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@ 4tk HRETA &30 % £ (Loss of Drying )3.53% % 4~ (Ash)6. 19%
fe 7 7342 % & (Acid Insoluble Ash) 2. 20% > ##f% 4 4% 4= (Dilute Alcohol
Extract) 41.49% > -k #% ¥ (Water Extract) 47. 96% > #'m & % Hcdp 4o

% 3.2

% 3.2 P R A SIUREIA SRR

= &5 0 31071507

w8 . 05.12.2009

I p + ¥ ¥ E/ 3
Item Specifications Data
Description TS B A 0§ R RECH o T I A 0 F AR -
ic % B £
Loss of Drying Not more than  8.00%
3.52%
A s
Ash Not more than  8.00%
6.19%
Fah A A
Acid Insoluble Ash Not more than 3.00% 2.20%
L S
Dilute Alcohol Extract Not less than 40.00% 41.49%
LI S
Water Extract o
Not less than  46.00% 47.96%
pH i
4.58
pH Value 44~6.4
ek B e
<100ppm i
Quantity of Heavy Metal
TL.C. # %
Positive Positive

Thin-Layer Chromatography

Paeoniflorin

75 (mg/day)+50%
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74.2245 mg/day
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Glycyrrhizin 57 (mg/day)+50% 45.7596 mg/day

$t > 4tk = & Paconiflorin 74,2245 mg/day ~ Glycyrrhizin 45. 7596
mg/day > 4pth-= ~ 7 £ L (HPLC) FmigsdF £ 4od 3.3

15



# 3.3 HPLC &%

Paeoniflorin
Yo B 47 v S Al RS A R 5% %5 95071061 &
Glycyrrhizin
wF tor B ROk dp iR A 4L 1040224 L
ER 31071507 %2 F31071
s
dp ik~
Paeniflorin Glycyrrhizin
Standard Curve
£ 54 F (mg/ml) 0.008575 ~ 0.145775 0.02525 ~ 0.42925
R’ 1.0000 1.0000
o Bk RIREFM FE EmEUA RS2 R% R
R . (mg/day)
(mg/ml) (ml) g |- pE (g) (mg/day )
75 + 50%
Paconiflorin  0.0627692 10 5/1 12 0.5074  [74.2245
(37.5~112.5)
57+50%
Glycyrrhizin ~ 0.0386974 10 5/1 12 0.5074  |45.7596
(28.5~85.5)
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% 3.3 HPLCHeadr 2 (H)

=
ansity (=)

15 20 5 n kL) ) 45 LY 0 5 10 15 20 FLl 0 3 (1] @ 50

Retention Tize (min)

3 2.2 HPLCK 17 3% th =2 HPLC K 7 B 3%

PES w AR RHFL G

B OCEPES, G ( Angelica sinensis Diels) 2. iz ' 12 - iz
%L (Loss of Drying ) 16.51% > % 4 (Ash) 4.37% > a2 %
M 7 4 (Acid Insoluble Ash ) 0. 86% » Hrps 4 &b ( Dilute Alcohol
Extract) 58.13% > k3 # % ( Water Extract) 57. 36% » :¥ims 5

17



vt

PR S

v 9

et 3.4 -

D i A4 e + (Atractylodes macrocephala) 2 iz %12 & 0 57 % R

% (Loss of Drying ) 14.67% > % 4 (Ash) 4.26% > f&7 %%
% (Acid Insoluble Ash) 0.60% - R ( Dilute Alcohol
Extract) 28.01% > -k3é 3 d (Water Extract) 39.05% > iFiwois
P Bcfpir® 3.5 o

D2 R e 0 B (PaeonialactrifloraPall ) 2 sz 12 5 §0% R £

(Loss of Drying ) 11.23% > #* 4 (Ash) 3.30% > &7 3% &
( Acid Insoluble Ash )0, 40% i 4 e b ( Dilute Alcohol Extract )
25.81% > -k 4 ¥ 4 (Water Extract) 26. 27% > #¥'m ¥ #icdp 4o %
3.6

D %754 4 % %0 (Bupleurum Chinese DC) 2 §2% 19 » it R £

(Loss of Drying )9. 62%> # 4 (Ash)4. 53%> & # % 1+ % ~ (Acid
Insoluble Ash) 1.53% - ﬁrﬁfc # #& 4 (Dilute Alcohol Extract)
17.09% > -k ¥ 4~ (Water Extract) 16. 01% > #¥-‘w & 5 Bcdp 4o %
3.7

