* 900 * ¢ %% Chinese Traditional and Herbal Drugs 3£ 42 % 25 5 #i 2011 4£5 H

BREESHALTRUTFR

¥ %, MmER, B K, FED, BEM
REEERIRE 2550, K 300070

% ZE. BRY FHYSBHE KA Stk R s WO 1AL Ty, IR T Rl ik DURIRIAL e e A A
Fl. FER WFRA TR, DB AN, B R BEEE. BRI R OSSR A R b, SRS
AJVVINE B ARG Sk e ALy F HPLC VAR /3R BT L Pl 855 AL/ 4 )78 CMS-Na, L-HPC., PVPP
RS iR, MCC WA, 5% L-HPC BREWCH RG], WNRRREE. 1 A0 AR LR i /. oy & R 5
IR 682 pg/ A, FIIEIEE S 100.73%, RSD 4 1.22%: Hit B2 # 10 18.45 pg/Fr, SFIRINCEE Ty 99.97%, RSD 4 0.25%.
i R BT Tl RO R A R RO, R K. HPLC VAR . R B e, wILELF, v TR

BN B TR o

KA. MR RN WS, AR HPLC

hEH%ES: R283.6; R286.02 XERFRERS: B

XEHRS: 0253 -2670(2011)05 - 0900 - 05

Study on dispersible tablets of Houttuyniae Herba

PENG Jie, YANG Jin-rong, LU Xin, LI Mei-zhen, FANG Zhi-zhong
College of Pharmacy, Tianjin Medical University, Tianjin 300070, China

Key words: dispersible tablets of Houttuyniae Herba; sodium houttuyfonate; quercetin; uniform design; HPLC

IR XRRAK G HUT A& $RIE K n] s i i
B TR AT e e A AR IR
TIPSR w25 1 7 T 3 v AR )
MM EEA R XA AR T AL A W
M Wk, JCHGEH TE. AR el e
VR 1 50 S} BORAE 19~21 "COKHP 3 min 58
MR, RORIR S T 2 . HE R E
Pl WAE T, AL TS bl

RN — [ R ESE Houttuynia cordata
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Yfs HER: 2010-08-27

ARSI SR ¥ 5 e vty 40 I B O IR A
AT, T RIUATT s h T A T,
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WTAEHI 25 BRAFD, ok ke BEE LA D,
WA CRETTHRRAZERF) D, PR EE,
T A i oA al, JK o ERK.

R T b 2 E M A F, &
L BR K 2 2R 22 U A IR S 2 M 1E
2 FESHR
2.1 GBREEREMNGE

I A IR 55 500 g, -k 4. 3 Ln#di
W, SR, RGP AR 7875 ¢ BH
HETF R 2%
22 SERBSIE

FRECAL J7 5 1) CMS-Na /£ 24 N i fig 71« MCC
VERIAFEA] 5 A0 IR R JRUk) 24 45 5 ik
WRAEHE, GHBHFG RIS T HEH,
H 16 ik, 60 CHET 20 min f5id 18 H %
Kio FhbJT LB PVPP. L-HPC {F 4 #Minjif fi#
F, BORTRERR . ARy . BEARER LA A A, R

HXAEH 11 mm M, A%, 5 370 mg,
HorpE AR50 F R 100 mg.
23 AAFEIt

T 3o R 5 At o 0 JE R i % T 2R
LN S b g B S 2 ) | AN T W 1
i AR .
2310 AR SO O e Ik R
B, AR RIDE FH B AN TR I N 7 =00 43 0 P R s i
BEP ARSI 3 RIS IRIZE A o i), B
PPVP. CMS-Na 1 L-HPC 3EAT jif fif5s A A A
T ZESE, PLOrHOr RN PR 3 s A
ZEHEbR, W HOT TR TSR AV, AL
T 1o SRR, ARIEB R R I N SN TT
IR 22 55068 43 10 1R A A BT PRI 23 F0ES ) MR TR 52 )
MR, W5 3 B E, B CMS-Na /E20 P9
HfRF], PVPP 5 L-HPC 1F Jy SNk & fi il 7).«
232 HAFMHE e alE SR E R CMS-Na

