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APPENDIX 1

Validation of the HPLC Method

Analytical parameters validated were specificity, precision, accuracy, and linearity.

The validation of an analytical method was the process by which performance

{ ;\\w\:\k

».‘.* ondition used, the peak of

1. Specificity

The specificity ocally the analyte in the presence

of components in the

triamcinolone acetonide g ' m and not be interfered by the
peak of other components 4 3 \\ \ ndard technique was performed
by determining the pe alio’ i riamc \ 4 acetonide to prednisolone base
(internal standard). The p of tri ‘ acetonide, its internal standard, and all
other components must be sharp e .-;:' iate resolution. The retention times of

triamcinolone acetonide and prednistle e at 11.4 and 7.3 min, respectively.

'l
I

ﬂUEJ’J‘VIEJ‘VIﬁWEﬂﬂ'ﬁ
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Figure 38 HPLC chroma

triamcinolone acetonide

2. Precision

The precision of ¢ S the degree of agreement among

individual test results when < '\ atedly to multiple samplings of a

homogeneous sample. Thepregisio tical method was usually expressed as the

standard deviation or relative staie coefficient of variation) of a series of

measurements. The determina nﬁﬁuy\ sie e analysis of triamcinolone acetonide

by HPLC method was:petformed b: v analyzing the coefficiefit.of variation of three sets of

Vi X

T
in precision and between run

five standard solutions:
Tables 33 ml 34 illustrate the data of withi

precision, respectively. THeswalues of coefficient of variation of the within run and

revseon v b S b I BT E I 81D FL S tver. 1o covrion

of variation of anq'lanalytical method ¢euld generalkbe less than ?‘% (USP 27, 2004).

Since alQelWGé} arﬂﬁtﬂ?m N ﬁtq ﬁatw El.r&]basﬁl for quantitative

analysis ofitriamcinolone acetonide in the range studied.
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Table 33 Data of within run precision of triamcinolone acetonide analysis by HPLC
method

Concentration Peak area ratio
(ng/ml) Set No.l SetNo.2 SetNo.3 Mean + SD %CV
0.70 0.5712  0.5747 _ .0.5793 0.5751 + 0.0041 0.71

1.10 0.8907 0.8 0.8869 + 0.0070 0.78

1.50 1.1886 "iel005  ol.1030== 1910+ 0.0027  0.23
1.90 14841 [ 40h8 . |1 4053 T899 £ 0.0056  0.38

2.30 1.8062 " L6881 ) 18174+ 0.0097  0.53
'/ £/ \
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3. Accuracy
The accuracy of an analytical method was the closeness of test results obtained to
the true value. The accuracy could be established across its range. The determination of
accuracy of analysis of triamcinolone acetonide by HPLC method was performed by
analyzing the percentages of analytical recovery of three sets of five standard solutions.

The percentages of analytical recovery of triamcinolone acetonide are shown in Table 35.

The mean and %CV of the perce tages jof analytical recovery of all triamcinolone

acetonide concentrations were /' \\{i i/ /" 4 E,%, respectively, indicating that this
method could be used for anhalysis acetonide in all concentrations
studied with high accuracy: :
generally be 98-102 % (USP.2

percentage of analytical recovery could

Table 35 The percentages I st \ molone acetonide analysis by
HPLC method N ’
! ﬂi. ‘
Concentration ted conce ﬂ\'{ﬁi )
(ng/ml) 1 ;w 3D % Recovery
0.70 0.69 0.69 0. n___=’-'=‘, 100.00
1.10 1.18 7 1.06
1.50 ‘__-y_;_—— — 148
1.90 1.92 q
4
2.30 2.28 .;9 2.32 2301002 100.00

