LAMPIRAN A
HASIL UJI KERAGAMAN BOBOT TABLET LIKUISOLID
IBUPROFEN

Hasil Uji Keragaman Bobot Tablet Formula A

Replikasi | Replikasi Il Replikasi Il1

N
o v B v B
% % %
mg g OO mg O

764,6 99,25 756,8 99,96 758,9 101,12
763,1 99,06 775,3 1024 774,2 103,20
763,0 99,05 7549 99,71  756,2 100,76
763,8 99,15 7579 100,10 756,7 100,82
756,8 98,24 760,0 100,38 755,8 100,70
770,2 99,98 764,2 100,94 756,3 100,77
768,3 99,73  759,9 100,37 770,3 102,64
773,5 100,41  755,8 99,83 754,8 100,57
767,8 99,67 763,2 100,8  749,9 99,92
10 764,7 99,27 762,55 100,7 745,6 99,35
Rata-
rata 765,58 99,38 761,05 100,52 757,87 100,98

O©oo~NOoO O hwWNPRF

PK (%) 99,38 100,52 100,98
SD 0,60 0,78 1,14
KV 0,60 0,78 1,13
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Hasil Uji Keragaman Bobot Tablet Formula B

Replikasi | Replikasi 1 Replikasi Il1
No Bobot v Bobot v Bobot v
Tablet o Tablet o Tablet o
m) ¥ g ) mg OO
1 751,7 100,86  764,3 100,25 7470 98,71
2 751,1 100,78 773,55 101,45 751,6 99,32
3 748,0 100,36 7574 99,34  753;3 99,55
4 758,3 101,74  761,6 99,89 754,2 99,67
5 7475 100,29 773,22 101,41  755,3 99,81
6 749,8 100,60 757,6 99,37 7591 100,31
7 750,1 100,64  760,1 99,70  750,8 99,22
8 748,3 100,40 7615 99,88 749,1 98,99
9 750,9 100,75  763,3 100,12  759,3 100,34
10 751,1 100,78 7715 101,19 7611 100,58
Rata-rata 750,68 100,72 7644 100,26 754,08 99,65
PK (%) 100,72 100,26 99,65
SD 0,40 0,80 0,62
KV 0,41 0,81 0,62
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Hasil Uji Keragaman Bobot Tablet Formula C

Replikasi | Replikasi 1 Replikasi Il1
No Bobot v Bobot v Bobot v
Tablet o Tablet o Tablet o
m) % my ) mg OO
1 7480 100,35 757,7 99,46 748,2 100,16
2 744.8 99,92 762,0 100,03 7483 100,17
3 751,0 100,75 766,0 100,55 760,5 101,81
4 7519 100,87 758,3 99,54 760,3 101,78
5 746,2 100,11 755/ 99,16 750,1 100,41
6 7447 99,91 760,0 99,76 748,3 100,17
7 739,4 99,20 751,3 98,62 7411 99,21
8 739,6 99,22 757,6 99,45 758,3 101,51
9 750,6 100,70 756,0 99,24 750,1 100,41
10 747.4 100,27 757,1 99,38 7587 101,56
Rata-
rata 746,36 100,13 758,14 99,52 752,39 100,72
PK(%) 100,13 99,52 100,72
SD 0,59 0,52 0,88
KV 0,59 0,52 0,88
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Hasil Uji Keragaman Bobot Tablet Formula D

Replikasi | Replikasi 1 Replikasi Il1
No Bobot v Bobot v Bobot v
Tablet o Tablet o Tablet o
m) ) g ) mg
1 728,4 100,04 758,0 99,49 757,8 99,79
2 7396 101,58 7579 99,48 7754 102,10
3 739,2 101,53 7510 98,57 768,1 101,14
4 7444 102,24  750,1 98,45 766,3 100,90
5 739,0 101,50 761,22 99,91 7427 97,80
6 731,1 100,41 753,4 98,89 7509 98,88
7 729,4 100,18 760,8 99,86 7614 100,26
8 732,7 100,63 761,8 99,99 770,3 101,43
9 734,8 100,92 7545 99,03 769,5 101,33
10 7359 101,07 756,0 99,23 7547 99,38
Rata-
rata 73545 101,01 756,47 99,29 761,71 100,30
PK(%) 101,01 99,29 100,30
SD 0,71 0,55 1,34
KV 0,70 0,55 1,33
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LAMPIRAN B
HASIL UJI KESERAGAMAN KANDUNGAN TABLET
LIKUISOLID IBUPROFEN
Hasil Uji Keseragaman Kandungan Tablet Formula A Replikasi |

Abs W sampel (mg) C sampel (ug/ml) C teoritis (ug/ml) Kadar (%0)

0,534 764,6 287,90 286,73 100,41
0,524 763,1 282,45 286,16 98,70
0,528 763,0 284,63 286,13 99,48
0,531 763,8 286,26 286,43 99,94
0,520 756,8 280,27 283,80 98,75
0,533 770,2 287,36 288,83 99,49
0,541 768,3 291,72 288,11 101,25
0,528 773,5 284,63 290,06 98,13
0,527 767,8 284,08 287,93 98,67
0,526 764,7 283,54 286,76 98,88
Rata-rata 99,37

SD 0,95

KV 0,95

Hasil Uji Keseragaman Kandungan Tablet Formula A Replikasill
Abs W sampel (mg) C sampel (ug/ml) C teoritis (ug/ml) Kadar (%)

0,522 756,8 281,36 283,80 99,14
0,541 775,3 291,72 290,74 100,34
0,519 754,9 279,72 283,09 98,81
0,532 757,9 286,81 284,21 100,91
0,530 760,0 285,72 285,00 100,25
0,526 764,2 283,54 286,58 98,94
0,527 759,9 284,08 284,96 99,69
0,521 755,8 280,81 283,43 99,08
0,531 763,2 286,26 286,20 100,02
0,533 762,5 287,36 285,94 100,50
Rata-rata 99,77

SD 0,74

KV 0,74
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Hasil Uji Keseragaman Kandungan Tablet Formula A Replikasi I11

