BAB 5
SIMPULAN

5.1. Simpulan

Konsentrasi Ac-Di-Sol berpengaruh secara signifikan terhadap
peningkatan kerapuhan tablet, mempercepat waktu hancur tablet, dan
meningkatkan rasio absorpsi air ODT domperidone, namun tidak
berpengaruh signifikan terhadap kekerasan tablet, waktu pembasahan, dan
%ED. Konsentrasi gelatin berpengaruh signifikan terhadap peningkatan
waktu hancur tablet dan waktu pembasahan ODT domperidone, namun
tidak berpengaruh signifikan terhadap kekerasan tablet, kerapuhan tablet,
rasio absorpsi air, dan %ED. Interaksi konsentrasi Ac-Di-Sol dan
konsentrasi gelatin tidak berpengaruh secara signifikan terhadap sifat fisik
dan profil pelepasan ODT domperidone secara in vitro.

Formula optimum ODT domperidone dapat diperoleh dengan
kombinasi superdisintegrant Ac-Di-Sol dengan konsentrasi 2,78% dan
konsentrasi gelatin 1,07%, yang akan memberikan prediksi hasil respon
kekerasan tablet 2,90 Kp, kerapuhan tablet 0,70%, waktu hancur tablet
49,39 detik, waktu pembasahan 51,13 detik, rasio absorpsi air 58,38%, dan
%ED 93,04%.

5.2. Alur Penelitian Selanjutnya

Perlu dilakukan uji stabilitas dengan waktu pengamatan yang lebih
panjang, yaitu tidak kurang dari 3 bulan dan dilakukan penelitian
pembuktian beberapa formula optimum terpilih, yang kemudian

dibandingkan dengan hasil secara teoritis.
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LAMPIRAN A
HASIL UJI MUTU FISIK GRANUL

Mutu fisik . Formula ODT Domperidone
e . Uji Persyaratan
yang diuji FI F2  F3 F4
1 - 2,57 3,24 2,68 3,44
Kelembapan II - 3,04 329 3,08 3,35 2-5%
(%) 111 - 2,98 3,09 3,15 3,13 (Ansel,
X 2,86 3,21 2,97 3,31 1989)
SD 026 0,10 0,25 0,16
1 P bulk 0,4620 0,4894 0,4454 0,4726
p tapped 0,5435 0,6117 0,5303 0,5695
n P bulk 0,4371 0,4781 0,5214 0,4535
p tapped 0,5024 0,5761 0,6062 0,5399
Densitas m P bulk 0,4623 0,4510 0,4963 0,4492 )
(g/mL) p tapped 0,5439 0,5637 0,5908 0,5348
X pbulk 0,4538 0,4728 0,4877 0,4585
SD pbulk 0,014 0,020 0,039 0,012
X[ ptapped 0,5299 0,5838 0,5758 0,5481
SD ptapped 0,024 0,025 0,040 0,019
1 - 1,18 1,25 1,19 1,20
Hausner 1I - 1,15 1,20 1,16 1,19 < 1,2.5
Ratio 11 - 1,18 1,25 1,19 1,19 (Anonim,
X[ 1,17 1,23 1,18 1,20 2006)
SD 0,02 0,03 0,02 0,01
1 - 15 20 16 17
, 1I - 13 17 14 16 <20
Carr’s . 15 20 16 16 (Anonim,
Index (%)
X[ 14,33 19,00 15,33 16,33 2006)
SD 1,15 1,73 1,15 0,58
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LAMPIRAN B
HASIL UJI KERAGAMAN BOBOT ODT DOMPERIDONE

Formula I
Replikasi 1 Replikasi 11 Replikasi IT1
No Bobot Y Bobot Y Bobot Y
Tablet (mg) (%) Tablet(mg) (%) Tablet(mg) (%)
1 95,5 97,78 108,7 108,70 103,0 103,17
2 96,7 99,00 108,1 108,10 105,0 105,17
3 98,2 100,54 106,4 106,40 105,2 105,37
4 98,2 100,54 105,9 105,90 93,7 93,85
5 98,9 101,26 106,2 106,20 104,6 104,77
6 99,8 102,18 108,3 108,30 103,3 103,47
7 96,1 98,39 105,3 105,30 102,7 102,87
8 94,8 97,06 106,3 106,30 104,1 104,27
9 94,2 96,44 107,4 107,40 101,9 102,07
10 95,6 97,88 108.4 108,40 96,8 96,96
X 96,80 99,11 107,10 107,10 102,03 102,20
PK (%) 99,11 107,10 102,20
SD 1,92 1,22 3,80
KV 1,94 1,14 3,72
Formula II
Replikasi I Replikasi 11 Replikasi 111
No Bobot Y Bobot Y Bobot Y
Tablet (mg) (%) Tablet(mg) (%) Tablet(mg) (%)
1 102,9 101,18 107,5 103,41 103,8 102,28
2 102,3 100,59 108,3 104,18 103,7 102,18
3 104,5 102,76 107,9 103,79 101,7 100,21
4 105,8 104,04 110,1 105,91 103,2 101,69
5 104,1 102,36 110,2 106,00 102,1 100,60
6 103,6 101,87 109,9 105,72 102,6 101,09
7 105,1 103,35 108,7 104,56 104,1 102,57
8 104,7 102,95 111,7 107,45 101,9 100,40
9 105,7 103,94 109,6 105,43 103,8 102,28
10 103,2 101,48 109.4 105,24 104,1 102,57
X 104,19 102,45 109,33 105,17 103,10 101,59
PK (%) 102,45 105,17 101,59
SD 1,16 1,21 )
KV 1,14 1,15
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Formula III

Replikasi I Replikasi II Replikasi 111
No  Bobot Y Bobot Y Bobot Y
Tablet (mg) (%) Tablet(mg) (%) Tablet (mg) (%)
1 103,3 105,64 111,1 109,27 109,7 107,19
2 101,6 103,91 108,7 106,91 107,2 104,75
3 101,3 103,60 109,5 107,70 103,7 101,33
4 101,4 103,70 105,7 103,96 108,8 106,31
5 102,6 104,93 105,3 103,57 101,2 98,89
6 102,4 104,72 109,3 107,50 102,3 99,96
7 103,2 105,54 107,7 105,93 103,2 100,84
8 101,7 104,01 108,6 106,81 106,8 104,36
9 102,1 104,42 107,9 106,12 105,9 103,48
10 103,0 105,34 108,2 106,42 106,9 104,46
X[ 102,26 104,58 108,20 106,42 105,57 103,16
PK (%) 104,58 106,42 103,16
SD 0,77 1,69 2,77
KV 0,73 1,59 2,69
Formula IV
Replikasi I Replikasi 1T Replikasi 111
No  Bobot Y Bobot Y Bobot Y
Tablet (mg) (%) Tablet(mg) (%) Tablet (mg) (%)
1 109,6 113,33 104,9 103,86 105,9 104,55
2 101,7 105,16 101,5 100,49 101,7 100,40
3 101,5 104,95 100,0 99,00 102,2 100,90
4 101,9 105,37 97,0 96,03 103,0 101,69
5 102,9 106,40 102,0 100,98 102,9 101,59
6 102,4 105,88 105,2 104,15 102,4 101,09
7 103,2 106,71 103,1 102,07 104,1 102,77
8 101,7 105,16 104,7 103,66 100,8 99,52
9 102,1 105,57 104,8 103,76 102,1 100,80
10 103,0 106,50 102,3 101,28 103,3 101,98
X1 103,00 106,50 102,55 101,53 102,84 101,53
PK (%) 106,50 101,53 101,53
SD 2,48 2,58 1,39
KV 2,33 2,55 1,37
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LAMPIRAN C
HASIL UJI KESERAGAMAN KANDUNGAN ODT DOMPERIDONE

Formula |

Rep. Abs Bobot Bobot  Kons. Sampel Kons. Teoritis Kadar
: ° Tablet (mg) Sampel (mg)  (ug/ml) (ug/ml) (%)
0,241 95,5 90,3 7,43 7,56 98,19
0,249 96,7 90,8 7,71 7,51 102,64
0,242 98,2 93,3 7,46 7,60 98,19
0,241 98,2 91,0 7,43 7,41 100,19
0,242 98,9 92,1 7,46 7,45 100,18
0,249 99,8 93,4 7,71 7,49 102,98

I 0,245 96,1 91,0 7,57 7,58 99,91
0,243 94,8 90,2 7,50 7,61 98,51
0,239 94,2 89,4 7,36 7,59 96,90
0,245 95,6 90,1 7,57 7,54 100,39
X0 99,81

SD 1,95

KV 1,95
0,261 108,7 103,4 8,13 7,61 106,88
0,262 108,1 102,7 8,17 7,60 107,48
0,263 106,4 101,3 8,20 7,62 107,72
0,254 1059 100,3 7,89 7,58 104,09
0,259 106,2 101,7 8,06 7,66 105,25
0,254  108,3 102,8 7,89 7,59 103,86

II 0,242 105,3 99,8 7,46 7,58 98,43
0,261 106,3 101,2 8,13 7,62 106,80
0,258 107.4 102,1 8,03 7,61 105,56
0,245 108,4 101,6 7,57 7,50 100,94
X 104,70

SD 3,01

KV 2,87
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Rep. Abs Bobot Bobot  Kons. Sampel Kons. Teoritis Kadar
’ " Tablet (mg) Sampel (mg)  (ug/ml) (ng/ml) (%)
0,253  103,0 97,7 7,85 7,59 103,47
0,239  105,0 99,2 7,36 7,56 97,34
0,248  105,2 99,4 7,67 7,56 101,53
0,246 93,7 88,7 7,60 7,57 100,41
0,251 104,6 99,9 7,78 7,64 101,84
0,249 1033 96,2 7,71 7,45 103,49

Il 0,248  102,7 96,8 7,67 7,54 101,78
0,259  104,1 99,3 8,06 7,63 105,66
0,252 1019 95,8 7,82 7,52 103,92
0,249 96,8 91,6 7,71 7,57 101,85
X0 102.13

SD 2,26

KV 2,21
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Formula IT

Rep. Abs Bobot Bobot  Kons. Sampel Kons. Teoritis Kadar
"~ Tablet (mg) Sampel (mg) _ (ug/ml) (ug/ml) (%)
0,258 102,9 97,8 8,03 7,60 105,58
0,255 102,3 97,4 7,92 7,62 104,01
0,251 104,5 98,9 7,78 7,57 102,77
0,249 105,8 99,8 7,71 7,55 102,17
0,249 104,1 99,5 7,71 7,65 100,83
0,246 103,6 98,1 7,60 7,58 100,38
I 0,245 105,1 94,6 7,57 7,20 105,11
0,247 104,7 99,5 7,64 7,60 100,49
0,248 105,7 99,5 7,67 7,53 101,91
0,254 103,2 98,2 7,89 7,61 103,60
X[ 102,69

SD 1,87

KV 1,82

0,247 107.5 102.3 7,64 7.61 100,35
0,249  108,3 103,2 7,71 7,62 101,14
0,250 1079 102,5 7,75 7,60 101,92
0,245 110,1 106,4 7,57 7,73 97,90
0,247 110,2 105,7 7,64 7,67 99,56
0,251 109,9 104,5 7,78 7,61 102,29
Ir 0,253 108,7 103,6 7,85 7,62 102,97
0,249 1117 106,1 7,71 7,60 101,46
0,255 109,6 104,5 7,92 7,63 103,86
0,251 1094 104,1 7,78 7,61 102,21
X0 101,37

SD 1,73

KV 1,71

0,257 103.,8 98,2 7,99 7,57 105,60
0,254 103,7 99,3 7,89 7,66 102,95
0,259 101,7 96,9 8,06 7,62 105,78
0,257 103,2 100,4 7,99 7,78 102,69
0,250 102,1 97,8 7,75 7,66 101,07
0,258 102,6 97,9 8,03 7,63 105,17
11 0,254 104,1 99,4 7,89 7,64 103,24
0,262 101,9 96,4 8,17 7,57 107,94
0,253 103,8 98,9 7,85 7,62 103,00
0,256 104,1 99,3 7,96 7,63 104,27
X[ 104,17

SD 1,98

KV 1,90
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Formula III

Rep. Abs Bobot Bobot  Kons. Sampel Kons. Teoritis Kadar
"~ Tablet (mg) Sampel (mg) _ (ug/ml) (ug/ml) (%)
0,261 103,3 98,2 8,13 7,61 106,95
0,259  101,6 96,9 8,06 7,63 105,68
0,264 101,3 97,0 8,24 7,66 107,56
0,261 101,4 97,2 8,13 7,67 106,06
0,257 102,6 97,8 7,99 7,63 104,81
0,248 102,4 97,6 7,67 7,63 100,65

1 0,257 103,2 98,6 7,99 7,64 104,57
0,256 101,7 96,6 7,96 7,60 104,72
0,245 102,1 97,3 7,57 7,62 99,28
0,257 103,0 98,4 7,99 7,64 104,58

X[ 104,49
SD 2,61
KV 2,50
0,254  111,1 107.3 7,89 7,73 102,07
0,256  108,7 104,1 7,96 7,66 103,86
0,253 109,5 104,6 7,85 7,64 102,74
0,258 105,7 101,2 8,03 7,66 104,81
0,260  105,3 101,8 8,10 7,73 104,71
0,261 109,3 103.9 8,13 7,60 106,96

Im 0259 1077 102,0 8,06 7,58 106,42
0,252  108,6 104,1 7,82 7,67 101,92
0,261 107,9 103,8 8,13 7,70 105,69
0,252  108,2 104,1 7,82 7,70 101,55

X0 104,07
SD 1,95
KV 1,87
0,260 109,7 104.9 8,10 7,65 105,86
0,267 107,2 1024 8,35 7,64 109,21
0,261 103,7 99,2 8,13 7,65 106,28
0,258 108,8 103,9 8,03 7,64 105,08
0,254 101,2 97,2 7,89 7,68 102,64
0,258 102,3 97,4 8,03 7,62 105,40

m 0,259 103,2 98,9 8,06 7,67 105,17
0,259 106,8 102,9 8,06 7,71 104,61
0,262 1059 101,1 8,17 7,64 106,96
0,268 106,9 1024 8,38 7,66 109,36