D3IV FAFE AR F (PoriacocosWoIf) 2_ 52 % B +% > 3¢ %k 7 £ (Loss

of Drying ) 17.67% > % 4 (Ash) 0.21% > &% 3% 4~ (Acid
Insoluble Ash) 0.06% - Hr % 4o # 4 (Dilute Alcohol Extract)
1.69% > k4 #& 4~ (Water Extract) 1.95% & #3im ¥k 2% ficdp 4 %
3.8

D B fE 4 4 ¥ (Glycyrrhiza glabra L)z §2°% 4132 35 » 2R £

(Loss of Drying ) 10.42% > % 4 (Ash) 5. 91% » f& 7 3 1% &

( Acid Insoluble Ash )0. 41% Hrps b & b ( Dilute Alcohol Extract )
25.74% > -k 3 & F (Water Extract) 21. 29% » 3 iw ik % #icdy 4o %
3.9

18



: § #2124 § (Zingiber officinale Rosc) 2 #7# 12 € » iz % i £ (Loss
of Drying ) 10.19% > % A~ (Ash) 5.27% > g% 3% A~ (Acid
Insoluble Ash) 0.45% - ﬁrﬁ% 36 #& # ( Dilute Alcohol Extract)
14.66% > -k 3 #& 4= ( Water Extract) 17.38% > 3w ik % #icdy 4o %
3.10 -

B L BRAFHE S E m (Mentha haplocalyx Briq) z gz # 1+ 384 > 52
%R £ (Lossof Drying ) 12.19% > #* 4~ (Ash) 8.30% » i 7 %
M % & (Acid Insoluble Ash ) 2.60% » sy # % (Dilute Alcohol
Extract) 20.23% - -k3d 3% F ( Water Extract) 23.70% > i#¥‘mis
S Bcypdo & 3.11 ¢

FAA R 2 (Paeonia suffruticosa Andr ) 2o 52 %124 0 52
%€ (Loss of Drying ) 12.27% » # 4 (Ash) 3.50% - fi& %
% % & (Acid Insoluble Ash) 0.55% > ﬁrﬁ%:}é # ¥ (Dilute
Alcohol Extract) 23.40% > -k 3¢ 3% 3= ( Water Extract) 24.64% -
o o B e £ 3,12 -

e+ 1 F X 4t e+ (Gardeniajasminoides Eills) 2 52% = 3t % 7 >
§7°% m £ (Loss of Drying ) 6.92% » % 4 (Ash) 5.08% - fit %

% 4% & (Acid Insoluble Ash )0.37% > Hrfs b % ( Dilute Alcohol
Extract) 18.88% > -k34 #% # (Water Extract) 23.62% > ¥ 'mi
i%%%'&r%\’ 3.13 °

19



234 REE RS

Roptg, o 11302501

i3 p R i
Item Specifications # ¥
Data
4 7 %254 Umbelliferae 18 4~ % ETTT Angelica sinensis(Oliv.)Diels 2. 57 %
s
12
e R EETRR N T A R
7, 341 e }_%Qyﬁi;“iﬁﬁ?” o £ 15~25
cm AR I TiFERE > FEAR
FHEEAI R 5 BT 1.5~4em
BR FARTOEYZ TR A RkE £
s . I~3cm > E f& 1.5~3cm > TG L 42 3~5 i B LR
LDescri tion,?\ AL o bETm S o PHERIR | o 2 BERR
p Tor > 2P fip a6 d 44T
Fd o AME I AR LR TR
¢ Tpsk oo A FIRI K REEINL BTG ¢
AL TR P S EL ISR
FoME O FRER
i % B £
Loss of Drying Not more than  18.00% 16.51%
% i
Ash Not more than ~ 8.00% 4.37%
[ A O
Acid Insoluble Ash Not more than  2.00% 0.86%
A I I Not less than = 35.00% 58.13%
Dilute Alcohol Extract '
koH B P
Water Extract Not less than 30.00% 57.36%
TL.C. # 9 . "
Thin-Layer Chromatography Positive Positive
Ferulic acid Not less than  0.03% 0.039%
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4 3.5 RiAld Hikskiw2

