LAMPIRAN A
HASIL UJI MUTU FISIK GRANUL

Pesuii Replikasi Formula
egujian 1 > 3 n

Kadar air (%) 1 4,25 3,54 4,12 3,21
11 3,10 3,20 4,32 3,55
Rata-rata 3,68 3,37 4,22 3,38
SD 0,81 0,24 0,14 0,24

Sudut diam I 32,54 - 32,8 31,58 30,94

(derajat) 11 33,50 33,42 31,47 31,02
Rata-rata = 33,02 33,11 31,53 - 30,98
SD 0,68 0,44 0,08 0,06

Indeks I 12 15 11 15

kompersibilitas II 10 13 9 15

(%)

Rata-rata indeks 10 14 10 15

komprebilitas

SD 1,41 1,41 mdl & Q
I

Bobot jenis nyata II 0,36 ~ 0,32 0,38 0,47

0,37 0,33 0,39 0,49
Bobot jenis I
mampat II 0,39 0,39 042 0,57
0,41 043 0,46 0,59
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LAMPIRAN B
HASIL UJI KERAPUHAN TABLET LEPAS LAMBAT IBUPROFEN

Berat Berat X
Formula Replikasi awal akhir ~ Kerapuhan Rata SD KV

15,7865 15,7781 0,0084

I 2 15,7651 15,7524 0,0127 0,011 0,003 28,32
1 15,9128 15,8973 0,0155

I Z 15,9982 15,9876 0,0106 0,0137 0,003 26,55
1 16,3188 16,2941 0,0247

1T 2 16,4527 . 16,4436 0,091 0,058 0,047 81,04
1 15,4404 15,4256 0,0148

v 2 15,3210 = 15,3119 0,0910 0,053 0,054 101,85




LAMPIRAN C
HASIL UJI KEKERASAN TABLET LEPAS LAMBAT IBUPROFEN

REPLIKASI I

No Kekerasan tablet formula
I 11 Jil} v
1 14,4 16,4 14,5 17,7
% 14,1 16,2 13,9 17,3
3 13,5 16,9 14,3 17,2
4 14,3 16,3 14,8 17,0
5 14,5 16,0 14,5 17,0
6 13,8 16,1 14,6 17,0
7 13,9 16,3 14,7 17,5
3 14,5 16,2 14,8 17,6
9 14,8 16,1 14,6 17,2
10 14,7 16,1 13,9 17,5
Xrata 14,25 16,26 14,6 17,3
SD 0,42 0,25 0,33 0,26
%KV 2,93 1,54 2,26 5
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REPLIKASI IT

No Kekerasan tablet formula

1 11 111 10Y%

1 14,1 18,2 14,6 19,0

D) 14,5 19,4 14,7 18,1

3 13,2 18,8 14,8 18,0

4 14,7 18,7 14,6 18,5

3 14,5 18,9 13,9 18,9
6 13,8 19,3 13,9 18,9
7 13,5 19,0 14,3 19,8
8 14,5 18,9 14,8 18,9

9 14,8 19.4 14,5 19,2
10 14,6 18,9 14,6 18,3
Xrata 14,22 18,95 14,47 18,76
SD 0,55 0,36 0,33 0,55
%KV 3,85 1,9 2,28 2,93
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LAMPIRAN D
HASIL PENETAPAN KADAR TABLET LEPAS LAMBAT IBIPROFEN

Formula Replikasi Absorbansi = C sampel C Kadar Rata- SD KV
(ug/ ml) teoritis (percent) = rata

1 1 0,7165 399,12 400,01 99,78 99,88 0,14 0,14
2 0,7180 399,93 400,00 - 99,98

2 1 0,7173 399,55 400,7 99,71 99,83 0,16 0,16
2 0,7160 398,85 400,3 99,94

3 1 0,7163 399,01 400,05 -~ 99,74 99,70 0,06 0,06
2 0,7158 398,74 400,1 99,66

4 1 0,7149 398,25 400,00 99,56 99,59 0,04 0,04
2 0,7159 398,79 400,3 99,62
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LAMPIRAN E
CONTOH PERHITUNGAN

Contoh perhitungan sudut diam :

Formula 1:
W persegi panjang =4,74 gram
W lingkaran = 1,37 gram
Luas persegi panjang = PiBSEx 27,9
= 588,85 cm
Luas lingkaran = 1,37/ 4,74.x 599,85 = 173,37
A =y
r2= Afw
=173,37/ 3,14 =55,52
r =7,43 cm
tga = t/r=4,61/7,43 = 0,6205
o =3,18°

Contoh perhitungan indeks kompresibilitas :
V1= 100ml

V2=90ml

Indeks kompresibilitas = (1-V2/V1)x100% = 10%

Contoh perhitungan akurasi dan presisi :

Absorbansi = 0,4221 - y="Y=-0,019+1,8431073X

C sampel =239,39 ppm

C teoritis =240,1 ppm

9 perolehan kembali = Csampel/Cteoritis x100%
=1239,39/240,1 x100%
=99,70%

Untuk menghitung % KV = SD/X [;taraa X 100%

=(0,853/98,695)X100%
=0,864%
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Contoh perhitungan AUC pada disolusi :

