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Preparation Process of the Quetiapine Fumarate Lipidic Cubic Crystalline Nanoparticles
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Abstract: Objective To prepare quetiapine fumarate lipidic cubic crystalline nanoparticles, determine the optimal prescription ratio and
process conditions,and to study its in wvitro release behavior. Methods Quetiapine were prepared by injection method. Encapsulation ef-
ficiency was used as index,and the prescription was optimized by orthogonal design. The in wvitro release of quetiapine within 48 h was
measured by dialysis method and the release curve was drawn;its morphology and particle size were studied by polarized light mi-
croscopy. Results

The optimal formulation was glycerol monooleate 900 mg,poloxamer 407 100 mg,quetiapine fumarate 54 mg,and wa-

ter solution 40 mL. The average drug encapsulation rate reached 75.32%.The 48 h in vitro accumulative release rate was 84.67%.

Conclusion The optimized process is rational and feasible,and has better sustained release in vitro.
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80% C C C C C C C C C
90% C C C C C C C C C

E:C iR A N ARG R A L A BRI
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LT e 1 AT Y S K BRI XA (20% ~40% )
TN, K2R 2RI SRR B A, S & K R AE
B X ] (70% LA 1) Y P B, SEASTE ST 5 Wi, 32
BH ST 5 WAl B 15 5 K B 5%, Rl GMO 5 F127
() He A — R B2, GMO i f: b g, B b B A ST
05 W i, FEATA GMO By = JoAHE O,
2.2 WAHFIZHM

HRAEAL J7 T2 i 0 5 50U , BEPE R M 245 )t R
BRH 4 DHEE:ZWKHEmL, BFE A, 24595
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ik BEA R%B R C BED  a#%(%)
1 1 1 1 1 72.24
2 1 2 2 2 71.12
3 1 3 3 3 67.15
4 2 1 2 3 T1.12
5 2 2 3 1 70. 18
6 2 3 1 2 73.74
7 3 1 3 2 72.45
8 3 2 | 3 76.33
9 3 3 2 1 74. 14
K, 70. 133 72. 100 74.067 72.133
K 71.833 72.500 72.300 72. 400
K 74.267 71.633 69. 867 71.700
R 4.134 0.867 4.200 0. 700
k4 OHEFESHER
FERR BERFA  OAWE F F s R P
A 25.896 2 34.574 19. 000 <0.05
B 1.129 2 1.507 19.000
C 26. 682 2 35.623 19. 000 <0.05
D 0.749 2 1. 000 19. 000
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¥ i )& 71 (bar) B3 E(XN +5,%) %4 (X £ s,nm)

1 000 69.25 +0. 04 240.54 +0. 02

1500 74.63 £0.02 205.62 +0.02

2 000 70.27 £0. 07 193.46 +0. 04

2500 61.81+0.03 198.32 £0. 03
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¥ Frok#(R) B3 E(XN +5,%) #4(X £ s,nm)
2 60. 65 0. 02 201.46 +0. 05
4 67.53 +£0.02 200.72 £0. 04
6 70.37 £0.03 193. 64 +0. 03
8 69.61 +0.03 189.52 £0. 04

BHEZ(mg) MAE(ng) MFE(ng) WIE(%) X (%) RSD(% )
1.3790 1.1073 2.4421 96. 01
1.3833 1.1073 2.4719 98. 31
1.376 4 1.1073 2.4565 97.54
1.3793 1.3840 2.8102 103. 39
1.386 4 1.3840 2.7254 96.75 98.03 2.40
1.389 1 1.3840 2.708 3 95.32
1.388 1 1.660 8 3.0180 98. 14
1.3810 1. 6608 3.0320 99.41
1.3753 1.668 0 2.9931 97.41
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