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FrR2REFGUVEERBE I 2EA IOPEXFH R ERIpT N2 G U RR
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FAERZNPAR L ET B FEBROEEF 2L - F B G U RE
W RHBA AR 10X 0Rh SRR T NEF RABRL I EBHRIR R
Bl FE SR RE T e

iﬁ’}ﬁf%’iiﬁ%ﬁié@fﬁﬁﬂeﬁéﬁiﬁfgr’;‘—ai\:}g}gﬁwt f,sd:?bi\;%}@ﬁj;—‘i%’aa}%;%
FHrEBERIFEEF TR BAIIPRBRRGS LA REG 0 o AL
e G TEIR DB EAFTER GO AAHFROF AN G T RS HA
&2 50%chsE sk A Bt B E PR O R A4 S o

FILE3~ 236 pXy 0 o6 175 £ 942 T30ad 5 570 & (R L
10.9) > T35 HbAlc 7~ % 8.1% (#H%E £ 1.6%) - ONI01 g7 Eofd o & W] 5
122 481 114 4 0 3 st G RS PR AP P MF LR ok PT

Flyok = o

# = ~ONIOL & IIL ) fofk ¢ £ i #r ik

ON101 % Foplle A

(n=122) (n=114) (N=236)
T 3a & #2 (y), mean (SD) 57.4 (10.6) 56.6 (11.3) 57.0 (10.9)
L 13 n (%) 29 (23.8) 32 (28.1) 61 (25.8)
¥ = 3R, n (%) 121 (99.2) 113 (99.1) 234 (99.2)
W fomom L E L n (%) 67 (54.9) 77 (67.5) 144 (61.0)
HbA ¢ (%), mean( SD) 8.1(1.5) 8.1(1.8) 8.1 (1.6)
HbAlc > 9%, n (%) 32 (26.2) 32 (28.1) 64 (27.1)
B B L, 0 (%) 78 (63.9) 73 (64.0) 151 (64.0)
s R, n (%) 25(20.5) 23 (20.2) 48 (20.3)
ABI 45 #, mean(SD) 1.1(0.2) 1.1(0.1) 1.11 (0.1)
B 2, n (%) 56 (45.9) 60 (52.6) 116 (49.2)
Wagner 5 A 5 1 5, n (%) 29 (23.8) 23 (20.2) 52 (22.0)
Wagner 7§ A 5 2 5, n (%) 93 (76.2) 91 (79.8) 184 (78.0)
AH % T & f#(cm?), mean(SD) 5.0 (4.4) 5.1(4.7) 4.8 (4.4)
FH G+ 5em?n (%) 33 (27.0) 36 (31.6) 69 (29.2)
5 # 4 pF ¥ (mon), mean(SD) 7.2 (13.0) 7.3(13.9) 7.15 (13.4)
FHEF 6B 1 n(%) 36 (29.5) 35(30.7) 71 (30.1)
A FH, n (%) 64 (52.5) 53 (46.5) 117 (49.6)
E R L RRISRK, n (%) 33 (51.6) 34 (64.2) 67 (57.3)
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3R rcipihe R T ONIOL g 16 Finfis 7 74 &% éﬁ‘ﬁ(60.7%)

S EEHERY T

(95% CI 1.66 =

intention to treat, mITT) 4 47 % % » 4p 2> ON101 =

FH G

i fF AT 0 B

&R redpth? 0 ONI0L mid P L ek 2 i v
XomiulEes 3% 10 ’”‘%szEﬁ‘ SIE RS
&5 f(78.0%vs 78.0% )~ % 10 X 3 ARLFF 5 © & ﬁ,@_

vs 86.0%) 1% v g A2 T (49% vs 6.1%) ¥

Fople 5 40 4 (35.1%) 0 2% &+ (odds ratio, OR) = 2.84
4.84 5 p<0.001) > @ ¥ 5 4 24 & 47 03 B 5% &+ (modified

e 118 %% ¢ 73 4 (61.9%)
Grdxrfe o fote 112 49 384 (33.9%) § ¢
(95%CI1.82 & 5.43>p<0.001)c 7§ 7 &+ FHFFPFE (121 6 B

