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Appendix 3 The Calibration Data between Strain and.

Applied Forces

Force Strain
(pounds) (em)

I R = e = =S c» SR oo SR oo O oo
N
(8]

2.78

ﬂumwﬂmwmmw

3750

----- 3 NI T T
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Appendix 6 Physical Properties of Dibasic Calcium Phosphate Dihydrate Tablets wit_hout
Disintegrant at Different Compression Pressures

Physical Properties Compression Pressures (1b)
of Tablets 1200 1800 2400 3000
Weight (mg) (S.D.")  350.64(1.95) 351,84(1.20) 355.46(1.91) 353.72(1.,18)

RCS.D! 0056 0 3 ; 0033
Thickness (mm) (S.D.)  2.654(0. AW 1 2.541(0.014) 2.501(0.010)

Hardness (Xp) (S.D.) 2.31(0. .82(0.29) 7.78(0.17)

Friability (%) 0.76
D.T.% (sec) >30 min
Range e
Appendix 7  Physical Proper -1 to5e N ol drlie ablets without Disintegrant
at Different ComprdSsionbacssureadls
_________________________ = o e o e e e e e e
Physical Properties
STt o O
Weight (mg) (5.D.)  3A8.42(2.( 20 3 349,59(1,48)
R.5.D. ‘ 0.61 0.38 0.43
Thickness (mm) <s ﬁ %f 3.523(0.006)
Hardness (Xp) (S. u % E] ﬁ w m‘zjﬁ 7.93(0,55)
Friability (%) d.47 £0.74
. ) AN ToimERenal
Range 88-93 118-125 168-200 210-230

—
1]

standard deviation

2 = relative standard deviation (S.D. x 100)
X
3 = disintegration time
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Appendix 8 Physical Properties of Dibasic Calcium Phosphate Dihydrate Tablets. Containing

Various Concentrations of St at Different Compression Pressures

Compression Physical Properties Concentration (% w/w)

Pressure (1b) of Tablets 0.5 1 3 5

1200 Weight (mg) (S.D.) 346.15(0.90) 350.32(1, 16) 352.66(1.01) 351.00(1.05)
R.S.D.

0.33 0.28 0.30

Thickness (mm) (S.D.) 2. 2.692(0,006)  2.695(0.010)

Hardness (Xp) (S. . 3.56(0.34) 3.58(0.23)
e ———

Friability (%) 1,56 1.52

D.T. (sec) 62.0 159,17

1800 Weight (mg)

350,69(0.,89) 349,60(2,03)

R.S.D. 0.25 0.58

_ 2.612(0.007) 2,631(0.009)
Hardness (Xp) (S. 5040.28 5.49(0,31) 5.67(0.47) 5.37(0.44)

Friability (%) 1.04 1.02

D.T. (sec) 185,83
Range 170-210
—————————————————— -‘gh- . -~ - * e A ——
2400 Weight (mg) (53D = 2 T 1352.04(0.92) 348.42(1.28)
RQS.D. -' [ 0 0.37

Thickness (mm) (S.D.) 2.541(0.021)  2.523(0.005) 2,578(0.006)  2.545(0.005)

SRueinpnign g o
R Blanidny Iy o

3000 qleighf. (mg) (S.D.) 350.94(1.64) 34;.66(1.56) 344,30(1.81) 348,84(1,63)

R.S.D. 0.47- 0.45 0.53 ; 0.47
Thickness (mm) (S.D.) 2.520(0.006)  2.485(0.010) 2,485(0.008) 2,528(0.005)
Hardness (Kp) (S.D.) = 8.12(0.40) 8.48(0.18) 7.815(0.80) 8.42(0. 15)
Friability (%) 0.58 0.83 0.80 0.54
D.T. (sec) 821,17 102.33 72.35 198. 67

Range 760-905 100-105 69-74 190-215




Appendix 9
Concentrations of S: at Different Compression Pressures

- e - - ————— —_— - - - - — - -

Compression Physical Properties

Pressure (1b) of Tablets 0.5 1 3
00 Weight (mg) (5.0.)  340.85(1.53)  350.8700.00)  aar.ancrae
R.S.D. \ 0.14 0.40
Thickness (mm) (5.D.) S U‘/ 3(0,009)  2.671(0.008)
Hardness (Kp) (5.0, : ) 3.16(0,29)
Friability (X)  de5 1,71
D.T. (sec) 7 60,67
Range / | 59-62
1800 Weight (ag) (8. Ca6.68(1.30)
' R.5.D. 0.38
Thickness (mm) 2.586(0.007)
Hardness (Kp) (s, 5,58(0,22)
Friability (%) 1.09
D.T. (sec)
Range ,
200 Weight (ng) ¥ Jas.09c1.05)
R.S.D. ﬂ o
Thickness (m) (5, n. 2.564(0.012)  2.586(0.001)  2.521(0.008)
‘EJ“”J l WﬁWﬂﬂ Tlige
Friaﬂu ﬁ
09N AR IR Y
T - Vel aeiing W M1.29)  W.79(0.80  347.840.99)
R.S.D. 0.37 0.24 0.28
Thickness (mm) (S.D.) 2,501(0.008)  2.505(0.004)  2.504(0.007)
Hardness (Kp) (S.D.)  8.99(0.46) 8.74(0.,23) 8.95(0,28)
Friability (%) 0.78 0.69 0.61
D.T. (sec) 166,67 96. 67 82.21
Range 141-225 94-98 80-83

