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BAEELE, BE HI20MEEMNLHLFA(WYEF RN, 60 4) st BE(TFRES4,604),
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(ITTR), £ AAEEL 1035 (PPE), PP BT A AAB2H) T BEFAARTFIRAGIH, 5
AR 92.3% vs70.6% % 86.5% vs 62.7% ,P <0.05), fEok-£ & &K hiE, BT EiE& RS DAS28
BOAREMARXFT B, BFABTRAAE - RS, £ABARANA(H)S3120.36 EFFERA
(8.28 £0.45,P<0.05) , AR K B R L E(6.7% )& FAHBA(43.3% ,P<0.05), &it WHHRAT
BAREARBEY R AEDHBASRAEELHAVTRL AL, ARAT RERAKT
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Clinical Study on Active Rheumatoid Arthritis Treated with Simiao Xlaobi Decoction ZHOU Cai-yun, TANG
Jin-yang, FANG Ding-ya, et al Department of Rheumatology and Immunology, Xiyuan Hospital, China Academy of Chi-
nese Medical Sciences, Beijing (100091)

ABSTRACT Objective To observe the clinical efficacy and safety of Simiao Xiaobi Decoction ( SXD) in
treating active rheumatoid arthritis ( RA) of humid pyretic toxic Bi-Znheng (HPTB) syndrome type. Methods One
hundred and twenty RA patients were randomly assigned to 2 groups, 60 in the treatment group receiving SXD,
and 60 in the control group receiving methotrexate, all were treated for 12 weeks. Clinical efficacy in patients was
evaluated, referring to the criteria recommended by European League Against Rheumatoism ( EULAR) , in terms
of effective rate, main symptoms, signs, scoring on symptom/sign by Chinese medicine scale and DAS28,
physical and chemical indices, long-term outcome of patients and the average therapeutic effect initiating time.
Meantime, the adverse reaction was recorded. Results The study was completed in 103 patients, 52 in the trea-
ted group and 51 in the control group. According to a per-protocol analysis, the effective rate was better in the
treatment group than in the control group with marked difference in terms of Chinese and Western medicine re-
spectively (92. 3% vs70.6% and 86.5% vs62. 7%, P <0.05). Superiorities in the treatment group were also
seen in the improvements of main symptoms and signs, symptom/sign scores, DAS28 scores, and long-term
outcome. Moreover, the average therapeutic effect initiating time was shorter (5.31 +0. 36 weeks vs 8.28 =
0. 45 weeks) , while the incidence of adverse reaction was less in the treatment group than in the control group
(6.7% vs43.3%, P <0.05). Conclusion SXD can improve the joint symptoms and general condition of RA
patients of HPTB type with shorter initiating time and less adverse reaction.

KEYWORDS rheumatoid arthritis; active stage; Simiao Xiaobi Decoction; methotrexate; humid pyretic tox-
ic Bi-Zheng
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42 (EULAR)RA s A2 Witn E [ R BIE S E R4
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EAREECHRESR(PAFLIRKARE
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4 PFEMLLTR RAISAS iR RS
PROC PLAN 3 #2iE4] , 4 EFh FH(, 4 B 120 HlEEK
FEVLEFE 16974 60 (A 4, Wi EHA) , MR8
HeoF(BA, PEERA) AEFFMEXLXMARE
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B2 & MERBEMAAR 10 go HZKM 2 WK
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bogi] 60 14 46  49.42£10.16  50.37 £53.81
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%2 WAPEFRHE [H(%)]

AR % BEH S8R

5(8.3) 18(30.0) 28(46.7) 9(15.0) 51(85.0)*23(38.3)*
1(L.7) 8(13.3) 28(46.7) 23(38.3) 37(61.7) 9(15.0)
5(9.6) 18(34.6) 25(48.1) 4(7.7) 48(92.3)"23(44.2)*
1(2.0)  8(15.7) 27(52.9) 15(29.4) 36(70.6) 9(17.6)
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ITT &JF 60
E 60
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3 FMARETFRHLE(EKS) IITRPPLNE
NBITABARERBERRIKFXHRA(P <
0.05),