X[ 106,06
SD 2,05
KV 1,93
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Formula IV

Rep. Abs Bobot Bobot  Kons. Sampel Kons. Teoritis Kadar
"~ Tablet (mg) Sampel (mg) _ (ug/ml) (ug/ml) (%)
0,251 109,6 104.9 7,78 7,66 101,62
0,252  101,7 97,2 7,82 7,65 102,22
0,250 101,5 97,0 7,75 7,65 101,31
0,256 101,9 97,5 7,96 7,65 103,95
0,245 102,9 93,1 7,57 7,24 104,57
0,245 102,4 97,7 7,57 7,63 99,16

I 0,241 103,2 98,4 7,43 7,63 97,38
0,251 101,7 97,0 7,78 7,63 101,97
0,255 102,1 97,5 7,92 7,64 103,70
0,248 103,0 98,1 7,67 7,62 100,73

X0 101,66
SD 2,21
KV 2,17
0,254 1049 99,7 7,89 7,60 103,72
0,253 101,5 96,5 7,85 7,61 103,23
0,256  100,0 96,1 7,96 7,69 103,50
0,259 97,0 92,3 8,06 7,61 105,92
0,261 102,0 98,5 8,13 7,73 105,28
0,259  105,2 100,5 8,06 7,64 105,50

I 0266  103,1 98,3 8,31 7,63 108,95
0,260  104,7 98,9 8,10 7,56 107,17
0,256  104,8 99,9 7,96 7,63 104,34
0,269  102,3 97,7 8,42 7,64 110,15

X0 105,78
SD 2,34
KV 2,22
0,245 1059 101,2 7,57 7,64 99,01
0,237 101,7 97,1 7,29 7,64 95,40
0,238 102,2 97,8 7,32 7,66 95,64
0,239 103,0 98,2 7,36 7,63 96,46
0,236 102,9 98,5 7,25 7,66 94,69
0,245 102,4 97,9 7,57 7,65 98,96

m 0,250 104,1 100,1 7,75 7,69 100,69
0,241 100,8 96,1 7,43 7,63 97,39
0,249  102,1 97,7 7,71 7,66 100,72
0,242  103,3 98,8 7,46 7,65 97,54

X0 97,65
SD 2,15
KV 2,20
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LAMPIRAN D
HASIL UJI KESERAGAMAN UKURAN ODT DOMPERIDONE

Formula I

Replikasi 1 Replikasi 11 Replikasi 111

N Diameter Tebal Diameter Tebal Diameter Tebal
Tablet Tablet Tablet Tablet Tablet Tablet
(cm) (cm) (cm) (cm) (cm) (cm)

0,610 0,320 0,615 0,355 0,610 0,360
0,605 0,320 0,610 0,345 0,620 0,360
0,610 0,330 0,610 0,360 0,610 0,360
0,605 0,310 0,610 0,350 0,610 0,355
0,610 0,320 0,610 0,360 0,610 0,360
0,610 0,315 0,605 0,365 0,610 0,360
0,610 0,320 0,610 0,370 0,610 0,360
0,610 0,330 0,610 0,370 0,615 0,365
0,610 0,330 0,610 0,375 0,615 0,360
0,610 0,330 0,610 0,370 0,610 0,360
0,610 0,325 0,610 0,350 0,610 0,355
0,615 0,325 0,610 0,350 0,610 0,350
0,615 0,330 0,620 0,355 0,610 0,350
0,610 0,320 0,610 0,370 0,610 0,360
0,610 0,325 0,610 0,370 0,620 0,365
0,610 0,330 0,610 0,365 0,610 0,350
0,610 0,330 0,610 0,360 0,610 0,360
0,615 0,335 0,615 0,360 0,610 0,355
0,610 0,325 0,610 0,355 0,610 0,350
0,610 0,335 0,610 0,360 0,605 0,340

:>< DO =t et et et el et e ek
Ol oo RO~ PRI R LN~

0,610 0,325 0,611 0,361 0,611 0,357
SD 0,00 0,01 0,00 0,01 0,00 0,01
KV 0,42 2,02 0,48 2,35 0,59 1,72
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Formula IT

Replikasi I Replikasi 11 Replikasi 111

N Diameter Tebal Diameter Tebal Diameter Tebal
Tablet Tablet Tablet Tablet Tablet Tablet
(cm) (cm) (cm) (cm) (cm) (cm)

0,610 0,340 0,610 0,350 0,610 0,350
0,610 0,350 0,610 0,350 0,610 0,360
0,610 0,345 0,610 0,370 0,610 0,355
0,610 0,350 0,605 0,360 0,610 0,340
0,610 0,360 0,610 0,350 0,610 0,350
0,610 0,360 0,605 0,360 0,610 0,345
0,610 0,340 0,610 0,350 0,610 0,365
0,615 0,360 0,610 0,340 0,615 0,355
0,610 0,365 0,610 0,350 0,610 0,360
0,605 0,360 0,610 0,345 0,610 0,350
0,610 0,360 0,610 0,340 0,610 0,370
0,605 0,355 0,610 0,355 0,605 0,370
0,610 0,360 0,610 0,360 0,610 0,350
0,610 0,365 0,615 0,350 0,615 0,340
0,610 0,350 0,610 0,350 0,610 0,345
0,610 0,345 0,610 0,350 0,605 0,350
0,610 0,360 0,610 0,370 0,610 0,350
0,610 0,360 0,610 0,350 0,605 0,355
0,610 0,340 0,610 0,360 0,610 0,360
0,615 0,360 0,610 0,370 0,610 0,370

>< DO = = = = = = = e e
Ol hro—,o@R®IANN R WE —

0,610 0,354 0,610 0,354 0,610 0,355
SD 0,00 0,01 0,00 0,01 0,00 0,01
KV 0,38 2,39 0,32 2,53 0,42 2,62
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Formula III

Replikasi I Replikasi 11 Replikasi 111
N Diameter Tebal Diameter Tebal Diameter Tebal
Tablet Tablet Tablet Tablet Tablet Tablet
(cm) (cm) (cm) (cm) (cm) (cm)

0,610 0,350 0,605 0,350 0,620 0,360
0,610 0,450 0,610 0,340 0,610 0,355
0,610 0,330 0,610 0,350 0,615 0,360
0,610 0,330 0,610 0,340 0,610 0,365
0,610 0,330 0,610 0,340 0,610 0,370
0,610 0,340 0,610 0,350 0,620 0,355
0,615 0,330 0,610 0,340 0,615 0,360
0,610 0,355 0,610 0,350 0,610 0,370
0,610 0,330 0,610 0,340 0,610 0,375
0,610 0,340 0,620 0,350 0,610 0,360
0,615 0,330 0,615 0,360 0,605 0,370
0,610 0,330 0,610 0,345 0,610 0,365
0,610 0,350 0,610 0,340 0,620 0,355
0,605 0,350 0,615 0,340 0,610 0,370
0,610 0,330 0,610 0,365 0,610 0,360
0,610 0,330 0,610 0,360 0,610 0,360
0,610 0,345 0,605 0,370 0,615 0,365
0,620 0,330 0,610 0,360 0,605 0,370
0,610 0,340 0,610 0,350 0,610 0,360
0,610 0,350 0,610 0,340 0,615 0,350

:>< DO = = = = e = e e e
Ol oxaacu RO, PRI R W~

0,611 0,344 0,611 0,349 0,612 0,363
SD 0,00 0,03 0,00 0,01 0,00 0,01
KV 0,48 7,76 0,52 2,73 0,72 1,82
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Formula IV

Replikasi 1 Replikasi 11 Replikasi 111

N Diameter Tebal Diameter Tebal Diameter Tebal
Tablet Tablet Tablet Tablet Tablet Tablet
(cm) (cm) (cm) (cm) (cm) (cm)

0,610 0,360 0,610 0,360 0,610 0,360
0,610 0,360 0,610 0,360 0,610 0,360
0,610 0,350 0,615 0,365 0,605 0,360
0,150 0,370 0,610 0,355 0,610 0,365
0,610 0,360 0,610 0,355 0,610 0,355
0,610 0,360 0,605 0,360 0,615 0,360
0,615 0,360 0,610 0,360 0,610 0,360
0,615 0,365 0,610 0,355 0,610 0,360
0,605 0,350 0,615 0,360 0,610 0,350
0,605 0,360 0,605 0,360 0,605 0,355
0,605 0,360 0,610 0,365 0,610 0,360
0,610 0,355 0,610 0,355 0,610 0,360
0,615 0,365 0,615 0,370 0,610 0,355
0,610 0,355 0,610 0,360 0,610 0,365
0,610 0,355 0,610 0,360 0,615 0,355
0,605 0,360 0,605 0,350 0,610 0,350
0,615 0,360 0,615 0,370 0,610 0,355
0,615 0,355 0,610 0,360 0,605 0,360
0,610 0,360 0,610 0,360 0,610 0,365
0,610 0,380 0,605 0,360 0,610 0,360

0,587 0,360 0,610 0,360 0,610 0,359
0,10 0,01 0,00 0,00 0,00 0,00
17,54 1,86 0,53 1,35 0,42 1,21

v K DO = = = = e e e e
Ol o= @RI A LN~

A
<
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LAMPIRAN E
HASIL UJI KEKERASAN ODT DOMPERIDONE

Kekerasan ODT Domperidone (Kp)

No. Formula 1 Formula 2 Formula 3 Formula 4

I IIr 1 I I 1m I I 1m I IIr 1

32 29 29 28 28 22 47 36 30 28 26 29
28 31 26 26 34 27 36 28 31 32 22 3l
24 34 27 30 22 25 25 36 30 34 31 33
26 26 25 25 26 35 26 38 34 30 22 37
29 33 27 33 29 33 27 35 28 26 23 26
23 34 26 26 28 27 30 31 34 33 22 22
31 31 26 24 30 28 31 33 33 26 26 31
3,1 33 26 28 24 27 28 38 31 24 30 32
37 21 29 32 28 26 31 32 37 28 25 36
28 35 31 33 23 29 31 30 30 29 26 39

O 0 N O R~ WD =

—
(e

X0 2,89 3,07 2,72 2,85 2,72 2,79 3,12 3,37 3,18 2,90 2,53 3,16
SD 0,41 043 0,19 0,33 0,36 0,38 0,64 0,34 0,27 0,33 0,32 0,51
KV 143 142 69 11,7 13,2 13,5 20,5 10,2 84 11,3 12,8 16,2
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LAMPIRAN F
HASIL UJI KERAPUHAN ODT DOMPERIDONE

Berat  Berat

Formula Replikasi awal  akhir Ker?}y:‘;ha“ X1 SD KV
(gram) (gram)

I 198 1,97 0,51

I i 2,05 2,04 0,49 0,64 026 39,70
I 2,13 2,11 0,94
I 2,06 2,04 0,97

I i 2,13 2,11 0,94 1,12 029 2584
I 2,06 2,03 1,46
I 2,06 2,05 0,49

1 i 2,16 2,16 0,00 0,32 028 86,62
I 211 2,10 0,47
I 211 2,09 0,95

v i 201 1,99 1,00 0,97 002 244
I 2,05 2,03 0,98
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LAMPIRAN G
HASIL UJI WAKTU HANCUR ODT DOMPERIDONE

Waktu Hancur ODT Domperidone (detik)

No- Formula I Formula II Formula III Formula IV
1 51 42 55 38 39 41 70 73 69 57 37 63
2 53 43 59 43 36 35 61 105 71 65 39 54
3 52 36 56 41 30 29 78 72 73 63 48 66
4 51 43 55 35 31 41 60 78 56 53 42 59
5 51 37 64 40 32 36 105 74 60 58 45 o4

X0 51,6 40,2 57,8 394 33,6 364 74,8 80,4 658 59,2 42,2 61,2
SO 09 34 38 30 38 50 184 139 74 48 44 48
Kv 1,7 85 66 7,7 11,3 13,7 246 173 11,2 81 10,5 7.8
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LAMPIRAN H

HASIL UJI WAKTU PEMBASAHAN DAN RASIO ABSORBSI AIR

ODT DOMPERIDONE

Formula I

Waktu Pembasahan dan Rasio Absorpsi Air

Waktu Rasio
Wb Wa Pembasahan (detik)  Absorpsi Air (%)
1 95,6 135,2 45 41,42
2 98,1 143,1 8 45,87
3 95,6 175,6 48 83,68
4 98,7 142,5 43 44,38
I 5 95,0 140,2 49 47,58
6 94,2 1494 49 58,60
X[ 96,20 147,67 40,33 53,59
SD 1,79 14,44 16,02 15,87
KV 1,86 9,78 39,72 29,61
1 105,7 175,6 41 66,13
2 108,0 186,0 47 72,22
3 106,5  203,2 59 90,80
4 105,8 166,5 37 57,37
II 5 106,3 170,5 48 60,40
6 107,6 163,8 52 52,23
X 106,65 177,60 47,33 66,52
SD 0,95 14,79 7,81 13,77
KV 0,89 8,33 16,51 20,69
1 105,5 153,1 69 45,12
2 105,0 154,5 68 47,14
3 105,0 152,6 64 45,33
4 93,8 138,3 51 47,44
m 5 104,8 153,5 56 46,47
6 107,6 163,2 54 51,67
XO 103,62 152,53 60,33 47,20
SD 4,92 8,02 7,66 2,38
KV 4,75 5,26 12,70 5,05
Keterangan: =~ Wb=berat tablet sebelum terbasahi

Wa=berat tablet setelah terbasahi
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Formula IT

Waktu Pembasahan dan Rasio Absorpsi Air

Rep. No. Wb W Waktu Rasio
2 pembasahan (detik) Absorpsi Air (%)
1 1009 153,8 51 52,43
21022 181, 40 77,20
31045 1702 56 62,87
4 1056 1808 52 71,21
I 5 1040 1903 52 82,98
6 1040 1602 52 54,04
X1 103,53 172,73 50,50 66,79
SD 1,69 13,90 543 12,44
KV 164 805 10,76 18,63
1T 1115 1810 60 62,33
2 1084 153,1 53 41,24
3 1078 1850 52 71,61
4 1112 1823 54 63,94
o 5 1117 1728 43 54,70
6 11,0 1742 54 56,94
X1 11027 174,73 52,67 58,46
SD 1,71 11,61 5,50 10,31
KV 155 664 10,45 17,63
1 1035 1787 43 72,66
2 103,8 1937 53 86,61
3 1016 1766 52 73,82
4 1042 1978 57 89,83
m 5 1023 1766 58 72,63
6 1027 1809 59 76,14
X1 103,02 184,05 54,50 78,61
SD 099 9729 423 7,62
KV 096 505 7,76 9,69

Keterangan: =~ Wb=berat tablet sebelum terbasahi
Was=Dberat tablet setelah terbasahi
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Formula III

Waktu Pembasahan dan Rasio Absorpsi Air

Rep. No.

