¢ $ % Chinese Traditional and Herbal Drugs 35 48 354 # 201742 A « 753«

SEHISE R OREARRF 8T/ N LAME-BH A LS S Em L &
i e R 3T

A HER T, APRE B KA i 40, F2 K KBRS, 25%° 25,
BERsk S, wHES, &£ 20, KBRS

L R EA R IRERE, R 300193

L REEPEZRY:, KEE 300193

TN ES R EERE, TR T 510504
. BRI R e, il 200032
TR ES R R, LT YEBH 110000
TR E R MEER, 7 KB 110032
R E R B ERE, WF KV 410007
CKEPEGRYEMEER, Sk K& 130021
CBNENV AR A R AT, YL &I 225400

O 0 3 O U A~ W N~

W OE. BE VP ASIEIFIE 00 T 2 IR AT /N Lk - R Bk A 2 il B ST AR A R e . AR CRAIKE
Ble XE P2 S B APATSH . 2R OIRKRIF 7 77k 7 RO E R A2 324 1], 2211110
Lo, BEALS b b 28 DRI FU AL 108 61 (A 41D IRFUHR4L 108 6 (B 41D BIPEZi4] 54 61 CRIZN ) LAE s FRE4 L,
C 4 MR 545 (DU, 7S do MERWENR . MHLUMIT A%,  DLSWEIR SRR S 1] r I I iy 20 B oAt 233
FERABIES T 3. 855R QAR TEIRE (FAS) 317 4, f5&77 Z8d% (PPS) 284 4, ZAaTEr#reE (SS) 324 #i,
QB REVEY: IR WL G RCR A R LU, ZERBA g L (P<0.001), A, BAMLT DA, H A, B4
WS T CA. BAIEST AA. PEIFGELHEBEBANMLE, ZRE 555 (P<0.001). M A7 7 2
M LLE:, 4 Log-Rank f, 2R H G2 X (P<0.05); WAKRRIH RPN H L, £ Log-Rank f %, % FH ST
HE S (P<0.001). FABRITURRSGZERMAN LR, BARBIMIOS, k. D8, MERE, KETiRE, ZR86
G X (P<0.05). PPS 43#T5 FAS /i, 45ie—5. @%aMWIMh: RMERNRKRMN, ANRF4RAEFPA L,
FRTHR 2R B AR WA IR S 8 . 538 s v & DI ARV Y7 /b LS i - e Bk A
M SRR, AT B R T A, HARS T2/ ) LN 30k, H w70 A s H AR AR R 4L 7 4
Pgheo R, SRR RN . HEFEI PR N G &7 296797 -

FKBEIR: WHHLIENS A DRI AN LR R BORE; N LR - AR 2 s IR SR 2 O IR R AT

PEDES: R285.5 XHERFRERRS: A XE/HS: 0253 -2670(2017)04 - 0753 - 07

DOI: 10.7501/j.iss1.0253-2670.2017.04.022

A multi-center clinical trial: Evaluation on effectiveness and safety of different
dosages of Pudilan Xiaoyan Oral Liquid in treatment of infantile acute
pharyngitis-tonsillitis with lung-stomach excess-heat syndrome

DU Hong-zhel, HU Si-yuanl, ZHONG Cheng-liangl, LI Xin-minl, WU J ian-tingz, XU Hua3, JIANG Zhi-yan4,
ZHANG Ya-feng’, WANG Xue-feng®, WANG Meng-qging’, FENG Xiao-chun®, DONG Zhi-bo’, LI Jian’,
ZHANG Qi-feng’

1. First Teaching Hospital of Tianjin University of TCM, Tianjin 300193, China

2. Tianjin University of Traditional Chinese Medicine, Tianjin 300193, China

3. First Teaching Hospital of Guangzhou University of TCM, Guangzhou 510504, China

WisHEA: 2016-11-12
TEEEN: HtE (1972, L, BITARBRIN, WA, W97 ok B2 2506 /N ) LR 2R 496 B Btk 2 o
Tel: 18602299665 E-mail: magicre@sina.com
«BIEEE HIRE (1963—), 5, #d. FATREEN, WLASI, HF505 o JLE R IR KPP T . E-mail: husiyuan1963@sina.com



« 754 -

¢ 3 # Chinese Traditional and Herbal Drugs 35 48 % 25 4 #§ 20172 A

4. Longhua Hospital Affiliated to Shanghai University of Traditional Chinese Medicine, Shanghai 200032, China
5. The Second Hospital Affiliated to Liaoning Chinese Medical University, Shenyang 110032, China