._—-—-—-——_————-———-—--—_——-_-———---_—..---.-—-——-———--—-_---——-_
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Physical Properties of Dibasic Calcium Phosphate Dihydrate Tablets Containing Various

346.99(2. 11)
0.61
2,673(0.008)
3.38(0.23)
1,55

336.67

280-380
347,05(1.08)
0.29
2.621(0. 006)
5.26(0. 19)
1.0
309. 17
346.49(1.78)
0.51
2.564(0. 008)
6.70(0. 35)
0.77

410.89

347,06(1,49)
0.43
2,537(0.007)
8.21(0.48)
0.62

521,66

- ——————
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Appendix 10 Physical Properties of Dibasic Calcium Phosphate Dihydrate Tablets Containing Various

Concentrations of Ac-Di-Sol‘™’ at Different Compression Pressures

Compression Physical Properties

Pressure (1b)  of Tablets xR W e e
----- 1 .20;)_--“;:;})-{.-;._2-)-(-‘5-;.— " 354.0601.12) 351.57(1.09)  345,80(1.32)
R.S.D. 28 0.31 0.38
Thickness (mm) (8., ”myéz 698(0.004)  2,680(0.007)
Hardness (Kp) (S.Di) (0.12) 2.66(0.,37)
Friability (n——'.sa« 1.42
D.T. (sec) / WY LB | 4,33
.. . e
----- 1800 "";;s;;;.(“ _ 348.79(0.81)
R.S.D. 0% 0.3 0.23
Thickness ( 2.609(0.009)
Hardness (Xp) 4.77(0.29)
Friability (%) 1.08

D.T. (sec) 5
oty Range ~ _ ___E __________
..... 2 ;&.--—-!eig;t--f' --‘- 350,04(1.,06)
R.S.D. Q A | 0.30
Thickness ) (5.D.)  2,538(0, 003) 2.539(0,008) 2.576(0.007)

D.T. (sec)

ammmmmﬁw Jabyd

350, 38(0.93) 348,25(0.91) 350.09(0.87)
R.S.D. 0.26 0.26 0.25

2.541(0.008)

Thickness (mm) (S.D.)  2.509(0.004) 2,502(0.006)
Hardness (Xp) (S.D.)  7.56(0.41) 7.32(0,38) 7.24(0.28)
Friability (%) 0.75 0.68 0.67
D.T. (sec) 18.0 10.0 6
Range 18-22 é-l] 6

352.69(1.11)

0.31
2.779(0.008)
2,75(0.48)
2.17

351.07(1,60)

0.46
2.650(0.008)
4,30€0.17)
1.34

350.50(1.06)

0.30
2,605(0.007)
5.51(0.10)
0.76

5.67

5-6

349.68(1.43)

0.41
2,549(0.017)
6.74(0,29)
0.56
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Appendix 11 Physical Properties of Dibasic Calcium Phosphate Dihydrate Tablets Containing Various
Concentrat.‘ions of Corn Starch at Different Compression Pressures

Compression Physical Properties Concentration (% w/w)
Pressure (1b) of Tablets 0.5 1 3 5

1200 Weight (mg) (S.D.)  350.59(1.91)  356,28(1.87)  355.45(0.84)  356.24(3.06)
R.S.D. 0,54

0.52 o.ia 0.86
Thickness (mm) (S.D.).

Hardness (Xp) (S.

(0.009) 2.723(0,004) 2.712(0.012)
A7) 3.12(0. 15) 3.28(0.20)

Friability (%) 1.68 1.59
D.T. (sec) 64.16 31.0
Range 61-74 23-41

1800 Weight (mg) (S.

350.22(1.94) 352.36(1.05)
'RuS.D. 0.55 O.E

Thickness (mm) 10,0080 2,572 2.613(0.008)  2.662(0.005)
Hardness (Xp) (S | 4.92(0.14)  4.45(0.28)