. ﬂﬂEJ’J‘VlEJVI‘ﬁWEJ’Iﬂ"J

%CV o
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4. Linearity
The linearity of an analytical method was the ability to elicit test results that were
directly, or by a well-defined mathematical transformation, proportional to the
concentration of analyte in samples within a given range. The linearity could be
established across the range of the analytical procedures. It should be established initially
by visual examination of a plot of signals as a function of analyte concentration. If there

appeared to be a linear relationship, testresults could be established by calculation of

regression line by the method of qudrgs e calibration curve data is shown in
Table 36. A plot of triamcinoléne aeetoni ions versus the peak area ratios of

al: standard_(Figure 39) illustrated the linear

correlation in the concentraji 56 & \\\ 051,10, 1 50, 1.90, and 2.30 pg/ml,
respectively). The coefficiefit of dété fthis line was 0.9999, and the
corresponding equationl w3 / S5 Tf.-.' 7 ese results indicated that the

HPLC method was accg € for quartfital » o riamcinolone acetonide in the

ﬂ‘LIEJ’JVIEJ‘VIﬁWEJ’]ﬂi
’QW']Mﬂ‘iEU NN Y
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Table 36 Data of calibration curve of triamcinolone acetonide analysis by HPLC method

Concentration Peak area ratio

(ng/ml) SetNo.l  SetNo.2  SetNo.3 Mean * SD %CV

0.70 0.5732 0.5712 0.3773 0.5739 £0.0031  0.54

1.10 0.8897 0.8868 0.8888 0.8885+0.0015 0.17

1.50 11906 1938 ,z 1.1923 £0.0015  0.13
.4 3 @1 4959+ 0.0005  0.03

.8158 +£0.0027  0.15

1.90 1.496Q==

2.30

2.10
1.80 -
150 -
120 -
0.90 -
0.60
0.30 -

e @u E_! ’J ikd nj w BANLY, L. 2.70

ammﬂizﬁfﬂ'ﬁ"""nwmaﬂ

Figure 39 Callbratlon curve of triamcinolone acetonide analysis by HPLC method

Mean area ratio




APPENDIX 11

Experimental Data

Table 37 The thickness of buccal mucoadhesive film No.1-8

Film No.

1 2 3 4 5 6 7 8

1 0.060 0.055  0.045 050 0.070 0.045 0.050
- 0.060  0.055 0.070  0.045 0.050
3 0.060 0.070  0.045 0.050
4 0.060 0.045  0.050
5 0.060 0.045 0.050
6 0.060 0.045  0.050
7 0.060 0.045 0.050
8 0.060 0.045  0.050
9 0.060 0.045  0.050
10 0.060 0.045 0.050
1 0.060 0.045  0.050
12 0.060 0.045  0.050
13 0.060 0.050 0.045  0.050
14 0.050 0.045  0.050
15 0.055 055 0.065 0.045 0.050
16 0.055 0.065 0.045 0.055
17 0.055 ( 0.055 | () 0.050 0.055
18 0.060 [ 4050 0:050 0.055 )70 0.050 0.055
19 0.060 fi 970 0.050 0.055
20 0060 G055 0050 0.0 0 0.055 70 0.050  0.055
21 0.060  0.0§54, 0.050 0.0504,0.055 0.070 0.050 0.055
22 %ﬂ oﬂfg@ﬂﬂﬁﬁ“ﬂ’ﬁﬁ?oso 0.055
23 050 0.055
24 0.060 0.055 0.050 ¢ 0.050 0.055 0.070 0.05¢ 0.055
) RS TR 360 23 N2 P
0.055

0.050 0.055 0.045 0.060 0.050 0.060 0.050 0.055

28 0.055 0.050 0.045 0.060 0.050 0.065 0.050 0.060
29 0.055 0.050 0.045 0.065 0.050 0.065 0.050 0.050
30 0.050 0.060 0.040 0.065 0.050 0.065 0.050 0.065
mean(mm) 0.058 0.055 0.046 0.052 0.052 0.069 0.047 0.053
SD 0.004 0.003 0.003 0.005 0.003 0.003 0.003 0.004
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Table 38 The thickness of buccal mucoadhesive film No.9-11, and 23-28

Film No.

