ % 1 8 (the normal sample was placed in a refrigerator at —18 °C
for one week )
L5 IEWFEARTEE 25 CIE 10% 58 RS 1 )8 (the normal samples were placed for 1 week at
a temperature of 25 °C and a humidity of 10% )
L6 EWREALE 7T, A5 ZH ( the normal sample formulation is free of ketone )
L7 EWREALE I T, &R &5 (increase the ketone content in the normal sample formulation )
L8 AR TE B AR 4b 7 BLIR A HLBEFE 2 B4 3 v min™' AR (decrease the mixing speed below
3remin’)
L9 WU TE R AEAAETr KR G U FERT K5 5 min ( decrease the mix time to 5 min )
L10 WU E S REA AL T, g m W 55 = TR} 25 DL B 2038 n 28 7K 1 ( different from the normal
sample prescription, add the indomethacin in crystalline form into the paste )
L1l BURIERAEAE DT 5 IR BE R 50 °C, #4447 12 d (increase the curing temperature to 50 C
and keep 12 days )
0 32 K4
L1007 = TR ZEERCE R oK ixrj, 2 5 2498 56%,
L TERRHUTRRT SR S R LA .
il /0 . 33 LR IHY
waol £ 7 —- 13 ARG AR B A T S A —
Y e IR . 5 B H AR R R R v 0 e
L JEER RO EE R , it 4 i 29 2 AR ™ 5, A LR
1 2 s 4mé 6 71 8 9 FEAANTE F 5 FLUR, DG 1 ASCRT ARG U A Tk A Joit rh

2 IR AL IR 5| MR 35 5 R A B 7 RE G o 4%
Fig. 2 Dissolution profiles of indomethacin cataplasm treated in
different stored condition
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Fig. 3 Dissolution profiles of indomethacin cataplasm made in
different processes
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