Waktu Rasio
Wb Wa  peimbasahan (detik)  Absorpsi Air (%)
1 103,2 1722 63,0 66,86
2 101,7 172,3 59,0 69,42
3 101,5 176,6 52,0 73,99
4 101,9 166,6 64,0 63,49
I 5 102,9 185,8 72,0 80,56
6 106,2 169,2 51,0 59,32
X0 102,90 173,78 60,17 68,94
SD 1,75 6,78 7,94 7,58
Kv 1,70 3,90 13,19 11,00
1 107,8 181,2 76 68,09
2 109,5 176,2 66 60,91
3 105,7  206,1 60 94,99
4 106,2 192,0 68 80,79
m 5 109,3 178,1 59 62,95
6 110,0  200,5 68 82,27
X[ 108,08 189,02 66,17 75,00
SD 1,81 12,47 6,21 13,25
KV 1,68 6,60 9,39 17,66
1 104,8 159,5 84 52,19
2 108,8 167,5 94 53,95
3 101,2  155,8 62 53,95
4 102,3 173,8 75 69,89
m 5 99,8 157,4 84 57,72
6 108,6  160,1 82 47,42
X[ 104,25 162,35 80,17 55,85
SD 3,82 6,90 10,78 7,65
KV 3,66 4,25 13,44 13,69
Keterangan: =~ Wb=berat tablet sebelum terbasahi

Wa=berat tablet setelah terbasahi
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Formula IV

Waktu Pembasahan dan Rasio Absorpsi Air

Rep. No. Waktu Rasio
Wb Wa  poimbasahan (detik)  Absorpsi Air (%)
1 104,0  198,1 71 90,48
2 103,2  179,2 57 73,64
3 104,8 183,9 56 75,48
4 105,3 188,9 75 79,39
I 5 106,2  190,1 60 79,00
6 103,6  183,3 56 76,93
X0 104,52 187,25 62,50 79,15
SD 1,13 6,64 8,36 5,95
KV 1,08 3,54 13,38 7,52
1 101,3 2034 59 100,79
2 97,0 174,0 50 79,38
3 102,0 1752 53 71,76
4 101,5 175,5 60 72,91
m S 100,0  184,1 50 84,10
6 100,3 184,3 59 83,75
X[ 100,35 182,75 55,17 82,12
SD 1,81 11,11 4,71 10,53
KV 1,80 6,08 8,53 12,83
1 106,0 1744 89 64,53
2 104,1 180,3 131 73,20
3 100,8 176,0 95 74,60
4 102,2 1822 80 78,28
m 5 103,0  180,5 80 75,24
6 100,5 182,2 62 81,29
X0 102,77 179,27 89,50 74,52
SD 2,08 3,29 23,19 5,69
KV 2,02 1,84 25,91 7,64
Keterangan: =~ Wb=berat tablet sebelum terbasahi

Wa=berat tablet setelah terbasahi
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LAMPIRAN I
HASIL UJI STABILITAS ODT DOMPERIDONE

Waktu Hancur setelah 1 bulan penyimpanan (detik)

No- Formula I Formula II Formula III Formula IV
1 33 54 43 30 31 30 68 60 60 48 42 50
2 43 34 40 29 33 29 60 72 70 45 37 52
3 34 40 38 31 34 26 57 59 73 49 39 49
4 34 37 42 30 35 32 65 54 81 45 38 42
5 32 35 50 28 34 33 56 64 58 52 43 45

X0 352 40 42,6 296 33 30 61,2 61,8 684 478 40 47,6
SD 44 82 46 1,1 15 27 52 67 95 29 26 40
KV 12,6 204 10,7 39 45 9,1 84 109 139 62 65 85

Waktu Pembasahan setelah 1 bulan penyimpanan (detik)

No- Formula I Formula II Formula ITI Formula IV
1 42 47 52 50 53 37 64 53 64 64 49 78
2 43 41 54 52 54 50 71 72 77 74 57 90
3 52 43 60 52 55 41 61 64 71 60 60 86
4 47 52 58 60 46 51 69 86 68 68 53 84
5 46 50 60 67 50 52 84 62 74 68 66 82

X0 45 38 52 54 56 55 55 56 72 65 62 72
SD 45,8 45,2 56,0 55,8 52,3 47,7 67,3 65,5 71,0 66,5 57,8 82,0
Kv 35 54 38 65 37 70 10,0 12,0 46 47 62 63
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8¢CI

LAMPIRAN J
HASIL UJI PENETAPAN KADAR TABLET DOMPERIDONE

C Sampel X[ W Tablet W Sampel C Teoritis Kadar KV
Formula — Rep. A g/mi) (mg) mg  gm) (%) P (q)
1 0,262 8,17 97,25 100,2 8,24 99,11
I 2 0,256 7,96 108,0 100,3 7,43 107,10 102,80 4,03 3,92
3 0256 7,96 102,95 100,2 7,79 102,20
I 1 0,255 7,92 103,67 100,2 103,67 100,2
2 0,254 7,89 103,66 100,6 103,67 100,6 103,07 1,87 1,81
3 0249 7,71 109,34 100,2 109,34 100,2
1 0264 8,24 102,25 100,7 7,88 104,58
I 2 0,246 7,60 109,07 100,5 7,37 103,16 104,72 1,64 1,56
3 0,253 7,85 108,43 100,0 7,38 106,42
1 0,250 7,75 105,6 100,7 7,63 101,53
v 2 0,263 8,20 104,47 100,6 7,70 106,50 102,02 4,26 4,18
3 0,246 7,60 103,54 100,4 7,76 98,03
Pembanding I 0,209 6,30 119,8 99,8 6,66 94,50
) 2 0,211 6,37 1234 100,3 6,50 97,95 96,50 1,78 1,85
3 0,214 6,47 121,1 101,0 6,67 97,04
Pembanding I 0,229 7,00 121,5 100,3 6,60 106,06
) 2 0,213 6,44 1254 99,7 6,36 101,24 103,05 2,62 255
3 0216 6,55 124,6 100, 1 6,43 101,84

Keterangan: Pembanding 1 = tablet generik domperidone; Pembanding 2 = ODT domperidone dengan nama dagang



LAMPIRAN K

HASIL UJI DISOLUSI ODT DOMPERIDONE

Formula I
Rep t Abs Kons. Wt % obat AUC
*  (menit) : (pg/ml) (mg) terlepas  (ug.menit/mL)
0,5 0,167 4,82 43 43,73 1,08
1 0,302 9,58 8,6 87,01 3,24
2 0,338 10,85 9.8 98.55 9,19
4 0,338 10,85 9.8 98.55 19,53
6 0,339 10,89 9.8 98,87 19,56
8 0,341 10,96 9,9 99,51 19,66
I 10 0,338 10,85 9.8 98.55 19,63
15 0,334 10,71 9,6 97,26 48,51
20 0,335 10,75 9,7 97,58 48,28
25 0,334 10,71 9,6 97,26 48,28
30 0,333 10,68 9.6 96,94 48.12
SAUC 285,09
%ED 95,89
0.5 0,130 3,51 3.2 29,49 0,79
1 0,235 7.22 6.5 60,64 2,41
2 0,342 10,99 9,9 92.38 8,19
4 0,356 11,49 10,3 96,53 20,23
6 0,364 11,77 10,6 98,90 20,93
8 0,361 11,66 10,5 98,01 21,09
II 10 0,355 11,45 10,3 96,23 20,80
15 0,355 11,45 10,3 96,23 51,53
20 0,352 11,35 10,2 95,34 51,29
25 0,352 11,35 10,2 95,34 51,06
30 0,350 11,28 10,1 94,75 50,90
AUC 299,23
%ED 93.13

129



Rep t Abs Kons. Wt % obat AUC
" (menit) * (ug/ml) (mg) terlepas (ug.menit/mL)
0,5 0,099 2,42 2.2 21,27 0,54
1 0270 845 7,6 74,43 245
2 0,309 9,83 8,8 86,55 8,23
4 0,329 10,53 9,5 92,77 18,33
6 0,337 10,82 9,7 95,26 19,22
8 0,325 10,39 9.4 91,53 19,09
I 10 0,325 10,39 94 91,53 18,71
15 0,316 10,08 9,1 88,73 46,05
20 0,331 10,60 9.5 93,39 46,53
25 0,326 1043 9.4 91,84 47,32
30 0,331 10,60 9.5 93.39 47.32
*AUC 273,78
%ED 89.30
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Formula IT

Rep t Abs Kons. Wt % obat AUC
" (menit) * (ug/ml) (mg) terlepas (ug.menit/mL)
0,5 0,200 5,98 5,4 52,54 1,35
1 0,318 10,15 9.1 89,12 3,63
2 0,347 11,17 10,1 98.12 9,59
4 0,350 11,28 10,1 99,05 20,20
6 0,353 11,38 10,2 99,98 20,39
8 0,352 11,35 10,2 99.67 20.45
I 10 0,346 11,13 10,0 97.81 20,23
15 0,348 11,20 10,1 98,43 50,26
20 0,340 10,92 9.8 95,95 49,79
25 0,345 11,10 10,0 97.50 49,55
30 0.346 11,13 10,0 97.81 50,02
TAUC 295,46
%ED 96.13
0.5 0,167 4,82 4,3 42,66 1,08
1 0,277 8,70 7.8 77,06 3,04
2 0,338 10,85 9.8 96,14 8.80
4 0,348 11,20 10,1 99,27 19.85
6 0,350 11,28 10,1 99,89 20,23
8 0,343 11,03 9.9 97.70 20,07
II 10 0,339 10,89 9.8 96.45 19,72
15 0,340 10,92 9.8 96,77 49,07
20 0,341 10,96 9.9 97,08 49,23
25 0,340 10,92 9.8 96,77 49,23
30 0,335 10,75 9.7 95.20 48.75
AUC 289,08
%ED 94,86
0.5 0,161 4,60 4,1 39,40 1,04
1 0,299 9,48 8.5 81,08 3,17
2 0,338 10,85 9.8 92,87 9.15
4 0,361 11,66 10.5 99,81 20,26
6 0,354 11,42 10,3 97.70 20,77
8 0,348 11,20 10,1 95,89 20,36
I 10 0,349 11,24 10,1 96,19 20,20
15 0,335 10,75 9.7 91,96 49,47
20 0,332 10,64 9,6 91,05 48,12
25 0,332 10,64 9,6 91,05 47,88
30 0,330 10,57 9.5 90.45 47,72
TAUC 288,13
%ED 91,32
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Formula III

Rep t Abs Kons. Wt % obat AUC
" (menit) * (ug/ml) (mg) terlepas (ug.menit/mL)
0,5 0,131 3,54 32 30,51 0,80
1 0,227 6,93 6.2 59,67 2,36
2 0,343 11,03 9.9 94,91 8,08
4 0,352 11,35 10,2 97,64 20,14
6 0,353 11,38 10,2 97.94 20.45
8 0,357 11,52 10.4 99.16 20,61
I 10 0,352 11,35 10,2 97.64 20,58
15 0,350 11,28 10,1 97,03 50,90
20 0,352 11,35 10,2 97,64 50,90
25 0,340 10,92 9.8 94,00 50,10
30 0.341 10.96 9.9 94,30 49,23
TAUC 294,15
%ED 93,76
0.5 0,124 3.30 3.0 28,77 0,74
1 0,281 8.84 8.0 77,12 2,73
2 0,338 10,85 9.8 94,67 8.86
4 0,340 10,92 9.8 95,29 19,60
6 0,345 11,10 10,0 96,83 19.82
8 0,348 11,20 10,1 97,75 20,07
II 10 0,344 11,06 10,0 96,52 20,04
15 0,338 10,85 9.8 94,67 49,31
20 0,336 10,78 9,7 94,06 48.67
25 0,340 10,92 9.8 95,29 48.83
30 0,339 10,89 9.8 94,98 49,07
ZAUC 287,75
%ED 92,98
0.5 0,136 3,72 33 31.47 0,84
1 0,223 6.79 6.1 57.44 2,37
2 0,331 10,60 9.5 89.68 7.83
4 0,351 11,31 10,2 95,65 19,72
6 0,360 11,63 10.5 98.34 20,64
8 0,363 11,73 10,6 99,24 21,03
I 10 0,364 11,77 10,6 99,53 21,15
15 0,362 11,70 10,5 98,94 52,80
20 0,356 11,49 10,3 97,15 52,17
25 0,360 11,63 10,5 98.34 52,01
30 0,360 11,63 10,5 98.34 52.33
TAUC 302,89
%ED 94.87
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Formula IV

