LAMPIRAN A
HASIL UJIMUTU FISIK GRANUL

Mutu fisik Formula Tablet Bukoadhesif
yang diuji Batch Atenolol Persyaratan
FI FII FIII F IV
I 325 3,02 3,03 3,24
Kelembaban 1I 3,14 3,24 3,65 3,35
(Kadar air) 11 307 321 324 3,42 3-5%
(Persen) X 3,15 3,16 331 3,34 (Voigt, 1995)
SD 0,09 012 032 0,09
| 2,24 2,37 2,42 2,37 Kurang dari
Waktu 1l 2,56 246 233 2,24 2,5 detik
alir 111 2,14 1,96 225 2,17
(detik) X 231 226 233 2,26
SD 022 027 0,09 0,1
I 3221 3724 3523 3645
Sudut 1 32,46 37,53 3566 36,14 30 —40
diam 111 33,15 36,84 34,62 35,64 Dapat
(derajat) X 3259 3720 3517 36,08 mengalir
’ ’ ’ ’ (Lachman et
SD 050 034 0,52 0,40 al., 1989)
I 20 19,33 19,74 18,78
Indeks 1 20,12 19,54 19,24 19,25 18-21=
kompresi- 11 20,78 19,62 18,68 18,72 Dapat
bilitas X 20,3 19,49 1922 18,91 mengalir
(persen) SD 042 014 053 0020  (Wells, 1993)

Contoh perhitungan sudut diam :

Formula I :

W persegi panjang = 4,81 gram
W lingkaran = 0,44 gram
Luas persegi panjang =29,6x21,1

= 624,56 cm’
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0,44
Luas lingkaran = X 624,56 =57,13
4,831
L =nr’
5 £
r _ =
i
E7.13
omw
= 4,26 cm
3 2,7
tga == = = 0,63
T 4,26
a = 3221

Contoh perhitungan indeks kompresibilitas :

Formula I :
Berat gelas ukur = 102,23 gram (W)
Berat gelas ukur + granul = 123,24 gram (W,)
Vo =65mL
A\ =52mL
(W5 -W,) (123,24—102,23}
Bj nyata = = =
Vy 65
0,3232
. Wy —Ww,)

Bj mampat = =

Vi
(123,24—102,23}

=0,4040
52
1 B nyata
% Kompresibilitas = [1 — —] = 100% =
B mampat
0,3232
— 0s —

|: l},4l}4l}] =100 + 20 %
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HASIL UJI PERCOBAAN
WAKTU ALIR GRANUL

Replikasi Berat Granul Waktu Persyaratan
(gram) (detik)

| 101,25 9,8 Kurang dari 10 detik
I 100,42 9,6 (Lachman et al., 1989)
111 100,36 9,5

| 25,45 2,4 Kurang dari 2,5 detik
I 25,12 2,2
111 26,22 2,3

Berdasarkan percobaan diatas, dilakukan uji T-test dengan hasil sebagai

Group Statistics
Std. Std. Error
Hubungan N | Mean | Deviation Mean
Waktu 25 gram granul 3| 2.3000 .10000 .05774
100 gram 3| 2.4100]  .03606|  .02082
granul
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LAMPIRAN B

HASIL UJI KESERAGAMAN KANDUNGAN TABLET
BUKOADHESIF ATENOLOL

Hasil Uji Keseragaman Kandungan Tablet Bukoadhesif Formula I

Batch 1
Absorbansi C sampel W sampel C teoritis Kadar (%)
0,154 29,30 154,3 30,88 94,90
0,157 30 153,7 30,76 97,51
0,153 29,07 152,3 30,48 95,39
0,155 29,54 153 30,62 96,45
0,156 29,77 148,6 29,74 100,08
0,154 29,30 149,8 29,98 97,75
0,158 30,23 159 31,82 94,99
0,152 28,84 150,9 30,20 95,51
0,15 28,38 148,3 29,68 95,63
0,149 28,15 149,6 29,94 94,03
X 96,22
SD 1,78
KV 1,85

Contoh Perhitungan :

Absorbansi = 0,154 — y = 0,0268 + 4,34 . 10°X

Konsentrasi sampel = 29,30 ppm

Konsentrasi teoritis = 30,88 ppm

Konsentrasi sampel .30
% Kadar = x 100 % = - x 100 %

Konsaentrasi teoritis

=94,90%
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Hasil Uji Keseragaman Kandungan Tablet Bukoadhesif Formula 11

