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Table 33

Brand name

GEMFIBRIL

HIDRIL
LOCHOLES

LOPID

Siam

Berl

TIO’

Parke—l-v

Test Products

1"'

APPENDIX A

TEST PRODUCTS

T, t,- ot

Mfg. date|Batch No.
15-1-91 10 UA 001
31-8-80 {900088
14-5-80 (341101

2-1-91 1088011

ﬂ'lJEl’JVIEWIﬁWEI']ﬂ‘i
Qﬁﬂaﬁﬂ‘imﬂﬁﬂﬂmﬂﬂ




APPENDIX B

DISSOLUTION MEDIA

AUt INENINeINg
PRIAATUUMINYAE

205 ml
1000 ml



APPENDIX C

The typical calibration curves and data for

gemfibrozil concentrations in phosphate buffer (pH 7.5'1 0+1)

and pooled human pla resented in Tables 34 and 35

and Figures 17 and

AULINENTNYINS
PRI TUUMINYAE
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Table 34 Typical Calibration Curve Data . for Gemfibrozil
Concentrations in Phosphate Buffer (pH 7.5 + 0.1)

Est imated Using Linear Regression'

Standard Conc. I'nver'selyh % 'I'heor-y'=

No. (mcg/ml . Est imated Conc.

mcg/ml)

1 f ads VO 3.85 . 96.31
2 *. Y. i5a™ \ 20.08 100.41
3 ' 0. ‘ 40.08 100.20
4 ’ : ;“.;f | '59.92 99.86
B : .92 99.90
6 .25 100.25
7 _ 6. 168 20.25 100.20
3 E 19.75 99.84
Mean 99.62
ﬂ‘lJEl’J‘l’lWlﬁWElﬂﬂ‘i
| a CV.%@ 1.36%
_ammrwqqmmg
a. p* = 0.9999, Y = 0.006} X + 0.0315
b. Inversely Estimated Concentration = Absorbance - 0.0315
0.0061
c. % Theory = Inversely Estimated Concentration x 100
Known Concentration
d: % TN = s§.D. x 100
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CALIBRATION CURVE OF GEMFIBROZIL
IN PHOSPHATE BUFFER (pH 7.5+0.1)

ABSORBANCE AT 37

/ s
0.8 Lo PN
0.6

4 - ! .l r‘
0'4 ey | S L .. ‘ ..... wsia e Vepisreen
0.2 < p» e e e o
7
1

Y P IR T
ammﬂimnﬁﬁﬁ‘ﬁﬂ’ﬁaﬂ

Figure 17 Calibration curve of gemf‘ibrozil in phosphate

buffer (pH 7.5 + 0.1)



94

Table 35 Typical Calibration Curve Data for Gemfibrozil
Concentrations in Pooled Human Plasma Est imated

3 - - a
Using Linear Regression

Standanrd Conc. Peak Hei Inver\selyb % 'I‘Y*uacn"y'=

No. - (mcg/ml) st imated Conc.

cg/ml)

1 \3H\%\\~.98 99.44
2 ' 2998, .\ | . 99 99.49
. ) .““? » §.89 98.20
g | 104 No.ss 98.54
5 WER TS Y a2 103.04
" ' Aaaes 5. 82 99.43
7 ,‘;;'“ ) Vo 01 100.02
& . 7.7524 9 99.98

quganeninenns o

b. Inversely Estimated Concentration = Peak Height Ratio - 0.0441

0.1285

c. % Theory = Inversely Estimated Concentration x 100

Known Concentration

de % C.V.

S«bDs < 2-100.

Mean
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......

30 g
‘ll!llmﬂ. CO . (meg/mi)

MAINTAATINEN A

Figure 18 Calibration curve of gemfibrozil

70

in pooled human
plasma



Table 36

APPENDIX D

SUBJECTS

Demographic Da

Subject

Height (cm.)

161
170
171
157
163
177
178

163
170
167

175

ii EJ 170

168.50

6.53
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APPENDIX E

STATISTICS

x|

2w Standard devic:

3. Standard ermor

S.E.M. T

AUt INiInInens

4, Testing the differende among £reatment m@dns

9

Completely randomized design
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Treatments
Total Mean
1 2 & wsmssverew %
x X X ® 8 5 5 0 " P x T x
11 12 13 2 1k 1 1
T X
i~ 2 1 2 2
X T X
n i n n
Total T1 il X
Mean Xt
where T =
X =
k =
n = [ ro ““*‘*"‘“‘"‘;f"in each treatment
AL )uz/u.s : ation mean
The null h3 hypothesis Y ) = e oM

2

TﬂHH?%%ﬁWH’m% Rl
QW']Mﬂ‘iﬂJﬂJW]’mmﬂﬂ
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Analysis of variance (ANOVA) for testing differences

among treatment mean

Source of variation d.f. SS MS F

Among group MS F

among amomng s o

Within group

within

Total

where ¢ d.f.

"i[" . —— U
AU INENINEINS
VDRt o) (TR LE]

ss = FEATH R 0T
total 13
i=1 j=1
iy The among group sum of squéres (SS
among
1
& ¢
SS =2 % T ) = EeTs
among 1
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& The within group sum of squares (SS

within

SS

within total among

Mean squares = Sum of squares

Degree of freedom

group mean squares

£roup mean squares

F has 1] *"-;‘ « of freedom.

ss than F , the null
0.08

hypothesis lternative hypothesis is

rejected. reater than Fo , the

. 08B

alternative which shows that there are

significant diff@rentes a eatment means (p < 0,05).

means
T

Sw'ference testing among

5. Testingnt

treatment nﬂns by ana
@ 0, 05) H&e testinglof difference between the mean of
Mﬂ 148

A AVEL AW B dckner roatment. moan

performed by t —tedt.

amaﬂnimumwmaa

is ofﬂvariance is. significant

The null hypothesis : o AL T A
The alternative hypothesis : H_ :u # u
g TR e R
-1 2
8

3
>
0
"
0
>
|
B
]

difference of the two means

4]
1]

pooled error variance
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when n in each treatment is equal,

S = 2 MS

d within

n

when n in'each treatment is not equal,

eater +than t from
.08

the table, here is statistically

significant di ans (p < 0.05),

6. Correlat

-
hdinds.

iem is a quantitative
measure of © = ship of | correlation between two
aEhabian - ders & ’

AUBINENITINEING
? = Z g% = nIlgas ¥) Y
ARIANATBRRTINEIN Y

> A = x)2 ¥ Ky = y)2

where r = Correlation coefficient

N the number of x and y pairs
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Test of Zero Correlation

Let &~ o® the true correlation coefficient,

estimated by r

The null hypophesis H

"The alternative hypothesis Ha

1
<
-
o

The pRed to a ¢t distribution

Q\\ t calculated is greater

: W~ hypoth ted
than to'os, s 1 o rejec e and the

with (N-2)

alternative h ;:r' , | ,ccepted. If ¢t is  not

significan£, the -ffﬁrfﬁgi ‘ stands.

l:

FINEI’WIEIVI’iWEI’]ﬂ'i
Qmmmmumwmaﬂ
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