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W BEH AT KA GITEAMR T T RSB T B fo st TR LB 409 S 20 &5k ik &k Waters ODS2 Cis
(150 mm x 4. 6 mm,5 pm) , "3 H0H T -0. 1% B 7E% (39 :61, V/ V), ik A 1.0 mL/min, % 0 3% ¥ % 226 nm, 28 %4 35 C ,#
HEH20 WL R AT RBIRTE X VWRBAR B R RESHAE0.1499 ~0.599 8 wg/mL F2 0. 113 6 ~0. 454 2 pg/mL FE B 1
Lok @mARAM X R R (r=0.9999,0.999 8),F 3 el & 551 % 98.78(RSD =2.02% , n=6)4799.33% (RSD =1.27% ,n=6).
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Content Determination of Two Genotoxic Impurities of Sulfonate Esters in Vinpocetine Injection
JIAO Jie, MIAO Miao, WANG Tao, CAl Hu
( Shaanxi Institute for Food and Drug Control + NMPA Key Laboratory of Drug Microbiological Detection Technology,
Xi' an, Shaanxi, China  710065)
Abstract: Objective To establish an high — performance liquid chromatography(HPLC) method for the content determination of the
methyl p —toluene sulfonate and ethyl p —toluene sulfonate in Vinpocetine Injection. Methods The chromatorgraphic column was Cis
column(150 mm x4. 6 mm,5 ;.Lm),the mobile phase was acetonitrile = 0. 1% phosphoric acid solution(39 : 61, V/ V), the flow rate was
1.0 mL/min, the detection wavelength was 226 nm, the column temperature was 35 C , and the injection volume was 20% pl.
Results The linear ranges of methyl p — toluene sulfonate and ethyl p —toluene sulfonate were 0.149 9 -0.599 8 wg/mL(r=0.999 9)
and 0.113 6 -0.454 2 pg/mL(r=0.999 8), respectively. The average recoveries of methyl p —toluene sulfonate and ethyl p —toluene
sulfonate were 98. 78% (RSD =2. 02%, n=6) and 99. 33% (RSD =1.27%, n=6) ,respectively. Conclusion This method is simple and accu-

rate,which can be used for the qualitative and quantitative analysis of methyl p —toluene sulfonate and ethyl p —toluene sulfonate in Vinpocetine

Injection.
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HPLC chromatograms of the specific test
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Tab.1 Results of the recovery test(n =6)

WAE (g) 5% (ug) & (%) X(%) RSD(% )
A B A B A B A B A B

1.1995 0.9085 1.2135 0.9181 101.17 101.06
1.1995 0.9085 1.2108 0.9057 100.94  99.69
11995 0.9085 11911 0.8914 99.30  98.12
1.1995 0.9085 1.1615 0.9106  96.83 100.23
1.1995 0.9085 1.1728 0.9009 97.77  99.16
11995 0.9085 1.1598 0.8878 96.69 97.72

98.78 99.33 202 127
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Note: A is methyl p — toluene sulfonate, B is ethyl p — toluene sulfonate.
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Fig.2 HPLC chromatograms of seven batches of samples
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