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Application of blending raw materials in quality consistency control of Qianlie
Shule Capsule
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Abstract: Objective To develop a method for controlling the quality consistency of Qianlie Shule Capsule (QSC) by blending raw
marerials. Methods Blending raw materials were blended by medicine calculator V2. The content differences of epimedin C and
icariine in QSC made from raw materials and their mixtures were compared. Results The RSD of index component epimedin C from
blended and raw materials were 11.2% and 82.5%, the RSD of icariine were 8.70% and 35.5%, the difference between index
components decreased obviously, and it showed that the quality consistency in QSC was greatly increased. Conclusion Using the
method to control the quality coherence of Chinese patent medicine has the obvious results, it is easy to operate and suitable for actual
production.
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Ao Al MI-Q 4tk AX, 22 Milipore A 7] ; SHB-
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NG, foifkal, S Tedia Aw; WEE, 74T
afl, THRNERERARAR B, i,
it 2=l A PR A 7] Milipore 46K
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Table 1 Sample information

BRI G IS it

3 57 PL  ILVEEIEHIZAHRAR 141008
P2 ILVGEIEHIZAMRAR 140904
P3  VLVEH ERIZA R AR 140903
P4 IRZEER HEHIZ5WEE 1409151
THTEBRAF
P5  BRVE{ERBIZAT AR 1409104
JFRV A SLEIF] G6 YLV IEHIZE R AR 150603
G7 VLV EHIZ AR AR 150901
G8 VLV IEMIZi A A 150902
G9 VLN IEHIAAHRAR 151001
G10 VLPU¥IEHIZARAR 151101

Epimedium koreanum Nakai (1) 28 0 TR
FLW) 5% W ¥ 1E Astragalus membranaceus (Fisch.)
Bge. var. mongholicus (Bge.) Hsiao ¥ i 3% 35 £
Astragalus membranaceus (Fisch.) Bge. T4 ;
BN Fvl R K A Typha angustifolia L.
B{ 2577 777 Typha orientalis Presl; 4515 42/ R}
W) F- 45717 Plantago depressa Willd. (/) T-J§4 4,
JNZEBE K BERHE )1 2F Cyathula officinalis Kuan
T EAR . 29845 B LR 2.

x2 HMER

Table 2 Material information

5% i s

WK R R

S1  20140717-5¢ M GEEED 20140717-1 75 (BB ED
S2  20140726- bk (WISHEFRE) 20140717 HIR (BERED
S3  20140726-1L7 (R 20140726- 17k (LR ED
S4  20140726-Hfr GEFD)
S5 —
S6 —

[
[

140725-W 5 (ZEH )

20140717-W 5, (EHHED
20140726- A (T HED

20140726-%8 (AFEW)  20140726-%8; 20140717-FE K
20140726-/ OKAMAET)  20140726-F  20140726-P4)1] 1
20140726-T 8 CKMAH)  20140801-V17 20140726-P4 )1 2
20140726- W58 CRIFAH) — 20140724-7 7
201407171155 (FRTAH) — 20140726-#L

2 HESHR

21 EXEFHMPEE C E2MNEHEME
211 g Ik I AKFIRE Hypersil ODS
(250 mmX4.6 mm, 5 um); s A LNE-0.2%H
PRI (25 1 75), MRBE 1 mL/min, FEi
25 °C, HEFER 10 pL, Ay K 270 nm.

2.1.2 WIS R RO SRR T
FHAEE CT IR G &, A e 2%, IO
WRER 91.3 pg/mL ¥R 28 o0 O 89.4

ng/mL [FJEH%E E C X BT

2.1.3 PR R IREGITSIET R BE A
W) 03 g, EEEHIZH T, MEMA 70% i
50 mL, R i, HEEAE 30 min, A, TR
JE T, H 700 FRERNE ORI TR, $549, H 0.45
um FEFLIEE g, B,

2.1.4  [FRTERE i AT AET SRR AL T T
i, FREUGBEERE A2k, AR A= T2,
HIRGEEFE S OFES, 4% “2.1.37 TR 5kl B
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Fig. 1 HPLC of reference substances (A and B), QSC
sample (C), and negative sample (D)
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3.652. 18.26. 36.52. 54.78. 73.04. 91.30 pg/mL
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35.76. 53.67. 71.52. 89.40 pg/mL HIEH7E E C W
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Y=57537 X+37455 (r=0.9996). {liEE C: Y=
46 597 X+1 063 (r=0.999 9), 4EiREH], R 7E
1. BI7E € C 7 3.652~91.30. 3.576~89.40 pg/mL
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*3 BUMPERERSEENELER (n=23)
Table 3 Content determination of index components in each medicinal material (n = 3)

i W Py B0 RSDI%

s1 S2 S3 S4 S5 S6
R WlEEC 1.091 0133 1.022 0557 @— — 64.2
T 1503 0521 0.624 0660 — — 55.0
Gy B 35 S T 2 B 0.027 0.022 0.025 0.093 0.098 0.060 64.4
B 0.044 0031 0.050 0.22 0.016 0.007 58.4
BT 0.151 0.142 0.170 0141 0.163 0.065 273
i FHHH RS RESER-3-0- T LHRZM 0684 0781 0930 0.882 0541  — 20.6
ZEWR RZEWTH 0.282 0251 0624 — — — 53.6
JNAEIRE R0 S A 0.047 0075 0.079 0.038 0073 — 443

