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ABSTRACT Objective To evaluate the clinical efficacy and safety of Huzhen Qingfeng Capsule
(HZQFC) in the treatment of acute gouty arthritis patients with damp-heat accumulation syndrome ( DHAS ) .
Methods A randomized, double-blind, placebo-controlled, multicenter, superiority testing clinical trial was
performed. A total of 480 acute gouty arthritis patients with DHAS were collected from 14 hospitals across China.
They were randomly assigned to the treatment group ( 360 cases ) and the control group ( 120 cases ) using SAS
Software at 3:1 by stratified block randomization. Patients in the treatment group took HZQFC, while those in
the control group took HZQFC simulators. All patients took 4 capsules each time, 3 times a day, for a total of 3
days. The visual analogue scale ( VAS ) of pain, TCM syndrome score, the disappearance rate of each symptom,
erythrocyte sedimentation rate ( ESR ), C-reactive protein ( CRP ), blood routines ( white blood cell count ), and
the incidence of adverse events were observed before and after treatment. Results Of 480 subjects, 438
were included in the full analysis set ( FAS ) for efficacy analysis. There were 325 cases in the treatment group
with 35 cases dropped off (including 2 cases with adverse events, 29 lost to follow-ups, 2 cases violating the
protocols, and 2 cases withdrawn from the trial due to lack of efficacy ) . There were 113 cases in the control
group with 7 cases dropped off (including 2 cases lost to follow-ups and 5 cases violating the protocols ) . The
VAS score and difference of pain in the treatment group on the third day were better than those in the control
group, and the differences were statistically significant (t =7.241, t =6.452, P<0.01) . The total effective rate of
TCM syndrome in the treatment group was 91.4% (297/325 ), better than that [68.1% (77/113) | in the control
group with statistical difference ( y °=7.184, P<0.01) . The TCM syndrome scores and differences of the treatment
group on the third day were better than those of the control group, and the differences were statistically significant
(t=7.126, t =6.417, P<0.01) . In terms of the disappearance rate of 9 individual symptoms, including joint pain,
joint swelling, joint fever, joint skin color, mobility inconvenience, joint tenderness, fever, thirst, restlessness,
the disappearance rate of the treatment group was higher than that of the control group except fever (P<0.01) .
After 3 days of treatment there were no significant differences in ESR, CRP, or WBC count between the two
groups ( P>0.05) . The incidence of adverse events during the treatment was 24.4% ( 87/357 ) in the treatment
group and 24.8% (30/121) in the control group, and the difference was not significant ( y °=0.009, P>0.05) .
Conclusions HZQFC effectively relieved joint pain of acute gouty arthritis patients with DHAS, with shorter
onset time. But its safety was comparable to placebos. So the clinical application was safe.

KEYWORDS Huzhen Qingfeng Capsule; acute gouty arthritis; damp-heat accumulation syndrome;
effectiveness; security

JPRME T % (gouty arthritis, GA) & —Fh B IR ZR AL M () TR IR Rl /L Fir 3500 78 DR T2 L
B RIR £ (monosodium urate, MSU ) TTAFTELAS i EHEARSC L SRR Ak R AL 1A ER R A
M AAH PSR R JunE . HoRAE S W KA PR WA AR LAY S A AR B R



rhE TR R 2 G Jeaks 2023 4F 3 A 43 445 3 1 CJIITWM, March 2023, Vol. 43, No. 3 - 276 -

KRR, PRRIZL, BN AR A R g, %
i e JR IR AL A B B T bR 2 R R 23R
GVAVIE WY/ N T T - S Vi IS AE 2 AN P A R
WL IAZEZS R B, 2R, BT
REPR N B EAE S5 PE VT IKURCRE ) N R A= = 24
WFFETT A SE AT BR 2 W ) rh 25 5N 260 2 2 —,
HUEAL . ARRI | ol MR AUR, HAT PR
PEIERNIR | AN DI, APPSO RZ L B
Bl BWUH | ZREGIPEFAT R R IR RIS, PR IR
PR 2R 25 R AU ST 9 B I RS P R8ORI 4 A, B
R

BREFE

1 EWibRiE

11 THEZHInE % EEXBWR ¥ S
( American College of Rheumatology, ACR) 2 14
GA M KbrifE ™, AR 344 1 &I (1) 56
TR TR R IR RIS (2) FfaE vk s iR
I B UE SR KA B A IR 46 s (3) B LUR
1201 CIEPR. SE8ee . XZRERM) # 6 3i. DatEk
TRENE >1 K @FAERIIAE 1 RNIKF I ; QX
R KN @] WA KL ©F— bk 565 A ok
J K s @B BF — Ak OG5 32 525 DB B 56T 32
B @B AL ; @ PRI MLAE ; QO FRIETT P i
i (X RAUESE ) ; ADTCH R UL B B2 o b (X
UESE ) 5 @5 R K ANER T WA Db 3= A

