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Determination of Dissolution Rate of Chlorphenamine Maleate
in Keteling Capsules by HPLC

YAO Xue-lian™ , SUN Tao, PENG Hong, XIONG Wei
(Jiangxi University of Traditional Chinese Medicine, Nanchang 310006, China)

[ Abstract ] Objective: To establish a HPLC method for the determination of the dissolution rate of
chlorphenamine maleate in Keteling capsules. Method: The dissolution rate was determined by HPLC, with 0. 1
mol+L ™" hydrochloric acid as dissolution medium and rotation speed at 100 r+min "' and the detection wavelength
was as 264 nm. Result; The good linear relationship and the average recovery rate for chlorphenamine maleate were
in the range of 0.012-0. 072 pg (r =0.999 8) and 98.05% ,RSD 2.34% (n =5). Conclusion: The method is
simple , accurate and reproducible,and it can be used for the determination of the dissolution rate of chlorphenamine
maleate in Keteling capsules.
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ZRS-8G U BE ¥ i 50, Agilent-1200 ¥ AH 4
TEA (36 [ ZHEE A 7], Agilent-1200 R 51 HITH , 7]
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2.1.1 BSOS HUORRE R R S kL A
PRAE BP0, FRIRZY 0.8 ¢, B 25 mL &) b, i 0. 1
mol-L~"HCI 20 mL,#87 4b B 20 min, F F B0 B &
ZVBE BE5),0.45 pm GAL B R DR i, HR 2R VAR A
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2.1.2 PEPRARELE B ok IR ST xR

MRV, LK 2SO BT, AE 200 ~ 400
nm PEAT AR 25 5 0 IS IR OFE 264 nm b
e R AL, 8035 S K T % 4 264 nm
2.1.3 @GRS 2GS HES R A%
ZOBAX SB-C, (4.6 mm x 250 mm,5 pm), i 3 #
[0.5% + = Jo K& B BR M-85 B2 (100:0.25) ]-Z i§
(38:62), F: il 30 °C, & % K 264 nm, JHi#E 1.0
mL+min " FEIEHHOR /N TS5 000,
2.1.4  GPRbTHRAE RS T i AR, A B
TR AN S R R 25 I R, RO €83 A% 1 2 A
B, IC ST 45 R AR SRR T 5ok iR
AR A D A o
2.1.5 ZMEXRREE WIS KR R IR fL
X BRSO, 1 mol - L™"HCIL, #1 /80.010 4 g-
L™ B0 ) S SR 2 T IR R AT 2,4,
6,8,10 WL, & FEFE 2 K, A shit 5w m A, DL i R
TR X X6 HE o 1 47 2 v 1m0 03, 45 3] [ 05 Oy 2
Y =892.62X +4.19(r=0.999 8) £ Pk R bf, 2 1
T H 0.012 ~0.072 pg.
2.1.6  FROEtERE  BOHEE S ORI TE R 1,
2,4,8.24 h &M 1 K, 455 RSD 24 1.98% , 13 B
AR I AR E PR o
2.1.7 W®ERY B, R PR S
W, MRS pl, gk EgEm A, RSD 0.16%
2.1.8 @EEMERL  HUE 1 S xR, 1%
SEWNEFEEZNE 6 K (n=6), HH &
RSD 0. 18% .,

.52 .

28,35,42 mg, 4> W 'H 500 mL SIS, 0 0. 1 mol -
L' HCl % i -6 B = 20 %, 3240, vk o, FS 4% it
ey 2 mL,E 10 mL S, M 0. 1 mol- L™ HCI
Wil R 2 B, ¥ 50 A bk i W, AT R E 3
3 5 BRI 3 0 1% 2% 4 1 ) A, i S e 1T R, 315 [l
W&k 99.2% ,RSD 0.55% , L3 1,

#1 DREBEEBHEMEERRRE(n=9)

MAR WA R PHEKE  RSD
/mg /mg /% /% /%

28.43 28.52 100. 3

28. 14 27.70 98.4

28.29 28. 06 99.2

35.22 34.86 99.0

35.25 35.04 99. 4 99.2 0.55
35.56 35.28 99.2

42.15 41.73 99.0

42.56 42.47 99.8

42.44 41.97 98.9
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0.1 mol-L "£{ BA ¥ Wk 200 mL, %558 100 r-min ', ¥
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B S EOEAT 7 22 00, 85 R R =4S 1) m, Ty, , T,
T F IS (P <0. 01),
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7 1l 70 B — 73 4 50 5 e Ja P R R 8OO £
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3.2 IEIMABREEE  H R A PR 2R OK
0.1 mol-L~"#hBRVA WK K AN TF) pH (19 28 bl %, 1 5
MR SR A T K, P K 3 A R U A D
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AR ARRRE MNP MRS MARAY 0.1 mol- L™ SRRV WA HE L T A B IR R, B

vmin BRI pH 76 1.2 ~7. 5 % T ok o 2 26 IS L 110 v

AL s BB S5 C. 91 H 5 1 ok i U TR H B2 AT A, DRI e L TR (0. 1 mol - L7 4R

Bl BRREE HPLC FR VAR ) 1 Vs A R
R2 IHERBRVNAHEESENE (2 +s,n=6) %
= 5 min 10 min 15 min 30 min 45 min 60 min

20100706 37.2 £1.08 46.1 +1.91 53.5+1.33 90.4 £1.75 91.2 +1.62 94.6 +£2.85
20100303 30.5+1.32 40.0 £1.98 57.2 £1.07 90.1 £0. 86 92.3 £2.01 93.2 +£2.33
20100223 31.3 £1.47 42.5 £2.15 50.7 £1.68 89.5+1.96 90.5 +0.89 91.5£1.02

R3 BEERRECNEHSH

it PR H X T/min T,/ min
20100706 Inln{1/[1 = F(t) ]} = 0.825Int —2.25 15.30 £0.3 9.78 £1.3
20100303 Inln{1/[1 - F(t) ]} =0.911lnt - 2.57 16.79 0. 4 11.20 +1. 1
20100223 Inln{1/[1 = F(t) ]} = 0.862Int — 2.46 17.52 £0.5 11.42 £1.9
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