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Phenomenex Cig, i 3048 4 [0.1% B B2 72 ik - TH (95: 5, V/V)]-[0.1 % B BR 72 ik - THE (595, V/V) (AR 2R BL) , i#Lik 4 0.25 mL/min,
Ml g K A 272 nm, AR A 35 °CL A 1.5 plo &R S0 3 e AR R M R 2R JE & TE B 45 4 8.1~324.2 pg/mL
(r=0.999 9) .1.2~50.1 pg/mL (+=0.999 9) ; & F &2 %] 4 0.24.,0.04 ng, %0 FE2 %] 4 0.06.,0.01 ng; 4555 B A0 & H X
#9 RSD<2.0% ; AnAf W F 55 A 97.69% ~100.35% (RSD=1.03% ,n=9) .98.27% ~100.60% (RSD=0.83% ,n=9) ., %%
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Simultaneous Determination of Valsartan and Hydrochlorothiazide in Valsartan Hydrochlorothiazide Tab-
lets by UPLC

JI Hong, LIU Jing, WANG Wei, QI Jin, LIU Qinghua(Shengmingyuan Laboratory, Beijing Institute for Drug Con-
trol, Beijing 102206, China)

ABSTRACT OBIJECTIVE: To establish a method for simultaneous determination of valsartan and hydrochlorothiazide in' Valsar-
tan hydrochlorothiazide tablets. METHODS: UPLC was adopted. The determination was performed on Phenomenex Cis column
with mobile phase consisted of [0.1% phosphoric acid solution-acetonitrile (95:5, ¥/¥)]-[0.4% phosphoric acid solution-acetonitrile
(5:95,V/V)] (gradient elution) at the flow rate of 0.25 mL/min. The detection waveléhgth was 'setat 272 nm, and the column tem-
perature was 35 “C. The sample size was 1.5 pL. RESULTS: The linear range were 8.1-324.2 pg/mL for valsartan (+=0.999 9) and
1.2-50.1 pg/mL for hydrochlorothiazide (»=0.999 9). The limits, of quantitation were 0.24, 0.04 ng, and the limits of detection
were 0.06, 0.01 ng. RSDs of precision, stability and reproducibility tests were less than 2.0% ; recoveries were 97.69%-100.35%
for valsartan (RSD=1.03% ,n=9), and 98.27%-100.60% for ‘hydrochlorothiazide (RSD=0.83% ,n=9). CONCLUSIONS: The
method is simple, rapid and accurate, and can be used for the simultancous determination of valsartan and hydrochlorothiazide in
Valsartan hydrochlorothiazide tablets!
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6,15 4%: : Phenomenex Cis(50 mmx2.1 mm, 1.7 um) ;
TBIAH : [0.1% BERR VS - G (9515, V/V)](A)-[0.1 % Tk
FRVE M- N6 (5295, VIV)1(B) , R IR BE BEME (e B 7
DL 1) 5 33  0.25 mL/min; £ 90 4+ 272 nm; A 78
35 CsdbAEAE: 1.5 pl.
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Tab 1 Gradient elution procedure

i) min A% B,%
0.00 95 5
2.00 20 80
233 20 80
267 0 100

270 95 5
4.67 95 5
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VSR o B R A — o) B VAT A TS R, B T [R— 50 mL
SRR, 050 % & 5 IR0 Ffk il A v 30 | S SR e R i
U394 8.00 . 1.25 pg/mL AR % BRI Uk
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Fig1 UPLC chromatograms
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FERICR, g5 1% 2,
F2 MERWERIGLER (n=9)
Tab 2 Results of recovery tests(n=29)

