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A randomized, double-blind, placebo-controlled and dose-explored multicenter
clinical study of Xiyue Granules in treatment of chronic knee synovitis
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Abstract: Objective To evaluate the efficacy and safety of Xiyue Granules in the treatment of chronic knee synovitis (gi deficiency
and blood stasis syndrome). Methods A randomized, double-blind, placebo-controlled, dose-controlled multicenter clinical trial was
conducted in 240 patients with chronic knee synovitis (qi deficiency and blood stasis syndrome), there were 80 cases each in low dose
group, high dose group and placebo group. The low dose group was po administered with Xiyue Granules and Xiyue Granules
Simulator, 1 bag/time, twice daily. The high dose group was po administered with Xiyue Granules, 2 bags/time, twice daily, and the
placebo group was po administered with Xiyue Granules simulator, 2 bags/time, twice daily, all patients in three groups were treated
for 4 weeks. After treatment, the comprehensive efficacy, therapeutic effect of TCM Syndromes, total VAS score analysis of knee joint
swelling, knee joint pain and knee movement function, and depth of joint effusion in three groups were observed. Results After 4
weeks of treatment, the disappearance rate of joint swelling, the decrease of VVAS score of pain degree and knee joint motor function,
and the decrease of joint effusion (depth) in the high and low dose groups were significantly higher than those in the placebo group (P <
0.05). The comprehensive curative effect and the total effective rate of TCM syndrome in the high and low dose groups were
significantly higher than those in the placebo group (P < 0.05). Conclusion Xiyue Granules can significantly improve the joint
swelling and pain of chronic knee synovitis of gi deficiency and blood stasis type, promote the absorption of effusion, restore joint
motor function, alleviate TCM syndrome, and there is no obvious adverse reaction.

Key words: Xiyue Granules; knee synovitis; VAS; depth of joint effusion; curative effect of TCM syndrome

Wi AER: 2022-06-09
EEmB: reH HE AR %I (1611003105000
TEEEN: BB, 5B, BISFRR, KB, 7R R =K. E-mail: 2225834032@qg.com



« 154 « HIBHEFE LY 2023FE1H

AR b A

Drugs & Clinic \ol. 38 No. 1 January 2023

A D AT A2 AR TV B~ AR S0 PGB 5 6 4%
BN R B = 7RG SRR e AR 2060 T d
LR FHRPZ5EY], HER. Z. A,
SR, AR SEEH. ZESE 1L R, AR
AL BRI BT ThR, TR
TR P BRI . P DhRe 2 BRAIE
R, FEIGIRATHE T, IRBUBTRL 27N R 4F it
K OBUR. PRSI ISR, FERT R R
RN R KRGS . AR, A5
TR URL Y TT 1R M R DG  T  A RIIRR T 28 %24
ML R B AR B, AR BEAE T O 3Rl b, AT
BT TRENL. XE . ZREFIR IR ERE Z O
B2 1R .

1 R ER
1.1 —MRIGRER

R B RABX P EER (HKHR
BT HRAEH R BERE . BRI BE 25 KM E 5
TEERBE TP R 2R M R s R B . B RH A
R — BT RYITT R ERE . MM TS — A
FEREI 12 BAE R 240 FITSPERR ST T I A B
R R R RE S K ERACHZ 725 %
i, KA HE AL S 2018XE073.

1.2 SHRE

1.2.1 BRI ZERE 3% CEBR
) RO G IR b 2 N AR N BRI I A 2R3 BT SR,
WP T e FE B O BERE , PIRRYTEANE, R
KA A, CHTR K, RERRIG Y, BEahE
BT T RBEAS, FIRARIZY, JRIALAR,
oA, HERH PRI AR, M, LFe,
ZAIAR, A B

122 HFEIEEZERE SR IFSESSE CEOiR
) DAL (hEizlis) MG SN RlE. F0E: K
T IR VESIARD UORE: SRR, A=
71, BRI/, /DYURAEE; Sk H R
BOAREE, B EEE LR, R BOZEERE SR .
AR, UE 2 T LA b 256 BRI AT 2T

1.3 PNIRE

A 5 2 I AR RS R AT A [F) =155
G RS WOIEPEROCHTIBIE 4 s X ZRIRRIE ST IR
ATIHERRAR s A R HFUE N SR FIE s 5214 40~65 )&
%, VERIAIR .

