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&34 4 YMC - Pack ODS #£(150 mm x 4. 6 mm,5 pm) , #3548 4 T - 0. 05 mol /L 82 — 847 5% (25:75, V/ V), i#i& %4 1.0 mL/min,
ok K A 345 nm, BEIR A 30 C,#HFETAH 10wl ER K 76 TLC B35 FW, 0 8 B4, MRS BA TR A EE BT,
T RIS RSD 30T 3% 5 H D AR FHREA 10~ 100 pg/mL e B A 5 RAREME X R RIF, r=0.9997(n=5); @k & A
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Study on the Quality Standard of Changkening Pellets
WANG Minghua
( Shenyang Anorectal Hospital, Shenyang , Liaoning , China  110002)

Abstract: Objective To establish the quality standard of Changkening Pellets. Methods TLC method was used for qualitative identifi-
cation of Astragalus membranaceus and Phellodendron chinense in Changkening Pellets. HPLC method was used for the content deter-
mination of berberine hydrochloride in this preparation,the chromatographic column was YMC —Pack ODS column(150 mm x4. 6 mm,5 wm),
the mobile phase was acetonitrile — 0. 05 mol /L potassium dihydrogen phosphate(25 :75, V/ V), the flow rate was 1.0 mL/min,the
The TLC sports of

Astragalus  membranaceus and Phellodendron chinense were clear, with good separation and no interference from negative control, and

detection wavelength was 345 nm,the column temperature was 30 °C ,and the sample size was 10 L. Results

RSDs of precision,stability and repeatability tests were less than 3%. The berberine hydrochloride showed a good linear relationship in the
range of 10 =100 wg/mL, r=0.999 7(n=5). The average recovery was 99.84% —102.93% , RSD was 1.21% (n=6). Conclusion The
method is simple,accurate, stable , reproducible and specific,which can be used for the quality control of Changkening Pellets.
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JEANE 2 T, IR B FH 7, AT fa M £5 IE FAF
M S TS TR, K 25 B R A BT TR R
TEIZ i 770 1 0 i, AR IF 5 v R F 2 €03 (TLC) i
S S ) T S R, SR P R SRR 2335 (HPLC) 5
T 7 A 700 v 7 R TR/ N BRARGE AN
1 XFE5REG

X : 1260 R B OB (435I (36 [ Agilent A F])
KQ118 U /& i v v (R L i M A A g A B A WD 5
FA1004A T F 43 R (VR K R A BRA R 5
TGL - 16 %4 & X B AL OB WA SE AR A BR A WD

W2yl 7oL (R Be A Hl, #5250k
20180311,20180313,20180315, KiA% M EFA% 10 o) 5 #1E
6 BR G (A5 110781 - 01616, 463 97.4% ),
R R /N BETO B (HIE5 4 110713 = 201212, 2l 5
86. 8% ), Y1 F H B 245 i K ISR e 5 B RN IR
AN S A, Ha iR R s i gl KO K .
2 HiEE4R
2.1 TLC X3

B2 IR S 20 g, TS 60 mL, fIT#A I3 1 h,
UEI, RO T R A AL AR AE (100 ~ 200 H L5 ¢, NN
10 ~ 15 mm) I, Fi 40% HfE 100 mL 25, WA Ve,
75T, BRI MUK 30 mL {3 i, /K M ARG IE T B AR
PEARML 2 0, R 20 mL, & I 1E T I, T 200k
2K, BFIK 50 mL, 3725 20, IR T BRI ZE T AR
Pt 1 mDL (AR, AR A At VA VAR o BB Y T LA
Jorn B S TR R EE R 1 g /L X R SV U AR RE AL
J5 R 2 28 it 2 P B AR i, ()9 ) B % R
VTR o4 2015 4T Ji (o ] 24 3 (U 58 ) )3 I 05023 )2
L TG, R A 3 R4S 5 L, 43 S T
—fERE G EM L, D= e - R - K (13:7 22,
V/V/ V) RIZEWROR IR, I B T, BELA10%
BRIR LB, 105 COMAREBE 5 g i, & HOBkT T
R o (Rt A VR 53 o, 75 X R VW €0 3 A L A6 7
b S AH R A BE A, B BRI TP LA 1 A

