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Preparation of TC-1 Intravenous Fat Emulsion

FU Maoqil, YU Xiangbinz*, WANG Longkunz, YUAN Jianhua3(1.Fujian Medical University, Fuzhou 350004, China;
2.Chenxing Pharmaceutical Co., Ltd, Fuzhou 350007, China; 3.Shanghai Whacko Trade Co., Ltd, Shanghai 210000, China)

ABSTRACT: OBJECTIVE To prepare fat emulsion of TC-1 for treatment of hypertensive crisis. METHODS The formula
consisted of 0.5 mgrmL™" TC-1, 1.2% purified lecithin, 2.2% glycerol and 20% soybean oil. The procedure included coarse
emulsion production, high-pressure homogenization, filling and sealing, autoclaving, quality tests, etc; and the stability of the
preparation in 6 months under (5+2)°C was tested. RESULTS The quality test results of the 3 batches of products showed that
the average diameters was <0.3 pm measured by DLS, the distributions of particles were uniform, and there was no >1 um
particles, and the stability were found according to CP and JP. CONCLUSION The study focuses on the latest homogenizer
named MiniDeBEE applying in the production of an intravenous fat emulsion in order to find out the machinery terms, operating
data and solve the engineering problems. The results of this study are good for improving the production equipment of fat
emulsion. The practical method of the study is useful to other intravenous fat emulsion containing drugs in production or stability
research.
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Tab 1 Test results of two coarse emulsions made by two
methods
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Fig 1 The particle size distributions of the emulsions made
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Tab 3 Experimental design and results by the orthogonal design
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K 5545 e . N 10-X o 70-Y
OF - BEY e i i T (X)/um H(Y)
1 1 1 1 1 7.6 2.4 67 3
2 1 2 2 2 6.3 3.7 64 6
3 1 3 3 3 5.9 4.1 60 10
4 2 1 2 3 6 4 59 11
5 2 2 3 1 5 5 54 16
6 2 3 1 2 53 47 55 15
7 3 1 3 2 5.8 42 59 11
8 3 2 1 3 4.8 5.2 57 13
9 3 3 2 1 4.6 5.4 55 15
10-X K, 10.2 10.6 12.3 12.8
K, 13.7 13.9 13.1 12.6
Ks 14.8 14.2 13.3 13.3
R 1.533 1.200 0.333 0.233
70-Y K, 19.00 25.00 31.00 34.00
K, 42.00 35.00 32.00 32.00
Ks 39.00 40.00 37.00 34.00
R 7.667 5 2 0.667
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Tab 4  Analysis of variance

KE 72k ¥jil U s
10-X A 3.846 7 2 7.693 3 4438 <0.05
B 2.660 0 2 5.3200 30.69 <0.05
C 0.186 7 2 0.373 3 2.15 >0.1
D(%)  0.0867 2 01733 1
70-Y A 104.22 2 208.44 117.25 <0.01
B 38.889 2 77.778 43.75 <0.05
C 6.889 2 13.777 775 >0.1
D(l%%) 0.888 9 2 1.777 8 1.00
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P20120318 0 BEZA¥<2.0%; H7%<0.5% 7.7 2884 101.0
x5 IRRKBHEANEGE. GEHIEMpHHE 1 MZE<1.5%; $B7R<03% 7.7 2865 100.6
Tab 5 The emulsion’s pH, content uniformity and content 2 BRSL5%; HR<03% 7.6 2924 99.9
of the nine experiments 30 BAESLS%: H4<03% 7.5 2903 994
ZX R & /% B4 % RSD/% pH 6 EINS15%; HIR<03% 74 2860 985
1 107.9 03 352 P20120326 0 EZ<2.0%; FI<05% 7.2 2969 100.6
) 108.3 0.5 8.38 1 ,g%%<1.5%: Fv<03% 7.1 2983  99.7
3 105.5 0.7 830 2 {E&Zkél.f»%; HJe<03% 7.1  303.6 992
3 OBAR<1.5%; ¥7%<03% 7.0 300.1 992
4 1027 06 8.36 6 MAR<1.5%; HAR<03% 6.8 302.5 986
5 104.3 04 8.35 P20120406 0 EZ4<2.0%; FI4<0.5% 7.4 2883 1014
6 103.3 03 8.26 1 BZ<1.5%; $2<03% 7.4 2866 1003
7 104.8 0.5 8.26 2 MZE<1.5%; MZ¥<03% 7.2 2835  99.6
8 103.6 0.8 8.27 3 ME<15%; BAR<03% 7.2 2933 993
9 106.1 0.7 8.16 6  BAR<1.5%; H4<03% 6.9 302.7 98.1
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Tab 7 Influence on stability of emulsion after sterilization by autoclaving
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