Batch 1
Absorbansi C sampel W sampel C teoritis Kadar (%)

0,152 28,84 152,3 30,48 94,63
0,151 28,61 149,8 29,98 95,44
0,159 30,46 154,7 30,96 98,37
0,155 29,54 154,2 30,86 95,70
0,153 29,07 149,2 29,86 97,37
0,15 28,38 150,5 30,12 94,23
0,157 30 150,2 30,06 99,79
0,153 29,07 154,2 30,86 94,21
0,155 29,54 152 30,42 97,09
0,154 29,30 153,1 30,64 95,64
% 96,25

SD 1,85

KV 1,92

Hasil Uji Keseragaman Kandungan Tablet Bukoadhesif Formula III

Batch 1
Absorbansi  C sampel W sampel C teoritis Kadar (%)

0,154 29,30 152 30,42 96,33
0,152 28,84 153,6 30,74 93,83
0,156 29,77 149 29,82 99,82
0,155 29,54 149,7 29,96 98,58
0,153 29,07 150,3 30,08 96,65
0,155 29,54 152,3 30,48 96,90
0,158 30,23 1543 30,88 97,88
0,157 30 155 31,02 96,69
0,154 29,30 151,2 30,26 96,84
0,151 28,61 150,2 30,06 95,19
X 96,87

SD 1,66

KV 1,71
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Hasil Uji Keseragaman Kandungan Tablet Bukoadhesif Formula IV

Batch 1
Absorbansi C sampel W sampel C teoritis Kadar (%)

0,156 29,77 151 30,22 98,49
0,154 29,30 152,6 30,54 95,95
0,151 28,61 150,4 30,10 95,06
0,154 29,30 150,7 30,11 97,16
0,15 28,38 151,1 30,24 93,86
0,152 28,84 150 30,02 96,08
0,153 29,07 152,1 30,44 95,51
0,155 29,54 152,6 30,54 96,71

0,147 27,69 150,4 30,10 92
0,154 29,30 151,5 30,32 96,65
X 95,75

SD 1,81
KV 1,89

Hasil Uji Keseragaman Kandungan Tablet Bukoadhesif Formula I

Batch 2
Absorbansi  C sampel W sampel C teoritis Kadar (%)

0,152 28,84 154,2 30,86 93,46
0,156 29,77 152 30,42 97,85
0,154 29,30 153 30,62 95,70
0,155 29,54 152,7 30,56 96,64
0,152 28,84 150 30,02 96,08
0,153 29,07 153,1 30,64 94,89
0,149 28,15 149 29,82 94,41
0,156 29,77 150,8 30,18 98,62
0,153 29,07 152,4 30,50 95,32
0,156 29,77 151 30,22 98,49
X 96,15

SD 1,74

KV 1,80
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Hasil Uji Keseragaman Kandungan Tablet Bukoadhesif Formula 11

Batch 2
Absorbansi C sampel W sampel C teoritis Kadar (%)

0,153 29,0 156,3 31,28 92,94
0,15 28,38 151,6 30,34 93,55
0,154 29,30 149,3 29,88 98,07
0,155 29,54 152,8 30,58 96,58
0,152 28,84 149.4 29,90 96,47
0,151 28,61 153,2 30,66 93,32
0,157 30 152 30,42 98,60
0,154 29,30 158 31,62 92,67
0,155 29,54 151,1 30,24 97,67
0,152 28,84 153,4 30,70 93,95
X 95,38

SD 2,31

KV 2,43

Hasil Uji Keseragaman Kandungan Tablet Bukoadhesif Formula III

Batch 2
Absorbansi C sampel W sampel C teoritis Kadar (%)

0,152 28,84 151 30,22 95,44
0,154 29,309 152,4 30,50 96,08
0,154 29,30 155,9 31,20 93,92
0,153 29,07 154,8 30,98 93,85
0,157 30 153,8 30,78 97,45
0,152 28,84 152 30,42 94,82
0,151 28,61 150 30,02 95,31
0,159 30,46 153,1 30,64 99,40
0,156 29,77 151,2 30,26 98,36
0,154 29,30 150 30,02 97,62
X 96,22

SD 1,9

KV 1,93
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Hasil Uji Keseragaman Kandungan Tablet Bukoadhesif Formula IV Batch 2

Absorbansi  C sampel W sampel C teoritis  Kadar (%)

