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Establishment of the Method for Dissolution Test of Compound Diphenoxylae Tablets in vitro
LIU Xiao-zhe(Nanyang Institute for Food and Drug Control, Henan Nanyang 473061, China)

ABSTRACT OBJECTIVE: To establish the method for dissolution test of Compound diphenoxylae tablets in vitro. METHODS :
The paddle method was used with hydrochloric acid (9—1 000) as dissolution medium at rotation speed of 75 r/min with dissolu-
tion time of 60 min. The content of Compound diphenoxylae tablets was determined by HPLC. The separation was performed on
Welchrom Cs column with mobile phase consisted of triethylamine phosphoric acid-acetonitrile (45:55, pH 3.1) at the flow rate of
1.0 ml/min. Detection wavelength was set at 230 nm, and column temperature was 30 “C. The dissolution homogeneity test was con-
ducted among 6 tablets from same batch. RESULTS: The linear range of diphenoxylae hydrochloride was 0.634-6.34 pug/ml (r=
0.999 8) with an average recovery of 99.30% (RSD=0.89% , n=3). Those samples showed sound dissolution homogeneity
(RSD=1.45% , n=6). Accumulative dissolution of 11 batches of samples was 72% -94% within 60 min. CONCLUSIONS: The

method is rapid and convenient. It can be applied for the quality control of Compound diphenoxylae tablets.
KEYWORDS Compound diphenoxylae tablets; Dissolution; HPLC
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Figl1 HPLC chromatograms
A. mixed control; B. test sample; C. negative control; 1. atropine sul-
fate; 2. diphenoxylae hydrochloride

- 1990 - China Fharmacy 2014 Vol. 25 No. 21

2.2 HEREFHILE

A3 S BCE PR (k. R AL rE IR EREE WK RN
FHEF 225 REWE B R TR AN | It shoAR i e - e Al 1
ml 2555 0.25 mg (LAVERS ) OV T, 2 U8 , BRE U8 W A Sy BH 4k
X RES W  F22 2.1 T (A A S5, T 20 pl 7 A YRORH €23
A, 0 T I 45 LR 2 min AR AT R , 25 T8 A,
FRIF 0 R IARLC T, IR 1C.
2.3 BAHEFENE

2 77 M ZF I R e 2 bR v v R IS T EE R AR 0T o
F AR M IR R AR K LAY, R Sl i 5k 52, 5
A R SCHRT D, BT T T USSR F I R A Tk
2.3.1 A RAERE, 23 HILLAS SHE 1000 ml (7K FhER
W[(9—1 000) , LA fai Ak Hs SRR . pH 4.5 iR £h 2% w7 W .pH
6.8 TR LR WA M2 0.5% . 1.0% . 1.5% .2.0% | — ki 5Lt
BN IRCR T A T, SR F A 8 75 t/min AOIRIR 21, X
AT TR

LR R ER IR AL, R R M SRR T | A HiAb v A
P AT N AR —EL S h i B AR L 60% , HL1~3 h
BT T R DL S S A AR S 7R AR IR A T B AR
IRENRA, MELL AR A HLIE TS AR A AN K, B
AHEAR B A ML AR A T, AR S e £ 10 vh SRA
KT 60% , 5 N BRAR, il 8 AR ER R VE i i i
I
2.3.2 AT RS . AR SRR N B R R M IR e
H 2.5 mg, K ERRR 500,600,900, 1 000 ml fF A i HH A
DI B 75 o/min TR . S5 AR ERER 500 ml BRI AT A2
A A4, DRI S 5 1 A AR Ry 500 ml
2.3.3  WEIRAALTEM AL . SR ARG ERER 500 ml M A BT,
A3 BRI ¥ 100 r/min FI3EHE 75 t/min, T84 F 7R B A]
6 H P L. 25, SR FH2E9E 75 o/min 48R 7 100
r/min {45 s TA] A5 HE BRI o8, IO BBL S A HE I S8 T i
234 BEEMHLE . AR O MEE 25, R AR AL R e ik
KB BOR A IR A T, S EE 5 50 ,75.,100 r/min
HOF A I e i 2 . SRR R, R B RO A
Ry st ) 5 HE R L 1L 75 r/min 5 100 o/min FOB G 2
S, WP E 3 A 75 t/min.
2.3.5  JFILMEGRE . BUAR A, BETE H BRI E 7 (2010 4F AR (R
FEIZG M) BfF s X C 5 20", DIFRERIER 500 ml Ry A i, i ok
75 r/min, RIEEAE . 4560 min B, BUAW 10 ml, [T 0.45 um (14
TRFLIE IS I, BRER UG AR J (s i I T 5 09 A 2 PR BUER R b
S5V TG X TR AL 29 12,5 mg, B F 100 ml A, i 206 v i ot
TR B2 R 5B ml, BT 25 ml B, £ ma ik
5 wg/ml FRIERAE R X B TR . A 2 R BOCH BE SV TRORn s
FRVATIAS 20 pl, BEC2. 1IR3 4R, T A TRAR U,
Fi MR LA T RT3, BIAS . AR 4 AR 11 e
TR AR L I B R A T0%
24 AHEFENWIE
241 ZRMESERFEE, KB FRIER IR i e HE 5 2 12.5
mg, K5 EFRE , BT 100 ml U i1 206 75 i e 22 %0
A Ry ot BE IV 45 5 40 RS 2 BUY 450 0.5.1.2.3.4.5
ml, 73 & F 100 ml i, NGRS ARFG B R 208 3 5) . F%
QTR B @IS AP AE , LB MR T (o) R AR bR I T R
() I YA BRI LML R, B 5 FE 4 y=26 034x—955.36
(r=0.999 8) . 45, LR 1 25V TR AGH I Jo o v Jo 4R M9
[} 0.634~6.34 pg/ml.,

TEIE 2014 FH s EBE 1M



2.4.2 KRR, BUR— X A S 20 ul, BEAT UERE 5 IR,
WSEIETIAR, 45 . RSD 4 0.35% (n=>5) , B )5 A 85 3 BT
2.4.3  FEMEREG . BUE 7 MU IER AR, T £ R I A
Tl R, 4350 0.1 .58 hE L H AL, RSD N 1.15% (n=
1), RUEWAE S hNFaE .
244 [EDSCRIREG o Ak RS S AR IR R b 25 A TR o e
i S TR A R R, P B AL IR VA VRS R 0 T AR
75 IR i b 2 s 6 T R ot VA VAR ) 0 2, R 0 6 T S 5 4 i
B A (80% .100% 120% ) 5 I 155345 [mI R, 45 5 L
#1.
x1 ERRRABLER(n=3)
Tab 1 Results of recovery tests(n=3)

A, mg  WE,mg  BEUEE, % SFHEICR, % RSD, %
20.08 20.01 99.65
19.48 19.15 98.31
19.36 19.38 100.10
2531 25.23 99.68
25.89 25.96 100.27 99.30 0.89
24.63 24.20 98.25
30.31 30.28 99.90
31.17 30.53 97.95
30.15 30.03 99.60
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Fig 2 The homogeneity of dissolution curves of samples
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2 1NIAHERMBHENELR(n=6)
Tab 2 The results of dissolution test of 11 batches of sam-

ples (n=6)
o i

R S =2 . % RSD.%

A 20100303 92 1.72
20100602 93 1.59
20110705 90 1.64
080408 81 1.91
080501 86 1.85

B 0908041 89 1.77
0910081 94 1.68

C 1003032 91 1.94
070328 78 2.56
0710241 72 2.01

D 1009085 90 1.83
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