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Appendix 1 Percent Yield of VS and VIM.
No. VS (%Yield) VIM (% Yield)
1 41.59 85.71
2 40.60 75.69
3 38.32 77.05
Average (SD) 40.17 (1.68) 79.48 (5.44)
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i3 Standard curve of INH in 0.1 N HCI
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Appendix 6 UV spectrum of placebo tablet in assay of HCTZ.
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Standard curve of HCTZ in 0.1 N NaOH
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Appendix 10 UV spectrum of HCTZ in 0.1 N HCI at 270 nm.



Appendix 11

Standard concentration absorbance of HCTZ in 0.1 N HCL

Appendix 12

Concentration (ug/ml) Absorbance
0 0
2.01 0.1387
4.02 0.2725
6.03 0.4068
8.04 0.5462
10.05 - 6810
12.06 114
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08 i -
g A
£ 0.6 -
=
St
(=3
2 04 -
< |
0.2 _ y =0.0674x + 0.00 |
: ~ ﬁ'
o LA f
0 3 f 9 P ) 15
AN FRHRIINET

Standard curve of HCTZ in 0.1 N HCl.
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Appendix 13 Effect of magnesium stearate concentration on physical properties
of tablets using Vivapur® as direct compression diluent.
MgSt | CF | Weight variation | Diameter Thickness Hardness Friability DT
(mg) (mm) (mm) ) (%) (min)
(%) |(kN)| average (SD) |average (SD)|average (SD)| average (SD) average (SD)
025%| 1 | 24807(261) | 9.51(0.00) | 4.24(0.01) | 39.1(2.51) 024 |10.08(1.79)
3 | 246.46(133) | 95 27(0.01) | 116.1 (4.18) 0.06 > 60!
5 | 24849 (1.38) )y | 182.5 (4.99) 0.00 > 60
7 | 250.80 (13 0.0 . 229.7 (7.44) 0.00 > 60
0.50% | 1 257.06 (2. L) 41.1(0.99) 0.23 13.69 (1.50)
3 | 257.13(1.80 0 213(542) | 0.06 > 60"
5 | 25734(14 0.00 5.4 (4.48) 0.00 > 60
7 | 257.79 @®3 O 28 135.5 (4.09) | 0.00 > 60
075%| 1 | 251.45(4 0 (G00) 4443 36.5 (1.84) 0.30 8.54 (1.43)
3 249.99 (1.1 291900 114.7 (3.89) 0.14 > 60’
' P ret ‘
5 251.70 (2.02) 9@0@2, 0.01) | 172.7(7.39) 0.02 > 60
7 | 25038(1.08) | 9474000 01) | 216.7(729) | 0.0 > 60
(1.08) IR ) (7.29)
100%| 1 | 246.98(2.33) | 9.50(0.00) | 4 ¥ 2 (1.69) 028 | 12.35(2.60)
3 | 2485 £ 3(5.08) 0.18 > 60’
5 | 24728 (162) | 94 85 (0.00) ﬁsm (7.12) 0.04 > 60
85 ) 202.7 (5.81) 0.00 > 60
1.50% ‘ 2 (.03) 137 | 5.69(0.76)
761258, | 025 [35.00(12.17)
| E}'ﬁﬁ) 0.06 > 60"
75 | 25681 (1.01) | 9.48 (0.00) | 2.80(0.00) | 155.1(3.78) |  0.02 > 60
Note : 1 = small pieces of tablet remained in the basket after disintegration test
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Appendix 14 Effect of magnesium stearate concentration on physical properties

of tablets using RS/MCC as direct compression diluent.

MgSt | CF | Weight variation| Diameter Thickness Hardness | Friability DT
(mg) (mm) (mm) N) (%) (min)
(%) | (kN)| average (SD) |average (SD)|average (SD)|average (SD) average (SD)

025%| 3 250.34 (0.54) | 9. ' 7(0.01) | 28.4(0.84) 3.86 1.65 (0.19)
5 | 250.16 (0.46) 4.(0.0C ’ 1) | 67.4(232) 0.34 1.63 (0.15)

