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RP- HPLC detemm nation of lan ivudine and its relhted substances

LIMeng, LTU You— ping, LU Jhng, DIXn

(School of Pham acy, Shenyang Pham aceutical Universiy, Shenyang 110016, China)

Abstract Objective To establish RP— HPLC methods br the detem matbn of lan ivud ne and its related sub-
stances M ethodt Separatbn of lan ivudine and its related substancesw as perfomed on a D ianonsilCg cokmn( 200
mm X 4.6 mm, 5 Bm). The mobile phase consisted of 0. 025 mol.* L' anmonim acetate( (H 3.9 £ 0.1) -
methanol( 90: 10). The flw ratewas1.0mL* m in"' and the detection wavelengh was 277 nm. Separation of lan +
vud ne enantiam ers w as perfomed on a CY CLOBOND 12000 RSP cokmn(250 mm X 4. 6mm, 5 Bm). Themeo-
bile phase consisted of 0. 05 mdl.* L' anmonim acetate(pH 3.9 0. 1) — methanol( 95: 5). The fbw rate was
0.8mL* min ' and the detection wavelengthwas 270 nm. Results Lan ivudine was separated canpletely fram -
purities The lnear range of lan ivud newas 5— 50 Hg* mL' (r = 0.9997). The average recovery of lan vudine
was 100.1% with RSD 0of0.6% (n= 9). The lowest lin it of detection was 0.2 ng* mL™ . (- ) - Lan vudine

was separated canp letely fran( + ) — lan ivud ne Conclusion W ith good sensitwvity and selectivity the method can
be applicable for the detem mation of lan vudine and its related substances

Key words lam ivud ng detem nation related substances HPLC, chiral separation; enantim er

( lam ivud ne) FDA DA
, (R— ) —d- 1= (2 , HBV ,
- - 13- ~5- )-(H)- :
. 1 :
(HBV) HBV - DNA , :
HBV :
HBV e 1998

Ted ((24)23980342 E— mail dix n632 homail ean



Chin J Pham Anal2009, 29(7)

— 1217 —

S
1
Fig I Chan ical structure of lm vudine
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Fig2 HPLC chranatogran s of lanivadne and is rehted substances
A ( standands) B. (bhnk) C ( sample)
D. (degradation products by light) K. ( degradation

products by heat) FE
(degradation products by base) H.
by oxidation)

L ( lm vudine)

2.1.3

(degradation products by acid) G

( degradation products
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Tab 1 Results of the determ ination of lam ivuad ine
and its rehted substances

(LotNo) [(-)- ( related [(+)-
b ivud ine] substances) bam ivud ine]
060101 98 9 033 0.18
060102 99 4 031 0.16
060103 98 9 031 0. 12
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Fig3 HPLC dimmabgrms of klm vudine enantimers
A. ( sandards) B (blank) C.
(sanple) D (degradation products by light) E.

( degradation products by heaty FE
acd) G ( degradation products by base)
radation products by oxidation)
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