Friability (%) 1.50 1.47

D.T. (sec) min 86.83 35.0

R e T pp—— Rt T ——

8.5 | 0,35 0.9 . 0.46 0.35
Thickness (mm) (§.n. 2.542(0.005), , 2.545(0.006)  2.578(0.008)  2.641(0. 006)

wefi) B4 ?J‘Q Ljsid THBNT From o

Friability (% 1. 19 1. 13 1.29
AN TiNgIny =
VLRNROUNTING]Y 33
—-“3;)6-" !;i-g;;};;;-(;—D-.)“--S-SE.;G-(Z.‘-?Q; 35-1 7-6(;—15) 353.15(2.31) 350.39(1.—84)
R.S.D. 0.79 0.33 » 0.65 0.52
Thickness (mm) (S.D.)  2.513(0.006)  2.521(0.006)  2,548(0.005)  2.563(0.008)
Hardness (Kp) (S.D.)  7.14(0.19) 7.13(0.20) 6.85(0.16) 6.67(0.20)
Friability (%) 0.95 0.98 0.74 0.88
D.T. (sec) >30 min >30 min 156,21 44,51

Range = o 130-170 42-45
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Appendix 12 Physical Properties of Dibasic Calcium Phosphate Dihydrate Tablets Containing Various
: Concentrations of ECG 505‘% at Different Compression Pressures

Compression Physical Properties Concentration (% w/w)

Pressure (1b) of Tablets 0.5 1 ‘ 3 5

1200 Weight (mg) (S.D,) 346.37(1.16) 348.64(1.93) 348,53(1.21) 351,54(1,18)
R.S.D. 0.33 0.55 0.35 0.34

Thickness (mm) (5.D.) //.ssz(o .007)  2.776(0.006)  2.745(0.009)
‘ 0.40)

Hardness (Xp) (S.D. 2.56(0.36) 2,61(0.43)
Friability (%) w 1.86 2.48
D.T. (sec) 7.17 8
- o AT To v e S
----- 1800 Weight (ng) (61 34864(0.92)  350.78(1.08)
R.S.D. .30, 0.26 0.31
Thickness (mm) 300:006)  2,621(0, 2.664(0.007)  2.637(0.005)
Hardness (Xp) (s. 4. 614 33y 510 4.86(0.23) 4.77(0.13)
Friability (%) | 1,22 .13

D.T. (sec)

2400 Weight (mg) (5.0,) ) 352.88(1.10)~ / 348.12(1.98)  348.52(0.96)
E ’ 0.57 0.28

! i " ; . !
Thickness (-m(s D.)  2.557(0.100) 2. 572(0.& 2.602(0,005) 2.574(0.009)

ﬂﬂﬁﬁﬁﬂiﬂmﬂﬁ"”’ 5

D.T. (sec) 43.5¢ 16,33, 9

_________ ARSANN TR UN AN AL

3000  fWeight (mg) (S.D.)  350.60(2.36) . 350.75(1.53)  351.34(1.46) 351.09(1,58)
R.S.D. 0.67 0.44 0.42 0.45
Thickness (mm) (S.D.) 2,513(0.006)  2.517(0.008)  2.582(0.008)  2.547(0.011)

Hardness (Kp) (S.D.) 7.52(0.38) 7.61(0.52) 7.35(0.25) 7.24(0.35)
Friability (%) 0.81 0.70 0.67 0.76
D.T. (sec) 55.67 19.67 11 11

_---__—--_---_————-------—---—----_-___———----—-_-—-_——-_-—---——-————--—--—_-
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Appendix 13 Physical Properties of Dibasic Calcium Phosphate Dihydrate Tablets Containing Various

Concentrations of Explotah"' at Different Compression Pressures

————— - —————_— - -~ —— - - ——————————— -

Compression Physical Properties Concentration (% w/w)

Pressure (1b) of Tablets 0.5 1 3
T 1200 Welght (mg) '(E.'n'.;mis?s.'&'«?'v;;'"a'éf&'d.-z:z?"'3-5'1752_(1'25;—"
R.S.D, 0.36 0.37
Thickness (mm) (5.D.) (0.009)  2.681(0.011)

Herdness (Xp) (5.D .40) 2.82(0.22)

Friability (%) 1.55
D.T. (sec) 9
Range 9
TUUI800 Weight (ng) (5.0 A34084(1s9y | 350.80(0.67) 8.47(1.13) |
R.S.D. 0.32
Thickness (mm 2.582(0,006)
Hardness (Xp) (S 5.03(0.14)
Friability (%) 1.19.
D.T. (sec) 10.17
Range 10-11
YR i e
R.S.D. U ﬁ 0.55
Thickness (mm) (S. L 2.562(0, 012) 2.575(0.007)  2.554(0,006)
e 84 540 Y456 5 a0 1) S
Friabidity (%) 1. 13 1. 10 1. 08
Qﬂjﬁﬂﬂﬁmmﬂm‘ﬂﬂm d
T a0 iS ight (ag) (5.D.)  354.21(2.41)  351.35(1.31)  349.69(1.06)
R.S.D. 0.68 0.32 0,30
Thickness (mm) (S.D.)  2.552(0.008)  2.523(0.004)  2.531(0.007)
Hardness (Xp) (S.D.) 7.86(0.50) 7.18(0.28) 7.32(0.26)
Friability (%) 0.99 0.96 0.89
D.T. (sec) 144,16 26.33 9.33
Range 125-160 24-30 9-10