74 DAS28 M AW EA T BA, X FER
125 RIE B R AR ST 3K F I BB 4L, ITT 4347 5 PP
SWHER—B(E3),

x4 FATRETRULE [($1(%)]

SHTE A% Hilk BR ¥ £ BAER
ITT  ¥/IT 60 19(31.7)° 29(48.3) 12(20.0) 48(80.0)"
SHE 60 4(6.7) 28(46.7) 28(46.7) 32(53.3)

PP JAS7 52 17(32.7)° 28(53.8) 7(13.5) 45(86.5)°
SE 51 4(7.8) 28(54.9) 19(37.3) 32(62.7)

ES5xRALE, "P<0.05

4 WAPEEREETHLE FEREM 181
MBS RITAEAE 14 JUTHMR T RA (KFAM,
KMk XTEM XTEMAF XTRHERE,
0&. il meAH KET/MER . FL.EER,
P<0.05); A4 SN MAMY (XTERL. R
AW KL P>0.05), ITT 447 5 PP i 55 %
—%.

5 MAREREREETRELE(F3,S5) AEU
BHSANWES BITHE 6 UTHR T BA(XY
MEE ETERS RERE NFFYEN B
BVRBIFM,P <0.05); B 2 BUTH S M MAMY
(15 K BATREE R IIBESF 4, P >0.05) , ITT 247

HPPARER—H,
#5 FHAXTHRSLTHREE(H)
R R U
Atk A BT B T 1 m omE xEk RE
ITT #¥IT 60 36 16 8 3 4 3 0 42 18
B 60 38 18 4 46 14 0 0 48 12
PP #IT 52 31 13 8 48 1 3 0 34 18
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6 FABAERLE(KS) WA CRP KK

EMRTFXRA(P<0.05),RF X ESR 3% 5%t A
MY (P>0.05) ITT 247 5 PP 4345 R— B,

T RAZHTRERLE(FG,7) B4
HAQ X QOL W & 4L F X A (P <0.05),ITT 47
S5PPARER—H. PPAHER AFAXKRSH
BB S X BAML(P>0.05),

%3 WATEEBRRS DA P RAREREETHHLE (Fx)

M ot i w TEERBS DASBES  XTHEN  REEMK R #5 BEA VAS @EEM VAS 15 KB

Fk (%) (4) 1) ™) (min) (mm Hg) W4 (em) #H45r (mm) B} (s)

ITT %57 60 JfFAT 21.0425.80 4.75:1.11 4.25+2.05 5.572.33 66.25438.89  50.93:14.01 4.29:1.39 47.22£13.97  20.42:3.89
WITE  7.7844.81* 3.45+1.11° 1.5221.60° 2.78+2.08°  26.25+26.66" 59.97+13.39* 1.75£1.32° 21.28:10.72° 18.83 £2.44"

ZH -13.2616.212 -1.31£0.772 ~2.7321.494 ~2.78 + 1642 -40.00 £28. 22

-9.038.394 2,54 £1.342 -28.93£13.348 -1.58£2.17

B 60 GITRI 19.73£4.74 4.80:1.00 3.90:1.66 527:1.94 60.67 £34.01 48.07:14.10 4.301.19 47.60:12.41 20.9523.73
BITIE 11,43 515" 4.01£1.06° 2.051.66" 3.42£1.84°  33.25£20.60" 53.6713.77° 2.4321.27° 29.95:12.44* 19.69 +3.05"
£ -833:494 -0.79:0.62 -1.8521.18 =-1.85:1.31 =-27.42220.10 -~5.60:4.37 -1.8721.11 ~-17.65:10.80 ~-1.27=1.51

PP ST 52 KITHI 21.46£5.95 4.81:1.13 433212 5.63:2.46 67.50£39.49  50.50£13.73 4.35%1.42 48.17£14.40 20.54 +4.06
WITE  6.81£4.01 3.41:1.11* 1.37£1.56° 2.62:2.04° 22.79:23.40° 60.65£12.84" 1.51:£1.17° 19.13+9.27°  18.75 +2.44*