6. The Affiliated Hospital of Liaoning University of Traditional Chinese Medicine, Shenyang 110032, China

7. The First Hospital Affiliated to Hunan University of TCM, Changsha 410007, China

8. Affiliated Hospital of Changchun University of TCM, Changchun 130021, China

9. Jumpcan Pharmaceutical Group Co., Ltd., Taizhou 225400, China

Abstract: Objective To evaluate the efficacy and safety of different dosages of Pudilan Xiaoyan Oral Liquid (PXOL) in treatment of
infantile acute pharyngitis-tonsillitis with lung-stomach excess-heat syndrome. Methods A randomized controlled, double-blind,
positive drug parallel controlled, and multi-center clinical trial was conducted. Totally 324 children from seven research centers were
included, 108 cases in experimental high dose group (A Group), 108 cases in experimental low dose group (B Group), 54 cases in
positive medicine group (Xiaoer yanbian Granula, C Group), and 54 cases in placebo group (D Group), with the ratiosof 2 : 2 1 1 ¢

1.5 in a course. Results (O Totally 317 cases were in full analysis set (FAS), 284 cases in per-protocol set (PPS) and 324 cases in
Safety Set (SS). @ Evaluation on effectiveness: There was significant difference (P < 0.001) between each two groups in the total
effective rate of pharyngalgia and pharyngeal swelling. A Group and B Group were both superior to D Group, and were non-inferior to
C Group. B Group was non-inferior to A Group. There was significant difference (P <0.001) between each two groups in total effective
rate of syndrome of traditional Chinese medicine. There was significant difference (P < 0.05) between each two groups in the median
time of improving pharyngalgia syndrome. There was significant difference (P <0.001) between each two groups in the median time of
pharyngalgia syndrome disappearing. There were significant differences (P < 0.05) between each two groups in total effective rate of
halitosis, cough, thirst, deep-colored urine, and dry stool. The analysis on PPS agrees with that of FAS. 3 Evaluation on safety: No
adverse reactions in clinical significant laboratory examination were found during the trial. Conclusion High and low dosages of
PXOL show advantages over placebo and are non-inferior to the positive medicine Xiaoer Yanbian Granula. High dose group does not
show advantage comparing with low dose group. No adverse reactions are found during the trial. Low dose therapy is recommended.
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Table 1 Comparison on total effective rates in pharyngalgia among each group (FAS)

HEES

B T

W R T e wm Gl B % AT,
A GEFIE) 106 92 86.79 5 4.72 9 8.49 91.51
B (fiKfIE) 107 93 86.92 6 5.61 8 7.48 92.53
C (FEvEZ) 52 40 76.92 3 5.77 9 17.31 82.69
D CZREGD 52 27 51.92 9 1731 16 30.77 69.23

BRI RAR+ A, 4 LA P<0.001

Total effective rate=the disappearance rate + the significant efficiency rate, P<<0.001 controlled among four groups.
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F2 WOMITHEBEBEMERHEFE LLE (FAS)
Table 2 Comparison on total effective rate in pharyngeal swelling among each group (FAS)
" lEES B ToR N
ZH 5 B FSESpVEILZ
B H%  BIs L% 5% i H /% s
A GEAE) 106 76 71.70 16 15.09 14 13.21 86.79
B (KHF&) 107 68 63.55 22 20.56 17 15.89 84.11
C (FHMEZY) 52 24 46.15 15 28.85 13 25.00 75.00
D CZRFHD 52 12 23.08 15 28.85 25 48.08 51.93

RAME=RETBHE, 4 ANLE P<0.001

Total effective rate=the disappearance rate + the significant efficiency rate, P < 0.001 controlled among four groups

%3 PEIHEFYEGNENEBE LR (FAS)