1.4 HepRARE
RSP 2 JiG . KR BRE. 45k, A&

ARPLG] RS RIS T IR 58 5 PRI SR P IfL il
BRIERBE TR . AR R, P
FARCHRAT R JE 98 S5 e RS B 5 | S R
KT K S hRelEng; &IFaO. BF. B
W RS S IR B RS H R R, AR
FREFEHFNE (ALT). REARBIEELEE (AST) >
EWAE FFR, WUEF (Cr) >IE¥ME B, 1 ENAE
FAYRIT R TT M I 58 (I 250 887 s A OGS
U A 2 s TN SR R e s UEUR
W LA L SO IR AR E TR ARG 24 CUA R
U 3ok BOR 3 UARJ
1.5 MEmAEnE

B S B ™ FAS A, AR S AR
R IRREGF s IR, B R AR A IR R E
AUk AE BN, RNEMSZ K 2R E K
MPEZE; ZiXF BATIRH .
1.6 HIBRTHESGIERE

ANFFE O NFRUE TR BT A HERR bR 1
HE— T3 s AT S IAPRIETT NN JG R 8 255
BTATM A i2ie 33 BT R 2580 A HE R e
YO IS F 20, Rl A ARG 29 5 e K
(RIZ5490, SN ROt AN a2 4 e IR
2 Rk
2.1 Rt

KB BE  ZRFPPAT R RIEIRER
Lty MRAIEARRES . AT I R BN
LR, IR AR, WIS E . KR
N, ¥ 1011 EeBIaEOwE, 4 80
Bil, Lt 240 B A L A HE LG S 1R 6 24
Yo REANRGE 0 2 FOAH ELAT B2 IR S i 250 o
NIESF BT A E R B B 12 B . IR A G
IZBENLITVE . BEHLAY OIS B 481t 22 Bl A\ 5K
F SAS BAFTETHEML BT A T 5 4 BER
R0, FFE SN R 5. RAMHR
BRI, B L GONSREIS T R ] Can A
. B CH), 52 NS HIN AT Gl
50 1. RIS 2 AR . BELYmAD R BB TH
PN, WRERSH RS, %20,
BT A BT S R Ipa b . SR 2 R E 7
% WIS, BiERANG, HdEdE, BRGE
I TAENGHATE L 4R E (R A 20, B4
A C 4D, ZTHE ARG, Giit st
JEHHTE 2 IEE, WAL 1 4. R 2 A



FEIBEBELIE 2023FE1H PR ET Y3 Drugs & Clinic Vol. 38 No. 1 January 2023 « 155«
JIEEZE IS DIREFAT VAN o
22 #HYY 25.3  HARARKTIET R RROCHT AR AR RE O

s B SR ER 9T R A 9 IE 25\ A R SRR A | AR
FE, RS 4 948, PR 201803015 R AU A
F0F E T B B I IR 2D BR ST A m AR, g 4
g/4%, r7hndlt’s 20180302,

23 RITRHE

I 7 2 R 1 R o SRR % R 15 RVURE 52 4L
A, BRS LS, 2kUd, mi RISk, 2
IR, 2 R, 2R 2H R P R AR A0, 7], 2 4%/
G 2 kid, IR 4 o B R P AMS S IR
Wi 7 25T B 2450 B 7
2.4 JTRUEN T E

CEEITRCHERRIE: 2% (R 2 2 IRHIE 5T
T JEIY o R ST RIT RCH E T ERAGE SRR
M 58 R R U . VR IR R
KATEANIET s Ffe: MIKPAIRIEEE PR, s
BYIRENEE; TR MK RE L S T s B D R
BYTHT S BN E .

BANE= GARGIE-HITREIED Dabis

HERIFEIT R 275 (R 2Rt e 5
JROY i eia, AR I ETE R, BRIT R
BB R BRI T R ZE A . IR PERIEIR
FERE R BIEATE &, AR =95%; B
B I ACRE R B B 28, 70% <<{Ef% AR 4> <95%; A
R HPRIGARIEIRA 745, 30%<TE#EFR 7 <70%;
Tk PERARERLHESEE, EEUnE, iEix
FH4r<30%.