RLpesl © 10502405
75 B 3 #
Item Specifications % V5
Data
u % # #* Compositae & 47 ¢ # Atractylodes macrocephala 2§z
A A B E
AEEEREN G 5 BRR eSS T
13cm B /& 1.5~7cm -~ 4 & % #6d & 4z
d 0 F FRPIGE R D Bl B Bk A
BT SR TR RE L ] EASE
. | BT LR RARERAR FRET | w8 EAR
’”—D . i $H RIF 0 400 W RURE VS ARR| o 7 B E R
ription =k . - b e
eseriptio e o MRAT) RS BB (P E) o R
Yo A T S RIFR G AH o 5 kRE
FooORE S BF oA ARRE -
¥ % B £
Loss of Drying Not more than 15.00% 14.67%
4 2
Ash Not more than  6.00% 4.26%
i S A
Acid Insoluble Ash Not more than 2.00% 0.60%
i L Not less than 18.00% 0
Dilute Alcohol Extract 28.01%
ko# BK P
Water Extract Not less than  22.00% 39.05%
TL.C. # 4 . N
Positive Positive

Thin-Layer Chromatography
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# 3.6 RiAld HikskIwL

RLpesl o 10702405
3 B 3 i
Item Specifications & ¥
Data
= ] % £ ! Ranunculaceae ¢ 4 ¥ % Paeonia lactriflora Pall. 2 §% % 12
ASERHA, 0 £ 5~8cm> E S I~3cme % &
XMipd age ¢ o kF BT ARE AR B
B oRASMA TR L o TR
fea i FOhATET BTG A ¢ At > AR A m B LAR
Description By TR BE 0 ARG bk RIR oo F e vRHCE A o % BERR
pie -
¥ % B £
Loss of Drying Not more than  13.00% 11.23%
A "
Ash Not more than  7.00% 3.30%
Fe A A A A
Acid Insoluble Ash Not more than . 1.00% 0.40%
i MR 4 &t Not less than  10.00% 25.81%
Dilute Alcohol Extract ’
U
Water Extract Not less than  15.00% 26.27%
TL.C. # % =2 ..
Thin-Layer Chromatography HOSIEVE Positive
Paeoniflorin Not less than  2.0% 2.6542%
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% 3.7 Rl kiR 2

Rt o 10902407
7 P = i
Item Specifications & ¥
Data
Y . %7544 Umbelliferae 1247 % #* Bupleurum Chinese DC 2 j& #
¥ 2¢ Bupleurum scorzonerifolium Willd. 2. 5% %% 12
A4 A 4T, 0 K A & 6~
15cm> /£ 03~0.8cme° "Esh 5 % § &/ T D
THAI~IS B Bk ER - 26 2 ;
B TR YT VRSt R I
Deseription FH A 3 L ATE bea kg, | 07 FERE
AR AR 0 & o F A o rRILTE o
it % OB 2
Loss of Drying Not more than  13.00% 9.62%
Ke A
Ash Not more than - 10.00% 4.53%
B A A A
Acid Insoluble Ash Not more than  3.00% 1.53%
L I
Not less than  8.00% 17.09%
Dilute Alcohol Extract
ST LI I
Water Extract Not less than  8.00% 16.01%
TLC & o=t .
Thin-Layer Chromatography HUSHIve Positive
Saikosponin A & . .
SaikosponinD Not less than 0.8% 4.3377%
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% 3.8 Rt EFHREHFRE

Ry @ 10506-1501

7 p 2 % #* ¥
Item Specifications Data
A R 5 ¥ #4114 § Zingiber officinale Rosc.2. #7# 13 &
R I U e S I Y
I N L‘.L £ = %
H—D .. #* oo Avd ek ERBREPHERS - .11‘2&“&%1—5*&
eseription Fod > @a ikt § 54 k3. | 0O FTE
i % B £
Loss of Drying Not more than  15.00% 10.19%
S ”
Ash Not more than  6.00% 527%
Fad i3 A A
Acid Insoluble Ash Not more than - 1.0% 0.45%
ﬁ_ i # % F Not less than  10.00% 14.66%
Dilute Alcohol Extract ’
SR B
Water Extract Not less than  12.00% 17.38%
TLC. # y 3
Thin-Layer Chromatography Positive Positive
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#3.9 RiEfsFHREBRE

