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Similarity Evaluation of Dissolution Curves for Generic Preparation and Reference Preparation of Bisaco-
dyl Enteric-coated Tablets

SUN Ting, JIANG Jianguo, GUO Yonghui, HAN Xuejing (Hebei Institute for Drug Control, Shijiazhuang
050011, China)

ABSTRACT OBJECTIVE: To investigate the similarity of dissolution curves between generic preparations and reférence prepara-
tions of Bisacodyl enteric-coated tablets in various dissolution mediums, and to provide reference for improving production technolo-
gy and internal quality of generic preparations. METHODS: Paddle method was adopted with retation«speed of 75 r/min. The disso-
lution test was performed using 1 000 mL pH 6.0 phosphate buffer_solution, pH 6.8 phosphate buffer solution, water containing
2% sodium lauryl sulfate. HPLC method was used to determin€ average accumulative dissolution of main components from 3 kinds
of generic preparations and reference preparations atwdifferent time points to draw out dissolution curves. Similarity factor (f;) meth-
od was used to the similarity of dissolutien ‘curves{ RESULTS: Dissolution curves of reference preparations were basically the same
in 3 kinds of dissolution mediums.. But the 'dissolution curve f; of one generic preparation among 3 manufactures to dissolution
curve of reference preparation were =50, namely the similarity. CONCLUSIONS: The quality of generic Bisacodyl enteric-coat-
ed tablets produced by different manufacturers is obviously different; the generic preparations needs to be further improved in the
production technology and internal quality. For domestic generic preparation, it is necessary to strengthen the real-time monitoring
of its dissolution curve, to ensure the drug quality.

KEYWORDS Bisacodyl enteric-coated tablets; Generic preparation; Reference preparation; HPLC; Similarity factors method;
Dissolution curves
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SOTAX A l) s RC12A I AL (CREER KR K FHE A
B 28wl ) 5 1260 9 HPLC Y, 42 3% G1311C P4 Jt % |
G1329B H sh#kAE g . G1316A KR4S . G1314 £ 4 n] 75
WA AG I 75 55 (&[5 Agilent 23 H]) ; XS105 F 1T 43 2 —
7 ROF (B 1 Mettler-Toledo 2y 1] ) .
1.2 #AmEiLH

LLVD AT RE R e (AT 2, il il 54, 4tk - 140102,
ks B 5 mg; B4, M5l L #E5 - 131211, AUAK
B R 5 mg; CT 4, il il 7], #t5 - 130937, Bk - 5 Fr
5mg; D FK, S HH, 5 . 318580, LA : £ H 5
mg) 5 FL YD AT BEXT IRt (Cr 2t 2 S RS e 5 B, it
100181-200402, 4 : 100.0% ,105 C T4 2 h) ; 25 (4
4l , 32 [#] Fisher Chemical 23 ) ) ; MR — &40 . & A4k
B ZBE AR R B (SDS) F1 R B (43 B 2, [ 25 48 4]
e 2F A B2 F] ) 5 KBS R (53 #r 4l , KT KU ik 2
WAIBHE A RAFD s 88 Kk &8 Falidok (20
pHN59),
2 FiEEHER
2.1 LG

{6+ : Agilent ZORBAX SB-Ci3(150 mx4.6 mm, 5
um) ; i shAH : 20 mmol/L £ FRE VW (VKBS R IR 7Y pH &
5.0)-2 5 (45:55, V/V) 5 i3 : 1.0 mL/min; & I 3 1<
265 nm; KL : 30 °C; HEFERE 100 pL,
2.2 BREIEIE
2.2.1 3FMAHAIE & 2%SDS 1) pH 6.0 8 £h 2% nh
& : HUSDS 20 . 0.2 mol/L B iRk — 20 #f ¥%5 W 250 mL, 15
0.2 mol/L AL AMIA 28 mL IR A, IAGR BE&1 000
mL, %57, B145 . & 2% SDS [ pH 6.8 Wl £h 2% i - B
SDS 20 g, 0.2 mol/L ik % &/ % 7 250 mL, 5 0.2
mol/L Al W 112 miL IRA 5 , MK B 2 1000
mL 25 L HME S 2 29% SDS (197K : BUSDS 20 g, /K #i
P2 1000 mL, 247, 15, L3R 3RMA A KR
FHIE Ak B 22 40 “CB 40 min 5 57 BV
222 XPHESWRUR RSB FRICEL VD AT BE X BE S o,
S “2.2.17 00 F 3 AhAST] pH ¥ Hi A S ik O R A
I mL 255 5 ng I, $257, RS
2.2.3  HHXTIER  He B 2015 4R R H E 24 i) (U
“IEI 0931 55 ik (%), 73 Bl HL0.1 mol/L R R ¥
W 750 mL BT A5 AR N, 52 B i RO AR 5 R A
TR 22 VL AE £ 1% 306 Bl 22 9, 10 A A Joi o 2 e
(37.0 +0.5) °C, BUFE i 12 0 B4 A bR v, 1 2 okt
G LT 7 A A, 7 B A SRR RS B FE R B
AR 2 s FE RS BURE AR RO G o, u8 et F R
FEZEPELTINAE 30 s NSERL, 12 Fr A SR B th L <
Fros 19 10% 5 P43 0 2R 1 “2.2.17 50 F 3 Rl 6] pH %
HA B, B A B AR 1000 mL, B HY IR B (37.0 +
0.5)°C , #3975 r/min , {EFRAE , 20} 45 min, JUA H K
5 mL, JExd , BUEEIEH , RIAS
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224 FOANRER REWRBUE R s
BRRE R, F42.2. 370 R EE A THRAE, BIAS
2.3 REERMERE

