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Abstract A method of capillary zone electrophoresis CZE has been established for the chiral

separation of pitavastatin calcium enantiomers. Several parameters such as the running volt-
age the composition and the pH value of the running buffer the types of additive and so on

were evaluated. The optimal separation conditions were as follows capillary 53 cm 45 cm
effective length 50 pm  running buffer 80 mmol/L Tris-HCl pH 3.20 which contained 50
mmol/L HP-B-CD  hydroxypropyl-g-cyclodextrin and 5 mmol/L SDS sodium dodecylsul-
phate applied voltage 18 kV 54 pA column temperature 23 C injection 2 s at the
height of 17 cm. Under these conditions pitavatatin calcium enantiomers were separated well
with the resolution of 2. 17. The results indicate that this method is rapid simple accurate and
suitable for the chiral separation of pitvatin calcium enantiomers.
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0k Table 2 Influence of the concentration of Tris on
. ‘ e ‘ the resolution of pitavastatin calcium en-
5 10 15 20 )
20 ¢ antiomers
¢ Tris / mmol/L lg, /min tg,/min R,
5 60 25. 068 25.483 1.48
5 o10L 80 21.887 22.734 1.66
R 100 19.361 19.722 1.58
St 120 17.305 17.305 1.23
0 E- The conditions are the same as in Table 1 except for Tris
L L concentration and the voltage is 18 kV.
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Fig. 2 Electropherograms of pitavastatin
calcium enantiomers
a. + pitavastatin calcium reference substance b. - pH CD
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Table 1 Influence of the voltage on the resolution of 2.00 2.53 3.35 3.66 4.00
pitavastatin calcium enantiomers 3 3 pH 4.0
Voltage/kV tr,/Min lg,/mMin R, I/pA
= = pH 2.0
10 40.961 41.536 1.26 40
15 27.793 28.323 1.45 47
16 23.826 23.826 1.49 50 Tris
17 21.787 22.153 1.51 52
pH 3.35
18 19.361 19.722 1.58 54
20 14.046 14.254 1.05 73 pH  3.35
tp retention time of the + pitavastatin calcium g, 3.15 3.20 3.30 3.40 3.50
retention time of the - pitavastatin calcium. pH pH
Conditions fused-silica capillary 50 pm i. d. length to
detector of 45 cm injection 2 s at the height of 17 cm run- .11 2.17 1.89 1.27
ning buffer 100 mmol/L Tris-HCl 50 mmol/L HP-38-CD 5 1.15 pH 3.20
mmol/L SDS pH 3. 35.
pH 3.20
2.3 3 pH
2.3.1 Table 3 Influence of the pH of running buffer on

the resolution of pitavastatin calcium

NaAC-H,BO, NaH,PO,-Na,HPO,

enantiomers
Tris-NaH,PO, Tris-HCl pH tg/min tg,/min I/pA R,
Tris-HCI 2.00 12.678 12.778 82 0.88
2.53 12.968 13.102 64 0.95
Tris-HC1 3.35 20.221 21.673 54 1.66
2.3.2 Tris 3.66 24.503 24.641 52 0.88
4.00 21.075 21.075 52 0

Tris



1092-

28
2.4

4 15

mmol/L HP-B-CD
CE M-8-CD
HP-8-CD 3 HP-8-CD
B-CD HP-8-CD S-8-CD M-B-CD
HP-4-CD M-4-CD pCD S-pCD

S

23 24 25 26 27 20 21 22 23 24

t/min t/min

3

22 24 26 28 30 18 20 22 24 26

t/min t/min

Fig. 3 Chromatograms of pitavastatin calcium enantiomers separated by four different CD additives

Conditions voltage 18 kV running buffer 80 mmol/L Tris-HCI

mmol/L  other conditions are the same as in Table 1.
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Fig. 4 Influence of the concentration of HP-3-CD
on the resolution of pitavastatin calcium
enantiomers
Conditions running buffer 80 mmol/L Tris-HC1 pH 3. 35
and 5 mmol/L SDS with different concentrations of HP-g-CD
other conditions are the same as in Fig. 3.

pH 3.35 and 5 mmol/L SDS with different CD additives 15
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Fig. 5 Influences of SDS concentration on the

column efficiency and resolution of
pitavastatin calcium enantiomers
Conditions running buffer 80 mmol/L Tris-HC1 pH 3. 35
and 50 mmol/L HP-B-CD with different concentrations of SDS
other conditions are the same as in Fig. 4.
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