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Preparation of Xiao’ er Xiaochuan Gel in Rectal Administered
—Selection of Excipients and Osmotic- promoting Regents
Feng Yi, Shi Zhi-ying, Xu Lian-ying
( Shanghai University  Traditional Chinese Medicine , 200032)
Abstract: The concentration of ephedrine and pseudoephedrine in rabbit’ s blood were determined by HPLC method
after rectal administered with xiao” er xiaochuan gel. The rectal administered was used by the venous intubation on rabbit’
s rectal mesentery in vivo. The excipients and osmotic- promoting regents were screened by the blood concentration of above

markers. The optimized prescription were made up of oleic acid and azone as osmotic- promoter, and eudragit as excipient.
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HEAT [R1U, 73 SR ER IR S HRAE 0. 01~ 1. OMge ™ ' JE I 4y
([ U 5 e A

Y=- 6.92921+ 688.15292x,r = 0.99994, n = 9;
AR Ch RR BCHRAE 0. 01~ 1. OMge 11~ "85 [l 4 14 1] 1 7
FEN:

Y=- 5.78270+ 692.06391x,r = 0.99994, n = 9;
2.1.3 R LG
100Me/ml FFIFRAE SIE M e 1k, SR EK 1 2.

F1 HERBEELIRER

W E I 2 3 4 5

RSD (%)

U 1] A5 74.7 73.7 76.8 78.7 72.6 3.25

WEIMBL 355.6 3544 353.6  347.6  376.2 3.05

WEB 682.5 6744 677.8  683.8  674.8 0.73
2 RERBEERESER

IO 1 2 3 4 5

RSD( %)

ETTEA 67.6 66.0 69.6 71.4 65. 4 3.68
A 315.2 3149 316.6  310.1  335.8 3.13

UEITR 664.8  662.4  671.4 664 672.3 1.26

2.1.4 RREEELAOBR B H A JH i EavE
WL R 1008/ ml [P bR HE S, 3647 H A JH a) 5130,
GERNEK3 4.

#3 HEWE IEEEHBRAENME(n=3)

8: 00( WAL 20: 00( WA RSD (%)
B 2 B 354.5 340.0 2.31
T IR 35 Tk 315.6 302.7 2.45

T4 FRAEW HRREW A B ER (= 3)

MR WE(WEETELD RSD (%)
JRR 24 1l 354.5 363.0 2. 44
4 R 8 B 315.6 328.3 3.54
2.1.5  BREECHR O R SBIL [RIBRc A HCAR I 3

0. 5ml, 73 B THL O 25M( Sme/ml) Bk fi
TIEIIA) . N 10% Bk B W1 W 0. Sml, N £ 1k 3ml,
WE IR & 1min, 25K, WUREEZ, R & L,
Iml JBNHE R .

F5 FREW ARERMDERUE=3)

A ( He) WAF Ak ( He) R ] 2

5 4. 66 93.27

E 50 50. 85 101. 6
125 113.76 91.13

5 4.47 89.3

PE 50 51.25 102.5
125 118. 35 94,7
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-8-

