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Study on the Difference of Dissolubililty and the Other In Vitro Param eters between Imported and Dom es-
tic M etform in Hydrochloride Tablets

TAO Da-ren, HUANG Sai-jie, ZHU De-qiu(Division ofClinical Phanmacy, Renj Hospital Affiliated to Shanghai Second Medi-
cal University, Shanghai 200001, China)

ABSTRACT: OBJECTIVE To compare the dissolubility and the other parameters between imported and domestic me tform in hydro-
chloride tablets. METHODS The in vitro dissolubility of 2 kinds of me tform in hydrochloride tablets was detem ined by basket method
and the dissolution parameters were analyzed with variance analysis method. The other parameters were detemm ined by the tablet4-use
instument. RESULTS All the parameters of 2 kinds of tablets tallied with the request of ChP2005, but the dissolution parmameters

were difffrent CONCLUSION The statistical results indicated that there were significant differences between imported and demestic

me tform in hydrochlorid tablets.
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Tab 1 Within day and between days Pricisions of metfomm in

hydrochlorid tablets( n =5)

IR H PR o 3 1)K o
WA FE WA BE
/(Mo/mL LRGSR o SARR(NES o
(Hg/mL) /(Mg/mL) RSD /% /(Lg/mL) RSD /%
1.0 1.010 £0.025 2.43 0.998 £0.20 2.01
4.0 3.976 £0.019  0.49 4.029 £0.060 1.56
8.0 8.006 £0.016  0.20 8.117 £0.024  0.30
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Tab 2 Results of detem ination of sample

it 5 THRE /g GE /g FRoRTE /1%
HEO 0412065 0.5294 0.5094 101.88
HEFT 0501062 0.5314 0.4983 99.66
BT 0501063 0.5313 0.5096 101.93
E7= 040404 0.3423 0.2588 103. 52
HE 7= 050112 0.3357 0.2539 101.56
7= 050116 0.3309 0.2525 100. 99
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Tab 4 The results of dissolubility rates of different batches of metform in hydrochloride tablets

PRy A 1.2,2. 4,3, 6mL(D AL T HAIEEM 50% .
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Tab 3 Tested results of the recycle rates( n =3)

JOANE /mg  FRRMH /mg SEAE /mg Bl /%
6.02 17.05 £0.19 16.60 0. 36 97.35 £0.99
12.04 23.36 £0. 42 23.50 %0.37 100.60 £2.10
18.06 29.64 0. 62 29.30 0. 66 98.87 0. 66
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t/m in 3 6 9 12 15 20 30 45
HEMA 0412065 21.25 £3.03 43.80 £6.76 61.84 £8.23 75.52 £8.11 88.89 £7.35 97.35%3.75 98.38 £2.09  99.60 %2.64
HEEA 0501062 32.3519.47 56.83 £3.10 77.68 £4.86 92.42 £5.83 99.78 £7.38 100.92 £3.06 100.38 £3.30 101.13 £1.40
HEFT 0501063  26.97 22,43 44.14 £4.98 57.74 %£5.21  72.60 £4.51 80.53 £1.31 93.49 *£1.77  99.36 £2,40 101.24 *2.58
57 040404 16.64 23.98 28.29 £3.96 39.51 *5.40 49.48 £5.52 58.64 +6.70 73.14 £7.61 92.67 X4.17  94.89 *1.03
7= 050112 17.50 £2.41 32.52 £3.01 45.87 £6.32 61.52£5.59 73.70£5.91 89.11 £5.83. 94.39%2.57  92.47 £5.67
[®77” 050116 15.54 £1.98 29.48 +3.56 42.52 £4.71 55.55 +t6.24 65.1417.05 81.44%+5.04 92.39+5.28 95.92 *1.12
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Tab 5 Pammeters of disolubility of different batches of met

fom in hydrochloride tablets( n =6, x £s)

M 1) t
HET 0412065 1.13 £0.10 6.69 £0.95 9.27 £1.30
HEIT 0501062 1.38 £0.34 7.09%1. 42 9.28 +1.33
HH 0501063 1.35.20.28 4.60 10.36 6.10 £0. 51
[ 040404 1.15+0.09 11.16%1.40 15.36 £1.94
™ 050112 1.25 %0.05 9.03%£0.97 12.09 *1.23
&7 050116 1.22£0.10  10.26 £1.05  13.86 *1.38
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Tab 6 Other results of detem ination

S A8 I B REZER /ICV%
HEIT 0412065 9°20” 2.45
HEIT 0501062 9°50” 0.80
B 0501063 77 48” 0.89
7 040404 13’037 1.61
[H 7™ 050112 9°50” 1.05
[H7™ 050116 11°30” 1.39
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