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A randomized controlled, multi-center clinical study of Kouyanqing Granules in
treatment of infantile herpetic stomatitis (syndrome of yin-deficiency and wind-
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Abstract: objective To evaluate the efficacy and safety of Kouyanqing Granule in the treatment of infantile herpetic stomatitis

(syndrome of yin-deficiency and wind-heat). Methods A randomized, double-blind, placebo-controlled, multicenter clinical trial
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was conducted. This study was completed in 2013-2016 by 7 hospitals. It was planned to include 144 children, who were randomly
divided into the experimental group and the control group according to the ratio of 1:1, and took Kouyanqing Granules and its
placebo for 7 days, respectively. The dosage was 1.5 g/time for children of 1 — 3 years old, 3 g/time for children of 3 — 6 years old,
twice a day. Results A total of 144 cases were included, including 72 cases in the experimental group and 72 cases in the control
group. After 7 days of treatment, the recovery rate of mucosal injury in the experimental group (FAS, the same below) was 83.33%,
and that of the control group was 27.78%. The difference between the two groups was statistically significant (P < 0.05). The
recovery rates of TCM syndromes in the experimental group and the control group were 88.89% and 34.72%, respectively. The
difference was statistically significant (P < 0.05). The pain onset efficiency in the first 24 hours after initial prescription was 43.06%
and 11.11%, respectively. The difference was statistically significant (P < 0.05). During the study, a total of 3 cases of adverse events
were reported, including 1 case in the experimental group (1.39%) and 2 cases in the control group (2.78%). There was no
statistically significant difference in the incidence of adverse events between groups. Conclusion Kouyanqing Granule can repair
the damaged mucosa, relieve the pain symptoms, improve the traditional chinese medicine syndromes in the treatment of children
with herpes stomatitis yin-deficiency and wind-heat syndrome.

Key words: herpetic stomatitis; children; syndrome of yin-deficiency and wind-heat; Kouyanqing Granules; randomized controlled trial

Y92 M 1 2% 2t 2l 2 0 2R 1 (HSV-1) 5] 1.2
S O R R R EY, Z 0T 6 & LLETI L,

SRR
AN JLTEIZE R T8 B2 2 Wi b v 2 [ e

RIRIC R Z=AIME . R R TR AR T
JE& W B 13RS AT 1 A R Bk, DAY s 3 Bt 7 1
IS A REAE , P A R HE B L ARSI bk B 4
J R A B BRI, HFE7T~10 d7' A0 — M
PARHIER T 3, BA bk 84E F 259 Jorb 2
N 2.

148 18 UKL A 2002 4F 7T (1 R B2, B M A
= WA B R 2 BR A R AR, A7 N LR TE
R RA&EAVHE, HGHIRER R
s, FEM TR DR MEEREY . OF kKo
FRHAAR S HTHTERE DB E g T H
2% I i 1 6 B 5 5 B R T 3. (A2
Z AN T P R IR 9T RO AT R D 11 R = 2
HEHE o VR IZ 259097 /N ) LB PE 1 598 (9 XA
ED 1A R S e A, LR I 2 K 2 5 — i
J& = Bt A A A BB 1) T RIS WA TT R T A2 Tl
J& B VRO Il R BT, DA 9 /N LI 2 R CBH
RHGD FEHEA IR IT 7 &

1 iRt
1.1 2%t

7 K B IT WL T 2013 £ —2016 4 [F] i Ui 4 9
i, K BE ML RUE 22 BT 5 B 2 o0 1 i
T, 7 2 XA BENLAL , i B SAS v9.13 Gi it # i
FELE B AL AD , 4% HE 101 B AL 2 A B 4 R X R
KA R T A BRAT R 22 A0 B A 2 B HE (R
FEAAE S : TYLL2013[Y 157 010D, F £ o [ il Rk
5 vE M o0 vE M C¥E M S : ChiCTR-TRC-
13003321).

3= G 0 i 6 B O R QLB S B RRY .
IR B R IR bRE , Z B (P R LBFE ) i
filE™ e F0E S B I . U« R,
WU, F R oR B, KET. &4, 50, ik
B, feanm . B& B O a2 8t , UOIE>2
T, 2 [ k48 40, B AT R 12 HRIE

1.3 ZFREFRESEE

131 AARiE (DS BRSO R Ii2 W
o 3 R RGHRGIE HEIE bR 1 5 ()W 1~6 % 5 (3 I 2
48 h L LA s (O LR KB N AE R &, %
BRERE.

1.3.2  HEBRbrdE (DI E 40 >12x10°/L, 8 P
KL > 75%; (208 &M D e iios K 4 5 5 A =<
e st s A HA M ERLO W VT N
Wh IS R GE MR 5 () LB i R R 56 2
Vi B s (5O LG T & R = 5L i B g (ALT) R &
AR IR (AST) > S A8 IR 1.5 6%, s i
i (CoO B I 228 LR 5 (6L E 1 ik &
HCUE B RS RS R RS