7 250.00 (0.46) (0. 113.3 (3.20) 0.22 1.60 (0.25)
9 252.46 (0 ) 2. 1) 146.1 (3.78) 0.20 1.96 (0.29)
0.50% | 3 252.06 (0. .0 5.9 (0.99) 2.58 1.89 (0.22)
5 252.4240728 )4 " .7 (3.89) 0.32 1.95 (0.11)
7 252.20 0) 4 (0:00 3 ) 5.4 (3.17) 0.28 1.92 (0.19)
9 251.96 (0 52 (m 136.7 (6.18) 0.16 2.24 (0.22)
0.75%| 3 251.45(0.8 - 00Y: ) | 20.8 (0.63) 2.42 2.04 (0.14)
5 253.67 (0.52) ¥ 9.54: : 1(001) | 52.2(0.92) 0.51 1.85 (0.40)

# 3 .‘, -
7 254.04 (0.56) : (0.01) | 83.7 (2.06) 0.35 1.65 (0.24)
P | AT
9 252.65,(0. {0.01) 121.2 (2.15) 0.26 2.06 (0.12)
il 1

1.00% | 3 251. 3 (2.50) 3.93 1.79 (0.22)
5 251.85 (OIS 1744.0 (1.05) 0.83 1.74 (0.18)
7 252.07 .2‘4) 9.53(0.00) | 3.21(0.01) | 68.1(2.33) 0.30 1.81 (0.16)

F—

9 171@.517™ Q i .19 0.26 1.83 (0.15
I S WS @15
1.50%| 3 'q}o. 64) dll LI 5.58 2.17 (0.21)
~O 0 58), w958 ( R 1.51 1.93 (0.37)
17 2 : 0.47 1.88 (0.32)

9 250.56 (0.57) | 9.53(0.00) | 2.97(0.01) | 84.1(2.42) 0.28 1.97 (0.37)

Note : * = can not be measured
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Appendix 15 Effect of magnesium stearate concentration on physical properties

of tablets using Eratab® as direct compression diluent.

MgSt | CF | Weight variation| Diameter Thickness Hardness Friability DT (min)
(mg) (mm) (mm) N) (%)

(%) | (kN) average (SD) |average (SD)| average (SD) |average (SD) average (SD

025%| 3 | 254.10(0.66) | 9.56(0,00) | 3.74 (0.01) | 21.4 (143) 182 1.69 (0.16)

5 | 25380(055) | 953(0 532 (001) | 463 (2.83) 0.22 1.80 (0.10)

7 | 254.00(0.51 51.(0.00) 01) | 644(427) | 020 1.87 (0.11)

9 | 25278 (0. (0.00) |- . 86.4 (4.79) 0.10 1.72 (0.43)

0.50%| 3 | 252.16 (0.42)" 173.6000.01) | 242 (1.03) 1.59 1.64 (0.15)

5 | 25228 (024) 4 ob 3240 438 (3.55) | 020 1.78 (0.10)

7 25220003 {0 ECHT 550(464) | 014 1.80 (0.05)

9 | 251.6740.3 8 (G0 Y9 69.1 (5.38) 0.10 1.95 (0.26)

075%| 3 | 25229 @4 | B57{000)d 3. 8.9 (2.60) 4.06 1.83 (0.13)

5 | 25230 (0.5 ' ,a 351(120) | 0.76 1.83 (0.10)

7 | 25206 (049 | 2 ". _, 01) | 496(2.76) | 038 1.98 (0.15)

9 | 251.56(0.50) | 950: J (0.01) | 572(3.16) | 030 1.98 (0.18)

100%| 3 | 25032(048) 77 3 f 9.1 (3.84) 3.71 187 (0.12)

5 | 249, WV 33 (4.50) 1.33 1.84 (0.20)

7 | 24826(0.50) | 9.52 (0. 09(0.01) || 39.1(185) | 055 2.05 (0.11)

9 . 2.99(0.00) | 509(359) | 036 2.03 (0.20)

150%| 3 | V2u&ok (653 YA NI ’E all tablets | 1.66 (0.13)
% ‘ ‘ were broken

5 800 (0.65) | 9.5440.00) | 3.29(0.01) | 134(499) | 2.04 1.85 (0.19)

' Y308 0. SEOFH | 095 | 2.13(020)

® | 251.04(030) | 9.51(0.00) | 2.96(0.01) | 45.0(1.12) |  0.56 1.99 (0.10)

