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Study on Preparation Technology and Quality Control of Sinomenine Hydrochloride Dripping Pills
LI Yinglei, JIN Xin(Department of Chemical Engineering Huaihai Institute of Technology, Lianyungang 222005, China)

ABSTRACT: OBJECTIVE To optimize preparation technology and to establish a method for quality control of sinomenine
hydrochloride dripping pills. METHODS Orthogonal test was applied to optimize the preparation with the choice of the drug
temperature, the proportion of two substrates (PEG4000 : PEG6000), the proportion of substrate to drug, and dropping speed.
Sinomenine hydrochloride in dripping pills was determined by HPLC. RESULTS The optimum preparation was as follows,
drug solution temperature 75 °C, the ratio of PEG4000 to PEG6000 (1 : 4 ) and drug to substrate (1 : 3). Dimethicone was
refrigerant with 60 dropping per minute. For sinomenine hydrochloride, the linear range was 0.2—1.0 pg'-mL™'(r=0.999 5), and
the average recovery was 99.3%, RSD was 1.2%. CONCLUSION The pills can be produced through this process with the
simple and reliable method. The determination method is simple, specific, reproducible and accurate, which can be applied to the
quality control for the sinomenine hydrochloride dripping pills.

KEY WORDS: Sinomenine hydrochloride dripping pills; preparation technology; quality control
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Tab 1 Factors and levels

7K A B C D
ZWIELE/'C PEG4000 : PEG6000 244 @ J 5 i3/ -min ™'

65 1:1 1:3 50

2 70 1:2 1:5 60

3 75 1:4 1:7 70
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Tab 2 Test quality standard of sinomenine hydrochloride dripping pills
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Tab 3 Results of Lo(3*) orthogonal test

o D) WE G
FEOA B D MR e
1 1 1 1 1 4 3 2 2.7
2 1 2 2 2 5 4 3 3.7
3 1 3 3 3 3 3 4 3.5
4 2 1 2 3 3 3 2 2.5
5 2 2 3 1 5 4 3 3.7
6 2 3 1 2 4 4 5 45
7 3 1 3 2 4 3 3 3.2
8 3 2 1 3 3 3 4 3.5
9 3 3 2 1 5 3 5 4.4
Ky 330 280 3.57 3.60
K, 3,57 3.63 353 3.80
Ks 370 413 347 3.16
R 040 133 0.10 0.63
R4 TEMN
Tab 4 Analysis of variance
ESES ﬁﬁ% EEED )4 Flt Flms B
T

A 0.249 2 15.563 19.000

B 2.722 2 170.125 19.000 P<0.05

C 0.016 2 1.000 19.000

D 0.629 2 39.313 19.000 P<0.05
R 0.020 2
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Tab 5 Test and verify results of sinomenine hydrochloride

dripping pills
o5 RENESL B CFRE  REZEST RSD/%  WEUN R
1 5 4 39.5 5.97 7°19”
2 4 5 40.1 6.32 7°57”
3 5 4 39.2 7.19 6°29”
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Fig1l HPLC chromatogram of sinomenine hydrochloride

A-reference; B—sample; C—blank
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HIRAE 1 mL & T BER 0.001 mg (KR R 5 RS
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DLW i B iR B AT LA, T 2
Y=1.166 X 10°X—11 959.667, r=0.999 5., £ [
0.2~1.0 pgrmL ™",

233 Ml El S BOH AL 10 ROKS 2 FR
&, W, BT AR, 4 30 mg, FEE K
€, HHEE 10 mL B AR 3 ¥k, &K 10 min.

H9F 3 ARBUOK, i 0.45 pm JEME, ET 100 mL
HEF, HREARZIEL, BT,
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Tab 6 Results of recovery tests

AN DA AR FC 5 = VA 1 @97 F¥El RSD/
/ng Hg ug % B2/ % %

8.336 6.668 14.861 97.9

8.341 6.668 14.879 98.1

8.332 6.668 14.886 98.3

8.329 8.335 16.669 100.1

8.345 8.335 16.675 99.9 99.3 1.2

8.339 8.335 16.781 101.3

8.332 10.002 18.301 99.7

8.337 10.002 18.335 100.2

8.328 10.002 18.197 98.7

239 AT EME o e R R T2 %
3k, IR “2.3.37 WUR AR, K
R | mL, I REG &, o 0.45 pm JE
JBL, ‘& 100 mL ST, FHPEAN R ZI AL, BT
FE S o W HURE SR 10 ul, BEFT HPLC 2047
D R AL rh R R T R i, AR MR 7.

R7T HERESENEER0N=2)
Tab 7 Results of the sample determination(n=2)

Eimsd & B /mg-pi ! RSD/%
100906 9.86 0.92
100909 9.91 1.78
100912 9.83 1.89
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