s W REG MAR,  WfE,  MEELR CEYIER R,
frlcH g ,mg mg mg % Wk, % %

il 01238 39370 23754 63208 100.35 98.61 1.03
01238 39370 23754 63170 100.19
01238 39370 23754 6.2883 98.98
01238 39370 39590 78107 97.84
01238 39370 39590 18147 97.94
01238 39370 39590 18217 98.12
01238 39370 5.5426 9.3870 98.33
01238 39370 5.5426 93518 97.69
01238 39370 5.5426 9.368 6 98.00
01238 0.6238 03743 1.0004 100.60 99.24 0.83
01238 06238 03743 09972 99.75
01238 06238 03743 0.9980 99.97
01238 06238 06239 12441 99.42
01238 0.6238 06239 12442 99.44
01238 06238 06239 12370 98.28
01238 06238 08734 14882 98.97
01238 06238 08734 14821 9827
0.1238 0.6238 08734 14831 98.38
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Tab 3 Results of content determination of samples

(n=3,%)
HRits ki) Bl
T7038 9522 97.73
T7039 96.82 98.18
T7017 96.50 9797
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A3 2.2 17 R AR VDI G G E R (1 B — o B
VWA E B, 7E 210~400 nm P BN BEAT . 45
SRR, BiVDIHTE 250 nm K AL VR EBERTE 272 nm Fl
323 nm KA BRI, PRI, SR (o g LA PR
T R g 0 T e [ i S5 R A s A3 v DN, 2 R
272 nm VE R A3 F RN 4
32 HIRHIEE

ARG HEE T AN FEAEN (15,2535 °C) X @155y

HEZED; 2017 455 28 5 15

BRI . A5, DL 35 CC %) 40 B8 B e i, eIt [A] B
Mo B, 272 BT R Rl S OO R 3, 4R
RN E R 35 °Co

3.3 BAFIREE

ARG G 258 T HEE | O R shAH S, 45

SR G s S e B X s A it s/, B

AR5 24 LA 5 [FIBF, IR 5 58 T AN [ AR FR 4 20(25%

50% 5% ) C G IV AR , 25 S R 1 50 % LBV WEN

VT S T AT i e 4o IR, A0 A 34 50 %

CIEEWERTER

25 bR AR Dy R ARAE R B PR, 25 A, AT

TAR VD H S EE R i v 47D HH A SR R 1 1 [ s

MIE .

52 3Tk

[ 1] 20, 2, o i A8 5 5 2 R 40 Bl o o 5] 8 i PR
FHHERE[)]. + B 25 4,2010,21(20) : 1918-1920.

(2] SRAHE. 0 i 24 2 e e « 52 Jy il 590 ) ik Joe 5 i
RIEM 0. F B E 2 A 25345 547, 2011, 11(2) :
102-104.

[3] kA5, E3CH0m MR ATRTT E RS PP < O i
A2 B R AR I E ). F B E R R 25F
#-25 5-47,2011,11(2) :97-99.

(47 KR, XUGE, XRS5 bR e i & 5 Hil R & ik
SR B2 4 %,2010,19(18) : 1676—-1679.

[5] HEHEZHMZE L bR LA E . —3[S].20154F
WA R BE 2GR Rk, 2015: 771 ,1548-1549.

[6] SR3GEE, XL RCHPLC ¥k [ B ) o 4 v b 20 S0 S R v
WLH /S B [)].25 2 A %, 2013,32(3) : 153—154

[7] S, S8 HPLC 74 [R] I 5 4570 10 A S R Jie 20 vh
SRV IR R A E R R iR [0].F B 25 5, 2012,23(9)
846-848.

[81 BLLIA, sk SO 1 0 45 V30 1 (9 3 1 (D).
& E 25 9k,2010,19(9) : 36-38.

(9] 0. s RORORH €2 1 10 0 s B2 Jy 00 38 e v 4 b JEL A 5
=[]0 EA K F 54k ,2009,40(12) : 1093-1095.

[10] eI, PR i ROROAH T ) e S SR 1) 2% i
[J].% B 25 34k, 2009,18(17) : 22-24.

(Whs H99:2016-05-31  f&[al H 1:2017-03-01)
(%X H0)

China Pharmacy 2017 Vol. 28 No. 15 - 2133 -





