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Improvement of Quality Standard of Ziyin Yiwei Capsules
ZHAI Bingtao',WANG Jiawen',GAO Minglei',QIN Songying',ZOU Junbo',CHENG Jiangxue',ZHAO Zongping®,GUO Dongyan'

(1. State Key Laboratory of Research & Development of Characteristic Qin Medicine Resources <Cultivation> ,Shaanxi University of Chinese Medicine -
Shaanxt Key Laboratory of Chinese Medicine Fundamentals and New Drugs Research,Xi'an,Shaanxi,China 712046; 2. Shaanxi Weixin Pharmaceutical
Co. ,Ltd. ,Xi'an Shaanxi,China 710065)

Abstract: Objective To improve the quality standard of Ziyin Yiwei Capsules. Methods The qualitative identification of Violae
Herba, Polygonum Cillinerve, Trichosanthis Radix, Taraxaci Herba, and  Aralia Chinensis L. were carried out by thin — layer
chromatography (TLC) method. The contents of five components in the preparation were simultaneously determined by high —
performance liquid chromatography (HPLC) method. Results The TLC spots of Violae Herba, Polygonum Cillinerve, Trichosanthis
Radix, Taraxaci Herba, and Aralia Chinensis L. were clear and well separated, and the negative conirol had no interference. The
injection volume of polydatin, emodin, emodin = 8 — O — B = D - glucoside, physcion and resveratrol showed a good relationship with
the peak area in the ranges of 0.035 7-1.714 3 ng,0.017 9 -0.857 2 wg,0.035 7-1.714 3 wg,0.007 1 -0.342 8 pg and
0.017 9-0.857 2 pg (r=0.999 5,n =5). The RSDs of precision, repeatability and stability tests were less than 3. 1%, the
average recoveries were 100.06%,99. 35%,99. 49%,98. 89%,104. 44% with RSDs of 0.31%,2.47%,0.76%,1. 16%,1.47% (n=6).
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Each of cupsule sample contained 2.23 - 2.28 mg, 0.38 — 0.39 mg, 3.51-3.62 mg,0.15 - 0.16 mg, 0. 12 mg of the above

components. Conclusion The established method can be used for the quality control of Ziyin Yiwei Capsules.

Key words:Ziyin Yiwei Capsules;thin — layer chromatography;high — performance liquid chromatography;quality standard
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1-3. Test solution 4. Reference medicinal material solution 5,5’. Reference solution 6. Negative reference solution

A. Polygonum Cillinerve B. Violae Herba C. Trichosanthis Radix D. Aralia Chinensis L.

E. Taraxaci Herba

Fig.1 TLC chromatograms

ML (PUFR) YTLC 15105, W L 3R W 45 10 L, 53331
ST A —REE G 2L, DAIE T — Jo/K 218 — vKES
fif — 7K (8:2:2:3,V/V/IVIV)REIFH, I, B, B
T, BT =, 105 ClME BE S 5 T, & H G
KT ARG o B 0 I R (035 v, 7 50 R4 1A I W AR T
FER it V5 R € P IO 57 I S A T) 2 %) B, B
MG, R C.

TCRBRIA L FRIUCHE A BN Y 3 o KB FRE
FH 2 75 A0 B 30 miin, JE AT T, BRI INZR IR K 7
IR FNIE T BEAEH 3 3K, 5 0FIE T BEiR , 7 OE T it
MR AR BR AT 3K, & 0 IE T EEW, DAIE T
TR AR A 2 b & 0 IE T RS0, #5155 1 fon P e
VA, BIVAS A T I R 5 TBURRR BB T A KT IR 3 o K %%
FRAE , I B A 1 mL 3 0. 2 mg AT BESA R -2,
BB TR MR A Xof R 24 b A A 3 e, [] Pt o VS R 4 7
T R 2R T T o e 0 ) i S Ak T N T2
B R TR G ) B MR i, I R A R A ik
) RS ISP o B VA A e 2020 4F R r R 24 i (PO ) )
TLC LR, IR R4S 10 pl, 23500 5 T A —fi
G EM L, LA - SR TR - HEE - /K (15:40:
22:10,V/ VI VIV) FIZRCHRFFH, I Bl i,
5 10% B R 2 BV W, 105 “CM AR 2 BE A5 €0 335 ol , '
H G R0 o AR5 ot V5 Ve 3 v, E 55 0] BR 25 64 4 v RN
Xof FR it V9 % AR I o7 b Sk R ) B G BRE A, 9
XFRETC T4, FEULE 1 D,