Rumus = (Wt,#Wt,.1)/2 X (ty-t,.1)

Formula 1

Wt,= 109,6413

Wt,.1= 97,1411

t,= 60 menit

th-1= 30 menit

AUC =(109,6413+97,1411)/2 x(60:30)
=3101,74

Contoh perhitungan % ED ;3 :
Luas m = 360x rata-rata penetapan kadar x dosis
=360 x 99,88% x 400
=143827,2
% ED 360= (3, AUC/ luasm) x100%
=(38223,98/ 143827,2) x 100%
=26,58%

Contoh perhitungan % obat terlarut :

Formula 1

PK =99,78%

% obat terlarut= ( Wt/(PK/100 x dosis))x 100%
= (66,9648/(99,78%X400))X100%
=16,78%

Contoh perhitungan konversi dari bentuk tingkat menjadi bentuk
sesungguhnya :
Misal : tingkat perbandingan konsentrasi HPMC K4M : xanthan gum =
level tinggi 4 ; dan tingkat rendah 1
X =X’-rata-rata 2 tingkat/(0,5x perbedaan level)

1 =X’-((4+1)/2)/0,5x (4-1)
X =4
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LAMPIRAN F
HASIL UJI DISOLUSI TABLET LEPAS LAMBAT IBUPROFEN

FORMULA I
(menit) sampel (mg) (mg.menit)
(ug/ml)
I 30 0,1180 74,4053 66,9648 1004,47
60 0,1270 79,2882 71,3594 2074,86
90 0,1366 84,4967 . 76,0470  2211,10
120 0,1541 93,9912 84,5921  2409,59
180 0,2042 121,1726° 109,0553 5809,42
240 0,2129 125,8928 113,3035 6670,76
300 0,2784 161,4294 - 145,2867  7757,71
360 0,3855 219,5358 197,5822 10286,07
>=38223,98
2 30 0,2035 120,7928 108,7135 1630,70
60 0,2260 133,0000 119,7000° 3426,20
90 0,2452 1434169 129,0752 3731,63
120 0,2640 153,6167 138,2550  4009,95
180 0,2902 167,8314  151,0483  8679,10
240 0,3086 177,8142 160,0328 933243
300 0,3397 194,6873 ' 175,2186 10057,54
360 0,3798 216,4433  194,7990 11100,53
>'=51968,09
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LAMPIRAN G
HASIL UJI DISOLUSI TABLET LEPAS LAMBAT IBUPROFEN

FORMULA II
Replikasi t Absorbansi  C sampel Wt AUC
(menit) (ng/ml) (mg) (mg.menit)
| 30 0,2117 125,2417 112,7175 1690,76
60 0,2490 145,4786 130,9307 3654,72
90 0,2617 152,3688 = 137,1319 4020,94
120 0,2817 163,2198 146,8978 4260,45
180 0,3229 185,5726° 167,0153  9417,39
240 0,3490 199,7330 179,7597 10403,25
300 0,3560 203,5308  183,1777 10888,12
360 0,3922 223,1709' 200,8538 11520,95
>=55856,58
2 30 0,2639 153,5625 138,2063 - 2073,09
60 0,3196 183,7822  165,4040  4554,15
90 0,3741 213,3508 192,0157 5361,30
120 0,3907 222,3570  200,1213  5882,06
180 0,4208 238,6876 214,8188 12448,20
240 0,4535 256,4288  230,7859 13368,14
300 0,5045 284,0985  255,6887 14594,24
360 0,5298 297,8249 268,0424 15711,93
>=73993,11




LAMPIRAN H
HASIL UJI DISOLUSI TABLET LEPAS LAMBAT IBUPROFEN

FORMULA III
Replikasi t Absorbansi  C sampel Wt AUC
(menit) (ng/ml) (mg) (mg.menit)
| 30 0,1798 107,9346 97,1411 1457,12
60 0,2054 121,8237 109,6413 3101,74
90 0,2172 128,2257 . 115,4031 3375,67
120 0,2402 140,7042 126,6338 3630,55
180 0,2808 162,7315 146,4584 - 8192,77
240 0,3165 182,1003 163,8903 9310,46
300 0,3427 196,3149 176,6834 10217,21
360 0,4820 271,8913 244,7022 .12641,57
$=51927,08
2 30 0,2997 172,9856 . 155,6870 - 2335,31
60 0,3067 176,7834  159,1051 4721,88
90 0,3158 181,7205 163,5485 4839,80
120 0,3227 185,4641 166,9177  4956,99
180 0,3313 190,1299 171,1169 10141,04
240 0,4404 249,3215  224,3894 11865,19
300 0,4775 269,4498 242,5048 14006,83
360 0,4937 278,2391 250,4152 14787,60
>=67654,64




