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Establishment of Dissolution Test Method of Domestic Azilsartan Tablets and Comparison with Original
Product of Dissolution Behavior in vitro

TANG Liao-ping"*, CHAN Yun-xia’, MA Gui-hong’, WANG Li-giang’, GUO Yin-han'(1.School of TCM, Beijing
University of TCM, Beijing 100029, China;2.Beijing Winsunny Pharmaceutical Co., Ltd., Beijing 101113, Chi-
na;3.Beijing Yuanyan Medical Technology Co., Ltd., Beijing 101102, China)

ABSTRACT OBIJECTIVE: To establish the dissolution test method of Azilsartan tablets, and to compare dissolution curve of do-
mestic product and original product and evaluate the consistency of dissolution behavior in vitro of them. METHODS: The dissolu-
tion parameters were selected, and the absorbance of Azilsartan tablets was determined by Ultraviolet-visible spectrophotometry at
246 nm. The dissolution curves of 2 kinds of products in 4 mediums were drew, such as pH 6.8 phosphate buffer, pH 4.5 acetate
buffer, 0.1 mol/L hydrochloric acid, water. The dissolution behavior of 2 kinds of products were compared by using similar factor
/> and AV value. RESULTS: The dissolution of 2 kinds of products were determined by paddle method at rotation speed of 50 r/min
using pH 6.8 phosphate buffer as medium. The linear range of azilsartan were 1.07-12.80 pg/ml (+=0.999 8) with an average recov-
ery of 99.32% (RSD=0.75% , n=3). In 4 dissolution mediums, the value of f; was between 50 and 100, and average AV value
was less than 15, indicating that dissolution curves of 2 kinds of products had good similarity. CONCLUSIONS: The dissolution
test method is sensitive, specific and simple. It can be used for the quality control of Azilsartan tablets. And dissolution behavior of
domestic product and original product have good similarity.
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Tab 1 Accumulative dissolution of 2 kinds of products in 4
dissolution mediums (% ,x +s,n=12)

i, PBS k 0.0 mol/LEM  pHASERESENE
min EFR RRHE O ESE O RRH EMR O RBR EMR R
000 00 00 00 00 0.0 00 00

5272309 254113 77t14 58105
10 55425 519:19 165:14 114218
15 848145 818:34 219%16 180£12
20 9.0t26 925t34 272124 23.6%18
30 998%45 98329 309126 265134
45 92434 992:45 357134 297£37
60 1003134 99642 358124 330131

106£08  97+14 59408 5507
150£14 136£08 73113 6712
173£24 160209 102:14 96%13
192£24 172118 124116 120108
22443 202131 153£24 138124
28124 214218 16816 15.6208
238423 236114 184%19 174124
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Fig 2 Dissolution curves of 2 kinds of products in 4
dissolution mediums
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Tab 2 Comparison of f; and AV value of 2 kinds of products

in 4 dissolution mediums

ik PBS k 0.0 mol/ LR pH 4SEERRIRE I
AVIE  Smin 9.19

10 min 968 10.54 853

15 min 972 1033 498 779

20 min 9.36 597 877

30 min 9.7 635 8.08

45 min 971 6.18 8.65

60 min 88 6.18 1050

Tl 953 9.66 788 872
Hi 76 7l 76 85
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