351.08(0.98)

0.28
2.691(0.012)
2.84(0.28)
1,22

8.17

8-9

352.71(0.88)

0.25
2,591(0.006)
4,56(0.28)
1.29

9.17

351,27(1.75)

0.49
2.581(0,008)
5.62(0.24)
1.28

8.66

353.66(2.51)

0.7
2.581(0.015)
6.89(0.29)
0.86

8.66
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Appendix 14 Physical Properties of Dibasic Calcium Phosphate Dihydrate Tablets Containing Various

Concentrations of Xollidon CL‘®’ at Different Compression Pressures

Compression Physical Properties
of Tablets 0.5 . 1 3

Pressure (1b) :
U100 weight (ag) ?5.'»'.3"'553?61?5.’233'"55??57'(5.'433"'543?51'(2.'{6"'
R.S.D. 0.65 0.63
Thickness (mm) (S.D.) j / .717(0.007)  2,738(0.006)
Hardness (l(p) (S.D. 3 / 0.17) 2.43(0.19)

Friability (1)73

1.81

D.T. (sec) 7

Range. 7

TTTI000 Weight (mg) 48 0.8

R.S.D. 0.34
Thickness (mwm) 2.666(0,005)
Hardnéss (Xp) (S. 4,02(0.27)
Friability (%) 1.23 :
D.T. (sec) _ 7.17

TN
Range Ay 7-8

- ————————— -

2400 Weight (mg

356.85(3.46)
0.97

-j(s D.)

' F
2.565(0.009)  2.582(0. Q 2,648(0,012)

muﬁ%mmmmwm

D.T. (sec) 103.33" 23.03,

Thickness (

leight. (mg) (S5.D.) 348,28(1.62) 353.84(1.33) 346.27(0.99)
R.S.D. 0.47 0,38 - 0,28
Thickness (mm) (S.D.)  2,523(0.011) 2.535(0.006) 2.561(0,007)
!iardness (Xp) (S.D.) 7.11(0.43) 7.48(0.39) 6.84(0.36)
Friabili\i.y (%) 0.78 0.81 0.87
D.T. (sec) 159,67 27.33 8.17
Range 132-170 26-28 8-9

- ———————————

- -—-——-—----—------—---------_--—_—_—-——--—----——-——_—

350.73(1.36)

0.39
2.824(0.016)
2.09(0.28)
2,18

352.70(1.08)

0.31
2.728(0.008)
3.64(0.28)
1.50

6

6

350.88(1.12)

0.32
2.646(0.004)
4,94(0.19)
0.98

349,75(2.36)
0.67

2.615(0.005)
6.14(0.18)
0.82

6.83




154

Appendix 15 Physical Properties of Dibasic Calcium Phosphate Dihydrate Tablets Containing Various

Concentrations of L-HPC at Different Compression Pressures
“Compression Physical Propemties G

Pressure (1b) of Tablets 0.5 : 1 3

1200 Weight (mg) (S.D.)  348.81(2.45)  348.96(1.33)  349.48(0.99)
R.S.D. 0.70 10.28
Thickness (mm) (S.D.) 2.698(0.008)
Hardness (Kp) (S. 3.36(0,29)
Friability (%) 1.91
D.T. (sec) 9.67
Range 9-10

1800 Weight (mg) 351.32(1,98)

R.S.D. 0.56
Thickness (wm) 2.622(0,008)
Hardness (Kp) (S. 5,55(0,31)
Friability (%) 0.91

D.T. (sec)

2400 < 303401, 16)

ﬂ 0.33
2,527(0. ooa) 2.527(0,008)  2.569(0.008)

A Lk ia (R tam i e

D.T. (sec) .0"‘

ama\mmuwﬁgwﬂ’iﬁ“ ¢)

R.S.D. g

Thickness (mm) (S D.)

leight (mg) (S.D.)