Abs W sampel (mg) C sampel (ug/ml) C teoritis (ug/ml) Kadar (%0)
0,522 758,9 281,36 284,59 98,86
0,536 774,2 288,99 290,33 99,54
0,523 756,2 281,90 283,58 99,41
0,534 756,7 287,90 283,76 101,46
0,522 755,8 281,36 283,43 99,27
0,531 756,3 286,26 283,61 100,94
0,526 770,3 283,54 288,86 98,16
0,525 754,8 282,99 283,05 99,98
0,520 749,9 280,27 281,21 99,66
0,523 745,6 281,90 279,60 100,82
Rata-rata 99,81
SD 1,01
KV 1,01
Hasil Uji Keseragaman Kandungan Tablet Formula B Replikasi |
Abs W sampel (mg) C sampel (ug/ml) C teoritis (ug/ml) Kadar (%)
0,524 751,7 282,45 281,89 100,2
0,513 7511 276,45 281,66 98,10
0,518 748,0 279,17 280,50 99,53
0,531 758,3 286,26 284,36 100,67
0,515 7475 277,54 280,31 99,01
0,519 749,8 279,72 281,18 99,48
0,523 750,1 281,90 281,29 100,22
0,530 748,3 285,72 280,61 101,82
0,515 750,9 277,54 281,59 98,56
0,520 7511 280,27 281,66 99,50
Rata-rata 99,71
SD 1,07
KV 1,07
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Hasil Uji Keseragaman Kandungan Tablet Formula B Replikasi Il

Abs W sampel (mg) C sampel (ug/ml) C teoritis (ug/ml) Kadar (%)
0,529 764,3 285,17 286,61 99,50
0,526 773,55 283,54 290,06 97,75
0,527 7574 284,08 284,03 100,02
0,535 761,6 288,45 285,60 101,00
0,535 773,2 288,45 289,95 99,48
0,517 757,6 278,63 284,10 98,07
0,529 760,1 285,17 285,04 100,05
0,538 761,5 290,08 285,56 101,58
0,531 763,3 286,26 286,24 100,01
0,525 7715 282,99 289,31 97,82
Rata-rata 99,53
SD 1,31
KV 1,31
Hasil Uji Keragaman Kandungan Tablet Formula B Replikasilll
Abs W sampel (mg) C sampel (ug/ml) C teoritis (ug/ml) Kadar (%)
0,518 747,0 279,17 280,13 99,66
0,518 751,6 279,17 281,85 99,05
0,520 753,3 280,27 282,49 99,21
0,527 754,2 284,08 282,83 100,44
0,530 755,3 285,72 283,24 100,88
0,527 759,1 284,08 284,66 99,80
0,531 750,8 286,26 281,55 101,67
0,522 749,1 281,00 280,91 100,16
0,525 759,3 282,99 284,74 99,39
0,530 761,1 285,72 285,41 100,11
Rata-rata 100,04
SD 0,81
KV 0,81
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Hasil Uji Keseragaman Kandungan Tablet Formula C Replikasi |

Abs W sampel (mg) C sampel (ug/ml) C teoritis (ug/ml) Kadar (%)

0,518 748,0 279,17 280,50 99,53
0,516 7448 278,08 279,30 99,56
0,531 751,0 286,30 281,63 101,60
0,524 751,9 282,45 281,96 100,17
0,522 746,2 281,36 279,83 100,55
0,516 744,17 278,08 279,26 99,58
0,516 739,4 278,08 277,28 100,29
0,514 739,6 276,99 277,35 99,87
0,518 750,6 279,17 281,48 99,18
0,528 7474 284,63 280,28 101,55
Rata-rata 100,19

SD 0,85

KV 0,84

Hasil Uji Keseragaman Kandungan Tablet Formula C Replikasill

Abs W sampel (mg) C sampel (ug/ml) C teoritis (ug/ml) Kadar (%)

0,521 757,7 280,81 284,14 98,83
0,529 762,0 285,17 285,75 99,80
0,533 766,0 287,36 287,25 100,04
0,524 758,3 282,45 284,36 99,33
0,527 755,4 284,08 283,28 100,29
0,523 760,0 281,90 285,00 98,91
0,520 751,3 280,27 281,74 99,48
0,529 757,6 285,17 284,10 100,38
0,524 756,0 282,45 283,50 99,63
0,533 757,1 287,36 283,91 101,21
Rata-rata 99,79

SD 0,72

KV 0,72
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Hasil Uji Keseragaman Kandungan Tablet Formula C Replikasi 111

Abs W sampel (mg) C sampel (ug/ml) C teoritis (ug/ml) Kadar (%)

0,519 748,2 279,72 280,58 99,70
0,518 748,3 279,17 280,61 99,49
0,532 760,5 286,81 285,19 100,57
0,529 760,3 285,17 285,11 100,02
0,519 750,1 279,72 281,29 99,44
0,527 748,3 284,08 280,61 101,24
0,510 741,1 274,81 277,91 98,88
0,530 758,3 285,72 284,36 100,48
0,516 750,1 278,08 281,29 98,86
0,527 758,7 284,08 284,51 99,85
Rata-rata 99,85

SD 0,75

KV 0,75

Hasil Uji Keseragaman Kandungan Tablet Formula D Replikasi |

Abs W sampel (mg) C sampel (ug/ml) C teoritis (ug/ml) Kadar (%)

0,515 728,4 277,54 273,15 101,61
0,515 739,6 277,54 277,35 100,07
0,511 739,2 275,36 277,20 99,34
0,528 7444 284,63 279,15 101,96
0,511 739,0 275,36 277,13 99,36
0,518 731,1 279,17 274,16 101,83
0,502 729,4 270,45 273,53 98,88
0,517 732,7 278,63 274,76 101,41
0,503 734,8 270,99 275,55 98,35
0,511 735,9 275,36 275,96 99,78
Rata-rata 100,26

SD 1,33

KV 1,33
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Hasil Uji Keseragaman Kandungan Tablet Formula D Replikasi Il

Abs W sampel (mg) C sampel (ng/ml) C teoritis (ug/ml) Kadar (%)

0,521 758,0 280,81 284,25 98,79
0,523 757,9 281,90 284,21 99,19
0,529 751,0 285,17 281,63 101,26
0,520 750,1 280,27 281,29 99,64
0,523 761,2 281,90 285,45 98,76
0,525 753,4 283,00 282,53 100,17
0,519 760,8 279,72 285,30 98,04
0,529 761,8 285,17 285,68 99,82
0,531 754,5 286,26 282,94 101,18
0,522 756,0 281,36 283,50 99,24
Rata-rata 99,61

