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Abstract: Objective

Chinensis Cortex, Rehmanniae Radix Praeparata and Testudinis Carapax et Plastrum in the preparation were identified qualitatively

To improve the quality standard of Heche Dazao Capsules. Methods Placenta Hominis, Phellodendri
by the thin — layer chromatography (TLC) method. The contents of phellodendrine chloride, jatrorrhizine hydrochloride, palmatine
hydrochloride and berberine hydrochloride in the preparation were determined by the high — performance liquid chromatography
(HPLC) method. The chromatographic column was Inertsil ODS — 3 column (250 mm X 4.6 mm,5 pm),the mobile phase was
acetonitrile — 1% potassium dihydrogen phosphate solution (gradient elution) , the flow rate was 1.0 mL/ min, the detection
wavelength was 284 nm,the column temperature was 30 °C,and the injection volume was 5 pL.Results The TLC chromatogram
of Placenta Hominis, Phellodendri Chinensis Cortex, Rehmanniae Radix Praeparata and Testudinis Carapax et Plastrum had clear
spots and good separation,with no interference from the negative reference. The linear ranges of phellodendrine chloride, jatrorrhizine
hydrochloride, palmatine hydrochloride and berberine hydrochloride were 0.098 7 - 1.974 9 pg,0.011 1-0.221 5 pg,0.010 4 -
0.207 3 pg and 0.256 5 -5.129 1 pg (r=0.999 9,0.999 9,0.999 9,0.999 8,n =6) respectively. The RSDs of precision,
repeatability and stability tests were lower than 2.0% (n = 6). The average recoveries of phellodendrine chloride, jatrorrhizine
hydrochloride, palmatine hydrochloride and berberine hydrochloride were 95.01%, 97.24%, 95. 86% and 95.05% respectively, with
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RSDs of 0.51%,1.38%,0.33% and 0.46% (n=6) respectively. Conclusion The method is convenient and accurate,which can be

used for the quality control of Heche Dazao Capsules.
Key words:Heche Dazao Capsules; TLC; HPLC;quality control
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1 — 3.Test solution (batch number:210102,210103,210403) 4. Negative reference solution 5. Solution of reference medicinal materials

6,6. Reference solution (berberine hydrochloride and phellodendrine chloride,respectively)

A. Placenta Hominis (sunlight)

B. Phellodendri Chinensis Cortex (254 nm)

C. Rehmanniae Radix Praeparata (254 nm) D. Testudinis Carapax et

Plastrum (sunlight)

Fig.1 TLC chromatograms
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i 0 5 7T RN PR /N BE BT R 4530 1 A R g, 20 )
TN 1% £5 12 F s W i B 1 mL 7% 1. 974 9,0. 221 5,
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Tab.1 Results of the linear relation, precision,stability and

repeatability tests (n =6)

- RSD(%)
' . IR —
A VA r (ue) HEE BAR RiH
e S T
AREMA  T=120X1000-118x10° 09999 0.0987~1.9749 0.0 130 155
SEBRA V=3 03x1000-471x10° 0,999 0.0111~0.2215 0.83 0.6 135
AREDT  Y=3.45x10°0-5.05%10° 09999 0.0104~0.2013  0.71 120 145
ARNEE V=2 67x1000+3.37X10° 0,998 0.2565~5.191 0.83 180 (.53
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754 34769 38 08 ‘Ll '7-:46 - !2 3.34..69 ] M]
0 ===\ == ¢/ min 0 e e e 1 / min [ = e i ———— 1/ min
0 10 20 30 40 50 60 0 10 20 30 40 50 60 0 10 20 30 40 50 60
A B C
1. hEmaas, 2. BB 3. RRE LT 4. HER R
A RAMNBERER B ARRRER C FHAERER
B2 SxEHEBEER
1. Phellodendrine chloride 2. Jatrorrhizine hydrochloride 3. Palmatine hydrochloride 4. Berberine hydrochloride
A. Mixed reference solution B. Test solution C. Negative sample solution
Fig.2 HPLC chromatograms
K% BE R0 < B 2. 2. 2 T T 6 R S A TRGE o 1% &2 MEEKIKBELER(n=6)
2.2, 130 N @S5 % Se RN 2 6 YR, 10 S 06 T AR L 45 Tab.2 Results of the recovery test (n =6)
CANE S i e ip RH#E #HREE AT NAET wkE X RSD
AL PR  JORE R (I 54 210403) A4, K @ (m) (mg) (mg (1) (%) (%)
FRAE , # 2. 2. 230 B J7 3 28 A i v VR, #6220 10 REFHH L0025 L2835 13824 2.6002 95.25
L A PRI R L SRR, DRSO B SR BOOLO LA LR 250 9T
WL 1. M T BT LOOS 12809 13824 25862 442
Fae B R« JBE A (3l 52 210403 ) 14 2 13 B L0020 12829 1.3824 2.5984 95.16
e N PR, L0018 12826 1.3824 2.6061 95.74
%ﬁwm’ﬁ?z'2“Z‘ID?TE%%H%L”K””%M’$0’4’ 10027 12838 1.3824 2593 94.94
8,12\,%6m,:2ﬁ(?):hH\Jfﬁ#‘(ﬂﬂm:ﬂ%m’iﬁﬁ‘m%%ﬂ%1,%% ABMBRA 10025 0.1336 0.1329 0.2648 98.72
P BEI A LR 20 h N ARUETE R o L0016 0.1335 0.1329 0.2627 97.22
e el i 56 - BORE & (FIE 5 R 210403) WA W) L0005 0.1334 0.1329 0.2637 9804
610y, B0 1. 0 g, Wi FRE , B A IEHEIE T, A S L0020 01336 01320 02605 9549 o0 "
i e L L BRI, 52 2. 2. 2 T 5 vk il A L0018 0.1335 0.1329 0.2640 98.19
AV, FE 2. 2. 1 I AR A R A I R | SR e 1,027 0.1337 0.1329 0.2610 95.79
WA 2 SRR 2, SR R ER B R AT AHELIT 10025 0.1207 0.1244 0.2398 95.74
2.2.4 HHAHEENE 10016 0.1206 0.1244 0.2397 95.74
B0 $ERE S L 32 2. 2. 2 00T 5 e ] 4 At W Vs ik LOOS 0105 01244 0292 9542
Fi 2. 2. 130 B (835 S5 A ERE DU A, 1 S 04 T AR, 4% S 1.0020° 0.1206  0.1244  0.2398 95.82
VR A i LB 53 10018 0.1206 0.1244 0.2404 96.30
3 i 10027 0.1207 0.1244 0.2403 96.14
3.1 TLC %3 BEVER L0025 6.4430 6.6678 12.7421 94.47
TLC 2% P75 16 « 25977 4 Tk B b 5 T 2 Fl J T 10016 6.4372 6.6678 12.7908 95.29
45 25 BB (60 ~ 90 C) — Z. B Z B (8:2.V/ V) LOOS 6401 66678 127319 SI
(T 911/ VSRR B s e
UG, PEAk T 2020 48 R 25 8 (—FR) )3T L0007 6443 66678 17077 9508

