s ) s ( s 310004)

. S Cs (250mm
x4.6mm, 5hm), -0. 2% (5:95). 210nm; -
0.1% (15:85), 332nm; ImL/m in, : 7.132 =142, 64ng( 7 =1.000 0);

0.0511 ~0.6132Hg( r=0.999 9); 1.0023 ~12.0276Hg( r=1.000 0). : 99.5% , RSD
2.7%(n=9); 99.7%, RSD  1.57%(n=9); 100.4%,RSD 1.03%(n=9).
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Determ ination of clonidine hydrochloride, hydrochlorothiazide and chlorogenic acid and uniformity in
Zhenju Jiangya tablets by HPLC

LU Min, GONG Qing, JIN Zhang-zhao, Q1 Yan-fei( Zhejang Prvincial Institute or Drug Control, Hangzhou 310004, China)

ABSTRACT: OBJECTIVE To develop HPLC methods for detem ination of clonidine hydrochloride, hydrochlorothiazide and chloro-
genic acid unifom ity in Zhenju Jiangya tablets. METHODS The HPLC analysis was performed on a Agilent Zorbax Extend Cq
(250mm x4.6mm,5Um), clonidine hydrochloride was separated using the mobile phase consisted of acetanilide and 0. 2% H, PO, ( 5:
95), detected at210nm, hydrochlorothiazide and chlorogenic acid were done using the mobile phase consisted of methanol and 0.1 %
H,; PO, (15:85), monitored at332nm, flow rate was 1. OmL* min"'. RESULTS The linearity ranges of clonidine hydrochloride,
chlorogenic acid and hydrochlorothiazide were 7. 132 ~ 142. 64ng( 7 =1.000 0),0.0511 ~0.61320g( r=0.999 9),1.0023 ~
12.0276Hg( r=1.000 0), the recovery rate of analytical method was 99.5% , RSD was 2. 2% (n =5) for clonidine hydrochloride, was
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99.7% , RSD was 0.92% (n =6) for chlorogenic acid, was 100.4% , RSD was 1.03% (n =6) for hydrochlorothiazide, respectively.

CONCLUSION The methods developed are simple and accurate, and can be used to control the quality of Zhenju Jiangya tablets.

KEY WORDS: Zhenju Jiangya tablets; clonidine hydrochloride; hydrochlorothiazide; chlorogenic acid; HPLC

4 » (0.450m) ,
20, , 2.3
, , (14.2641g/mL)0.5,1,2,4,6,8,
, , 10K L , Y, 1Y =4.96
X +2.44, 7 =1.000 0, 7.132 ~142. 64ng
, , (51.1Hg/mL) (1.003 2mg/
, . mL) 1,2,4,6,8,10,120L ,
Y, Y =2.814 5X - 505 182, r =
1 0.999 9, 0.0511 ~0.61320¢g
Agilentd 100( DAD ) ( 3). Y=392.622 5X- 0.908 0, r=
TU-1901 1.000 0, 1.0023 ~12.0276kg
( 0071-9504,
( 10309-0001, ). ( 110753- 5
200212, )
, . , , 6 . ,
( 220031001 .20031002.20031003) . D07 % (1 = 6). RSD =0/ ¥4 N 7 =
2 6), RSD =0.27% (1 =6).
2.1 2.5
Agilent Zortbax Extend Cj ( 250mm X 4, 6mm,
5um); -0.2% (5:95) : 210nm; \
ImL/m in. | | b
, 30h
-0.1% (15:85) ; 332nm; 2.6
1mL/m in.
2.2 . ’
2.2.1 105C ’
, , ImL 6lg ,
2.7
ah (031001)6 ,
. 50% ImL (Mele)
251 0.5mg 97.69Ug/g, RSD  2.2% (1 =6);
2.9.9 ; , 1.04mg/g, RSD  0.92% (n=6);
0.25g, , , ImL 19.70mg/g , RSD  0.34% (1 =6).
, 15m in, 15mL, ( 2.8
300W, 50kHz) 20m in, 3g ( 031001)9 ,
, 20mL , ,
, , 5mL , , 99. 5%, RSD =
, , i 2.7%, 1.
6
20 , 0.5g, ,
, 50% 25mL, , 99.7%, RSD =1.57%,
30m in, . 50% , , 2, 100.4% , RSD =1.03%, 3.
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1

