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Table

APPENDIX A
TEST PRODUCTS

35 Test Pred ts

Brand name

DICLOSIAN
DIFENO

' DOSANAC
INFLANAC
PETORAN
PUTAREN
VOLTA

VOLTAREN

- Mfg. date Batch no.
3-91 T91060
' :::3-34 341053
 9=1-91 23UA004 :
3-88 802077
- 11-90 155AM
18-9-33 SPM
20-3-34 889-34-24
i ha-—cejgy —— ——FF 1+6~411-90 .26-073
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APPENDIX B
' CALIBRATION CURVE DETERMINATION

The typical calibration curves data for diclofenac

sodium concentratlons' 35 simulated intestinal fluid TS

)/J , 0.01 N methanolic
d

‘ﬁ_&_kle presented in Tables

espectively.

without pancreatin
sodium hydroxide

36, 37, 38 and Fig
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Table 36 Typical Calibration Curve Data for
Diclofenac  Sodium Concentrations in
Simulated 1Intestinal Fluid TS without
pancreatin (pH 7.5 + 0.1) Estimated

Using Linear Regression

Inversely =
Standard|Concentrat w~; estimated |% Theory °
No. (mcg; n ;ncentratidn /
mcg./ml.)
JIE 2N “ " N
1 /;-‘7- 'f\\\\\\z.45 97.85
2 : ' T, L 1854 4.99 99.74
3 | i< aaBa; \ ¥10.99 ] 102,98
4 ' | ipdds WY 15.12 100.78
5 » - — 818" | 20.00 100.00
6 . : (8 100.08
7 : 36 | 0.93 55 .84 984T
101.13
1.54
1.52%
G T 0080 Y e T O LT 4 ). 0008
2. Inversely estimated concentrafidn = Absorbance - 0;0009
' 3,07 x 1072
3. % Theory = Inversely estimated concentfation = iOO

~ Known .concentxation
S.D.

%
4, % L.V, L S

Mean



Table 37 Typical Calibration curve Data for
Diclofenac Sodium Concentrations in
0.01 N . Methanolic  Sodium Hydroxide

Solution Estimated Using Linear Regression

105

Standard|Concentration|Absoxbance

No. (mcg./ml.\\:b*-

concentration

Inversely =

estimated % Theory

(mcg./ml.)

fl 2.25 90.00
2 4,97 99.49
3 T.47 99.57
A 10.00 9.99 99.87
B 12.5§ 13.07 104.58
6 15.00 * 5% 14.56 97.09
P 7
7 20. 00 it A 19.91 99.55
8 o, __.-ii.-;{_y 5.18 100.72
) .
P Mean 98.86
e — v/ -
: 418 . 4.1
AULINENINYIAT ot
‘ ¢ R 4.18%
ne , al Y
g . & J""TI! -g‘i;r\rﬂ.nu
L 3] U g U i‘ ¥ ‘ g 5
1 , | 6
150N i 0,909, Y 2 0.0588X. o 0.395
2. Inversely estimated concentration = AbSorbance.— 0.395
, ' 3.89 £ 1077 °
3,° % Theory = Inversely estimated concentration _ 44
Known concentration
i) SCN = B :

x 100
Mean
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[ 4 :
Tab1e>38 Typical Calibration curve Data for
Diclofenac Sodium Céncentrations in Human
Plasma Estiﬁated Using Linear Regression
Inversely .
standard|Concentration|Peak height estimated % Theory =
No. (mcg./ml.) \ i concentration
(mcg./ml.)
e | 1 0.0499 . QRN 00375 T8+15
2 0.099" /i A2 , 0947 94.71
3 0.198 ’1' 3‘~ 1964 99.15
4 0. | : %0.4102 108.51
; ) N ' : :
5 0.7# ) - L ' 07357 » 100.39
6 o188 f LRk | 1.1889 100.01
7 “1.58587 98.33
8 1 1.9560 .. 98.72
_é ‘”2353.4020 101.04
. § ommar
: ¢ a o Mean b D GIBET8
AUBINENINGIATE ==
v W Lo aui BTN

et %0099 . %

3.3723% + 0.1226

2. Inversely Estimated Concentration = Peak Height Ratio - 0.1226

33723
Inversely Estimated Concentration % 100

3. % Theory

Known concentration

- 8.0, % 100

4. % C.V.