-3

E4 ™)

L@b’%awaw
7B
(5T Lereh) 13 HbAle A#HE (9% 5“7 8L) 2
A% 39547 ON101 &

R e TR R G 98
RS2 AN At
£ :F 50% 4 Bt 5)(82.8%
SRF R F o AR

> ONIOL e a4 A B 15 4 (203%) o e i 7 4 (17.5%) >

I

"L'F

i,

(¥ (p=0.81) ¢ &3 rcdp i ki ~ o

# ~ ~ONI01 % I3 fofk s 2 e % 2 b %

ON101 ‘= Fofl te B H L .
(n=122) (n=114) (95% CI) p=
$ox 2k 6,0 (%) 74 (60.7) 40 (35.1) | 2.84(1.66 & 4.84) | <0.001
HbAI1C < 9% 50/90 (65.6) | 33/82(40.2) | 2.81 (1.50 % 5.26) | <0.001
HbAIC = 9% 15/32 (46.9) | 7/32(21.9) | 3.14(1.04 = 9.50) | 0.04
FF e A <5cm’ 55/88 (62.5) | 31/77 (40.3) | 2.46 (1.31 X 4.61) | 0.005
FH e = 5em? 18/33 (54.5) | 8/36(22.2) |4.09 (1.42 3 11.80) | 0.009
FHHEEERT <6 B 62/86 (72.1) | 36/79 (45.6) | 3.07 (1.59 % 5.95) | <0.001
FHFFERF = 6B 12/36 (33.3) | 4/36(11.4) [3.99(1.09 & 14.63)| 0.04
%o & & # % * (%), mean(SD) -78.0 (42.6) | -78.0 (34.9) NA 0.89
510 X PARPEG T Ao
101 (82.8) | 98(86.0) | 0.80(0.36 & 1.62) | 0.53
471 50%, n(%)
% B Z%,n(%) 6 (4.9) 7 (6.1) NA 0.78
FF R, n(%) 15/74 (20.3) | 7/40 (17.5) NA 0.81
P AF A A K (%) 76 (62.3) 77 (67.5) NA 0.42
R AR A LFE 2 A A dk, n(%) 7(5.7) 5(4.4) NA 0.77
B 7 LF EF 4 L n(%) 14 (11.5) 9(7.9) NA 039
R ARR B E A L FE A A K,
0 1(0.9) NA <0.48
n(%)
X 2H 35 cONIOl e foilie s wlg 76 4 &2 77 X AR B HF 472 2
¥ s A wF T AE S AT LEREFTRE KM - ON101 3 1AL
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TRk sk 5 % (2012 2 & Bl > R - kb pew AR 0 112 E B
Bofp it 2 R g AR S A SR TR R AR AR

(=) et &

éfiﬁi =@ Ea ~ &k # ik &~ (Fespixon) Y F 1.25%/ 5. 5 ~ i ix % #
"‘s/:\/rv)/%‘rf ‘i’;%rf\}]% &FKI;— \”’.‘%'}%Jo

AEL G AAAFFT “%&w% &zﬁ%%wkﬁ#ﬁ%%ww$v
PR &R o IR E EL e %‘«? 322 B L& P .« (WHO Collaborating
Center for Drug Statistic Methodology ) Herb o EL 34 A% & 22 & Plectranthus
amboinicus extract (3| £ % 5 B~ ) 11 2 Centella asiatica extract (ff £ ¥ 5 B4 )
6 W EH AP~ ATC A # 4 - 1642 ATC 4 445 5 DO3AX14 -
DERMATOLOGICALS/PREPARATIONS FOR TREATMENT OF WOUNDS AND
ULCERS/CICATRIZANTS/Other cicatrizants % %] » & " D03AX | R Y
AL ek HE RS sl TR LG TRy 23T R

