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Abatract: Objective To evaluate the efficacy and safety of Qingke Pingchuan Granules ("% I 0f%) in the treatment of acute
exacerbation of chronic obstructive pulmonary disease (AECOPD) with phlegm-heat obstructing lung syndrome. Methods A total of 60
patients with phlegm-heat obstructing lung syndrome of AECOPD from outpatients and inpatients of Guangdong Hospital of Chinese

Medicine were included. The patients were randomly divided into experimental group and control group by central random distribution
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system, with 30 cases in each group. Based on conventional western medicine treatment, the experimental group was given Qingke
Pingchuan Granules, and the control group was given Qingke Pingchuan Granules placebo. The course of treatment was 14 d. The clinical
effect of the two groups was observed. The changes of cough and sputum assessment questionnaire (CASA-Q), modified medical research
council (mMRC), clinical chronic obstructive pulmonary disease (COPD) questionnaire (CCQ), COPD assessment test (CAT) and white
blood cell (WBC) count before and after treatment were compared between the two groups. Results ~ After treatment, the total effective
rate of cough in the experimental group was 75.00%, which was higher than that of the control group (60.71%). The total effective rate of
sputum in experimental group was 64.29%, which was higher than that in control group (53.57%), but there was no statistical significance
between groups (P > 0.05). The difference of CASA-Q cough symptom score before and after treatment in the experimental group was
significantly higher than that in the control group (P <0.05), and the difference of cough influence, sputum symptom and sputum influence
score in the experimental group was higher than that in the control group, but there was no significant difference between the two groups
(P>0.05). After treatment, the mMRC score of both groups was significantly decreased (P < 0.05), and the mMRC score of experimental
group was significantly lower than that of control group (P < 0.05). After treatment, CCQ and CAT scores in both groups were significantly
lower than before treatment (P < 0.05), and CCQ and CAT scores in experimental groups were lower than those in the control group, but
there was no statistical significance between two groups (P > 0.05). There was no significant difference in WBC count between the two
groups after treatment (P > 0.05). There was no significant difference in the incidence of adverse events between the two groups during
treatment (P > 0.05), and no serious adverse events occurred. Conclusion Conventional western medicine treatment combined with oral
Qingke Pingchuan Granules can alleviate the cough symptoms of AECOPD patients, and can reduce the mMRC score of patients, and
improve the symptoms of dyspnea, with good safety.

Key words: Qingke Pingchuan Granule; acute exacerbation of chronic obstructive pulmonary disease; phlegm-heat obstructing lung

syndrome; randomized controlled trial; CASA-Q score
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limits of normal, IE#{H _FFR] B0 Thae 7o (s
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FE R MRS R A, R S T % T
RURLZGLEAN L TR AR, AN AL R 5E T
ARALL, BT 7T IEAOT AR AT Casd B, SR
N 14 d.

EIHHZRE: BRI Pa G YT 75
&, AT A R R TR AT i BOR )
2y PRI TP R T
1.7 MEIERR
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I SPSS25.0 fRAG T AR AT E R b B, 1
BOAFE TR x+s 2R, 1] FLRCR F O
Kt K5, HAHECRAEAEA ¢ 550 WA
Atk E TR LR AL ZO Y 73 Az 1A] R [M (P25, P75)]
Fon, HMILBCR MR ESER R, AN
BOR BN FEARIESHOG S BT R E R, A
B LR F 2 R e (BRI 22320); P<<0.05 %
FH GRS F B R R bR R R R AR
RILIME 45547 (last observation carried forward,
LOCPE) #HATACEE, g Fegk. Fai iR e R &
UREMR, RS ZEAATs BTG R RRIR A, it
ATIEH M7
2 R
21 &GS

AR FALIAN 60 G FTmE] . HritieA 30
i, BBk 2 6, Bidk 3 B, 28 Bk N4 (full
analysis set, FAS), ZIFRIsGEIHA 1 FIFEHLE AR
21, Rt 29 Bk N2 a5 i (safety set,
SS); XFHRZH 30 5, HIBk 2 B, Bivk 3 B, 28 Bk
N FAS £, 30 filHE N SS . SRR AHE: )7
W R BGRB8 1 B, SO SE kB 2 i,

