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Abstract

Objective: To evaluate the efficacy and safety of Prasaplai extract for relieving acute pain from muscle
strain. Methods: This pilot study was a double-blinded, randomized controlled trial (RCT) in 148 patients aged between
20-45 years old with acute muscle strain with pain score at least three. Patients were randomized into two groups using
computer program with 74 patients in each group. The patients received two Prasaplai extract capsules (250 mg/cap)
three times/day with placebo of diclofenac tablets or one diclofenac sodium tablet (25 mg/tab) three times/day with the
placebo of Prasaplai for 7 days. Pain scores, pain characteristics, and adverse events were assessed at 6 hours and 7
days after drug administration. In addition, liver and renal functions were evaluated using laboratory tests. Results: After
drug administration for 7 days, proportions of patients with pain intensity improvement between two groups were not
statistical significant (risk difference=-0.01, 95%ClI: -0.17, 0.15). However, the reduction of pain scores after drug taking
in both groups were statistically significant (P<0.05) and clinically significant. Pain intensity decreased from baseline by
67.73% (95%Cl: 59.59, 75.87) for Prasaplai group, and 68.48% (95%Cl: 61.23, 75.74) for diclofenac group. No severe
adverse events were found, but mild adverse events were reported in both groups. One patient with rash and one with
itching were reported in Prasaplai group. One patient with face angioedema, and one with eye angioedema were reported
in diclofenac group. The differences of liver and renal function tests of both groups were not statistically significant.
Conclusion: This pilot study indicated that efficacy of Prasaplai extract on pain relief in patients with acute muscle strain
was not inferior to diclofenac and it is safe for short-term use. However, the large study with long term follow up should
be further performed.
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EIEERIGHER LUK ngudszaslwasia  ndwlalaafluua P
(n=74) (n=74)

LW (e, 78) 54/20 59/15 0.333'
01 (f1a58SD) 39.69+4.89 37.57+6.29 0.0232
9T, WU (FD8AZ) 0.061"

- SUNTMIYNENNRVEITF 8 (10.8) 14 (18.9)

- AN 14 (18.9) 8 (10.8)

- WarwuNLw 4 (5.4) 12 (16.2)

- aNIWdRI/ANTNE 3 (4.1) 5 (6.8)

- IN™AINT 45 (60.8) 35 (47.3)
myinaseiosdu, $1um CRHED) 0.507"

- UIANAIFEINE 21 (28.4) 21 (28.4)

- thauSnmasuas e 9 (12.2) 15 (20.3)

- e 26 (35.1) 20 (27.0)

- UauII YR 10 (13.5) 13 (17.5)

- Buy 8 (10.8) 5 (6.8)
TauaNule, 1w (Sauaz) 0.463"

- Yoy 5 (6.8) 8 (10.8)

- dunany 38 (51.4) 42 (56.8)

- N 31 (41.8) 24 (32.4)
szuzMAT oM IIRIINLLANG, $1I% (30882) 0.677"

- 1T 60 (81.1) 57 (77.0)

- 8-14 74 7 (9.4) 12 (16.2)

- 15-21 7% 6 (8.1) 4 (5.4)

- >217% 1(1.4) 1(1.4)
mmwmmaoﬁ'ﬂwm:miﬂm, ALaae£SD

- ﬂ:LLuuﬁmmmj’ﬁﬂ 4.61+3.01 4.67+3.67 0.717°

- azuuunewe TN 2.13+2.70 2.29+2.79 0.748°

- azuuulasin 6.7445.27 6.9746.11 0.980°
seananmathaluuiit (PPI) ALade+SD 2.54+0.65 2.45+0.67 0.381"
526UN13L9@ (VAS), fLade+SD

- UKEWN 4.19+1.76 4.45+2.09 0.460°

- mmzm&"auvl,m 6.41+£1.59 6.34+1.60 0.716°

1: chi square test 2: student t-test
AMNLIAYUEANUAZYUZLARDUIAIAART 2.91+0.18
WAz 3.77+1.81 Azlwh nIoAalduinuas 68.48 (95%Cl:
61.23, 75.74) U838 60.54 (95%Cl: 54.01-67.06)
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ANNRAIAL (§1IIN 3) ‘rj\‘lmaadnquumuuummﬂm