Mean
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CALIBRATION CURVE OF DICLOFENAC SODIUM
SIMULATED INTESTINAL FLUID (pH 7.5+0.1)
¢ ABSORBANCE at 280 nm.
0.8
o8}
| 4
0.4
"~ 0.2t
c’o | £10 7276 v 20 25 30 36
LOFENA ODIUM CONC. (mcg /mi)
ge value(n=3)
1 4

ﬂ'lJEJ'II‘VIEWlﬁW

Flgure 181 Callbratlon curve yllclofenac sod1um*1n

M ﬁ‘*ﬁ‘ﬁﬁ“‘mﬁm’m‘mﬂ e e

¢pl-T.D + 0,1
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CALIBRATION CURVE OF DICLOFENAC SODIUM
0.0IN METHANOLIC SODIUM HYDROXIDE

- ABSORBANCE at 280 nm.

& K 1
08

0.8

- 0.4r

0.2t

o. .
25 30

Figure 1ﬂ ﬁlﬂﬁtﬂ:ﬂﬁ?Wﬂﬁﬂﬁenac sodium in

Yo.o1 methanollc sodlum hydrox1de

QW’]Mﬂ‘ifMJW]’MEI’]ﬂH
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CALIBRAT!ON CURVE OF DICLOFENAC SODIUM
~ INPLASMA

PEAK HEIGHT RATIO

1. . 2.5
ONC.{mcg./ml}

f%g_? » : valqe(n-al

..
-
AY ]
e

zﬂ ummmwmﬂ@w I
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APPENDIX C

REAGENT PREPARATIONS

Simulated Intestinal Fluid TS Without Pancreatin

i¢ potassium phosphate in

m n@ ml. of 0.2 N sodium
hydroxide and 422‘3,!'ff jat. e \\::\AdJust the resulting

solution with de to a pH of 7.5 3

0.1. Dilute with

0.02 M Acetate

Dissolve ydium acetate, anhydrous in
500 ml. of watery adjust ith glacial acetic

acid, and dilu&ﬁ““ 1t

‘500 ml of methanol mix. flnjute with methanel to 1,000 ml.

QW']Mﬂ‘iﬁUNW]’mEI’]MI




APPENDIX

SUBJECTS

D

Table 39 Demographic data

S -‘\ur//_

Subject No. Height (cm.)
1 166
2 163
3 162
4 157
.5 171
6 171
‘7V 178
8 177
9 161
10 57 }i 165
11 y _ 167
- ﬂquJ’J‘VIEJ TNENT
AP R G
S.D.. 7.46 T.40  5.55




APPENDIX E

STATISTICS

1. Mean (X)

X =

2. Standard dev

S.D..-

3. Standard erro

S.E. M. .

R — s

4. Testing thé_di eatment means
- 1 i
]
|
|

completely randomized des
o W

an

q ;reat.mén}t.sl ; I IE i I j

N a

xx:. xzz X:.a """" "Xs.k T1 x;
: Y s SR SO ot O T, X,
s B R gk T -3
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Treatments
Total Mean
1 2 Bic e ae e s e k
Total = T, T B s 9 X
. Mean X,
where i al servations
D \: units in each -
= Population mean
The null hypo = U, T eeeeaeeeecs Ay
The »1;—__ M, = My T eeeene R
Analy' ri NOV A) testing
differences amﬂg treatment mean
F
Among group k-1 o e te s ¥
Within group en=k | 88 L nin il oo

Total In-1 < R




1.

where : d.f.
SS
MS
F

X

' sum of Squares :

Compute aAcorrelatigx

C.T.

Total sum of

.88

total

114

Degree of freedom
Sum of Square
Mean Square.

Variance ratio

Aubdngninens
w NIASELS Ny

Mean squares

vVariance ratio

‘sum of squares

begree of freedom

Among group mean squares

Within gfoup mean squares
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F has (k-1), (zn-k) degree of freedon.

