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A MK, TRk AR, SR, AR, £ F, 25 F( , 100730)

JL R & ik AR # (HPLC) B AR, # 5 8 7 Al F R ORHER A F 7R B Bog AR E%f fRER 5 2R
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Simultaneous D etem ination of Three A ctive Ingredients in Can pound H ypotensive Tablets by HPLC

JIN Peng-fei, KUANG Yongmej ZOU Dng HU Xn JANG W en-qing WU Xue- un(Deparment of Pham aceuti
cal Science Beijing Hopital Bejjing 10073Q China)

ABSTRACT: OBJECTIVE To estab lish aH igh Perfom ance Liqu d Chran atography (HPLC) m ethod for the sm ultaneous detem 1
natbn of d hydralazine sulfate hydwchlowthiazide and trim terene i Com pound H ypotensive Tabkts METHODS AnAlltinaCq
colmn (4 6 mm x 250mm, 5Hm) was used for he separaton w ih acetonitrile (A) and 50nM enmonim dhydrogen phosphate
containing 0. 04% heptane sulfonic acid sodim salt ad justed pH to 3. O with H, PO, (B) as the mobile phase at he flow rate of
0.5mL* mn". A gradient eliton procedure was set as lbws 0- 15min A: B 12288 15- 20 min A: B fran 12 88 to 32° 6§

20- 30m i, A: B 32 68. The detection w avelength was 280 nm. RESULTS Them ethod show ed good lmnearity for d hydrahz ne sut

fat¢ hydwchlowthiazide and triam terene with all correlaton coefficients (r) above 0. 999 2 The specificity sudy showed satisfactory

(B200®B032); (200902009-03)
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resolutbns an ong d hydrahzine sulfatg hydmwchlowthiazde trian tereng other ngredien ts and forced degradaton products The pre

cisons and stability w ere satsfactory with all relative standard devations ( RSD) below 2. 0% . The spked recovery for three can-
pounds ranged from 99.90% to 102 8% . CONCLUSION Thgmethod & an accuratg fast and simp k method for the s mu ltaneous
detem nation of dhydrahzie sulfatg hydmw chlorothiazide and trian terene in Can pound H ypotensive T ablets

KEY WORDS HPLCG compound hypotensve tablts dhydrahzine sulfats hydwchlorothiazide triam terene

[ F2]

W S-10001-( HD-1285) -2002
HPLC

W asters 2695 (
); W aters 2696

; Empower ; Mettler XP- 205
; M illipore KQ - 800KDE

( ); 101A- 2
( ); SPX = 250

C ( )
( : 100514-200301)
( : 100309-200702)
( : 100429-200401)

; (A cros ); ( );
30% ;

: 091109D, 090809C, 090614B)

2
2.1 &iEkM
: A lltma Cs (4.6 mm X250 mm,
(A) 0. 04% 50
M 3.0(B)
: 0~ 15 mns A-B 12: 88 15~
12: 88 32. 68 20~ 30 m ing

£ 0.5mL* min ; . 10 MI;

5 Hm);
mmole L'
20 mmns A-B
A-B 3268
: 280 m
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2.2 XEE OB R &

( 100 mg), 200mL ,

50 , , 50%

, 50%
0.075 0.100 0.125 0.150
0.175 mg* mL™' 0. 125 mg*
ml' ,
., 0.22Hm
2.3 iR N A
20 , )

, ( 1 ), 100
mL , 50 R 20m n
5070 ) ? )
0.22 Hm
2.4 [ BRI R B &

( 1 ),
[ 2 377
25 TEMRAR
2.5.1
(D
2.5.2
, 110 mg( 1 )
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12.5mg 12.5mg mn ,
1225 mg 100 mLL ,
, 80 C 4 h , 2.6 AZGEM M, KRR AL X R
“2.3 , 5 ,
10 000 k 4h ; , (S/N)
, 30% 3.0
1 ml, 24 h ; (mg* mLfl) ,
, 20 1 , 60 ~ 140%
ml, 24h , 1
; . 27 BEEMREK
1 ml, 24 h 20 091109D 6
, , RSD
) 6
( 2A, 2B); RSD 091109D
( 2C); 6d6d RSD
, RSD %% ,
22.7~ 23.8
Hydrochlormhiaznli-:am‘mcnc
Triamterene /
Hydrochlorothiazide
A B C
Dihydrilizinc sulfate Dih)‘dralazinc sulfate
5 10 15 irz'o””?s 30 5 10 1 7‘ 0 25 30 5 10 15 20 25 30
1/ min 1/ min ¢/ min
B1 FAEBERA) GBAXERER(B) MR & ER(C) B & EH (A # K 280 nm)
Fig.1 Chromatograms for placebo (A), combined standards (B), and the analytical sample (C) , detected(280 nm)
A Dihydralazine sulfate B I C J\
h N i o Triamterene
5 10 Isl/minlo 25 30 3 10 ISHmi"2O 25 30 5 10 lSHminZO 25 30
B2 mBRXBERESBEFETHEiEE
A - FOREAR B - BARERR ;C - BRI AAL
Fig.2 Chromatograms for degraded samples of dihydralazine sulfate
A - acid degradations; B - alkali degradations ;C - oxidation degradations of triamterene
1 RgEmit ZEANRAEELEEER =5 xvts
Tab 1 Resulis of systan suitability 1lin its of detection and lnearity n= 3 x Es
Param efer's Theoretical phte Asmmety facor Linear equat in r LOD/mg L-!
D hydrahzine sulfate 8674131 L 415%0 075 Y=15868 644Y — 160 742 Q 994 Q156
Hydrochoro thiazide 128 943 +642 1L 04230 002 Y= 45935 60% + 162 076 Q 992 074
Triamterene 374 761 £5 364 a 930 004 Y=32849 360( + 71 230 Q 993 Q 037
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2.8 MEEGE LR

) [13 2. 3?’ s
80 100% 120%
3,
99. 90%
102. 8%
2.9 SEPREEE R
3
2 3 2
2
3
3.1 ®&EUFEm ML
W S-10001-(H D-
1285)-2002 3
s 50
50
20m n )
20 mn )
(2,
0.22 Um
2 EIEERHNELERE n=3xts
Tab 2 Resulis of samp k analysis n= 3 x *s
D hydralzine sulfate  Hydrodh brothiazide Trian terene
Batch
Mo of label clain Mo of label clain fo of kbel chim
0906 14B 104 4*0 4 102 130 3 98 49*0Q 29
090809C 104 8*q 8 99 0610 89 9% 69 +0 80
091109D 1050%1 6 102 5%L 5 9% 641 30
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3.2 &l FrRRN

Py CIS
, jesl 3.0 ,
3
0. 04% ,
, 0.95~ 1.05 ,
1x10°
33 RllEkWEtE
308 271 360
nm, 3 280 m ”
, 280 nm
34 FEFHIE
ICH
4
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