3: Wilcoxon signed-rank test
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U

43.24 (0.32, 0.55)

4459 (0.33,0.56) -0.01 (-0.17, 0.15)  0.868

o« vl A
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74.32 (0.63, 0.83)

67.57 (0.56, 0.77)  0.08 (-0.09, 0.26)  0.365

é’@mumaag&j’ﬁﬂ’:‘mmmmﬁ’]ﬁﬂumi
SN TLIAY VAS
- YWD
A
- YmiaRening

50 (38.34, 61.66)
21.62 (12.01, 31.22) 28.38 (17.86, 38.89) -0.09 (-0.27, 0.09)  0.343

4459 (32.99, 56.19) 0.05 (-0.11, 0.22) 0.510

o o ak
fasuvednenmItadduanms
1321l VRS

- YWD

A
S UHELARAW D

71.62 (60.07, 80.89) 72.97 (61.49, 82.03) -0.02 (-0.20, 0.16)  0.854
7432 (62.92, 83.16) 66.22 (54.48, 76.24)  0.10 (-0.08, 0.27)  0.281

é’@mmaa;\i}“ﬁwmmﬁm'maa

31.08 (21.41,42.74) 14.86 (8.31,25.17) 0.23 (0.05,0.41)  0.019

1: chi-square test
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ngudszaslwasna (fLa58SD) naulalaafluua (fLaa£SD) ALRaUAIY
. - LANGI
NAAWTUDINITANL TRUaTANY Tau8zAN C P
. . . . 5 . FZRINNAN
naw Wad LANGY P faw A9 LANGY P (©95%Cl)
(95%Cl) (95%Cl)
seaun1sthe anmsdsziiin VAS
- YTUSWN 4.19+1.76 1.54+1.82 67.73 <0.001" 4.45+2.08 1.54+1.73 68.48 <0.001" -0.26 (-0.80, 0.29) 0.713'
(59.59, 75.87) (61.23, 75.74)
- amzadonlwn 6.41+1.59 2.96+2.08 54.58 <0.001" 6.34+1.60 2.57+1.97 60.54 <0.001" -0.31(-0.93, 0.31)  0.3232
(47.25, 61.93) (54.01, 67.06)
seaumathaauanemeaNle
- ﬁ’mﬂ"l’l&lﬁﬁﬂ 4.61+£3.02 1.85+1.80 57.19 <0.001" 4.68+3.67 1.85+2.59 66.48 <0.001" -0.07 (-0.83, 0.69) 0.932'
(48.53, 65.85) (58.48, 74.48)
- uaTNDE 2.14+2.70 0.82+1.43 66.57 <0.001" 2.2942.79 0.77+1.44 71.73 <0.001" -0.22 (-0.86, 0.42)  0.545'
(55.77, 77.37) (61.63, 81.83)
- msthalagsin 6.74+527 2.67+2.99 55.89 <0.001" 6.97+6.11 2.62+3.79 66.95 <0.001" -0.28 (-1.58, 1.01)  0.906"
(45.95, 65.84) (59.08, 74.83)
s:eﬁ“umsﬂmluﬁaqﬁu (PPl)  2.54+0.65 1.22+0.91 51.914 <0.0012 2.45+0.66 1.04+0.88 56.78 <0.0012 -0.08 (-0.38,0.22)  0.599?
(43.73, 60.10) (48.53, 65.03)
seaumsLndTn (VRS)
S A NA 1.13+0.92 NA NA NA 1.17+1.09 NA NA NA 0.5682
- amzadonln NA 1.47+1.69 NA NA NA 1.54+2.48 NA NA NA 0.845'

1: 15&0@ Wilcoxon signed-rank test, 2: 1&&i# Independent sample t-test
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1: Wilcoxon signed-rank test 2: Independent sample t-test
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2. 9IMILAZENMIURAINIIHIATES
A PO 0 (0) 0 (0) ]
- Auuasuazai 0 (0) 0 (0)
- 2L 0 (0) 0 (0)

miﬂizLﬁum@Jﬂﬂim‘vlajﬁaﬂs:mﬁ%ﬁaﬁuq@miﬁﬂm

1. 2IMIRAZEINITLRAIN L lEN19RITTES
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1: Fisher's exact test
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