9 10 11 23 24 25 26 27 28 29

I 0.080 0.090 0.115 0.120 0.115 0.100 0.124 0.125 0.115 0.110
2 0.080 0.090 0.115 0.100 0.130 0.110 0.123 0.130 0.130 0.115
3 0.080 0.090 0.115 0.110 0.120 0.125 0.115 0.125 0.120 0.115
4 0.080 0.090 0.115 0.125 0.120 0.120 0.130 0.125 0.120 0.100
5 0.080 0.090 0.105 0.130 0.100 0.120 0.130 0.120 0.105
6 0.080 0.090 0.110 0.110 0.120 0.125 0.110 0.115
7 0.080 0.090 0 0.11 0.110 0.120 0.120 0.125 0.115
8 0.080 0. 10 0. y126°°0.125 0.120 0.120 0.120 0.110
9 0.080 ‘ ; 924 0.120 0.105 0.120 0.115
10 0.085 0.120 0.115 0.125 0.110
1 0.085 0.120 0.125 0.110 0.115
12 0.085 0.125 0.120 0.125 0.110
13 0.085 0.120 0.120 0.124 0.115
14 0.085 0.125 0.120 0.120 0.115
15 0.085 0.130 0.130 0.120 0.110
16 0.085 0.125 0.120 0.125 0.105
17 0.083 0.110 0.110 0.115 0.110
18 0.084 0.125 0.125 0.125 0.110
19 0.083 Z1 250 0.115 0.120 0.120 0.115
20 0.083 0.092 0.105=5:320 = 125 0.115 0.100 0.123 0.110
21 0.082 0, TH- 90125 0.115 0.110 0.115 0.105
2 0.082 LOHIL 0110 0.130- 0,100 0.12550/110 0.110 0.130 0.110
23 0081 0091 0.1 50110 0125 0.120 0.110
24 0.081 o.@ 12@0105 0.124 0.110 0.105
25 0.080 0 0.115 0.115 0125 0.12 0110 0.120 0.125 0.115
26 00 0089'4 0,1 0.120 0.124 0.115
27 Q@&Ji&fiﬂ 0.120 0.120 0.115
28 0 0125 0115 0.125 0.120 0.110
29 0‘078 0088 0.105 0’130 0.120£0.120 0.115 9120 0.120 0.115
‘ 10 '. N0.125 0.115 0.115

0119 0.119 0.118 0.120 0.120 0.111

SD 0.002 0002 0003 0.008 0.007 0.007 0.007 0.007 0.005 0.004
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APPENDIX III

Analytical Data

Table 39 Amount of triamcinolone acetonide containing in film No.29 at initial time

Sample  Area ratio Triamcir %LA
1 1.1182 - 100.48
2 1.1168 , — 8 100.36
3 1.1147 - = 100.18
Mean  1.1166 714 DG AN () 34

SD 0.0018 py i 0,15
%CV 0.16 A 0,0.15

Calibration curve data

Concentration(pg/ml)
0.60
1.00
1.40
1.80
220
2.60

y =0.8047x — 0.0308; r* =0.9993

ﬂ‘LJEl’J‘VlEWﬁWEI’]ﬂ‘i
ama\mmum'sﬂmaﬂ
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Table 40 Amount of triamcinolone acetonide containing in film No.29 stored at ambient

lSt

condition (1°° month)

Sample  Arearatio  Triamcinolone acetonide(ug)  %LA

1 1.1144 14.34 100.92
2 1.0998 14.16 99.63
3 1.1067 14.24 100.24
Mean 1.1070 25 100.26
SD 0.01 0.65
%CV 0.66 0.65

Calibration curve data

Concentration(ug/ml) l 4!!/
0.60
1.00
1.40
1.80
2.20
2.60

y =0.7884x — 0.0163; r* = 0.999

ﬂUEl’WIHVI’iWEI’]ﬂﬁ
ammmmumwmaﬂ
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Table 41 Amount of triamcinolone acetonide containing in film No.29 stored at 40 °C

and 75% RH (1* month)

Sample  Arearatio  Triamcinolone acetonide(ug) %LA

1 1.1068 14.20 99.9
2 1.1066 14.19 99.87
3 1.0972 14.14 99.47
Mean 1.1052 - 99.75
SD 0.0026 0.24
%CV 0.23 0.24