350.28(1.43) 351,25(0.88) 351.97(1.03)
R.S.D. ' 0.41 0.25 0.29
Thickness (wm) (5.D.) 2.504(0.011)  2.509(0,007) 2.526(0,008)
Hardness (Xp) (S.D.) 8,52(0.48) 8.42(0.32) 8.94(0.29)
Friability (%) 0.66 0.59 0.54
D.T. (sec) >30 min 73.00 14,17
Range = 70-80 14-15

—————————

350, 32(1.25)

0.36
2.726(0,005)
3.24(0.24)
1.36

8.17

347.61(1.28)

0.37
2.625(0.005)
5.44(0.31)
0.96

10.0

348.85(1.15)

0.33
2,577(0.007)
6.92(0.30)
0.64

12
12

350,78(1.12)

0.32
2,553(0.010)
8.55(0.40)
0.62

13.83
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Appendix 16 Physical Properties of a-Lactose Monohydrate Tablets Containing Various Concentrat jons

of §, at Different Compression Pressures
‘Compression Physical Properties . Concemtretion (% wiw y
Pressure (1b)  of Tablets 0.5 1 3 5
T W O N M IN0MLTD . M
R.S.D. 0.50 0.34 0.24
Thickness (ma) (5.D.) // 3(0.008)  3.820(0.007)  3.821(0.008)
Hardhess (Kp) (S.D. /Agas) 2.29(0.30)  2.26(0,34)
Friability (%) SR 2 211
D.T. (sec) W R, 469.17 553, 67
foge BN soos  seso
1800 Weight (g | 351.16(1.39)  348.70(1.10)
R.S.D. 0.39 0.32
Thickness (um) 3.680(0,008)  3.679(0.010)
Hardness (Kp) (S. 4.5000.33)  4.42(0.28)
Friability (%) 111 1.27
D.T. (sec) 494,83 590. 83
Range 485-502 555-620
TM00 Weight (ng) (Geber—8 36.24(1.58)  351.301.36)
R.S.D. D ‘ 0.46 0.39
Thickness (mm (5.0, 2.5, 012) 3.563(0,010)  3.540(0.010)  3.594(0.008)
lyn i n1 ﬂ 1000.35)  6.33(0.25)
SRRSTES Ny
D.T. (sec) ‘ . 867,53
fdhnsilunidney ity o
TTTa000 Theight (@) (5.0.) MS.I9(LED | SLIAI1D) | HB.85(0.60  astiecian
R.5.D. 0.54 0.:2 0.24 0.39
Thickness (am) (S.D.)  3.460(0.006)  3.471(0.005)  3.500(0.008)  3.531(0.009)
Hardness (Kp) (S.D.)  7.28(0.57)  8.010.47)  8.02(0.41)  8.28(0.28)
Friability (%) 0.54 054 0.55 0.51
D.T. (sec) 66.17 170.33 365. 67 922.52
Range 63-70 165-175 355-371 895-940

- D D — - ——— - —_——— - — ———— - - ———— - - - - - - - - — - - — - - - - - - —
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Appendix 17 Physical Properties of a-lactose Monohydrate Tablets Containing Various Concentrations
of §, at Different Compression Pressures

Compression Physical Properties Concentration (X w/w)
Pressure (1b) of Tablets 0.5 1 3 5

1200 Weight (mg) (S.D.) 348,36(1.25)  348.35(0,92) 346,82(1.11) 349,94(1.25)

R.S.D. 0.3 0.26 0.32 0.36
' uy//suo.oog) 3.825(0.,008) 3.832(0,006)
) e
| —

Thickness (mm) (S.D.)

Hardness (Xp) (S. 9 2.10(0,22) 2.14(0.29)

Friability (%) e 2.15
D.T. (sec) " \‘ 273,52 827,53
Range <00 270-280 810-850
0 Weight (ag) (5,000 S EHLIDT s | Me.e20118)  W1.eT(L8D)
R.S.D. ‘ : 0.34 0.52
Thickness (mm) 3.605(0.012) 346230 3.650(0,008) . 3.661(0.007)
Hardness (Kp) (50.) & 4. o0, 4.54(0.40)  4.09(0.22)
Friability (%) ' L3 1.08
D.T. (sec) 236.50 956,17
___________--.";"1’.’..,,,‘,1._,_._--__‘ - i g S . B P
2400 Weight (mg) ¥SiDiY BT IICH:3I GATJEOCIG6)T | 348.86(1.04)  351,01¢0.91)
R.S.D. |-I . | 0.29 0.26

‘Thickness (mm) (S.D.) 3.563(0.010?‘} 3,534(0.010) 3.542(0,011)  3.577(0.008)

mﬁ;aﬁ VI%O?T§ Q’:‘:ﬁjﬁr ﬂq::wm : ::(o. 19)
aRIhansHlunTinegddy oo

" 3000 “-qi;i-g-m-.-(;;)- (5.D.)  34T.06(0.97)  MAT.08(1.21)  350.42(1.48)  345.83¢1.19)
s 0.28 0.35 0.42 0.34

Thickness (mm) (S.D.)  3.461(0.006) 3.475(0.010) 3.474(0.010) 3.514(0.009)

Hardness (Xp) (S.D.) 8.87(0,44) 8.44(0.36) 8.28(0.43) 8.25(0.49)
Friability (%) 0.45 0.44 0.56 0.51
D.T. (sec) 52.28 97.33 215,55 966.17