5% B 1.
22 WHBEELZERIER

RIGH B FHER (67291737 %, 11y
R ETEE (21.15+3.09) kg/m?, 28 30 F i,
AR ALy 5.33 4E, 14 B H BT, 14 6 2
M XTI FE PR (69.5416.16) %, P
I EFEEL (20.36+3.30) kg/m?, 27 B BE, 14
L, WEEHAIECN 5.96 4, 4 BIMNATIE, 8 i
HATWRHE, 16 1T, PG — Rkl bz
FREGEE L (P>0.05), BEAAEE.
2.3 tH CASA-Q iT4 L

WK 1 PR, \ITRIANAYT a4 B3 CASA-
Q VA IRZIRIER VP 3 R PE Sy RRTREAR VT
Iy R L, ERTEGER Y (P>
0.05). ¥6IT )5, P EMCRERPESr . PR
PEAr IRV A IR MR P43 5 16 9T T AL
B ET R, ERRAY0EE L (P<0.05).

Wk 2 Frw, R4 BRI R G CASA-Q 1)
R IP 2 ZE E T XA, ZERERIFE X
(P<<0.05); WRIGLLIEYT AT HIRZ I EEIA | RZ AR
FRZ IR 5 W P oy ZEAE 3 i TR IR, (HZE R i gt
5 (P>0.05).

F1 WL CASA-Q TN LLE (X +£5)
Table 1 Comparison on CASA-Q scores between two groups (X £ s)

5 n/fl B} /i) N IRCE IR VT 43 LA e AL REHER VT 45 W IR S V53

pagit 28 YBITHT 50.60+£21.63 71.43+18.04 47.62420.52 75.60+£12.87
RIT)E 59.82+18.85% 77.90£15.73% 60.42+£17.07* 79.32+£13.68*

[ 28 YRITHT 40.48+18.80 71.88+£14.73 42.26+13.97 72.17£15.55
RIT)E 62.20+20.09* 81.59+£12.04* 58.04£17.93% 78.72+£11.64"

HRAHITHTHE: *P<0.05

#P < 0.05 vs same group before treatment

F2 PH CASA-QiFHEEILR [X+s, M (Ps~Prs)
Table 2 Comparison on CASA-Q score difference between two groups [ X £ s, M (P2s—P7s)]

205 n/#l W ICRE R 21 WMEIAZE PR WA S 22 {H
X 28 9.23+20.46 6.47+12.06 12.80+15.46 4.17 (0.00, 8.33)
W 28 21.73+2393" 9.71+14.93 15.77+16.72 6.25 (-3.13, 18.75)

x4 "P<<0.05

*P < 0.05 vs control group

230 CURMIARE WSR3 Fn, MR RO
R CEIEMRIBIA - H ATBAEAT SRR, T4
BRIt fE UM EE AT, I T AT
WEICAEIR 70 I 7 o WRAEIRPE 7. %

REWVEor R, Z RG-S E L (P>0.05);
BITIG, RIS A S R R IR PE 9 e TR R, 22
SH G L (P<0.05); T 9 4 P s 25 o
WRIER VP2« WP LU, 2 R guit 2
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BX (P>0.05). H5iBy7arsLl, WieH B 6T
JERZ R VE 7 IR PR Ay« REREERVE A
ETrE, ERAGUTERE N (P<0.05), WM
W aFE, HESLEGHEE L (P>0.05); Xf
MR B E BT E PRV RE TR, ERE SR
THER L (P<0.05), WEMEERVES W% T

I3 MR VE o e, HZER LRI ERE L (P>
0.05).