Rep t Abs Kons. Wt % obat AUC
" (menit) * (ug/ml) (mg) terlepas (ug.menit/mL)
0,5 0,143 3,97 3,6 35,18 0,89
1 0,247 7,64 6.9 64,56 2,61
2 0,335 10,75 9,7 90,81 8,27
4 0,346 11,13 10,0 94,09 19,69
6 0,350 11,28 10,1 95.28 20,17
8 0,344 11,06 10,0 93,49 20,10
I 10 0,346 11,13 10,0 94,09 19,98
15 0,344 11,06 10,0 93,49 49,94
20 0,343 11,03 9.9 93,19 49,71
25 0,339 10,89 9.8 92,00 49,31
30 0,338 10,85 9.8 91,70 48.91
TAUC 289,59
%ED 95.08
0.5 0,160 4,57 4,1 38,61 1,03
1 0,274 8.59 7.7 72,61 2,96
2 0,343 11,03 9.9 93,19 8.83
4 0,363 11,73 10.6 99,16 20,49
6 0,363 11,73 10.6 99,16 21,12
8 0,365 11,80 10.6 99,75 21,18
II 10 0,362 11,70 10,5 98.86 21,15
15 0,356 11,49 10,3 97,07 52,17
20 0,350 11,28 10,1 95,28 51,22
25 0,353 11,38 10,2 96,17 50,98
30 0,356 11,49 10,3 97.07 51,45
AUC 302,58
9%ED 94,70
0.5 0,116 3,02 2,7 27,69 0,68
1 0,206 6,19 5.6 56,85 2,07
2 0.291 9.19 8.3 84.40 6.92
4 0,330 10,57 9.5 97.04 17,79
6 0,336 10,78 9.7 98.98 19,22
8 0,333 10,68 9,6 98,01 19,31
I 10 0,332 10,64 9,6 97,69 19,18
15 0,327 10,46 9.4 96,07 47,48
20 0,327 10,46 9.4 96,07 47,09
25 0,336 10,78 9.7 98,98 47,80
30 0,323 10,32 9.3 94,77 47.48
TAUC 275,02
%ED 93.52
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Pembanding 1

Rep t Abs Kons. Wt % obat AUC
" (menit) * (ug/ml) (mg) terlepas (ug.menit/mL)
0,5 0,167 4,82 4,3 45,86 1,08
1 0,204 6,12 5.5 58.30 2,46
2 0,306 9,72 8.7 92,59 7.13
4 0,312 9,93 8.9 94,60 17,69
6 0,322 10,29 9.3 97.97 18.20
8 0,334 10,71 9.6 102,00 18.90
I 10 0,321 10,25 9.2 97.63 18.87
15 0,327 10,46 9.4 99,65 46,61
20 0,307 9,76 8.8 92,92 45,50
25 0,313 9,97 9,0 94,94 44,39
30 0.319 10,18 9.2 96,96 45,34
TAUC 266,16
%ED 93.88
0.5 0,117 3,05 2.7 28,03 0,69
1 0,240 7.39 6.7 67,93 2,35
2 0,277 8,70 7.8 79,93 7.24
4 0,310 9,86 8.9 90,63 16,71
6 0,324 10,36 9.3 95,17 18.20
8 0,328 10,50 9.4 96.47 18,77
II 10 0,320 10,22 9.2 93,88 18.64
15 0,310 9,86 8.9 90,63 45,18
20 0,326 10,43 9.4 95.82 45,66
25 0,318 10,15 9.1 93,23 46,29
30 0,322 10,29 9.3 94,52 45,97
AUC 265,70
9%ED 90.42
0.5 0,148 4,15 3,7 38.44 0,93
1 0,227 6.93 6.2 64,31 2,49
2 0,248 7.67 6.9 71,18 6.57
4 0,285 8.98 8.1 83.29 14,99
6 0,327 10.46 9.4 97.04 17,50
8 0,328 10,50 9.4 97,37 18,87
I 10 0,314 10,00 9,0 92,79 18,45
15 0,325 10,39 9.4 96,39 45,89
20 0,306 9.72 8,7 90,17 45,26
25 0,319 10,18 9.2 94,42 44,78
30 0.326 10.43 9.4 96,72 46,37
XAUC 262,11
%ED 90.04
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Pembanding 2

Rep t Abs Kons. Wt % obat AUC
" (menit) * (ug/ml) (mg) terlepas (ug.menit/mL)
0,5 0,145 4,04 3,6 34,28 0,91
1 0,284 8.95 8.1 75.91 2,92
2 0,342 10,99 9.9 93,28 8,97
4 0,351 11,31 10,2 95,98 20,07
6 0,358 11,56 10.4 98.08 20,58
8 0,348 11,20 10,1 95,08 20,49
I 10 0,333 10,68 9.6 90,59 19.69
15 0,343 11,03 9.9 93,58 48,83
20 0,350 11,28 10,1 95,68 50,18
25 0,341 10,96 9.9 92,99 50,02
30 0.342 10,99 9.9 93.28 49,39
TAUC 292,06
%ED 91,79
0.5 0,196 5,84 5.3 51,91 1,31
1 0,208 6.26 5,6 55,68 2,72
2 0,291 9.19 8.3 81,72 6,96
4 0,352 11,35 10,2 100,86 18,48
6 0,346 11,13 10,0 98,98 20,23
8 0,338 10,85 9.8 96.47 19,79
II 10 0,336 10,78 9,7 95.84 19.47
15 0,341 10,96 9.9 97.41 48,91
20 0,331 10,60 9.5 94,27 48,51
25 0,334 10,71 9,6 95,21 47,96
30 0,326 10,43 9.4 92,70 47,56
ZAUC 281,91
9%ED 92,82
0.5 0,130 3,51 3.2 31,02 0,79
1 0,241 7.43 6.7 65,64 2,46
2 0,341 10,96 9.9 96,84 827
4 0,359 11,59 10.4 102,45 20,30
6 0,348 11,20 10,1 99,02 20,52
8 0,352 11,35 10,2 100,27 20,30
111 10 0,347 11,17 10,1 98,71 20,26
15 0,337 10,82 9.7 95,59 49,47
20 0,344 11,06 10,0 97.77 49,23
25 0,312 9,93 8.9 87.79 47,24
30 0.331 10,60 9.5 93,72 46,21
TAUC 285,05
%ED 93.30
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LAMPIRAN L
CONTOH PERHITUNGAN

Contoh perhitungan indeks kompresibilitas:
Formula I :

Berat gelas = 117,3718 g (W)

Berat gelas + granul = 163,5685 g (W)

V=100 ml, V, =85 ml

_ W, —w,)_ (163,5685-117,3718)
v 100

Bj nyata

Bj mampat = W2 =Wi) — (163,5685-117,3718)
v, 85

Bj.nyata

% Carr’s Index = (1 - JXIOO% =15%

Bj.mampat

Hausner Ratio = M =1,18

bjnyata

Contoh perhitungan akurasi & presisi:

=0,4620 g/ml

=0,5435 g/ml

Kons. Massa Abs Kons. Teoritis Pézzielr’l:;in
(%) (mg) ) (ng/ml) (ng/ml) (%)
100 100,4 0,261 8,13 8,03 101,30

Absorbansi = 0,261 — y = 0,0283x + 0,0306

Konsentrasi sampel (x) = 8,13 ppm

Berat domperidone =70 mg
Berat matriks =630,2 mg
Berat sampel =100,4 mg
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Konsentrasi teoritis

W zampel

(W domperidong + W matriks)

x Wy omperidons FF

1o0.4

—— w70 10* % ixi:l
[FO-+620,2) 250

10

8,03 ppm

konzentrasi sampel

% Perolehan Kembali = ——— % 100%
kon=entrasi teoritiz
813
= 2o ¥ 100%
= 101,3%
5D
% KV = —==100%
X
1,24
= Toost = 100%
=1,24%
Contoh perhitungan penetapan kadar:
Kons. W Tablet W Sampel Kon.s: Kadar
Abs. Sampel Rata-rata (mg) Teoritis (%)
(pg/ml) (mg) (pg/ml)
0,262 8,17 97,25 100,2 8,24 99,11

Absorbansi = 0,262 — y = 0,0283x + 0,0306

Konsentrasi sampel (x) = 8,17 ppm
=9725¢
=100,2 mg

Berat tablet rata-rata
Berat sampel

Berat Domperidone

Konsentrasi teoritis

% Perolehan Kembali

=10 mg

W zampel
* lwdn-mper'idnns ® FF

W tablst rata-rata

1002 5 1Ty
2% 10%10° x (= x =) = 824 ppm

9725 2

konszentrasi sampel

s 10004

konzentrasi teoritis
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BELT
= 22X 100% = 99.11%
%KV = ——%100%
X

4,03
= 102,80 = 1000,

= 4,92%

Contoh perhitungan % obat terlepas:
Formula I replikasi 1 pada t = 30 menit

Absorbansi = 0,333 — y =0,0283x + 0,0306
Csampel (x) = 10,68 pg/ml

Wt = (900/1000 x konsentrasi sampel)
= (900/1000 x 10,68)
= 9,6 mg
% Obat Terlepas = LxlO(}%
PK .
——Xdosis
100

Formula I replikasi 1 pada t = 30 menit

% Obat Terlepas = 9,6
99,11 <10
100

x100% = 96,94%
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Contoh perhitungan AUC pada disolusi:
Rumus:

Formula I replikasi 1

tn-1 = 30 menit Wtn-1 = 9,6 mg
tn = 25 menit Witn = 9,6 mg
AUC = 9’6J2f9’6><(30—25) = 48,12

Luas persegi panjang = 30 x penetapan kadar x dosis
=30x99,11% x 10 mg
=297,32
% ED Formula I replikasi 1 = (3, AUC / luas persegi panjang) x 100%
=(285,09/297,32) x 100%
=95,89 %
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LAMPIRAN M
SERTIFIKAT ANALISIS BAHAN

VASUDHA PHARMA CHEM LIMITED
78/A, VENGAL RAO NAGAR, HYDERABAD-38
ANDHRA PRADESH, INDIA
PHONE +91-40-2381 2046, 2371 1717, FAX: 91-40-2381 1576
'VASUDHA PHARMA CHEM. LTD com, W WWW, ma.com
l CERTIFICATE OF ANALYSIS I
Name of the product DOMPERIDONE Page No. :f1of2
Batch Number : | BDOM/1106090 ARNo : | BDOM/11090
Manufacturing Date : | JUN 2011 Expiry Date : | MAY 2016
Dispatch Quantity 1 |300Kg Analyzed on : | 18/06/2011
Customer Name/ code : | PT Taterasa
S.No TEST ‘ RESULT SPECIFICATION
1.0 | CHARACTERS
1.1 | Appearance A white powder A white or almost white powder.
Practically insoluble in water; soluble in
1.2 | Solubility Complies dimethyl formamide,slightly soluble in
alcohol and in methanol
2.0 | Identification
FIRST IDENTIFICATION
A Melting Point (%) 2445 244 10248
The spectrum obtained with the substance
IR Identification to be examined correspond in-position and
B (KBr disc) Complies n:lauve smc to those in the spectrum
ined with D
standard(Working standard)
SECOND IDENTIFICATION
¥ Thcpnnmpalspmmthechmmam m
Thin Jeyer chnmat . obtained with the test solution is similar in
C CTLC)Y R Complies position and size to I.he - principal spol. in
the chr withr
solution(a)
D Test for noo-nitrogen lies A violet blue colour and precipitate
substituted barbiturates T produces
3.0 | TESTS
The soluhon shbuid bctlcumdmlmcre
Aj ce of solution Complies ol ution
Gl M Yo =\
S oz Lf‘(ﬁ-‘i A

¥s. VASUDHA PHARMA CHEM LIMITED, Unit-1L, Plot Mo: 79, J.N.Pharma City, Thanam Village, Parawada Mandalam, Visakhapatoam ~ 531 021,
‘ndhra Pradesh, India.
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VASUDHA PHARMA CHEM LIMITED
78/A, VENGAL RAO NAGAR, BYDERABAD-38
ANDHRA PRADESH, INDIA
PHONE:191-40-2381 2046, 2371 1717, FAX: 91-40-2381 1576
VASUDELA PHARMA CHEM, LTD : di hrma.com, ite: www, ma.com
Name of the product : | DOMPERIDONE Page No. :20f2
Batch Number : | BDOM/1106090 AR.No : | BDOM/11090
Manufacturing Date : | JUN 2011 Expiry Date : | MAY 2016
Dispatch Quantity : 1300Kg Analyzed on : | 18/06/2011
Customer Name/ code : | PT Taterasa
S.No TEST RESULT SPECIFICATION
3.2 | Heavy metals (ppm) Less than 20 Not more than 20
3.3 | Loss on drying(%,w/w) 0.34 Not more than 0.5
3.4 | Sulphated Ash(%,w/w) 0.06 Not more than 0.1
35 | sy (By ttrietry, Sewe, on. . 99.53 Not less than 99.0 and Not more than 101.0
dried basis)
3.6 | Related substances (By HPLC, %)
Impurity-A 0.06 Not more than 0.25
Impurity-B Not detected Not more than 0.25
Impurity-C Not detected Not more than 0.25°
Lnpurity-D 0.14 Not more than 0.25
Impurity-E Not detected Not more than 0.25
Impurity-F Not detected Not more than 0.25
Unspecified impurities Not detected Not more than 0.10
Total impurity 0.19 Not more than 0.50

REMARKS: The material compli as per the BP s

PREPARED BY? BY: &@1 APPROVED BY: J%:W
2loe( sorr Klelhal)
Works :

Ms. VASUDHA PHARMA CHEM LIMITED, Unit-II, Plot No: 79, IN Pharma City, Thanam Village, Parawads Mandalam, Visakhapatnam — 531 021,
Andhrs Pradesh, India.
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JRS PHARMA

AC-DI-SOL

IRS

T

Caean s €0, 56

VIVASOL®

THE EXCIPIENT
FAMILY

4t e 8 s

Croscammeliose Sodium Ph. Eur., NF, JP
CERTIFICATE OF ANALYSIS

Batch-no.:
Re-evaluation date:
Manufacturing date:

3201014100
November 2015
November 2011

Manufacturing

site:  Pirna, Germany

LDescrs'ph'on

Almost white, very hygroscopic powder; practically
insoluble in acetone, ethanol, ether and toluene.