Range 49-56 85-108 195-235 920-1010
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Appendix 18 Physical Properties of a-Lactose Monohydrate Tablets Containing Various Concentrations
of Ac-Di-Sol™’ at Different Compression Pressures

Compression Physical Properties Concentration (% w/w)
Pressure (1b) of Tablets 0.5 1 855 5

1200 Weight (mg) (S.D.)  349,21(2.06) 349,08(1.72) 347.67(1.25) 349,02(1.11)

R.S.D. 0.59 0.49 0.36 0.32
Thickness (mm) (5.D.) 3.8 "%530(0 005)  3.835(0.008)  3.868(0.008)
Hardness (Kp) (S ,28) 2.43(0.23) 2.42(0.30)

Friability (%) 1.84 1.94
D.T. (sec) 73.83 86
 Range 67-18 85-105

1800 Weight (mg)

R.S.D. 77 0.52 035
Thickness (mm) A 662(0 3.667(0,008)  3.709(0.005)
Hardness (Xp) (5 adtio. 2 7, 5.110.32)  4.34(0.19)
Friability () ‘ 0.73 0.81

D.T. (sec) 65.83 74.83

R.S.D. Q _ 0.21 0.37
Thickness ( (S D.)  3.563(0. 008) 3.562(0.006) 3.569(0.004) 3.611(0,006)

""‘mmm MNP o

69.17

ANl Bnytdy o

3000 !e:lght (mg) (S.D.)  346.04(1.23) 347.84(1.17) 348.82(1.33) 347.65(1.35)
R.S.D. 0.36 0.34 0,38 0.39
Thickness (mm) (S.D.) 3.484(0.009)  3.503(0.009) 3.523(0.006) 3.528(0.006)

Hardness (Xp) (S.D.) 8.30(0.39) 8.30(0.39) 9.05(0.36) 8.02(0.46)
Friability (%) 0.41 0.39 0.36 - 0.34
D.T. (sec) 27.33 38.33 50.0 70.67
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Appendix 19 Physical Properties of a-Lactose Monohydrate Tablets Containing Various Concentrations
of Corn Starch at Different Compression Pressures '

Compression Physical Properties Concentration (% w/w)
Pressure (1b) of Tablets 0.5 1 3 5

1200 Weight (mg) (S.D.) 349,98(1.51) 349,58(2,38) 348.44(2.12) 350.20(2.69)

R.S.D. 0.43 | 0.68 0.77
Thickness (mm) (S.D.) , *”/ 13(0,005) 3.767(0.004) 3.835(0.006)
Hardness (Xp) (S.D. .38) AO 23) 2.64(0.42) 1.55(0.37)
Friability (%) 2.33 2.81

D.T. (sec) 60.0 57.71

1800  Weight (mg) . 05(1.78) " 348.62(1.56)  348.61(1.54)
- '“ 0.45 0.44
3.651(0.012)  3.669(0.010)

Hardness (Xp) (S 4,8870. 54324 4.56(0,23) 3.81(0.46)

Friability (%) 1.03 1.09

D.T. (sec) 56.43 57.44

2400 Weight (mg) AS+Dud— : 5) 6, 30{1.45) 348,86(1.88) 352.54(1.99)

Thickness (mi) (S D) 3, 559(0.006) 3.530(0.014) 3.550(0,012) 3.613(0.013)

":ﬂ {18 ﬁ ENIRY NG g

D.T. (sec) 64,67 59,63 58,43

Q RARINTHUAIINY IR see

'eight (mg) (5.D.) 350,33(1.14) 347.93(2.12) 352, 14(1.49) 348.06(1.53)
R.S.D. 0.32 0.61 0.42 0.44
Thickness (mm) (S5.D.)  3.488(0,007) 3.476(0.008) 3.525(0.007) 3.500(0.012)

Hardness (Kp) (S.D.) 8.16(0.68) 8.79(0.34) 8.91(0.33) 7.65(0.46)
Friability (%) 0.58 0.57 0.53 0.53
D.T. (sec) 70.83 63.57 55.67 58.50

O D 5 0 S I 0 D D 0 R - - - - - - - - " - - - - - - - - - - . - - - - - - - - - - - - - - -
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Appendix 20 Physical Properties of a-Lactose Monohydrate Tablets Containing Various Concentrations
of ECG 505"’ at Different Compression Pressures

Compression Physical Properties g & ""(.!;;c;;{;a;i-o;x-('{;;;) ---------------

Pressure (1b) of Tablets 0.5 1 3 5

1200 Weight (mg) (S.D.)  347.34(1,54)  349.06(1.58) 346.,39(0.84) 346.89(1.04)
0.45 0.24 0.29

_ &aouo.ooa) 3.810(0.002)  3.855(0.005)
) 2.07(0.23)

