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Quality Standard of Xiaokejianpi Capsules
DING Ranran',ZHU Xiaodong® ,ZHANG Lijuan’®,AJI Kudretti’,ZHAO Yuan®,YANG Mingxia®
(1. Xinjiang Medicine University,Urumgqi,Xinjiang,China 830000; 2. Urumgqi Hospital of Traditional Chinese Medicine,Urumgi,Xinjiang,China  830000)

Abstract: Objective To establish the quality standard of Xiaokejianpi Capsules. Methods Five kinds of Chinese medicinal
materials including Atractylodis Macrocephalae Rhizoma, Puerariae Lobatae Radix, Rhei Radix et Rhizoma, Poria and Plantaginis
Semen directly used as powder in the preparation were identified by the microscope. The characteristic spots of six kinds of
Chinese medicinal herbs including Gardeniae Fructus,Smilacis Glabrae Rhizoma, Rhei Radix et Rhizoma, Poria, Raphani Semen and
Puerariae Lobatae Radix were identified by the thin — layer chromatography (TLC) method. The content of geniposide in the
preparation was determined by the high — performance liquid chromatography (HPLC) method. The chromatographic column was
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Tab.1 Results of the recovery test of dehydrodiisoeugenol(n =12) [1]7kem. AWML EGERES>H[D]. ;M . BH K5,
RS HSHEFT MmAZT MEE @kE X RSD 2010.

(g) (mg) (mg) (mg) (%) (%) (%) R]BARFBEET A, PHEAREFBAHE(—F)[M]. T
0.5055 1.2846 0.7920 2.0575 97.59 P Tk B PR, 2005 : 136.
0.5021 1.3030 0.7920 2.0777  97.82 BIERHLERE . PHEARERE S E(—F)[M]. LT:
0.5034 1.2774 0.7920 2.0481 97.31 W [ 25 A AL 2020 141 — 142,
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0.5022 1.2756 0.7920 2.0701 100.32 Sl AR A BURAE 20121261 — 263,
0.5041 1.2801 0.7920 2.0672 99.38 . = (5] % A4 . Mo Z@AREI]. #3525 1996,27(11)
0.5067 1.2779 1.5840 2.8249  97.66
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Cosmosil C; column (250 mm x 4.6 mm,5 wm),the mobile phase was acetonitrile — water (9 : 91,V/V),the flow rate was 1 mL/min,
the column temperature was 35 “C,the detection wavelength was 238 nm,and the injection volume was 10 pL. Results Microscopic
identification could effectively detect the characteristic structures of Atractylodis Macrocephalae Rhizoma, Puerariae Lobatae Radix,
Rhei Radix et Rhizoma, Poria and Plantaginis Semen directly used as powder in the preparation. The TLC chromatograms of
six kinds of Chinese medicinal herbs such as Gardeniae Fructus had clear spots, good separation, and the negative samples

had no interference. The mass concentration of geniposide showed a good linear relationship with the peak area in the range

of 8.652 — 173.040 pg/ mL(r =0.999 6,n =5),and the average recovery of geniposide was 100.15% with an RSD of

2.02% (n = 6). Conclusion

Xiaokejianpi Capsules.

The method is simple, repeatable and accurate, which can be used for the quality control of

Key words: Xiaokejianpi Capsules;geniposide;quality standard ;stability
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A. £R%(365 nm) B. #®F(BL) C. X%(365 nm)

D. £ %(365 nm)

E. #7365 nm) F. £ (365 nm)

E1 HEE®ELE
1. Reference solution 2. Reference medicinal material solution 3 —5. Test solution 6. Negative reference solution

A. Smilacis Glabrae Rhizoma (365 nm) B. Gardeniae Fructus (sunlight) C.Rhei Radix et Rhizoma (365 nm) D.Poria (365 nm) E.Raphani

Semen (365 nm)

