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HPLC determination of ranitidine
in ranitidine bismuth citrate and its tablets

YAN Quan — hong LUO Zhuo - ya

( Guangdong Institute of Drug Control Guangzhou 510180 China)

Abstract Objective: To establish an HPLC method for the determination of ranitidine in ranitidine bismuth citrate
and its tablets. Methods: Inertsil® ODS -3 column (4.6 mm x 150 mm 5 pm) was adopted with gradient elution
phosphate buffer ( accurately add phosphoric acid 6. 8 mL and 50% sodium hydroxide solution 8. 6 mL into approxi-
mately 1900 mL of water and mix. Dilute with water to 2000 mL. Adjust pH 7. 10 £0. 05 with 50% sodium hydrox—
ide solution or phosphoric acid) — acetonitrile (98:2) as the mobile phase A and phosphate buffer — acetonitrile
(78:22) as the mobile phase B at the flow rate of 1.2 mL * min~' the detective wavelength was 230 nm and the
temperature of column was 35 °C. Results: The linear range of ranitidine was 2.5 —200.4 pg * mL™' (r =
0.9998) . The limit of quantification was 5 ng. Conclusion: The method is simple sensitive selective accurate and
can be used for the determination of ranitidine in ranitidine bismuth citrate and its tablets.
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Fig 1 Chromatograms of determination of ranitidine in ranitidine bismuth citrate and its tablets
A. ( system suitability) ~ B. ( reference substance of ranitidine hydrochloride)  C. (RBC) D.
( RBC tablets) E. ( excipient of tablets)
1. ( ranitidine) 2. ( impurity of RBC destroyed by alkali)
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Tab 2 Results of content in samples

( content) /% or mg per tablet

( sample) (Lot uv 2 HPLC 2
No.) ( this method)
(material) 081203 41.3 40.3 40.6
100517 41.4 40.7 41.1
100518 41.2 40.2 41.0
( tablets) 100401 81 80 81
100402 78 79 79
C;H,N,0,8 314.41.
0. 8961 .
10.3 ’
1400,
5000, ¢
TLC
TLC 0
10.4
USP 32 - NF 27 °
1 ZUO Xiu - li( ) XIE Yi - kui( ) CHEN Shi - bao
( ) . The new anti — ulcer drug—Ranitidine Bismuth Citrate
( —_— ). Chin J New Drugs Clin
Remed ( ) 1995 18 (3):169
2 WANG You - min( ) . The treatment of peptic ulcer (
) . China Pract Med ( ) 2010 5 (14):
69

3 Drug Specifications Promulgated by State Drug Administration (
). WS, = (X -193) -2004Z
4 Drug Specifications Promulgated by State Drug Administration (
). WS, = (X -192) -2004Z
USP 32 - NF 27.2009. 3475
6 CHEN Jie( ) ZHENG Zi — dong( ) LI Jie( ) et
al. The quality analysis for the ranitidine hydrochloride capsules (
) . Chin J Pharm Anal (
) 2010 30 (11):2160
( 2010 12 27 )