LAMPIRAN I

HASIL UJI DISOLUSI TABLET LEPAS LAMBAT IBUPROFEN

FORMULA IV
Replikasi t Absorbansi  C sampel Wt AUC
(menit) (ng/ml) (mg) (mg.menit)
| 30 0,5371 301,7854 271,6069 4074,10
60 0,5654 317,1394 285,4255  8355,49
90 0,5773 323,5957  291,2361  8649,92
120 0,5880 329,4009 296,4608 8815,45
180 0,6044 338,2987 . 304,4688 18027,89
240 0,6140 343,5070 309,1563  18408,75
300 0,6221 347,9017 ~313,1115  18668,03
360 0,6332 353,9239 ' 318,5315 .18949,29
>=103948,93
2 30 0,6421 358,7526 322,8773 4843,16
60 0,6602 368,5726  331,7153  9818,89
90 0,6996 389,9488 350,9539 10240,04
120 0,7124 396,8934 357,2041 10622,37
180 0,7303 406,6049 365,9444 21694,46
240 0,7335 408,3411 367,5070 22003,54
300 0,7559 420,4940. 378,4446  22378,55
360 0,7593 422,3387 380,1048 22756,48
>=124357,48




LAMPIRAN J
UJI F KURVA BAKU PENETAPAN KADAR
Uji Kesamaan Regresi ibuprofen

REPLIKASI 1

KONSENTRASI ABSORBANSI X? Y? XY

52,45 0,083 2751,003  0,006889 4,35335
104,9 0,172 11004,01  0,029584 18,0428
209,8 0,377 44016,04 0,142129 79,0946
314,7 0,540 99036,09 02916 169,938
419,6 0,747 176064,2 - 0,558009 3134412
524,5 0,968 2751003 0,937024 507,716
629.4 1,136 3961444 1290496  714,9984

2 2 2;
1004116 3,255731+  1807,584
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REPLIKASI 2

KONSENTRASI ABSORBANSI X? Y? XY
53,2 0,172 2830,24 0,029584 9,1504
106,4 0,282 11320,96 0,079524 30,0048
212.,8 0.431 45283,84 0,185761 91,7168
319,2 0,627 101888.,6 0,393129 200,1384
425.6 0,825 181135.4 0,680625 351,12
532,0 1,033 283024,0 1,067089 549,556
638.4 1,225 407554,6 1,500625 782,04
Y 1033038 ¥ 3936337 - Y 2013,726
REPLIKASI 3
KONSENTRASI _ ABSORBANSI X? Y’ XY
51,5 0,082 2652,25 0,006724 4,223
103,0 0,179 10609 0,032041 18,437
206,0 0,352 42436 0,123904 72,512
309,0 0,497 95481 0,247009 153,573
412,0 0,671 169744 0,450241 276,452
515,0 0,871 265225 0,758641 448,565
618,0 1,101 381924 1,212201 680,418
> 968071,3 Y 2,830761 Y 1654,18
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LAMPIRAN K

HASIL KEKERASAN TABLET LEPAS LAMBAT IBIPROFEN

SUMMARY
Groups Count Sum  Average Variance
Column 1 2 28,47 14,235 0,00045
Column 2 2 35,21 17,605 3,61805
Column 3 2 29,07 14,535 0,00845
Column 4 % 36,06 18,03 1,0658
ANOVA
Source of Variation SS df MS F P-value
Between Groups 23,83474 3 7,944913°  6,772074  0,047863
Within Groups 4,69275 4 1,173188
Total 28,52749 7

Karena F hitung = 6,772 > F tabel (s 34) = 6,59 ; maka H,di tolak dan ada

perbedaan bermakna
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Descriptives

95% Confidence Interval for Mean

Std.
Mean | Deviation | Std. Error Lower Bound Upper Bound Minimum | Maximum
a 2/1.5000 70711 .50000 -4.8531 7.8531 1.00 2.00
b 2| 3.5000 70711 .50000 -2.8531 9.8531 3.00 4.00
c 2|5.5000 70711 .50000 -.8531 11.8531 5.00 6.00
d 2|7.5000 70711 .50000 1.1469 13.8531 7.00 8.00
Total 8(4.5000] 2.44949 .86603 2.4522 6.5478 1.00 8.00
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Kekerasan

Tukey HSD
(1) (W) Mean 95% Confidence Interval
Formula Formula] Difference (I-J) | Std. Error Sig. Lower Bound Upper Bound
a B -2.00000 70711 146 -4.8785 .8785
C -4.00000 70711 .016 -6.8785 -1.1215
D -6.00000° 70711 .004 -8.8785 -3.1215
b A 2.00000 70711 146 -.8785 4.8785
C -2.00000 70711 146 -4.8785 .8785
D -4.00000° 70711 .016 -6.8785 -1.1215
c A 4.00000 70711 .016 1.1215 6.8785
B 2.00000 70711 146 -.8785 4.8785
D -2.00000 70711 146 -4.8785 .8785
d A 6.00000 70711 .004 3.1215 8.8785
b 4.00000 70711 .016 1.1215 6.8785
c 2.00000 70711 146 -.8785 4.8785