1

“

Standards,

|

v meee__Specification  Batch Result Reference
Particle size (retained on air jet sieve) ‘ T226F (MCW)
> 75 um ¥200 mesh) max.2% <2.%"
Iitls pm (325 mesh) max. 10 % < 10 %*
Pharmacopoeial test items. Specification Batch Result Reference
Identification (A, B, C), (1, 2, 3) passes : passes* Ph.-Eur,, NF, JP
Doagree of Substitution 0.60 —0.85 0.75* Ph. Eur., NF, JP
| Loss on drying max. 10.0 % - 56% Ph. Eur., NF, JP
SJEdS T L 5.0-70 6.1 Ph. Eur., USP, JP
Content of water-soluble material 1.0-10.0% 4.7 % Ph. Eur., NF, JP
Sulphated ash 14.0-28.0% passes* Ph. Eur., JP
| Setling'volume 10.0 -30.0 mI 15.0 ml Ph, Eur., NF, JP
.| Sedium chloride and Sodium glycolate max, 0.5 % <0.5 %" Ph. Eur., NF, JP
Heavy melals = max. 10 ppm <10 ppm* T CC 043 (CHP)
HATEEIC L s T T maxs 2 pprirs <2 ppme === T"CC 043 (CHPY |
Residue of Methano! max. 1.0 % < 1.0 %" T CC 019 (CHP)
Total serobic microbial count <100CFU/g <100 CFU /g~ Ph, Eur., USP
Fungi/ molds and yeasts < 20CFU/g < 20CFU/g*.  Ph. Eur., USP
E. coli, Pseudomonas aerugincsa absentin 10 g absent” Ph. Eur., USP
Staph. aureus, Salmonella spec. ~ absentin 10g absent” Ph. Eur,, USP

* Resulis reported are expecled results based on periodic testing.

The batch described by this

meels the requ

“Croscarmellose Sodium™ current edition. Itis released on the basis of the

The raw ma!érials, manufacturing process, and prod

£

of Ph. Eur., NF and JP monographs for

resulls ascertained.

ct do not contain any of the saivents listed in the

Residual Solvents (Ph. Eur.<5.4>, USP<467>) except for Methanal fimited to max, 1,0%,

This product may contain raw materials .derived from unauthorized g_ane(icalfy
suitable for the production er marketing of food or dietary supplements in the EC,

\
Storage recommendation:

November 25, 2011
AB: 21142739
VSOL Po9

Worlawide headquarters

JRS PHARMA GueH £ co. k6

73394 Rosenberg Gaimany) + Holmmahie 1
Prong: & 39 (0) 7887 7152 312
Fac + 49 (0) 7967 /152 345
mfodBirsohama.de - wiw.

" Custamer Sorvich:

Hrsphamma.de - wiavejis de
A + 49 (0) 7967 /152 312

modified cotton and is not

Protect from excessive heat and moisture.
Keep containers closed.

/ﬁ?{z/ﬁ/__—

Mathias Winkelmann
QUALITY CONTROL
CHP Carbohydrate Pirna

USA + Canada

JRS PHARMA LP
2581 Route 22, Suie 1 -
Tol

5) 872 3414 -

g - Cusicrier Sorvice™ PSR T
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Panerson, NY 12563-2350, USA
i-Free (USAYL + 1 ({RO0] 431 2457

Fi

1(845) 878 3433
0.com

ol X
5) 878 3414

Il 010t



GELATIN

) (GELTR)
4 “ASIA PACIFIC AFRICA
Ceartificate of Analysis

CLIENT:

COUNTRT: v
PRODUCT GRADE: HMALAL EXPORT 12036 L

via

PHYSICAL « Cib

L — =

* BLOOM {8655 LABODY

- ‘ #H1.0% LABG0G

4] COLOUR N SOLUTION sl LABOD4E
MOISTURE LABS1Z

o | IGHITION RESIIUE g Vs Lazott

wABRY . .]»_..._.,,..,

Lanoli

ESUHERICHIA SO

LABDE
FALMOMNELLS 5P LABCRY
— e Ay
SPECIAL TESTS .
\ CLAmITY e LAEDOS
SO2 DIRECT LALHnG
- U3 uducs an asudfed

a-d-304-0T3 0

Soecil Gelazne
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MANITOL

ROQUETTE

L¥sis ¢ CDHFLIANC"

BT SIGNA Husapa
JALAN DARN MocoTr KM 17
JAKRRTA 1lg40
o INDONESTA
PEARLITOL 160 ¢ CUSTDKER._.‘. SIGNA HIJSADA/INDONES
B INVOICE, “++- MD758a1
450001 D TONNAGE..... 15 000 KG
CONTRACT. ., , F55433r,
i ORDER. . - P.0.10000253g
BaTCH. , E6117
HANUF&T,
: EXPIRY DATE. P 201 ESTED 14 APRIL 2012
E.P./U.5. b S
© DEscriprigy PHITE CRYSTALL 1y POWDER
ODOURLESS, Swgpr mpqmp
HEANING  Egppp - ANALYZED
MONITORED = MONITORING prpy
GUARANTEED = COMPLIANCE pary
APPEARANCE & CONFORM TESTED
APPEARANCE TN SOLUTION CONFORM TESTED
LOSS ON DRyivng % 0,05 TESTED
INFRA-RED CONFORM TESTED
MELTING POINT DEG 188 TESTED
START OF MELTING DEG 166 TESTED
END OF MELTING DEG 167 TESTED
SPECIFIC ROTATIDN{BDRATEJ DEG. + 23,8 TESTED
SPECIFIC RDT;HOLYBDATE DEG + 140,1 TESTED
CONDUCTIVITY MICROS/C 1,0 TESTED
REDUCING SUGARS ~{UsP) CONFORN TESTED
D-¥ANNITOL BY ppc 3 98,2 TESTED

ikeres G " SE 67174 1ESTaru £
RERES, i, RUE OF R A
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LAMPIRAN N
TABEL UJI

TABEL DISTRIBUSI F UNTUK 5% DAN 1%

Baris atas untuk faraf signifikan 5%
Baris bawah uniuk taref signifkan 1%

edh
e

V =tk pemblang

120 45 67 60 00w owh N AN g0k mw W

1

2026 25 2 W N W MMk MK oM W B M M
4057 40 400 5609 5764 B59 Sam SO6Y 622 6056 BUB2 106 e1e) 169 208 62 6258 6266 6302 633 B0 B9S2 361 83

1051 1900 1976 1925 1030 1953 1936 1937 1830 1909 1040 1947 132 1940 1344 1945 1946 1047 1947 1948 19,0 1048 00 10
440 5001 9017 825 9030 S50 R34 016 9738 940 941 942 9943 A 1845 9.6 5947 0 04p 3848 0040 49 850 90

1013 95 928 002 a0 8% Bg8 B84 BE 878 876 B o7 B89 gg6 BEd 86 80 850 05T 85 880 65 43
WILIOM 846 811 2h24 81 D80 248 030 020 210 206 530 B89 2558 580 550 541 50 8520 20 e e 2

T 6% 689 839 625 616 603 BM €00 56 S5 S S8 M 5B ST S S s SE S S S 56

|| 2020 18,0 1689 159 1562 1520 W35 1480 166 1454 1445 1430 1424 1415 102 105 1980 1374 1969 1361 1357 1982 1348 {446

BT 579 541 518 505 495 488 482 478 4T 470 488 454 4B 455 453 480 G544 A 400 4 4 o
1626 1827 1206 1129 1037 1087 1046 1027 1005 1005 9% 999 977 98 855 847 9% 9 9M N 913 8y o 9@

5,99 A ‘.75 45 [k} 428 420 415 40 406 408 40 3‘96 18 3(8] IM 3'51 3]‘] 7 3‘72 I8 38 58
AR 47 95 75 80 0 0019 00 1 TR 100 78 7R 0 T 7 1 10 69 £ 59 o

S0 470 45 41 00 3T 3 A1) 336D 30 09 08 00 3 303 33w 3A 1B 1% 1
025 955 845 705 76 109 TO0 684 BT 662 6% 64T 635 621 615 600 S 590 545 5 535 SM 5 56
SR 4T 30 g0 3 350 34 318 3N 30 0 a; 30 315 302 30 305 3 30 2% 2% 2 %
M B85 739 01 63 BT 619 68 91 SR TS S5 S48 5% 520 S0 S0 S SN0 4% 481 4 4

$12 46 3 360 346 317 3 30 198 80 010 300 300 0% 2% 290 286 28 2w 27 2% 1m0 2m o
W56 b2 69 64 60 S0 S8 547 S 51 818 511 sp0 40 4R 4T3 461 43 851 445 44t 4'35 ¢'33 ﬂlu

—— e
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Vfﬂl PO SR Vﬁ(ﬂ ‘ g.._‘.A______

W""'1234567n91011|2ﬁ!szuz¢3043
0 A% 41030 348 35 2 34 30 30 28 0% 291 18 20 21 gy om0 28
| 100K 756 655 59 564 500 520 506 4S5 485 4% 4T AR 452 44 A5
1 4B+ 39 350 3% 320 309 301 295 290 206 20 49 oM 2m 285 261 257 28
S48 T20 62 67 SR SO0 4B M 483 68 446 440 429 41 4y 4 3% 38
0 ATE GEB 349 326 301 300 292 285 280 76 27 269 284 280 2y 250 246 242
511638595 541 506 482 465 450 430 4T 420 416 405 30 g 33 470 36
1 A1 380 341 308 302 2% 280 2m am 267 263 260 2% 281 46 24 282U
500 BT0 SM 520 4B 462 4M 430 419 410 4 3% 385 37 3§ 359 351 32
" O33N 2% 285 27 210 265 280 25 2 24 244 2 235 21 20
|86 B3I 556 503 ABD 446 428 4 400 3 386 380 3N 3@ 351 349 3N 2%
1| A4S0 388 320 306 200 219 200 28 259 55 251 248 203 239 2m 20 25 221
|86 B3 500 4 45 43 4M 400 38 380 37 367 3% 34 3% 39 12

|
i 449 T80 34 a; 285 AT 266 289 25 24 245 242 290 230 28 g 20 26
¢S50 620 29 417 4M 420 A6 38 378 089 361 35 35 3 3% gy 0 3
I S350 320 2% 280 270 200 235 250 245 201 2% 23 228 9y 949 2 211
[ 84 B SI0 467 A 410 39 37 360 39 3% 345 3% 377 36 108 300 2%
" A4 V316 299 AT 260 256 251 246 241 201 2% 209 238 209 g5 21 2
B2 U 0% 458 425 400 B 3N 380 35T 3 3T 32 309 300 qp0 281 28
1 A3 35313 290 200 263 255 248 243 2% 23 2 2% 221 215 g 20 2w
B18 S8 501 450 41T 30 3T 383 332 340 3% 3N M9 30 30 g 28 2%
% A% 30 510 28 271 260 28 245 200 2% 20 2% 220 208 210 g0 204 198
810 SES 434 443 410 340 371 3% 345 33 330 3B 315 305 2y 286 27 289
H 430 34T 307 204 268 257 149 202 297 20 28 25 2 215 1w g0 200 1%
. BO2STH 4B 437 404 381 365 351 340 830 324 307 307 299 28 g0 27 283
2 430 38 305 28 266 255 247 240 235 2N 26 23 2 21 200 19 1%
T8ST AR 430 39 376 38 345 33 3% 308 302 90 2 o 2% 28 2%

|
a | o 200 264 283 205 238 20 2 22 20 ZM 210 20 g0 1% 191
T8 S AT6 476 390 371 35 340 330 321 30 30 201 289 om g7 2R 289
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LAMPIRAN O

TABEL UJIR
DEGREES OF 5 | DEGREES OF 5 1
FREEDOM (DF) PERCENT PERCENT | FREEDOM (DF) PERCENT PERCENT

1 .997  ".1.000 24 .388 496

2 950 . 990 25 .381 487

3 .878 959 26 374 478

4 an L7 27 367 470

S 754 874 28 361 463

] 707 .834 29 355 456

7 666 798 30 349 449

. 8 632 765 35 325 418

9 .602 735 40 304 393

10 . 576 . .708 48 .288 372

1 .553 .684 50 273 354

12 .532 661 60 250 325
13 514 641 70 232 302 .

14 497 623 80 217 .283

15. 482 606 90 .205° 267

16 468 590 100 195 254

17 - 456 575 125 174 228

18 444 561 150 159 .208

19 433 549 200 138 .181

- 20 423 537 300 113 .148

21 413 . .526 400 .098 .128

22 404 . 515 500 .088 118

23 396 .505 062 .081

1000

Dikutip dari: Soedigdo & Soedigdo (1977)
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LAMPIRAN P

TABEL UJIT
oL

v 0.10 0.05 0.025 0.01 0.005

1 3.078 6.314 12.7086 31.821 63657
2 1.886 2.920 4303 6.965 9.925
3 [ 1838 2.353 3.182 4.451 5.841
4 i 1533 2132 2.776 3.747 4,604
5 | 1.476 2.015 2.561 3.385 4.012

i

6 . 1.440 1043 | 2447 3.143 3707
7 i 1415 1.885 | 2385 2.998 3.499
8 L1397 1.860 2.308 2.896 3.355
g . 1.383 1.833 2.262 2.821 3.250
10 {1.372 1812 | 2228 2764 3169
11 {1363 1796 2201 2718 3.106
12 i 1.356 1.782 2.179 2681 3.055
13 [ 1.350 1.771 2.160 2.650 3.012
14 | 1.345 1.761 2.145 2.624 2.977
15 I1.341 1.753 2.131 2.602 2.947
16 [ 1.337 1.746 2120 2.583 2.921
17 | 1.333 1.740 2.110 2.567 2.898
18 I 1.330 1.734 2.101 2552 | 2878
19 [ 1.328 1.729 2.093 2538 | 2861
20 | 1.325 1.725 2.086 2528 | 2845
21 i 1.323 1.721 2.080 2518 | 2831
22 L A0 1.717 2.074 2508 | 2819
23 i 1.319 1.714 2.069 2500 | 2807
24 P1.318 1.711 2.064 2492 | 2797
25 [ 1.316 1708 | 2080 | 2485 | 2787
26 {1318 1.706 2056 | 2479 | 2779
27 L 1.314 1.703 2052 : 2473 i 2771
28 P 1.313 1.704 2.048 2467 | 2763
29 P13 1.699 2.045 2462 | 2756
inf. i1.282 1.645 1.960 23286 | 2578

i
{

Sumber : Ronald E. Walpole (1995) : Pengantar Statistika
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LAMPIRAN Q