Tab 1 Results of recovery testing for clonidine hydrochloride 80.0% ~120.0%.
Amount Amount Amount Recovery P o
weight Mean RSD
in Sample  spiked found Rates 4
(g (%) (%) . . . o .
(mg) (mg) (mg) (%) Tab 4 Results of unifom ity testing for clonidine hydrochlorid
0.2510 24.5202 22.8224 47.1892 99.33
Lot No. A +1.80S
0.2531 24.7253 22.8224 47.2951 98.89
0.2520 24.6179 22.8224 47.7504 101.36 031001 10.26
0.2529 24.7058 28.5280 52.4651  97.31 031002 11.73
0.2495 24.3737 28.5280 52.7826 99.58 99.5 2.7 031003 10.53
0.2493 24.3541 28.5280 51.6184  95.57 3 9
0.2513 24.5495 34.2336 59.0489 100.78 .
0.2531 24.7253 34.2336 60.6085 104.82 ’
0.2530 24.7156 34.2336 58.2042 97.82 > °
2 ’ :
Tab 2 Results of recovery testing for chlorogenic acid ’ :
5
Amount Amount Amount Recovery
weight Mean RSD i i i h hiazi
in Sample  spiked found Rates Tab 5 Results of unifom ity testing for hydrochlorothiazide
(g (%) (%)
(mg) (mg) (mg) (%) Lot No. A +1.80S
0.2508 0.2606 0.2044 0.4717 103.3 031001 13.05
0.2511 0.2609 0.2044 0.4619 98.3 031002 12.77
0.2516 0.2614 0.2044 0.4626 98.4 031003 12.32
0.2527 0.2626 0.2555 0.5168 99.5 4
0.2520 0.2618 0.2555 0.5185 100.5 99.7 1.57 41
0.2511 0.2609 0.2555 0.5161 99.9 :
0.2513  0.2611  0.3066 0.5679  100.1 ’ ’
0.2515 0.2613 0.3066 0.5627 98.3 E
0.2519 0.2617 0.3066 0.5656 = 99.1 272nm : :
272nm s 21 0nm .
3
Tab 3 Results of recovery testing for hydrochlorothiazide ’ ’
) 335.5nm
Amount Amount Amount Recovery
weight Mean RSD 332.0nm s s
in Sample spiked found Rates
(g ) (%) (%) R
(mg) (mg) (mg) (%)
0.2508 4.9418  4.0128  9.0293  101.9 317.50m 271 0nm ’
0.2511 4.9477 = 4.0128  8.9347  99.4 332nm
0.2516  4.9575 4.0128 8.9383 99.2 ° 5
0.2527 4.9792 5.0160 9.9772 99.6 332nm 5 332.0nm o
0.2520 4.9454 5.0160 10.0387 101.1 100. 4 1.03 4.2
0.2511 4.9477 5.0160 10.0259 101.2 s
0.2513  4.9516  6.0192 11.0513  101.3 . 10.20.30m in
0.2515 4.9556 6.0192 10.9381 99.4 20m in
0.2519 4.9634 6.0192 11.0264 100.7
s 50%
2.9
3 s
85.99%,102. 07%, 99. 16% ; 0.25 mg/
0.24mg/ , 0. 24mg/ ; 101. 61%,
101.69% ,100.33% . [1] Chp, Vol.1,2005.( 2005 ).
3 [2] Standard Monographs of Chinese Patent Medicine, Vol 20, Min-
3.1 istry of Health People’ s Republic of China. ( [§
0.25g, » 20 ).
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