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

Kekerasan

Subset for alpha = 0.05

Formula 1 2 3

a 2 1.5000

b 2 3.5000 3.5000

c 2 5.5000 5.5000
d 2 7.5000
Sig. 146 .146 146

Means for groups in homogeneous subsets are displayed.
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LAMPIRAN L

HASIL UJI KERAPUHAN TABLET LEPAS LAMBAT IBUPROFEN

Anova: Single Factor

SUMMARY
Groups Count Sum Average Variance

Column 1 2 0,0967  0,04835 0,002542
Column 2 P 0,0261 0,01305 1,2E-05
Column 3 2 0,1157 = 0,05785 0,002198
Column 4 2 0,1058 0,0529 0,002903
ANOVA

Source of

Variation SS Df MS F P-value
Between Groups ~ 0,002488 3..0,000829  0,433413 0,74095
Within Groups 0,007655 4 0,001914
Total 0,010143 7

Karena F hitung = 0,433 < F tabel ( os5347y = 6,59; maka H, diterima dan

tidak ada perbedaan bermakna

antar formula
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LAMPIRAN M

HASIL PENETAPAN KADAR TABLET LEPAS LAMBAT

Anova: Single Factor

IBIPROFEN

Data statistik PK

SUMMARY
Groups Count Sum Average  Variance

Column 1 2 198,3 99,15 1,28
Column 2 2 WOMLT 98,585 3,78125
Column 3 2% 197,47 98,735 0,66125
Column 4 2 197,98 98,99 0,5408
ANOVA

Source of

Variation SS df MS r P-value Fcrit
Between
Groups 0,3843 3 0,1281 0,08181 0,966456  6,591382
Within
Groups 6,2633 4 1,565825
Total 6,06476 7

Karena F hitung = 0,08 < F tabel (5 3.4y = 6,59; maka H, diterima dan tidak
ada perbedaan bermakna antar formula
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LAMPIRAN N
HASIL UJI STATISTIK % DE 349

ANOVA
Disolusi
Sum of Mean
Squares df Square F Sig.
Between Groups 40.000 3 13.333| 26.667| .004
Within Groups 2.000 4 .500
Total 42.000 7

Karena F hitung =26,667 > F tabel (53 4) = 6,59 ;:maka Hydi tolak dan ada
perbedaan bermakna antar formula

90



Multiple Comparisons

disolusi

Tukey HSD

(1) Mean Difference (I- 95% Confidence Interval

farmula (J) farmula J) Std. Error Sig. Lower Bound | Upper Bound

a b -2.00000 70711 146 -4.8785 .8785
c -4.00000 70711 .016 -6.8785 -1.1215
d -6.00000° 70711 .004 -8.8785 -3.1215

b a 2.00000 70711 146 -.8785 4.8785
c -2.00000 70711 146 -4.8785 .8785
d -4.00000° 70711 .016 -6.8785 -1.1215

c a 4.00000° 70711 .016 1.1215 6.8785
b 2.00000 70711 146 -.8785 4.8785
d -2.00000 70711 146 -4.8785 .8785

d a 6.00000° 70711 .004 3.1215 8.8785
b 4.00000° 70711 .016 1.1215 6.8785
c 2.00000 70711 146 -.8785 4.8785

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

Tukey HSD?

formul Subset for alpha = 0.05

a 1 2 3

A 2 1.5000

B 2| 3.5000| 3.5000

c 2 5.5000[  5.5000
L 2 7.5000
Sig. 146 146 146

Means for groups in homogeneous subsets are

displayed.

a. Uses Harmonic Mean Sample Size = 2,000.
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LAMPIRAN O
SERTIFIKAT ANALISIS IBU PROFEN

' Shasun Chemicals And Drugs Ltd.