HASIL UJI STATISTIK KEKERASAN ODT DOMPERIDONE

Descriptives
Kekerasan
95% Confidence
Std Std Interval for
N  Mean S : Mean Minimum Maximum
Deviation Error =e——

Lower Upper
Bound Bound

1 3 2.8933 17502 .10105 2.4586  3.3281 2.72 3.07
11 3 2.7867 .06506 .03756 2.6250 2.9483 2.72 2.85
I 3 3.2233 13051 07535 2.8991  3.5475 3.12 3.37
v 3 2.8633 31660 .18279 2.0769  3.6498 2.53 3.16
Total 12 2.9417 24117 06962 2.7884  3.0949 2.53 3.37
Test of Homogeneity of Variances
Kekerasan
Levene Statistic dfl df2 Sig.
1.668 3 8 250
ANOVA
Kekerasan
Sum of Squares df  Mean Square F Sig.
Between Groups 335 3 A12 2940 .099
Within Groups 304 8 .038
Total 640 11
Keterangan:

Ho ditolak jika Fiiune (2,940) < Fupel 005 38 (4,07), berarti rata-rata

kekerasan ODT domperidone dari keempat formula menunjukkan bahwa

tidak ada perbedaan yang signifikan antar formula.
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LAMPIRAN R
HASIL UJI STATISTIK KERAPUHAN ODT DOMPERIDONE

Descriptives
Kerapuhan
95% Confidence
Std Std Interval for
N  Mean o : Mean Minimum Maximum
Deviation Error
Lower Upper
Bound Bound
1 3 .6467 25423 14678 0151  1.2782 49 94
II 3 1.1233 29195 16856 .3981  1.8486 .94 1.46
11 33200 27731 .16010 -3689  1.0089 .00 49
v 3 9767 02517 .01453 9142  1.0392 .95 1.00
Total 12 .7667 38263 11046 .5236  1.0098 .00 1.46
Test of Homogeneity of Variances
Kerapuhan
Levene Statistic dfl df2 Sig.
4.424 3 8 .041
ANOVA
Kerapuhan
Sum of Squares df  Mean Square F Sig.
Between Groups 1.156 3 385 6776 .014
Within Groups 455 8 .057
Total 1.610 11
Keterangan:

Ho ditolak jika Fiiune (6,776) > Fupel 005 38 (4,07), berarti rata-rata

kerapuhan tablet dari keempat formula menunjukkan bahwa ada perbedaan

yang signifikan antar formula.
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Multiple Comparisons

Kerapuhan
LSD
M 0 Diz[;aellll . Std. . 95% Confidence Interval
Formula  Formula Error & Lower Upper
(I-J) Bound Bound
I 1I -47667°  .19468 .040 -.9256 -.0277
111 32667 19468 132 -.1223 1756
v -.33000 .19468 129 -7789 .1189
11 I AT667° 19468 .040 .0277 9256
I .80333" 19468 .003 3544 1.2523
v 14667 19468 473 -.3023 .5956
I I -.32667  .19468 132 -7756 1223
II -.80333" 19468 .003 -1.2523 -.3544
v -65667°  .19468 .010 -1.1056 -.2077
v I 33000  .19468 129 -.1189 7789
II -.14667 19468 473 -.5956 3023
111 65667° 19468 .010 2077 1.1056

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

Keterangan:

Hasil uji LSD dari keempat formula, diperoleh nilai sig. < o (0,05) sehingga
Ho ditolak (*), berarti rata-rata kerapuhan tablet dari keempat formula
menunjukkan bahwa ada perbedaan yang signifikan antar formula yaitu
formula I menunjukkan perbedaan yang signifikan terhadap formula II;
formula I menunjukkan perbedaan yang signifikan terhadap formula I dan
formula III; formula III menunjukkan perbedaan yang signifikan terhadap
formula II dan formula IV; dan formula IV menunjukkan perbedaan yang

signifikan terhadap formula III.
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LAMPIRAN S
HASIL UJI STATISTIK WAKTU HANCUR ODT DOMPERIDONE

Descriptives
Waktu_Hancur

95% Confidence

Std. Std.  Interval for Mean
Deviation  Error W
Bound Bound

I 3 49.8667 8.92711 5.15407 27.6905 72.0428 40.20 57.80
II 3 36.4667 2.90057 1.67465 29.2612 43.6721 33.60 39.40
1 3 73.6667 7.36569 4.25258 55.3693 91.9640 65.80 80.40
v 3 542000 10.44031 6.02771 28.2648 80.1352 42.20 61.20
Total 12 53.5500 15.47505 4.46726 43.7176 63.3824 33.60 80.40

N Mean Minimum Maximum

Test of Homogeneity of Variances

Waktu_Hancur
Levene Statistic dfl df2 Sig.
1.714 3 8 241

ANOVA

Waktu_Hancur
Sum of Squares df  Mean Square F Sig.
Between Groups 2131.530 3 710.510  11.307  .003
Within Groups 502.720 8 62.840
Total 2634.250 11
Keterangan:

Ho ditolak jika Fpiwng (11,307) > Fuper 0,05 3,8) (4,07), berarti rata-rata waktu
hancur tablet dari keempat formula menunjukkan bahwa ada perbedaan

yang signifikan antar formula.
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Multiple Comparisons
Waktu_Hancur

LSD
M o Diz[;aellll . Std. Sie. 95 ]‘iuogzrrlﬁdenceUInte;rrval
Formula  Formula (L)) Error Bound B (I)) 1I1)nd
! I 13.40000 6.47251 .072 -1.5256 28.3256
m -23.80000" 6.47251 .006 -38.7256 -8.8744
v -4.33333  6.47251 522 -19.2590 10.5923
I ! -13.40000 6.47251 .072 -28.3256 1.5256
m -37.20000° 6.47251 .000 -52.1256 -22.2744
v -17.73333"  6.47251 .025 -32.6590 -2.8077
i ! 23.80000° 6.47251 .006 8.8744 38.7256
1 37.20000° 6.47251 .000 22.2744 52.1256
v 19.46667" 6.47251 .017 4.5410 34.3923
v I

4.33333 6.47251 522 -10.5923 19.2590
17.73333"  6.47251 .025 2.8077 32.6590

-19.46667"  6.47251 .017 -34.3923 -4.5410
*. The mean difference is significant at the 0.05 level.

II
III

Keterangan:

Hasil uji LSD dari keempat formula, diperoleh nilai sig. < o (0,05) sehingga
Ho ditolak (*), berarti rata-rata waktu hancur tablet dari keempat formula
menunjukkan bahwa ada perbedaan yang signifikan antar formula yaitu
formula I menunjukkan perbedaan yang signifikan terhadap formula III;
formula II menunjukkan perbedaan yang signifikan terhadap formula III
dan formula IV; formula III menunjukkan perbedaan yang signifikan
terhadap ketiga formula yang lainnya; dan formula IV menunjukkan

perbedaan yang signifikan terhadap formula II dan formula III.
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LAMPIRAN T

HASIL UJI STATISTIK WAKTU PEMBASAHAN

ODT DOMPERIDONE

Descriptives
Waktu_Pembasahan

95% Confidence

Std. Interval for Mean .
N Mean L Std. Error Min Max
Deviation Lower Upper
Bound Bound
I 3 493300 10.14889  5.85947 24.1188 745412 40.33 60.33
I 3 52,5567  2.00241  1.15609 47.5824  57.5309 50.50 54.50
I 3 68.8367 10.26320 5.92546 43.3415 943319 60.17 80.17
IV. 3 69.0567 18.07981 10.43838 24.1439 113.9694 55.17 89.50
Total 12 59.9450 13.70632  3.95667 51.2364 68.6536 40.33  89.50
Test of Homogeneity of Variances
Waktu_Pembasahan
Levene Statistic dfl df2 Sig.
3.286 3 8 .079
ANOVA
Waktu_Pembasahan
Sum of Squares df  Mean Square F Sig.
Between Groups 988.050 3 329350 2443 139
Within Groups 1078.445 8 134.806
Total 2066495 11
Keterangan:

Ho ditolak jika Fyjung (2,443) < Fiaber 0,05 3.8) (4,07), berarti rata-rata waktu

pembasahan ODT domperidone dari keempat formula menunjukkan bahwa

tidak ada perbedaan yang signifikan antar formula.
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LAMPIRAN U

HASIL UJI STATISTIK RASIO ABSORPSI AIR

ODT DOMPERIDONE

Descriptives
Rasio_Absorpsi_Air

95% Confidence

Std. Interval for Mean .
N Mean . Std. Error Min Max
Deviation Lower Upper
Bound Bound

I 3 5577700  9.84276  5.68272 313192 80.2208 47.20 66.52

O 3 679533 10.12525 5.84581 42.8008 93.1058 58.46 78.61

I 3 665967 9.78770  5.65093 42.2827 90.9107 55.85 75.00

v 3 78.5967  3.83010 2.21131 69.0822  88.1112 7452 82.12
Total 12 67.2292 11.29807  3.26147 60.0507 74.4076 47.20 82.12

Test of Homogeneity of Variances

Rasio_Absorpsi_Air

Levene Statistic dfl df2 Sig.

.852 3 8 .504
ANOVA
Rasio_Absorpsi_Air
Sum of Squares df  Mean Square F Sig.

Between Groups 784.371 3 261.457  3.375 075
Within Groups 619.738 8 77.467
Total 1404.109 11
Keterangan:

Ho ditolak jika Fpiung (3,375) < Fupel 005 3.8) (4,07), berarti rata-rata rasio

absorpsi air ODT domperidone dari keempat formula menunjukkan bahwa

tidak ada perbedaan yang signifikan antar formula.
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LAMPIRAN V
HASIL UJI STATISTIK PERSEN OBAT TERLEPAS TABLET
DOMPERIDONE PADA T=30 MENIT

Descriptives

Persen_obat_terlepas_t30

95% Confidence

Std. Interval for Mean .
N Mean .. Std. Error Min Max
Deviation Lower Upper

Bound Bound

3 95.0267 1.79110  1.03409 90.5773  99.4760 93.39 96.94
1I 3 944867 3.73149  2.15438 85.2171 103.7562 9045 97.81
1 3 95.8733  2.16308  1.24886 90.4999 101.2467 94.30 98.34
v 3 945133  2.69419  1.55549 87.8206 101.2061 91.70 97.07
3
3
8

I

P1 96.0667  1.34482 77643 927260  99.4074 9452 96.96
P2 93.2333 51160 29537 91.9625 945042 9270 93.72
Total 18 94.8667  2.14925 50658 93.7979  95.9355 9045 98.34

Test of Homogeneity of Variances

Persen_obat_terlepas_t30

Levene .
Statistic drl di2 Sig
1.692 5 12 211
ANOVA
Persen_obat_terlepas_t30
Sum of .
Squares df Mean Square F Sig.
Between Groups 16.248 5 3.250 .626 .683
Within Groups 62.280 12 5.190
Total 78.528 17

Keterangan:

Ho ditolak jika Fyjung (0,626) < Fiaper 0,05 3.8) (4,07), berarti rata-rata % obat
terlepas pada t=30 menit ODT domperidone dari keempat formula, tablet
generik domperidone, dan ODT domperidone dengan nama dagang

menunjukkan bahwa tidak ada perbedaan yang signifikan antar formula.
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LAMPIRAN W
HASIL UJI STATISTIK PERSEN EFISIENSI DISOLUSI
TABLET DOMPERIDONE

Persen_ Efisiensi_Disolusi

Descriptives

95% Confidence

Std. Interval for Mean .
N Mean .. Std. Error Min Max
Deviation Lower Upper
Bound Bound
I 3 927733 3.30945  1.91071 84.5522 100.9945 89.30 95.89
1I 3 94.1033 2.49268 1.43915 87.9112 100.2955 9132 96.13
I 3 93.8700 .94979 54836 91.5106  96.2294 9298 94.87
v 3 94.4333 .81347 46966 924126  96.4541 9352  95.08
P1 3 91.4467 2.11588 1.22160 86.1905 96.7028 90.04 93.88
P2 3 92.7233 76827 44356  90.8149  94.6318 91.87 93.36
Total 18 93.2250  1.97619 46579 922423 942077 8930 96.13
Test of Homogeneity of Variances
Persen_ Efisiensi_Disolusi
Levene .
Statistic dfl df2 Sig.
1.692 5 12 211
ANOVA
Persen_ Efisiensi_Disolusi
Sum of .
Squares df Mean Square F Sig.
Between Groups 16.248 5 3.250 .626 .683
Within Groups 62.280 12 5.190
Total 78.528 17
Keterangan:

Ho ditolak jika Fyjung (0,626) < Fper 005 3.8) (4,07), berarti rata-rata %

efisiensi disolusi ODT domperidone dari keempat formula, tablet generik

domperidone, dan ODT domperidone dengan nama dagang menunjukkan

bahwa tidak ada perbedaan yang signifikan antar formula.
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LAMPIRAN X
UJI F KURVA BAKU DENGAN HC1 0,1 N UNTUK UJI

PENETAPAN KADAR ODT DOMPERIDONE

Rep Konsentrasi  Absorbansi . y2 Xy
_(ppm) (x) (]
2,012 0,097 4,0481 0,0094 0,1952
4,024 0,140 16,1926 0,0196 0,5634
I 6,036 0,203 36,4333 0,0412 1,2253
8,048 0,253 64,7703 0,0640 2,0361
10,06 0,313 101,2036 0,0980 3,1488
12,072 0,372 145,7332 0,1384 4,4908
> 14,084 0,426 198,3591 0,1815 5,9998
Persamaan Regresi pada replikasi 1 — y =0,0277x + 0,0347
rhitung/rmbelz 0,9993/0,754
Rep Konsentrasi  Absorbansi & ¥ xy
_(ppm) x) ]
2,012 0,090 4,0481 0,0081 0,1811
4,024 0,145 16,1926 0,0210 0,5835
I 6,036 0,195 36,4333 0,0380 1,1770
8,048 0,260 64,7703 0,0676 2,0925
10,06 0,319 101,2036 0,1018 3,2091
12,072 0,371 145,7332 0,1376 4,4787
> 14,084 0,426 198,3591 0,1815 5,9998
Persamaan Regresi pada replikasi 2 — y = 0,0283x + 0,0306
Thitung/Traber: 0,9996/0,754
Rep Konsentrasi  Absorbansi & ¥ xy
" (ppm) (¥) (y)
2,008 0,089 4,0321 0,0079 0,1787
4,016 0,139 16,1283 0,0193 0,5582
I 6,024 0,210 36,2886 0,0441 1,2650
8,032 0,264 64,5130 0,0697 2,1204
10,04 0,326 100,8016 0,1063 3,2730
12,048 0,373 145,1543 0,1391 4,4939
> 14,056 0,426 197,5711 0,1815 5,9879