Calibration curve data

Concentration(pg/ml
0.60
1.00
1.40
1.80
2.20
2.60

y =0.76x + 0.028; r* = 0.999

i)
AULINENINEINg
PIAANTUAMINYAE
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Table 42 Amount of triamcinolone acetonide containing in film No.29 stored at ambient

condition (2" month)

Sample  Arearatio  Triamcinolone acetonide(ng)  %LA

1 1.1189 14.21 100
2 1.1185 14.2 99.96
3 1.1218 14.25 100.25
Mean l:3197 100.07
SD 0.0018 0.16
%CV 0.16 0.16

Calibration curve data

Concentration(ug/ml ﬂ,f

0.60
1.00
1.40
1.80
2.20
2.60

y = 0.7868x - 0.009; * = 0,994
| Y]

¥

ﬂUEl’WIHVI’iWEI’]ﬂﬁ
ammmmumwmaﬂ
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Table 43 Amount of triamcinolone acetonide containing in film No.29 stored at 40 °C

and 75% RH (2" month)

Sample  Arearatio  Triamcinolone acetonide(pg) %LA

1 1.0963 14.15 99.61

2 1.0906 14.08 99.09

3 1.0783 13.93 98.00
Mean 1.0884 4.0 98.90
SD 0.0092 0.82
%CV 0.84 0.83

Calibration curve data

Concentration(ug/ml) 4 A ef _.{f _ol:!
0.60 #0467
1.00
1.40
1.80
2.20
2.60

y =0.7863x - 0.0166; r* = 0.999F ==

l;:“

) J
AULINENINEINg
PIAANTUAMINYAE



118

Table 44 Amount of triamcinolone acetonide containing in film No.29 at ambient

conditions (3™ month)

Sample  Arearatio  Triamcinolone acetonide(pg) %LA

1 1.0932 14.16 99.64

2 1.0986 14.23 100.12

3 1.0895 14.11 99.30

mean 1.0937 99.69
SD 0.0046 0.41
%CV 0.42 0.41

Calibration curve data

Concentration(pg/ml A(_ff.’.
0.60 ofof “ —=
1.00 B TR
1.40 VY LT e
1.80 Ll SWredE)
2.20 y 032 4
s A

y =0.7846x - 0.0177; r* = 0,9998 5/ =/
| <)

¥

ﬂUEl’WIHVI’iWEI’]ﬂﬁ
ammmmumwmaﬂ
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Table 45 Amount of triamcinolone acetonide containing in film No.29 stored at 40 °C
and 75% RH (3" month)

Sample  Arearatio  Triamcinolone acetonide(pg) %LA

1 1.0776 1392 100.00

2 1.0757 13.89 99.96

3 1.0819 1397 100.25
Mean 1.0784 98.03
SD 0.0032 0.29
%CV 0.29 0.30

Calibration curve data

Concentration(pg/ml A’l ff;‘ :
0.60 £ 047707 =
1.00
1.40
1.80
2.20
2.60

y =0.7717x + 0.0038; > = 09993

)
AULINENINYINS
PRIAATUAMINYAE



Table 46 The cumulative amount release of triamcinolone acetonide from film No.29

Cumulative amount release (ug/cm?)

Time Samplel Sample2 Sample3 Sample4 Sample5 Mean SD
0 0.00 0.00 0.00 0.00 0.00 0.00 0.00
10 2.09 2.02 2.00 2.07 2.04 2.04 0.03
20 3.41 3.28 3.32 3.36 3.31 333 0.05
30 422 4.11 4.09 4.17 4.20 4.16 0.06
45 491 4.72 4 4.81 4.85 0.09
60 6.00 6.07 0 & 6.02 6.02 0.05
120 10.89 11.08mwe1).98 & 095 1096 0.05
180 14.10 14,17 e¥%.07 | 04 14.09 0.05

Calibration curve data

0.60
1.00
1.40
1.80
220
2.60

. 1
e
e

y =0.7927x + 0.004 vy

.,I
|
‘.