IBUPROFEN BP/Ph.Eur. (SN Grade)
CERTIFICATE OF ANALYSIS

Nature of Packing + Sea Worthy Fibre Drum Analytical Repont No. : FPIBUO607674
Sample Taken By + S Sivakumar Batch Number : IBUDGO7674
Date of Manufacture @ July 2006 Date of Analysis 1 25-07-2006
Expiry Date + June 2011 Date of Report 1 25-07-2006
Baich Volume(Qty) ¢ 3000 Kg. Manufactured By 2 Shasun Chemicals
g And Drugs Limited, Pondicherry.
S.N TESTS RESULTS LIMITS 0
1. | Appearance ‘White crystalline powder ‘White, crystalline powder or colourless
crystals
2. | Solubility Complies soluble in acctone, in methanol
. and in methylene chloride. Dissolves in
dilute solutions of alkali hydroxides and
carbonates. Practically insoluble in water
3. | Clarity and colour of solution Complies 10 % wiv solution (5g in 50 mL of the
1 solution) in methanol should be clear and
: _colourless
4. | Identification
a]By IR Conforms The IR spectrum of sample should be
concordant with the spectrum of
Ibuprofen RS
b]By UV 124 The ratio of absorbance at the max.at 264
nm io that at 258 nm is 1.20to 1.30
103 The ratio of absorbance at the max at
: 3 272 nim to that at 258 nm is 1.00 10 1.10
¢] By TLC Complies Principal spot should be similar in
position, colour’ and size compared to
fen RS
d]Melting point 76.1°C 75.0°C 10 78.0 °C
5. ical rotation 0.00° -0.05°t0 +0.05*
6. Heavy metals LT 10 PPM NMT 10 PPM
. 7. | Related substances (by HPLC)
] 2-(4-Isobutyryl Phenyl) 006 % (Area %) NMT020 % (Area %)
ic Acid (Impurity )
b] 2-{4-Butyl phenyl)propancic acid Not Detected NMT 0.30 % (w/w)
(Impurity B)
¢]4-Isobutylacetophenone Not Detected NMT 0.30 % (Arca %)
(Impurity E} 2
d] Any unidentified impurity 004 % (Arca %) NMT0.10 % (Area %)
€] Total impurities 0.14 % (Area %) . | NMT0.50 % (Area %)
{Apant from impurity B)
8. Sulphated ash 0.04 % (wiw) i NMT 0.10 % (wiw)
9. | Loss on drying 0.10 % (wiw) NMT 0.50 % _(wiw)
1G. | Assay (dry basis) o < 99.8 % (whw) - 3 98.5 % -101.0 % (whv) -
Page 172

Shasun Road, Periyakalapet, Pondicherry - 605 014. India
Ph : 91-413-2655202, 2655156, 2655157, 2655441, 2655442
2655827, 2655828, 2655829, 2655830
Fax : 091 - 413 - 2655154, e-mail : shapondy @ md4.vsnl.netin
shapdy @ shasun.com
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LAMPIRAN P
Sertifikat Analisis Laktosa

o DMV INTERNATIONAL

Certificate of analvsis

lssue date Page 2/2
18.02.2005

Purchases order

002879/PH/01578

Delivery item

80270238 000020

Order item

231054 000020

Total Quantity Item

16.000 KG
Lot: 10209286 Quantity: 16.000 KG
Manufacture date: 01.2005 Expiry date: 12.2007
SPECIFICATION

Characteristic Unit Lower Upper Value

Limit Limit
Particle size (PSD) % <250 um & 99,0 100,0 100,0
Standard plate count cfu/g (1] 100 <10
Yeasts and Moulds cfu/g o 10 <10
Entercbacteriaceae cfu/g ] i o
E. coli in 10 g negative
Salmonella in 100g negative

J. Hexrmans
QA Manager

(This is an electronic document)

© Copyright: DMV INTERNATIONAL GmbH
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LAMPIRAN Q
Sertifikat Avisel PH 101

2did R 290 [ 1o, /x/ o
: |
i sz PHAR M 'nlE Excwmrr
¥ 400 e j
».a.--m-;
VIVAPUR® 1y5¢ 101, \
Microcrystatiine Callulose NF, Ph, Eur JP
GERTIFICATE OF ANALYSIS
Batoh No.: 6810104630
Re-avaluation date: July 2014 g Site: 1, Y

Manufacturing date: July 2010

mﬂ&l\
Appaarance White or llnmi whlu fmn 0f granular powder:
Sahubifty Praciicaly Inscluble In watar, Roetona, lnhydmus ethanol and wiusne, diute |
s and sodium » soluti: 0p/L) ]
d Reference

tandards pechicatic
Bulk Senslly T:a8 - 0.1 g/mL 0Zag/ i
Prrticio sizs > 250 jum (80 mesh) mex, 1% <%
(retained on air jet gleva) > 75 um mesh)  max, so % 2s5%
» 32q0m ua mesh) mih. 30% - 59%
Particie size distribution  d1D: 15-30um.  20um Te2oF (M
(Leser diffractian) [ : 45 - BO pum 7 um ’
“w €90; 100470 um 181 im
rmacopelad teatitems - .
Zine chioride tast (ident. A (1))
suspmalan teat (ident. 2)) pesses passes*
gree of palymerisation (Ident. B (3)) max, 350 P
Sdmblmy (Coppar tatrammine olution) pesses pRises” |
pH " 50-7.0 i
Conducy ax, BO'E Jom
Emer-scluble substances . . max..0.05 %
Water-soluble substances . truin, 0.24 %
Luss ondrying . max. 7.0 %
ash { tesidus on ignition B m‘lx. 0.05%
Howyrnn\m - 8%, 10.pp! <10 ppm*
Total gerobla mioroblal count mm. mo CEU /g <100 CFU ig“ Ph.E
Fungllmlﬁlnuynm max. 20C6FU /g -zumﬂu Ph. :
E. vol, Pemidamanus aeruginosa -absentin10g '
suph aunus. Sdmmil- spec. abséntin 10 g .bsnnt'
nt in 1.
Add i onal ahar-mmuf.s Yust resuli™
8 Of BOGNINSss™ mmimin.u%" i
Dark panticies (Frocess artifacts)= testad max. ./ 800 om2 = T221F
Mﬂ&LMM_@" e psted max. 457 e
- A
' Aot 2y xpacted o teeding. - [ R |
"Pu:ulh roportad m‘!;ld M o é of tho :ﬁh 2 conlfiod staws, il
oh dascrivad M!S o of Ph. Eur., NF, and J® money “Microo
Er'l’ﬂ?" gurea edlr, il complar vih € 480 m"ﬁu i currgrit EU Foa'd%.guﬂﬂ'n? r'l‘p‘l"n:dr:rnh.du on the She
PRetidual Saiveris (Ph. Smes. -m,. uu.m», R oo TR sttt o cortsiny of he Woicrig et

