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1 n=6
/g /mg /mg /mg 1% A RSD/%
1 1.029 2 0.411 0.328 0.731 102.6
2 1.095 9 0.438 0.328 0.759 102.0
3 0.940 1 0.375 0.328 0.688 104.8 103.2 1.48
4 0.990 1 0.395 0.328 0.711 104.0
5 1.089 8 0.435 0.328 0.759 101.2
6 0.901 0 0.360 0.328 0.673 104.9
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/ x100%
10 g 200
mL 5 min 5
2.3.3
40C 1.5% 2.5% 3.5% 4.5%
48 h
100 mL 6
RH 75%
10 g
25C 2
18 h
_ / /g /mg-g™! /mg-g™
«x100% 3 1 2.004 2 0.177 0.175
3 20112 0.173
2 2.005 0 0.168 0.170
4 1.999 1 0.172
1 2.007 0 0.393 0.393
2.004 7 0.392
2:1 2 2.006 2 0.394 0.395
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6
A B C 1%
1 1 1 1 1 51
2 1 2 2 2 52
3 1 3 3 3 48
4 2 1 2 3 60
5 2 2 3 1 59
6 2 3 1 2 55
7 3 1 3 2 59
8 3 2 1 3 56
9 3 3 2 1 54
K1 50.333 56.667 54.000 54.667
K2 58.000 55.667 55.333 55.333
K3 56.333 52.333 55.333 54.667
R 7.667 4334 1.333 0.666
F F
A 97.556 2 109.737 19.000 *
B 30.889 2 34.746 19.000 *
C 3.556 2 4.000 19.000
0.89 2
8
1% 1%
1 59.4 94.9 1 min
2 60.1 95.7 1 min
3 59.6 95.3 1 min
9 20°C
1% 81 76 58 31 20
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5
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Application of Dry Process Granulation Technique in FKIV Granules Preparation
Qian Jun, Lin Xia, Liv Lili, Wang Xingxing, Wu Yun, Xiao Wei
(Jiangsu Kanion Pharmaceutical Co. Lid. / State Key Laboratory of Pharmaceutical New—tech for
Chinese Medicine, Lianyungang 222001, China)

Abstract: This article was aimed to study the optimum technological conditions of roller compaction of FKIV gran-
ules. This experimentation compared content of two granule preparation techniques which were the dry process gran-
ulation and the wet process granulation, and adopted Lo(3*) orthogonal experiment to study the technological parame-

ters of FKIV granules. The dry process granulation was selected. And factors such as roller pressure, roller speed
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and moisture content of power, which influence the result of granule yield were also studied in the dry process gran-
ulation. The results showed that the optimum technological conditions were roller pressure at 5.0 Mpa, roller speed at
400 rpm, and moisture content of power at 3.0%. It was concluded that the roller compaction process of FKIV gran-
ules was feasible in production which was able to meet the requirement of production.

Keywords: FKIV granules, dry process granulation technique, orthogonal experiment, optimum technique
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