RoEdest © 10308501
I8 p =3 # ¥ ¥
Item Specifications Data
A 5 % & % #! Rubiaceae 8 4~ %+ Gardenia jasminoides Eills 2_ 4 i
*REF
AR R PR FEF A 0 R 2~45cm 0
£ 0.8~2cme (6 iFid fiafd > EF S
~BIERGE c AT EY 0 Vw3
IEa e Rt e kA EA B MAG EHFS G| m PARRE
Description kR 2~3 ERATRIE AT S| O 2 RERE
PR, ARR B 2frd 0 A Rl
JRAERAT o B ARE FRAKLIES S o
F Moo rRpEEE D o
i ® R f
Loss of Drying Not more than  13.00% 6.92%
e A
Ash Not more than  8.00% 5.08%
B i A A
Not more than =~ 3.00% 0.37%
Acid Insoluble Ash
L A
Not less than  12.00% 18.88%
Dilute Alcohol Extract
kR Kk P
Water Extract Not less than 15.00% 23.62%
T.L.C. & 4|
Thin-Layer Chromatography Positive Positive
Geniposide Not less than  3.0% 5.795%
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%310 RAE F %At

Ry @ 11001502

I p 2 % ¥ ¥
Item Specifications Data
B % % 3“4+ Polyporaceae E {7 # Poria cocos(Schw.) Wolf 2_ 5
P B e
AR AN E 2 AH S s & 3~4cem> o |
(e o * EXTmm:é d ~kid &ffrd o Tiflm " 1«;@;&1@}
Description T R T R S S
i % B £
Loss of Drying Not more than 21.00 % 17.67%
S s
Ash Not more than ~ 3.00% 0.21%
e A A M A
i Not more than  2.00% 0.06%
Acid Insoluble Ash
T SRR
Not less than  1.00% 1.69%
Dilute Alcohol Extract
S LI B
Water Extract Not less than  1.00% 1.95%
TL.C. # % .. o
Thin-Layer Chromatography Positiyg Positive
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% 3. 11 R EF#hRRi

Ropldeat o 11604406
bl A H % & ¥
Item Specifications Data
A il % 354148 4 & j= Mentha haplocalyx Briq.2 §z % # + 384
AR E ST 90cm B S 2~8mm; £ &
Bhd &% d o5 8 &FE 2~5em #
'H’_ ;]U: é.)f@’ﬁﬁ',ﬁ,”ﬁﬂ}%,ﬁ?ﬁa%;t%liéﬁ,ﬁ:t‘;‘_o .}ﬁé"}ﬁ_’—ﬁ;
Description FH4 o FHd e Rl Loz aﬁ’x\g@( Blo 3 Baak
WELIE) o F IR BRACTER 0 TR 5 ik
Ghc EHHTHBFAAF A3
& % B =
Loss of Drying Not more than  15.00% 12.19%
£ A
Ash Not more than  18.00% 8.30%
e A A A
Not more than  6.00% 2.60%
Acid Insoluble Ash
o oR R P
Not less than  9.00% 20.23%
Dilute Alcohol Extract
S
Water Extract Not less than  10.00% 23.70%
T.L.C. # 4| . ..
Positive Positive

Thin-Layer Chromatography
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43,12 RALEE L st

Roppegl o 10701406
7% p . # # 73
Item Specifications Data
2 T » £ &4 Ranunculaceae {£ 4~ 3+ Paconia suffruticosa
‘ Andr.Z_§7'E 13 &
MR R E R FORE S G SR D
M > o Ed vt tbdm, @7 - > il
¥ & 5~25cm> F/E05~14cm> £ 5 2
~A4mm o ‘b E & RS A F AR ;BT v r m 1
. sh kA E L B d ANk g | f"pi—ﬁ-"hg’
‘ri ):Pt P‘» Z:t\ ™ /~‘}§ N R 7{"1 [ E /4\\_1‘7’1\' ’

