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A Multicenter Clinical Trial of Pudilan Anti-inflammatory Oral Liquid of Different Doses in
Treatment of Acute Pharyngitis/Tonsillitis Caused by Bacterial Infection in Adults
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[ Abstract] Objective: Through a randomized, double-blind, double-simulation, positive-control,
multicenter design, this study aimed to analyze the relationship between the dosage, efficacy, and safety of
Pudilan anti-inflammatory oral liquid in treating acute pharyngitis/tonsillitis in adults caused by bacterial
infection and validate the regulatory effect of Pudilan anti-inflammatory oral liquid on inflammatory markers
such as serum amyloid A (SAA), C-reactive protein (CRP), white blood cells (WBC) , neutrophil percentage
(NE% ) , and erythrocyte sedimentation rate (ESR) , thereby exploring the feasibility of using Pudilan
anti-inflammatory oral liquid as a substitute for antibiotics in the treatment of infectious diseases and providing a
basis for rational clinical medication. Method: Using a stratified randomized, double-blind, double-simulation,
positive-control, multicenter design, 220 participants were enrolled from nine centers. The participants were
randomly divided into three groups at 1:1:1 — a Pudilan anti-inflammatory oral liquid 20 mL group (73 cases),
a Pudilan anti-inflammatory oral liquid 10 mL group (73 cases), and a control group (amoxicillin group,
74 cases). The treatment course was 7 days. The study observed parameters including the total effective rate of
sore throat, onset and disappearance time of sore throat, health status score, treatment time, and inflammation
markers. Result: (DDataset division: The 211 cases were included in the full analysis dataset (FAS), 208 cases
were included in the per-protocol dataset (PPS) , and 218 cases were included in the safety dataset (SS).
) Efficacy evaluation: There were statistically significant differences (P<0.05) in the comparison of the three
groups regarding the total effective rate of sore throat, disappearance time of sore throat, and health status. Both
the 20 mL and 10 mL groups were non-inferior to the control group, and there was a statistically significant
difference between the 20 mL and 10 mL dosage groups (P<0.05). There was no statistically significant
difference in the comparison of onset time of sore throat among the groups. CRP, WBC, and NE% of patients in
all three groups significantly decreased on the 7" day of treatment compared with those before treatment (P<
0.01). @ Safety evaluation: Adverse events mainly occurred in various examination indicators. There were no
statistically significant differences in the comparison between groups, and no adverse reactions or serious
adverse events occurred. @Economic evaluation: The increased cost of the 10 mL and 20 mL dosage groups was
entirely justified as compared with that in the control group. When comparing the 10 mL and 20 mL dosage
groups, the 10 mL dosage group was deemed less advantageous. Conclusion: Pudilan anti-inflammatory oral
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liquid can be used alone as an alternative to antibiotics in the treatment of acute pharyngitis/tonsillitis caused by

bacterial infection. It demonstrates good safety and can lower inflammation markers such as CRP, WBC, and

NE% ,
related to its multi-target regulatory mechanism.
[Keywords]

capsules; multi-center clinical research
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suggesting its potential to reduce the body's inflammatory response. Its mechanism of action may be
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Table 2 Comparison of onset time of pharyngodynia among three

groups (FAS)
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Table 3 Comparison of disappearance time of pharyngeal pain

among three groups (FAS)
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HESENPN 88.63+7.42" 90(85,93.25)" [74.09,103.18]
EEE NP NEE 2 30.49+16.35 30(20.75,40) -

i 55 7 b 72 ek 53.57+17.86 55(42.25,65.5) [18.56,88.58]
JHEGES TR 86.90+9.43" 89(83.75,91)" [68.42,105.38]
JHEG5 7 K-k 33.33+15.99 33.5(22,41.25) -

T GAYLAY A P<0.01

23.5 3BT LR WFRAS R B, il 10 mL 7] 5 2H 13.04%, i1 & FRAK R 20 mL 5 &

i Kruskal-Wallis # 1K 5, 3 20 H & 259 14 97 At 1)
RG22 L, BITH <7 d B & BT 64
Wk 20 mL F B 4H 14.29%, BT 25 P Ak 2H 8.33%,
£S5 3ABHEIRTHELLE (FAS)

Table 5 Comparison of treatment time among three groups (FAS)