g8 eeommendstion:
D Einel ﬂnn\t from excessive heat and moieture.

Augusm& 2010 // ) l”“"'
Ref.: Q32 f2473%Y%o

* Canata

‘Wortdwido.
TS PRARMA e co 0

R

PHARMA P ‘
T  Holgndio 1 " amuNewta 23, Sumn - eman, wy 4256 '
b4 3 3.0980, Lon
e 43 (G ThoT eSS P TR 18 M T 1 a0
< ity - wewn AT 2o - e piparmean
+ 49 10 TH2 1R aax m 41 NS BB 314
AT QUATHRIFIO ni HOHEMTA KHTA HILIOENC WM Ap:9T  ATaZ-150-11
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LAMPIRAN R

SERTIFIKAT MAGNESIUM STEARAT
.I'__‘l T £ ¢t @ '
GREVEN  QUALITATSMANAGEMENT

CERTIFICATE OF ANALYSIS

Prwrate choe Inghyrin

customer; PT BRATACC

contact persen: .

FAX:

your order-number: PTEI7T35MV1104 our order-number: 4011726

daliverad on: 04.08.2004 quantity: 9000

brand: LIGA MAGNESIUM STEARATE MF-2-V VEGETAELE charge-no. Ca47176
manufacturing date: 2004-07-19 expiry date: 2006-07-19

pro<dugt is in accordance with the USPZTINFZZ/BFZ003Ph Eur 4rd ed DAB1QUP fath ed (FCC 51h ed

parameter unit method result
oC Ph.Eur | 59 ]
PEr——— USPNF == passes tost |
retsntion Hma GC | USPINF i ratentions match
i 081N HC1 P Eur 0.5
ml 001 H HeOH Ph,Eur | 0,5
vy matals an Pt pom P [ <20
~ ppm BAE 300-8 | <1
wimium ppm BAE 300.8 <1
ickal e BAE 300-8 I <1
niarsda % P Es | <0.1
ulf"ate % PhEur Il <0,5
Zid wadug of the fatty sckd mg KOHg Ph.Eur ;i 2048
wathie content of stearic ackd % USRINE | 5.1
U cont of staaric and palmetc acid % USPINF ! 58,3
woble microblst count chug USRINF = | <10
£ Vaasts chuig USPINF 1 105
~ichia call chu'g USPINF | absent
a...-..lu Spockm ctuig useiNE | absent
Janic volatie Impurtes USPINF | meets USPINF
% BAE 600 | 3.9
% BAE 200 © B 47
% BAE 400 I [
@ roidue ot 200 mosh % BAE 605 | 0.2
Ik donsity tapped P BAE 8118 { 0.3z
ic nurface area BET amig verme | 10.0
'I‘:'EI;IIM BAE 801 | inaccordance
wWenio, 27 08.04

+ the abowe mentionad defivery ane based upon careful test according 10 the guidiines of our
irance system. They do not release the customer from entry control. Besides we do not garantee
fties for concrte applications AT O
& was issued by EDV and does not bear a signature Cree
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LAMPIRAN S

SERTIFIKAT TALK

&Y SUNPLAN DEVELOPMENT LTD.

CERTIFICATE OF ANALYSIS

$

NGGA

TQ: PT BRATACO JL. KELENTENG ?
BANDUNG QQ PT BRATACO JL. M
BESAR V/5 JAKARTA, INDONESIA
NPWP.01.130.689.1-032.001

RE: 48 MT TALC POWDER HAICHEN 5HIPPED PER % SL“HUANDAO " V3 1 BAYUQUAN
CHINA SEAPORT TO TG,PRIGK PORT, JAKARTA, INDONESIA CNABOUT 18 OCT 2003
DRAWN UNDER IRREVOCABLLE DC NO:02/Q3U/0645 DD 19 3 OF BANK NSP PT (§WiF
ADDRESS : NISPIDIA)

COMMODITY @ TALC POWDER HAICHLN
QUANTITY  : 48 MT

S0 60 1%
MgO 30.8%
WHITENESS : 92.8%
Fa 4 0.4%
‘03 0.26%
ARO3: 0.3%
LOt: 6.0%
L 98.5% PASSING THROUGH 325 MriS |
PH: 7.9
MOISTURE : 0.38%
ASBESTOS : FREE
Sl e
= BRATACO il ‘
= ) . A
% l::v?l?;:{;uﬁ[ﬁ - g“"unc,rwgﬁx,(w
DISTRIBUTOR | SETmO0 o %
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LAMPIRAN T

