* M VA
2022 4F 11 20 H 4 31 %55 22 ) £ 4 Iﬂ ) HFRE
Vol. 31,No. 22, November 20,2022 China Pharmaceuticals Pharmacy Articles

doi:10.3969 / j.issn.1006 — 4931.2022.22.013

REIABAIMEESRITZHE

Feoicas | ML 2, 1 B!

(1 MAEMAFEEERGFH, T 5FE 0500005 2. FHEEAREHLAHRAR, ML &FKE  050000)
WE BN ZIXLABMAAEFHERTE, ZELRBEZINFHFRRRTBE FTE KA ZTEABENA, £ 20T
Bide B R BRA B RA, R R AR AR T 5 35 5 A 0 R 5 & B R B A R ATF R B 20RAR €35 R 3 AT e R AL Fe A
GR AN RLALABRALLFETHEADRBR LRI FHRAATER GEI® ZARLERIAT RARBREAEAF X I 8
#—FTET LRRAAFTFRAEE RN ENER T LR —F R, REHRALE.

KA RAARAIN T 6T Lok i AR XA

I E 4> 25 : R926; TQ463 ERARRRD A M EHES:1006 - 4931(2022)22 - 0053 - 03
Synthesis Process of Amlodipine Aspartate
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Abstract: Objective
of L — amlodipine maleate. Methods

To establish a method for the synthesis process of amlodipine aspartate,and to improve the unique impurity
Amlodipine aspartate was synthesized with triethylamine as catalyst, and with L - amlodipine
and maleic acid as raw materials. L — amlodipine maleate was prepared according to the patented method, and the impurities were
identified and confirmed by the high — performance liquid chromatography (HPLC) method. Results The prepared amlodipine
aspartate was suitable for the impurity standard of L — amlodipine maleate. Conclusion The research results supplement the test

data of amlodipine aspartate and further improve the impurity of L — amlodipine maleate,but the synthesis process still needs to be

further optimized to improve the impurity purity.
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Fig.1 Synthetic route of amlodipine aspartate
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Tab.1 HPLC data of L — amlodipine maleate test solution
5 RBHA(mn) FEREL(%) HER HBE Zikd BERT

1 2.801 12.80 294478 3.03 6765 1.25
2 6.967 1.83 42085 119 5031 1.07
3 7.435 85.37 1963259 4.77 6108 1.13
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Tab.2 HPLC data of amlodipine aspartate test solution

S5 BB (nin) HARER(%) HaR 2EE Band RERT

4 3.558 1. 449 4809 5.67 4553 1.13

5 4,683 1.241 4119 2.94 10 825 1.13

2 6.964 94.200 312717 1.45 5676 1.04

6 9.354 3. 111 10327 2.05 7842 0.96
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1. Maleic acid 2. Amlodipine aspartate 3. L — amlodipine
4,5,6. Unknown impurity
A. L-amlodipine maleate test solution B. Amlodipine aspartate test solution

Fig.2 HPLC chromatograms
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Fig.3 Comparison of HPLC chromatograms of L — amlodipine

maleate and amlodipine aspartate
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