2,27 350 ) B VS VR L S AR A R
WA 1 e (A BN IK ) %217 IR (i 264 HERE I
FE IO OIS PEULE 1. 250, Hh b mT e i B i) 2
k1 7.24 min, BRIE AR EL VD AT RE G =3 000, i [
T<1.5; HLELVD AT e g 595 55 S HAth A% Joide o 15 R4
10

f,min
C

AN HE G B PR C. 23 I APRHARG 1 L bl g
A.substance control solution; B. test sample solution;, C.blank excipi-

ents solution; 1. bisacodyl
E1 =3REeisE
Fig.1, HPLC chromatograms
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57, BL100 uL i A HPLCAY 4% “2.17 301 (i 25 {1 i A
WE e s . DALV AT IE B8 R (x, pg/mL)
BAR AR WEETHIAR () AR FR A TR M, 15 He Vb AT i
AR g y=1.12x10°%%—3.18x105(r=0.999 9), 4%
A, LeUb R]mERSIN B Mk L MR R 0.5~20 pg/mL.
25 BEEIRE

H2.2.27 0 3AOAN RIS H A BT A0 BE SV R A% 3
LRI 2.1 U S5 R i SRR E 6 1K, 0 SR
TR, 255, HLvb T BEg T AL RSD 439k 0.4% (7%
2% SDS ) pH 6.0 #f {2 £5 2% th ) . 0.3% (1% 2% SDS ¥
pH 6.8 PR EL 2% Wi ) .0.5% (%5 2% SDS 7K ) (n=6) ,
TG % B AT
2.6 FREMIXE

BUH2.2.37 0 R il i A S TR (D ) 588
w5 318580) idi dt, 43l T = I T ALE 0.2.4.6.8.
10,1224 hBP4%“2. 17500 @35 A F SRR 2 , 10 SR IETA
L 250, HLVb AT gD TR RSD 4351 8 0.23 % (75 2%
SDS 1 pH 6.0 Wiz £ 22 #P i ) .0.14% (1% 2% SDS 1Y pH
6.8 WMRELZE 1Pk ) .0.31% (15 2% SDS /K ) (n=8) , 5%
A S VAR AR 2 IR T R 24 h IR M R AT
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2.7 BEEMIKR

B[R] —HEFE 5 (DT 0ol #iE55: 318580 ) i it , ##%
“2.2.37 1R 7 i R S R, L 6 0y, A3 2.1
U e e S A R R I A , 0 S 0 TR BT He SR vk T
L S5, HVD R EYE B RSD 43 AR 0.7% (%
2% SDS (1) pH 6.0 B i3 £& 2% v i ) 0.6 % (7% 2% SDS 1)
pH 6.8 R ERZE v ) \1.1% (75 2% SDS 7K ) (n=6) ,
FWA Ty TR E S BT o
2.8 [EERKLE

HRPEFE S (AT KRS L5 140102) 40T, 42240 J5
1 80% . 100% 120 9% A5 3 FRE L VAT E X)L, Ak
b J7 5 100 % FRIC, B KP4 3 4y, B T [H] Y 1000
mL 2, 20 “2.2. 1750 F 3 FR[R] pH 7 H A T
TR B 3 PR INAC TR, 442 2. 170 €6 3% 2% e R R 0 22 I
A IR 25 R L 1,

F1 ERERLBLER(n=9)
Tab 1 Results of recovery tests(n=9)

=8 e E a3 DAL I
FIATR ﬂﬂfn\f, J!']j:gi, [mgf—, q:i?!lb( RE;),
H29SDS 1 pH 6.0 BERRERZ Wil 801 788 984 987 05
797 789 9.0
803 799 95
9.99 988 9.9
993 978 95
1006 993 9.7
1203 1187 9.7
1196 1170 978
1208 1188 93
B 206SDS K pH 6 8RR il 801 193 9.0 999 02
792 w87 99%
803 791 93
995 990 9.5
997 991 994
10.00 993 93
1202 1190 9.0
1196 1185 9.1
1201 1190 9.1
F2%SDSHK 8.00 7.89 98.6 98.7 04
798 786 %5

8.02 793 989
9.96 9.84 98.8
9.94 9.79 98.5

10.02 9.95 99.3
12.05 11.89 98.7
11.94 11.72 98.2
12.05 11.89 98.7
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Fig 2~ Dissolution curves of 3 kinds of generic prepara-
tions and reference preparation of Bisacodyl en-
teric-coated tablets in various dissolution curves
(n=12)
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Tab 2 £ of the dissolution curves of 3 kinds of generic
preparations and reference preparation of Bi-
sacodyl enteric-coated tablets
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] A 2l L35 e O3 L VD R RE g T8 RV R A A
T, 27 2015 4F Mg E 24 ) (DO ) fg s [ A o 70 v
R AT I, R B 0T O TR S R A
I, AT B ARFU S A A — UM B R, B &R
FHWF S iR AT N B 25 5% . 2528, 45 min B,
KT, U TR BT 2 il 700 K 0 il i SRR b 1)
Vs B <15% 5 SR, LV v BE A I A 2 H i
KA i R i s th B AT B R AR . LU, B E T
DRV S
3.3 AT RIERE

I AR 350 11 R 25 24 0, 245900 (A W SO DR 245 4 A
F R v OB 2 e AR BR AR R i i A S e
WAiB BB . 7 R N R AT BE AR AR BT R T
TCRE AT LA 24 b A P A T oA 1 A S G L PR RAS 1 i 1
s, FLVA A b 24 1 A R s A A A% )
Ko TR I L, BOEGR BT Re JFORL L g, 43 3 mL i
pH 6.0 BRI . pH 6.8 R R 27 vfif 7K , 37 “CHH
T, PG BOMEZ RS | e 3 R H A B A B A 2%
SDS J& , W 24 S B R A L 78 AWl AL VAl 2 1. TS
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