0,155 29,54 152,2 30,46 96,96
0,154 29,30 153,2 30,66 95,58
0,157 30 152 30,42 98,60
0,158 30,23 154,2 30,86 97,94
0,157 30 150 30,02 99,92
0,155 29,54 152,7 30,56 96,64
0,156 29,77 149 29,82 99,82
0,159 30,46 152,1 30,44 100,05
0,152 28,84 151 30,22 95,44
0,155 29,54 152,8 30,58 96,58
X 97,75

SD 1,77

KV 1,81

Hasil Uji Keseragaman Kandungan Tablet Bukoadhesif Formula I Batch 3

Absorbansi  C sampel W sampel C teoritis  Kadar (%)

0,155 29,540 149,9 29,5 100,13
0,153 29,07 150.9 29,10 99,90
0,156 29,77 153,1 30,13 98,80
0,151 28,61 152,4 28,28 101,19
0,156 29,77 150,9 29,69 100,24
0,147 27,69 152 27,55 100,52
0,151 28,61 152,4 28,39 100,77
0,159 30,46 151 30,81 98,84
0,158 30,23 154,8 30,50 99,10
0,157 30 153,6 30,60 98,03
% 99,75
SD 1,02
KV 1
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Hasil Uji Keseragaman Kandungan Tablet Bukoadhesif Formula II Batch 3

Absorbansi  C sampel W sampel C teoritis Kadar (%)

0,156 29,77 153,2 30,62 97,21
0,155 29,54 151 29,99 98,49
0,152 28,84 152 29,22 98,71
0,15 28,38 152,7 29,14 97,39
0,154 29,30 149,8 29,22 100,29
0,151 28,61 150,9 28,51 100,35
0,152 28,84 152,5 29,38 98,18
0,165 31,84 153,4 32,09 99,20
0,164 31,61 152,1 31,40 100,65
0,158 30,23 150 29,93 100,99
X 99,35

SD 1,36

KV 1,37

Hasil Uji Keseragaman Kandungan Tablet Bukoadhesif Formula III Batch 3

Absorbansi C sampel W sampel C teoritis Kadar (%)

0,156 29,77 149.8 29,69 100,26
0,152 28,84 150 29,73 97,03
0,154 29,30 151,2 29,96 97,80
0,156 29,77 153,6 30,44 97,78
0,157 30 150,2 29,76 100,77
0,154 29,30 152,6 30,24 96,90
0,156 29,77 150 29,73 100,13
0,157 30 151 29,92 100,24
0,155 29,54 152,5 30,22 97,73
0,158 30,23 151,8 30,08 100,48
X 98,91

SD 1,58

KV 1,59
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Hasil Uji Keseragaman Kandungan Tablet Bukoadhesif Formula IV Batch 3

Absorbansi  C sampel W sampel C teoritis  Kadar (%)

0,156 29,77 153,2 30,14 98,74
0,157 30 152,5 30,01 99,96
0,154 29,30 150 29,52 99,28
0,153 29,07 152 29,91 97,21
0,156 29,77 153,4 30,18 98,61
0,158 30,23 152,8 30,07 100,53
0,156 29,77 154,2 30,34 98,10
0,157 30 153 30,11 99,63
0,155 29,54 150 29,52 100,06
0,154 29,30 151,5 29,81 98,30
X 99,04

SD 1,03

KV 1,04
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LAMPIRAN D

HASIL UJI KEKERASAN TABLET BUKOADHESIF

ATENOLOL
Batch 1
Kekerasan Tablet Atenolol (kp)

No. Formula I Formulall Formulalll FormulalV
1 5,6 5,2 6,2 5,3
2 5,2 5,6 6,8 5,4
3 5,3 5,8 6,2 5,5
4 5,4 5,8 6,4 5,4
5 5,2 5,2 6,4 5,5
6 5,6 5,4 6,6 5,6
7 5,8 4.8 6,6 5,7
8 4.4 5,3 6,7 5,3
9 4.8 4,1 5,8 6,2
10 5,5 4,6 5,4 6,4

X +SD 5,28+ 0,41 5,18+ 0,54 6,13+0,43 5,63 + 0,37

Batch 2
Kekerasan Tablet Atenolol (kp)