Table 3 Comparison on total effective rate in traditional Chinese medicine syndrome among each group (FAS)

an o I i 7 R A Sk S e
(kA 7 /% (kA 7 /% Big % BB S EH%
A Gafili) 106 29 27.36 56 52.83 14 13.21 7 6.60 93.40
B (&5 107 26 24.30 58 54.21 18 16.82 5 4.67 95.33
C (P 52 9 17.31 24 46.15 10 19.23 9 17.31 82.69
D CZRGRD 52 1 1.92 12 23.08 19 36.54 20 38.46 61.54
BT R = IR %+ BBCRA AR, 4 A% P<0.001
Total effective rate = the recovery rate + the significant efficiency rate + the efficiency rate, P < 0.001 controlled among four groups
F4 BHEFINEHRERYEELHEBE LE (FAS)
Table 4 Comparison on onset time of pharyngalgia among each group (FAS)
13 JE A H AL A/ (FTAE X [])
(MK 2/%) 25% 50% 75%
A G 100 (5.00) 1.0 (1.0~2.0) 2.0 (0.0~0.0) 3.0 (2.0~3.0)
B (&HI=) 101 (2.97) 1.0 (1.0~2.0) 2.0 (0.0~0.0) 3.0 (2.0~3.0)
C (FE¥EZ) 48 (8.33) 2.0 (2.0~3.0) 2.0 (0.0~0.0) 2.0 (2.0~3.0)
D CZRGD 49 (22.45) 1.0 (1.0~2.0) 2.0 (1.0~2.0) 4.0 (3.0~0.0)
4 AL P<0.05
P < 0.05 controlled among four groups
F5 FHEFINEWREHEKRIE LB ELE (FAS)
Table S Comparison on onset time of pharyngeal swelling among each group (FAS)
yi) TR 5 EEN Y GEEE)!
(W25 2/%) 25% 50% 75%
A Gafili) 100 (10.00) 2.0 (2.0~3.0) 3.0 (0.0~0.0) 4.0 (0.0~0.0)
B (&HI=) 101 (5.94) 2.0 (2.0~3.0) 3.0 (3.0~4.0) 4.0 (0.0~0.0)
C (FE¥EZ) 48 (16.67) 3.0 (2.0~3.0) 4.0 (3.0~4.0) 4.0 (4.0~5.0)
D CEFD 49 (40.82) 4.0 (2.0~4.0) 4.0 (4.0~5.0) 5.0 (5.0~0.0)

4 ] LE# P<<0.001
P <0.001 controlled among four groups
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F 6 FHHEMBIUEREEMEMHBE LR (FAS)
Table 6 Comparison on total effective rates of single symptom among each group (FAS)
_ . - ” HEFS ” G ” Tk ” SR
B i1 /% B drk% Bl k% Bis 7 L%
KH A GoRE) 75 70 93.33 0 0.00 5 6.67 70 93.33
B (&HI=) 71 69 97.18 0 0.00 2 2.82 69 97.18
C (FEvEZ) 32 28 87.50 0 0.00 4 12.50 28 87.50
D CZRGD 30 26 86.67 1 3.33 3 10.00 27 90.00
W A GEFHED 76 49 64.47 6 7.89 21 27.63 54 72.36
B (%55 74 45 60.81 10 13.51 19 25.68 55 74.32
C (FavEZ) 33 19 57.58 4 12.12 10 30.30 23 69.70
D CZFD 33 8 24.24 7 21.21 18 54.55 15 45.45
O A GEFED 89 67 75.28 6 6.74 16 17.98 73 82.02
B (&5 95 77 81.05 4 421 14 14.74 81 85.26
C (FavEZ) 48 31 64.58 3 6.25 14 29.17 34 70.83
D R 47 19 40.43 4 8.51 24 51.06 23 48.94
THR A (FERED 71 60 84.51 2 2.82 9 12.68 62 87.33
B (fi&HE) 71 57 80.28 3 423 11 15.49 60 84.51
C (PR 35 23 65.71 1 2.86 11 31.43 24 68.57
D CZZRIH)D 30 17 56.67 1 3.33 12 40.00 18 60.00
TUMER A GEREED 98 68 69.39 3 3.06 27 27.55 71 72.45
B (&HI=) 100 65 65.00 10 10.00 25 25.00 75 75.00
C (FEvEZ) 43 19 39.58 7 14.58 22 45.83 26 54.16
D CZZRIFD 45 12 26.67 5 11.11 28 62.22 17 37.78
TRET A G 78 47 60.26 10 12.82 21 26.92 57 73.08
B (&HI=) 80 55 68.75 6 7.50 19 23.75 61 76.25
C (FaEZ) 41 22 53.66 4 9.76 15 36.59 26 63.42
D CEFD 37 13 35.14 5 13.51 19 51.35 18 48.65
BAMRE =M REUEER, SO ER CMH %, SBUEIR 4 LR, "P<0.05 7P<0.001
Total effective rate = disappearance rate + improving rate, the stratification of the CMH-y” test, the symptoms among four groups, P <0.05 ~"P<0.001
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