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Effects of Different Preparation Process on the Dissolution Behavior of Glimepiride Tablets

MA Li, LIU Zhaoxun, WANG Wensheng, TAO Yuanjing*(Shandong Dyne Marine Biopharmaceutical Co., Ltd.,
Rongcheng 264300, China)

ABSTRACT: OBJECTIVE To explore the effects of different preparation process on the dissolution behavior of Glimepiride
tablets. METHODS Using the dissolution and dissolution curve in pH(7.20+0.05) buffer as index, based on fluidity and
compressibility to investigate the effects of power tabletting, dry granulation tabletting and wet granulation tabletting methods on
the dissolution behavior of Glimepiride tablets. RESULTS It had different effects on the dissolution of Glimepiride tablets by
power tabletting, dry granulation tabletting and wet granulation tabletting. CONCLUSION The Glimepiride tablets, which are
made by mixing blank materials wet granulation with raw materials tabletting, has the same dissolution behavior with the
reference preparation. And the production quality is stability, which is helpful for the consistency evaluation of Glimepiride

tablets.
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Fig.1 HPLC chromatogram of blank excipients solution
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Fig. 2 HPLC chromatogram of glimepiride control solution
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Tab. 1 Density and repose angle of particles from different

sample
peg OEELIRSEIE o eme fabgae
g'mL g'mL
A 0.567 7 0.713'5 20.4 35.6
B 0.575 8 0.702 5 18.0 335
C 0.573 1 0.683 3 16.1 30.6
D 0.567 4 0.691 0 17.9 31.7
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Tab. 2 Dissolution test results of different samples(n=6)
%

B i xts RSD
A 90.14£3.5 39
B 89.3+1.8 2
C 84.5+2.6 3.1
D 95.3+0.8 0.8
Z: L il 71 96.6+1.4 1.4
90 A 90 B
< 30 a\\D 80
@ 70 " 70
H 60 + 60
£ o0 5,
404 404
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Fig. 3 The compare results of dissolution profiles in pH
(7.20£0.05) phosphate buffer solution between different
samples and reference preparation(n=12)

®3 SWHA G T E A LE LK SDE
Tab. 3 The dissolution SD value of reference preparation
and different samples

W SD 1H/%

t/min
Z Ll A B (¢ D
5 3.6 6.5 2.8 6.1 2.8
15 3.2 3.9 3.0 4.4 3.1
30 3.1 5.1 3.0 2.9 2.4
45 3.1 2.1 32 2.1 1.7
60 2.1 3.8 3.1 1.7 2.3

1574

Chin J Mod Appl Pharm, 2017 November, Vol.34 No.11

oh R AR R 252 2017 4F 11 A28 34 B2 11 3



3.4 g5 4G

K 2 AR RHE A RSN 2 250 A R A T
SRR, EIEATE 6 MHE, AR
W S R A R E, AR RS E MR . T
FE e 45 R 40 R IIIE 45 R W& 5.

R4 RUTHE AR I E W N R R (n=6)

Tab. 4 Stability acceleration dissolution test results(n=6) %

ik ] X=xs RSD
0d 93.2£1.7 1.8

161001
6 ™MH 84.4+1.9 2.3
0d 94.142.4 25

161002
6 ™~H 86.5+1.4 1.6
0d 93.7£1.2 1.3

161003
6 ™~H 85.7+1.7 2.0

RS RN AR AN 2 2
Tab. 5 Stability acceleration impurity III test results

ek i i) H& R/ %

0d 0.07

161001
6 ™~H 0.39
0d 0.06

161002
6 ™~H 0.45
0d 0.04

161003
6 ™~H 0.37

T AR SIS NR 7 700 b 3 e A2 B, 3% v i AL 2R AR SR
BOK, BIMARE RS SRR A A R R i .

Note: Impurity III is the main impurity in the degradation of glimepiride
tablets by high temperature oxidation conditions, a greater impact, so as a
key investigation project related substances in Glimepiride Tablets.
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