I1f F value calculated is less than F the

o.os’?
null hypothesis is accepted and the alternative hypothesis
is rejected. i1f F value is greater than F_, __, the
alternative hypothesis stands which shows that there are

significant differences among treatment means (p < 0.05).

5. Testing the dif
If * the ofd- tﬂference testing among

ance is significant

treatment means

(p < 0.05), the ‘between the mean of
the reference trgé ‘other treatment mean

is performed by t-fe

The alternative—] T B S

where 31—2 ceaf the two means
d error variance

@uamwwmsﬂq 5

QW’]G\‘iﬂ‘iﬂJ ﬁir"’ﬁimaa

sd = \/;Swithiﬂ (nl 2 nz)
n1n2

number of samples in treatment

=
1]

where n_, n,

g B respectively

0 .0S

t has (zn-k) degree of freedom



e

If t value calculated is greater than t, ., from
the table, it indicated that there is statistically

significant difference of these means (p < 0.05)

6. Correlation coeffibient tes£

The correlation coefficient 1is a quantitative

Vy of correlat.lon between two

measure of the relati

variables, x and y. »

r =
(zy) 13
-where r - at, ; n--\jcient
N =48 Uhe uiv". ’ X hand y pairs -
Test of Zer CL-JJ '
> !‘f J ‘J‘
Let ﬁ = he — true orrelation coefficient,
The nuld 0

The altﬂlnatiV"nv-

ﬂuﬂ?ﬂﬂwﬁ :
amammumw méiarred 5y

't dlstrlbutlon ~with (N-2) degree. of freedom; %

t calculated is greater than £, 00 the null hypothesis

is réjected. If t is not s1gn1flcant the null hypothe51s

stands.
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APPENDIX F

.

CSTRIP COMPUTER PROGRAM OUTPUT

e s S C LR VE STRIPPLNG ctewm arnoninm

XRRE R R K FFIRXFRIRD ##4-‘###'3 R PR B X E K

JATA SET NUMBER 1

THE NUAB ER GF EXPON
SU44ARY IF EXP

A

NJH43 2R O
o L
2=

L PHASES {LAST TC FIRST)

THE -3 5T--c S ; TREACOERFIC LENESy AND EXPONZNTS ARE
Al= .37 ] B ) 2188 )
A2==0-23-16.F
F= J.4%21

NO L TIME ' BESC 138 SE CATS
THZREFORE»— T HE SU* = AEITIAL TERMS WAS FORCED THRIIGH ZERSD

R 3QAUARE(2)

3. CLEST - 722N

is 0.903¢C J.C)

2 1.29%% Yo O

3 €.56830 25.51

4 0.2435 ki T

5- Z.OCGQ '§.1G600 =53.43

5 ‘ 2. 5000 0 0536 C.0406 24.29

7 0.0164 : 1%.91

ﬂ?ﬂﬂﬂﬁﬂ%ﬁﬂ?

0.0010 -103.22

1 1¢.J¢ L" J.UOOJ C-CO‘)C‘ =199 G9

AR ﬁnim UIINYIAY

NUMB R 3 F EXPONE ALS = 4

qr
sy

_-lh

44ARY_ JIF EXPONEMTIAL STRILI?P IlG

THI3 327 2F £ATA CAN NC1 3Z SS3CRIBED BY THE SUM CF 3 EXPONINTIALS

THZ dJ43R-CF EXPCOMENTIALS = 4
SUMHARY JF EXPONENTIAL STRIP? ING

THIS 3ET 3F DATA CAN NCT 88 JESCRIBED BY THE SUM OF 4 EXPONENTIALS



Name

‘Birth Date

Education

Position
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VITAE

Mr. Atlrat Amnuaypol

June 3, 1957

Bachelor of Scieﬁce in Pharmacy from
therx,'T w -f pharmaceutical Sciences,
> il er31ty, Bangkok,
é
pa. tment of Phérmacy,
tical Séiencés,

Pathumthani
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