WK 4 fror, R B E IR TT RS MO R
WoaEMs THRA, ZERE8%i¥a L (P<
0.05); FXBKFANA \ REERE IR AL IR 52 VT 53 2 B
R TR, (HERTLSHEE L (P>0.05),

#*3 WECHIEARE CASA-Q TN LLE (Xt5)

Table 3 Comparison on CASA-Q scores of ex-smokers between two groups (X £5)

415 n/ i i 17 LA ISTRN W I S ZHIE IR L33l

ot 1 14 YRIT R 50.52+21.62 70.90+17.74 46.35+20.85 73.44+13.43
BIT R 56.25+14.75 75.00+15.85 57.29+14.87* 77.08+14.11

R 16 BITHT 42.86+20.37 69.64+13.84 37.50+8.49 70.83+12.45
BIT R 67.86+10.77* 82.8119.63" 51.79+17.35* 75.60+£10.70

HRMEBITRTHE: #P<0.05; SXIRAIRITEHE: "P<0.05

#P < 0.05 vs same group before treatment; P < 0.05 vs control group after treatment

x4 FHECHFEANEE CASA-Q IFNEMEILE [Xts, M (Pas~Prs)]

Table 4 Comparison on CASA-Q score difference of ex-smokers between two groups [ X £ s, M (P2s—P7s)]

25 n/#i I IRORE R 22 H 1% DR S ) 22 IZBERER 22 1A W2 R 22 1A
Xt 16 5.72+16.02 4.10+11.73 10.94+16.31 2.08 (-3.13,7.29)
s 14 25.00+20.67" 13.17+15.37 14.29+16.48 6.25 (-4.17, 12.50)

SR LR "P<<0.05
“P < 0.05 vs control group

232 RBBEARE WK S R, TR EE
NEER, 1897 ATFEYT 5 P L RZ O IR VP4 Il
SMAPESr . POREIRTE T RS E o bh g, 2
BTG FER L (P>0.05). 5B ATHE,
U020 B VAT I IR VP2 R BORE ARV o B 2
T, ZRAGIHER N (P<0.05), WU
I3 IR VE o T, HER TSI EE L (P>
0.05); X REZH S IRYT SRR VT 7+ PR 1]
Por ZHIEIRVE S REA S, ERAGIHFEE X
(P<<0.05), MIRFZMAVEor T, (HZER LS =
X (P>0.05),

W 6 Fin, PHZIZHCEIR . REOE I . %k
PR ARINZ I MV V6 T T 1 G ZAE e, 2 380
Fit2EE L (P>0.05),

2.4 MLAIRRITHELE

PRI LS A RN 75.00%, w15 HREAL Y
60.71%, {HZ% R gttt 2= X (P>0.05). 302 %
PRI MR 64.29%, =T ATHEALN) 53.57%, 1H
ERTG R (P>0.05) . WE 7. 8.

2.5 ¢ mMRC iE45 ELiE

Wk 9 R, RITRIHAR mMRC VE0A S

THEER (P<0.05), LAY, FH 250

£R5 FEKRMIEAEE CASA-Q iENELE (X+5)

Table 5 Comparison on CASA-Q scores of non-smokers between two groups ( X + s)

215 n/ 4l R[] AU SN Nk RZ I W AR W% R

pagicy 8 EpRgill] 44.79+19.89 76.17+20.93 55.21+22.69 79.69+14.16
BTG 65.63+23.33" 83.59+17.34* 72.92+15.91* 83.33+13.91

A 14 YBITHT 38.10+£17.52 74.11+15.77 47.02+16.86 73.51+18.53
BTG 56.55+25.57 *# 80.36+14.32 64.29+16.80 * 81.85+12.08

HRMHEITRTH: #P<0.05

#P < 0.05 vs same group before treatment
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R6 KRMMEARFLE CASA-Q IS EELLEE [X+s, M (P2s~Prs)|

Table 6 Comparison on CASA-Q score difference of non-smokers between two groups [ X £ s, M (P2s—P7s)]

285 n/ % DR IR 22 1 I DR S 22 1 IZHEEIR 7 4 I R 221
X HE 8 20.83+14.77 7424471 17.71+16.93 4.17 (1.04, 8.33)
% 14 18.45+27.19 6.25+14.19 17.26+17.44 4.17 (-2.08, 22.92)

F 7 FRERZBRITLR
Table 7 Comparison on cough efficacy between two groups

M whl BB BB BB BRI %
X R 28 10 7 11 60.71
R 28 11 10 7 75.00

8 MHERREMEILR
Table 8 Comparison on sputum efficacy between two

groups

iR wl  BRE BRI BB BB R %
ot R 28 7 8 13
R 28 10 8 10

53.57
64.29

%9 M mMRC TSR M (Ps~Prs)|
Table 9 Comparison on mMRC scores between two groups
M (P25—P7s)]

