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Determination of Optical Isomers in Raltitrexed Raw Material by Modified HPLC

DAI Rong', XU Jiagen®, DIAO Yanzhong’(1.Dept. of Pharmacy, Obstetrics and Gynecology Hospital Affiliated
to Nanjing Medical University, Nanjing 210004, China;2.Dept. of Pharmacy, Stomatological Hospital Affiliat-
ed to Medical College of Nanjing University, Nanjing 210008, China; 3.Nanjing YOKO Pharmaceutical Group
Co., Ltd., Nanjing 210009, China)

ABSTRACT OBJECTIVE: To improve HPLC method for determining optical isomers in raltitrexed raw material. METHODS:
After improved, the column was CHIRALPAK AD-H with mobile phase consisted of n-hexane-anhydrous ethanol-trifluoroacetate
(70:30:0.1, V/V/V). The sample size was 100 pL. The flow rate of 1.0 mL/min. The detection wavelength was set at 226 nm, and
column temperature was 35 °C. RESULTS: The linear range of optical isomers was 99.68-398.7 ng(»=0.999 9). The quantitation
limit was 4.945 ng, and detection limit was 1.648 ng. RSDs of precision, stability and reproducibility tests were all lower than
1.0% ; the recoveries ranged 99.43% -100.14% (RSD=0.25% , n=9). CONCLUSIONS: The optimized method is simple, accu-
rate, sensitive and reproducible, which can be used for the determination of optical isomers in raltitrexed raw material.
KEYWORDS Raltitrexed raw material ; Optical isomers; HPLC ; Method improvement
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Tab 1 Results of recovery tests(n=29)

R g %;ﬁ/ﬁ AR, WEE,  EEEMC FEER RSD,
g g pg A% WK, % %
10.16 0.758 6 15.85 16.57 99.76
10.04 0.749 6 15.85 16.54 99.62
10.18 0.760 1 15.85 16.52 99.43
10.13 0.756 3 19.82 2058 100.02
10.16 0.758 6 19.82 20.49 99.55 99.81 0.25
10.22 0.7630 19.82 20.61 100.14
10.11 0.7548 278 24.56 100.11
10.19 0.760 8 2378 2449 99.79
10.27 0.766 8 2378 2451 99.85
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Tab 2 Results of optical isomers determination in sa-
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Findts RS Sl
20150101 - 0.0076
20150102 - 0.0079
20150103 - 0.0077
3 g
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