TABEL UJIR
DEGREES OF 5 . DEGREES OF 5 1
FREEDOM (DF) PERCENT PERCENT | FREEDOM (DF) PERCENT PERCENT
1 997  .1.000 24 . 388 496
2 250 990 25 381 . 487
3 .878 959 26 374 478
4 80 017 27 367 470
5 J54 874 28 361 463
é 707 834 29 — L1 456
7 666 798 30 349 449
. 8 .632 J65 35 325 418
9 602 35 40 304 393
10 . 576 708 48 .288 372
B .553 .684 50 273 0 354
12 532 661 60 .250 325
13 514 641 70 .232 302
14 AY7 623 80 217 .283
15 482 606 % 205 267
16 468 590 100 195 .254
17 - 456 575 125 74 .228
18 Ad44 561 150 59 . .208
19 433 549 200 138 181
20 423 537 300 .13 .148
21 413 526 400 098 128
22 404 515 500 " .088 18
23 396 .505

1000 062 081

Dikutip dari: Soedigdo & Soedigdo (1977)
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LAMPIRAN U

TABEL UJI HSD (0,05)

k

d.k. 2 3 4 5 6 7 8 9 100 11
5 | 364 460 522 567 603 633 658 630 699 7.17
6 | 346 434 490 530 563 590 6.12 6.32 649 6.65
7 | 834 416 468 506 536 561 582 6.00 6.16 6.30
8 | 326 4.0: 453 489 517 540 560 577 592 6.05
9 | 320 355 441 476 502 524 543 559 574 587
10 | 315 388 433 465 491 8512 530 546 560 572
11. | .11 382 426 457 482 503 520 535 549 561
12 | 3.08 377 420 451 4.75 495 5.12 527 539 551
13 | 3.06 373 4.15 445 469 488 505 519 532 543
14 | 303 370 4.11 441 464 483 499 513 525 536
15 | 8.01 367 4.08 437 4.59 478 4.94 508 520 531
16 | 300 365 405 433 456 474 4.90 5.03 5.5 5.26
17 | 298 8.63 4.02 430 452 471 4.86 499 5.1 5.21
18 | 297 361 400 428 449 4.67 482 496 507 5.17
19 | 296 359 398 425 447 4.65 479 492 5.04 5.14
20 | 295 358 3.96 4.23 445 4.62 4.77 490 5.01 5.11
24 | 292 353 390 4.17 437 454 468 481 492 r.ol
30 | 289 3,49 385 4.10 430 446 460 472 482 492
40 | 266 344 8.79 4.04 423 439 452 463 473 4.82
60 | 283 340 374 398 4.16 431 444 4355 465 473
120 | 280 3.36 368 392 4.10 424 436 447 456 464
o | 277 831 363 85.86 403 4.17 429 439 447 433

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

Sumber: Schefler (1987).
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LAMPIRAN V

Tabel Distribusi F

TABEL F

{Denomins Numerator Degrees of Freedom =
for Degrees !
of Freedom |
1T [ B2 BB 5 6 7 1 sl T }

i 161.4 199.5 21550 224.6 2302 234.0 236.8 233.9 240.5

2 18.81 19.00 19.16 18.25 19.30 1933 19.35 19.37 1938

3 10.73 89.55 9.28 9312 9.01 8.94 8.89 8.85 8.81

4 778l 6.94 6.59 6.39 6.26 6.16 6.09 6.04 6.00

g 6.61 5829 5.41 S50 5.05 4.95 4.88 4.82 4.77

6 3599 5.14 4.76 4.53 4.39 4.28 4.21 415 4.10

7 5,58 4.74 4.35 4.12 BT 3.87 3.99 3,73 3.68

8 5§32 4.46 4.07 3.84 3.69 3.58 3.50 3.44 739

9 5.12 4.26 3.86 3.63 348 37 3529 3483 3.18

« 10 4.96 4.10 e, 3.48 3,38 322 3.14 3.07 3.02

11 4.84 3.98 3.59 3.36 3.20 3.09 { 3.01 E 2,95 2.90

12 4.75 3.39 3.49 326 Mgl 3.00 281 ‘ 2,85 2.80

13 4.67 3.81 3.41 3.18 3.03 260, 2.83 2.97 21

14 4.60 3.74 3.34 34T 2.96 2.85 2.76 280 2.65

5 4.54 3.68 3.29 3.06 2.50 2N 20l 2.64 2.59
16 4.49 3.63 3.24 3.01 288 2.74 2.66 259 254 |

17 4.45 359 3.20 2.96 2.81 2.70 2.61 255 2.49

18 4.41 355 3.16 2.93 277 200 2.58 20T 2.46
i 4.38 p T 3 2.90 2.74 263 2.54 2.48 2.42 '

20 4.35 3.49 3.10 2187 2] 2.60 231 2.45 2.39)

