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Quality Evaluation of the Domestic and Imported Glipizide Extended Release Tablets

AN Fu-rong, SHEN lJin-fang ( Phamacy Dept. of Renj Hospital, Medical school, Shanghai Jiaotong University, Shanghai
200127, China)

ABSTRACT: OBJECTIVE To investigate the quality of both the domestic and imported glipizide extended rlease tablets.
METHODS The content and the content unifom ity and the dmug release were detemm ined by UV Spectrophotometry, and the accu-
mulative release percentage based on the labelled amount and the average rlease mates were calculated. The related substances were
detemm inated by TL Chromatography. RESULTS The quality indexes of two kinds of extended release tablets were up to the national
quality standard of glipizide extended release tablets. CONCLUSION Ther ar no significant differences in quality indexes between
the domestic glipizide extended release tablets and the imported one.
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s 5 5 s s s ( 2005
R 1 mL 200 g IV A, 275 nm s
s s 1 mL 20 Mg 105.0% ~115.0% . 1.
1
Tab 1 Test results of quality index
/g /% 1% /A +1.80S
55807011 0.211 6 1.4 108.5 6.1 <15
65807002 0.209 0 1.1 109.9 7.2<15
65807001 0.211 2 0.9 109.4 7.2<15
05122615 0.247 4 2.6 108.8 7.4<15
05122610 0.248 0 1.8 111.6 5.2<15
0512268 0.252 3 1.9 107.2 6.6 <15
2.2 ; (2) ,
10 , " 3
100 X, X, S
A(A=1100-X]), A +1.80S, 2.4
( 2005 X E). 2.4.1 (pH 7.4) 6
1. ( 2005 X D ),
2.3 ( ) s ( pH
( 100 mg), 7.4)150 mL s 100 1 min’',
4 50 mL, s s 30 C 4.8.12 16 h S mL(
(1:1)5 mL, 5 mL), s ; 12 mg,
s ; s - (1L 10 mL, s s (pH 7.4)
1) 1 mL 0.1 mg. 0.04 mg s I"mL 10 g
(1) (2); 4-[ 2-(5- -2- ) 1 (pH 7.4) ) 275 nm s
4 - (1:1) 1 mL , 4~8 h.8
0.1 mg , (3). , ~12h 12~16h
4 25 BL, GF,q, (' YBH39232005) s 4.
s - - - (40: 40: 20: 8 16 h 30% -
20) s (254 nm) 35% ~65% 85% ; 4~8nh 8~12h ,
, (3) 7% ~12%,
> ; ( ) 3 2,
3, 1 (1) s 3.
2 (pH 7.4)
Tab 2 Results of drug release tests in phosphate buffer solution ( pH 7. 4)
1%
4 h 8 h 12 h 16 h
55807011 ( A) 17.3 +3.8 53.9 6.2 89.7 +6.5 110.6 £5.0
65807002( B) 20.1 £3.0 59.2+7.1 93.9 +6.6 112.8 £3.1
65807001 ( C) 17.0 +3.8 53.3 6.3 88.8 +6.8 109.6 £5.1
05122615( D) 21.7 1.7 58.9 +3.3 90.4 4.3 100.4 £2.6
05122610( E) 23.1 2.1 61.7 £3.7 93.6 £5.8 105.3 £4.5
0512268 ( F) 16.4 3.9 49.6 £3.5 79.3 +2.7 98.9 3.1
2.4.2 (pH 6.8) “2.4.17 , 1
s (pH 6.8) s 2 h s 4 5
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3 (pH 7.4) 2.4.3
Tab 3 Average rlease rates in phosphate buffer solution ( pH s FDA 2
7.4)
/% , :
4~8h 8 ~12 h 12~16 h Q:Z(YRt-YTtZ,YRt S YTt
55807011 9.1 0.7 9.0%0.3 5.2%0.8
65807002 9.8 £1.1 8.7%0.5 4.7%1.0 F, =50 x Ig[ (1 +Q/n) "% x100 ] 50<
, =50 x n x ,
65807001 9.1 0.7 8.9 *0.4 5.2%0.8 < N € =
05122615 9.3%0.6 7.8 %0.4 2.5%0.5 F, 100, ° 3
05122610 9.7%0.5 8.0 *0.6 2.9 %0. 4 (A-C) 8 3 (D-F) ,
0512268 8.3 0.5 7.420.4 4.9%0.1 excel , 6.
4 (pH 6.8)
Tab4 Results of drug release tests in phosphate buffer solution ( pH 6. 8)
1%
2 h 4h 8 h 12 h 16 h
65807002 2.2%0.9 18.2 3.6 52.8 £6.9 86.1 £7.3 106.2 £5.2
05122615 1.4%0.2 15.6 £2.2 51.2%3.8 83.7 4.0 104.9 +1.4
5 (pH 6.8) 2 ,
Tab 5 Average release mates in phosphate buffer solution ( pH 2
6.8) , 2
/% pH 7.4 pH 6.8 s
4-8h 8 ~12 h 12-16 h : % p
( YBH39232005) .2 pH 6.8
65807002 8.6 0.8 8.3 0.4 5.0 0.7
pH 7. 4
05122615 8.9 +0.7 8.1 +0.3 5.3%0.8
3 (A-C) 3 (D-
6 F, F) F, ,  B-F
Tab 6 The statistical analysis results of similar factor F, F, <50 F, > 50,

Q F, Q F, Q Ey

A-D 150.5 60.3 B-D 170.7 59.0 C-D 140.3 61.1

A-E  139.6 61.1 B-E 72.4 68.0 C-E 149.3 60.4

A-F  263.0 54.4 B-F 511.3 47.3 C-F 217.2 56.4

( YBH39232005) ,
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