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Tablets and in Vitro Dissolution Evaluation
YIN Pengpeng ,XU Junbo,LIU Qianying,XIAO Hui,WANG Liwei
(China Resources Double — Crane Pharmaceutical Co. ,Ltd. ,Beijing,China 100102)
Abstract: Objective

evaluate the in wvirto dissolution. Methods

To develop the formulation of the generic drug Metformin Hydrochloride Extended - Release Tablets, and to
Based on the physical and chemical properties of metformin and the design requirements
of the osmotic pump extended — release tablet prescription, the proportion of polyvinylpyrrolidone K30, sodium dodecyl sulfate, and
the weight gain of the sustained — release layer coating in the tablet core prescription were taken as the evaluation indexes, and
the cumulative release rate was taken as the evaluation index to screen the prescription of Metformin Hydrochloride Extended -
Release Tablets. Results The selected prescription was as follows: the proportion of polyvinylpyrrolidone K30 and sodium dodecyl
sulfate in the core was 5.0% and 2.0%,respectively,and the weight gain of the extended — release layer coating was in the range
of 14% - 16%. The similarity factor (f;) of the dissolution curves of the self — developed formulation and the reference
prescription in pH 1.0 hydrochloric acid solution, pH 4.5 acetate buffer solution,pH 6.8 phosphate buffer solution, and water all
exceeded 70, and the cumulative dissolution rate within 12 h exceeded 90%. Conclusion The selected prescription of Metformin
Hydrochloride Extended — Release Tablets can meet the quality requirements, and the in wvitro dissolution effect of the self —
developed prescription is similar to that of the reference prescription.

Key words:Metformin Hydrochloride Extended - Release Tablets;osmotic pump;prescription development;in vitro dissolution effect
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Tab.1 Cumulative dissolution profile of reference preparations

in different dissolution media (%)

B pH 1 0%EzR pHA SEBRAZSR pHe. 8HMEL TR K

1h 7 9 8 9
2h 18 22 21 20
4h 38 41 40 37
6h 52 51 54 49
8h 75 74 73 72
10h 80 81 82 82
12h 93 92 92 91
16h 95 95 97 94
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Tab.2 Cumulative dissolution profile of self — developed prepara-

tions prepared with different ratios of polyvinylpyrrolidone K30

in water (%)

HRAE 2 LU 300 300 1] J B 25 21, 1256 K25 TR RiRLT0h)
B A, A3 AL T T s i 1. 0% (b J5 1) (1. 5%
(Ab752) 2. 0% (AbT7 3) F13. 0% (LbJ7 4) ELAF R+ — %
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Tab.3 Cumulative dissolution profile of self — developed prepara-

tions prepared with different ratios of sodium dodecyl sulfate in

- B 4B K30 F & ot
2.0% 3.0% 4.0% 5.0% 6.0%
1h 8 7 8 9 8 9
2h 27 25 25 22 20 20
4h 46 44 44 41 40 37
8h 90 82 77 71 65 72
12h 97 96 93 93 90 91
5 52 61 68 82 74
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B F IR AR S e & S Al
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Tab.4 Cumulative dissolution profile of self — developed prepara-

tions prepared with different coating weight gain ranges in water (%)

i 1] LrAE A He A
10%~12% 12%~14% 14%~16% 16% ~18%

1h 6 8 7 7 9
2h 30 27 23 14 20
4h 56 50 40 29 37
8h 84 79 69 61 72

12h 98 91 94 91 91

A 49 57 78 60
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Tab.5 Cumulative dissolution profile between self — developed

preparation and reference preparation in four dissolution media (%)
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