21 432 3.47 3.07 2.84 2.68 2057 2.49 2.42 237

22 4.30 3.44 3.05 2.82 2.60 255 2,406 2.40 2.34
23 428 342 3.03 2.80 2.64 253 2.44 R 37 2.229"
24 4.26 3.40 3.01 2.78 2.62 2561 2.42 2.36 2.30. [
25 4.24 3.39 2.99 2.76 2.60 2.49 2.40 2.34 228 |

26 4.23 3.37 2.98 2.74 2.59 2.47 239, 232 2.27
27 4.21 335 286 2.7 251 2.46 /2.37 2.3 2.25 !
28 4.20 3.34 295 271 2.56 245 7 236 229 2.24 }

29 4.18 8133 2.93 2.70 22558 2.43 [ 2.35 2.28 222
30 4.17 3,39 2.92 2.69 2.3 2.49 2.38 242.7 221 L
.40 4.08 3.23 2.84 2.61 2.45 2.34 2405 2.18 212 ’
60 4.00 345 2.6 RS0 7Tl 225, 217 2.10 2.04 i
120 5592 307 2.68 2.45 2.29 L 2.09 2202, 1.96 |
© 3.84 | 3.00 2.60 237 2721 2.10 | 20L 1.94 1.88 j‘

(Sumber: John E., 1992)

Dikutip dari: Gennaro, A.R. (1970)
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LAMPIRAN W

ANOVA PERSEN OBAT LARUT 3 JAM

Use your mouse to right click on individual cells for definitions.
Response 1 % obat terlepas 180

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

Sum of Mean F p-value
Source Squares df Square Value Prob >F
Model 3148,64 3 1049,55 15,98 0,0108 significant
A-xantan gum 950,92 1 950,92 16,48 0,0190
B-macam pengisi 1775,48 1 1775,48 27.03 0,0065
AB422.24 422,24 1 42224 6,43 0,0643
Pure Error 262,704 4 65,68
Cor Total 3411,34 7

The Model F-value of 15.98 implies the model is significant. "There is only
a 1.08% 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),
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model reduction may improve your model.

Std. Dev. 8.10 R-Squared 0.9230
Mean51.08 Adj R-Squared 0.8652

CV. % 15.87 Pred R-Squared 0.6920
PRESS 1050.81 Adeq Precision 9.005

The "Pred R-Squared" of 0.6920 is in reasonable agreement with the "Adj R-Squared" of 0.8652.
"Adeq Precision" measures the signal to noise ratio. A ratio greater than 4 is desirable.  Your
ratio of 9.005 indicates an adequate signal. This model can be used to navigate the design space.

Coefficient Standard 95% CI 95% Cl1
Factor Estimate df Error Low High
VIF
Intercept 51.08 1 2.87 43.12 59.04
A-xantan gum 10.90 1 2.87 2.95 18.86
1.00
B-hpmce 14.90 1 2.87 6.94 22.85
1.00
AB7.27 1 2.87 -0.69 15.22 1.00

Final Equation in Terms of Coded Factors:
% obat terlepas 180 =

+51.08
+10.90 * A
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+14.90 *B
+7.27 * A*B

Final Equation in Terms of Actual Factors:

% obat terlepas 180 =

+51.08000

+10.90250 * xantan gum
+14.89750 * hpmce

+7.26500 * xantan gum * hpmc

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 X
ANOVA PERSENT OBAT LARUT 6 JAM

Use your mouse to right click on individual cells for definitions.
Response 2 % obat terlepas 360

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

Sum of Mean F p-value
Source Squares df Square Value Prob >F
Model 1627.89 3 542.63 8.37 0.0338 significant
A-xantan gum 880.11 1 880.11 13.57 0.0211
B-mcm pengisi 619.70 1 619.70 9.56 0.0365
AB128.08 128,08 1 1.97 0.2326
Pure Error 259.42 4 64.85
Cor Total 1887.31 7

The Model F-value of 8.37 implies the model is significant. There is only
a 3.38% 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, 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.
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Std. Dev. 8.05 R-Squared 0.8625

Mean64.39 Adj R-Squared 0.7595
CV. % 12.51 Pred R-Squared 0.4502
PRESS 1037.68 Adeq Precision  6.775

The "Pred R-Squared" of 0.4502 is not as close to the "Adj R-Squared" of 0.7595 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 6.775 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
VIF
Intercept 64.39 1 2.85 56.49
A-xantan gum 10.49 1 2.85 2.58
1.00
B-hpmce 8.80 1 2.85 0.90
1.00
AB4.00 1 2.85 -3.90 11.91

Final Equation in Terms of Coded Factors:
% obat terlepas 360 =

+64.39

+10.49 * A
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High

72.30
18.39

16.71

1.00



+8.80 *B

+4.00 * A*B

Final Equation in Terms of Actual Factors:

% obat terlepas 360 =

+64.39375

+10.48875 * xantan gum
+8.80125 * hpme

+4.00125 * xantan gum * hpmc

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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