BRSO URE Y 10 g, IR 30 mL, B 75 (T %0k
250 W, 413 g 40 kHz) Kb FE 15 min, JE1, S ZE T, 5%
I 5 ol AV , 1 DA At v VR BB AT N R 2
0.1 g, [ml 3 i) R B2 64 785 W o SBCER 18 /)N BE i % i
i O FE R ] 80T R BE A 0.5 g/ L KT I gt VS VA o 4%
JW AT T AU T 0 L2 A R R B 2R B B PR
ity [0 325 ) i B A X 3 94 o 4 2015 45 R e [ 245 e
(PR ) )3 ) 0502 7 J2 €2 1% 12 " 56, W B 13 4 i
WA 2 wl, 205l S F IR — R G )2 b, LR - 2
R TR - S - F s - R (6:3:1.5:1.5:0.5,
V/V/V/V/V)RIEFFR, BRI RGN,

JEIT U, BT, B 5 AMEAT (365 nm) A o A1
5 b, 785X B 24 T TR X TRt R € T A VL Ao
AR R B R BE A, BAPEXS BETC T R LR 1B,
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A #% B #A
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2.2 HBRI)NEHEZE2NE
2.2.1 AN

3% A . YMC = Pack ODS #£ (150 mm x 4. 6 mm,
5 wm); A : 20 - 0. 05 mol /L Wi R — E FI I W
(25:75, V/ V)33 : 1. 0 mL/min; K% K : 345 nm;
IR 230 °C s HEFER 10 Lo
2.2.2  WHRHE %

FREER 2 /)N BERR X R 325 £, o9 3+ ) 453 5 Y
JE M 40 g/ mL ) BE SIS BURE A 0. 5 o, i HLFEHE
TN R E AR - (1 : 100, V/ VIRG R
100 mL, % %€ , FRE i, B 50 °C /K 15 min, B
W B S AL FE 30 min, B0 EEIR, PR HE
FH e A 0 2 B i BE 50, 10 000 1/ min 250> 5 min,
UE L, B YRV, ROAS AL ot VA A A T R
AR TR A B A S (T3 o T P T R AR
2.2.3 FHEE¥EEFHE

Yl RIS L B A I AR 3 R A S
AT EGE AR TIE e AR, TEILE 2,398
M B R R /N B AT NI T 4 000, 43 85 3 > 1. 5, %
£ 53 B AT, B M BEAE 55 AR R /N BE 0T HEL it A ) £ B2
B[] TC T, 2 I R gt il AL JE vk R 47

RN R EE B IR /N BE OGS B 3 R R
SE NS AR i 75 W R 10,20,50,80, 100 g/ ml
1) 22 B X BRIV TR o 2 i I R SR VA TR A 10 pl, 32 40
PTG 25 R RE N 2, SO SR TR, LAV T AL C Y) A M
AR R R R /N BE BT vk BE (X)) Ay A A bR AT 26 4 ]
U, 5B FE Y=44193X -36309, r=0.9997(n=5),
S5 RN, Fh RN T BV FEAE 10 ~ 100 pg/mL i
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Rl PN S5 e T AR 2R M R AT

2 3 TR < G 23 W BBOKT B VA VRGOS B R PIT
TEAFESEIEARE 6 RINAE , 10 S T L 25 51 RSD hy
1.27% (n=6) , FRIUEHRT % R AT

R R R - Bt i (L5 o 2180311) I I iE
0 TR T CE 0,2,4,6,8 h, FabliT (38 & 14k
FEMSE 0 0 A S5 ) RSD h 2.31% (n=5), 5%
A i P VR TE S TR 8 h INBEASERE .

PR - FREUR S (LS 20180311) FF Ak
i AEEIOE 5 Oy, MR A S A, PR A5
S IR ST BT, 10 SR 0 T R L S5 SR RSD M 1.53%
(n=5), RUTEEL MR

TR Il « BCE 0 B A i (50 20180311,
ERIR/NBER iR 7. 315 2 me/ o) AEEHFRE 6 4y, 43
A — 2 JoT 2 VA 5 10 X TRt R, A o) 4 AR

W, FEATT 03 S AR 5 , 10 S 04 i AR, I3 Rl
iodﬂ%ﬂ%‘% 1
(1 mHeEBERE(n=6)

BHE HRbE WAE AU/FE wKE X RSD
(g) (mg) (mg) (mg) (%) (%) (%)

0.5003 3.6598 4.0028 7.6714 100.22
0.5001 3.6583 4.0028 7.7626 102.54
0.5000 3.6576 4.0028 7.7139 101.34
101.43 1.21
0.4998 3.6561 4.0028 7.6524 99. 84
0.5002 3.6591 4.0028 7.7311 101.73
0.4997 3.6554 4.0028 7.7754 102.93
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B3 HERE il 2538 o, KA ) A A S VR 4 AT
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7.6265,7. 1354 mg/ g,
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