L 2e8(0.30) 2.10(0,32)
m 1,86 2.01

37.17 42,67

R.S.D. : 0.44

Thickness (mm) (S.D.) )
Hardness (Xp) (S.D.)
Friability (5)
D.T. (sec)

1800 Weight (mg)

346.88(1.50) 348.82(1.60)

R.S.D. 0.43 0.46
Thickness (mm) 668(0:012 569(0,009)  3.660(0.010)  3.688(0.013)
Hardness (kp) (sh) f Agico,a ¥ 480 4.08(0,28) 4.13(0,14)
Friability (X) ‘ £ 0.86 1.18

D.T. (sec)

2400 Weight (ng) Jwied—yd O8I SA8: PRI | 348.12(2.12)  349.03(1.17)
: 0.61 0.48

R.S.D. e OID),,
(s D.)  3.547(0, oos) 3.576(0.007) - 3.569(0.018)  3.592(0.008)

H IIH a ﬂﬂw p qﬂ}:m f i e :::t:ous)

Thickness (mm

D.T. (sec) 45,17
’Qﬁ’lﬂ\‘iﬂi@a& umawmaal i
TTa000 Vwelght (ap) (5.0.)  MT.20(L0T)  S48.6A(1.59  B47.9000.9  ssio.ea

R.S.D. 0.31 0.44 0.26 0.26

Thickness (mm) (S.D.)  3,497(0.007) 3.499(0.006) 3.452(0.038) 3.501(0.009)

Hardness (Xp) (S.D.) 8.51(0.41) 8.32(0.51) 8.36(0., 36) 7.91(0.48)
Friability (%) 0.41 0.42 0.45 0.46
D.T. (sec) 29.33 29.83 36,67 45.50
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Appendix 21 Physical Properties of a-Llactose Monohydrate Tablets Containing Various, Concentrations
of Explotah"' at, Different Compression Pressures

—----——_-—_————---—_----—--_..-—-———--—--——--—-——--—--——-------—--——--—-—

Compression Physical Properties Concentration (% w/w)
Pressure (1b) of Tablets 0.5 - 1 3 5

1200 Weight (mg) (S.D.) 349,90(1,.96)  347,50(1,95) 346.76(1,49) 348.64(1.60)

R.S.D. 0.56 0.56 0.43 0.46
Thickness (mm) (S.D.)

782(0.009) 3.798(0,005) 3.818(0.004)
22) 2,05(0.36) 2.28(0.24)

% 2.48 2.57

41.17 46. 10

Hardness (Kp) (S.D.
Friability (%)
D.T. (sec)

37.92(1.56)  349,71(1.72)
0.45 0.49

640( 3.636(0.006)  3.673(0.011)

Hardness (Kp) (S 600,265 “ .10 4.74(0.25)  4.88(0.32)

Friability (X) ' - 0.73 0.78

D.T. (sec) 40,17 44,67

2400 Weight (ng) Lo a8 + 1 347.38(1.62)  349.36(1.58)

R.5.D. l ~ _ "! 0.46 0.45
(s D) 3.56600. oos) 3.558(0.006)  3.539(0.015)  3.556(0.008)

| F::E ugj ﬁ :VI awi Hn' ﬂ ;376(0.45) : ::(o.so)
RN anTInyiay oo

Thickness (mm

3000 lelgbt (mg) (S.D.) 346.46(1.04) 347.14(1.63) 348,90(1.28) 347.82(1,14)
R.S.D. I 0Vae 0.47 0.37 0.33
Thickness (mm) (S.D.)  3.473(0.004)  3.478(0.009) 3.503(0.008) 3.492(0.011)
Hardness (Kp) (S.D.) 8,05(0.28) 8.14(0.49) 8.69(0.43) 8.23(0.45)
Friability (%) 0.58 0.55 0.42 0.46
D.T. (sec) 33.43 32.67 41.33 38,53
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Appendix 22 Physical Properties of c-Lactose Monohydrate Tablets Containing Various Concentrations
of Xollidon CL‘*’ at Different Compression Pressures