BRI BT AR, BN T ER AR /N BERIOGT BE A BRI
FLEL T 15,40, 60 CHRJEZ AT 188 A R IRIOCR | 45 2R
15,40, 60 CH 75 2 B BE A5 — B0, SO L )2
M T RERE G AR H AR\ GF o5y M, 45 5 GF sy A BE 151
A, HORH GF s i 2 B AL, B2 T 350
BIFRG, R R, LR O - ke (1:1,V/ V) H
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®3 10#HERPIFHHEISENESR (mg/ g)
Tab.3 Results of content determination of four components in

10 batches of samples (mg/g)

ey REmAMA BRBRA ARELT  ARDER
190802 1.63 0.11 0.13 5.96
1909021 1.24 0.15 0.12 5.76
200103 1.42 0.16 0.13 5.82
201002 1.53 0.14 0.14 6.00
210101 1.44 0.19 0.17 7.01
210102 1.52 0.16 0.12 8.05
210103 1.29 0.13 0.15 6.96
210201 111 0.11 0.13 6.48
210403 1.35 0.13 0.13 6.49
211102 1.69 0.13 0.16 8.23

WHIZR — &R R - W - R (15:2:1:0.6,V/V/
VIV) )R RCERAE WA B 5T 10% i iR £ 1 A1
0. 5% Bfi =i L BER I, 45 5 3 0 0B 535, 20 B
RIS

it FH 2% 52 - 23 AN TR T 8 0 I G Al GF sy
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Dy 5L T S AL AT A B U T A TLC ¥ L 45
R, A R 3N, TLC U R 22 A K, W
TLC %570 5 it 34T o

HAh 24 TLC % %< : 275 3CHR [ 12 - 14, % 1 5
SbT7 I AR I A A CRAGE T T TLC S0, R AR
T VR AT i o B A 2, 2 A TR B T4, A o i
—GY B AR AR
3.2 EENE

B DU 48 bn e 18 - Tl 4 K fie 4 v A A R
iR /N BE B RN 3 1R SRR, A JHE 2 B o PR IR 1 5
WA R R 2 AR $h R 2 YT, HoAA WA P e
PRy bl 2 SR DS ORI 5 7R IR A B — 2R R /N BE
BB A T8 bR B0 5 0 E LR L, BN T SR R B A AR L R R
AR ER R B E5 VT 3 B s o3 1) Fr 1 D , B 47 T
R O)Tiy

RSB  ABESE 4 R O - 0. 1% W IR
W N - 7K .2 = 0. 02 mol / LB — S8 IR &S
FEVEIE , N6 — 19 B R — SV VROMG B Yk 00 38 2l AH 2R
GEiAT T LR SR IR o R IR BTN R
VEPER A R G N - 19 B R — SV T -

AL P IO 3R B Bsf () S B < AR AIE Y rp 43l 2 4%
T ULHEE 25% W EE 1% 3 P B 20 - 0. 1% B iR
(36:64,V/ V) JKUMANIE T B R Al B BUA R, 45 5%
FH 19 5 12 Yt () 45 BUSOR Sy, HLAEIR ) F2 1T A
U, 4 B R PRV AR B 43 i 58 T 19% Fh i W
B HEE20,30,40,50, 60 min, & PR 30 min O 54

PR A

it AR 2 %€ - A5 0 IR AR IR (25,30, 35 °C)
Wi (0. 8,1.0,1. 2 mL/ min) , {4354 (Agilent SHC - C g
FE | Inertsil ODS — 3 4% . ShimNex CS Cg #F , B4 34 K
250 mm X 4. 6 mm, 5 pum) FFEGE R IAT T HE B R
RINUCAR bR Z5 A i 550 e R R R L R R 24 AR
R YT R/ INEERR 5 RSD /N T 2. 0%

A B o3 B 1 D E 25 5% < ARAIE S ok ) 3 o At
A RO A AT B, AN b A H B DA
AR Y B — W K 5 R A H R LA AR, B S A
F ) 5 SR A 5 SRR 25, Te kAR B R ik —
SCAIGE, LA G- 5 3 U] 2 R e 2 1 o s A oA
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