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BORAR G FE M E TP R LT B AIEAR R LA Ao T SER 09 48, €354 Eclipse Plus C g 4£(250 mm X 4. 6 mm, 5 pm) , i&3)
FH TR - 0. 1% Bk (22:78, VIV, & L W3 ) fo T BE — 1% BEBR & (25:75,V/ V, 3488 ) , iRk 4 1.0 mL / min, &0 9% K&
360 nm (& £ B3 ) A2 316 nm (T3R8 ) , AR 4 30 °C, A F 4 5 pl. 4 2020 S P B 25 32 (w935 ) )@ 0] 0108 ALF| A T HLZ, b 346]
R EFEF Ay BRI ER F2E#E BmR e S R, BB B A T, & 23 TRt HF 5 5 A
0.021~0.270 pg #= 0.016 ~0. 400 wg FEE A 5 @AREME X A B4F(r=0.999 1,1.000 0,n = 7) ; mAfwD & 53] 4 98. 30% F=
101. 19%,RSD 45\ 4 2.07% #= 1.38% (n = 6) ; #5 % FE AE 2 M & A XI5 R 6 RSD ¥/ F 2.00%;3 At -FH =50 H
0.223 1 mg/g#= 0.089 5 mg/ g,3 A oIk T & 2 F(2.55%) K5 (7. 30%) AEHT FR(4. 52 min) 3 454~ 2020 S5 (F B 25 32
(W3)DIE EEIR AT 20 I B ARAR WIAR 25 ROE A ST, TR T IR MG A IR A K e L Z 454
K R AR AR IR A K R Gk AR Gk AR
&5 5 :R932;R284.1 XHRARERD : A X ELRS 1006 — 4931(2022)09 - 0082 - 05
Quality Standard of Chuzhi Qushi Shengfa Pills
PU Juan' ,MA Yunshu',ZHANG Guihua’ ,MEI Jiahua',GAO Jiaju',YE Jianzhou’
(1. School of Chinese Materia Medica ,Yunnan University of Chinese Medicine + Yunnan University Key Laboratory of External Drug Delivery System
and Preparation Technology Research + Yunnan Key Laboratory of Sustainable Utilization of Southern Medicine ,Kunming, Yunnan,China 650500 ;
2. The First Affiliated Hospital of Yunnan University of Chinese Medicine ,Kunming ,Yunnan ,China 650021 )
Abstract: Objective To establish the quality standard of Chuzhi Qushi Shengfa Pills. Methods

Rehmanniae Radix, Angelicae Sinensis Radix and Poria in the preparation were identified by the thin — layer chromatography (TLC)

Cuscutae Semen, Lycii Fructus,

method. The content of index ingredients hyperoside and ferulic acid in Cuscutae Semen and Angelicae Sinensis Radix in the
preparation was determined by the high — performance liquid chromatography (HPLC) method. The chromatographic column was
Eclipse Plus C,4 column (250 mm x 4.6 mm,5 um),the mobile phase was acetonitrile — 0. 1% phosphoric acid solution (22 : 78,V/V,
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hyperoside) and methanol — 1% acetic acid solution (25 :75,V/ V,ferulic acid) ,the flow rate was 1.0 mL/ min, the detection
wavelength was set at 360 nm for hyperoside and 316 nm for ferulic acid,the column temperature was 30 “C and the injection
volume was 5 pL. The properties, weight differences, moisture and dissolution time of the preparation were determined according to
the of the general rule 0108 of the Chinese Pharmacopoeia (2020 Edition, Volume IV ). Results
specificity, clear characteristic spots and no interference of negative control. The linear ranges of hyperoside and ferulic acid were
0.021 = 0.270 g and 0.016 — 0.400 mg (r=0.999 1,1.000 0,n = 7). The recoveries of hyperoside and ferulic acid were
98.30% and 101.19% with RSDs of 2.07% and 1.38% (n = 6),respectively. The RSDs of precision, stability and repeatability
tests were less than 2. 00%. The average contents of hyperoside and ferulic acid in the three batches of samples were 0.223 1 mg/g

TLC chromatograms had strong

and 0.089 5 mg / g. The properties, weight differences (2.55%) , moisture (7.30%) and dissolution time(4.52 min) of the three
batches of samples met the requirements of the Chinese Pharmacopoeia (2020 Edition, Volume IV ). Conclusion The established

method is simple,accurate and reproducible,which can be used for the quality control of Chuzhi Qushi Shengfa Pills.
Key words:Chuzhi Qushi Shengfa Pills; TLC; HPLC;quality standard
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B R 2258 J7 , S5 kgm0, 7 R s PR P 3 Rl R4 v
S N AT &R U o A 22+ AL+ H
B Y IH RS E TP A T, A EIE Z B R
B T HT A 5 58 R A AR AR R LY I A
T A ABIEFE i Sy 1 BT AR, DU R S
2L H A - B T R AR AR E AN R .
1 UE5KHE
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ANE 2 T ) BR P R e A3 A YRR % T v L 1)
PE X BV W o #2020 A i € R 24 il (S ) ) i )
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MR T — WRR(5:1:0. 1,V/ VI V) RJBIFH], BIF B,
T, LA 10% iR LA, 105 CHIAZ 5 4 A0
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Tab.1 Determination results of the three batches of samples

