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Application of Flow — Through Cell Dissolution Method in Aspirin Enteric — Coated Tablets

LI Zihua',ZHANG Huaiguang',ZANG Qingqing’ ,WANG Fengqin',LYU Gaoming',JIAO Kun'
(1. Fuyang Food and Drug Inspection and Testing Center,Fuyang,Anhui,China 236000; 2. Huainan Food and Drug Inspection Center,Huainan,
Anhui,China  232000)

Abstract: Objective To establish a new dissolution determination method for Aspirin Enteric — Coated Tablets, and to investigate
the differences in dissolution behavior between the generic drug and reference formulation. Methods The open - loop system of
flow — through cell was used with pH 1.2 hydrochloric acid solution,pH 4.5 acetate buffer,pH 6.0 and pH 6.8 phosphate buffer
as the dissolution media;the flow rate was 4 mL / min, and the samples were taken at specified time points to determine the

dissolution of Aspirin Enteric — Coated Tablets. The model — dependent mean squared deviation (MSD) method was used to
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evaluate the similarity between the dissolution curves of generic drug and reference formulation after fitting,and the f, — bootstrap

method was used to evaluate the consistency of inter — batch dissolution behavior. Results

The commercial products of only one

of five domestic manufacturers showed a similar dissolution curve to the reference formulation. The commercial products of two of

six manufacturers involved in the test showed a similar inter — batch dissolution behavior. Conclusion The established method

conforms to the physiological characteristics of the human body, which can be used for determining the dissolution of Aspirin

Enteric — Coated Tablets.

Key words: Aspirin Enteric — Coated Tablets;flow — through cell;dissolution;dissolution curve
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Fig.1 HPLC chromatograms
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Tab.1 Results of the linear relation test (n = 7)

AMRS AFpH =P ro BEEE(pg/ml)
A 1.2 ¥,=3723.02X,+482.66  1.0000  2.05~204.59
4.5 Y,=3917.29%,+5113.80 0.9999  1.97~197.12

6.0 ¥,=3707.68X,+2039.67 1.0000  2.02~200.08

6.8 ¥,=3700.91X,+1852.63 1.0000  2.03~202.95

B 1.2 Y,=15824.6X,-380.820 1.0000  0.51~51.02
4.5 Y, =16037.1X,+1516.83 1.0000  0.49~49.18

6.0 ¥,=16080.4X,+151.759 1.0000  0.50~50.49

6.8  Y,=15861.5X,-164.114 0.9998  0.52~52.38

EAAFTE A B A KGR K2F
Note: A refers to aspirin, and B refers to salicylic acid (for

Tab. 1 - 2).
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#2 4FpH A RAHEBIABLER (n=9)
Tab.2 Results of the recovery test of aspirin and salicylic acid
in the media with four pH values (n = 9)

Mo PAB(g) NAE(mg) k(%) %) RSD(%)
pH A B A B A B A B A B
12 125472 07527 123361 0.7505  98.32  99.71
16.7296 10036 16,4687 0.915 98.44  98.81
209120 12545 205641 12512 98.34  99.73
12,3348 0.7623 12.2698 0.7637  99.47 100.18
16.4464  1.0164 16.3189 10619  99.22 100.05
20,5580 12705 20.4561 1.2608  99.50  99.24
119022 0.7401 11.8596 0.7328  99.64  99.01
15.8096 0.9868 15.7207 0.9743  99.06  98.74
19.8370 12335 19.8012 12185  99.82  98.78
124260 14973 124200 1.49%6  99.95  99.95
16.5680 19964 16.5683 1.9902 100.00  99.69
20,7100 2.4955 20.8640 24950 100.74  99.98
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Fig.2 Dissolution curves (n = 6)
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Tab.3 Differences of inter — batch dissolution behavior among

six manufactures
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