SD 1,04

KV 1,04

Hasil Uji Keseragaman Kandungan Tablet Formula D Replikasi I11

Abs W sampel (mg) C sampel (ug/ml) C teoritis (ug/ml) Kadar (%)

0,535 757,8 288,45 284,18 101,5
0,534 775,4 287,90 290,78 99,01
0,531 768,1 286,26 288,04 99,38
0,537 766,3 289,50 287,36 100,76
0,512 7427 275,90 278,51 99,06
0,521 750,9 280,81 281,59 99,72
0,535 761,4 288,45 285,53 101,02
0,527 770,3 284,08 288,86 98,35
0,524 769,5 282,45 288,56 97,88
0,520 754,7 280,27 283,01 99,03
Rata-rata 99,57

SD 1,18

KV 1,18
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LAMPIRAN C
HASIL PENETAPAN KADAR TABLET LIKUISOLID IBUPROFEN

Csampel Cteoritis  Kadar Rata-rata

Formula  Replikasi ~ Absorbansi (ug/ml) (ng/ml) (%) +SD KV
I 0,553 298,26 300,11 99,38 100,30
A I 0,559 301,54 299,96 100,52 * 0,82
i 0,562 303,17 300,23 100,98 0,82
I 0,561 302,63 300,45 100,72 100,21
B I 0,559 301,54 300,75 100,26 * 0,54
"l 0,555 299,35 300,41 99,65 0,54
I 0,557 300,44 300,04 100,13 100,13
Cc I 0,553 298,26 299,70 99,52 * 0,60
i 0,560 302,08 299,92 100,72 0,60
I 0,562 303,17 300,15 101,01 100,20
D I 0,552 297,72 299,85 99,29 + 0,86
"l 0,558 300,99 300,08 100,30 0,86
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LAMPIRAN D
HASIL UJI DISOLUSI TABLET LIKUISOLID IBUPROFEN

FORMULA A
Repli t A C Wt %obat AUC (ug
kasi  (menit) (ug/ml)  (mg) terlepas menit/ ml)
10 0,224 118,83 106,9 53,31 534,74
20 0,249 132,47 119,2 59,43 1130,84
| 30 0,275 146,65 1320 65,79 1256,01
45 0,330 176,64 159,0 79,25 2182,20
60 0,347 18591 167,3 83,41 2447,26
7551,06
10 0,225 119,38 1074 53,56 537,20
20 0,251 133,56 120,2 59,92 1138,21
I 30 0,278 148,28 1335 66,53 1268,28
45 0,329 176,10 1585 79,01 2189,57
60 0,349 187,00 168,3 83,90 2450,94
7584,19
10 0,223 118,29 106,5 53,07 532,29
20 0,247 131,38 118,2 58,94 1123,48
i 30 0,279 148,83 1339 66,77 1260,92
45 0,325 173,92 156,5 78,03 2178,52
60 0,343 183,73 1654 82,43 2414,13
7509,34
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HASIL UJI DISOLUSI TABLET LIKUISOLID IBUPROFEN

FORMULA B
1 [0)
Fﬁi‘é!' t(menit) A (ugC/:mI) (\r{nvg;[) te/l(:loek[);;ts rrfe\zlrJ]i(t:/(erl)
10 0288 15374 1384 69,04 691,81
20 0311 16628 1497 74,67 1440,08
30 0,349 187,01 1683 83,98 1589,78
' 45 0389 2088 1879 9377 2671,82
60 0393 211,00 189,9 94,75 2833,8
92273
10 0289 15428 1389 69,28 694,27
20 0310 16574 1492 74,42 1440,08
30 0351 188,10 169,3 84,47 1592,24
I 45 0,388 20828 1874 93,53 2675,5
60 0,394 21155 1904 95,00 2833,8
9235,89
10 0289 15428 1389 69,28 694,27
20 0312 166,83 150,01 74,91 1444,99
30 0352 18864 1698 84,71 1599,6
I 45 0,387 207,73 187,0 93,30 2675,5
60 0391 20991 1889 9430 2819,08
9233,43

88



HASIL UJI DISOLUSI TABLET LIKUISOLID IBUPROFEN

FORMULA C
1 [0)
ngs):l t(menit) A (ug(/:ml) (\r<1V§:) ttjlj:)et[))z;ts menit /(ﬁ?l)

10 0281 14992 1349  67.38 674,64

20 0307 16410 1477 7375 1413,08

| 30 0338 181,01 1629 8135 1552,97
45 0376 201,73 1816 90,66 2583,47

60 0383 20555 1850 9238 274913

8973.3

10 0280 14937 1344  67.13 672,18

20 0305 16301 1467  73.26 1405,72

| 30 0336 17992 1619  80.86 1543,15
45 0375 201,19 1811 90,42 2572,43

60 0385 20664 1860 9287 275281

896,20

10 0283 15101 1359  67.87 679,54

20 0,307 164,1 147,7 73,75 1417,99

30 0337 18046 1624 81,10 1550,52

I 45 0375 201,19 1811 90,42 2576,11
60 0383 20555 1850 9238 274545

8969,6
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HASIL UJI DISOLUSI TABLET LIKUISOLID IBUPROFEN

FORMULA D
Repli t A C Wt %obat AUC (ug
kasi (menit) (pg/mb)  (mg) terlepas  menit/ ml)
10 0,277 147,74 132,96 66,30 664,82
20 0,310 165,74 149,16 74,43 1410,63
30 0,332 177,73 159,96 79,82 1545,61
! 45 0,352 188,64 169,78 84,72 2473,03
60 0,369 197,91 178,12 88,88 2609,24
8703,32
10 0,274  146,1 131,49 65,61 657,46
20 0,311 166,28 149,65 74,68 1405,72
I 30 0,331 177,19 159,47 79,58 1545,61
45 0,353 189,19 170,27 84,96 2473,03
60 0,368 197,37 177,63 88,64 2609,2
8691,05
10 0,275 146,65 131,98 65,86 659,91
20 0,299 159,74 143,76 71,74 1378,72
30 0,334 178,82 160,94 80,31 1523,52
i 45 0,351  183,1 169,29 84,47 2476,71
60 0,368 197,37 177,63 88,64 2601,88
8640,74
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LAMPIRAN E
HASIL UJl JUMLAH IBUPROFEN TERLARUT DALAM TWEEN
80 DAN AQUADEST