No. Formula I FormulaIl Formula IIl Formula IV
1 6,2 5,4 6,6 5,3
2 6,4 6,5 6,7 5,5
3 6,4 6,3 6,6 5,6
4 6,6 6,2 6,5 5,7
5 6,7 6,4 6,3 6,1
6 6,8 6,4 6,2 6,3
7 6,5 6,6 6,2 6,4
8 6,5 5,6 7,4 6,5
9 7,2 5,6 7,2 6,3
10 7,3 6,2 7,3 6,3

¥ +SD 6,66 + 0,35 6,12+ 0,42 6,7+ 0,44 6+0,43
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Batch 3

Kekerasan Tablet Atenolol (kp)

Z
e

Formula I Formula Il Formula Il Formula IV

O 003N N K W~

5,6 4,7 53 5,8
5,4 4,8 5,4 5,9
54 4,3 5,6 53
53 4,2 5,7 5,7
5,2 4,8 5,6 5,4
5,5 5,2 5,2 5,9
5,6 5,6 4,4 4,6
54 5,4 4,5 4,6
4,3 5,7 4,8 5,8
4,6 53 5,8 53

5,23+ 0,43 540,52 5234050 543+0,49
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LAMPIRAN E
HASIL UJI KERAPUHAN TABLET BUKOADHESIF

ATENOLOL
Formula Replikasi  Berat Berat  Kerapuhan X+
awal akhir (%) SD
(gram) _ (gram)
1 3,13 3,11 0,63
1 2 3,15 3,13 0,63 0,73 +
3 3,18 3,15 0,94 0,18
1 3,12 3,09 0,96
I 2 3,18 3,16 0,63 0,75 +
3 3,06 3,04 0,65 0,19
1 3,09 3,07 0,65
11 2 3.8 3,73 0,53 0,63 +
3 3,15 3,13 0,63 0,06
1 3,08 3,06 0,65
vV 2 3,14 3,12 0,64 0,65 +
3 3,07 3,05 0,65 0,01
Contoh perhitungan :

berat awal —berat ak hir
% kerapuhan = x 100%

berat awal

_3,13-3,11
3,13

=0,63%

x 100%
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LAMPIRAN H

HASIL UJI PH PERMUKAAN TABLET BUKOADHESIF
ATENOLOL

Formula Replikasi pH
permukaan

6,5
6,5

63 6,4+0,11

6,6
6.5 6,5+ 0,05

6,6

II

6,3
6,3 6,3£0,05

6,2

III

6,2
6,3 6,23 + 0,05

6,2

v

W N =W N =W N =W N -
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LAMPIRAN 1
HASIL UJI F KURVA BAKU DALAM METANOL

Replikasi 1

Konsentrasi Absorbansi x> y Xy
15,48 0,098 239,6304 0,0096 1,5170
23,22 0,112 539,1684 0,0125 2,6006
30,96 0,142 958,5216 0,0202 4,3963
38,7 0,186 1497,6900  0,0346 7,1982
46,44 0,219 2156,6736 00,0480 10,1704

5391,6840  0,1249 25,8826

Replikasi 2
Konsentrasi Absorbansi X y2 Xy
15,3 0,089 234,0900 0,0079 1,3617
22,95 0,13 526,7025 0,0169 2,9835
30,6 0,161 936,3600 0,0259 4,9266
38,25 0,196 1463,0625 0,0384 7,4970
45,9 0,222 2106,8100 0,0493 10,1898

5267,0250  0,1384 26,9586

Replikasi 3
Konsentrasi Absorbansi ' y Xy

15,48 0,087 239,6304  0,0076 1,3468
23,22 0,113 539,1684  0,0128 2,6239
30,96 0,139 958,5216  0,0193 4,3034
38,7 0,179 1497,6900  0,0320 6,9273
46,44 0,214 2156,6736  0,0458 9,9382

5391,6840 0,1175 25,1395
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Replikasi yx* Yy > xy N Residual ss RDF
1 5391,6840 0,1249 25,8826 5 0,00062 3

2 5267,0250 0,1384 26,9586 5 0,00046 3

3 5391,6840 0,1175 25,1395 5 0,00028 3
0,00136 9

16050,3930  0,3808 77,9807 0,00194 11

Contoh Perhitungan :
Contoh Perhitungan :
$S1 = Xy - [(Zxy))’ /2 x]

0,00062

SSc = Zy-[(Exye)* / Zx]

0,1249 — (25,8826"/ 5391,6840)

= 0,3808 — (77,9807% 16050,3930)