2.0 -'-r"'

oAt "' d

ﬂUEJ’J'VIEJVI‘iWEJ’]ﬂ‘i
QW’]MH‘E@UNW]’W]EI']MI
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Table 47 The cumulative amount release of triamcinolone acetonide from Kenalog®

orabase
Cumulative amount release (ug/cm?)

Time  Samplel Sample2 Sample3 Sample4 Sample5 Mean SD
0 0.00 0.00 0.00 0.00 0.00 0.00 0.00
10 0.96 0.91 0.83 0.81 0.88 0.88 0.06
20 1.27 1.19 32 1.23 1.28 0.07
30 1.84 1.89 1.77 1.80 0.06
45 3.11 315 3.09 0.05
60 4.32 3.98 420 0.13

120 6.08 6.09 0.06
180 9.44 9.35 0.09
240 12.07 12.00 0.07
300 12.65 12.69 0.07
360 13.73 13.64 0.08
420 13.73 E 13.64 0.08
480 13.73 W3.57  13.64 0.08

Calibration curve data

Concentration(p g/ml

0.60 AL M V3
100 L7 R
1.40 EI .'J‘J
1.80 ¢ 1 4469 ~

2.20

260?}4%@%87]57‘18’1?1‘5

RN M INgNa Y
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APPENDIX 1V

Statistical Analysis Data

Table 48 t-test for the effect of mucin in artificial saliva on force of mucoadhesion

Artificial saliva  Artif]
Film No. without mucin p-value
0.0500
0.0500
0.0500
0.0500
0.0500
0.0500
0.0500

0.0500

0 N N BN —

Mean wor
Artificial sallva Atrfificial
Film No. without mucin Sig p-value

0.0439 T 0.054 60" 0.0500
O *’t — ll_. ‘ 0.0500
0.0 9060~ 0.0500
0.05 J 0.0655 0.0046  0.0500
0. 0330‘- 0.0445,,  0.0037  0.0500

FMEI’J NI N e 8283

0 0568 _ £0.0697 £0.0001

Table S(QtnﬂﬁgﬂfiMnMM;]ogdn &, ;]rna‘u EJrce and work of

0 9N L B W N —

adhesion
Aritficial saliva
without mucin mucin
Sig Sig p-value
Force of mucoadhesion 0.0000 0.0020 0.0500

Work of adhesion 0.0015 0.0000 0.0500
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Table 51 LSD test of the force of mucoadhesion of film No.1-8 in artificial saliva without

mucin

Film No.  Film No. Sig. Film No.  Film No. Sig.

1 0.0450 1 0.0000
0.0460 2 0.0003
0.0370 3 0.0000
0.0000 4 0.0000

6
7
8

0.0000
0.0009
0.0000
0.0000
0.0000
0.0002
0.0036
0.0000
0.0000
0.0490
0.0400
0.0470
0.0390
0.0069
0.0009
0.0000
0.0000
1 0.0008

0.0001
3 ' 0.0038
0,000 * 0.0490

ﬁuﬂ“ﬁﬁﬂﬂmwmn“ﬁz

0.0490 * 0.0000

*
*
*
*
*

LI\UJN-‘OQ\IO'\UIAN'—'OO\IO\UIAU)'—‘OO\)O\UIJBU)N

****************************

*T"e“‘ﬁiﬁ’ia&ﬁ'ﬁi’ﬁwﬁﬂmaﬂ
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Table 52 LSD test of the force of mucoadhesion of film No.1-8 in artificial saliva with

mucin

Film No.  Film No. Sig. Film No.  Film No. Sig.

5 0.0000
0.0001
0.0000
0.0000
0.0000
0.0380
0.0000
0.0000
0.0000
0.0000
0.0000
0.0000
0.0000
0.0000
0.0010
0.0036
0.0000
0.0000
0.0380
0.0000
, 0.0000
- O 00000
: f 0.0000

1 2 0.0490
0.0430
0.0012
0.0000

¥ X X X »

I — 00 N A WN —

0.0000

J%%hﬂﬁﬂ81n°ﬁ§

0.0055 0. OOOO

3
4
)
6
7
8
1
3
4
5
6
7
8
1
2
4
5
6
7
8
1
2
3
5

**** * X X X K K K K K XK K X X X X K K X X % * % * *

! a'iﬁﬁ“%"ﬁfﬁ IR
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Table 53 LSD test of the work of adhesion of film No.1-8 in artificial saliva without

mucin

Film No.  Film No. Sig. Film No.  Film No. Sig.

