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Study on the Dissolution Profile of Gliclazide Tablets (I ) and Determination of Related

Substances

LIU Yanjuan,YANG Guoning,CAl Wet,ZHAO Ruirui,Ll Pengzhan
(Heze Institute for Food and Drug Control,Heze,Shandong,China  274000)

Abstract: Objective A total of

58 batches of Gliclazide Tablets ( Il ) produced by eight domestic manufacturing enterprises and circulated in the Shandong

To evaluate the quality of Gliclazide Tablets (Il ) circulated in the Shandong province. Methods

province were selected. The dissolution profile was investigated based on the technical guidelines of drug dissolution profile
determination and similarity comparison, and the similarity factor (f,) method was used for comparison. The content of impurity B
in the preparation was determined according to the determination method of related substances of Gliclazide Tablets ( Il ) in the
Chinese Pharmacopoeia (2020 Edition, Volume II ), and the impurity chromatogram was established. Results The f, of dissolution
profile of samples from various enterprises relative to the reference was in the range of 58.7 to 80.20, indicating the similarity
was good. Impurity B was detected in all samples from various enterprises, with a content of 0.000 06% - 0.001 76%, the
enterprise G had the largest number of batches containing impurity B and the highest content of impurity B in the samples. Six
impurities were obtained in the established impurity chromatogram,of which four were identified,namely p — toluenesulfonylurea,p —
toluenesulfonamide , impurity B and impurity I . Conclusion There are certain differences in the quality of samples among different
enterprises , mainly dissolution and impurity content. The overall quality of Gliclazide Tablets ( Il ) circulated in Shandong province
is good,and it is suggested we should control the related substances of this product to further improve the safety and effectiveness.
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Al (12418 .20, 69% ) (2875 Ak (3841t .65. 52% ) Fil
EIr ML (84L . 13. 79%) .
®1 HRBEER(n=58)

Tab.1 Information of samples (n = 58)
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Tab.2 Comparison of similarity factor (f,) of dissolution profiles

of samples from different manufacturing enterprises

£k
7 A
A B C D E F G
BLEE=F1E e 5 11 18 1 1 3 9
MMBEAF(,)  72.0 58.7 80.2 61.2 73.0 67.9 64.4
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1. 0 mL / min; K03 K R 235 nm AR N 30 °C ERE
A 20 L.
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Fig.1 Comparison of dissolution profiles of samples from various

manufacturing enterprises
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Fig.2 HPLC chromatograms of impurity B
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Tab.3 Results of content determination of impurity B in partial

samples from different manufacturing enterprises (% ,n =3)

£k BBEET A bk KRBT 4F

A 1 0. 000 39 F 1 0. 000 38
2 0.000 22 G 1 0.001 76
3 0. 000 15 2 0.001 75

B 1 0. 000 21 3 0.001 61
2 0. 000 18 4 0.001 15
3 0. 000 66 5 0.001 18

C 1 0. 000 46 6 0. 001 50
2 0. 000 06 H 1 0. 000 23
3 0. 000 09 2 0.000 11

D 1 0. 000 25 3 0.000 11

E 1 0. 000 38
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Tab.4 Analysis of impurity sources
A8 IR G B 1]
A%
0.22 0.27 0.36 0.39 0.93 1.26
S 1PN + + + + +
B R (3hER) ++ +
B (A ) + 4 +
BB MR (75 °C,4 h) + o+ 4+ 4+
B EAE(4 500 1,24 h) + + +
A/mAU 2
20 o
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Fig. 3 HPLC chromatograms of impurities in Gliclazide Tablets (1)
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Tab.5 Information of impurities in Gliclazide Tablets (1I)
AR5 G BT 1]
A

0.22 0.27 0.36 0.93

Yk SO,NH, o 0 &
0 Ou 2
s//o )l\ /©/ 0=N—N\/:D \SCNJLN’N

O// \‘ﬁ NH, H,C QCH‘H "
RS CH,N,0,8 C,H,NO,S C,H,N,0 CysHyN;0,8
AARIRE ATORBELR PR RMB A1
AR R KA A RIS RR KB REDHIERR SRLAE
il E(%) 93.1 100 100 94.8
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