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Quality control of Fufang Shiwei Tablets
LI Zhong-si'» LI Yun-xia®*, SHANG Chun-li*
(1. Institute of Chinese Materia Medica. Chengde Medical College, Hebei Provincial Key Laboratory of Research and
Development [or Chinese Medicine, Chengde 067000, China; 2. Chengde JFK Pharmaceutical
Group Co. , Ltd. , Chengde 067000, China)

Abstract: Objective To establish a method for quality contral of Fufang Shiwei Tablets. Methods
TLC was applied to the identification of Radix Sophorae flavescentis and Radix Astragali, and HPLC
was applied to the determination of matrine. Kromasil KP100-5 C,5 (4. 6 mmX 250 mm, 5 pm) column was
used. The mobile phase consisted of acetonitrile -0. 025 mol/L phosphoric acid (1 ¢ 24), and pH of the
mobile phase was adjusted to 3.5 by triethylmine. The flow rate was 1 mL/min, column temperature was
25 C, and the detection wavelength was 220 nm. Results Radix Sophorae flavescentis and Radix Astra-
gali were identified by TLC. The linear range of matrine was 16. 01~320. 40 g/mL, the average recovery
was 100. 64 % , and RSD was 0. 87%. Conclusion The method is simple, sensitive and accurate, and it can
be applied to the quality contral of Fufang Shiwei Tablets.

Key words ; Fufang Shiwei Tablets; Radix Astragali; Radix Sophorue flavescentis; matrine; astraga-
loside IV
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2.2.1 #4465 TLC %5

WEFAE R S 05020002 B L HEAK,
WF4E, & 100 mL BLZEMEIEI A, &5 2.5 mL, ¥
2K 0.3 mL, B R,WEA WWET REFH=
FRBREANZE 0.5 mLMERERFER. BRES
B FR A AR 0. 2 mg/mL (I AR Ry X B e R
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W A (S 05020108 K, B AR AR,
TFREFREL 3 g, i F B 50 mL, [ W42 E 2 3%, kiR
B 1 h, JEad, A FF BB, [ B E T, R E K 50
mL, I #l A #  BOS . B E iR R, 2 R R
B 3 ¥ (30,30.20 mL), F & LBk, K E#H &= Lk
J& » 7K AN A9 IE T AR 4R B 3 ¥ (30.,30.20 mL), &
FIE TERBUR, I IE T B A 10 S AL H %
VRS 3 WK, H W 20 mL, 4% DLIE T F48 0 A9 7K 2k i

Z A, IE T EECE K AT R S R
SEAS 2 mL ARl i . 9 B S R R
T R R G 1 mg/mL B TRE g X I S A . I8
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2.2.1 &i#EL&H

{3 4k . Kromasil KR100-5 Cis (4. 6 mm X
250 mm, 5 pm), i 34 : £ f5-0. 025 mol/L % iR
(1:24), =2 %W pHEZE 3.5, K &E:1 mL/
min, FE R : 25 °C LRl g . 220 nm; BB #5012
WS RIETTEA KT 2 000,

2.2.2 BRSBERH &

BEHAFH 10 K. BB, o4, 85,
FEEAE AR 0.5 g, & 100 mL HZEHE IR P . 5
ZIMAFEA 40 mL, ¥ E K 0.5 mL, B %G A
JIR N R D A 2 I B 10 mL, o AR AR SR
FECPHFE 1.5 cm, P3P EALSE 8 @) & 30
mL PEB, BRI 40 CRIBHE T . HAEERES
mL, ¥57, Bi45,

