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1 R943 3; R917 101; R975 6 ‘B : 1007-7693 (2008) 07-0663-02

D eterm hation of L an soprazole of preparationsand related substancesby HPLC

M AO Yu-shan', N | Chong2 ,LUO Shao-hua ,N | Tao' (1 Zhongda Hospital, SoutheastU niversity, Nanjing 210009, China;
2 China Phamaceutical U niversity, Nanjing 210009, China)

ABSTRACT:OBJECTIVE To establish a RP-HA.C method for the detemination of content of L ansoprazole in L ansoprazle for in-
jection and enteric-coated tablets and related substances M ETHODS A Shim-Pack C,g (54 m, 250 mm x4 6 mm) oolunn and
methanol- water-triethlan ine-phosphoric acid (620 380 5 1 5) as the mobile phase were used at the flow rate 1 OmL - min *. The
detection wavelength was 284 rm. RESUL TS The calibration curvewas linear in the rangeof 16 32 g- mL " (r=Q 999 9). The
lanoprazle for injection and enteric-coated tablets the average recovery were 100 0% and 99 63% regectively, the RD was1l 08%
and 1 03% (n=9) regpectively CONCL USION Themethod is smple, rgoid, accurate and reproducible for the smultaneous sspar
ration and detemination of lanprazle for injection and its enteric-coated tablets and related substances Thismethod can be used ©
control the quality of the preparations

KEY WO RD S: lanopramle; injection; enteric-coated tablets related substances content RP-HRLC

(Lanspramle) (Omepramle) 100 0%); ( 30 mg, : 050408,
050409, 050410) ; ( 30 mg,
B2l 1992 ( 050511, 050513, 050515) ; ,
Roussel Uclaf ) , 2
Ogast Lanzor , 21
15,30 mg : Shim-pack Cjz (54 m, 250 mm x4 6 mm);
TAP , 2004 5 27 FDA : - - - (620380 515),( pH
, , 7 3), :10mL- min't; : 284 mm; : 20
, . ML , 1 500
22
, 221 40mg, 50mL
1 222 5 20
W aters500E ; W atersi86 ; ( ), , , (
HW ( , : 50mg), 25mL ,
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, ) 2mL, 25mL ,
, , 1 2 :
1 2
23
0520,4050,60,
10 OmL, 25 mL , )
, : 20 L ,
, (X) , Y
, , Y =30 596 40X +71 028 31, r
=0 999 9(n=6); 16 3200 g mL'
24
2L ( 160
Mg mLh), : ,
R =0 90% (n=6),
25
( 050408)
( 050511) , 1 2
20p L, , ,
RD 0 83% Q 90%,
26
, 1
2 200 L ,
27
) 3(SIN =3)
, : 50 ng- mL "', 20uL
3, 1 ng
28
10
, , , 10 80%, 100%,
120% , ,
) ,  25mL ,
, 2mL 25 mL ,
10 )
20p L
100 0% (n=9) ,RD 1 08%;
- 664 Chin MAP, 2008 July,Vol 25 Na 7

2

99 63% (n=9),RD

1 03%

9

1

200 L , )

( %,n=3)

Tab 1 Resultsof samples of contents( labeled amount %, n =

3) and related substances of detemination

1% 1%

050408 100 4 0 15
050409 99 89 0 16
050410 100 9 Q0 13
050511 101 6 Q 43
050513 99 98 Q 42
050515 98 91 Q41
210 ( )
( ),
( 50mg), 25mL
ImL, 100mL ,
) ) 20pL,
20% 25%,
20p L )
3 ) )
1
3
HARL.C ,
15,
16 3204 g- mL"*
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