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Forming process of Shenqi Fukang Granules
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Abstract: Objective To study the optimum molding process condition of dry granulating of Shenqi Fukang Granules (SFG).
Methods Using primary formation rate and hygroscopicity rate as evaluation indicators; The optimal excipient ratio was optimized
by Lo(3*) orthogonal test method. Results The ratio of dry extract-micro silica gel-soluble starch-maltodextrin 77.5 : 2.5 : 5 . 15
was the optimal ratio of excipients; Dry granulating conditions parameters: workshop temperature of 20 °C, relative humidity of
50%, extrusion pressure of 12 kg/cm?, side seal pressure of 14 kg/cm?, extrusion frequency of 22 Hz, granulation frequency of 52 Hz,
and feeding frequency of 19 Hz. Conclusion The optimized SFG dry granulating molding process is stable and feasible. The
finished product showed a fine liquidity, good dissolubility and little hygroscopicity, which provides a reliable experimental basis for
large-scale production.
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Table 1 Design and result of orthogonal test for investigation of excipients ratio
RIS A% B/% C/% D (i#%) — UM T % W 2 /% LEEVTE A

1 2.5(1) 5(1) 5(1) (1 30.26 15.07 86.85

2 2.5(1) 10 (2) 10 (2) ) 33.18 14.75 91.73

3 2.5(1) 15(3) 15(3) 3) 34.46 14.13 95.52

4 5.0(2) 5(1) 10 (2) 3) 34.03 15.99 89.14

5 5.0(2) 10 (2) 15(3) €)) 34.92 14.97 93.32

6 5.0(2) 15(3) 5(1) 2 29.66 15.53 84.67

7 7.53) 5(1) 15(3) 2 37.85 15.15 96.63

8 7.53) 10 (2) 5(1) 3) 30.17 15.55 85.29

9 7.53) 15(3) 10 (2) €)) 33.10 15.91 88.13
K 274.10 272.62 256.81 268.30
K> 267.13 270.34 269.00 273.03
K 270.05 268.32 285.47 269.95
R 6.97 4.30 28.66 4.73
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Table 3 Screening results of dry granulating process parameters

TZ3H
itk —IRIER R %
PR (kgrem™) MBS /kgem™?)  ERIER/MHz - HHEMERMz PR/ Hz
1 10 12 16 24 54 31.2
2 12 12 16 24 54 325
3 12 14 16 24 54 33.6
4 12 14 17 24 54 35.2
5 12 14 18 24 54 35.8
6 12 14 19 24 54 36.3
7 12 14 19 22 54 37.9
8 12 14 19 22 52 38.6
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Table 4 Verification Results

Jrs — IR %  RRE/ Y% EE T
1 37.81 14.11 100.00
2 36.98 14.66 97.02
3 37.23 14.86 96.71
FH1E 37.34 14.54 97.91
RSD/% 1.14 2.67 1.86
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Table 5 Hygroscopicities at different relative humidity

IR ER VAR AR /% W IR 2%
MgCl 3278 4.82
K2COs 43.16 6.02
NaBr 57.57 8.74
KI 68.86 12.41
NaCl 75.29 14.95
KCl 84.34 19.26
KNOs 93.58 26.39
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