=0,0019
SSp = Ssil + Ssi2 + Ssi3

0,00136

0,00062+ 0,00046+ 0,00028

Fhiune = (SS¢ — SSp/k-1)/(SSp/Df)

= (0,0019 - 0,0014/3-1) / ( 0,0014/ 9)

=1,92

Fhing = 1,92 < Fiaber0,05 219) = 4,26
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LAMPIRAN J

HASIL UJI F KURVA BAKU DALAM LARUTAN
DAPAR FOSFAT ISOTONIS pH 6,8

Replikasi 1

2 2

Konsentrasi  Absorbansi X y Xy
5,04 0,045 25,4016 0,0020 0,2268
30,24 0,167 914,4576 0,0279 5,0501
50,4 0,255 2540,1600  0,0650 12,8520
80,64 0,335 6502,8096  0,1122 27,0144
100,8 0,513 10160,6400  0,2632 51,7104

20143,4688  0,4703 96,8537

Replikasi 2
Konsentrasi  Absorbansi x> y Xy
5,1 0,057 26,0100 0,0032 0,2907
30,6 0,192 936,3600 0,0369 5,8752
51 0,284 2601,0000  0,0807 14,4840
81,6 0,474 6658,5600  0,2247 38,6784
102 0,515 10404,0000  0,2652 52,5300
206259300  0,6107 111,8583

Replikasi 3

2 2

konsentrasi  Absorbansi X y Xy
5,1 0,068 26,0100 0,0046 0,3468
30,6 0,177 936,3600 0,0313 5,4162
51 0,268 2601,0000  0,0718 13,6680
81,6 0,373 6658,5600  0,1391 30,4368
102 0,511 10404,0000 0,2611 52,1220
20625,9300  0,5080 101,9898

107



Replikasi yx* Yy > Xy N Residual ss RDF
1 20143,4688 0,4703 96,8537 5 0,0046 3

2 20625,9300 0,6107 111,8583 5 0,0040 3

3 20625,9300 0,5080 101,9898 5 0,0037 3
0,0124 9

61395,3288 11,5890 310,7018 0,0167 11

Fhing = 1,55 < Fiaber 0,05 219y = 4,26

108



LAMPIRAN K

HASIL UJI AKURASI DAN PRESISI TABLET BUKOADHESIF
ATENOLOL DALAM METANOL

Replikasi % Abs C C %
(ppm)  Teoritis Perolehan
(ppm) Kembali
1 80 0,131 24,01 24,1 99,64 X =9964
2 80 0,130 23,78 24,1 98,69 SD =0,96
3 80 0,132 24,24 24,09 100,6 KV= 0,96
1 100 0,159 30,46 30,32 100,5 X =9967
2 100 0,158 30,23 30,31 99,74 SD =0,82
3 100 0,157 30 30,36 98,82 KV =0,82
1 120 0,184 36,22 36,58 99,03 X =9903
2 120 0,183 35,99 36,57 98,43 SD = 0,59
3 120 0,185 36,45 36,59 99,63 KV=0,59
Contoh perhitungan :
Absorbansi = 0,131 — y=0,0268 + 4,34 . 10°X
Konsentrasi = 24,01 ppm
Konsentrasi teoritis = 24,1 ppm
. Konsentrasi
% Perolehan Kembali = x 100 %

24,01

= x 100 % = 99,64
2411

il
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LAMPIRAN L

HASIL UJI AKURASI DAN PRESISI TABLET BUKOADHESIF
ATENOLOL DALAM LARUTAN DAPAR FOSFAT ISOTONIS

pH 6,8
Replikasi  Abs C C Teoritis %
(ppm) (ppm) Perolehan
Kembali
1 0,086 10,12 10,10 100,19 X = 100,27
2 0,086 10,12 10,16 99,60 SD =0,72
3 0,087 10,35 10,24 101,04 KV =0,72
1 0,260 49,65 50,50 98,32 X =9931
2 0,265 50,79 50,80 99,98 SD =10,87
3 0,266 51,02 51,20 99,64 KV =0,88
1 0,487 101,23 101 100,22 X = 100,01
2 0,491 102,14 101,60 100,53 SD = 0,64
3 0,489 101,68 102,40 99,30 KV= 0,64
Contoh perhitungan :
Absorbansi = 0,086 — y=0,0414 + 4.4 . 10°X
Konsentrasi =10,12 ppm
Konsentrasi teoritis =10,10 ppm
. Konsentrasi
% Perolehan Kembali = x 100 %

