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Table 1. Number of licenses and samples of gly-
buride tablet

Domestic Imported  Sum
Number of 31 3 34(64.2%)
Samples
Not Dilvered
Samples but 2 5(9.4%)
Answered the
Reasons
Not Dilvered
Samples and 6 14(26.4%)
Answered the
Reasons
Total 42 11 53(100%)
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Figure 1. Dissolution profiles of Daonil tablet (as
reference) in three different media.

Table 2. Percentage released and related standard deviation(RSD) in three different media of dissolution pro-

files of reference sample(n=5)

Time(min) 15 30 45 60 90 120
pH 7.8 Average 55.38 73.25 82.41 87.89 94.17 98.07
Medium RSD(%) 5.85 6.51 6.06 5.75 5.75 5.52
pH 6.8 Average 16.96 24.37 29.61 3341 39.11 43.56
Medium RSD(%) 2.88 4.14 4.88 542 6.44 7.03
pHS5.8 Average 6.20 8.05 9.46 10.41 11.66 12.59
Medium RSD(%) 0.59 0.49 0.61 0.41 0.53 0.60
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Table 3. Continued
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category 3 : The dissolution profiles of tested samples are similar to that of reference tablet in pH 6.8 and 5.8 media, but not in pH 7.8 medium.

category 4 : The dissolution profiles of tested samples are similar to that of reference tablet in pH 5.8 medium, but not in pH 7.8 and 6.8 media.

category 5 : The dissolution profiles of tested samples are not similar to that of reference tablet in three different media.
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REEE AR RIKR 10% 5 R B ARE i pH
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40-50% > pH 7.8 &M FRIF=FE 95% LA L » HAE
Jut 5 8E1E Y3E — R R RE o BL I Glyburide /&
Phenylsulfonylurea /i 2 9] * 3# % sulfonyl 2 [
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R EA TR (pKa 5.3)RY4F M > HIL7E pH 7.8
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Z JA Glyburide ¥ FEAZ & B A Bl 3 5
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Table 4. The similarity of dissolution profile in
three different media between reference sample
and commercial products

Media pH 7.8 pH 6.8 pH 5.8
Similar 13 17 33
(%) (38.2) 50) 97.1)
Different 21 17 1
(%) (61.8) (50) 2.9)
Total 34 34 34
(%) (100) (100) (100)
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% R f/IME A 0.41% B B K18 0.61% © BLIE
HERMAREL G — AR 2 A BRI AR L G R > &
FDA 12 il Z SUPAC i) f, 7 #2738 LA A & Wi &
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Table 5. The percentage released of glyburide and f, values of sample 20, 27, 29, 33 and 34

Percentage Release of Glyburides

Sample Media - - - - - -
15min 30min 45min 60min 90min 120min £, values
No.20 pH 7.8 33 56.4 61.1 61.8 62.8 62.9 27.7
pH 6.8 17.2 29.2 33.9 36.5 385 38.9 71.9
pH 5.8 3.2 5.7 7.7 - 90 10.7 11.4 83.3
No.27 pH 7.8 252 36.7 439 494 58.0 63.9 223
pH 6.8 6.0 8.9 10.7 12.5 14.6 17.2 34.7
pH 5.8 34 44 5.1 59 6.6 9.4 67.5
No.29 pH 7.8 4.0 6.8 9.9 12.4 16.7 20.3 7.5
pH 6.8 0.6 1.0 1.7 2.3 3.5 5.0 26.3
pHS5.8 0.2 0.5 0.8 1.2 2.0 2.8 53.1
No.33 pH 7.8 38.1 58.9 69.9 77.1 84.8 89.6 45.1
pH 6.8 6.3 9.3 12.5 15.8 20.1 23.7 38.6
pH 5.8 6.7 7.9 8.9 9.2 10.1 10.5 90.2
No.34 pH 7.8 20.8 26.0 29.0 31.9 36.1 39.9 14.2
pH 6.8 14.6 17.0 18.0 19.0 20.6 22.1 42.4
pH 5.8 16.9 19.8 20.8 21.2 21.3 21.5 48.7
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Figure 2. Dissolution profiles of sample 11, 12, 13, 29, 31 and 34 in pH 7.8 medium.
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Table 6. Results of content uniformity tests of Daonil tablet (as reference) and commercial samples of which
dissolution profiles, obtained in pH 7.8 medium, are different from that of reference tablet