F1 BEBTIMANFTRBIER
Table 1 Way of adding disintegrating agents

ik Ji 1k 771 FELR bR
PPVP CMS-Na L-HPC 1 f e R /s agivesfelic

1 Sl P P 70 A RO S
2 A S S 40 A RO S
3 A ] S 20 A RO S
4 Sl S S 37 A RO S
5 4 A P 100 A RO S
6 Sl A P 180 A RO S
7 s Sy P 45 A AR O S
8 Sl P S 75 A AR O S

Wi, PVPP. L-HPC. fIGMREE. okt WA
KA, 435100 MCC FIFURE P e 3878 7], %
SO AR BRI A . S5 RERH, H
I MCC W, 380U 7 Bk Re A s, X 42 %2
SEPA MCC A5 AR AR, S0 5 T 259011 o
R DR, 3BT MCC 1 4 23 B TS 71
233 FEAIIME U R ImIEA R, 2l
L 5% PVP K30. 5% L-HPC WA B &, %
SO AR PR Je oy i 51 1. A5 SRR 5%
L-HPC BB B ARy, 28O 0 BOSCR R4
DAL, 364 5% L-HPC B AE R 70 5OR R &5
24 AL

RIS Bt A Ab J7 - i DL B IR 3R R A R,

RT3 R RIE FH AT DA e R0 23 O Ak,
SCrp BRI R L A ) ) FH S DL A 78 A
TSI B S LA B R bR . BUEREA
) J AR RN A o i A ) P e M A e ) LA A A 2 ¢
K, HAMREER T AR, BT 4 HE 7 K7
RSBt ot e SRS ¥k, MR TG i
SEMR LS MCC & (A): 25%~
55%, CMS-Na & (B): 4%~10%, PVPP Jil&
(C): 2%~8%, L-HPC & (D): 2%~8%. 5%
220 7 KF, EHA3HE U (79 2Rk
5, AR 2,

DA HOR TR A T B 20 B8 ST 1 b % 52 4B
X7 A J7 45 R F T AN (R 1R e B Bk AT R ) Ak
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x2 U, (1) BRI ARRER
Table 2 U7(74) uniform design schemes and results
K T ES B 3=
A B C D AR B /s vag- el

1 1 (25%) 3 (6%) 5 (6%) 7 (8%) 35 AR I S
2 2 (30%) 6 (9%) 2 (3%) 6 (7%) 19 gy (P libe e i
3 3 (35%) 1 (4%) 7 (8%) 5 (6%) 12 2 R DI I =S 0
4 4 (40%) 4 (7%) 4 (5%) 4 (5%) 27 A AT I S
5 5 (45%) 7 (10%) 1 (2%) 3 (4%) 13 gty (P libv i
6 6 (50%) 2 (5%) 6 (7%) 2 (3%) 7 2 R I I =S 0
7 7 (55%) 5 (8%) 3 (4%) 1 (2%) 5 ot} STy

L, A BN FE P EDE R e AT, R
H B R ik 2 TR I e 1 1 [ R £
B, 2 DPS BRAFACEREGE, 3 k2 i
B 45 R Y=61.896 872+ 1 987.848 208 X,°—
13 162.275 96 X;*—12 204.187 80 X;*—1 426.389 849
XiX,+23 912111 34 X3X,, PEESE A REL Rug=
0.999 9, F=7 746.010 2, P=0.008 6, Durbin- Watson
Gt d=2.075744 14, X} T kR EIAXZE LA
BR%L, DPS AR &N R E AR & HKE X R A I
BAAE N : MCC 55%, CMS-Na 8%, PVPP 4%,
L-HPC 2%.
25 mELFWIE

Fi A ARk 4 AT 2] 370.0 mg/ Fr Ak J7 4k
e AR EH 100.0 mg. MCC 203.5 mg. CMS-
Na 29.6 mg. PVPP 14.8 mg. L-HPC 7.4 mg. ¥4k}
11.1 mg. fHAGMREE 1.8 mg. TOMTEENR 1.8 mg.