Konsaentrasi teoritis

= 10,12/ 10,10 x 100 % =100,19 %
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LAMPIRAN O
ANALISA DESAIN FAKTORIAL pH PERMUKAAN

Response 1 pH permukaan
ANOVA for selected factorial model
Analysis of variance table [Partial sum of squares - Type III]

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

Model 0.25 3 0.082 16.44  0.0009  significant
A-Carbopol 0.21 1 0,21 42.67  0.0002
940
B-HPMC 3.333E-003 1 3.333E-003  0.67 0.4379
K4M
AB 0.030 1 0.030 6.00 0.0400
Pure Error  0.040 8 5.000E-003
Cor Total 0.29 11

The Model F-value of 16.44 implies the model is significant. There is only
a 0.09% 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, AB 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.
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Final Equation in Terms of Coded Factors:

pH permukaan =

+6.37

-0.13 *A
+0.017 *B
-0.050 *A*B
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LAMPIRAN P
ANALISA DESAIN FAKTORIAL INDEKS PENGEMBANGAN

Response 2 Indeks Pengembangan
ANOVA for selected factorial model
Analysis of variance table [Partial sum of squares - Type I1I]

Source Sumof  Df Mean F p-value
Squares Square Value Prob>F
Model 2855.55 3 951.85  6785.60 <0.0001 significant

A-Carbopol 1476.30 1 1476.30  10524.33 < 0.0001
940
B-HPMC K4M  455.59 1 455.59 3247.86 < 0.0001
AB 923.66 1 923.66 6584.61 <0.0001
Pure Error 1.12 8 0.14
Cor Total 2856.67 11

The Model F-value of 6785.60 implies the model is significant. There is
only a 0.01% 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, AB 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.
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Final Equation in Terms of Coded Factors:

indeks pengembangan =

+135.01

-11.09 *A
+6.16 *B
-8.77 *A*B
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ANALISA DESAIN FAKTORIAL LAMA MEREKAT

LAMPIRAN Q

Response 3 Lama Perekatan
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 Prob>F
Model 2.25 3 0.75 6.366E+007 < 0.0001  Significant
A-Carbopol  0.75 1 0.75 6.366E+007 < 0.0001
940
B-HPMC 0.75 1 0.75 6.366E+007 < 0.0001
K4M
AB 0.75 1 0.75 6.366E+007 < 0.0001
Pure Error 0.000 8 0.000
Cor Total 2.25 11

The Model F-value of 63660000.00 implies the model is significant. There

is only a 0.01% 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, AB 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.
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Final Equation in Terms of Coded Factors:

lama merekat =

+5.75

+0.25 *A
-0.25 *B
+0.25 *A*B
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LAMPIRAN R

ANALISA DESAIN FAKTORIAL PELEPASAN ATENOLOL
SECARA In vitro

Response 4 Pelepasan In-vitro
ANOVA for selected factorial model
Analysis of variance table [Partial sum of squares - Type I1I]

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

Model 4212659 3 1404220 1388.70 <0.0001 Significant
A- 30295.62 1 30295.62 2996.07 <0.0001
Carbopol
940
B-HPMC  4993.31 1 4993.31 493.81 <0.0001
K4M
AB 6837.66 1 6837.66 67621 <0.0001

Pure Error  80.89 8 10.11
Cor Total 4220748 11

The Model F-value of 1388.70 implies the model is significant. There is
only a 0.01% 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, AB 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.
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Final Equation in Terms of Coded Factors:

uji disolusi secara in vitro =

+678.67

-50.25 *A
+20.40 *B
-23.87 *A*B
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LAMPIRAN T
SERTIFIKAT ANALISIS BAHAN
ATENOLOL

calao
Certificate of Analysis

CAS N0, 10122687 - HS NI 2924295090

[ Proct ATENOLOL

Hrtch N AM20111067 Vil dhove
| Qruamrity SOKG _ { ap, 4 !

