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W E B ZEINTRRCTITREREG ®, 7k kA SRRMEE R, &3E4E % Diamonsil Cis, R348 A4 F BE-R-rk
CER(85:15:1,V/VIV), 7k 4 1.0 ml/min, #3005k K 4 235 nm, A28 4 25 °C, 345 24 20 pl, & & 2 2 R A £ %, v pH6.8 Bk
L2 AR, A TARAR 4 900 ml, 3512 A 50 r/min, 60 min AR, 25 R ALK EF TR SR E LM E 4 0.801~
2.804 pg/ml(r=0.999 6) ; #4555 & A2 T M E LRI A RSD<3% ; BN F 251 4 99.58% ~100.90% (RSD=0.25% ,n=9) ; 3 $it
e on o B M 4 R 55 4 98.25% .96.54% \92.38% (n=6), %t Z kMR B, REES, F BRI ER TIHRET
TR R ENE
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Dissolution Determination of Tamibarotene Tablet by HPLC

CHEN Lijiao', YANG Dongxia’, ZHAO Yanxia’(1.Shandong Polytechnic College, Shandong Jining 272067, Chi-
na; 2.Shandong Chuangxin Pharmaceutical Research and Development Co. Ltd., Jinan 250101, China; 3.Gradu-
ate Education Center, Shandong Academy of Medical Sciences, Jinan 250062, China)

ABSTRACT OBIJECTIVE: To establish a method for the dissolution determination of Tamibarotene tablet. METH@DS: HPLC
was performed on the column of Diamonsil Cis with mobile phase of methanol-water-acetic acid (85:15: 1, /#}) at'a flow rate of
1.0 ml/min, detection wavelength was 235 nm, column temperature was 25 °C, and injection volume was 20 ul./The paddle method
was used to determine the dissolution, using pH6.8 phosphate buffer dissolution as mediumg medium velume was 900 ml, the rotat-
ing speed was 50 r/min, taking samples after 60 min. RESULTS: The linear_ range of tamibarotene#was 0.801-2.804 pg/ml (r=
0.999 6); RSDs of precision, stability and reproducibility tests were lower! than 3% ; recovery was 99.58% -100.90% (RSD=
0.25% ,n=9) ; the accumulative dissolution rate of 3 batches 6fisamples was 98.25% ,96.54% ,92.38% (n=6). CONCLUSIONS:
The method simple, accurate with high sensitivity.and specificity, ‘and suitable for the dissolution determination of Tamibarotene
tablet.
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{431 4% : Diamonsil Cis(250 mmx4.6 mm, 5 pm) ; G A :
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Fig1l HPLC chromatograms

A.reference substance; B.test sample; C.dissolution medium; 1.tamibaro-
tene
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Tab 1 Results of recovery test(n=9)

AR, mg M, mg P, % PR, % RSD,%
12.13 12.78 100.39

1282 12.86 10031

12.29 1240 100.90

16.18 16.24 10037

16.27 1641 100.86 100.30 025
16.66 16.76 100.60

1997 19.94 99.85

2031 20.27 99.80

19.06 18.98 99.58

Fx2 ERBEEAMERAHENEER (%)
Tab 2 Determination results of cumulative dissolution at

each time point( %)
rga | T uik S
¥ min 1 ) ] N ; THERELE  RSD
5 7152 7624 7121 551 7121 7161 76.89 1.09
15 89.78 9038 8953 90.13 8944  89.70 89.83 0.40
30 10016 9868 9896 10044  99.82  100.27 99.72 0.74
45 10157 10167 9898 10002 9952  98.73 100.08 1.27
60 9926 9854 9982 9492 9751 99.50 98.26 1.86
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Fig 2 Dissolution curves
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Tab 3 Determination results of dissolution of samples (n=

6, %)

o W .,
B 1 . 3 . 5 —— T
20130401 99.10 97.95 97.83 99.61 96.69 98.32 98.25
20130402 98.67 96.01 99.12 99.68 94.28 9148 96.54
20130403 9231 90.30 92.86 93.10 9244 93.25 92.38
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