LAMPIRAN A

HASIL UJI MUTU FISIK GRANUL

Mutu fi_sil_<_ Batch Di Uj Formula Tablet Parasetamol Persyaratan
yang diuji FA FB FC FD
[ 1 349 335 313 3,24
Kadar air 1] 2 3,56 3,23 3,36 3,26 3.5 (Voigt
(persen) I 3 321 342 347 375 1995)9’
X 342 333 332 341
SD 0,185 0,096 0,173 0,289
i 10,43 10,32 10,24 10,21
| 2 10,58 10,24 10,12 10,54
3 10,38 10,41 10,36 10,44
1 1011 1022 1033 1033 T'd"g';r'ieb'h
Wakiu . 2 10,09 1013 1028 1028 10 detik
alir (detik) 3 10,24 10,4 10,24 10,35 (Banker &
1 10,33 10,27 10,24 10,47 Anderson,
1l 2 10,31 10,39 10,49 10,48 1986)
3 10,26 10,46 10,39 10,37
X 10.30= ~ 10ReF 5.10,308T 18520
SD 0,1532 0,1083 0,1074 0,1057

30,25 32,59 33,72 33,57
31,95 33,32 32,74 34091
31,45 33,43 33,71 35,23
32,07 32,63 3556 33,51
Sudut diam Il 2 31,3 34,43 34,41 3251 25-40

P WN P

(derajat) 3 30,31 33,51 31,26 32,99 (Banker &
1 32,1 32,6 34,79 32,49 Anderson,
11 2 30,16 3352 34,65 33,75 1986)
3 30,11 343 33,75 32,89
X 31,08 33,37 33,84 3354
SD 0,8683 0,6879 1,2623 0,9789
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1 13,00 13,50 12,50 12,50
indeks | 2 12,50 13,00 13,00 13,00
3 13,00 12,50 13,00 13,00
1 13,50 12,50 12,50 13,00

kompresi Il 2 1300 1250 1250 1250 >0~
bilitas 3 12,50 13,50 13,00 12,50
(persen) 1 12,50 13,00 13,00 13,00

(Siregar,

11 2 13,00 13,00 13,00 13,00 1992)

3 13,50 13,50 12,50 13,00

X 12,94 13,00 12,78 12,83
SD 0,3909 0,4330 0,2635 0,2500




LAMPIRAN B

HASIL UJI KEKERASAN TABLET PARASETAMOL

Batch |
No Kekerasan TabletParasetamo (kp)
Formula A Formula B Formula C Formula D
1 6,72 4,49 21,88 10,56
2 6,75 4,52 21,33 10,55
3 6,73 4,55 21,56 10,54
4 6,65 4,61 21,69 10,87
5 6,89 4,67 21,22 10,48
6 6,54 4,87 21,18 10,35
7 6,68 4,56 21,25 10,56
8 6,53 4,64 21,55 10,78
9 6,63 4,69 21,68 10,47
1C 6,78 4,68 21,36 10,23
— 6,69 + 4,628 + 21,47 + 10,54 +
X +SD 0,1093 0,1099 0,2361 0,1850
S(E’/Or)e' 1,6338 23747 1,0998 1,7556
Batch Il
N Kekerasan TabletParasetamo (kp)
% Formula A Formula B Formula C Formula D
1 6,49 4,59 21,56 10,56
2 6,89 4,64 21,59 10,36
3 6,86 4,64 21,84 10,55
4 6,52 4,58 21,56 10,96
5 6,65 4,59 21,48 10,87
6 6,63 4,57 21,59 10,88
7 6,51 4,58 21,56 10,54
8 6,56 4,59 21,35 10,53
9 6,57 4,54 21,87 10,52
1C 6,52 4,56 21,64 10,59
= 6,62 + 4,588 + 21,604 + 10,636 +
X £SD (1439 0,0316 0,1541 0,1957
S(E/g)e' 2,1751 0,6888 0,7133 1,8399
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Batch 111

Kekerasan TabletParasetamo (kp)

No Formula A Formula B Formula C Formula D
1 6,54 4,58 21,54 10,65
2 6,74 4,56 21,78 10,84
3 6,55 4,67 21,75 10,98
4 6,49 4,49 21,61 10,56
5 6,58 4,68 21,56 10,58
6 6,56 4,55 21,58 10,57
7 6,54 4,59 21,62 10,56
8 6,53 4,48 21,48 10,87
9 6,55 4,68 21,56 10,99
1C 6,38 4,67 21,55 10,33
- 6,546 + 4595 + 21,603 + 10,693 +
X +£SD 0,0882 0,0771 0,0939 0,2161
SD rel 13474 1,6779 04347 2.0209

(%)




LAMPIRAN C

HASIL UJI KERAPUHAN TABLET PARASETAMOL

Batch |
Berat Berat L
Formula Replikasi awal akhir Ker%)%man X +SD
(gramz SQram)

1 13,9¢ 13,91 0,49

0,453+

A 2 14,11 14,05 0,41 0.0404
3 14,0t 13,9¢ 0,46
1 13,9¢ 13,7¢ 1,45

1,51+

B 2 14,02 13,8 1,56 0.0557
3 14,07 13,8¢ 1,52
1 13,9 13,92 0,35

0,337%

(& 2 14,02 13,98 0,32 00153
3 14,0t 14,0¢ 0,34
1 14,0¢ 13,9¢ 0,72

0,663%

D 2 14,06 13,96 0,68 0.0665
3 13,9¢ 13,8¢ 0,59
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Batch Il
Berat Berat -
Formula Replikasi awal akhir Ker?o%han X £SD
(gram) (gram)