i 1 S S 1

T Sparingly sobuble i w
Solubily slghely sobsble in meihylene chlovide
Tdensification A B, I
) Melting Peint 152°C ta 155°C

ol
__l__. Confum v |

[RARNTRESE R

deneificaticn

d) By UV 1LISTO0 20 i Conforme
e d) TLC weomply ik __ Codfoem v _
Appamance of olution | 10t awi salution in water should be clear & |
ot moae insemely coloured than dedee ol the Conform

ramge of reterence sokilions of the most
appeopriate ol
+0

037 gmiml

Ay badividunl impurity: NTM 0.23%
Total impurity WMT 05%
021 gmiml
=}

e
GLOBAL
CHEMINDO
MEGATRADING
reliable partmer In raw material business

PAGE 1 1 OF I
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SERTIFIKAT ANALISIS BAHAN
KARBOPOL 940

i .
| Lubrizol R —
| p— CERTIFICATE OF ANALYSIS i
| {
| LUMREEOE ADYASCTD MATIRIALS Afia o 53 1T
10§ 1 O AT . MARROUR BT ! | ' 1
| WANCILAL W | thewes Aget 29,3011 | #3003 N ]
TeL A 15Cr 1 Cersificate Recipiras I
PTLAUTAN LUAS TR
K% TUBLN RAYA KO.TT
e} Jjﬁ(ma muustu BLALEN
; ARTA 1141
L2 Sades Ovaer Now: 1365555 ABOREEIA
Cuntomer PO No: 75841
" - o
oo —
o P poser Ayl 25,2011 | Maseriat:
Dativery Paiut: CARROPOLE G40 POLYMER. FOX
| JAKARTA G 1KBCT

Bawh Ma:

KK 1MECMY

Affe. Dase: March 13,2001
Becmmmended Rescse: March 12, 2010

T

1 “isntristarchemical.com
b Junghit Magan Uzara C4 - 24 Suraags
Teip 031 - 8708071 Far 8219777

€ marsctorintics Peuduct Specificutk
———
[Y — Typical Mavimum  Rowl
— 1 e e et —t
HROOEILD VT, o rsoon
R VI L AT A o 40000 SO0 LR |
RCORFEELL Vi oF Wi WG i
| N e 5000 e
| CLARTTY, S TRASGATT AN - s w
1irts 0% DAYRG % 10
| M A CILAS GG B e PP RS Pass

Wihere actual valars for Laus 1 Dy {0eson 10 foad, 0 7% firaskfickd Viacusity (Omeer20 lossi. | 0% Brookfield Viscaity
i Soest ol Moy Whrsals (ecer 00 Jeaad ave ot given, Lubaioud Advanced Magerials, Irc. cortifin.(hat mach batcr oy

P_Wmmqnmnmmwﬂmm. Becuss these charaaiesistics are sessed it a |
1 et om Pre £ e Conti [ Ambysis

| l

| geanantes it he b amalyadonl rinults are Tn Fampirmity with e '4
grerd upms speciieatiens i

| et e Lusketzd Qhasdity Assiuraace

127



SERTIFIKAT ANALIS
MANITOL

BAHAN

18 Aug 2011 18:21 (+01l00) GMT Pages 1 of 3

I:ARMI_ SRL-DIV AMIDI DERIV, SPECIALITA
'g 'r i via CEREETAR, |

MO ROV
45018 CARNTELMASSA

1e00maz " Fax cotsmiaisTseNs ¢

Certificate of Analysis/Conformity

Custamar A . .
Agdress : i ¥
fao.:
Product : C*PharmMannidex 16700 Velumae (kg) : 11000.0
Product descriplien : Mannitel Order number . 1TA55400
Lol numier ; D50651563 Packing deseription : TOO25 MT002S
Mumber of unils ; a0 Shipment dele : -aug-2011
| =~ Production dats : 18 JUL 2011

[ : i - - 45035 € faty - Tel: +39 Banso
’mm%mwmem Vis Corester 1 nsc lalmassa (RO) ety D425 50

