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Phase III clinical trial of Yanhouqing Buccal Tablets in the treatment of acute
pharyngitis with external wind heat
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ABSTRACT: AIM To evaluate the clinical efficacy and safety of Yanhouqing Buccal Tablets ( Lonicerae japoni-
cae Flos, Platycodi Radix, Belamcandae Rhizoma, et al. ) in the treatment of acute pharyngitis with external wind
heat. METHODS Design of multi-center clinical trial with randomized, double-blind, single-analog, placebo-
controlled was adopted. Four hundred and eighty patients were equally divided into experimental group and placebo
group. The effective evaluation indexes consisted of pharyngalgia or odynophagia throat burning, TCM syndrome
and pharyngeal signs, and the safety was evaluated by vital sign, lab examination indexes and adverse events.
RESULTS The results showed that there was statistically significant difference between the experimental group
and the placebo group. There were no serious adverse events. The adverse events and adverse reactions in the two
groups had no statistical significance. CONCLUSION  Yanhouqing Buccal Tablets is safe and effective in trea-
ting acute pharyngitis with external wind heat.
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Tab.1 Quantitative TCM syndrome classification
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Tab.2 Grading evaluation of pharyngeal sign
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Tab.3 Criteria to judge therapeutic effects of traditional
Chinese medicine
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Tab.4 General data comparison (FAS)

iH X IR 2 I
1%/ 11 118 346
PN (B /L) 44,74 106/240
ks % 33.873 +12. 409 34.555 £13.132
W FR/ kg 58. 134 +8. 955 58.559 +9. 646
B/ em 163. 644 +6. 864 163. 425 +6.767
i/ C 36. 697 +0. 422 36.709 +0. 45

I/ (Y- min ")
OF/(Kemin ")

18.814 +1. 674
71.585 +9.017

18.743 +1. 679
72.934 +8.967

e 45 %/ mmHg * 113.890 +10. 683  113.743 £11. 064
#F5K H/mmHg * 73. 898 +6. 708 74.280 +7. 027
i/ h 19.669 +10.223  20.590 +11. 506
23 st/ 1] 1 7

Foft i g sk /451 1 6
I K2/ 1) 4 11

*1 mmHg =0. 133 kPa
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Tab.5 Comparative analysis of comprehensive compliance
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Tab.6  Comparison of the disappearance rate of sore

throat or swallowing pain [ FAS, case (% )]
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Tab.7 Comparison of the disappearance rate of throat
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Tab.9 Comparison of curative effect of TCM Syndrome
[FAS, case (% )]

i H Xif HE 21 R P
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Tab. 10 Comparison of the disappearance rate of pharyngeal signs after treatment [ FAS, case (% )]
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N 358 28 I 7 111 RN 29(25.44) 173(51.18) 0. 000
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Jit 5 A1 114 338

M F5 B Dk E2L Y 2T b BAEPS 37(34.58) 207(64.29) 0. 000
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MR A0 2% 21 i AN 60(58.25) 243(85.56) 0. 00
ZSIEES 43(41.75) 41(14.44)
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BT S ik EAEEN 45(71.43) 162(86. 63) 0. 006
ERGES 18(28.57) 25(13.37)
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Tab. 11 Changes of laboratory safety index
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il Wi H A4k pogiGEE R4 P
FRYE 1L ( BLD) iiif;fj&% 11? 3?8) 0.820 8
JRE 41 (LEU) iii;ﬁ;gjﬁ% | 12 3;1 0.3229
W HL(SRT) iii;ﬁggﬁjﬁﬁ 11(9) 352 0.1557
L E (ECG) iiif;f;ﬂ; 1(1)2 ;1‘2 0.9450

e (1) IE#ETEE, RBC B 4.0~5.5x10"2/L, 43.5~5.0x10"/L; WBC 4 ~10 x10°/L; HB % 120 ~160 ¢/L, Zr 110 ~150 ¢/L;
PLT 100 ~300 x 10°/L; ALT 5 ~40 U/L; AST 5 ~40 U/L; TBIL 5.1 ~19.0 pmol/L; ALP 53 ~ 128 U/L; y-GT 5 ~50 U/L; BUN 1.8 ~
6.8 mmol/L; Cr7 ~8 mmol/d; FPG 3.89 ~6.11 mmol/L; PRO. GLU. BLD. LEU N[, (2) LIS H IR G &0 5 S0 0 2= $5 4R A 1L 1
o FEINRCIFEREEE—TNRE R (EFERE . FEINE., SFERE) WR6, GFERESEMSEENE, 5% RiEE
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BISRAme e, X RARM3 63 fFARF  KHIEEL (P>0.05),
TF, SRR, W12, 2 4T HAR
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Tab. 12 Table of cases of adverse events
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e Lo H 4B 769% . 2 L
R4 E R
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T+ M (#985)  U/L.GLU 8.48 mmol/L FIRE= a5 L N
. mmo:
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