IBUPROFEN TERLARUT DALAM TWEEN 80

w
C sampel CsxFP Rata-rata (mg/ml)
sampel Abs.
(gram) (ng/ml) (mg/ml) +SD
10,4973 0,452 243,18 243,18
11,0759 0,444 238,82 238,82 247,00 + 10,62
11,5237 0,481 259,00 259,00
IBUPROFEN TERLARUT DALAM AQUADEST

W Rata-rata (mg/ml)
sampel Abs.  C sampel CsxFP +SD
(gram) (ng/ml) (ng/ml)
0,9881 0,072 35,93 0,18
0,9285 0,063 31,03 0,16 0,17+0,01
0,9747 0,067 33,21 0,17
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LAMPIRAN F
CONTOH PERHITUNGAN

Contoh perhitungan indeks kompresibilitas dan Hausner ratio:
Formula A :

Berat gelas = 111,29 g (W1)
Berat gelas + granul = 148,3 g (W2)

V1 =100 ml

V2 =84 ml

Bj nyata - (W, —W)) _ ases-1uz0) 0,3701
Vl 100

Bj mampat = W, -W,) _assa-inzg) _ 0,4460
V2 84

9% kompresibilitas = (1—M\X100% = 16%
Bj.1 Bj mampat
Formula A:

HR = Bjmampat — 1’19

Bjnyata

Contoh perhitungan akurasi & presisi:

Dapar Dapar
Bahan . fosfat fosfat .
% | aktif '\’z‘;‘;”;‘s 02M | Pipet | 0,2M Koz‘serr:)r asl
(mg) g pH7,2 pH7,2 PP
Ad Ad
100 200 600 100 15 10 300

Absorbansi = 0,558 — y=0,0018x + 0,0061
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Konsentrasi sebenarnya = 300,99 ppm
Konsentrasi teoritis = 300,45 ppm
% perolehan kembali = (konsentrasi sebenarnya / konsentrasi teoritis) x
100%
= (300,99/ 300,45) x 100%
= 100,18%

Untuk menghitung % KV = %xlOO%

= 2% 4 100%

99,83

1,01 %

Contoh perhitungan % obat terlepas:

% obat terlepas = L x100%

——x dosis

Formula A replikasi 1 pada t = 10 menit

% obat terlepas = 106,9
100,30
100

Contoh perhitungan AUC pada disolusi:

x100% =53,31%
x 200

Rumus:

Formula A replikasi 1
Wtn-1 = 106,9

Win  =119,.2

tn =20 menit

tn-1 =10 menit

1006,9 +119,2
2

AUC = x(20-10)

= 534,74
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Luas o0 = 60 x penetapan kadar x dosis
=60 x 100,30% x 200 mg
=12035,6
% ED Formula A replikasi 1= (3> AUC/ luas o) x 100%
= (7551,06/12035,6) x 100%
=62,74%
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LAMPIRAN G
HASIL UJI STATISTIK KEKERASAN TABLET LIKUISOLID
IBUPROFEN ANTAR FORMULA

Descriptives

Kekerasan
95% Confidence
Std. Std. Interval for Mean
N | Mean Deviation | Eror | L ower Unper Minimum | Maximum
Bound Bound
A 3 | 7.2900 | 1.45523 [.84018( 3.6750 10.9050 5.61 8.16
B 3 | 5.1067 | .25482 |(.14712| 4.4737 5.7397 4.94 5.40
C 3 | 54767 | .38527 |.22244( 4.5196 6.4337 5.10 5.87
D 3 | 5.2400 | .36346 |.20984| 4.3371 6.1429 4.93 5.64
Total | 12 | 5.7783 | 1.13928 |.32888| 5.0545 6.5022 4.93 8.16
Test of Homogeneity of Variances
Kekerasan
Levene Statistic dfl df2 Sig.
7.405 3 8 011
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ANOVA

Kekerasan

Sum of Mean .
Df F Sig.
Squares Square

Between Groups] 9.351 3 3.117 | 5.062 | .030
Within Groups 4.926 8 .616
Total 14.278 11

F hitung = 5,062> F tabelg gs35) = 4,07, maka Ho ditolak dan ada perbedaan

bermakna antar formula.
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Kekerasan
LSD

Mean 95% Confidence Interval
0] V) ) )
Difference |Std. Error| Sig.
Formula  Formula () Lower Bound Upper Bound
A Bl 2183337 .64072| .009 .7058 3.6608
c|] 181333 .64072| .022 .3358 3.2908
D] 2.050007| .64072 .013 5725 3.5275
B Al -2.18333° .64072| .009 -3.6608 -.7058
C -37000| .64072| .580 -1.8475 1.1075
D -13333| .64072| .840 -1.6108 1.3442
C Al -1.81333° .64072| .022 -3.2908 -.3358
B .37000 .64072 .580 -1.1075 1.8475
D .23667| .64072 .721 -1.2408 1.7142
D Al -2.05000°| .64072 .013 -3.5275 -.5725
B .13333| .64072| .840 -1.3442 1.6108
C -23667| .64072| .721 -1.7142 1.2408

*, The mean difference is significant at the 0.05 level.
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LAMPIRAN H

HASIL UJI STATISTIK KERAPUHAN TABLET LIKUISOLID

Descriptives

IBUPROFEN ANTAR FORMULA

Kerapuhan
95% Confidence
Std. Std. Interval for Mean o )
N [ Mean Minimum | Maximum
Deviation | Error Lower | Upper
Bound | Bound
A 3| .4400 .07000] .04041 2661 .6139 37 51
B 3| .3367 .03786| .02186 2426 .4307 31 .38
C 3| .4600 .07810| .04509 .2660[ .6540 .37 51
D 3| .4333 .10693| .06173 1677  .6990 31 .50
Total] 12| .4175 .08259| .02384 .3650( .4700 31 51
Test of Homogeneity of Variances
Kerapuhan
Levene Statistic |  dfl df2 Sig.
1.593 3 8 .266
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ANOVA

Kerapuhan
Sum of Mean
Squares df Square F Sig.
Between Groups .027 3 .009 1.525 .281
Within Groups .048 8 .006
Totall 075 11

F hitung = 1,525< F tabelq o538y = 4,07, maka Hy diterima dan tidak ada

perbedaan bermakna antar formula.
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LAMPIRAN I

HASIL UJI STATISTIK WAKTU HANCUR TABLET LIKUISOLID

IBUPROFEN ANTAR FORMULA

Descriptives

WaktuHancur
95% Confidence
Std. Std. | Interval for Mean
N | Mean Minimum | Maximum
Deviation | Error | | ower | Upper
Bound | Bound
A 3| 1.4800 .25515(.14731| .8462| 2.1138 1.29 177
B 3| .9233 .09504(.05487| .6872| 1.1594 .83 1.02
C 3| 1.2967 .02517].01453| 1.2342( 1.3592 1.27 1.32
D 3| 1.4167 .33292|.19221|  .5897| 2.2437 1.20 1.80
Totall] 12 1.2792| .29072|.08392| 1.0945| 1.4639 .83 1.80

Test of Homogeneity of Variances

WaktuHancur

Levene Statistic |  dfl df2 Sig.