Description VAR SIS AR o) ARSI SRR 4 A i 1
Lo . [P = O LT 4
= W /k’ﬁ\‘% 2 E‘Vf}’? 4 > i 28 ;%;'m—\'mm‘ﬂ'ﬂ
R S T R R T R
F% o dr¥ro T i Ao 36k
$ 3 PRAE RER R G RER -

i % B £
Loss of Drying Not more than  13.00% 12.27%
% i
Ash Not more than  5.00% 3.50%
[ e
Acid Insoluble Ash Not more than  1.00% 0.55%
i L Not less than  23.00% 23.40%
Dilute Alcohol Extract '
kR &P
Water Extract Not less than 20.00% 24.64%
TLC. # % . »
Thin-Layer Chromatography Positive Positive
Paeonol Not less than  1.0% 2.2010%
Paeoniflorin Not less than  0.5% 1.1110%
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% 3.13 RH Xkt

Raddgl o 10503502
i p = 7 i ¥
Item Specifications Data
. - % 2 #4544 & Glycyrrhiza glabra L.&% # # | Jf %] fé 48
P FTR RE
AR BEHE I~3cme A4
RERRIRS &Aoo j ST
(GRS > I8 HIRAR S ot
e A N L I L A M G IO\ I}:‘L\i‘ﬁf}‘;‘
e F B ERERREZ e XS4 B e Te
Description 22 Fa AR R K o ¢ s kg Y B b
I R FERA b A UG bR o dr il 5 |D (R 8
de gk o Lpiem R 0 vRH o
i % oF £
Loss of Drying Not more than  12.00% 10.42%
A A
Ash Not more than  10.00% 591%
RREE
Acid Insoluble Ash Not more than  2.500% 0.41%
il L Not less than  22.00% 25.74%
Dilute Alcohol Extract '
koH#H K P
Water Extract Not less than 20.00% 21.29%
TL.C. # 4 i .
Thin-Layer Chromatography BONItVE Positive
Glycyrrhizic acid 2-6% 5.9903%
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(FOFHL B AILE 53t 445 4

ARz TR & CRF (case report files) # 5 12 SAS %3‘ 1 3K
TR A A7 T > B F S0 F F PF  double check FoTh i & 3
Pit%%ﬁ%%ﬁm?whﬂ’é Rl KRR %**
> # ¥ (Chi-square test)e* ¥ 2 4% 7z #& ¥ (Fisher's exact test) > % & %
s Y PE R ttest) © %&ﬁ%c&ﬁﬂﬁxﬂﬁﬂmf
WHOQOL-BREF ( Taiwan version) #* * t-test #¢ paired t-test =
% e e

(=) Tl t 7 2F 2 e 2
1. - 7% 2F
(133 £ 3EE & B s o

()37 #i e i 2 (RE 2 > 2L F 2187 3
AR ) iv‘zsﬁzﬁﬁ;@a,\,o

43

B

2. BReE P 2R R

()37 L EE LR iy 2 ek

;‘giﬁg ’jfﬁfﬁa;&?] ELI\’F)'%:‘I\;O

21 W -
“éﬁ lbw%
R K
Lk BBk
RERA(ZERTRBL - FTHAKE)
¥ R
Feie ¥ #4k B

L“\\L\h
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N S RS L
(% Rome II : The Functional Gastrointestinal Disorders)
|
AR Fﬁ L
L o
Rk R AR
BARFEE A
2RETFE AR

R HEB CERRMNAESRLEE(RIRESE  F AL - )

$oxrp (e
2E Wb
SRR A
Ror ¥t
iRk R % e

4R w N
ER e el

A
Fite ¥ A4
i R s
A E 3 A
2R R AR
R UF
£33
'

Sz (¥L-i)
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Bl 3.1 #Z&a7n 2R
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AFE T GE 2006 = 1 % 3 2009 & 3 0 X &iE 67 Ti,%"%f » R

ERr BB LS FREF 28 RHEBET 26
o 2FREF TIDER L 42,1493 0 9 Lt KL 7229 1 27.8
% > TR E S 65.6412.4 &7 > A 2 EaL S § Al K s
FHE-VFEPRpEEIMELEIZR T ZAATET BN F D
AR (R % 41)-