Ml!&.
Paramatar Uit Ranult i Mo
Tol. amrobic microbial count PR Ewur. ig 3 1000
Tol. combined yessla/moulds count Ph.Eur i3 100
E. eall Ph.Bur. ig absant absent nbsent
Saimonsila Ph.Eur. 110g mhuent absant absant
idenlificalion C Ph.Eur. IR pass lest pass lest pas les
|Appearance of solution Ph_ B, pass leal pazE test Ba tasl
.  Ph Eur, wShem s 200
F . ar. % <0z0 030
o= = sutstances PrEur. on d.b. % pase st 53 losl pass Leal
Fstaled subslances, disregerd fimil Ph.E £ 0.08 008
Reialec substances, lolsl Ph.Bur. on d.b L 0,984 2.00
Retaled subsiances, unspecified Pn.Eur, L “0.08 010
Impurily, isomall Ph.Ewr. on d.b. *® 0.3 200
impurily, maitiiol PrEur, on d.b. * <0.06 2.00
Impunly, sorbiol Ph.Eur. on d b, *» 681 2.00
WWales PhBur, L 0.13 050
Maninitol, nssmy PhEur, on o5, % 8.1 8.0 102.0
Tol. nerobic microbisl count Ph.Eur, ig i 1 . 1000
Tol. eombined yeasis/moulds count Ph.Eur 3 100
E. coll Fh.Bur, fg atnEnt abmenl atment
Salmaneita Ph.Eur. 110g ahsent absent absant
Lead P Eur ppm <0.5 0.5
PRM -1 1
Page 113 Date . 10-wug-2
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SERTIFIKAT ANALISIS BAHAN
LAKTOSA

Kerry Bio ience
139 Simi ghmay K20 '
o, NY 1941
-

T 80N 34130 !
» | Far 80T 3045020

Today's Dew: 21672012

Vendor Produst Gede: 5X00183
et CET L SRR SATN e —
Ly Lot No: 1348 | 1T' '

mmu Code: 5X00183 |
Bustvin Fivduet Besc piiune LAacTOOE MO P UMM

Customer PO: 2011/ /POAG0
Shipment Date: 22012
Shipment Guantily: T60 BAGS
Sales Order No: 7437456

Comment: MEETS ALL muu\lmwn OF THE LUPRENT USPINE. ALL WIHEY AND CAUDE
LACT VE PROVIDED DOOUMENYIT‘ON THAT CALF
| s NO'I’ USED IN THE PRODUCTION OF THEIRIPRODUCTS
THIE LOT COMPLIES WITH THE CURRENT ICH
RES| VENTS. NO ORGANIC BOLVENTS MI USED DU
=
HERREACTURING, ANOCESS, "SUATANTEED 1O "“"&"E%h’.‘*“’" i
LIRED IN THE DRONICTINN A= rua

| PSR LTI F L BB
WORD Db AT The m.-wunu.. .umnu LULATION

3 VISUAL EXAM COLGRLESS COLORLESS
APPEARANCE OF SOLN ©  EP REQUIREMENTS PASE PASS

m Customer PO; 50111 PO/IN0

Page 1of2 |
|

L 1 i

- T - UM B AT
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LAMPIRAN U

TABEL UJIR
Fabwed
| Taratsigat T T TariSignt | Taral Signil
| 1% % | 1% 1w
0697 (0998 (27 |0381 (0487 |88 0288 | 0348
D.FS 09N |28 (0374 | 0478 |ED 0254 | 0330
$ |DA6TE | 0050 (29 |07 (047D |&5 0244 0317
[ ]

§ |08 00T |30 Io3; o482 |TO 0235 | 0308
T 1075|0878 |21 0355 .04% |78 |oxT |02
8 |0707T 0834 132 |09 | 0449 |80 2220 | 0288
8 |GGBA DTeA (30 D4 0442 |85 0.1y | b
0 0632 0788 |3 |03 |04 w0 0207 [ozm
104802 | 0735 (3 [0284 [0430 (85 | 0202 | 0262
12 (0578 0708 138 |03 |0424 | 100 | 0105 ' 0258
13 (0553 (0884 |97 (0325 0418 |125 | 0478 9230
14 10532 10687 |38 0320 o413 |150 |0.158 0210
15 (051 [oser fas 0316 {0408 |175 |0148 | 0404
18 10437 (0623 |40 |02 0408 |200 [01% |0181
17 (0482 0606 |41 0304 | 0268 |300 |03 |0948
18 | 0458 | 0590 |42 | 0304 | D263 |400 | 0,008 | 0128
19| 0456 | 0575 |43 0301 | 0384 (600 [o008 (0118
20 0444 0581 |44 | 0267 (0384 (800 | 008D | 0,105
I 1042 054 |45 |02 | 0M0 |00 | 0074 | 0087
22 | 0423 | 0537 (45 (020 QAT |80 |0070 :00m
25 | 0413 10528 (47 (208 (0372 |600 | 0085 0,088
24 | 0404|0515 |48 0284 0388 | 1000 | 00E2 | 0,081

0308 | 0505 1do | 0281 0,364

0.388 | 0498 |50 | 0,270 !n,am
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