Note : * = can not be measured
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Appendix 16 Effect of magnesium stearate concentration on physical properties
of tablets using Tablettose® as direct compression diluent.
MgSt | CF | Weight variation| Diameter | Thickness | Hardness Friability DT
(mg) (mm) (mm) N) (%) (min)
(%) |(kN)| average (SD) |average (SD)|average (SD)|average (SD) average (SD)
0.50% | 3 250.16 (0.76) & = 5.36 (0.93)
5 24947 (1.14 .01) 8.6 (2.32) all tablets 9.40 (0.87)
‘ were broken
7 | 24931 (0 01 09(191) | alltablets | 9.08(1.58)
- were broken
9 | 24826¢ 0 5(5.87) | alltablets | 10.97 (1.17)
- were broken
0.75%| 3 251.11 (2709 9 4 \ * * 18.64 (0.77)
5 | 247.53 @05 (0. 1(1.79) | alltablets | 19.87 (0.62)
A were broken
7 | 248.79 (062) 54 : 2.4(5.10) | all tablets | 20.13 (1.42)
e were broken
9 | 24991 (0.6 9,540 2 (0.01) | 20.2 (6.58) 18.03 18.43 (1.52)
(P s \
1.00% | 3 251.66 (0.97) ‘ = e & 16.18 (1.56)
LB IA L
5 | 25535 (0.71) | alltablets | 17.21(1.07)
were broken
7 261.7 1 (1.71) 1 tablet 19.47 (1.80)
m . ﬂ was broken
9 | 251.90(241) | 9.53(0.01) | 2.81(0.01) [*19.4 (4.56) 1.11 20.46 (2.37)
o
1.50%| 3 ﬁﬂfﬁ qn EI (VI u;j W E]‘ flﬂ :i * 35.23 (2.45)
5 | 285.18(0.67) | 9.51(0.00) | 2.98(0.02) | 7.1(0.32) | alltablets | 33.59 (4.47)
¢ - f./| were broken
055 0. ©. tablets | 32.73 (2.54)
¢ broken
G | 24962 (0.69) | 9.54 (0.02) | 2.78 (0.01) | 19.7 (4.42) | all tablets | 35.61 (2.83)
were broken

Note : * = can not be measured
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Appendix 17 Effect of magnesium stearate concentration on physical properties
of tablets using Cellactose® as direct compression diluent.
MgSt | CF | Weight variation | Diameter Thickness Hardness | Friability | DT (min)
(mg) (mm) (mm) N) (%)
(%) | (kN) average (SD) |average (SD)|average (SD)|average (SD) average (SD)
0.50% | 3 252.11(0.63) | 9. ) 0100 37(0.00) | 20.6 (0.70) [ 5.90 0.16 (0.02)
5 254.60 (1.77) sl 9 c&“' ¥4 {,«-"T @02) [ 37.6(1.51° | 0.15 0.19 (0.01)
7 257.25 (2.76 2 : » |56.7(2.98° | 0.02 0.26 (0.02)
° 1’7/ WQ&\ i
0.75%| 3 252.95 (0. / E,\ 3.43 (0 . 2| 17.6 (0.97)' 2.64 0.19 (0.02)
5 249.76 (1. I / & \1,-“! 35.8 (2.49)' 0.21 0.20 (0.02)
7 24938 7 ' mg : ‘\\\“‘ 0.9 (1.85)' 0.18 0.25 (0.02)
9 24998 (1. l : 65.7(343) | 0.15 0.38 (0.01)
1.00%| 3 250.50 (0.94) ‘ 00y 19.9 (0.88) 120 | 0.19(0.01)
5 261.27 (1.80) 404217 | 031 0.19 (0.01)
7 261.98 (1.50 ?"f‘f"”(\(’fﬂf ; 53 417D [ 019 [ 0.24(0.01)
9 257.99+42 £ 2‘3:::‘_'_"_1'}_'::—-'-‘""-i-./‘ 1 (2.98) 0.10 0.36 (0.02)
1.50%| 3 249.90 (@ 450127 | 225 1.37 (0.59)
5 253.25(1.61) | 9.51(0.00) | 3.06 (0.01) | 34.7 (1.49) 0.19 | 0.56 (0.08)
7 73) | 0.04 | 0.50(0.03)
9 l64.2'(2.99) 0.04 0.65 (0.04)
¥ = Y
ARAINTUNNIINGA
Note: 1 4 inding 8