AL FRIURE S N 1 o SRR, I 80%
PSR 7 AL 3 20 min, Y83, BUZE U8, BIVAS A VA A
A T TR 0T BE A B RS FROE I 809% FR I, i B
1 mL 5 0. 2 mg A9 BRI S o BT 2 ekt REZ4 44 453
RIE NG EARE A1 AL ot VA VR ) T v ) BT R 24
AV VL H2 126 B 2 ¥ I 4 Ah T R T i B I 8 T I

IPEAE &, e Atk VA VR 85 T 2 T T i
VSR o 2020 4F Wit € 1 24 3L (DU ) )TLC L0 a3, %
BRI AS 10 L, 23500 5 T A — R G E AR L
PL=E W be - ZFR TR - Wk - K (6:12:5:2,V/V/
VI V)R REIFRISEAT REIT R IT U BT, W 1% =&
AR B, SR AMT TR A A Ttk 7
55 0T B2 A i R RN X Rt S VAR i R A7 L Sl A )
B B BRE S, BT B T4, PRI 1 E.
2.2 AENE
2.2.1 &A%

{3 : Agilent 1260 TC - C,g#E(250 mm x 4. 6 mm,
5 pm) ;T LB (A) - 0. 1% BEFR /K IER (B) , B B
YEAE(0~30 minf 15% A—35% A,30 ~35 minfif 35% A—
85% A,35~45 minkit85% A) ;i : 1. 0 mL / min ; K
1+ :290 nm; H: 30 °C; HEFERE 10 pl.
2.2.2 WERH &

TR HBCAS o i 3 o, R 8 PR, o Y o g A
BE RER I KHEE-8-0-B-D - H4HbE
R R o B VR E 3 1) O 1. 43,7143, 142. 86,
142. 86,28. 57 wg / mL A TR A5 XT BRIV s FREURE 5 9
WG RS FRAE , N 70 % B FRE i, fR 7 Ab B
10 min, ¥ H5 FRRFRE T, 70 % H B Ab 2 I 2K 19 i
i, UEad, ISRV 3 mL, FH 70% HBEE 28 2 10 mL, 3
b, LR, BV v s 450G B 2 S g Ak Uy
FT 20 28 SR AR L 0 A i, e 484 & AR
B85 T A B B X B R T
2.2.3 FTHE¥EEFR

L JE e 2. 2. 2790 A TR T BT
A o) B SV A e, 46 2. 2. 1 T {6 % A R R
FE VO ST O ] o 235 R BF o R T R A 5 6 R A T T
FA IS TRIAR R TC T Hms , I L Ja Pk R 47 3 LR 2,

7



AGIEHOT - 'f [ﬂ ;5 2022 4F 4 H 20 H 45 31 455 8 0

Inspection and Test China Pharmaceuticals Vol. 31, No. 8, April 20,2022
mAU mAU mAU
3 12+
2504 % 1001 0]
2
2004 801 1 84
4 J
1504 1 60 | 6
4]
2
100 ‘ 3 401 2] { J
I | 204 | 0] \ik,.' | ||
50 | | _J 5 I~ Bt o T S U 1 SN S
[ 5 P VT e S E N (P -21 [
O -k . @ kok 4]
T ——T—TT T ™ ¢t/ min -20 T T T ¥ T T T v ¢/ min — T T T ——T T 1 ¢/ min
0 5 10 15 20 25 30 35 40 45 0 5 10 15 20 25 30 35 40 45 0 5 10 15 20 25 30 35 40 45
A B C