2N

341 AAFR - V0

All A(F Bk 2) B(# R ) _
P&
N Mean(SD)/ % N Mean(SD)/ % N Mean(SD)/ %
# ¥ 54 42.1(9.3) 28  41.1 (9.6) 26 43.2(9.1) 0.4075'
125
- 15  (27.8%) 7 (13.0%) 8 (27.8%) 0.7638°
3 39 (72.2%) 21 (38.9%) 18 (33.3%)
T AR
B-] 1 (1.9%) 0 (0.0%) 1 (1.9%) 0.5846°
w ¢ 4 (7.4%) 1 (1.9%) 3 (5.6%)
% ¢ 19 (352%) 9 (16.7%) 10 (352%)
~ 7 18  (33.3%) 10 (18.5%) 8 (14.8%)
R AT 7 (13.0%) 4 (7.4%) 3 (13.0%)
B 5 (9.3%) 4 (7.4%) 1 (1.9%)
Fite ¥ 4
a4 29 (53.7%) 18  (64.3%) 11 (42.3%) 0.1717°
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% 4.1

A A ?Ff}(i -Vo (&)

71 25 (46.3%) 10 (35.7%) 15 (57.7%)
]
e 47 (87.0%) 25 (89.3%) 22 (84.6%) 0.6994°
70 7 (13.0%) 3 (10.7%) 4 (154%)
SGOT 53 25.3(8.5) 28 25.1(9.1) 25 25.5(8.0) 0.8739"
SGPT 53 28.9(15.2) 28 29.0 (16.6) 25 28.7(13.7) 0.9472"
BUN 53 11.4(3.1) 28 111(2.5) 25 11.8(3.7) 0.4855"
Cr 53 0.9(0.2) 28 0.9(0.2) 25 0.9(0.2) 0.9560"
W 54 65.6(12.4) 28 66.8 (13.5) 26 64.4(1L.1) 0.4882"
t: T-test, A group compares B group. c:chi-square test
REr G5 - ZvLEn o A%iet 25 mHBET 20
POREAFBZ AP BTG HRET 23 B EG
24> BErFRLFAVYL TR HRET IS EHRBE
”ﬁ 18 = o
36w Bz hn Ak w18 A ko diagk o g
(drop outrate) % 33% - P ARF 1847 F2%kies 10 ¢t R

A

8%
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Randomized Patient (N = 54)

Placebo group (N = 26)

Intervension group (N =28 )

Day 28 (N = 20)

Completed 8- week
treatment (N = 24)

Withdraw (N = 8)

Completed 12- week
follow-up (N = 18)

Day 28 (N = 25)

Completed 8- week
treatment (N = 23)

Withdraw (N = 10)

Completed 12- week
follow-up (N = 18)

Bl 4.1 9 2% & & B (Trial profile)
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(adverse event) (L £ 4.2) » &

Cogskiet 1 AHBET 44 RE 54
B RHE 34 Aok ] AHBED A HEL 34
‘B 6

% 4.2 adverse event

i RSB A
EEOR 1 2
i B R 2 1
P73 3 1
%o 4 2
T i 5 5
R A 6 1
P 7 1
a7 & 8 1
C B ek 9 1
AR A R 10 1
RS IR 11 1
LR 12 1
s 13 1
IR 14 3
A 15 3
L 16 !
< RE 17 1
el 18 1
i 19 4
& F 20 1
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% 4.2 adverse event (&)

L Bk 21
I ER I T 22
+ AR B 23
ek iy 24
2% 25
L% 26
Lt B R 21
A 5% 28
A o 29
Y 30
3 R i
B 32
% B 33
3 A A 34
Ay 39
R ¥
.- 37
5 38
] 39
i A 40
GOT + = 41
GPT + = 42
T s 13
IS £ 44
Bk 45
5 46
FHE a7
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L 48 1
= YR} &FPR 49 1

Jui

FHEF TP G ARFIRPBTALTEEFER . A0
PR G FREfeHBRELG - ALME S R AFNA B
&

B peemE R

~# 3 11 GSRS-IBS ~ IBS-QOL ~ WHOQOL-BREF( Taiwan Version)
Ri®=fo F SR EL 8 YRR DR A E R I RS R
BoERER o L S & e ¥ i GSRS-IBS 2 IBS—QOL /a\ﬁi:?'l”ﬁ
P AR E NP B0 00FERFLE SR N E BEe ¥ (%
+ - %)% # GSRS-IBS 2 IBS-QOL 4 #7™ 3 P %E ek IEEE St
oLl RIHREHBES B ir A E N LR A
WHOQOL-BREF( Taiwan version)i #& PP dgec L (A £ 4.3 % %
4.4) -
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4.3 A:F%e, Br#Re  ptd & VIfoV2 , V38 V4 E(a,b) E- PFERA fvB e
3t (c)