5.893 3 8 .020
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ANOVA

WaktuHancur
Sum of Mean
Squares df Square F Sig.
Between Groups .558 3 .186 4.012 .052
Within Groups 371 8 .046
Totall .930 11

F hitung = 4.012< F tabelqs(38) = 4,07, maka Hy diterima dan tidak ada

perbedaan bermakna antar formula.

101



LAMPIRAN J
HASIL UJI STATISTIK KADAR TABLET LIKUISOLID
IBUPROFEN ANTAR FORMULA

Descriptives

PK
95% Confidence
Std. Std. | Interval for Mean o _
N| Mean Minimum | Maximum
Deviation [ Error | | ower | Upper
Bound | Bound
A] 3] 100.2933 .82373|.47558| 98.2471| 102.3396 99.38 100.98
B] 3| 100.2100 .53675(.30989| 98.8766| 101.5434 99.65 100.72
C] 3| 100.1233| .60003|.34643( 98.6328( 101.6139 99.52(  100.72
D] 3| 100.2000]  .86435|.49903( 98.0528( 102.3472 99.29] 101.01
Total] 12| 100.2067  .61726(.17819| 99.8145| 100.5989 99.29] 10101

Test of Homogeneity of Variances

PK

Levene Statistic |  dfl df2 Sig.

380 3 8 770
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ANOVA
PK

Sum of Mean
Squares | df | Square F Sig.

Between Groups .044 3 015 .028 .993
Within Groups 4.148 8 518

Totall  4.191 11

F hitung = 0, 028< F tabelg s s) = 4,07, maka H, diterima dan tidak ada

perbedaan bermakna antar formula.
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LAMPIRAN K
HASIL UJI STATISTIK DISOLUSI BERDASARKAN %EDg,
TABLET LIKUISOLID IBUPROFEN ANTAR FORMULA

Descriptives

ED
95% Confidence
Std. Std. | Interval for Mean [ )
N | Mean Minimum | Maximum
Deviation [ Error | | ower | Upper
Bound | Bound
A 3| 62.7135 .31164| .17993| 61.9393| 63.4877 62.39 63.01
B 3| 76.7738 .03679| .02124| 76.6824| 76.8652 76.73 76.80
C 3| 74.5952 .12184| .07034| 74.2925| 74.8979 74.46 74.68
D 3| 72.1754 .27580] .15923] 71.4903| 72.8605 71.86 72.38
Total] 12| 71.5645| 5.60427| 1.61781| 68.0037| 75.1253 62.39 76.80
Test of Homogeneity of Variances
ED
Levene Statistic dfl df2 Sig.
2.493 3 8 134
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ANOVA

ED
Sum of
Squares df Mean Square F Sig.
Between Groups| 345.107 3 115.036( 2429.665 .000]
Within Groups 379 8 .047
Total| 345.486 11

F hitung = 2429,66> F tabelyes(3 8 = 4,07, maka H, ditolak dan ada
perbedaan bermakna antar formula.
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disolusi_ED

LSD
95% Confidence
) ) Mean Interval
Difference (I- |Std. Error| Sig.
Formula Formula Lower | Upper
J)
Bound Bound
A B -14.06033"| .17766| .000| -14.4700| -13.6506
C -11.88169°| .17766| .000| -12.2914| -11.4720
D -9.46189°| .17766| .000| -9.8716| -9.0522
B A 14.06033°| .17766| .000| 13.6506| 14.4700
C 2.17864°| .17766| .000[ 1.7689| 2.5883
D 4598447 .17766| .000| 4.1887| 5.0081
C A 11.88169°| .17766| .000| 11.4720| 12.2914
B -2.17864°| .17766| .000| -2.5883| -1.7689
D 2.41980° .17766| .000[ 2.0101| 2.8295
D A 9.46189°| .17766| .000| 9.0522| 9.8716
B -4.59844°[ .17766| .000| -5.0081| -4.1887
C -2.41980°| .17766| .000| -2.8295| -2.0101

*. The mean difference is significant at the 0.05 level.
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LAMPIRAN L

HASIL UJI STATISTIK KONSTANTA LAJU DISOLUSI TABLET
LIKUISOLID IBUPROFEN ANTAR FORMULA

Descriptives

LajuDisolusi
95% Confidence
Std. Std. | Interval for Mean [ _
N [ Mean Minimum | Maximum
Deviation [ Error | ower | Upper
Bound | Bound
A 3| .0544 .00215].00124| .0490| .0597 .05 .06
B 3| .0904 .00625|.00361| .0749 .1059 .08 .09
C 3| .0724 .00465].00268| .0609| .0840 .07 .08
D 3| .0503 .00187].00108| .0456] .0549 .05 .05
Total] 12| .0669 .01702].00491| .0560| .0777 .05 .09
Test of Homogeneity of VVariances
LajuDisolusi
Levene Statistic dfl df2 Sig.
2.449 3 8 .138
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ANOVA

LajuDisolusi
Sum of
Squares df |Mean Square| F Sig.
Between Groups .003 3 .001| 59.019 .000
Within Groups .000 8 .000
Totall .003 11

F hitung = 59,019> F tabelg o535 = 4,07, maka H, ditolak dan ada

perbedaan bermakna antar formula.
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disolusi_kdisolusi
LSD

