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Study on the Consistency of Dissolution and Rationality of Chinese Pharmacopoeia Method for
Sertraline Hydrochloride Tablets

WANG Jiapingl, XIE Zheyuz*(I.Shaoxing ADR Monitoring Center, Shaoxing 312000, China; 2.Shaoxing Institute for Food
and Drug Control, Shaoxing 312071, China)

ABSTRACT: OBJECTIVE To inspect the consistency of dissolution of sertraline hydrochloride tablets from 8 manufacturers
with the original manufacturer, and probe into the rationality of Chinese Pharmacopoeia method. METHODS Evaluated the
similarity of dissolution of sertraline hydrochloride tablets from 8 manufacturers and original manufacturer by the similarity
factor(fy) within 0.1 mol-L™" hydrochloride acid(pH=1.2), acetic acid-natrium aceticum buffer solution(pH=4.5), phosphate
buffer solution(pH=6.8) and water as medium, respectively by the dissolution chromatographic condition from Chinese
Pharmacopoeia. RESULTS The stripping curves of the 8 manufacturers tablets were not quite similar with that of the original
manufacturer, and it showed that the prescription and production process of each manufacturer were different. The drug
dissolution was more than 85% in the condition of pH=4.5 medium and 75 r-min”'. CONCLUSION By comparing the
dissolution curves of different media and calculating f;, there is a big difference between generic drugs and original agents. It is
suggested that enterprises improve the process. At the same time, the dissolution conditions of the Chinese Pharmacopoeia need
to be discussed. It is suggested that the Pharmacopoeia Commission revise the speed or limit by referring to the standards of
foreign pharmacopoeia.
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Tab. 1 Dissolution requirement of 3 countries
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Fig. 1 75 r-min~"' dissolution curves of 4 dissolution mediums
A-pH=1.2; B-pH=4.5; C—pH=6.8; D-water.
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Tab. 2 Results of f; for each pharmaceutical factory

fo A
I pH=1.2 pH=4.5 pH=6.8 7K
1 2 1 2 1 2 1 2

AT 46 / 66 / 43 49 39 83"
B/ 52 / 37 / 39 63" 69" 46
c/” 40 27 34 / 41 62" 62" 53"
DT 40 / 58" / 45 500 30 60"
EJ" 45 / 46 / 41 48 34 78"
F/© 17 25 40 / 29 34 22 40
G 47 / 44 / 59" 50 6 37
HIT 32 / 25 / 23 37 32 41

W 1-50 rmin'; 2-75 rmin”'s “/” —VAHELE 15 min B, JEAFA

P2 BRI R 85%, WUAEHAT N —3: “*” BT N3
Note: 1-50 rrmin’!; 2-75 rmin'; “/ —the dissolution of original
manufacturer and generic drug have at 85% in 15 min, and the dissolution
is considered consistent; “*”—the dissolution is consistent.
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