JH# P 24 10Hg/ml \50Me/ml
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F6 ARG LN EERL ) T R A0 B R R UL
ST AR SR )
1 1] ( iin) 15 30 45 60 90 120 180 240
Eudragit 0.3610.02" " 0.95+0.13" " 1L.65%0.21"" 2.66%0.23° 4.26+0.32" " 556+0.4°" 6.1F0.78°  6.48F0.7
HPMC 0.210.05" 0.40%0.14  0.8530.13 1.383%10.19  2.0*0.32  3.15%0.53° 4.2%0.51° 4.8 %0.57"
CMC-Na 0.1620.015 0.35%0.03  0.79£0.08 1.4720.03  2.4%0.1 3.5%0.21" 4.6%0.29 5.2%0.3
Al 24 0.14%0.03  0.42%0.02  0.72%0.05 1.1620.09  1.5%0.14 1.75%0.2 1.75%0.2 2. 16 %0. 15
e SARINETEZSAIHILE P< 0.05; % ¢ SRR 2o b A 4R P< 0.05. ( F )
F T RN JLRE R R o Oh B ERELAY B A R
W7 AR SRR 4 R
I 7] ( min) 15 30 45 60 90 120 180 240
Fudragit 0.28%0.01" " 0.66F0.02 1.21x0.05° 2.2240.14" " 3.28%0.76° 4.22%0.8 4.7+0.7° 5.0%0.9"
HPMC 0. 14 £0. 05 0.30£0.03 0.54F0.04  0.8630.20 .310.005  2.1%0.02  2.8%0.04 3.1%0.05
CMC-Na 0.18 £0.03 0.44%0.04 0.77%0.025 1.32%0.03 2.0%0.1 2.8%0.1 3.47%0.12 3.9%0.12"
A 24 5 0. 087 £0. 01 0.3%0.05 0.61320.07 1.07%0.07 .34 %0. 11 1.52£0.12  1.63%0.15 1.7%0.15
#8 TREHHEUERFDE PEEFRERRILRKE 5 E(4h)
LA PR R T 4
RE 34 B T4 JRE BT
Eudragit 6.48%0.7° 5.0%0.9"
HPMC 4.8+0.57 3.1%0.05
CMC-Na 5.2%0.3° 3.9%0.12°
A DRl 2 2.16 £0.15 1.7%0.15
9 Azone Hfo|v JLRE M R BT AR AR B L A R AL Y 52 DI
LA A BB A R
I 5] ( min) 15 30 45 60 90 120 180 240
Eudragit 0.36%0.02  0.95%0.13  1.65+0.21 2.66%0.23 4.26%0.32  5.56%0.4 6.130.78 6.48 £0.7
3% Azone Eudragit 0.32£0.07  0.59%0.06 1.0+0.08  1.67%0.17 2.72%0.4 3.4%0.6  3.92%0.7 4.3%0.8
5% Azone Eudragit 0.3%0.05 0.56%0.14 1.06%0.12  1.66%0.26 2.0%0.24 2.31%0.2 2.5%0.1 2.5%0.1
F 10 Azone /)y JLRE Wiy R R 37 o O R FERLAY B AR WU A9 #2019
WA (AR SRR )
IR 7] ( min) 15 30 45 60 90 120 180 240
Fudragit 0.28%0.01  0.66%0.02 1.21F0.05 2.22F0.14 3.28%0.76 4.22%0.8 4.7%0.7 5.0%0.9
3% Azone Eudragit 0.23%0.02  0.41%0.008 0.82F0.14  1.35%0.19 2.2%0.4 2.96+0.05 3.63*0.5 4.2%0.5
5% Azone Eudragit 0.1%10.009 0.3%0.08  0.58%0.09 0.8%0.1 0.97 %0.05 L13%0.01  1.27%0.06  1.37%0.04
F 11 3% iHBE T B R+ B 3 37 o AR B0 B AR R Y AY 52 0
LA AR SRR T A
I} 1] ( min) 15 30 45 60 90 120 180 240
Eudragit 0.36%0.02 0.95%0.13  1.65%0.21 2.66%0.23 4.26%0.32  5.56%+0.4 6.130.78 6.48 0.7
3% il Eudragi 0.355%0.1  0.82%0.13 1.56%0.2  2.6510.47 3.95%0.63 5.57%0.72 7.230.92 8.830.66
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F 12 3% HEE AT B R4S B 35 o Oh R 21 R0 B A IR W A &2 g
R AR R T 4 3R
1 1] ( iin) 15 30 45 60 90 120 180 240
Fudragit. L 0.28%0.01 0.66%0.02 1.21F+0.05 2.22F0.14 3.28%0.76  4.22%0.8 4.7%0.7 5.0%0.9
3% M Eudragit. . 0.19F0.04  0.44F0.09 0.95%0.15 1.70F0.26  2.7830.34 4.0%0.53 4.89F0.79  5.76F0.94
F 13 1.5%Azone F0 1. 5% MBEE R & 125 70 33 BR &6 B B R UL 89 52 MR
W7 AR SRR T 4
B 17 ( min) 15 30 45 60 90 120 180 240
Fudragit 0.361£0.02  0.95%0.13 1.65+0.21 2.66%0.23 4.26%0.32 556F0.4 6.1%0.78  6.48%0.7
1. 5% i+ 1.5% Azone 0.420.08 0.99%0.2 1.89+0.38  5.1%0.5 7.37%0.42 9.510.6 10.96%0.6° 11.0x0.7"
# P<(,05
F 14 1.5%Azone F0 1. 5% MBRIR & 125 77033 0h B 216 B A7 4 A8 IR U A9 220
W7 AR SRR T 4
B 17 ( min) 15 30 45 60 90 120 180 240
Eudragit 0.3610.02 0.95%0.13 1.65+0.21 2.66%0.23 4.26+0.32 5.56F0.4 6.1%0.78  6.48%0.7
1.5% i+ 1.5% Azone  0.253£0.005 0.5720.05 1.16%0. 11 2.4%0.2 3.4 10. 46 4.7%0.9  5.8%1.2 6.7%1.5
12 81
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BEWES.
4 itig
4.1 /N)LWEmG 2500 P I NGRS, RS0 VO JBR B
B 1) B W XA BT, LIy A RN i >

. ]0 .

B 5 RSB ERT P ARERENEEER

CMC-Na> HPMC, 55 A Il BE 20 A Lo A7t 25 7 2 5,
HE T e 5 o T MRS, SRR 55 T RS g
RAEAERE G, 9N T 2449 15 R R I ) A2
R, T 55 T 259 0 T I AT %

4.2 SEHG & AT S0 Azone (190N AR IEE B 751 1)
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FEETR AR JBR SRR D R BB 2 B A E AN . H (1):51 =53,
1. 5% Azone F 1. 5% M8 1R & {2 32 7 vl A8 /N JL £ [2] AR, KA ), ACRIEIE. 0O € 35 3206 R 38
SRR 1 R BB <Ol R R A0 B T, 4443 24 BET TR ABRLEDREE R HLDR,
3h . WOBCHN Y G, AT E A2 L BT 2 18320090 19 1S3,

5597 EL BRI A PR 35 700 i 6. 3 1R % 1 [3] Shuji Satoh, Yoshiya Horiguchi, Sigenobu Watanabe. %2 i

: | o e s e ToFERBEMC B Sinvino # & Finsiu TO T A
BRI IS § 500 BT 5% i, BEAT 255 PR A g EY YT /EY Bk ANEY ¥ oRE M
IS B AR B A . [J]. Z570%( ), 1992, 52(3) , 178 —185.

&% ik

(1] BHESE. b2y H s 25 BE 78N A5 1] %24, 1998, 29