95% Confidence
0) ) Mean Std. sig. Interval

Formula Formula] Difference (1-J) | Error Lower Upper
Bound Bound

A B -.03603" .00339 .000 -.0438 -.0282

C -.01805°[ .00339 .001 -.0259 -.0102

D .00409| .00339 262 -.0037 .0119

B A .03603"| .00339 .000 .0282 .0438

C .01798"| 00339 .001 .0102 .0258

D .04012° .00339 .000 .0323 .0479

C A .018057| .00339 .001 .0102 .0259

B -.01798"| .00339 .001 -.0258 -.0102

D .02214" .00339 .000 .0143 .0299

D A -.00409| .00339 .262 -.0119 .0037

B -.04012"| .00339 .000 -.0479 -.0323

C -.02214°| .00339 .000 -.0299 -.0143

*. The mean difference is significant at the 0.05 level.
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LAMPIRAN M
HASIL UJlI KURVA BAKU

REPLIKASI |
KONSENTRASI ABSORBANSI X? Y? XY
75,45 0,129 5692,703  0,0166 9,7330
100,6 0,178 10120,36  0,0317 17,9068
201,2 0,359 40481,44 0,289 72,2308
301,8 0,563 91083,24 0,3170  169,9134
402,4 0,728 1619258  0,5300  292,9472
503 0,928 253009  0,8612 466,784
REPLIKASI II
KONSENTRASI ABSORBANSI X? Y? XY
75,38 0,144 5682,144  0,0207 10,8547
100,5 0,184 10100,25  0,0338 18,492
201 0,378 40401 0,1429 75978
301,5 0,568 90902,25 03226 171,252
402 0,742 161604  0,5506 298,284
502,5 0,923 252506,3  0,8519  463,8075

110



REPLIKASI 111

KONSENTRASI ~ ABSORBANSI X? Y? XY
75,3 0,169 5670,09  0,0286 12,7257
100,4 0,211 10080,16  0,0445 21,1844
200,8 0,386 40320,64  0,1490 77,5088
301,2 0,571 90721,44 03260  171,9852
401,6 0,747 161282,6  0,5580  299,9952
502 0,91 252004  0,8281 456,82

G XY Y2 N Ressig“a' RDF

Replikasi | ~ 562312,5 1029,5153 1,8853 6  4,45.10" 3

Replikasi Il 5611959 1038,6682 1,9226 6 2,13.10™ 3

Replikasi 11l 560078,9 1040,2193 19342 6 2,266.10° 3

reqression 201107 9

r‘;g:‘;:;g:} 1683587 31084028 57422 31310° 11

F hitung < F tabel ¢ 5 3.9y = 0,3287 < 4,26
Karena F hitung lebih kecil dari F tabel maka tidak ada perbedaan bermakna

antar persamaan regresi.
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LAMPIRAN N

SERTIFIKAT ANALISIS IBUPROFEN

' Shasun Chemicals And Drugs Ltd.

Shasun Road, Periyakalapet, Pondicherry - 605 G14. India
Ph : 91-413-2655202, 2655156, 2655157, 2655441, 2655442

2655827, 2655828, 2655829, 2655830

Fax : 091 - 413 - 2655154, e-mail : shapondy @ mdd.vsnl.net.in

shapdy @ shasun.com

112

IBUPROFEN BP/Ph.Eur. (SN Grade)
e CERTIFICATE OF ANALYSIS
Nature of Packing + Sea Worthy Fibre Drum Analytical Report No. : FPIBU0G07674
Sample Taken By : §Sivakumar Batch Number : IBU0607674
Date of Manufacture ¢ July 2006 Date of Analysis 1 25-07-2006
Expiry Date : June 2011 Date of Report 1 25-07-2006
Batch Volume(Qry) ¢ 3000 Kg. Manufactured By : Shasun Chemicals
__And Drugs Limited, Pondicherry. |
S.N: TLSTS RESULTS LIMITS
1. | Appearance White crystalline powder White, crystalline powder or colcurlzss
crystals
2. | Solubility Complics Freely soluble in acetone, in methanol
and in methylene chloride, Dissolves in
dilute solutioas of alkali hydroxides and
carbonates. Practically insoluble in water
3. | Clarity 2nd colour of solut.on Complies 10 % w/v solution (5g in 50 mL of the
solution) in methanol should be clear and
colourless G
4. | ldentitication
a]By IR Conforins The IR spectrum of sarple should be
concordant  with the spectrum  of
Ibuprofen RS
b)By UV 1.24 “The ratio of absorbance at the max.at 264
nm to that at 258 nm is 1.20 10 1.30
1.03 The ratio of absorbance at the max at
272 nm to that at 258 nm is 1.00t0 1.10
¢] By TLC Complies Principal spot should be similar in
position, cclour and size compared 10
Ibuprofen RS
d]Melting point 76.1 °C 75.0°C1078.0 *C
5. | Optical rotation, 0.0 ° -0.05°t0 +0.05"
6. | Heavy metals LT 10 PPM NMT 10 PPM
7. Related substances (55 HPLC)
) 244-1=obutyryl Phenyl) * 006 % {Area %) NMT 020 % (Area %)
Propanolc Acid (Impurity J)
b) 2<4-Butyl phenylpropanolc acid Not Detected NMT 030 % (w/w)
(Impurity B)
c)4-Isobutylacetophenone Not Datected NMT 030 % (Area %)
(Impuriy E)
d] Any unidentified impurity 0.04 % (Arca %) NMT0.10 % (Area %)
€] ol impurities 0.14 % (Area %) NMT 0.50 % (Arca %)
rt from impurity B
8. | Sulphated ash C.04 % (wiw) NMT 0.10 % (w/w)
9. | Loss on drving 0.10 % (wiw) NMT 0.50 %_(whw]
16. | Assay (dry basis) L 99.8 % (wiw) 98.5 % -101.0 % (w/w)

Page 12
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' Shasun Chemicals And Drugs Ltd.

TBUPROFEN BP/Ph.Eur. (SN Grade)
CERTTFICATE OF ANALYSIS

]

Nature of Packing : Sea Worthy Fibre Drum Analytical Report No. : FPIBU0607674
Sample Taken By : §Sivakumar Batch Number : IBU0607674
Date of Manufacture  : July 2006 Date of Analysis : 25-07-2006
Expiry Date : June 2011 Date of Report : 25-07-2006
Batch Volume(Qty)  : 3000 Kg. Manufactured By : Shasun Chemicals
And Drugs Limited, Pondicherry. _|
S.No | TESTS RESULTS | LIMITS
a. | Bulk Dersity
Untapped 0.45 g/mL 035-0.55 g/mL
Tapped(1250 tappings) 0.64 p/mL 0.50-0.75 g/mL
. | Mean Paricle Size 76.4 microns 60.0 - 130.0 microns
c. | Residual solvents
i) Acetone 17 PPM NMT 160 PPM
if) Isopropyl alcohoi LT 0.89 PPM NMT 250 PPM
iii) Hexanes 29 PPM NMT 290 PPM
iv) Tri calore ethylenc LT 0.19 PPM NMT 80 PFPM
v) Methanol @ Not Detected NMT 500 PPM

OPINION:The Material Complies
NLT = Not less than

Hote :NMT = Not more than

As Per BP/Ph.Eur. Standarc.