ZH>10 mL 7 &5 2 > Pl B P4 AR 4 JB 97 R E) =7 d fr
Fb 48] F A 31 75 4K Uk R 20 mL F R 41<10 mL F F 41 <
Frf S PE AR . WL 5,

TR IT I [A]/d

24151 B (g ) 1l <7 d/fil (%) 7 A (%) >7 d/fil (%)
Fis M(Q,,Q,) /M, K H

20 mL 7 i 20 70(0) 6.97+0.68 7(7,7) 4,8 10(14.29) 49(70.00) 11(15.71)

10 mL 5 5 21 69(0) 7.09+0.68 7(7,7) 5,8 9(13.04) 43(62.32) 17(24.64)

By 5 P4 b 72(0) 6.96+0.88  7(7,7) 2,8 6(8.33) 55(76.39) 11(15.28)

2.3.6 3ALEHE RIEFREY KT IR &Lidao gy
JZ ) CMH-* K5 5 , CRP \WBC .NE% .SAA3 4 [d] kb
i S A Y24 3 L (P<0.05) ,ESR3 41 a] #5245
R E L . SARMEBITHTLE, HA 5 7K

340 f % CRP . WBC NE% ) i F &AL, 2 5 HA 5
T8 L (P<0.01) , BT 5578 AR 41 58 & SSA /K- B i
Bk, 2 5 HA 4112 3 L (P<0.05) ., FASH 5
PPSEESGIT AR~ W6,
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Fx6 3ABHEBTAFEREREWAKELER (x+5)
Table 6 Comparison of levels of inflammatory markers before and after treatment among three groups (X+s)
415 151155 I 8] CRP/mg-L" WBC(x10%)/4~/L NE% SAA/mg-L"' ESR/mm-h’!
20mL A4 70 Faek 21.12437.6 11.92+1.41 72.05+11.25 85.08+447.80 15.03+20.16
JH2G 7 R 3.31+5.55% 6.55+1.71% 56.84+9.93% 5.33+3.93 11.42+14.75
FHZGEE 7T K -Hk -17.28+37.86 -5.37+2.23 -14.93+13.12 -81.54+461.28 -0.44+7.69
10 mL 7 & 41 69 Lk 28.44+45.39 11.68+1.35 72.35+13.26 91.03+465.54 16.24+21.71
HESENPN 4.49+10.27% 6.84+2.06> 58.33+8.45% 5.14+4.30 13.85+14.64
JRZE 7 R-HE —24.74+44.06 -4.84+2.60 -13.87+13.96  -89.93+476.62 -2.52+13.71
] 55 75 AR 4 72 Lk 26.67+39.43 11.51+1.10 70.02+14.05 84.43+276.44 12.3+17.8
HEENPN 5.75+17.36% 7.13+2.03% 57.98+8.87% 8.02+13.12" 11.23+15.43
JHZE 7 K- ~19.29+25.86 -4.39+2.34 -11.95+14.72  -56.87+185.04 -1.30+8.05
SRR Y P<0.05,2 P<0.01
24 EWAN WIRPFR P, LR A 124K, IES-3&

1R B, Hod 20 mL 3 i 210 & A= 4 61, 4 6l
AN R A PG AR AL A 4k, 3 R R A
10 mL 51 i 2H & 2 4 B, 4 A R fF o AN R
ERERAEALEER D N RERRFE,
I £0 40 M3 K 1, i/ R RO
JF T 2 90 UK, W R 2R 8 K, LAMA IR B A A AN R
FMmz. 2LE=FHAELARRN, L EH
AR I 25 IS 0w PR A A 48 bR 2 R] LR, 22
ST L 25 U5 LA i AR AIE 45 103

2.5 DAEZFES RS R TR, A SR
A3 HT A R 5 B B G AR 4 4, 10 mL ] 4 .20 mL
7 B 2 A 3 B AR R e (TICER) ¥ B &K T 2021
AE 4 OB E N A 7 SUE (GDP){E 80 976 JT , AR 4%
T A2 2L (WHO) 56 T 25 1 28 U5 5 0t 1 4 75
FEUL B0 6 AR 58 2 {E S o 20 mL 7] 42 41 AH X
F 10 mL 7 & 4 49 ICER -9 545.16, ¥l T f{H,
10 mL 21 X} T 20 mL £ i A% 5 3 1 /02 (300 ) 3
P RARXMA TR 1I0mLA T BN LB

