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Preparation and Quality Evaluation of Azelnidipine Enteric Solid Dispersion

JIANG Ting', ZHENG Lingli', YUAN Mingyong', JIANG Xuehua’ (1. Dept. of Pharmacy, the First Affiliated
Hospital of Chengdu Medical College, Chengdu 610500, China; 2. West China School of Pharmacy, Sichuan
University, Chengdu 610041, China)

ABSTRACT OBJECTIVE: To prepare Azelnidipine enteric solid dispersion and evaluate its quality. METHODS: Azelnidipine
enteric solid dispersion was prepared by solvent method. Taking cumulative dissolution rate as the index, single factor test was used
to optimize carrier material type and its ratio. The quality of the product was evaluated by DSC, XRD and FTIR, and its stability
was investigated. RESULTS: After azelnidipine and carrier material of Eudragit L100-55 acrylic resin were prepared to enteric solid
dispersion at a ratio of 1:5 (m/m), its dissolution rate was significantly improved. DSC, XRD and FTIR method had all verified
the crystal form of azelnidipine changed and it existed in amorphous form. The results of stability test showed that Azelnidipine
enteric solid dispersion was stable under high temperature (60 °C), high humidity (75% ) and strong light [(4 500 + 500) 1x] for
10 days. CONCLUSIONS: Azelnidipine enteric solid dispersion by solvent method with Eudragit L100-55 acrylic resin as carrier
can eliminate the influence of crystal form, improve dissolution and has good stability.
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Tab 1 Carrier composition and mass ratio of Azelni-

dipine enteric solid dispersion
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Tab 2 Accumulative dissolution rate of enteric solid

dispersion prepared by azelnidipine and dif-

ferent mass ratios of Eudragit 1.100-55 acrylic

resin in artificial stomach fluid(n=6, %)

W44 k24 Eudragit W H 2 Eudragit  PITABT IR 2 -Eudragie

1] h
il L100-55(1:3,m/m) L100-55(1:5,m/m) L100-55(1:7,m/m)
05 444 1.57 14
1 518 2.14 229
2 6.16 2.68 257
120 4
100 - » —3
& + ?
J&Z 80
X 60 —— BT Hb 50 2 -Eudragit L100-55(1: 3, m/m)
% —s— BT HbF 50 2 -Eudragit L100-55(1: 5, m/m)
B 40
—— P HBF 50K 25 -Eudragit L100-55(1: 7, m/m)
20 -
0 T T )
0 20 40 60 80 100 120
FFIE], min

B2 it R 255 R ERE L Eudragit L100-55
BTN BRI BE I B B B2 s B S BUA E AN DA iR
A H 2 (n=6)

Fig 2 Dissolution curves of enteric solid dispersion
prepared by azelnidipine and different mass ra-
tios of Eudragit L.100-55 acrylic resin in artifi-
cial intestinal fluid(n==6)
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Tab 3 Stability of Azelnidipine enteric solid disper-
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