. Ea _
A HBHLE
20191101 20191102 20191103
K5 (%) <9.0 7.26 7.36 7.28  17.30
TFE7(%) +12 2.73 2.66 2.25  2.55
EHHR(min) <60 4.43 4.58 4.55  4.52
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2 — 4. BKSRIEIR
B. #142F (365 nm)

2.4 EENE
241 BiELEHSRAEAHRAE

i  Eclipse Plus C,g#£(250 mm X 4. 6 mm, 5 um);
WA : O - 0. 1% BRI W (22: 78,V 1 V, A 228k 1)
FITH B — 1% BEFR VS T (25: 75,V V, BT ERIR ) 5 i 7K -
1.0 mL/ min; #E 7R : 30 °C 5 46 M 3% K : 360 nm (4 22 8k
) FI316 nm(FTELER ) s AL . 5 L B AR BU% 4 22
B AN B B R I 1145 N IK T 5 000,
2.4.2 ERFEE

X B i VA T« A ) B4 22 B AT 6 B 10 mg | BT
BT B 12 mg , KE FRAE , 0 H ) ol o o TR B2y
1 mg / mL [ 4 Z2 B 16 BESRBEE L 1. 2 mg / mLL A9 BT 2
TR %F B BE V5 43 0l A B B R TR 560 L A
334 wL, # 25 mL 25 5l rh, n AP ) AT A vk R
22.40 pg / mL B 4 ZZ W61 BRI . 16. 032 g / mL
F14) BT 2L T R 5 VR

A3t R B3 AR it 453 o, RN, BBURY S S g,
K BRI B A, B8 75 30 min, $227 , FH B B E 45
250 mL A AE R 4 2 W A T A TR IO R
2 g KEBFRE N 70% W25 mlL, Fa 5 i, A (Th %
9200 W, #1540 kHz) 30 min, #M 2 8026 4 5t i, 4
Sy B R A AR

P X L 3 T« 4 Ak D TS B A 22 7 RS )
B LAt 24 b4, e bt Y R B 0 v T A 2 22 1 A

o2 3 4 5 o2 3 4 5
D E

5. PR RS R
C. &%k D. %)3(365 nm) E.#K%

Bl #HEREEE
1. Reference solution 1. Reference medicinal materials solution 2 —4. Test solution 5. Negative reference solution
A. Cuscutae Semen(365 nm) B. Lycii Fructus(365 nm) C. Rehmanniae Radix D. Angelicae Sinensis Radix(365 nm) E. Poria
Fig.1 TLC chromatograms
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1. & 2P (360 nm)

A,B. R SRR

2. 4282 (316 nm)
C,D. BX ik E,F. MR RIER

B2 SxikEtEE

1. Hyperoside(360 nm)

2.

Ferulic acid(316 nm)

A, B. Reference solution C,D. Test solution E,F. Negative reference solution

Fig.2 HPLC chromatograms
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T 2 W AR TR) L B o R AR % A [) 7 Ak
TCIR AL, XoF I 2 T T o i 1 L 51 2.

AR R B EE SN R 2. 4. 2000 F 4 22 ik
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TS S AR I S, T SR e TR 5 R 4 22 Bk 1T L BT
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R, IO SR U TR AR 45 SR 4 22 Bk | BRI R 6 1T R Y RSD
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U TS 24 h R g T R,
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2.4.4 HEEENE
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Fz2 MENKRELER(n=6)

Tab.2 Results of the recovery test(n =6)

s F (mg) AN (mg) MAFZ (mg) =k & (%) X(%) RSD(%)
A2 TR AZ2MF MR 22KF TR S2MF MR e2id MHRR S2MF AR
0.4600 0.1773 0.5500 0.1800 0.9997 0.3612  98.13  102.17
0.4598 0.1794 0.5500 0.1800 0.9872 0.3578  95.89  99.11
0.4600 0.1804 0.5500 0.1800 1.0181 0.3640 101.47  102.00
0.4599 0.1776 0.5500 0.1800 0.9899 0.3627  96.36 102.83 9830 10119 207 38
0.4600 0.1791 0.5500 0.1800 1.0057 0.3606  99.22  100.83
0.4601 0.1802 0.5500 0.1800 1.0030 0.3606  98.71  100.22

R3 IYEMPELRENRBRSENELER (n=3)
Tab.3 Results of content determination of hyperoside and ferulic

acid in the three batches of samples(n =3)

5s S2(mg/g) X(mg/g) RSD(%)
BAMF  FHR AZAF MHRR  ALHF MHAR
20191101 0.2202  0.0886
20191102 0.2268  0.0897  0.2231  0.0895 1.51 0.91
20191103 0.2223  0.0902

OISR R CE - —FA Wb - Wi (3:2:1,V/V/V),
S b BE A RS AE A R R LL 91/ o R R 3 -
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O3 B R R, FLBAPE T BTG 3 . 2020 47 iR (1 24
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G 226 2020 4F pR (P E 25 8 (—3) ) rh g 22 1
Y6 Ak B3 4 22 Bk (s S5 O - 0. 1% B 2
W (17:83,V V), s (g F 3L -5 (HIg R N 3
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