1.3.3 JREIBTEFRAE (D H B U B B ™ B AN
K3, AR e A 0 7 B4 1 E AR s (20350 1 72
o, BB L gk R RS, B8R AR F B B2 AT RO %
A H i (3D 2 O 72 Gk FH 24 A 1 <
80% B >120%) » 5%, F 2l H i 4 24 5 & Fft J5 [R] (1 i
B 1 5 (4) Jo iR ] A i B, BB LAS S = B T
Ak 34T I AR REE , ) 32 A8 R A H IR e R
i R RS s (5) 32 R B A 4 OB e
AN P-4 52 T 25 J ar g 2R 77 25



+ 1794 -

“assaa# Drug Evaluation Research 4355 98] 20209 8

1.3.4  ZIBRmGIFRHE (D™ F i g\ SRR bR
e, RN ;s (DN G KRG 253 (3O H
fl R . B RASRE S . HESZAE SN
T 5E o

14 BHHE

RO H R LS T R MR CE 2 i
720027059, }iH% 3 g/4% , £ P b5 G3A002) 5 X R ZH
95 T IR WU AL R (LA 3 g/4R, AR it S
130701) . 56 FH 24 S HAE AU A3 B M B 2= i
WHEH TR AARA A M. HEHE:1~32 0k
0.548/1,3~6 % FIR 1 48/1%, 2 R/d. WZLYT Ry
NTdo RS, M7 2.

G I ZHE KRR >38.5 °C) , 1T 45 T ff
BV, FVEAIL SR . MR, T4 T 2% Al
Z R, R, BRI R VE 254, IgE B (A
AR b AT AR B TT /N LR 92 M 15 P 254 K
5495 16 97 A R I HAR VR 97, AN g0 Vi FH BT 4k K
G251
1.5 BEHETENERRENEN =
151 FRa e R %, SR e
X B A A CRLAE S ot  BE ) T R Bl
HEAREA L. EESHITERME LK,

P2 =Y A9 K/ A 255 191 B
152 FImERNE MR, € XA EH 1
/ 24 h, Wong-baker [ # % 1% & % (Wong-baker
faces pain rating scale, WBS) P43 L 28 1 % 30%
UL b B 53097 )5 24 h Pl il sk, vRATEE R
I IR o

IR S R =P 2 8804 181 80 A 4L 151
1.5.3  FPERUFEST RO @ bRdE I PR A R
FEAR R, P ERAUEAERR 7 T B 32295% 5 S R0 AR 9
BOE, PRI T B >T70% A 3R P
o, R ERIE MRS R B E230% ; oK R o ek
BN E, PR 2 T AR <30%.

HR R AIE AT 280 2 =l PR P 58+ 2 280 /AR 2L 973 191 4
1.6 Z2MITNIEFR

AR F A/ R B O s A AR ORI B RO
WM I D s IR R, PR L, D) RELALT .,

AST. S JHZT 2 (TBIL) i 14 3% BR B (ALP) r- 5 &
Pt FL L B i (-G 1, B P Re[ i /R & (BUND . Cr]
AL B DUGIRA R FF KRR N B2 e
PN TR R
1.7 ZitH*E

F SASv 9.13 K AF AT GE it o0 b, A 30 I AR i
6 56 1) SR FH UM A6 56, X 0=0.05, LA P<<0.05 N 2 5+
Aok E . & BHER A KRBT A5,
Fr 2 R b L B AR R 2 RV s, W 7 2=
T s 8 PR DSR2 28 B0R i P i A H i
4 2H 20 () B 4H N YA T R S s g it e b, F o R
38\ Fisher A ffi M 2 7 5K Wilcoxon FR FIAS 56; 5 9 73 2%
Fabr S SR AR bR I LU, 2 2 B8 31 o0 BOH At [R 3R
5, Kl CMH-/ 2 K 56
2 #R
2.1 NABERBRBIEER S

NI 144 1) &)L, REEHP R 25 K528 — [
JE BB 20 451 0 T R R B 12491 3 L AR R R K
S I = Bt 28 49 e B T A R B 52 491 L K PR T
R s Bt 12 ] A PR T P B R B 12 491 32 3 T 4
HIIRAEBE 8 9 o A 2 5 i V& R I8 4 0 R ZH &% 1
B, 4 58 A GalEe 2 A REZH 2% 2 491D o 4230 144 441
133 N 4= 0 B BOIE B (FAS) 22 4 0 2 M S 9
£ (SS) 5 138 fil itk N6 7 R E 8 45 (PPS) , Ho ik
3620 X R 2 69 451
2.2 ELLFILEMES

PIZEL LA UE L B i AT B R L IR PR
G RGO, ZRB TG ER L, BA
P, K 1.
2.3 FAFRBGERRLE

YBIT T d, e 2H 72 451 v R AR 45 % A 60 1], 0
5N 83.33% 5 Xt HE 2 72 451 v 8 s 453 43 9% & 20 31
AN 27.78% . PR M BRI, 2R
Bt 5 L (F=45.00,P<0.05) , HARX 5 4 & T %
HEZH , PPS 43 #4518 F FAS — 2.
24 MAKEREYELR

B R 25 )5 24 h, 56 4 72 451 1T A kS K

F1 FAANOZHERNELILE (FAS)

Table 1 Comparison on basic information between two groups(FAS)
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Table 2 Comparison on single symptom disappearance rate (FAS)
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