R = VS B W

= binding increased

binding increased

excessive binding and had friction sound of the machine
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Appendix 18 Physical properties of Vivapur® tablets in dilution potential study.
Paracetamol| CF | Weight Variation| Diameter Thickness Hardness Friability | DT (min)
(mg) (mm) (mm) ™) (%)
(%) (kN)| average (SD) |average (SD)|average (SD)|average (SD) average
10 1 253.1(2.86) | 9.49(0.01) | 4.46(0.03) | 233 (221) 0.91 6.028(??47)
3 257.1(1.57) | 9.50(0.00) | 3.44 (0.03) | 82.3 (3.09) 0.04 [36.72 (10.58)
5 2492 (2.32) |9 ‘ I'" )| 2.97(0.01) | 132.7(3.68)| 0.00 > 60
7 249.1 (1.09 T \t“ 'wf :, 30 (0.01) | 165.5(9.08) |  0.02 > 60
15 1 257.1 (1192 2 00)= 279 (1.91) 0.76 5.44 (1.17)
3 73.8 (2.62) 0.10 |15.30(2.50)
5 1196 (5.46)| 0.06 |29.50 (6.10)
7 154.1(7.03)[ 0.06 > 60
20 i 21.1 (1.60) 1.51 4.55(1.53)
3 60.2 (3.99) 022 |21.15(2.14)
5 99.6 (3.06) 0.14 |22.26(4.49)
7 1327 (4.67)| 0.08 > 60
25 1 18.9 (1.10) 1.84 2.42 (0.65)
3 56.9 (2.92) 0.12 7.43(2.17)
5 0181y | 050(000) + 3 07{00] 91.0 (3.94) 0.04 |[24.62(15.23)
7 121.1 (3.48)| 0.06 > 60"
30 1 2452 (427) | 9.47(0.01) | 4.15(0.00) | 14.0 (1.70) 4.44 1.34 (0.47)
| 3 2 ‘( 370 m?rﬁ? ﬂ.s (2.46) 0.25 6.59 (2.51)
s 5'(1.98) 750 (0.0 99°0.04) | 775 (2.51) 0.14 |2828(4.94)
Mi ;’1\7;\1, ﬂfs oA ),gs ﬁ) 0.10 [20.35(6.57)°
35 8 9% {578y 4700.01) |'4. 132(193) 4.86 1.44 (0.26)
3 251.7(2.35) | 9.51(0.00) | 3.41(0.00) | 39.6 (3.31) 0.32 6.92(2.11)
5 253.4(2.35) | 9.51(0.00) | 3.15(0.03) | 70.0 (2.79) 0.01 18.25 (5.07)
7 251.5(3.72) | 9.50(0.00) | 2.94 (0.03) | 94.6 (4.48) 004 [1832(7.43)

Note :

1= small pieces of tablet remained in the basket after disintegration test

2 = average from 5 determinations, small pieces of one tablet remained in the

basket until 60 minutes
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Appendix 19 Physical properties of RS/MCC tablets in dilution potential study.
Paracetamol | CF | Weight Variation | Diameter | Thickness | Hardness Friability DT

(mg) (mm) (mm) (%) (min)

(%) (kN)| average (SD) average average |average (SD) average

(SD) (SD) (SD)
10 3 | 249.7(0.83) |9.56 (0.00)|3.67 (0.01)| 25.5(0.97) 256 |2.00(0.12)
5 | 250.6(1.13) |9.55(0.00)]3.35(0.01)| 49.3 (3.30) 0.34 1.95 (0.19)
7 250.0 (0.78) 9.53 (0.00) | 3.11 (0.01) | 79.1 (2.23) 0.20 1.71 (0.43)
9 250.8 (0.81) 88 (0.01) | 100.3 (4.08) 0.08 2.02 (0.39)
15 3 250.6 (1.1 01)| 21.3(0.67) 3.27 1.91 (0.13)
5 250.3 56 (9:01) 43.6 (1.17) 0.42 2.02 (0.19)
7 251. 66.6 (2.67) 0.16 1.51 (0.37)
9 | 250. (0lo1 88.8 (1.81) 0.06 1.99 (0.19)
20 3| 249%(1 57 7.8 (0.63) 4.47 1.40 (0.11)
5 | 250871 9,581 )13 01)1139.0 (2.21) 0.88 1.59 (0.14)
7| 2523415 9.540¢ 3 62.2 (2.90) 0.36 1.47 (0.23)
9 | 252.5( (600 297 829(456) | 022 |1.68(0.40)
25 3| 2490168 570 0(001) | 103 (3.40) 6.97 1.49 (0.07)