LT = Less than

p NOT USED IN THE PROCESS, TEST INCLUDED FOR COMPLIANCE WITH CERTIFICATE OF SUITABILLIY.

Compiled by : (/s Reviewed by : /M Approved by: %{)I
Date 1 Date Date : \ ;'ﬁ
265)07) 1006 '?>’/°7/zw1, 39
(E.Senthiikumar) (S.Rajasudalaimuthu) (N.Vinayagaperumz1)
Senior Chemist Senior Chemist Dy.QC-Incharg=
SCQC/F-024/F /06
Page2n

Shasun Road, Periyakalapet, Pondichemy - 605 014. India
Ph : 91-413-2655202, 2655156, 2655157, 2655441, 2655442

e e e
e,

2655827, 2655828, 2655829, 2655830
Fax : 091 - 413 - 2655154, e-mail : shapondy@mdé.vsnlnetin ~——————
i

shasun.com
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LAMPIRAN O
SERTIFIKAT ANALISIS AVICEL PH 102

AsahiKASEI Date: 08-APR-2011

ASAHI KASEI CHEMICALS Issued by manufacturer

1-105 Kanda Jinbocho, Chiyoda-ku, TOKYO 101-8101, JAPAN
TEL +8140)3-3206-3361 FAX +81
Manufacturing site: 304, Mizushir-machi, Nobeoka-city, Miyazaki 882-0015, Japan

s /oy
YOUR NO.: COHE-11-5208-0012
CERTIFICATE OF ANALYSIS
Compendial name: Microcrystalline Cnllulqn, NF, Ph. Eur., JP
Trade name : CEOLUS®
Grade : PH-102 Lot No. 2122 (200 bags)
Manufacturing Date: 05-FEB-2011
Re-evaluation Date: 05-FEB-2014
Organic Solvent: not used in our process
Compendial Standards _Specifications Lot Analysis
Description Passes Passes
Identification ¥ Passes Passes
Degree of polymerization N 100 - 300 Passes
Loss on drying (%) 20-5.0 35
Water-soluble substances (mg) NMT 12.5 46
Ether-soluble substances (mg) NMT 5.0 0.1
Conductivity (u S/cm) NMT 75 29
Heavy metals (ppm) NMT 10 NMT 10
Solubility Passes Passes
Restaue on ignition (%) NMT 0.1 0.00 =~
Bulk density (g/cm®) 0.28-0.33 0.316
50-75 6.2
~=T%al aerobic microbial count (cfu/g) NMT 1000 Passes
Total combined molds and yeasts count (cfu/g) NMT 100 Passes
Escherichia coli None Present None Present
Salmonella species v None Present None Present
Pseudomonas Aeruginosa None Present None Present
Staphylococcus Aureus None Present None Present
ASAHI Standards
Particle size, wt. % >250 4 m (60 mesh) LT 8.0 0.5
Particle size, wt. % >150 4 m (100 mesh) 20-40 28

NMT --Not More Than; LT --Less Than
We certify that the product complies with the standards of the NF, Ph. Eur., JP.
Storage conditions: Store at ambient conditions. Keep containers sealed; material is hygroscopic.

Re-evaluation Date: Three years after ing, if stored as
Asahi Kasei Ch I that the ’s quality control unit may re-evaluate the quality of this
material at the given time e.g. for loss on drying and extend the shelf life of this lot on its own responsibility
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LAMPIRAN P
SERTIFIKAT ANALISIS MAGNESIUM STEARAT

rtltl% '
GREVEN QUALITATSMANAGEMENT

Avn e v s
CERTIFICATE OF ANALYSIS

customer; PT BRATACO

contact person: S

FAX: ’

your order-number: PTBOTISN1104 our ofder-number: 2011745

dalivered on: 04 08.2004 quantity: 9000

brand: UGA MAGNESIUM STEARATE MF-2-V VEGETAGLE charge-no, Caa713g

manufacturing dale: 2004-07-19 expiry date: 2006-07-13
- reuct is ko acoordance with the USPZ7/NF22/BP200XPh.Eul 4d od DAGIOUP 14t 1 FOC &0 ed.
- paramaeter unk mathod 3 rosuit
AT RN A oC PhGur i 59
e E voon A et rocon o= Ty passes Wt
“reicaion B cotoation G GC | LBONT 1 L)
'ty o ol 801N HCY (ndd y <0.6
wlinlty o001 N MaOH o Eur X D5
.:; reaials an Py Lad L ! <20
B oo BAE 3008 <1
mign p— RAE 3008 N <1
t oo BAE 3008 H <1
rdande % PnEw <0.1
¥ "o % Py <03
213 varus of the tatry actd ma KOHg e 2045
rorbow conont of staaric moid % usen i 5.1 :
W coet of smerc emd peimetc ockd % Usenc Z‘ 589 :
i microblal count ctay (userr ; <10 B
4% 8 Yoty chag [ lad ’ 106
T chis con g Usev i absent

i .lia Speciem . s ) ; absent
DI —— Uaoar ! ‘meets USPINF
: > en srylag % BAE 400 k 39
3R Comlent b BAE 208 ¢ f 47
a atly 20 % BAE 400 : o6
0 ruvidwe 81 200 swmh % GAE 405 4 0.2
< aunatty Uoped o wagoa 032
wiitic puttmos ores OET reig [t 1. g 9o
"LJTW BAE 001 5 # accordunce
Verlo. 27 08 04

Aty ff it ODOVE Mentioned delivery ant based LpoOn Cavelul 19! DTLAING 10 Ine: Surdinds ot zur
waswance system, Thay 60 not 1916338 the customer om entiy control Bedides we 4o rol gnantee

2ol ghiomaties for :'""“-'I ':':‘.‘O
et s)le was issued by EDV and does aot bear a sgnatee : R,
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LAMPIRAN Q
SERTIFIKAT ANALISIS SODIUM STARCH GLYCOLATE

YUNG ZIP CHEMICAL INO. CO., LTD.

