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Fig.1 HPLC (hromatograms of the exclusion inspection of related substances for levobupivacaine hydrochloride
1 , mL™"
, 1.5 ( 2.1.3
) 10 000 Oh 1h2h 3h 4
2.1.2 h5h6h7h 8h9h 10h 11 h 12 h,
, , 12 h ,RSD  0.6%
Q 02 Ug* mL™" , 20  21.4
HI, , , 3
33, 2,6 , 20
0.02 Mg+ mL ™' ur, , 2
2,6 , 0.7 )
ng *mlL ™' 2,6 ,  20HL 2, 6 , 3
, ,2, 6
2.5, 2,6 0.7 ng* 2.2



s 93

:HPLC /2011
oozl @ AL RE ® ©
Hap 0.020 [ 0.020
i 0.015 0.015 F
= = 2
< 0010 < 0.010f 0.010 F
0.005 |- 0.005 | f‘t@*ﬁwﬂg 0.005 F
2,6-— A
0.000 I I TJ |L T 1 T 0.000 "“% T T ¢ E—— | T 0.000 1 L 1 1 1 1 J
0 S5 10 15 20 25 30 35 40 0 5 10 15 20 25 30 35 40 0 5 10 15 20 25 30 35 40
t/min t/min t/min
a. b. c.2,6
2 HPLC
Fig. 2 HPLC Chromatograms for determination of related substances
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Fig. 3 HPLC Chromatograms of the exclusion inspection of enantiomer purity for levobupivacaine hydrochloride
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Determination of Related Substances and Enantiomer Purity

of Levobupivacaine Hydrochloride by HPLC
FU Yi gang', LI Li-¢’, LI Jie’, HU Xian ming'
(1. College of Pharmacy, Wuhan University , Wuhan 430072, China;
2. Yichang H umanwell Pharmaceutical Co. Ltd. , Yichang 443005, China)

Abstract: An assay method for the determination of related substances and enantiomer purity of levobupiva
caine hydrochloride was established. HPLC M ethod was used to determine related substances of levobupivacaine
hydrochloride on a Dikma Platisil ODS column, while enantiomer purity was inspected on a MCDP chiral cot
umn. The results showed that perfect resolution had been achieved among bupivacaine hydrochloride, its related
substances and degradated products. T he resolution of the two enantiomers was greater than 1. 5. The method is
simple, fast, accurate and reliable to control the quality of levobupivacaine hydrochloride.
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