ARSI R B ARKSRER  C P BSER
LoRAH 2. ORFEH 3 XRX-8-0-B-D-MHEF 4 KREEX 5 KRHATHE
B2 SuHEEEE
A. Mixed reference solution B. Test solution C. Negative reference solution
1. Polydatin 2. Resveratrol 3. Emodin —8 — 0 = 8- D — glucoside 4. Emodin 5. Physcion
Fig.2 HPLC chromatograms

SVERRTE A RIEE mI 2. 2. 2 FIRAXTIE B F & 4 % 5.61,0.35,8.94, 1.00,
VA VRGE B A 2. 2. VIR S SRR A e Rk 0.40 mg/ g, RSD 43 51M 1. 15%,0. 74%,1. 15%, 1. 24%,
TR DLRE I A A R R B (X, wg) A AR AR T AL (Y)  3.05%(n=6), KA TLEEERI.
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2.2, 1 TN @35 ZR R SR R E 6 1K, 10 S I T ARWF5E HP AR JBAT S b b R B TLC %8 51 79 1 ik
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0.99%,1.05%, 1.06%,0.99%, 1. 64% (n = 6) , FRIABL $i[a] 3 45 HUF I0Eb B AR AT 375 L LSV AR B pH , B
ARE B R AT WA, 2% 2020 45 (b [ 25 0 (— 38 ) R AE B
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WA, e SR TR FEAL T B KRB R -8 -0 - Rudd-L g 47 TLC S B, Hede 7 Sk op 1E T BE4f
B - D - HAEMEH KER KRERPBIERAIRSD 7 1% S E AL R FANIE T B A S0 2 Fh R 42 T )y
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F2 MEERKIRELER(n=6)

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

Habs mAE NEET wkE X RSD

Rl s o
(mg) (mg)  (mg) (%) (%) (%)
A 2.8052 2.8012 5.6082  100.06
2.8006 2.8012 5.6126  100.39
2.8093  2.8012 5.6148  100.15
100.06 0.31
2.8075 2.8012 5.5996  99.68
2.8064 2.8012 5.5998  99.72
2.8028  2.8012 5.6143  100.37
ZE 9.3 0.1750 0.1751 0.3580 104.51
0.1746 0.1751 0.3547  102.86
0.1733 0.1751 0.3594  106.28
104.44 1.47
0.1735 0.1751 0.3565 104.51
0.1784 0.1751 0.3579  102.51
0.1728 0.1751 0.3583  105.94
K#EHE-8-0-B- 44610 4.4643 8.9311 100.13
D- % A5 4.4642  4.4643 8.8596  98.46
44631 44643 8.9212  99.86
99.49 0.76
4.4665 4.4643 8.9462  100.34
44656 4.4643 8.8757  98.79
44657 44643 8.9022  99.38
X% & 0.5190 0.5102 1.0288  99.92
0.5098 0.5102 1.0247 100.92
0.5159  0.5102 1.0395 102.63
99.35 2.47
0.5063  0.5102 0.9996  96.69
0.5086 0.5102 0.9999  96.30
0.5102  0.5102 1.0185  99.63
IS v aild 0.2020  0.2041 0.4060  99.95
0.2056 0.2041 0.4087  99.51
0.2073  0.2041 0.4084  98.53
98.89 1.16
0.2095 0.2041 0.4085  97.50
0.2014 0.2041 0.4058  100.15
0.2079  0.2041 0.4073  97.70

R3 HERPSTHRSEHSENELER (mg/ HL,n=3)
Tab.3 Results of average content determination of five compo-

nents in the samples(mg / capsule,n = 3)

®E O OERE GEFE KEE-8-0-p-D-HEBR KEE xAETE

200801 2.28 0.12 3.53 0.39 0.15
200802 2.23 0.12 3.51 0.38 0.15
201101 2.26 0.12 3.62 0.38 0.16
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