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RP- HPLC detemn nation of nifedipine tablets

/HANG M in— pan JIANG Shi- xian HUANG X - mej
WEIW eng— zhj DUAN Guang— pej ZHANG Hai qing

(Q inghai Institute for Drug Contro]l X ning 810016 China)

Abstract Objective To develop an HPLC method for the detem nation of content of nifedipine M ethods The
chram atography w as performed on Symmetry Cis cobmn( 4.6 mm X250 mm, 5 Hm) water acetonitrile and metha
nol( 30: 35: 35) as themobile phase at a flov rate of . OmL* mn " and the absortbance w asmon itored at 235 m.
The njecton volm ewas 20 HL. Results The calibration curves ofN ifedipne was linear n the range of 40— 140
Hge ml~ : (r=0.9996). The Imitofdetectonwas 7. 7 ng Conclusion The method 5 accurate, credble and sen-
sitive It can be used br controllng the quality of nifed pne tablets
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Fig 1 HPLC chmmabgrans of reference substance(A ) and sample( B)
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Tab 1 Test result of durability and systan suitability

R )
( theoretical

( conditim) /m in

phate nunber)
L (originalm ethod dhre- 9. 760 9835
matographic cond itions)
2 M 5. 5(adjust fH 55 for 8. 191 9673
mobile phase)
3 (3.5:3.5:3) (adjust 5.073 8405
mobik phase ratio)
2.4 25
mg 250 mL . 25 mL ,

250 mL. ,

23435367mlL 50 mL
\ 20 BL ,
Y X (Hg) ,
Y=5.967x10X - 6.466 x 10" r= 0. 9999
, 40~ 140 Hge mL™' ,
SIN=3 , 7.7 ng
2.5
6 ,
99.8%,RSD 0. &%
2.6 “2.1.17
20H1, “2.27 , 6
, 5564891, RSD
0. 21%
2.7
80% , 100% , 120% 3,
100 mL s
10 mL , 100 mL
3 (n=3) 99. 8%
(RD=1.00), 99. 9% (RSD = 0.64% ), 100. T
((RSD = 0.9%% ); (n=29)
100. 1%
2.8 25 mg
250 mL \ 25 mL \
250 mL 20 BL
( 1mge* mL '), 0.1
mg* mL 1, ,
3
98.1%, 101. Po, 98. &%
29 2 361
, 2 2
.  F
29.30L P> 0.05 2
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Tab 2 The cam parison of 2 detemm nation result

(sanpl) (LotNa ) uv HPLE
1 080807 9%.5 95. 8
2 080101 98. 5 98. 8
3 €080101 9. 8 100. 4
4 20080101 95.5 9. 1
5 C071201 101.5 101.7
6 070607 9. 6 95.7
7 0802011 2.2 2.9
8 0801035 . 4 93.6
9 C070703 9. 3 9. 8
10 080901 93. 4 95.2
11 080601 9. 0 9. 5
12 080401 2.7 91.4
13 09015308 97.3 97.2
14 080811 93. 1 2.8
15 0812019 %.5 95.9
16 C081101 97.0 95.9
17 0806172 93.9 91.9
18 200807003 9. 7 95. 6
19 081003 95.3 93.7
20 0901017 9.2 9. 6
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