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Formula optimization of Glimepiride and Metformin Hydrochloride Bilayer
Tablets by orthogonal test
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Abstract: Objective To obtain the compound tablet that dissolution and related substance of glimepiride better than the original
product Amaryl® M through investigating the preparation process and the optimal formulation of Glimepiride and Metformin
Hydrochloride Bilayer Tablets. Methods The formulation of glimepiride and metformin hydrochloride Bilayer Tablets was optimized
in terms of the dissolution of glimepiride by single factor test and orthogonal test. Results The products formulated with the optimum
techniques had the similar dissolution profile of glimepiride in different solution and metformin hydrochloride within 10 min
comparing to the original product Amaryl® M. After being stored under high temperature for 10 d, the increase of impurities was
reduced by 0.507%. Conclusion This prescription and technology of Glimepiride and Metformin Hydrochloride Bilayer Tablets are
reasonable and effective, and have the obvious advantages compared to the original product.
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Fig.1 Effects of solubilizer types on dissolution of glimepiride
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Fig. 3 Effects of binder types on dissolution of glimepiride
Wi J 7f Ak 5 R 3 AN ER, RIAZHR PVP XL (A).
#1144 80 (B). HPMC E-50 (C), JFAR#E1%%H
RH SRR 3 4K, RH LoBhHIER Bl 3
ZHERIG, K AN A 5~7 kg, L8158
JRAE 15 min IS FROVE H B2 4 5 80 bR, Ikttt
Jie KR 1, GPR WAR 2, J5 7201 WA 3.

x1 ARSKE

Table 1 Factors and levels

S
KoF
A/mg B/mg C/%
1 5 0.5 2
2 10 1 3
3 15 2 4
1 EXRITABER
Table 2 Results of orthogonal test
WS A B C  ZRA W%
1 1 1 1 1 70.5
2 1 2 2 2 85.9
3 1 3 3 3 87.1
4 2 1 2 3 78.4
5 2 2 3 1 94.7
6 2 3 1 2 88.5
7 3 1 3 2 81.2
8 3 2 1 3 89.8
9 3 3 2 1 91.6
ky 81.167 76.700 82.933 85.600
ky 87.200 90.133 85.300 85.200
I 87.533  89.067 87.667 85.100
R 6366 13.433 4734 0.500
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Fig. 4 Comparison on dissolution curves of glimepiride
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Table 4 Determination of related substances in glimepiride and metformin
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