25 /1 151 mMRC iP5

X HEE 28 RITHT 2 (2,3
25 BRI 2 (1,2) *

A 28 YRITHT 2. (2,20
25 BRI R 1(0,2) *

SIRMIRTT AT *P<0.05; 5% REAL RIS (] s HLAC: “P<<0.05;
#P < 0.05 vs same group before treatment; "P < 0.05 vs control group

at same time point

R E YT 7 AHEIT G mMRC R4 sz, 25 53
BN, 1GITHT mMRC VP42 R AHEYT J§ mMRC
PRSI BRI (F=16.625, P=0.000), %= 55Tk
L2 26.1%, (HIAIEIT 77 B2 70 RI7 E
mMRC o [FIFEE e, RA S EE X (F=
6.226, P=0.016), ANFEGITTT AXEITFE mMRC
P B2 STtk LB 11.7%. 1697 eG4l B
) mMRC PPOME T BRAL, ZH0A 2 5% B 4iit-2
B (P<0.05). 5¥yTartHte, WHBREIRITE
mMRC PP K, ZRERIFFE L (P<0.05).
W% 10 iR, 4L mMRC Y20 1697 G 218 ELR,
ZERTGHEE L (P>0.05).

%10 4 mMRC IFHEELR [M (Ps~Prs)]
Table 10 Comparison on mMRC score difference between
two groups [M (P2s—P7s)]

H A n/f mMRC 14> Z1{E
pagits 25 -1(-1,0)
s 25 -1(-2,0)

2.6 MLH CAT 4 bLE

WL 11 Fox, JRIT T4LESS CAT P LA
ERTGHFER N (P>0.05); 16T a6 B
CAT P53 B A A B B IR %, (2R T4
R (P>0.05); 5¥0yTATMHEL, WA BRFEE
T Ja CAT VP4 FRAIG, Z A it L (P<<0.05).
WK 12 o, P4 CAT YF iR Al Ja ZE E A,
ZREFRIEFERE L (P>0.05),
2.7 MtH CCQiES L

WL 13 fiw, I RTALESE CCQ W thAL
EZREGIHFE X (P>0.05); 1697504 B
CCQ VP4 BO M 2HA I S PR i 3, (22 R 4t

F 11 #4H CATiESELE (X+5s)

Table 11 Comparison on CAT scores between two groups
(X+5s)

2 5 n/fl Fik (8] CAT V147

payjt 28 IBIT T 14.89+5.42
25 BT R 11.08+5.04"

5 28 FERRgill] 13.07+4.81
25 UG 9.56+4.83%

SEABITRIE: #P<0.05

#P < 0.05 vs same group before treatment

F 12 HH CAT IEH EELE M (P2s~Prs)]
Table 12 Comparison on CAT score difference between two

groups [M (P25—P7s)]

51 n/il CAT V¥ Z1H
X i 25 -3(-5,-2)
5N 25 -3(-6,0)
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TR (P>0.05); S5¥RITATMHEL, WAEBFE
JTJE CCQ VP FEAIK, A giit 2= L (P<0.05).
Wk 14 Fron, W4 CCQ VForiRyT il fE ZE HER,
ZEFIG R L (P>0.05),

& 13 #LH CCQIER L (Xx5s)
Table 13 Comparison on CCQ scores between two groups
(X£5s)

4151 n/f5l Nk CCQ ¥4

SR 28 YRITHT 2.9840.51
25 wITE 2.58+0.78"

e 28 YRITHT 2.8010.58
25 BT R 2.29+0.94*

HRARITRTELE: *P<0.05
#P < 0.05 vs same group before treatment
F 14 FWECCQIENEMLLE M (Ps~Prs)|
Table 14 Comparison on CCQ score difference between two
groups [M (P2s—P7s)]

2H 5 /4 CCQ Wi #1H
xHE 25 —0.40 (-0.60, 0.00)
I 25 -0.40 (-0.65, —0.05)