[joadaptd = 4
5| 2490077 o670 0(0.00) | 293 (1.42) 167 [1.52(0.10)
7 1.6 6 85(178) | 044 | 161029
9 167.3 (3.86) 0.22 1.65 (0.16)
30 3 250@(0. .oz)m 7.6 (3.06) 7.20 1.18 (0.12)
5 248.3 @33) [956(0.01)[337 (0.00)| 25.1(1.79) 2.09 1.41 (0.12)
7 0'80) ﬁs IW ﬂ ..931.20) 0.60 1.44 (0.14)
9 |4 249.5(0.59) |9.54(0.00)[3.02(0.01)| 62.8(1.03) 0.24 1.27 (0.42)
e — Qs
35 Wm M(ﬂgi | rJ ‘ rT 9 tablets | 1.27 (0.07)
q , ! ’-] ‘ w _ | a were broken

- q[ 5 | 2506(1.65 |9.57(0.01)]3.41(0.01)] 18.9(3.67) 337 1.19(021)
7 | 2499(0.99) |9.55(0.01)|3.21(0.01)| 35.5(1.58) 1.18 1.28 (0.23)
9 | 251.0(0.80) |9.53(0.01)[3.06(0.02)| 51.4(2.55) 0.46 1.11 (0.32)

Note : *

can not be measured
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Appendix 20 Physical properties of Eratab® tablets in dilution potential study.
Paracetamol | CF | Weight Variation | Diameter | Thickness | Hardness Friability DT
(mg) (mm) (mm) (N) (%) (min)
(%) (kN) average (SD) average |average (SD)| average average
(SD) (SD) (SD)
10 3 253.5(1.01) 9.55(0.00) | 3.63 (0.01) |20.8(0.92) 291 1.53 (0.11)
5 249.0 (1.89) 9.55(0.01) | 3.24 (0.02) {36.3 (1.49) 0.77 1.66 (0.19)
7 251.3 (0.66) 9.53 (0.01)| 3.07 (0.01) |58.4 (3.50) 0.38 1.85(0.13)
9 252.8 (0.62 | 2.97 (0.00) | 76.0 (2.40) 0.32 1.92 (0.17)
15 3 58 (0.03) | 10.1 (3.75) 493 1.67 (0.07)
5 24+0.01) [31.5(1.27) 0.92 1.91 (0.15),
7 "" 0.01) |50.6 (1.35) 0.30 1.84 (0.10)
9 \ 59.5(1.72) 0.28 1.95 (0.16)
%
20 3 \ 3.56 3.10(5.09)| 1tablet |1.45(0.17)
- *“&\\ was broken
5 54406 3,24 28.7 (1.64) 1.45 1.77 (0.13),
7 42.3 (1.49) 0.28 1.80 (0.19)
9 53.5(2.95) 0.24 1.79 (0.14)
25 3 e 6 tablets | 1.49 (0.07),
were broken
5 .28 (0.01) {22.9(1.20) 2.29 1.64 (0.17)
7 2533 (2.59) } 19.53(0.01) W3 0ER) | 36.7 (1.06) 0.40 1.70 (0.20)
L% : ' LY
9 25 0-0 48.1 (1.66) 0.24 1.66 (0.19)
[ T
30 3 249.1 (1.70) * * 5 tablets | 1.31 (0.10)
were broken
6{ Yrﬁ% ,%3.3 (1.06) 2.62 1.55(0.11)
'Iq] 3 9556 (0°01) ["3=1 (0'0"1)' | %4.5 (1.78) 0.76 1.59 (0.13)
2_‘ 253.4 (0.93) 9.53 0.0})‘ 3204 (0.01 | 50. 291 .2?i) 0.41 1.65 (0.23)
35 ;a Fa 3 8(0 a gl B m all tablets | 1.23 (0.17)
9 were broken
5 248.1 (0.72) 9.57 (0.01)| 3.31(0.00) | 10.6 (1.96) 4.14 1.55(0.11)
7 249.5 (0.59) 9.56 (0.01)| 3.13(0.01) [27.9(2.02) 1.45 1.64 (0.14)
9 249.6 (0.74) 9.54 (0.01)| 2.99(0.01) |38.4(1.84) 0.70 1.54 (0.15)

Note : * =

can not be measured
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Physical properties of Tablettose® tablets in dilution potential study.

