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Abstract: Objective To evaluate the efficacy and safety of Qingjiang Tablets in treatment of lung and stomach heat syndrome in
sore throat in children aged 7 — 14 years old. Methods Randomized, double-blind, positive drug parallel controlled, and multi
center clinical study were adopted, and the method of non inferiority was also used. Children (240 cases) aged 7 — 14 years old with
lung and stomach heat syndrome in sore throat were randomly divided into experimental and control groups. Each group had 120
cases. Children in two groups were po administered with Qinjiang Tablets and Xiaoer Yanbian Granules. The patients in two groups

were treated for 5 d as a course. Results Through PP analysis, effective rate of TCM syndrome curative effect (ie total efficiency)

ks HEA: 2015-05-12

EEWME: HEFHEREHEIHZEHIE (20112X09302-006)

EZ RN HEME (1972—), &, KN, BIFEMEN, 1998 4RI ILERIR ¥4 1544070, 2006 AF3RRH T B 25 K= 2407, W97 1)
NVEHERIT RS MR R G RIVERT; R 2 IGIRIT 7% o Tel: 18622061680  E-mail: duchunyan001@126.com



AR bl

Drugs & Clinic  230% 2 11

20154E 11 A ° 1333 -

in the control and experimental groups were 79.63% and 81.82%, respectively, and curative effects were 77.78% and 77.27%.

CMHX2 statistics in the center layer indicated that there was no significant difference in visit the therapeutic effect of TCM diseases

and disease curative effect between two groups. The conclusion was in accord with results of PP analysis and ITT analysis. At the

same time, the noninferiority test for efficacy of TCM syndromes showed that markedly effective rate of Qingjiang Tablets group

was not lower than that of Xiaoer Yanbian Granules group (P < 0.05). The conclusion was also in accord with the results of PP

analysis and ITT analysis. Conclusion Qingjiang Tablets has good clinical efficacy in treatment of lung and stomach heat

syndrome in sore throat of children aged not only 1 — 6 years old, but also 7 — 14 years old. And Qingjiang Tablets have better

efficacy and safety which is not inferior to those of Xiaoer Yanbian Granules.
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Table 1 Comparison on curative effect between two groups of TCM syndromes (PP)

215 n/fl i A Ty i TR AR/ %
X 108 34 52 20 2 79.63
EEAg 110 51 39 19 1 81.82°

SR "P<0.05
*P < 0.05 vs control group

*2 WABTTRERTIOTHNLER (PP)
Table 2 Comparison on efficacy between two groups after treatment (PP)

205 n/f I PR 928 7 WAL bl %37 ToRL TR %
Xt e 108 48 36 21 3 70.00
HIT 110 60 25 23 2 77.27
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Table 3 Comparison on main symptoms of TCM between two groups
FhE 45 n/fl A IE 73177
RITHT I e 7l
W e P 9 st 108 436+1.55 1.154+1.35" 321+1.69
BT 110 441+1.45 127+1.46" 3.14+1.81°
WA e &1 i it 108 426+1.12 1.4241.28" 2.84+1.47
BT 110 445+1.17 1.634+1.39" 2.82+1.61
R st 108 2.12+0.26 0.02+0.21" 2.10+0.33
BT 110 2.23+0.42 0.08+0.43" 2.15+0.52
KAEET st 108 1.89+0.47 0.22+0.16" 1.67+0.49
BT 110 1.97+0.47 0.31+0.18" 1.66+0.45
(A st 108 0.68+0.56 0.11+0.27" 0.5740.51
BIT 110 0.5940.49 0.09+0.15" 0.50+0.52
S it 108 0.2140.32 0.010.00" 0.2040.32
BIT 110 0.234+0.43 0.02+0.11" 0.2140.37
i it 108 0.83+0.36 0.09+0.24" 0.74%0.45
BT 110 0.79+0.43 0.11+0.31" 0.68+0.49
mHE it 108 0.8140.35 0.05+0.21" 0.76+0.42
BT 110 0.7740.43 0.08+0.28" 0.69+0.47°
Wk % st 108 0.95+0.18 0.41+0.48" 0.5440.51
BT 110 0.9740.00 0.52+0.47" 0.45+0.47
SRR TP<0.01; SXMARTELLE: “P<0.05
P <0.01 vs same group before treatment; “P < 0.05 vs control group after treatment
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Table 4 Comparison on incidence of adverse reactions

between two groups (SS)
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