2.2.3 TR ZBIEEAHE

BRI ST I 1.6 mg & 10 mL iR

o P BRI RO R R AR IR A BNAR .
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EREW S pL BERE  $242. 2. 1700 F 6835 &% 1 4T
HPLC 207 . L3 2 0% 6 i 181 A8 B 43 (8 0 40 A8 4
YD 5 200 BT 2 ok B2 SR 68 A8 B (XD, 3R A7 48 4k (]
H,8BIIFFERNY=1.385 1+2 919.9 X,r=
0.999 9(n=16), HiRFZW, TS WE 16.01 ~
320. 40 pg/mL HIEHEME RIFMHLELR,
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WAL RSD 8 0. 76 %, F B it 5 7 8 h W&
5E o
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FBERBFE—#EFEGF R Git S 050303) #
RIG S 1~3 B 0.4 g, % 4~6 145 4 B
0.5 g,55 7~9 A H L 0. 6 g, 4%“2. 2. 2" T i
il B HE B A R, $42. 2. 17 T F 45 i 4% {4 it 4T
HPLC 734, & & S g E AL T B S SN E .
BRAK 1. GREW, ZEEHAERF.RSD K
0.54%,

®1 EFEFRTESHEANRRER
e BiEE/g EEERSE H2WME/ (mg- K1) RSD/%

1 0.400 9 411. 66 2. 289
2 0.400 8 408. 97 P T
3 0.400 8 407. 17 2. 263
4 0.500 4 514,789 Z2..254
5 0.500 6 515. 54 2. 256 0. 54
6 0. 500 8 515. 96 2. 257
i 0. 600 9 620. 60 2.263
8 0.600 0 616, 27 2. 250
9 0. 600 2 618, 25 225
2.2.10 jmAf ek &

FE 5 PR BUE S8 B8 & 14. 90 mg, £ 100 mL &
A PSR A 2 20 B R A T ) AR R AR MR E Ny
0.149 0 mg/mL BYX} B MWL & . HERBRE M
HEBAFEESW LB opMETAS F G S
05020 B3R, 3£ 9 fy, By 0. 25 g; 58 1~3 14y, Ffp
RSN AN BB VAWK 8 mL; 55 4~6 M AR & i A
Xt BR R VAR 10 mL; 38 7~9 4y, B 2 A A X BE &y
V12 mL, 43 SIS B 0 A GG E 40 mL, A% 0
AMEIK 0.5 mL, 32, 2. 2”1 F 75 & il AL R 5
W, #E4T HPLC 43 #7 T B R R % 2, ¥
[E W Z A 100, 64 % ,RSD 24 0. 87%”

2 MEDRRXRRLER

SR ARSI GRS i, FEE RSD/¥%
(mg+ A=Y Aft/mg (mg+ F—1 "% /%

1.0_86 1.192 2. 272 99. 50

1. 086 1. 182 2.274 99, 66

1. 080 1. 192 2. 287 101. 26

1. 080 1. 490 2. 606 102, 28

1. 080 1. 490 2.575 100. 34 100. 64 0. 87

1. 080 . 1. 490 2. 589 101. 28

1. 080 1. 788 2. 877 100. 50

1. 080 1. 788 2. 872 100. 22

1. 080 1. 788 2. 886 101. 01
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B3IAMKMWETATH LS5 55K
050301,050302.,050303) , 4% “2. 2. 2”70 T 77 1 41l A%
B S R H5 2. 2. 17T R B3 & 4 # 47 HPLC
i, B E LA 3, R & P SR B LR 3, R
F2lz2mg/h. iREFAFTAIHELRPESEHB
WA RS EERE IS SRNESH A0 T
1 mg,

®3 EFAFRPESHENE

2 BB /g WBWEE/ (mg - KD
050301 0.500 6 2l
050302 0.500 2 1. 95
050303 0.500 8 2.30
3 ik :
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L E A - EE(7 ¢ 3)15 mL P L R BB T
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30 mL YEBERE Tk B R AT M A B AR, T A
o Hr it o R R TR
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TE 3 B AH 1Y 2 $F B, 38 8 X £ B§-0. 025 mol/L
B (1 : 24) .= Z Wi pH {H 3.5, Z.Ji§-0. 1 %08
iz (10 = 907, Z, fiF-0. 02 mol/L B§fiE — & 4 (60 :
40)51 I EE-JK-= 2 Bz (55 = 45 2 0.02)5 4 A3
M7 5 2, 25 R Ll 2 fF-0. 025 mol/L Bz (1 :
24) .= Z B8 pH HZE 3.5 HF s, HES a5
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