F. Puerariae Lobatae Radix (365 nm)

Fig.1 TLC chromatograms
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PEE R SN Y 3 g, B 100 mL ELZEHEIE R,
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A H8 AR A VR T 8 T ) 8 T MR 24 A VS AR B
R DL AR B At 25 6, 42 ik T T2 FVE St V5 W 4
% ] B I e X PRt S VAR o BB AR 2 X R, o R R )
J VR B R 1 mg / mL B 6T BRI TR o #2015 AR (R
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VIVIV) IR, I B BT, B 5 AMEET (365 nm)
TR o 25 AR A R R R R R R
HE 24 A 1 TR 20 T L 7 A 5 S R[] B2 i 9 S B s, L
BT B IC T4 R DL 1 F .
2.2 BRER

TS 9 25 38 i WU oK, oK A AL,
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B354, : Cosmosil C# (250 mm x 4. 6 mm,5 wm) ;
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AR B.BH® C K#% D.#HEE E EFaT
B2 EREINIFME( x 100)

A. Atractylodis Macrocephalae Rhizoma B. Puerariae Lobatae Radix C. Rhei Radix et Rhizoma D.Poria E. Plantaginis Semen

Fig.2 Microscopic identification characteristics( x 100)
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1. #-F3F
A AR RER B ARSER C MARBSER
B3 zZGgiEAMKIESHREEILE

1. Geniposide

A. Reference solution B. Test solution C. Negative reference solution

Fig.3 HPLC chromatograms of the system suitability test

WEhAE : O - 7K(9:91,V/ V) ;i : 1 mL / min; #E7R :
35 C; Rl P K : 238 nm; FEFE I 2 10 WL RIS R LA
FAFIETT R AT 2 000 (st i A B A h | 765 % B]
vl VA VAL €5 135 R ) £ B B[] Ach A A I €0 335 0 o1 30, HL I
PEXT HRTC T ik I DL 51 3

2.3.2 B H 4%

OGS B 8. 652 mg N FRE , B 10 mL A,
TR 2 i) OHE B AV B R 0. 865 2 mg / mL
B o) R T 450 5 B 2. 5 mL & 10 mL B P, b i s 2
ZIBE , BAS FRA MR EE 4 0. 216 3 mg / mL (9% A S8 V45 K
RN, DE R R BB K 0.5 o R B PR, &
50 mL 25 s, i RS A, R AR B 15 min, 2 A,
T PR R R T A IR AT WO R RIS T, AL
UENEE(0. 45 pm) B, B , BIAS ARG it v R o e ik
D5 T 20U AE 7 24 4 A9 BF B o, 42 Ptk v T
Ty i) £ B XT Bt VAT o
2.3.3 FERFEER

AMER R R BTSN 0. 865 2 mg/ mL
F X6} BE AT S mL, B 25 mL &R, B A R R
IR ASHE T B R B 0 173, 04 pg / mL A9 . 4331
K W IO IR S 0. 5,1.0,2. 0,4 0,5. 0 mL, & 10 mL
ZEEI i AR R R 2B, TR A o o iR
B ERIRW 10 WL, $22. 3. 1300 (38 40 RE S0 M o LA
FEit U B (X, wg / mL) R AR TR RR(Y) S AR bRt
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ATLPEmIT , A AR Y = 14. 125X + 7. 112 6(r =
0.999 6,n =5) A5 R FW] o+ H T W B 7E 8. 652 ~
173. 040 pg / mL G [F P 5 AR M C R R AT

K 2 BE RIS - BUOHE 7 0 R S, 4522, 3. LTI
(T SR HERE 2 BT 6 I 45 SRS TR 1Y RSD /N T 0. 66%
(n=06), RUULTNGEE RIT

1A R« HUR]— It (Hit 5o 190102) 7 4, #F
4, B0, 5 ¢, RE B, 3L 6 0y, MRl &t A T,
Fie 2. 3. 1IN (O35 25 e AR 3 AR F I & 1
GERMEFHR P BEWREN 1. 69 mg / g, RSD /N T
2.13%(n=6) , ZWIFLEEMH R