1.2 EHHESERE BREZUESR (hE
FIES WO T AR ) © G ARTE, B (1) FE
RATPEIR, MK, S &I, ST UK (4 28
(2) WHE: {GESIAE, SR, &, s, B
A, (3) Tk H AL, H e, Pkin g
FhE 4 WE, WIE 2 W&, 2565 KR i2Wr,

2 ARRME (1) 55 GA ZWibsiE Sz
SEUEHEIE S BIBRAE; (2) 2B AE <48h, AR EAE
KT CAFEBOKAEL . 35 5 bt 5 25 B
K% ) &, (3) MAEBRIIT/ 1% ( visual analogue
scale, VAS) >4 /3; (4) 4E#% 18~65 % ;(5) [d
BEIAGRLE, IFAE RS FE

3 HEBRARUME (1) WU, WA TR FLIH I
25(2) RS W Tie 24, W (creatinine,
Cr) > IEF2E R (3) IFIfE 988 = 15 4% AST 1k
ALT 2 245 TEHAE R (4) 97 A H A ™ S5 3
WS THAE . WM RGEER A (5) Wk, &
RN AR 25 4 B A3 3ok B O USRS R A O

(6) IEES I IE 1 A NS I oAbl KL ;
(7) AR L) (8) Kkt 38.5 C ;
(9) PN AN () KIS MEYIIT, 25900 FH & RO
H5 (10) ARIEAIIEE WHIWT, HA A4 Z 22 by
M AR SO, W TAEMRE 2w A8 ATEHEAR
GG R

4 FEAREIEITE AR BT RHER R
J7IE 3 RIIATEIN VAS 2Rl (NRR(E ). HRIE
I RIS EE R, RI7 A (FRuiis KU 4 ) -1y
TF% (3.81+£1.59) 4, XHRA (ZRIF) FH R
(2.35+1.59) 4. {85 VAS W2 AU (E SR B0E
JP4 M 3.8, XFIR4H Ky 2.4, WK 2%,
1.6, ETERMALR, e AUk KiEH 0.05,
g ALE 95%. KA PAT T, #i BRI 2540 - XF
TRZ =31 ML ), Al IMEEAS LR Y T 4L R 72 441,
Xt HAZH g 24 ), [RIHARIE Corzgdifitanes ) 7 et
3 24 T 39310 AR 3 6 21 1140 A %805 1911 %> 300 4311
F/INREA B BR , Hi IR 20% VR RIHE, BATE
TRIT AL REA A 360 1], X AL 120 £,

5 —wek AT 2015 4 6 H—2017 4F
10 JJ 4R35 593 il GA 2, FFLArh E Rl
G ER KN, 14 RIEGESM, REATFEHA
Pt 480 ol b [ rh B Rb A B )2 T R B
A3 . TR T EE e 64 B, T R I BH IE B B
32 i, HEJe i B 25 K E TR AE R B 32 4. Y
ST BRGK2E R BE g 17 1], R BH R K 2F 5 —
JEEERBE 32 6], Bvis AR KR 36 1, HE H E R
P ERE 32 6.~ P EERE 32 . LT
o s 2 KA Ff T 2 e 32 191 . Tl R R 24 R A —
JEEEBE 32 1] . HE R B 24 R AE 5 IR R B 32 141
T T BB 32 4] | By s 25 R 2E B 2 B 32 4.
KR EX AR . e rp it T2, ik
BB K 4, 8 SAS 9.4 # {4} PROC PLAN it 2
HA], EMTRL P4 480 02K BT 2 Ab B
CIRIGZGFIXTHRZY ) BEHLZHE (RIBEDLARIS R ), K
ZARH UL 31 BEHL T ATRIT RN HRA . WA R
P, . B, RE. (KT8 % (body mass
index, BMI) KIAYFRIEIG LA (% 1), 2RE5
T X (P>0.05), AFFE 3k H [ EERA BT %
TR fE P2 51 24t (Ne.2015EC009 ), F1E2)
L VRN e (AL (=S N/ N G S BT X W Sy i & (7N
KL S . CTR20450783 ),

6 IRIT R AR IR E X 7K A R AT E R
FHRUE Bt WL R A by 4% AR B ES2 e J5 Iy



- 277 - FrE PSS A 2Rk 2023 4F 3 H A 43 45 3 1 CJITWM, March 2023, Vol. 43, No. 3

R IHEATOR LR

i H BIT4L (325 ) XREAL (113 4]) Zlx? P (i
P B, 552 301/24 106/7 0.012 0.915
Ry (%, Xzs) 425+11.9 40.3+11.2 -1.686 0.093
55 (cm, X+s) 171.0+8.3 172.1£6.2 1.770 0.077
AT (kg, X+s) 742+12.4 76.7+12.3 1.817 0.070
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TE: RIEUCR A Fisher K4 ; 5%t BRALER, “P<0.01
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