BRER= OfpZEaFIE+ B EE0 a5

B R = IR 5+ 58+ A 380 1
1%

2.5 WERIEIR

251 BROHMIKIERE 255 (hEpH2im Rt 7t
FaF Y AR AR ER, TG MK BT
RS, ARSI, R KA,
FERRBOREEA R, B EANRE; H=E: KA
B, MRS, BirdEiEk. RS H &I SO
JHC A B PRIV 2R AR 00

252 WBRWFREETN 2% WOMAC &%
KA 308, SR AMEARIT 737 (VAS) T
MAFIESL T R IRFRE . BOCTIE 3 DhRe PN
FrifE: 2% WOMAC &R T DIREPHA #8008, %
FRUBERIULE 2392 (VAS) XA L R S35 12 50

ZREEAMIEAT . NART. FZ 2 FiE. HZ4
W&V 1 Ik 289780 HASHREVEN 1 IR,
WERTPIRARE L IRRTIB 3N D Re . ERAEBRT 24
FFEThaEE: NART. 252 FJE. SR G %
Pr1ike RWTBWE: RABOCTEFRLE, iR
WIS PHVEE NHAT. ARG SRAE 1 IR,
RAE. . FR. ZEEM. B mA = SRt H
NHHT. HAERESRE 1R,
26 HitH*E

SMTEAE: SAS9.1.3. wEVE: RMIELS
A H7 2551, R 5 2508, R A Kruskal-
Wallis FRAIAS S . et (BREEHD kl: RA 2K
5. KRR D CMH 555k HHER O
AR PR ZR 2, A 7R RS IR A0 B8R ()
CMH £
3 #£R
31 FBHIBERELZER

FHIRENEK 1. 2015 (FAS) g R
e NART, 3 HEL TR, AR ZE RIS
R FFEHESE (PPS) /i 5 FAS 7br4s
W (RAPPSHF, FED.
32 ZEEITHSH

FAS /i i on: 1697 4 G, @ (KFIE
YRR R 2% AT 3R 4 i o 21, 195 4 i,
CEBTT U 39 9 88.46%+85.53%-68.42%,
CEEITRUSEBCRA RIS, &, IKFIEAHEE
T BRI (P<0.05), WL 2. PPS 73415 FAS
IIHT AR — B
3.3 HEIHETM S

FAS /i R R: WBI7 4 G, & (KFIE
ZH RN 22 B R A ) AR R RS R il 18 17, 1
], v ERAEABST B B 73 7l N 75.64%..72.37%-
42.11%, RERIEGETT S BCR AR BRI, &
R B Em T2 RF4 (P<0.05), HL#% 3.
PPS 734715 FAS st —3.
34 BRERTIMBEKIZE S

FAS i RiEoR: W97 4 G, & KFIE
H R 22 B R ZH %) 05 i U 3 R 293 7l 4 39.74% (31
). 43.42% (33 %) F118.42% (14 f5]), ZH[A]H
WL, m RIS EE S TR (P<
0.05). PPS 43#715 FAS /#4518 — 2.



+ 156« HIBHEFE LY 2023FE1H

AR b A

Drugs & Clinic \ol. 38 No. 1 January 2023

35 BXTERIEE VAS IFo o

FAS 5 B R: 89T 4 FE 00 T %
87.859+65.465. 94.000+64.292, 49.750+55.821;
PRFETTTRREE VAS T4 T B 2E 8] 9 4 Lt
s RFIE A B T B4 (P<0.05), I
% 4. PPS 43T FAS AT 45 18— 3.
3.6 BERXTIIEENINEE VAS iS4

FAS ot IR R 1697 4 FJG, & IRFEA
BRI MRIATIZ BT EE VAS P4 AN
A~ % 256.2954-185.993.298.8034-190.731.157.632
+186.369; RICTTIEBNLIHE VAS VF7 T B 2 1A Y

PLLE, &=, ARSI EE S TRRAHA (P<
0.05), W3 5. PPS 73#T5 FAS 7 #r4it—2.
37 XBERE (—&) ot

FAS 7rir&s Rion: W97 4 G, & (KFIE
2H R 5% T RROIR BE A3 M BN AR T B 11.088 +
16.688. 10.427+20.196, Z/E A4 N AT IS A
o RTRIRIREE N IRE AR P L, & K
BHWEE S TLEMA (P<0.05), W% 6. PPS
M5 FAS b4t —E.
38 ZEMITMER

RIGT R, 3 43k A 23 ] 25 A K 1.

®1 BONBIEERGIER

Table 1 Case situation of each analysis dataset

2H 5 PPS/f5i] FAS/15 T (SS) 1)
wTE 66 78 80
7= 62 76 80
LR 66 76 80
&t 194 230 240
2 BPULHTERENEZEETHS T (FAS BIRES )
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Table 3 Analysis on therapeutic effect of TCM Syndromes adjusted by center stratification (FAS analysis)
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Table 5 Total VAS score analysis of knee movement function (FAS analysis)
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