Paracetamol | CF | Weight Variation| Diameter | Thickness | Hardness | Friability DT
() (mm) (mm) ™) (%) (min)
(%) (kN) | average (SD) average |average (SD)| average average (SD)
(SD) (SD)
5 3 256.4 (1.15) * e o all tablets | 6.73 (2.19)
were broken
5 255.5(0.45) |9.51(0.00)| 2.97 (0.01) | 8.3(1.06) | all tablets | 13.86 (2.23)
were broken
7 253.3 (0.68) .« | ¢ \% ‘ .88 (0.01) | 1i.5(1.72)| 14 tablets | 17.10(1.70)
,//' were broken
9 252.5 (QAB S 01P=2"R0.(0.01) | 18.0 (5.89)] 1 tablet was | 20.94 (1.00)
s — broken
10 3 255 4.40065) % * all tablets | 1.22 (0.40)
/ W \\'\._ were broken
5 Iy I/AK ? 7.9(0.57) | alltablets | 7.56 (2.81)
were broken
7 /y \ 10.1 (1.52)| 17 tablets | 15.30 (1.93)
\ \ were broken
9 14.0 (1.33)| 3tablets | 16.42(2.88)
were broken
Note : * = can not be meas

" d “;{ d’...;;

25
Sl =y f

2
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Appendix 22 Physical properties of Cellactose® tablets in dilution potential study.
Paracetamol| CF |Weight Variation| Diameter | Thickness | Hardness Friibility DjI‘
(%) (kN) avergzeg )(SD) aSII:rmaée ag:::;e av(:jzzge o aver(an;eIl ()SD)
10 3 2559 (1.72) 9_5(18(13?01) 3.3(68(Do?01) 16.E)S(D0).67) 3.23 0.17 (0.01)
5 252.70.72)  [9.5240.00)[3.10 (0.01)26.6 (1.17) 0.63 0.23 (0.02)
7 253.3 (0.85 .\\ \jb /’, )<,[0.00) [ 40.5 (1.58) 0.27 0.30 (0.07)
9 251.2 Q4719 mg__,;u 01) | 49.9 (1.60) 0.20 0.34 (0.02)
15 3 256.0 um-? "“?a 01) | 12.1 (0.88) 5.80 0.20 (0.02)
5 252.048 /2;/“\& 12 (001)] 23 5 (0.71) 0.90 0.24 (0.05)
7 252. ﬂ /ﬁ@\\\\ \ 5.6 (0.84) 0.49 0.31 (0.03)
9 251.7 illﬁ dk‘(\"‘\“ 46.6 (1.51) 0.36 0.38 (0.03)
20 3 il‘m &\\‘\\\ 8.36 0.21 (0.02)
5 250480 l A F\\\\ Y 21.7 (0.67) 1.56 0.29 (0.06)
7 251.4 (0.64 ‘% ‘,3 @ 32.9(0.88) 0.52 0.38 (0.05)
9 250.6 (0 ).;@-_’@ 01 01)|41.6 (1.58) 0.39 0.52 (0.07)
25 3 249.6 (1.70).4 7 * 1tablet | 0.24 (0.01)
5 ) 13,07 (0.623{2¢ (0.71) waslt.);(l)ken 0.42 (0.07)
7 51.3 (1.16) 0.58 0.50 (0.12)
9 2594 (0.59) | 9.52 (0.00) | 2.90 (0.01)440.6 (1.65) 0.32 0.68 (0.08)
30 3 779 3 tablets | 0.25 (0.03)
were broken
1933 (1.06) 2.03 0.37 (0.04)
Q 0. I 0.74 0.58 (0.16)
X 2 0.40 0.90 (0.21)
35 3 2483 (1.44) * * * 12 tablets | 0.31 (0.03)
5 248.4 (0.45) [9.52(0.00)[3.11 (0.00)[ 16.7 (0.48) wergz?km 0.36 (0.05)
7 249.7 (0.45) [9.52(0.01){3.00 (0.01) | 24.3 (1.16) 1.21 0.73 (0.15)
9 2496 (0.43) |9.53(0.01)]2.94 (0.01)[31.4 (1.07) 0.62 1.06 (0.49)
Note : * = can not be measured