TEL: 856-4-26918780, 26811344

59. Yu Shih Rosd
Youth Industrial Dstrict
Tachia, Taiwan, 437
RO.C.

FAX: 886-4-28812911

CERTIFICATE OF ANALYSIS

Lot No.: SSG0010162

Analysis Following: BP2010/EP 6.0

DST

(Sodium Stareh Glycolate)

Mig. Date: Jun. 20, 2010

Retest Date: Jun. 19, 20t3

ITEMS SPECIFICATIONS RESULTS
-sppearance A white or almast white, fine, A white free-flowing
ﬁeo-ﬂowix.ug powder, very . powder
hygroscopic
Examined under P Confc d to the test Conformed
Solubility Pgntu‘ally insoluble inmethylme Confoemed
water
Jdentificati
A.pH Betwwcen 5SS and 75 ) 57
- B: Suspeasion test Smpmon-famsmﬂamv 518 Canforrped
C.lodinetest = T The salunon beenmshlm 10 violet. Canfonned
D. Sodium test A dense white precipitate is formed. Confonned
Appearance of solution S1 .
Clear The opalescence is notmors* * ¢ Conforrmued
pmnmmoed than reference suspension
Colorless Noc more intensely colored than Conformed
& referesce solution By.
Sodium chioride Not morc than 70 % 6.1%
Sodium glycolate Not more than 20 % 17%
Iron Netmore than 20 ppm < 26 ppm
Heavy metals Not more than 20 ppm < 20 ppm
Loss on drying Nat more than 100 % 29%
Microbial cont: Ab of Sal lla sp Negative
and Escherichia Coll
Adsty 28%~42%of sodium . " " 2.9%
s
Conclusion : Passed
o - ST s /-
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LAMPIRAN R
SERTIFIKAT ANALISIS HYDROXY PROPYL METHYL
CELLULOSE K4M
WS AP

Certification for Safe Transport of Chemical Goods © NO. 2010010879

Page 172

P | BATTAE: %EFH
Ho g4k Chinese
Name of Goods

3 | METHOCEL (Hypromellose)
English

h fi3 8 Vi) L FRREREARATRAR
Shipper

& A DOV CHEMICAL
Manufacturer

wEFE. B4 EﬁAI CRTEm Rz mEi-fh)
ction Methods and | U dations on the TRANSPORT OF DANGEROUS GOODS®

Procedures

MK AR, i
Apﬁe‘?;f:zdf&&gzor white powder, odorless

p

1. fEB RS (Hazards identification)

F.
None.

2, EFHEMIATA DGRAME 92537 (Suggestion accord:mg to TATA
DGR)

z RES TV OP TN
The substance is not subject to IATA DGR.

3, AT SR (Packaging requirements)

GES s E2iss N
The goods are packaged according to the packaging requirement of
ordinary goods.

WA 20094E12 156 F 2009 12H15H

i )
Comment | e

ZO==>»Z00MZ2— —AOTVNZFAD-

w1 o L2
Approver: A 'W Checker: /E‘mk;’
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LAMPIRAN S
TABEL UJI F

Tabel F
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Lanjutan

Tabel VI (lamiviau)
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Dikutip dari: Schefler (1987)
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LAMPIRAN T
TABEL UJIR

DEGREESOF 5 ' 1  [DEGREESOF 1
FREEDOM (DF) PERCENT PERCENT | FREEDOM (DF) PERCENT PERCENT
1 971000 U M A%
2 950 . 9% BRI [,
3 o8 959 2% A A
4 a9 Y A7 A
5 T84 AT B 36 46
6 07 B 9 . 385 4%
7 866 798 O
.8 82 2 R L
9 &2 78 0 Mm
0. 5% 708 8 8 AN
n 553 684 500 a3 38
12 s 8 o 250 38
13 S s no A a0
14 A7 6 B0 27 28
18, 482 606 0 205 27
16 A8 5% 100 .95 254
17 486 575 15 a4 a8
18 A4 560 1 5 . .08
19 4B 549 0 A% 8
20 B8y M N34
2] A3, 5% 00 98 28
2 A4 518 50 o088
2?6 S5 |l 02 081

Dikutip dari: Soedigdo & Soedigdo (1977). )
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LAMPIRAN U
TABEL UJI HSD (0,05)

3 4 5 6 7 8 9 10 11

5 - 460 522 567 603 633 658 680 6.99 7.17
6 | 346 434 490 530 563 590 6.12 632 649 6.65
7 334 4.16 468 506 536 561 582 6.00 6.16 6.30
8 | 326 4.0: 453 4.89 517 540 560 5.77 592 6.05
9 | 320 355 441 476 502 524 543 559 5.74 5.87

10 | 3.15 388 433 465 491 512 530 546 560 572
11.| 8.11 382 426 4.57 482 503 520 535 549 5.61
12 | 308 8.77- 420 451 475 495 5.12 527 539 551
13 | 3.06 373 4.15 445 469 4.88 505 519 5.32 . 543
14 | 308 370 4.11 441 464 483 499 5.13 525 5.36

15 301 3.67 4.08 437 459 4.78 4.94 508 520 531
16 300 365 4.05 433 456 474 490 503 5.15 5.26
17 298 3.63 4.02 430 452 4.71 486 499 5.11 5.21
18 297 361 400 428 449 4.67 482 496 5.07 5.17
19 296 359 398 425 447 465 479 492 504 5.14

20 295 3.58 3.96 423 445 462 477 4.90 501 5.11
24 292 3353 3.90 4.17 437 454 468 481 492 r.0l
30 289 349 385 4.10 430 446 4.60 472 482 4.92
40 266 344 8.79 4.04 423 439 452 463 473 4.82
60 2.83 340 3.74 398 4.16 431 444 455 465 473

120 | 280 336 368 3.92 4.10 424 4.36 447 456 4.64
© 277 831 363 3886 4.03 4.17 429 439 447 455

Catatan kaki: Dari Annals of mathematical statistics. Diulang cetak seizin penerbit, The
Institute of Mathematical Statistics.

Sumber: Schefler (1987).
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