Flp AL A HAZPREAEF P WA AT RAE AN EFRE

ffj‘%ﬁ,ﬁf‘w\: 5 LES S A
(=)= Qﬁ’%‘ﬁi«ﬁ’f"? e Bk 2 ik

32022 £ 3% 24 p i+ ’#\;?Ejéj_t%:%fiﬁgx.,’é‘gg‘%kiLgij%%%éﬁi
ERIRE o

(=) R e % 28

& 4% PubMed ~ Embase % Cochrane Library ¥ T+ FHE > #H A% & 5
ik TR RN o0 MRS F R LR 444 T Wagner Fp A AR E 12 2
BEG T AL AN TR 25T a0 ) B WERHE RS R A
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Bor 236 LK Y 0122 8L ONIOL 5 0 114 LR Boting - 5
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& & m w5 60.7% (35.1%) % X v+ 2.84 (95%CI1.66 T 4.84 > p<0.001) - &
APHFLAR LR R iR G o e R T35(-78.0%:-78.0%
p=0.89)~ 5 10 = ik PE i v 4 5 451 50% ¢ #e (82.8% © 86.0% » p=0.53) -
BoR Al (49%:6.1% p=0.78) 11 2 FR R A Bt v] (20.3% 1 17.5% -
p=81) IZm i EF LR -

ERAMD AR (T LS Lo p0TT) i ML T AL
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wE | Mz Py

PubMed (4% p # : 202203 % 22p)
#1 diabetic foot 17,681
#2 diabetes 863,329
#3 | ulcer 274,689
#4 | (diabetes) AND (ulcer) 16,327
#5 | (diabetic foot) OR ((diabetes) AND (ulcer)) 24,636
#6 | ON101 1
#7 centella asiatica 1,010
#8 | Plectranthus amboinicus 90
#9 | (centella asiatica) AND (Plectranthus amboinicus) 2
#10 | (ON101) OR ((centella asiatica) AND (Plectranthus 3

amboinicus))
#11 | ((diabetic foot) OR ((diabetes) AND (ulcer))) AND

((ON101) OR ((centella asiatica) AND (Plectranthus 2

amboinicus)))
AP S 1
EMBASE (% p #f : 2022#£ 03" 22p)
#1 | 'diabetic foot'/exp OR 'diabetic foot' 21,323
#2 | ‘centella asiatica' 2,159
#3 | 'plectranthus amboinicus' 296
#4 | #2 AND #3 15
#5 onl01 4
#6 | #4 OR#5 19
#1 | 'diabetes mellitus' 1,087,622
#8 | ulcer 281,720
#9 | #7 AND #8 18,008
#10 | #1 OR #9 34,902
#11 | #6 AND #10 5
KNP S 1
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Cochrane Library (#7% p # : 2022#03" 24p)

#1 diabetic foot 3,758
#2 diabetic ulcer 1,966
#3 centella asiatica 123
#4 plectranthus amboinicus 6
#5 ON101 4,007
#6 #1 OR #2 2
#i #3 AND #4 6
#8 #5 OR #7 6
#9 #6 AND #8 6
PSS 1

34/35



111BTD02006_Fespixon cream

Wik~ AR )gkif'i:’:’ Hovk

FARA L M i %
#1 | diabetic foot 17,688
PubMed 2022.03.25 #2 | Fespixon OR ON101 1
#3 | #1 AND #2 1
#1 | diabetic foot 18,527
Embase 2022.03.25 #2 | Fespixon OR ON101 4
#3 | #1 AND #2 3
#1 | diabetic foot 3,758
Cochrane :
. 2022.03.25 #2 | Fespixon OR ON101 4
library
#3 | #1 AND #2 4
(diabetic foot)  AND
CRD 2022.03.25 #1 . 0
(Fespixon OR ON101)
(diabetic foot)  AND
INAHTA 2022.03.25 #1 . 0
(Fespixon OR ON101)
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