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Appendix 23 % Released of INH of tablets made from various DC diluents.
Time (min ) % Drug released
average (SD)
Vivapur® RS/MCC Eratab® Cellactose”
0 0.00 (0.00) 0.00 (0.00) 0.00 (0.00) 0.00 (0.00)
3 62.75 (8.39) 46 44(19.19) | 12.25(3.97) 96.01 (4.73)
6 79.39 (6.26) 88.50(3.06) | 40.50(10.83) | 96.38(3.49)
9 87.02 (2.91) 0343 @ 43 64.73 (8.92) 96.85 (3.31)
12 93.75 (3.96 \\~ 0128/ fj &) 86.54 (5.46) 96.43 (3.52)
15 95.02 (3.39) | 99 38186y _ 98.17 (3.08) 96.82 (3.41)
18 98.27 (et B2 el 02.47 (1.72) | 97.11(3.85)
20 99.13 (25299973 (1.46) 4 003.71 (1.47) | 97.78(3.76)
25 100.32 (2481799 67.(1.12) .:103.81 (1.71) 97.19 (3.05)
30 100755 (2884 1/ /99 1 ’1\ ""?\Q 03.37(2.82) | 97.10(1.90)
45 1002 Aﬂ,ﬂﬂ,ﬁ 1 x;\\‘;\\_ 83(1.99) | 97.61(1.15)
Note : 1 & \
Appendix 24 S maﬁ from various DC diluents.
Time (min ) ¢ o 94 Drug released
fia) =0
1vap ¥ U Eratap® Cellactose”
0 0.00 (0.00) | £0.00(0.00) 0.00(0.00) , | 0.00(0.00)
— RN R ATES Gatiloh o VLA Bt 26516
390 1$21(1.90) (3.716) L) 52.65(1.60)
91 18.14 (2.36) 61.52 (1.98) 46.66 (6.34) 70.48 (1.65)
12 25.45 (3.10) 74.59 (2.26) 66.40 (3.99) 80.72 (2.13)
15 31.45 (3.98) 82.55 (2.41) 78.22 (2.76) 86.48 (2.56)
18 36.75 (4.73) 87.17 (2.29) 85.47 (2.10) 90.26 (2.58)
20 41.54 (5.27) 90.45 (2.43) 89.82 (1.58) 93.11 (2.60)
25 49.16 (6.03) 93.60 (1.89) 94.58 (1.52) 95.16 (2.39)
30 55.78 (6.99) 94.83 (1.88) 96.69 (1.21) 97.09 (2.35)
45 62.36 (7.74) 95.92 (1.94) 97.70 (1.09) 97.53 (2.15)
Note : 1 = average and SD from six determinations




Appendix 25 Data derived from Heckel analysis of various DC diluents.
DC Part I Part 11 Py Da D, Dp
Diluents r Slope |Intercept| r°
Vivapur® |0.9882|0.0155 | 0.6204 |0.9993 | 64.52 | 0.4623 | 0.2111 | 0.2512
0.9863| 0.0144 | 0.6407 | 0.9977 | 69.44 | 0.4731 | 0.2109 | 0.2622
0.9884|0.0143 | 0.6367 |0.9972|69.93| 0.4710 | 0.2100 | 0.2610
0.9858|0.0143 | 0.6374 | 0.9986 | 69.93 | 0.4713 | 0.2089 | 0.2624
0.985310.0142 | 0.63 0.42 | 0.4726 | 0.2086 | 0.2640
0.9859]0.0148 |0, 71 0.4692 | 0.2114 | 0.2578
average [0.9867|0.01 9 " 0.4699 | 0.2102 | 0.2598
SD 0.00 | O. 0.00 0.00 0.01
DC Part | -k A D, Dp
Diluents r N7
RS/MCC {0.9828] 0. 08796 7‘ 61 4399 | 0.3065 | 0.1334
0.98190.01 16136 J‘_; 6 0.4586 | 0.3056 | 0.1530
0.9826| 0.0156 0 nE 4. 0.4506 | 0.3062 | 0.1444
0.9806(0.0152 | O PR .79 | 0.4545 | 0.3058 | 0.1487
0.9869 7 | 0.3059 | 0.1398
0.9823 10 | 0.3058 | 0.1452
average (0.9829(0.0¥55| 0.5 64.62 'ﬂaSOO 0.3060 | 0.1441
SD 0.00/} 1.60 | 0.01 0.00 0.01