Compression Physical Properties

Pressure (1b) of Tablets 0.5 1 el v T i e
T Welgh ) (S.0.)  MGTBLET MS.ENO.80 | G THO00)  245.8501.200
R.S.D. : 0.48 0.23 0.28 0.34
Thickness (mm) (S.D.) ///e 3(0.007)  3.859(0.012)  3,944(0.005)
Hardness (Xp) (S.D.) 4;6) 2.10(0. 46) 1.90(0.32)
Friability (X) ‘7 ' : 2.43 2.92
D.T. (sec) ' 56.83 56. 50
Range 56-58 54-58
1800 Weight (mp) (8 T304.58(0.65)  347.19(1.21)
R.S.D. 0.19 0.37
Thickness (mm) © 3.716(0.010)  3,754(0.012)
Hardness (Kp) (S. 4,96(0.19) 4.12(0.26)
Friability (%) 1,11 1.56
D.T. (sec) 53.52 55,14
Range 50-56 50-58
00 Weight (g (Syber— T h.090.60)  348.280.99)
R.S.D. E ~ . @ 0.24 0.28
Thickness (mm) s D.)  3.588(0.,009) a 593(0,008)  3.571(0,009)  3.651(0.007)
E]n,ea w ﬁ E]az] ﬂ 8(0.18) 6.43(0.32)
b igh i il Pl
D.T, (sec) 46,67
ARARINIDIUNTAINYIRY o
3000 W '?Enl'&i)"é'{.""5517&(:'623"'Sis’i&?fz’f"5[(.55({4'6"'517'.Z&Bf&a')"
R.S.D. 0.29 0,32 0.40 0.26
Thickness (sm) (S.D.) 3.481(0.006)  3.520(0.007)  3.515(0.007)  3.565(0.007)
Hardness (Kp) (S.D.)  8.40(0.48) 8.34(0. 56) 8.64(0.40) 8.70(0. 45)
Friability (%) 0.53 0.51 0.58 0.54
D.T. (sec) 36.33 40.17 46.67 47.50
Range 34-40 39-42 45-48 46-50
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Appendix 23 Physical Properties of a-lactose Monohydrate Tablets Containing Various Concentrations
: of L-HPC at Different Compression Pressures

Co-pression Physicel Properties

Pressure (1b) of Tablets 0.5 1 3 5
R0 e ) (6.0, MN0T008 SE000 | Beesatome S0 zea
R.S.D. 0.25 0.24 0.38 0.23
Thickness (wm) (5.D.) 4 A / B(0.011)  3.827(0.005)  3.875(0.008)
Hardness (Kp) (5.D,) "2, ﬁ,m 2.78(0.23) 3.09(0.32)
Friability (%) t 2.12 2.06
D.T. (sec) AT 39,17 37.53
Range ' 38-40 35-40
T80 Weight () (80D, 350.65(0.63)  350.76(0.90)
R.S.D. 0.18 0.26
Thickness (mm) 3.701(0.007)  3.698(0.006)
Hardness (Xp) (S. 5.18(0.45) 5.53(0.36)
Friability (%) 1,05 0.93
D.T. (sec) 34,67 38.33
Range - 30-37 36-41
""54'06""};?{»[(.}“ 18.99(0.91)  350.08(1.20)
R.S.D. D 0.36
Thickness (mm) s n. 3.552(0,012) a 581(0,007)  3.584(0.006)  3.606(0.009)
: Erq 171 ﬂ .ﬁ m ﬂ ?3(0.29) 7.74(0.44)
memu ﬁ ﬁ 0.59
37.33
iETaen Bl umdneiNy -
""5605'-"'11;?{1:17-}3'(ETB.T"551'.5('{.'69')"'552’.55(1?4’0’)'"54'8'.?'76'62')"'§§o' 001,19
R.S.D. 0.31 0.40 0.29 0.33
Thickness (mm) (S.D.)  3.521(0.008)  3.539(0.009)  3.515(0.008)  3.554(0.005)
Hardness (Xp) (S.D.)  8,09(0.62) 8,78(0.57) 8:69(0.51) 8.70(0.30)
Friability (%) 0.41 0.43 0.49 0.45
D.T. (sec) 30.83 29,57 33,50 34,67
Range 28-33 21-31 33-37 32-37
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- Appendix 26 UV Absorbance of Hydrochlorothiazide Standard

Solution in 0.1 N HCl at 272 nm
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Appendix 27 UV Absorbance of Hydrochlorothiazide Standard

Solution in Ethanol "at 289 nm
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Appendix 29 Standard Curve of Hydrochlorothiazide in Ethanol at 2869 nm

(Correlation Coefficient = 0.9999)
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Appendix 30 Dissolution of Hydrochlorthiazide from the

Hydrochlorothiazide Tablets Using Sy as

Disintegrant
Time % Dissolvedl of HCTZ (S.D.)
(min)  E-S,-22 T-55-0.59
0 0. 0.00
(O. (0.00)
5 17 34.09
(0. (1.79)
10 38. 44 .71
¢t (2.189)
15 56. 59.08
(0. (0.37)
20 74. 70.96
%, (1.82)
30 84. 78.31
(0. (2.68)
40 87. 85.28
€1, (1.37)
50 88. 88.08
(0. (0.51)
60 0. 80.87
(0.2 (1.19)

1 = mean of three determinations

- ol e SR - = o

¢ = Tableftose + 0% 52 d = Tablettose(R) + 0. 52 82
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