EMH -14.65+5402 -1.40£0.720 -2.96£1.345 -3.02£1.548 -44,71 £26.855 - 10.1528.452 -2.84 1. 172 ~29.04 £ 11,292 ~1.79£2.26

S 51 STHT 19.70+4.58  4.77:0.96 3.84£1.65 5.20%1.88
BFE 10,344,100 3.85:0.95" 1.76£1.42° 3.04:1.36"
£ -9.3524.51 -0.9320.57 -2.08:1.07 ~2.1621.16

57.84£30.70 48,53 +14.39 4.2821.16 47.57£12.10  20.96 £3.86
27.16 £20.35*  54.86 £13.62° 2.17+1.04° 27.59:10.18* 19.61 +3.20"
-30.69£19.65 -6.33:4.27 -2.1120.99 -19.98:9.60 -1.35:1.47

¥ SARMBIT I LA, P <0.05; X BMA S MK, °P <0.05
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#6 PG4 RF.ESR.CRP & HAQ % QOL % (zzs)

SHFE AR % WA RF(1U/ml) ESR(mm/h) CRP(mg/L) HAQ( %) QOL(4+)
ITT BIT 60 JRITA 77.86£45.69 37.67 £33.32 39. 44 £40. 30 1.18 £0. 60 51.05 +14. 36
WIFIE  78.17 £47.24 27.88 £28.12* 16.21 £19. 83" 0.71 0. 56" 70.95 +17. 06"
£ +0.31133.92 ~9.78 £23.71 -13.23 £33. 142 -0.47 £0.272 +19.90 £10, 592
SR 60 RITRI 75.92:47.21 41.98 £32.03 23.53 £29. 51 1.19 £0. 56 52.06 +11.98"
WIFE  79.10 £53.57 38.38 £33. 50 23.74 £25.73 0.89 0. 53° 63.00 £15.27
£ +3.18£29.55 -3.60 £18.39 +0.21 +24.09 -0.30 £0.21 +10.94 £8.42
PP WIT 52 JRITRT 77.84247.45 39.04 +34. 23 31.04 £42.20 1.20 £0. 61 50.87 +14.29
WRITE  76.19 £48. 66 29. 00 £28. 43° 16.25 £19. 66° 0.65 £0.54" 73.82 £15. 47
M  -1.65233.87 -10.04 +24. 59 -14.79 £33. 642 -0.5410.21% +22.96 £7.62°
MR S1 RITAT 78.49 £48.52 40. 71 £30. 49 22.09 +29. 66 1.18 £0. 56 52.39 £11. 81
BIFE  82.15155.56 36.10 £31.78 22. 66 +25. 84 0.81 £0. 49" 65.26 +14, 54
=l +3.66£32,06 -4.61£19.71 +0. 57 £26. 05 -0.3520.17 +12.87 £7.64
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T SRMBTW LR, P <0.05; 530 B4 &, °P <0.05
RT FHAXKIWITTREE(H)

WITH bebid 1AL LA
an ax I I O I 01 0 mE X%k #B
W@sF 52 25 3 24 26 2 24 1 49 2
XE 51 26 2 23 24 3 24 3 48 0

8 FHEXNNEELE PPAWER,KITAF
By et (] (5. 31 £0. 36) A, B % B4 (8. 28 £ 0. 45)
JA B ERF(P<0.05),

9 Te¥ HEN0HBREMRARLESIT(R
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Bl),3 FIRTRRAX(BIE L B K% 1| 6 J% 1 4),7
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BOTARRRMBAKRSFBIR B, MBAH 27 6
REARRN,EF 16 FIZEEBSHRITHNEEAR
(HREBABS B, BL3 6, 0KE%3 fl,KE?2
B, AmMERE2 B, B 1 B),10 BRI BEA % (JRBE
BRYe3 ], AR 2 B, B R L B, BB 1 B,
ZHIGLRBIHA,EZ18),1 BE58FHEYE
Ko UE27THIH, 22 PIESETHRMBITLIBRPR
BLUEMREREHNEERITFERIPERR
RESBBHAE, , HFEHEER. FARSREH
RERUE  ZRAEHFEHITEBEX(6.7% (4/60) s
43,3% (26/60) ,P <0.05),

15 B 4
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B, EPES. NPHERGITEPERNZRALE
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