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Determ ination of related substance in lafutidine by RP-HPLC

SHANGGUAN Ying'ying1 ,SHI Jing1 ,HE Xian-chen' , HU Xiu-af (1. Zhe jang Medical College, Hangzhou 310053, China;

2. Hangzhou Desheng Phamceutical Development Co. Ltd. , Hangzhou 310014, China)

ABSTRACT: OBJECTIVE To establish a HPLC method for detem ination of rlated substances in lafutidine. METHOD

The

HPLC system consisted of Shim-pack ¥ C column(4.6 mm x150 mm,5 Hm), methanol-acetonitrile-0. 02m ol* L' phosphate buffer

(25:15:60), adjusting pH to 6.0 with trithylam ine, as mobile phase. The flow rate was 1.0mL* min '. The detection wavelength was

220 nm. RESULTS A satisfactory separation condition am ong the four related impurities and the sample was obtained. The LOD of

lafutidine was 4ng. The total impurities were not more than'l. 0% . CONCLUSION This method can be used for the impurity control

of lafutidine, and it is accurate, simple and specific.

KEY WORDS lafutidine; related substances; HPLC
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Fig 2 Chranatogran of the separation of lafutidine and its relat-
ed substances
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2.0%,1.0%,0.5%,0.1%,0.05%

200 L s HPLC
0.1% s
0.1% s
4 ng,
2.4
ImL 0.2 mg s !
1.0m
208 L,
s 20%,
20BL, ,
25

(1.0%).

5

L 100 mL

1 (‘n=3)
Tab 1

Detem ination results of related substances in Lafutidine

(n=3)
(%) (%)
040501 99. 44 0.29
040601 99.23 0.57
040701 99.31 0.48
, - -KH, PO, , ,
; pH 6.0 (T 0.95~
1.05), (& =12 min),
(RD 1.5), (n®
2500) . 1 >
1.0% .
[1] , [J71.
,2003,22(4):247.
[2] . - ( Lafutidine) [ J .
, , ,2002,23(1):57.
:2004-12-30





