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Preparation quality control and stability study
for lansoprazole for injection

CAO Yong— an', LU Liu- cheng’, JITong— qi’, ZHU M ei- hong’, CHEN X iang— feng’

(1 Jiangsu SaffM edical University Nanjing 210029 China 2 Jiangsu A osak ang Pham aceutical Co, Lid, Nanjing211112 China)

Abstract Objective To prepare lansoprazole for mjecton establish its quality control and detem ine its
stability. M ethods The type and dosage of the excipients in the fomula were optim ized the lansoprazole for injee
ton with its content detem ned by HPLC.M eanw hile its stab ility was tested. Results 50 mg per bottle m annitol so-
htbnwas selectedw ith 0. Imol L' sodim hydroxide solitbn as them ajor excipient adjustng pH to 11. Q The
Inear range of hnsopramlewas 20. 51— 205. 1 Hg* mL L r=0.9999(n= 5); No obvbus changes were observed
at 6months of an accelerated test or24 months of long— tem storage test Conclusbrr The preparation is controlla
ble and stable in quality, and he established method is reliable and specific for the quantitation of lansoprazole
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Tab1 Selectibn of excipients and pH
(Ne) /mg(pj'e:i:ql: fng }()emrl:ib (;hmn) ( resolvable) (moking) H (vishlk eyavinker)
1 30 0 10. 5 ( indiscerptible)
2 30 0 11.0 (dissolve) (powden 10. 93 ( canfim ed)
3 30 0 1.5 (dissolve) (povden 11.28 ( canfim ed)
4 30 20 11.0 (disolve) (geera) 10. 88 ( cnfimed)
5 30 20 1.5 (dissolve) (genera) 11.23 ( canfim ed)
6 30 50 11.0 (dissolve) ( good) 10. 82 ( canfimed)
7 30 50 1.5 (disolve) ( good) 11. 19 ( cnfimed)
2.2 1 6 6h
) s 01,2468h 5 8 h H )
: il
) 2 6 h
2
Tab 2 The stability of solution
(assay) ( related substance)
(tine) /h ( appearance) (vishle eyew inker) il g mL- ! 7
0 (colarrless ¢ lear) ( confim ed) 11.05 604 0.36
1 (colairless clear) ( confimed) 11.03 605 0.36
2 (colairless clear) ( confim ed) 11.03 603 0.35
4 (colarrless clear) ( confim ed) 11.02 6 04 0.38
6 (colairless clear) ( confimed) 10.99 603 0.38
8 (colairless clear) ( confim ed) 10.92 601 0.51
3 ( 25mg), 25mL ,
3.1 : Shim — pack CLC - ODS 0. lmol* L 2 ml, R
(150 mm X 4.6 mm, 5 Hm); e o - 10min \ \
(60: 40: 1), H  7.Q : 1.0 , ; (
mL* mn ; . 285 nm; . 20 UL 25 mg) 25mL . 300
3.2 2mlL , 10min ,
3.2.1 42 mg, , R , ;
25 mL, , [ - - : (
(60:40: 1), jeal 10. 0] 25 mg) 25 mL , 2 mL ,
s ; ( 100 C 10mmn , , R
25mg), 25 mL R . R ;
s ; 2 , : ( 25
1-A B mg), 25 mL ,
3.2.2 : , , (4500 Ix) 4 h,
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Fig1 HPLC chmanabgrans of forced degradaton swud ies
A. (aduvant) B (smpl) C
with acd) D ( sanples treated wih H,0,) E
( sanples treated by heat) F (smples treated by light)

1 ( lansop razole)
3.3
( 50mg),
,  SmL , ,
. !
337 10ml, 50mL ,
, . 20.51 61.53 102.6 143.6
205. 1 Mg mL ™' :
20 HI, , ,
(€) , (4)

)

A=7,692%10.C+ 648 8 . r=0.9999(n= 5)

3

Tab 3 Result of recovery tests

( samples treated

(added) g (faund) /g ( recovery) Fo (average recovery) Ho ¢
20. 18 20 07 9.4 9.7 0. 45
20. 07 20 12 100. 2
20. 13 20 01 9.4
25.25 25 24 100. 0 9.9 0.24
25.19 25 10 9. 6
26. 14 26 17 100. 1
30.30 30 25 9.8 9.7 0. 60
3102 30 72 9.0
30.79 30 86 100. 2
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