Variable Groups V1(weekO0) V2(week4) V3(week8) V4(week12)

N Mean(SD) N Mean(SD) N  Mean(SD) N  Mean(SD)

A 28  35.5(14.3) 25 30.9(11.7) 23 28.5(11.7) 18 26.5(11.3)
B 26 33.7(11.1) 20 30.2(12.1) 24 30.5(14.8) 18 29.8(14.2)
GSRS-IBS a:0.0442 1b:0.2212 ¢:0.8384
P-value' a:0.0116 b:0.2570 ¢:0.6147
7777777777777777777777777777 ¢:0.5991 a:0.0186 1b:0.1572 c¢:0.4411
A 28  77.1(22.5) 25 68.7(19.6) 23 67.924.0) 18 63.6(21.0)
B 25 77.020.4) 20 69.5(16.8) 24 66.2(19.7) 17 68.521.1)
IBS-QOL a:0.0045 a:0.0029 a:0.0242
P-value' b:0.0601 b:0.0213 b:0.1221
____________________________ c:0.9932 c: 0.8846 c:0.7828 c:0.4901
A 28 12.7(22) 25 12.92.1) 23 13424 18 134(2.7)
B 25 124(1.7) 20 129(1.3) 24 129(1.7) 18 13.1(1.9)
WHOQOL
a:0.5365 a:0.0463 a:0.1116
phy
P-value' b:0.1216 b:0.1482 b:0.1167
____________________________ c:0.5185 c: 0.8815 c:0.3386 c:0.6864
A 28 12.5(2.0) 25 1242.3) 23 127@.7) 18 12.6(2.9)
B 25 1232.00 20 126 (2.1) 24 12.6(1.9) 18 12.6(1.8)
WHOQOL
a:0.6505 a:0.7499 a:0.4827
psy
P-value' b:0.8639 b:0.4407 b:0.8449
¢:0.7429 c: 0.7305 ¢:0.9329 ¢:0.9637
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%43 A 95%EBIHRE PR EVIo V2, V3 & V4E@Rb) ) EF- FEArBE

30 (o) (8)
A 28 13.3(24) 25 13.024) 23 133(2.5) 18 13.1(2.6)
B 25 13.0(23) 20 129(2.0) 24 13.7(1.8) 18 13.0(1.9)
WHOQOL
soc_t
a:0.2652 a:0.7099 a:0.0648
P-value' b:0.4703 b:0.0674 b:0.2352
7777777777777777777777777777 c:0.7034 c: 0.7796 c:0.5703 c:0.9428
A 28 13.1(2.0) 25 13.2(2.3) 23 133(@2.5) 18 13229
B 25 13.1(1.8) 20 1351.7) 24 139(1.4) 18 133(19)
WHOQOL
a:0.6713 a:0.6125 a:0.4675
env_t
P-value' b:0.1795 b:0.0021 b:0.7557
¢:0.9893 c:0.6917 ¢:0.3649 ¢:0.9763

t: paired t-test, for a: A group P-value. b: B group P-value. t-test for c: Compare A and

B groups.
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% 4.4 Compare A and B groups in Difference (V2(diff)=V1-V2-V3(diff)=V1-V3 -V4(diff)=V1-V4)

Variable Groups V2(diff) V3(diff) V4(diff)

N Mean(SD) N Mean(SD) N  Mean(SD)