Persamaan Regresi pada replikasi 3 — y = 0,0284x + 0,0306
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Residual

2 2

> x > xy >y n SS RDF
Persamaan
regresi 1 566,7402  17,65932  0,552056 7 0,001801 5
Persamaan
regresi 2 566,7402  17,77803  0,559052 7 0,001374 5
Persamaan
regresi 3 564,489 17,87722 0,567919 7 0,001752 5
Pooled
regression 21 0,004927 15
Common
regression 1697,969 53,31458 1,679027 0,005001 15
Fhitung = 0,056636
FtabelO,05(4,15) = 3,06

Fhitung

= 0,056636 < Ftabel 0,05 (4,15) = 3,06, yang berarti tidak

ada perbedaan bermakna antar replikasi pada pembuatan kurva baku untuk

uji penetapan kadar ODT domperidone.
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LAMPIRAN Y
HASIL UJI ANAVA KEKERASAN ODT DOMPERIDONE DENGAN
DESIGN EXPERT

Use your mouse to right click on individual cells for definitions.
Response 1 Kekerasan

ANOVA for selected factorial model

Analysis of variance table [Partial sum of squares - Type III]

Source Sumof . Mean pyop e Prvalue
Squares Square Prop > F

Model 0.34 3 0.11 2.94 0.0989  not significant
A-Ac-Di-Sol 0.16 1 0.16 4.29 0.0720
B- Gelatin  0.12 1 0.12 3.26 0.1086
AB 0.048 1 0.048 1.27 0.2932
Pure Error  0.30 8 0.038
Cor Total 0.64 11

The Model F-value of 2.94 implies there is a 9.89% chance that a "Model F-
Value" this large could occur due to noise.

Values of "Prob > F" less than 0.0500 indicate model terms are significant.
In this case there are no significant model terms.

Values greater than 0.1000 indicate the model terms are not significant.

If there are many insignificant model terms (not counting those required to
support hierarchy), model reduction may improve your model.

Std. Dev. 0.20 R-Squared 0.5244
Mean 2.94 Adj R-Squared 0.3461
C.V. % 6.63 Pred R-Squared -0.0701
PRESS 0.68 Adeq Precision 3.878

A negative "Pred R-Squared" implies that the overall mean is a better
predictor of your response than the current model.

"Adeq Precision" measures the signal to noise ratio. A ratio of 3.88

indicates an inadequate signal and we should not use this model to navigate
the design space.
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Coefficient Standard 95% CI 95% CI

Factor Estimate df Error Low High VIF
Intercept 2.94 1 0.056 2.81 3.07
A-Ac-Di-Sol -0.12 1 0.056 -0.25 0.013 1.00
B-Gelatin 0.10 1 0.056 -0.028 0.23 1.00
AB -0.063 1 0.056 -0.19 0.066 1.00
Final Equation in Terms of Coded Factors:

Kekerasan =
+2.94

-0.12 *A
+0.10 *B

-0.063 *A*B
Final Equation in Terms of Actual Factors:

Kekerasan =

+2.94167
-0.11667 * Ac-Di-Sol
+0.10167 * Gelatin
-0.063333 * Ac-Di-Sol * Gelatin

The Diagnostics Case Statistics Report has been moved to the Diagnostics
Node.
In the Diagnostics Node, Select Case Statistics from the View Menu.

Proceed to Diagnostic Plots (the next icon in progression). Be sure to look
at the:

1) Normal probability plot of the studentized residuals to check for
normality of residuals.

2) Studentized residuals versus predicted values to check for constant error.
3) Externally Studentized Residuals to look for outliers, i.e., influential
values.

4) Box-Cox plot for power transformations.

If all the model statistics and diagnostic plots are OK, finish up with the
Model Graphs icon.
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LAMPIRAN Z
HASIL UJI ANAVA KERAPUHAN ODT DOMPERIDONE DENGAN
DESIGN EXPERT

Use your mouse to right click on individual cells for definitions.
Response 2 Kerapuhan

ANOVA for selected factorial model

Analysis of variance table [Partial sum of squares - Type III]

Source Sumof Df Mean F p-value
Squares Square Value Prop>F

Model 1.16 3 039 6.78 0.0138 significant
A-Ac-Di-Sol 0.96 1 0.96 16.95 0.0034
B- Gelatin 0.17 1 0.17 2.96 0.1239
AB 0.024 1 0.024 0.43 0.5316
Pure Error 0.45 8 0.057
Cor Total 1.61 11

The Model F-value of 6.78 implies the model is significant. There is only
a 1.38% chance that a "Model F-Value" this large could occur due to noise.

Values of "Prob > F" less than 0.0500 indicate model terms are significant.
In this case A are significant model terms.

Values greater than 0.1000 indicate the model terms are not significant.

If there are many insignificant model terms (not counting those required to
support hierarchy),

model reduction may improve your model.

Std. Dev. 0.24 R-Squared 0.7176
Mean 0.77 Adj R-Squared 0.6117
CV. % 31.10 Pred R-Squared 0.3646
PRESS 1.02 Adeq Precision 5.836

The "Pred R-Squared" of 0.3646 is not as close to the "Adj R-Squared" of
0.6117 as one might normally expect. This may indicate a large block
effect or a possible problem with your model and/or data. Things to
consider are model reduction, response transformation, outliers, etc.
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"Adeq Precision" measures the signal to noise ratio. A ratio greater than 4
is desirable. Your ratio of 5.836 indicates an adequate signal. This model
can be used to navigate the design space.

Coefficient Standard 95% CI  95% CI

Factor Estimate df Error Low High VIF
Intercept 077 1 0.069 0.61 093
A-Ac-Di-Sol 028 1 0.069 0.12 044 1.00
B-Gelatin -0.12 1 0.069 -0.28 0.040 1.00
AB 0.045 1 0.069 -0.11  0.20 1.00
Final Equation in Terms of Coded Factors:
Kerapuhan =

+0.77

+0.28 *A

-0.12 *B

+0.045 *A*B

Final Equation in Terms of Actual Factors:

Kerapuhan =

+0.76667

+0.28333 * Ac-Di-Sol

-0.11833 * Gelatin

+0.045000 * Ac-Di-Sol * Gelatin

The Diagnostics Case Statistics Report has been moved to the Diagnostics
Node.
In the Diagnostics Node, Select Case Statistics from the View Menu.

Proceed to Diagnostic Plots (the next icon in progression). Be sure to look
at the:

1) Normal probability plot of the studentized residuals to check for
normality of residuals.

2) Studentized residuals versus predicted values to check for constant error.
3) Externally Studentized Residuals to look for outliers, i.e., influential
values.

4) Box-Cox plot for power transformations.

If all the model statistics and diagnostic plots are OK, finish up with the
Model Graphs icon.
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LAMPIRAN AA
HASIL UJI ANAVA WAKTU HANCUR ODT DOMPERIDONE
DENGAN DESIGN EXPERT

Use your mouse to right click on individual cells for definitions.
Response 3 Waktu Hancur
ANOVA for selected factorial model

Analysis of variance table [Partial sum of squares - Type III]

Source Sumof Df Mean F p-value
Squares Square Value Prop>F

Model 213153 3 71051  11.31 0.0030 significant
A-Ac-Di-Sol  810.16 1 810.16 12.89  0.0071
B- Gelatin 129376 1 1293.76 20.59  0.0019
AB 27.60 1 27.60 0.44 0.5261
Pure Error 502.72 8 62.84
Cor Total 263425 11

The Model F-value of 11.31 implies the model is significant. There is only
a 0.30% chance that a "Model F-Value" this large could occur due to noise.

Values of "Prob > F" less than 0.0500 indicate model terms are significant.
In this case A, B are significant model terms.

Values greater than 0.1000 indicate the model terms are not significant.

If there are many insignificant model terms (not counting those required to
support hierarchy),

model reduction may improve your model.

Std. Dev. 7.93 R-Squared 0.8092
Mean 53.55 Adj R-Squared 0.7376
C.V. % 14.80 Pred R-Squared 0.5706
PRESS 1131.12 Adeq Precision 8.128

The "Pred R-Squared" of 0.5706 is in reasonable agreement with the "Adj
R-Squared" of 0.7376.
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"Adeq Precision" measures the signal to noise ratio. A ratio greater than 4
is desirable. Your ratio of 8.128 indicates an adequate signal. This model
can be used to navigate the design space.

Coefficient Standard 95% CI  95% CI
Factor Estimate df Error Low High VIF
Intercept 5355 1 2.29 4827 58.83
A-Ac-Di-Sol -8.22 1 229  -1349 -2.94 1.00
B-Gelatin 1038 1 2.29 511 15.66 1.00
AB -1.52 1 2.29 -6.79  3.76 1.00
Final Equation in Terms of Coded Factors:
Waktu Hancur =
+53.55
-8.22 *A
+10.38 *B
-1.52 *A*B
Final Equation in Terms of Actual Factors:
Waktu Hancur =
+53.55000
-8.21667 * Ac-Di-Sol
+10.38333 * Gelatin
-1.51667 * Ac-Di-Sol * Gelatin

The Diagnostics Case Statistics Report has been moved to the Diagnostics
Node.
In the Diagnostics Node, Select Case Statistics from the View Menu.

Proceed to Diagnostic Plots (the next icon in progression). Be sure to look
at the:

1) Normal probability plot of the studentized residuals to check for
normality of residuals.

2) Studentized residuals versus predicted values to check for constant error.
3) Externally Studentized Residuals to look for outliers, i.e., influential
values.

4) Box-Cox plot for power transformations.

If all the model statistics and diagnostic plots are OK, finish up with the
Model Graphs icon.
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LAMPIRAN AB
HASIL UJI ANAVA WAKTU PEMBASAHAN
ODT DOMPERIDONE DENGAN DESIGN EXPERT

Use your mouse to right click on individual cells for definitions.
Response 4 Waktu Pembasahan
ANOVA for selected factorial model

Analysis of variance table [Partial sum of squares - Type III]

Source Sumof Df Mean F Value p-value
Squares Square Prop > F

Model 989.53 3 32984 245 0.1385  not significant
A-Ac-Di-Sol 8.74 1 8.74 0.065 0.8054
B- Gelatin  974.16 1 97416 7.23 0.0276
AB 6.63 1 6.63 0.049  0.8300
Pure Error 1078.06 8 134.76
Cor Total  2067.59 1

—_—

The "Model F-value" of 2.45 implies the model is not significant relative to
the noise. There is a 13.85 % chance that a "Model F-value" this large
could occur due to noise.

Values of "Prob > F" less than 0.0500 indicate model terms are significant.
In this case B are significant model terms.

Values greater than 0.1000 indicate the model terms are not significant.

If there are many insignificant model terms (not counting those required to
support hierarchy), model reduction may improve your model.

Std. Dev. 11.61 R-Squared 0.4786
Mean 59.94 Adj R-Squared 0.2831
CV. % 19.37 Pred R-Squared -0.1732
PRESS 2425.64 Adeq Precision 2.943

A negative "Pred R-Squared" implies that the overall mean is a better
predictor of your response than the current model.

"Adeq Precision" measures the signal to noise ratio. A ratio of 2.94
indicates an inadequate signal and we should not use this model to navigate
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the design space.

Coefficient Standard 95% CI 95% CI
Factor Estimate df Error Low High VIF
Intercept 59.94 3.35 52.21 67.66

1
A-Ac-Di-Sol 085 1 3.35 -6.87 8.58 1.00
B-Gelatin 9.01 1 3.35 1.28 16.74 1.00
AB 074 1 3.35 -8.47 6.98 1.00

Final Equation in Terms of Coded Factors:
Waktu Pembasahan =

+59.94

+0.85 *A

+9.01 *B

-0.74 *A*B

Final Equation in Terms of Actual Factors:
Waktu Pembasahan =

+59.93667

+0.85333 * Ac-Di-Sol

+9.01000 * Gelatin

-0.74333 * Ac-Di-Sol * Gelatin

The Diagnostics Case Statistics Report has been moved to the Diagnostics

Node.
In the Diagnostics Node, Select Case Statistics from the View Menu.

Proceed to Diagnostic Plots (the next icon in progression). Be sure to look

at the:

1) Normal probability plot of the studentized residuals to check for
normality of residuals.

2) Studentized residuals versus predicted values to check for constant error.
3) Externally Studentized Residuals to look for outliers, i.e., influential
values.

4) Box-Cox plot for power transformations.

If all the model statistics and diagnostic plots are OK, finish up with the
Model Graphs icon.
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LAMPIRAN AC
HASIL UJI ANAVA RASIO ABSORPSI AIR ODT DOMPERIDONE
DENGAN DESIGN EXPERT

Use your mouse to right click on individual cells for definitions.
Response 5 Rasio Absorpsi Air
ANOVA for selected factorial model

Analysis of variance table [Partial sum of squares - Type III]

Source  Sumof Df Mean F p-value
Squares Square Value Prop>F
Model 784.37 3 26146 3.38 0.0750  not significant
A-Ac-Di-Sol 438.63 1 438.63 5.66 0.0446
B- Gelatin  345.72 1 34572 4.46 0.0676
AB 0.025 1 0.025 3.254E- 0.9860
004

Pure Error  619.74 8 7747
Cor Total ~ 1404.11 11

The Model F-value of 3.38 implies there is a 7.50% chance that a "Model F-
Value" this large could occur due to noise.

Values of "Prob > F" less than 0.0500 indicate model terms are significant.
In this case A are significant model terms.

Values greater than 0.1000 indicate the model terms are not significant.

If there are many insignificant model terms (not counting those required to
support hierarchy), model reduction may improve your model.