P R B AL 1S 3 Sk RS, XL
S fE I RN > O S MEEAT 58, RIS R P Id i
filt HL 642
2.6 BRIREZRMAVNE
2.6.1 SR B A R O O
10 v, WHE, REFEMAYST 1 E (AR
FRY 100 mg), H 100 mL S, I shAE s
fift, HMBERZIEE, 259, B0 10 ming B EIEW,
Jeit; 2 mL & 10 mL &EIET, Insh e 2
A, A, M.
2.6.2  PITEXTRRIRII& e Ab T A Al R
R I BT R, % ) A
2,63 ikl A%y Kromasil-Cig £ (200
mmX4.6 mm, 5 um), VBIAA FEE-7K-10%04 T
FEEEAEE (60 140 1 0.4), KK 283 nm, 1A

A E 0.5 mL/min, A& 20 uL, fER=ER. G
SNSRI

A JUL C
0 5 10 150 5 10 150 5 10 15
t/ min

1 &REFEFRANEBGE (A). BEESHE (B) KA
B8 (C) BY HPLC &iZ[E

Fig. 1 HPLC chromatograms of sodium houttuyfonate
reference substance (A), dispersible tablet sample
(B), and negative reference substance (C)

2.6.4 ZMERRHEGE RSB E R AR R

Bt REAL, B 100 mL S, FHIR s R A
BRZIE, 85, [2aERES NN 500 7.5,

10.0. 12.5. 15.0. 17.5. 20.0 ug/mL £ 255 22400}
WV 20 WIERE 20 L, A0SR DA
BUOAHAARR, SRR AR R BE T e IR, 73
7R Y=80 151 X—26 915, r=0.999 5, £
iR ZANAE 5~20 pg/mL I T R 5 Rk
RAFERIER R

2.6.5 KPR HUEE S 20 pL, R
M, ER 6 K, MR RMNEHFY RSD 4
0.74%.

2.6.6 FE MR R EEBUCE 04 34 64 9.
12, 24, 48 h, ZrHIBEFE 20 uL, TF5 IR 5 ik ik
A RSD 4 0.58%.

2.6.7 FEILERE  Hl 6 IR 73 K
20 pL, HEFES BT, THET R E N IR 4 201 RSD
9 0.62%.



¢ %% Chinese Traditional and Herbal Drugs 3£ 42 % 25 5 #i 2011 4£5 H * 903 -

2.6.8 INFEIEDACRRE: RO I
1.091, 1.364, 1.637 mg fa e ZE0 A, Rk
A TRE R 7 B IR R 80%. 100%.
120% R85, 3 BIBERE 20 pL W5E, 43 fo R 2%
BT 4RI %l 100.73%, RSD 4 1.22%.

2.6.9 ST B3 HERESY, 23 il e e
W, SRERE 20 pL, BEFEEDE 3 K, BCFME; 45
A3 682, 683, 681 ug/ s

2.7 WEZEINE

2.7.1 ARSI RO 10 ),
WA, KRR 1 &, & 100 mL Sk, H
I A e, IEMBERZIEE, WA, ki,
RIS

272 BAPERTRRIR A e Ab T e kA R
FR I LA T B T R

273 OiEs @A Kromasil-Cig £ (200
mmX4.6 mm, 5 pm), VAN K F EE-2% UK R
(60 : 40), &l K 370 nm, AR S 0.7 mL/min,
HEFERL 20 uL, AR . nk ] LK 2.