1 2 0.0470 5 0.0000
0.0490 0.0000
0.0000 0.0000
0.0000 0.0000
0.0000
0.0000
0.0000
0.0000
0.0000
0.0000
0.0001
0.0000
0.0000
0.0003
0.0490
0.0450
0.0390
0.0000
0.0000
0.0000
0.0000
0.0000
0.0000
{ 0.0000
0 0000 * 0.0360

ﬂw%ﬂmwmnszzzzz

0.0360 * 0.0000

*
*
*
*
*

N — 00 9 N & W N —

3
4
5
6
7
8
1
3
4
)
6
7
8
1
2
4
5
6
7
8
1
2
3
5

* X K X X K X X X K K X X X K X K R K X K K X X O O R *

”“”ﬁﬁﬁ&&ﬁ“‘fﬁﬁﬁfﬁﬁﬂﬂwaﬂ
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Table 54 LSD test of the work of adhesion of film No.1-8 in artificial saliva with mucin

Film No.  Film No. Sig.

Film No.

Film No.

Sig.

1 2 0.0001
0.0460
0.0000
0.0000
0.0000
0.0000
0.0000 %

3
4
5
6
7
8
1
3
4
5
6
7
8
1
2
4
5
6
7
8
1
2
3
S
6

i

@i | 814

* The mean diff&# e'1s sign

RIANTAUNNINGAE

¥ ¥ X X ¥ »

5

ificant at the 0.05 level.

0.0000
0.0353
0.0000
0.0000
0.0000
0.0450
0.0000
0.0000
0.0000
0.0000
0.0018
0.0000
0.0000
0.0370
0.0000
0.0390
0.0000
0.0000
0.0450
0.0000
0.0000
0.0000
0.0000
0.0000
0.0179
0.0000

* O K X X XK X X XK K K K X XK X X K K K K XK K K K X X ¥ x
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Table 55 Analysis of variance comparing the tensile strength of film No.1-8

Source Sum of Squares  df  Mean Square F Sig.  p-value
Between Groups 1453.645 7 207.664 52.987 0.0000 0.05
Within Groups 125.413 32 3.919

Total 1579.058 39

Table 56 LSD of the tensile strength of film No.1-8

Film No. Film No.
1

0.0380
0.0460
0.0000
0.0021
0.0000
0.0000
0.0200
0.0000
0.0000
0.0000
0.0000
0.0000
0.0210
0.0000
0.0000
0.0000
0.0000
0.0000
0.0000

\IO\MAN—OO\IO\UIAUJ'—‘OO\)O\MAOJN

40,0000 *

4 qumszﬂta‘WEJ’aﬂ‘i§§§é§

0.0064 *¢ 0.0480

QWTM{H@U NW]’J‘V]EI']@‘)%I

0.0000 * 0.0200
7 0.0000 * 6 0.0000
8 0.0470 * 7 0.0000

® W W W X R M P A R R O Ok W N S * K X X X K K ¥ ¥ *

* The mean difference is significant at the 0.05 level.
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Table 57 Analysis of variance comparing the % elongation of film No.1-8

Source Sum of Squares  df  Mean Square F Sig.  p-value
Between Groups 6661.597 7 951.657 267.625 0.0000  0.05
Within Groups 113.790 32 3.556

Total 6775.387 39

Film No. Film No.
1

Film No. Sig.