FasE PR G: R 3t (L5 R 190102) B4, 421l
MU VA 2. 3. 1R % 543517 0,3,6, 12,
18,24 h B HERE S AT , 10 SR 1T AR o 45 SR TET B Y RSD oy
1. 34%(n = 6) , FRIELR S AE 24 h NFREME R A7

IR TS5 < SR FH AR AE A, BCER 52 M X 50 I
TR R 0.25 g(BEF 1 & 0 3. 289 mg / ¢) , Ki %
FRAE , 35 6 407 o Fi R 5l 5 1 100% i ANE T X BE AL
T, MR A5 S AT, $2 2. 3. L IR B A 1k it
D TR IeR A5 R 3R 1.
2.3.4 HEEEINE

HCTOFEAE i, ARV Tl A (b M W, 4% 2. 3. 1 T
RS AT RN 3 UK, 45 LR i R HE O
H 3. 292 mg/g . 455 UL 2.0 il 1 S B o 1 1
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12 80% B BRLL, W1 25 4LV T 1 Ve i A e 2 v B+ 1T
KEBAH DT 2.633 mg/ g, FMEERH ST EHIGE
BOR,

®1 EFEMHEEBIRBER (n=6)

Tab.1 Results of the recovery rate of geniposide(n =6)

Ry HE4E(mg) PAE(mg) NEFE(mg) BEE®) X(%)  RSD(%)

0.2501 0.8225 0.8652 1.6856 99.76
0.2503 0.8232 0.8652 1.688 0 99.95
0.2506 0.8243 0.8652 1.695 1 100. 65
0.2516 0.8275 0.8652 1.6921 99.93
0.2523 0.8298 0.8652 1.7250 103.47
0.2496 0.8209 0.8652 1.6615 97.16

100.15  2.02

x2 HRMAENELER(ng/g,n=3)
Tab.2 Results of the content determination of geniposide in

the samples(mg/g,n =3)

5 5% 5 5%
190102 3.289 180424 3.296
190103 3.323 180425 3.268
190104 3.298 180426 3.329
180422 3.258 180427 3.287
180423 3.252 180428 3.321

3 itig

3.1 TLC 73 & 5%

ARTIE G HOGT T Ve ik e 2 v R SR 5 6 IR 2
BEEAT TS, BT ST A TLC 7 ik W 2, B R
U, LR, I AR, P B JE T, AR
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2015 45 R € 52 24 3 (—358) YURCSR 14 7 12 o BE 7 1 53]
S 3CHR10 - 11, DL EEVES ), B8 71 i S IR
s LR O TR - WR — 4R - 46Kk (10:0.5:0.5:1,
VIVIVIV)RREIFFETF, W (EIE T o B R AT
PRE NS SRR [12], LA 75% S BEALFREE 5, 2 4%
A AT HERR TR 2 R TT A ATk A i ik (60 ~
90 °C) — LBE(1:1,V/ V), 43 BB B o KB 45 531
AR B Ty by Xof HR S 45 SR AR o VA TR T R T VR
T, FE AR PR LA o0 B8 R FAR SR SR L B A
S R [14 - 15] BRI =S W ot - Wi - KT
R G BE T A A B R = S B R S R
i, B EUm v e S A B R i W e - W
Fist — KRR I
3.2 BiEKAMREEHIERE

THIB @M 25, T Z B2 T AN A
SAHLHBE - 0. 2% WK o) BE - 7K (30: 70,
VIV ZE - K (13:87,V/ V)IBFIZ I - 7K (9:91,
VI V) IR BEARDE , 25 84 b Ry (0 1 e e DA TR N 3
B RN - K (9:91,V/ V) Fi sh A e, A T4 4

TGS B R T 1.5, X RRYE R 47, B 30 AH % FH it &
Bt o 5 58T R 7 I Ak BRI JI0 B4 BB T e A FAE
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R AL

3.3 HAEFEM
AHIFFE T ST G T TR R TR R, R MR, A5 R

HER, P T R (NG e i o i

5% 3k
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