Sample Average
No. T2 T3 T4 T5 T6 T7 T8 T9 T10 (%)
002 932 973 954 94.0 95.2 942 986 973 949 93.8 95.4
14 947 883 98 96.7 86.8 107.1 1125 1131 97.6 1103 100.5
15 89.2  99.7 100 100.8 946 100 973 963 9% 102.1 97.4
16 101.6 935 912 90.4 90.3 959 933 911 912 93.2 93.2
17 915 99 102.2 94.1 1039 101.7 102.6 100.7 93.7 97.7 98.7
18 1124 1072 973 101 1043 108.8 103.5 1004 100.3 99.1 103.4
19 96.1 978 93 88.5 914 98.1 96 924 954 1003 94.9
20 715 T 79.1 71.5 76.6 77 783 783 8l4 80.2 71.1
21 94.1  99.1 99 100.5 97.6 1005 98 98.4 105.8 93.1 98.6
22 103 99 93.1 90.7 89.3 91 921 932 924 89.9 934
23 945 958 994 92.7 95.1 96.2 951 987 96.2 95.5 95.9
24 108 100.9 109.9 106.6 1125 1099 1148 101.9 101.6 112 107.8
25 103.6 1034 986 104 101.2 984 1055 108.2 102.1 96.8 102.2
26 914 922 885 89.2 92.8 943 894 95 89.9 89.1 91.2
27 111.9 1013 1154 1009 1204 110.6 1108 1109 1056  112.6 110.0
28 103.7 1059 1063 102.8 106.4 98.7 1055 1064 106 112.1 105.4
29 109.1° 121.1 1229 1162 1144 1156 1206 1125 1204 109.3 116.2
30 1042 989 971 1018 99.1 101.6 989 975 948 98.3 99.2
31 101.1 102.1 111.8 1119 93.7 96.1 1081 97.8 91.8 1026 101.7
32 98.2 104 108.8 1104 99.1 103.1 101.1 983 1022 1059 103.1
33 106.6 1169 109.1 119 117.7 1304 1273 126 119.6  117.1 119.0
34 100.8 1065 111.5 101 112.3  107.1 110.8 1085 111 99.6 106.9

002: Daonil Tablet.
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Study on Dissolution Profile of Commercial
Glyburide Tablets

MING-SHIN LEE*, YUAN-CHI CHANG, CHI-CHEN SHIH,
CHIN-JUNG CHEN AND BER-LIN CHANG

National Laboratories of Foods and Drugs, Department of Health,
Executive Yuan, 161-2, Kuen Yang Street, Nankang 115, Taipei, Taiwan, R.0.C.

ABSTRACT

The dissolution profile (DP) of a glyburide containing tablet - Daonil (supplied by Hoechst,
Germany and used as the reference sample) was compared with those obtained from thirty-
four commercial glyburide tablets in this study. Dissolution tests were performed by using a
USP XXIII aparatus-II (paddle type) at 75 rpm, and three buffer solutions of pH 7.8, 6.8 and
5.8, respectively, were used as the media. Released percentages of the active ingredient were
meassured at 15, 30, 45, 60, 90 and 120 minutes. SUPAC* f, factor proposed by FDA was
applied to verify the similarity between the DP of Daonil and that of each investigated sam-
ples. Results indicated that 10 out of 34 case samples (29.4%) were similar in DPs to Daonil 1
in all of three media. In the meantime, three samples (8.8%) gave similar profiles as the con-
trol in two media of pH 7.8 and pH 5.8. It was also found that thirteen tested samples (38.2%)
were similar in DPs to Daonil in a buffer solution of pH 5.8, but different in both media of pH
6.8 and pH 7.8. Furthermore, only one case sample gaved a completely different profile com-
pared with that of Daonil no matter what pH of dissolution media was. Finally, statistics on
the number of tested samples having similar DPs as Daonil in individual media are as follows:
13 in pH 7.8 (38.2%); 17 in pH 6.8 (50%); and 33 in pH 5.8 (97.1%).

Key words : glyburide, dissolution profile, f; factor.
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