A 25 5.6(13.2) 23 8.2(14.2) 18 9.9(16.1)
GSRS-IBS B 20 3.8(13.3) 24 29(12.3) 18 4.7 (13.5)
,,,,,,,,,,,,,,,,,,,,,,,,,, P-value' 0.6432 0.1815 0.3051
A 25 8.8(14.1) 23 9.8(14.0) 18 10.2(17.6)
IBS-QOL B 20 6.6 (14.8) 23 8.4(16.3) 17 6.5(16.3)
,,,,,,,,,,,,,,,,,,,,,,,,,, P-value' 0.6062 0.7658 0.5157
A 25 -0.2(1.6) 23 -0.8(1.9) 18 -0.9(.2)
WHOQOL
B 20 -0.5(1.3) 28 -0.5 ') 18 -0.6(1.5)
phy
77777777777777777777777777 P-value' 0.5411 0.5705 0.6461
A 25 0.1(1.5) 23 =0.1(1.3) 18 0.2(1.3)
WHOQOL
B 20 -0.1(1.7) 23 -03(1.9) 18  0.1(1.6)
psy
__________________________ P-value' 0.6741 0.6365 0.7618
A 25 0.4(1.6) 23 0.1(1.7) 18 0.8(1.8)
WHOQOL
B 20 0.3(1.5) 23 -0.8(2.1) 18 0.5(1.7)
soc t
__________________________ P-value' 0.8143 0.0899 0.5731
A 25 -0.1(1.0) 23 4 BT, 1) 18 02(1.3)
WHOQOL
B 20 -04(1.1) 23 -0.8(L.1) 18 -0.1(1.3)
env_t
P-value' 0.4162 0.0439 0.4630

t: T-test, A group compares B group.
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Gastrointestinal Symptom Rating Scale-IBS
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Pain syndrome(*£% ): Q 1 and 2

Bloating syndrome( *Z%&): Q 3, 4, and 11
Diarrhoea syndrome(*£/5): Q 5,6, 7, and 8
Satiety( % 42 ): Q9 and 10
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WHOQOL-REF(Taiwan version)
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Efficacy and Safety of Chia-Wei-Hsiao Yao-San in Irritable Bowel
Syndrome:
a Randomized Placebo-Controlled Trial
LIN,KO-HUANG
China Medical University

ABSTRACT

Background :

[rritable bowel syndrome (IBS) is a chronic continuous or remittent
gastrointestinal illness characterized by frequent unexplained symptoms that
include abdominal pain, bloating and bowel disturbance. There are no
organic or structural lesion can be detected (using currently available
diagnostic modalities) as present . It was stated by colonic motility and
sensory nerve disharmony. The reported prevalence of patients in general
population with symptoms consistent with IBS ranges from 10-20 %.
Approximately 80 % of General physicians had no knowledge of diagnosing
criteria . So the prevalence may be underestimating. More than 40 % of IBS
patients suffer symptoms so frequent and severe that they have to take time
off from work, curtail their social life, cancel appointments, stop traveling
and even stay confined to their house for fear of embarrassment. So IBS
should not be neglect. As present no single available treatment is reliable and
effective for IBS . Therefore medical shopping occurred at this population.
Traditional Chinese medicine was reported to treat IBS in studies previously.

But the study design was criticized.
Mehtods :

we created the study which is a prospective, randomized and double blinded
placebo-controlled trial. Patients who fulfilled Rome II criteria without
organic or structural abnormality after series examination were enrolled and
were randomized to two groups (active treatment and control group).The
active treatment group was prescribed GWESEO1 9 grams per day. The
control group was prescribed GWESEO1 0.9 gram per day. We evaluated the
efficacy and safety at week 4, week 8 and week 12 by using Gastrointestinal
System Rating Scale-IBS(GSRS-IBS), global improvement score
(WHOQOL-BREF, Taiwan version), Irritable Bowel Syndrome Quality of
Life (IBS-QOL ), hepatic and renal function by laboratory test. The results
of the study were analyzed using the t- test.

Results :

There were 67 patients were screened totally . 54 patients which fulfilled the
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criteria of the study were recruited. 28 patients were randomized to active
treatment group and 26 to control group. 18 patients in active treatment
group and 18 patients in control group completed the study. Comparing
GSRS-IBS and IBS-QOL’ scores of V1(weekO)with V2(week4) ~ V3(weekS)
and V4(week12) in active treatment group , there is significant difference.

(P<0.05) But there is no significant difference between active
treatment group and control group .

Conclusion:

The improvement of GSRS-IBS and IBS-QOL scores in active treatment
group is significant. The data revealed that improvement of active
treatment group is more obvious than control group. Due to insufficient in
case number, there is no significant difference between active treatment
group and control group . For this reason, these researches need to get more
case number and can be truly determined the efficacy of this formulation.

Key words : Irritable Bowel Syndrome;  double blinded placebo-controlled
trial, Traditional Chinese medicine
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