F4 B E LG
Table 4 Blending proportion of each medicinal material

LM & 28] 5 LA Zidt Tk & i S LA
VEAEFE 1 296 S1-2544 S2-2444 S3 (0.46 1 0.23 : 0.31) 2 2y S5-Z4kf S1-2444 S3 (0.50 : 0.14 : 0.36)
2 2B S1-Zibf S3-Zj44 S4 (0.41:0.17 1 0.42) 3 b S5-#bf S2-245H4 S3 (0.39 1 0.52 1 0.09)

3 2yt S1-ZitF S4 (0.41 @ 0.59) 4 Zjb S5-Zi%f S4 (0.53 1 0.47)
4 Zibf S1-#25%F S2-24k S3-ZikF S4 (0.45 ¢ ZERTE 1 258 S1-Z44F S2-Z544 S3 (0.47 : 0.46 : 0.07)

0.19 : 0.29 : 0.07) 2 258 S1-#Z5%F S3 (0.97 1 0.03)

B 1 25 S1-Zibf S4-2544 S6 (0.49 1 0.32 1 0.19) 3 ZM S2-Zi4f S3 (0.89 1 0.11)
2 2y S3-Zikf S5-2544 S6 (0.47 1 0.30 1 0.23) | NIAfE 1 Zhkf S1-24H4 S2-Z4F S5 (0.74 1 0.12 : 0.14)
3 Z4M S2-25kF S3-2444 S5 (0.28 1 0.29 1 0.43) 2 b S1-#4bf S2-245H4 S3 (0.76 1 0.17 1 0.07)

4 2kt S1-#i44 S5 (0.60 : 0.40) 3 ZM S1-Zi%f S2 (0.75 1 0.25)

B 1 Z4f S5-24f S2-2kf S3-244 S4 (0.40 : 4 ikt S4-Z5kf S5 (0.51 1 0.49)

0.45:0.02 : 0.13)
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Table 5 Content determination of index components in each medicinal material after blending (n = 3)
Ui 53 1%
Zitt Fsy _ RSD/%
fetk 1 Atk 2 B3 kb 4
PR ¥ W€ C (HFr{H 0.850%) 0.845 0.801 0764  0.812 4.1

R (HER{E 1.000%)

0.981 0.923 0.930 0.894 4.0

WK B A AT (HAR(E 0.050%) 0.047 0.049 0.048 0.044 46
FBEFRHN (HFRMA 0.030%) 0.033 0.029 0031 0.032 5.5
WEHTT (HARE 0.150%) 0133 0.124 0134 0.133 3.9
TP TS R W ER-3-0- 9B e P2 fl CHFRME 0.750%)  0.761  0.780 0720  0.802 45
R KEWH (HF#E 0.300%) 0298 0.324 0.316 — 5.0
DS ML (HPRE 0.550%) 0.052 0.053 0.055 0.054 2.4

23 HmNE

X 10 HEATA0EF SR HE, 1% “2.1.37 TR ikl
U, AE “2.1.17 TS E R R TINE ,
TR, SRR 6. P G6 b &2 H %
e b 1 BERHITAY, G7 b & 258 A3 e LL 2 BRI A
G8 N & ML Ll 3 BRI, G9 -2kt
L 4 BERLIT, GL10 A& 2t (th
2). W (Bokk D, vt (Betk 3). ZEprss (Bl
2. NI (Bt 1 BERITS. |3 6 453 nl 4,
L@ HIF (PL~5) FHEL, JER ) Ll (G~
10) R FEFEF RS 2 C Ui/ A e v
Fem
3 itig
31 MEFRMERILE

AN SEZI6 R FH L IR AR B, A IR BTV GE
L AR RIAR (HEE. L. 7K.
WAL (30%. 70%. 100% FH ). $REUN TR G

6 10 HAIFIEFRREERBMELER (n=3)
Table 6 Content determination of ten batches of QSC (n = 3)

7515, 30, 60 min) fEPRERIATE S, mAHH TR
B2 70% F S A 75 30 min. WAH 4% 52 T
MK ZE-7K ZJ5-0.2% T K 25 AN [R5 S AR A4
A2, 457, 015-0.2% TR KA AR B A R GE AT
VeM, S s B AR T, TIAh, EEAERET.
BHFEE C M KW K240 4E 270 nm, #ik+% 270
nm A A .
32 HiBYHMNER

AUSIET AR, B T e A 2 F R Th R i
FREAF. W C MIRFR AL, AT AN AAT T
R 1 HoAl A Bk (hn HPLC-ELSD M & 3 1
HIHF LA HPLC 25l s B8 S 2l ) A1 g x5k
Bl R IRAE . A 18 AE A A HT BET SR a0 v )
B W T YRE AT AR AR e, LR T

R S S AR 2R T R oy R A B AN
JRRIEARTE R —, BRI 25K, faibTT

x7 AVEFRRETPHEBRSEZMNESER (n=23)
Table 7 Content determination of other components in
QSC (n=3)

ERELETRSY FEEHIT% HITEE Cl% i SHEHH% B %
P1 1.045 0.681 P1 0.076 0.019
P2 0.637 0.109 P2 0.089 0.024
P3 0.601 0.168 P3 0.061 0.029
P4 0.430 0.315 P4 0.092 0.018
P5 0.562 0.174 PS 0.083 0.016
G6 0.911 0.690 G6 0.066 0.016
G7 0.747 0.653 G7 0.065 0.019
G8 0.755 0.562 G8 0.068 0.018
G9 0.780 0.523 G9 0.062 0.015
G10 0.832 0.622 G10 0.064 0.013
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