(oo 28 WP W0l ) 00 (B 4 1R L, 25 R ¥ T4 E N
RT BAR-HRSN
Table 7 Cost-effectiveness analysis
i NG HR T U % ICER
y R 3 7 2 . .
AL /9% AT BAPERIL GEsepith 5510 mLF SRESPAK 510 LA SEBIPTA 55 10 mL
21 b YR 2 A 4 21 1b 5 YR

oy 5 G e 2 77.778 1019.08 1310.24 - - -
10 mL 71} 45 241 78.261 1061.68 1356.59 42.60 - 0.483 - 8 819.88 -
20 mL 7441 78.571 1032.09 1313.53 13.01 -29.59 0.793 0.310 1640.61 -9 545.16

3 Wig
3.1 3l MW R IR AT AT AR ER R T A R R
Y i SR 2R R Bk AR e P SR B AR R
WORAEAL T, AR O W , Al R A Al e
AR A 20%~30% 4 T 51 R B0 245 W i R B
85 J5UIN (2015 4F ) ) F8 M 2ot 4 B I gk K
it M6 AR 58 B TR Ol A i M R K AT 2D B
N C 4 B G P BRA 06 BN 5 24 i S B O
W TR R 07 EEER I E®, TEMNEERG
a5 R B 5 PG bR SF RS O 10 do BT BEPE ARAE S T
TR R R LAY LS T A ALY i R R
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B P A T 8 EL B0 TR P o B 0 A TR R T B
WA 5% /s B4R 28, H R I PR H R 9T A2 R 25 W3R
7, B — T RUR (EXE TR I R IR A s
HORMAF TR BRI 22 5, BRI st A R & ™
S WA RSB KT 251 L R WG T RCR o B 3
PEAR 4 1 32 3195 B 3% 0 SO A A0 PR, LB 5 7
MAFAE — € B9 AN R BCRE, W BT 3878 A, K A
RS2 HE AR 240 0 5% , 380 RS K i 25 R T Y
B 18 RN R AR, AR AR AT 25 W A EE
I Wi 2500 3 3t 0 A% 10 IR S TR B
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T T MR AR 4R 2 M AL AR, A A A P A
R A RYURREZ I A RESR
JUIREM R AR, A A ZE R A IR AR,
X AR e 3K TR VR TR T L 4 08 R A BR A RN
TR TR YA PR R B I 2 G B
B LGB A 1 R TR RN A i A A LA o
PEFRYS S S T X R0 4 R A T 48 BR R LR 9 AT
W R 38 A TR 2 R AT T A 4 KRR A 2 A A ol
FERY . BRI 98 © 48 UF S5 AR 5 AR $2 B X K
PR A DAL A B0 2 BR DA LT I R AR 4% 3Kk
PRI S 22 s I B A D T PR

i E RS R RE, — 2 DL R E s e
AR BE R WS A ZHFATRIT . BEEDUE
Rz A0 T 2 B R R e ke R PR
R R S F T R I E R Ry . BT, 7E
KT E R, A 65%~80% My A FH #8424 it 17 4t
BRI o TERE PG E AP RERBENRE ., C
A LT A A8 s, R ) 2 v g v B i 3 28 v
2y, B Bm RE L8 A — € MPT AR Bl T
25 350 T SE Rl L B, AT DA o B = &R
35 1) R B R ) 2 kAR N IR R ] 24 i )i 2k
P PR 2 R SR T AE I R BT IR YL IR T T I R A5 3
AR f9 Iz 2t L T R 1 BRI 4y DA LA
/R 7IRE S S B /N Oy R R N D I
B E S frp 2 o B R RE L TH AR TE I Y
B UIAE T, X A7 4k 8% g% 1 A B AT B I A ORI
AR, BRAR 25 38 2 it 58 3R W, S (SO FH 1 3k
W BT B A B A 09 B AR X B AR
s LA R 5 B B Y K L A, e e
J7o A R B GE 2R BT, A W A R 9 T R
i [) g BRECIR S T B 2R [ LA v 3 L Y 25 S LAY
il L, 20 mL A4 10 mL Fl A IS T
o B ZH (] B P bR R ) , 20 mL 57 R 41 T 10 mL
HAEFEASFE RN 20 mL &4
T 10 mLFl A . L4 rEdrm, iR L=
LRMERIR AR FAE ZHER LG FE
SCL IR 2y e e 4 . B il b T R IR
AR AR BT AE IR 97 4t 1A JEk % i 000 2Pk i 48/ Bk
A4, Horpr 20 mL 5 5 41 W O O I 1) S 5.8 dL A
S I 1R /N 3= 7 d BT o B 3] A ] B Y AR 2 R 9 L R
T4 R 1 IR IR 7 B 18] 328 328 /0 T e B8 245 9 i IR 1oz FH
TEIT RN ) o B E IR YT 10 d, B YT RO Y L 46
BRI R) A5 AR A, SRl N T T R IR MR
J7 BDRT IR BB B L R TR R ARE R S T 2