0.0000
0.0000
0.0000
0.0000
0.0470
0.0000
0.0000
0.0000
0.0000
0.0000
0.0000
0.0470
0.0000
0.0000
0.0000
0.0002
0.0000
0.0029
0.0000

@ummamwmmom
uasifaluin v

0.0000 * 0.0000
6 0.0000 * 0.0000
s 0.0029 * 0.0000
8 0.0000 * 0.0000

O\M&N—OO\)O\UIAU)-—OO\IO\UIAQJN

****************************

NN A

* The mean difference is significant at the 0.05 level.
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Table 59 Analysis of variance comparing the curing rate in subject group No.1-4

Source Sum of Squares  df  Mean Square E Sig.  p-value
Between Groups 1.134 3 0.378 47.498 0.0000 0.05
Within Groups 0.541 68 0.0079

Total 1675 71

Group No.  Group No.

| 2
3
4
2 1
3
4
3 1
2
4
4 1
2
3

AU ININTNEINS
PIAANTUAMINYAE
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Table 61 Analysis of variance comparing the time periods for ulcer disappearance of

subject group No.1-4

Source Sum of Squares  df  Mean Square E Sig.  p-value
Between Groups 30.278 3 10.093 10.451  0.0000  0.05
Within Groups 65.667 68 0.966

Total 95.944 71

Table 62 LSD test of the time pet ot ul¢Gf difappearance of subject group No.1-4

Group No.  Group No.

1 2
3
4
2 1
3
4
3 1
.
4
4 1
2 =
3 0.866 ;_5;‘.._).'_': e

* The mean difference ' Sig

]

li ¥

AU ININTNEINS
PIAANTUAMINYAE
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Table 63 Analysis of variance comparing the the in vivo residence time of subject group
No.1-4

Source Sum of Squares  df  Mean Square F Sig.  p-value
Between Groups 235.148 2 117.574 2969 0.0600  0.05
Within Groups 2019.667 51 39.601

Total 2254.815 53

Table 64 LSD of the the in vivo res len : bject group No.1-4

Group No. Group No.

AT =
U W

4 )
3 2 #0238 y &\ .
4 J RQ [ . - .
4 2 J Of NS -' ,
s Mod E;;: b A
NS = The mean dlfference gnificar l!!l
Groupl Group3 Group4
Time periods : » Time periods Time periods
Initial for ulcer 2o o Initial for ulcer Initial for ulcer
size  disappearance si e — e size  disappearance size  disappearance
Subject (mm) (day) (day) (mm) (day)

1 35 " ') 6 3.5 5
2 4.5 e 3 5.0 7
3 2.0 ‘I 4 4.0 5
4 3.0 7 ' 4 4.0 5
5 2.5 6 25 5 ) 4 4.0 S
6 2.0 7 4. 0 6 2.0 4
7 2.0 4 € 5 3.0 5
*2”ﬂu8?m8ﬂﬁWHﬁﬂi g |
9 25 [} 4.0 5
10 Yy 7 6 3.0 4
11 7 3 5 5 6 OS 40 7
12 dV'l EI ’3 &l 3.0 4
n Qﬁ WNﬂTﬂJN Al 5
14 7 5 3.0 S
15 6 6 4 3.5 5
16 3 0 7 4 0 6 4 0 5 3.5 5
117 25 7 3.0 5 3.5 5 3.0 4
18 2:5 6 3.5 5 3.5 5 3.5 4




APPENDIX V

Pre-test Basic Information of Subjects

Table 65 The age range of 72 subjects

Age Number of subjects

15-20 10
21-25 40
26-35 12
36-45 10

Table 66 The frequency ofi )",, 2 ‘. got,

Frequency of incidenis ff"y "AA \‘\' :"\“\

Weekly

2-3 week/incident

Monthly v

2-3 month/incident

2-3 incidents/year
Once a year

Unpredictable

Etiology :,'::;:;
Sleeplessness 4.

Stress Il
Menstruation

ﬁﬁmﬂﬁmw znm

Table 68 The treﬂnent of aphthous stgmatltls in 72 subjects

Herbal medicine

8
Mounthwash 5
Kenalog® orabase 20
Trinolone® 16
Sore Mounth Gel 7

Antibiotic drug 2

132
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APPENDIX VI

The Questionnaire of Sensory Analysis test
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