Std. Dev. 8.80 R-Squared 0.5586
Mean 67.23 Adj R-Squared 0.3931
C.V. % 13.09 Pred R-Squared 0.0069
PRESS 1394.41 Adeq Precision 4.492

The "Pred R-Squared" of 0.0069 is not as close to the "Adj R-Squared" of
0.3931 as one might normally expect. This may indicate a large block
effect or a possible problem with your model and/or data. Things to
consider are model reduction, response transformation, outliers, etc.
"Adeq Precision" measures the signal to noise ratio. A ratio greater than 4
is desirable. Your ratio of 4.492 indicates an adequate signal. This model
can be used to navigate the design space.
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Coefficient Standard 95% CI 95% CI

Factor Estimate df  Error Low High VIF
Intercept 6723 1 2.54 61.37 73.09
A-Ac-Di-Sol 6.05 1 2.54 0.19 11.90 1.00
B-Gelatin 537 1 2.54 -0.49 11.23 1.00
AB -0.046 1 2.54 -5.90 5.81 1.00

Final Equation in Terms of Coded Factors:
Rasio Absorbsi Air =

+67.23

+6.05 *A

+5.37 *B

-0.046 *A*B

Final Equation in Terms of Actual Factors:
Rasio Absorbsi Air =

+67.22917

+6.04583 * Ac-Di-Sol
+5.36750 * Gelatin

-0.045833 * Ac-Di-Sol * Gelatin

The Diagnostics Case Statistics Report has been moved to the Diagnostics
Node. In the Diagnostics Node, Select Case Statistics from the View Menu.

Proceed to Diagnostic Plots (the next icon in progression). Be sure to look
at the:

1) Normal probability plot of the studentized residuals to check for
normality of residuals.

2) Studentized residuals versus predicted values to check for constant error.
3) Externally Studentized Residuals to look for outliers, i.e., influential
values.

4) Box-Cox plot for power transformations.

If all the model statistics and diagnostic plots are OK, finish up with the
Model Graphs icon.
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LAMPIRAN AD
HASIL UJI ANAVA %ED ODT DOMPERIDONE DENGAN
DESIGN EXPERT

Use your mouse to right click on individual cells for definitions.
Response 6 % Efisiensi Disolusi
ANOVA for selected factorial model

Analysis of variance table [Partial sum of squares - Type III]

Source Sum of Mean F p-value
Squares Square Value Prop>F

Model 4.66 3 1.55 0.33 0.8031 not significant
A-Ac-Di-Sol 2.69 1 2.69 0.57 0.4703
B-Gelatin 1.53 1 1.53 0.33 0.5837
AB 0.44 1 044 0.094  0.7668
Pure Error  37.46 8 4.68
Cor Total 42.12 11

The "Model F-value" of 0.33 implies the model is not significant relative to
the noise. There is a 80.31 % chance that a "Model F-value" this large
could occur due to noise.

Values of "Prob > F" less than 0.0500 indicate model terms are significant.
In this case there are no significant model terms.

Values greater than 0.1000 indicate the model terms are not significant.

If there are many insignificant model terms (not counting those required to
support hierarchy), model reduction may improve your model.

Std. Dev. 2.16 R-Squared 0.1106
Mean 93.80 Adj R-Squared -0.2230
C.V. % 2.31 Pred R-Squared  -1.0013
PRESS 84.28 Adeq Precision 1.329

A negative "Pred R-Squared" implies that the overall mean is a better
predictor of your response than the current model.

"Adeq Precision" measures the signal to noise ratio. A ratio of 1.33
indicates an inadequate signal and we should not use this model to navigate
the design space.
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Coefficient Standard 95% CI 95% CI

Factor Estimate df Error Low High VIF
Intercept 93.80 1 0.62 9235 95.24
A-Ac-Di-Sol 047 1 0.62 -0.97 1.91 1.00
B-Gelatin 036 1 0.62 -1.08 1.80 1.00
AB -0.19 1 0.62 -1.63 1.25 1.00
Final Equation in Terms of Coded Factors:

%ED =

+93.80

+0.47 *A

+0.36 *B

-0.19 *A*B

Final Equation in Terms of Actual Factors:
%ED =

+93.79500

+0.47333 * Ac-Di-Sol

+0.35667 * Gelatin

-0.19167 * Ac-Di-Sol * Gelatin

The Diagnostics Case Statistics Report has been moved to the Diagnostics
Node.
In the Diagnostics Node, Select Case Statistics from the View Menu.

Proceed to Diagnostic Plots (the next icon in progression). Be sure to look
at the:

1) Normal probability plot of the studentized residuals to check for
normality of residuals.

2) Studentized residuals versus predicted values to check for constant error.
3) Externally Studentized Residuals to look for outliers, i.e., influential
values.

4) Box-Cox plot for power transformations.

If all the model statistics and diagnostic plots are OK, finish up with the
Model Graphs icon.
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LAMPIRAN AE
HASIL UJI STATISTIK HASIL PERCOBAAN DAN
HASIL TEORITIS PADA UJI KEKERASAN ODT DOMPERIDONE

Paired Samples Statistics

Mean N  Std. Deviation Std. Error

Mean
Pair 1 Kekerasan_Percobaan  2.941650 4 1930567 .0965284
Kekerasan_Teoritis 2.940000 4 1944874 .0972437

Paired Samples Correlations
N Correlation Sig.
Pair 1 Kekerasan_Percobaan & 4 1.000 .000
Kekerasan=Teoritis
Paired Samples Test
Paired Differences
95% Confidence
Std. Interval of the

Std.  Error Difference Sig. (2-

Mean Dev. Mean Lower Upper t df tailed)

Pair Kekerasan .00165 .00433 .00216 -.005241 .00854 .762 3 .502
1 _Percobaan -

Kekerasan

_Teoritis

Hipotesa Pengujian :
Ho diterima jika Thiwng (0,762) < T o005 (3) (3,182), berarti hasil percobaan

dan hasil teoritis pada uji kekerasan tidak berbeda bermakna.
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LAMPIRAN AF
HASIL UJI STATISTIK HASIL PERCOBAAN DAN
HASIL TEORITIS PADA UJI KERAPUHAN ODT DOMPERIDONE

Paired Samples Statistics

Mean N  Std. Deviation Std. Error
Mean
Pair 1 Kerapuhan_Percobaan 764650 4 .3575700 1787850
Kerapuhan_Teoritis 770000 4 3555747 1777873
Paired Samples Correlations
N Correlation Sig.
Pair 1 Kerapuhan_Percobaan & 4 1.000 .000
Kerapuhan_Teoritis
Paired Samples Test
Paired Differences
95% Confidence Sig.
Std. Interval of the 2-
Std.  Error __Difference d tailed

Mean Dev. Mean Lower Upper t f )
Pair Kerapuhan  -.00535 .00404 .00202 -.011781 .00108 -2.64 3  .077
1 _Percobaan -
Kerapuhan
_Teoritis

Hipotesa Pengujian :
Ho diterima jika Thiwng (-2,64) < T (025 3 (3,182), berarti hasil percobaan

dan hasil teoritis pada uji kerapuhan tidak berbeda bermakna.
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LAMPIRAN AG

HASIL UJI STATISTIK HASIL PERCOBAAN DAN HASIL
TEORITIS PADA UJI WAKTU HANCUR ODT DOMPERIDONE

Paired Samples Statistics

Mean N Std. Deviation Std. Error
Mean
Pair  Waktu_Hancur_Percobaan 53.550025 4 15.3894981 7.6947491
1 Waktu_Hancur_Teoritis ~ 53.550000 4 157973711  7.8986855
Paired Samples Correlations
N Correlation Sig.
Pair 1 Waktu_Hancur_Percobaan & 4 1.000 .000
Waktu_Hancur_Teoritis
Paired Samples Test
Paired Differences
95% Confidence
Std. Interval of the
Std.  Error Difference Sig. (2-
Mean Dev. Mean Lower Upper t df tailed)

Pair Waktu_Hancur .000025 .5158 .2579 -.820735 .820785 .000 3 1.000

1 _Percobaan -
Waktu_Hancur
_Teoritis

Hipotesa Pengujian :

Ho diterima jika Thiyng (0,000) < T (05 3 (3,182), berarti hasil percobaan

dan hasil teoritis pada uji waktu hancur tidak berbeda bermakna.
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LAMPIRAN AH
HASIL UJI STATISTIK HASIL PERCOBAAN DAN
HASIL TEORITIS PADA UJI WAKTU PEMBASAHAN
ODT DOMPERIDONE

Paired Samples Statistics

Std. Std. Error
Deviation Mean

Pair Waktu_Pembasahan_Percobaan 59.944450 4  10.4756275 5.2378138
1 Waktu_Pembasahan_Teoritis 59.940000 4  10.4849225 5.2424613

Mean N

Paired Samples Correlations
N Correlation Sig.

Pair 1 Waktu_Pembasahan_Percobaan 4 1.000 .000
& Waktu_Pembasahan_Teoritis

Paired Samples Test
Paired Differences

95% Confidence Sig.
Std. Interval of the -
Std. Error Difference d tailed

Mean Dev. Mean Lower Upper t f )
Pair Waktu_Pem .00445 .02079 .01040 -.028639 .03754 428 3 .698
1 basahan_Per
cobaan -
Waktu_Pem
basahan_Teo
ritis

Hipotesa Pengujian :
Ho diterima jika Thiyng (0,428) < T (025 3 (3,182), berarti hasil percobaan

dan hasil teoritis pada uji waktu pembasahan tidak berbeda bermakna.
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LAMPIRAN AI
HASIL UJI STATISTIK HASIL PERCOBAAN DAN
HASIL TEORITIS PADA UJI RASIO ABSORPSI AIR
ODT DOMPERIDONE

Paired Samples Statistics

Std. Std. Error
Deviation Mean

Pair Rasio_Absorpsi_Air_Percobaan 67.230175 4 9.3360600 4.6680300
1 Rasio_Absorpsi_Air_Teoritis ~ 67.230000 4 9.3324249  4.6662125

Mean N

Paired Samples Correlations
N Correlation Sig.

Pair 1 Rasio_Absorpsi_Air_Percobaan 4 1.000 .000
& Rasio_Absorpsi_Air_Teoritis

Paired Samples Test
Paired Differences

95% Confidence Sig.
Std. Interval of the -
Std. Error Difference d tailed

Mean Dev. Mean Lower Upper t f )
Pair Rasio_Absorps .00017 .00713 .00356 -.011167 .01152 .049 3  .964
1 i_Air_Percoba
an -
Rasio_Absorps
i_Air_Teoritis

Hipotesa Pengujian :
Ho diterima jika Thiyng (0,049) < T (025 3 (3,182), berarti hasil percobaan

dan hasil teoritis pada uji rasio absorpsi air tidak berbeda bermakna.
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LAMPIRAN AJ
HASIL UJI STATISTIK HASIL PERCOBAAN DAN
HASIL TEORITIS %ED ODT DOMPERIDONE

Paired Samples Statistics

Std. Std. Error
Mean N Deviation Mean
Pair ED_Percobaan 93.794300 4 7191960 3595980
1 ED_Teoritis 93.800000 4 7179601 .3589800
Paired Samples Correlations
N Correlation Sig.
Pair 1 ED_Percobaan & ED_Teoritis 4 1.000 .000
Paired Samples Test
Paired Differences
95%
Confidence
Std. Interval of the Sig.
Std.  Error Difference (2-

Mean Dev. Mean Lower Upper t df tailed)

Pair ED_Percobaan 0056996 .00614 .003071 -.01547 .00407 -1.856 3 .16
ED_Teoritis

Hipotesa Pengujian :
Ho diterima jika Thiyng (-1,856) < T 025 3y (3,182), berarti hasil percobaan

dan hasil teoritis pada uji rasio absorpsi air tidak berbeda bermakna.

177



LAMPIRAN AK
HASIL UJI STATISTIK STABILITAS WAKTU HANCUR
ODT DOMPERIDONE

Paired Samples Statistics

Std. Std. Error
Mean N Deviation Mean
Pair I  Waktu_Hancur_Awal 53.5525 4 15.38945 7.69473
Waktu_Hancur_Stabilitas 44.7833 4 13.92992 6.96496
Paired Samples Correlations
N Correlation Sig.
Pair1  Waktu_Hancur_Awal & 4 .993 .007

Waktu_Hancur_Stabilitas

Paired Samples Test
Paired Differences
95% Confidence

Std. Interval of the
Std.  Error Difference Sig. (2-

Mean Dev. Mean Lower Upper t df tailed)

Pair Waktu_Hancur 8.7692 2.2799 1.1399 5.1414 12.3969 7.693 3  .005
1 _Awal -

‘Waktu_Hancur

_Stabilitas

Hipotesa Pengujian :
Ho ditolak jika Thiwng (7,693) > T o025 3y (3,182), berarti hasil stabilitas
waktu hancur sebelum dan setelah penyimpanan selama 1 bulan berbeda

bermakna.
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LAMPIRAN AL
HASIL UJI STATISTIK STABILITAS WAKTU PEMBASAHAN
ODT DOMPERIDONE

Paired Samples Statistics

Std. Std. Error
Mean N Deviation Mean
Pair 1 Waktu_Pembasahan_Awal 59.9450 4 10.47605 5.23803

Waktu_Pembasahan_Stabilitas 594172 4 10.40410 5.20205

Paired Samples Correlations

N Correlation Sig.
Pair 1 Waktu_Pembasahan_Awal & 4 1.000 .000
Waktu_Pembasahan_Stabilitas
Paired Samples Test
Paired Differences
95%
Confidence
Std. Interval of the Sig.
Std.  Error Difference 2-

Mean Dev. Mean Lower Upper t df tailed)

Pair Waktu_Pembasa .52778 28061 .14030 .08127 .97429 3.762 3 .033
1 han_Awal -

Waktu_Pembasa

han_Stabilitas

Hipotesa Pengujian :
Ho ditolak jika Thiwng (3,762) < T 025 3 (3,182), berarti hasil stabilitas
waktu pembasahan sebelum dan setelah penyimpanan selama 1 bulan

berbeda bermakna.
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