B BT VAT E TSR A AT 5 1 I R B2 24 96 R TE 40 .
3.2 Sl M T g8 O BRTROG Stk W 4% Bk R R B
ZW SRR GRS A E AR RS,
ANASU G in B 7 2% TR 25 W) A B, B & S B0 24
PR HE B RGBT R R A AR e W AT A BT
AT A i - 5 380 98 995 1) AL PR RIIE 7 %) 4 = X
PR HEAT HERRIZ IR I B AR . A R B 58 45 2R 3k
B, B IR B R Ye b , RJE bR & 9 SAA (CRP ESR |
NE%J5 b3, 25 )5 7 d 5 R L L, SAA F8 AR 7 Xf
HECZH (o] 5 7 bR Jie 4 ) 22 S B g3t % 3 L CRP,
WBC . NE%,#jJ5 7d 5L LR IAHEA R ES
THaE 22 5 5 870 il b 3 9 R 11 IR 10 mL 5] 4 25 AN
20 mL 5] £ 25 X & I 240 TR Rk L T B0 M 4%/ e
Be Ak 48 3897 v, 7E CRP . WBC \NE% 71§ #r 1 B A5 ¥4
PR . R UL A K I WBC M Il 7 CRP Al SAA
K-, s 25 WA WBC . CRP 1 SAA 7K - () 25 4k, , 7]
AR v TR T A 12 T 1 R R S e D
WIS E— A0 H 0T IR L 9 s L s 512 T 1 UK
S SR BT X RS VIR T T %

I A 20 B JER e rp 34t 220 1), HE A FAS B 4k
A 211 ), Horp RSN A0 R 135 41, fili O IR
76 i SRR RISMEUE B £, % 5 A B
SEBR A4 A R R s 48 h Y A IR T B A AR 95 95
B 259, Hofin % B WBC B 58U fE>15%10° 4~ /L A
KL 2R E RS W, TR B0 e DAy
W B, TR ik AR AU IE 51 B D 22 o I PR 90 485 R
71N, T MR O AR IR RTR T Ak T 8 Bk AR g B A
I PRI 28, PR A LI R TE 28 (U AR AU AIE | il
HRIE) 36T T DAHERE RO TR A A
UE A XT3 38
3.3 DAEZTFITM R -BUR 3Bk XA
W] 245 5 R EAT & 0 2200 IR B TR 2
WA 7 1 L 42 A R[] 4 AR, D Sk 2 YT AR
Fe %, ULAS -R0R [  ICER R BE E 47 43 07, 1
PEA Ty S v i BRAE IR YT O s o AR T B P AR
JiEBE 20, 10 mL 75 26 .20 mL 71 5 20 39 hn i A 5¢
AT ;10 mL A £ 20 5 20 mL 5] & 24 %5 [, 10 mL
F 2 J7 580 B T 7 N T b R IR
IR T AN B R G T B S I 5 % B AR % R A
20 mL 7 # .

BT UL 25 ALl W % 10 IR 20 mL Al
10 mL ¥73E 25 Tl 5 P4 Ak I 8¢ , 20 mL 5 10 mL AH [
BAF &S, H %45 i 20 mL Al 10 mL ¥ %
RARNR RN o A 2538, il b 0 T 4% 1 IR
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TE IR 7 20 T U T SRR S A R B R R I T A
Byt R oM, H R AR 2. Wik,
PR I PR L 75 40 T J g T B0 2 M A R 6 A 4%
S92 20 mL il L R D IRBEATIR YT

A ST R T ] 2R R A DAL A R A7
A E TR B [0, A A BE 52 O A I 40 1 %
Je ol JEAT AT 15 % B T A R B, R R AT
i 245 52 96, 5k K1 3l i T AR 10 I 90X ] 5 e A
2 [ WOIE I 78 5 SE b TS R 2 — A s i i
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