A

0 10 20 0 10 20 0 10 20
t/ min
E2 MWEEXES (A). &EESEHE (B) &AM
B8 (C) BY HPLC &iZ[E

Fig.2 HPLC chromatograms of quercetin reference

substance (A), dispersible tablet sample (B),
and negative reference substance (C)

274 AVERRFELE KB E B I 200
M, B 100 mL S, IS A g MR 2
ZIRE, $25), IR 140 ug/mL (FREK. 4>
SIEEL 0.1, 0.2 0.3, 0.4. 0.5. 0.6 mL BH, &
10 mL Sfirh, MR RZIRE, 85, 1935k E
SN 1.4, 2.8 42, 5.61 7.0, 8.4 pg/mL X,
W, X SHERE 20 pL, ACSRUETAN . DA AN
YRR, TR A AR FR AT SRl )H, 43[R
JIRE Y=132911 X+43 119, r=0.9999, FWIHHi
FAE 1.4~8.4 pg/mL U AR it il B 5 R U2k
PER R

2.7.5 REPEEAE HEE W 20 pL, HEFES
Mr, T 6 I, tHEHZ F A RSD 4 1.67%.
2.7.6 eSS HUHE I IBCE 04 34 64 9.

12, 24, 48 h, 43lHEFE 20 ul, &AM B g
] RSD 4 1.52%.
277 FEILERLS  HI4 6 AR IR, 4 I
20 pL, HEFESMHT, S B 2 R4 0 RSD A
0.81%.
2.7.8  IFEIEDRCERES: AR R S 43
A 1.476. 1.845. 2.213 mg #il fz =55 I, il At
YRR O #E 80%. 100%- 120%1
W, A3 HERE 20 uL e, VHEOH B 2 R
Wk 99.97%, RSD A 0.25%.
2.7.9  FESIIE HC3 HERESL, 20 il e i
W, SR 20 L, BEAEIGE 3 K, BUTPINME; 45
By 18.47. 18.45. 18.44 pg/)v s
3 it
3.1 HYIRRLE

21 () RE 2 25 ) 40 1O o () R B Rl 3% 2
—, I 2 A o O SRR IS T R
LIS oA, 291 o R T — IR B A
AL O, ZEdlR T2, R 2. AiRLEAT
TR AL AL, IXREAS 210 2 BRSNS 3500,
3.2 FEREFIIHIE

AN TR B P 2 () J g 060 23 | 1R 23 18 &)
PEREIRAR G, ARGk A 3 Mo e A N, I
XTI AN T BT % 5¢, SRH e (1)
TP BN T7 XOKRH & T 43 HO 1) A g fe
33 GEERWRMEMNIERE

MR PBS (pH 7.2) -HIEE (1 4) MRIZf%-
VU TR B (3 - ORI EW 1 L i 0.4 mL
TR RN, (RIS TR ANEAR, Bk
PR -DU T S48 B (60 40 1 0.4) 3144
NN, ARk B, S ERERT 1S, Hikl
X E B A S o
3.4 WE RGN KAIEE

Hit e 22 AN B R LR 370 nm ARk
W, 75 254 nm R, H2R /N . ARSEE
A3 T 370 254 nm AbAf R EL O A Y 2%
(AL, 45 R B 254 nm A28 I T
5 370 nm A ZE IR K. 45T AE 370 nm AbHi Rz %
PIWERERCR,  PRIGIE 2 370 nm S JLAS I K
35 WEERHEERRENHE

D7 ik 7 25 TR 20 A 1 S A - Tl 1 R -
DRI IR 1A 28 PR, 2 e S R (K R P e i,
PSR R SRR, DRT M 9% FY - K I PR /K T
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RN ARSI A T 1%+ 2% 3%0K

R R /K B R IR s AHIEAT HPLC M5 . 25 R o,

1% VKBS RK IS BRI AH, HURIETETE, 2%0K T

PR KA IR S AH I TE R 4T 3%KIE R K i ()0

BIAHS 2% TEAHL, SR, € 2%0KEE IR 7K

W N AR, R IE-2% DK R 7K A WA Dk i 30

Ao ARSI I A% 4 H -2 % UK R K (7 2 3D

EAT, R SR, BRI B AL R I U

(A, ARBEIR]h 25 min, H&TERTE; RIHA

T A LLA oA B RE-2% 0K B R K B (6 < 4), tH

W N P2 T, PREA T IA] K 10 min, 23 @508 R AF.

16 5 RS DA Rz 25 sl AR C EE kY @?-2%7}@%@3’%%‘2@
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