2.8 WHAMAEITELLE

TERF A RE S, RS2 B E s, o &
H AR S C A 5E B MRS 7Y, 5 i L AR 5
RUE UL 1IT RTRIG A 28 1], WHHBLL 27 1, VAIT
Ja ka6 4H 20 1], AR 16 . HAEITRT G B
FSCILH FIAS 2 (P 1 400 s ARG 2H 20 51, X REZH 15 4.
Wk 15 Fow, 97 RTART G R ALE A ARt
iR, ZRBLFRITFEL (P>0.05). HHR
STAlfE, AN ZESERITFE X (P>0.05).
R 16 o, WA gt Euay7 s ZE L,
ZR LG EE L (P>0.05).
29 TEMITY

WL B AR A R . I K TS ThRE e e s

#z 15 MWERMMITELLEER (X£5)
Table 15 Comparison on white blood cell count between two

groups (X £5)

HAl /il P[]

40 BU(X 10917

pagict 27 YRITHT 7.1242.19
16 aIT G 8.01+2.23
R 28 YRITRT 7.52+2.10
20 YRIT )G 7.48+1.90

%16 WMUABRMRITHEEILE M (Ps~Ps)
Table 16 Comparison on white blood cell count difference

between two groups [M (P2s—P7s)]

51 n/4l H AT B/ (< 109 L)
ot BR 15 -0.23 (-1.45, 0.88)
RIe 20 -0.09 (-1.01, 1.20)

BIR DB S0 . 2, R0 4t IR R s
B 1 s o HEH IR RS 3 45, SR 1 43,
Rz 16, WAYRRETEASARFESE. ARFMF
St 2B RO R AW N T RETC G, A
RFE R AT L RS2 .
3 it

COPD J& T-H R “Miifik” “WigiE” “nZui” %
JulE, AECOPD DAk, #. JAE, InK EE %
IR, RN HANESI B NIR, RIREG, <
WUAH], B, PAEMEIRETE, B A HVEP
EW MR RN HH PR 45 AR AECOPD
RGN TS TOIR, PO IR AT G TE AR
25 DLk AECOPD /3 (IS i Th g A<,
T JRREEFRbR, J7 R TR Al U W AR YT, s
BALIE 257597 AECOPD $24t 1 #HIEEE 24EYE

S B EPR I BR  RA TT I SE A 48 LA
1% -t R IG T AECOPD 8 PVAE AL £ 3, v LAZE
i SR (R WP PRI MEERECER , st £ PR I D e AR 1T <
Feabr; BTk HEEEDOVR ILLE P R A a T B ah o
TEZ-FRRORL, W] LAZEfE AECOPD i3 i RUE
W, deENTEE. Sk & R, PRI
1t 57 3 BH 75 2% Wiy UKL 7E 205 AECOPD £ [ il
UiRe. SRR RAE IR G J7 i A ORI AR, (Hmt
FRAFAE— B, WARRHEEMZER, H
X 58 « IPIR PRI SRR A V% O B S (1 VA
Z H BR AN BIT 88 bR, B Rede B uE4E 200 A PR .

AT LRI, TR BIG YT Fhb b ARG %
S Ok, TR ER 2N CASA-Q MK ICRER EA3 1 2 38
T XTREZH, (HTEREIEIA . PRI R 8 5
PEA> 5 10, 48 25 S EGE i SL WRAE S COPD
BHENF BRI R, AR EENIRRER,
BE X R RO IR S AT 20 0 5 B, 7R Uk
JHNFEA, R0 2H P CRE PR PP 70 1) st 500 HE 2H B
AL YRYT RIS ) mMRC P4
BT, PRANIE ST RN AT Rk R
BTG AR IR . SRR L, 1R R IR
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MM ZE RG2S WALRYT G B4 T4
Fbi 2R TG Tm s
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R BIALH , 1% -5 77 2% T Wiy JORL ) 26 07 AT A %
BURZGHEAT 7T R, R /K ME SR B A 1A S5 ()4
73 QR P oS R 5 R e <
HAEBE NN G 29 7 A TR, X P4
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FUKBINZ I 35 B B LR s A
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PN 1 S JRE SRSE, 0,458 I J 38 48 e . B 4 B
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SO R P A S S el T S o P S AT R A A
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HIRARIER, PR INE R 50T R 224, 5
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