0.00 QO(% 0.01

RIAN TN INY Y
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Appendix 26 Data derived from Heckel analysis of various DC diluents (cont.).
DC Part I Part I1 Py Da D, Dg
Diluents r

Slope |Intercept| r°

Eratab® [0.9861|0.0152 | 0.6465 |0.9976 | 65.79 | 0.476: | 0.3856 | 0.0905
0.9856(0.0154 | 0.638 |0.9986|64.94 | 0.4717 | 0.3857 | 0.0860
0.9811{0.0153 | 0.6457 |0.9985|65.36 | 0.4757 | 0.3859 | 0.0898
0.9844| 0.0153 | 0.6408 |0.9965 | 65.36 | 0.4731 | 0.3860 | 0.0871

0.9886| 0.015 | 0.64 6.67 | 0.4752 | 0.3860 | 0.0892

0.9838] 0.0153 |0, 9974, 0.4751 | 0.3862 | 0.0889

average |0.9849(0.015234 9 [-0.4745 [ 03859 | 0.0886

SD | 0.00 | 0. o 0. 0.00 | 0.00 | 0.00

DC Partl | i Drn | D, | Ds
Diluents r r ke g

Tablettose® | 0.9603 | 00093 £0049°1:0:9975, 0.6339 [0.5299( 0.1040

0.9659 | 0.0 9962 109983 | 101 01 | 0.6307 [0.5366| 0.0941

0.9631{0.010 @0 100.00 | 0.6433 [0.5371] 0.1062

0.9666 | 0.0101 |_ 10261 0. 9.01 [0.6416 [0.5384( 0.1032

0.9697 32 0.5430] 0.1002

0.9634" %6317 [0.5430| 0.0887

average |0.9648 [ 0.0098 | 1. : 101.74410.6374 [0.5380( 0.0994

SD 0.00 | 0.6 0.02 | 000 | 225 | 001 | 0.01 | 0.01

d

PIAATUAMINYAE
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Appendix 27 Data derived from Heckel analysis of various DC diluents (cont.).
DC Part I Part I1 P, Da D, Dy
Diluents r Slojpe |Intercept r
Cellactose® | 0.9711 [ 0.0111{ 0.7745 | 0.9965 | 90.09 | 0.5391 |0.3165| 0.2226
0.9718 1 0.0108 | 0.7696 | 0.9969 | 92.59 | 0.5368 |0.3166| 0.2202
0.9730]0.0107 | 0.7666 | 0.9961 | 9346 | 0.5354 [0.3168| 0.2186
0.9712(0.0104 | 0.7766 | 0.9958 | 96.15 | 0.5400 |{0.3169| 0.2231
0.972410.0103 | 0.7 97.09 | 0.5389 [0.3170| 0.2219
0.9678 1 0.010 6.15 | 0.5370 |0.3175| 0.2195
average |0.9712]0.0 9 .9 6 | 0.5379 {03169 0.2210
SD 0.00 0.00 0.00 0.00

-
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Appendix 30 Particle size distribution curve of F1-F4.
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Appendix 31 Particle size distribution curve of F5-F8.




194

T—b——'—t—‘—%—r—-f—-t—f——
ey
o
,,>
o 3
L i
1 -
g N ."'ﬁ

F11

| ﬂu usianenindng

ammmmumawmaﬂ

Appendix 32 Particle size distribution curve of F9-F12.
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Appendix

33 Particle size distribution curve of F13-F16.
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Appendix 34 Particle size distribution curve of Vivapur®101, RS/MCC,
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