1 14,0z 13,97 0,42

0,447+

A 2 13,95 13,88 0,47 00252
3 14,1: 14,0¢ 0,45
1 14,01 13,7¢ 1,66

1,653+

B 2 14,06 13,83 1,61 0.0404
3 13,91 13,82 1,69
1 14,07 14,0z 0,37

0,323+

C 2 14,02 13,98 0,31 00416
3 14,0C 13,9¢ 0,29
1 14,0¢ 13,9¢ 0,57

0,663+

D 2 14,09 13,99 0,69 00833
3 13,9¢ 13,8¢ 0,73
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Batch Il
Berat Berat il
Formula Replikasi awal akhir Ker?o%han X £SD
(gram) (gram)
1 14,0z 13,9¢ 0,49
0,453+
A 2 14,05 13,99 0,45 00351
3 14,0¢ 14,0( 0,42
1 13,9¢ 13,77 1,58
1,643+
B 2 13,91 13,67 1,71 0.0651
3 14,0z 13,7¢ 1,64
1 14,11 14,0¢ 0,36
0,347+
C 2 14,06 14,01 0,33 0.0153
3 14,0 13,9¢ 0,35
1 14,0z 13,9 0,65
D 0,737+
2 14,05 13,94 0,75 0.0808
3 13,9¢ 13,87 0,81




LAMPIRAN D

HASIL UJI WAKTU HANCUR TABLET PARASETAMOL

Batch |
Replikasi Waktu Hancur (menit)
P Formula | Formula Il Formula Il Formula IV
1 3,75 1,67 15,67 7,88
3,87 1,69 16,28 7,86
3 3,76 1,61 15,59 7.89

X +SD 3,79+ 0,0666 1,66 0,0416 15,8%0,3774 7,88 0,0153

Batch Il

Replikasi Waktu Hancur (menit)

Formula | Formula Il Formula Il Formula IV
1 3,08 1,64 15,78 7,78
2 3,77 1,68 56 7,98
3 3,88 1,67 15,65 7.81
X +SD 3,88+0,105 1,66 0,0208 15,2 0,07 7,86+ 0,1079
Batch Il
" Waktu Hancur (menit)
Replikasi  Formula | Formula Il Formula Formula IV
I
1 3,85 1,69 15:67 7.84
3,87 165 15.89 7,56
3 3,91 1,68 15,78 7.86
X +SD 3,88+ 0,0306 1,6%0,0208 157&0,11 7,75 0,1677
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LAMPIRAN E

HASIL PENETAPAN KADAR TABLET PARASETAMOL

Batch |

Formula Replikasi Absorbansi C(Ilsla/rpnpllel Cgte?:::l'f K(aog;"r X +SD S&;el
1 0,471 499,857 500,357 99,9 100,23

A 2 0,472 501,429 500,429 100,2 =+ 0,3504
3 0,474 503,575 500,571 100,6 0,3512
1 0,472 500,643 500,143 100,1 100,07

B 2 0,471 499,214 500,214 99,8 + 0,2515
3 0,473 501,929 500,429 100,3 0,2517
1 0,473 502,359 500,357 100,4 99,93

C 2 0,469 498,285 500,286 99,6 =+ 0,4166
3 0,470 499,071 500,071 99,8 0,4163
1 0,472 500,785 499,786  100,2 100,2

D 2 0,474 503,647 500,643 100,6 =+ 0,3992
3 0,470 499,143 500,143 99,8 0,4

Batch Il

Csampel Cteoritis Kadar

Formula Replikasi Absorbansi (ug/m)) _ (ug/mi) (%) X +SD (%)

1 0,470 499,143 500,143 99,8 100

A 2 0,474 503,074 500,571 100,5 = 0,4359
3 0,469 498,144 499,643 99,7 0,4359
1 0,467 495,429 499,929 99,1 99,73

B 2 0,472 501,358 500,357 100,2 =+ 0,5658
3 0,471 499,928 500,429 99,9 0,5686
1 0,473 501,715 500,214 100,3 100,5

C 2 0,473 502,572 500,071 100,5 = 0,199
3 0,474 503,284 499,786 100,7 0,2
1 0,469 498,427 500,429 99,6 99,93

D 2 0,471 499,714 500,214 99,9 + 0,3514
3 0,472 501,357 499,857 100,3 0,3512
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Batch Il

Formula Replikasi Absorbansi C(lelamwpl)lel C;tec/)rrrl:ll)s K(%g?r X +SD S(I%)%;el
1 0,469 498,427 500,429 99,6 99,77

A 2 0,470 499,143 500,143 99,8 + 0,1532
3 0,471 499,571 500,071 99,9 0,1528
1 0,471 500,286 499,786 100,1 100,4

B 2 0,473 501,715 500,214 100,3 = 0,3592
3 0,475 504,432 500,429 100,8 0,3606
1 0,469 497,355 500,357 99,4 99,83

G 2 0,474 503,289 500,786 100,5 =+ 0,5869
3 0,469 498,427 500,429 99,6 0,5859
1 0,476 504,932 500,429 100,9 100,37

D 2 0,470 499,071 500,071 99,8 + 0,5488
3 0,473 502,215 500,214 100,4 0,5508




LAMPIRAN F

HASIL UJI DISOLUSI TABLET PARASETAMOL PADA

T =30 MENIT
Batch |
Formula Replikasi Absorbansi Csampel Wt % obat X+SD  SD
(ng/ml) (mg) terlarut rel
(%)
1 0,386 5,211 469,00 93,8
(-1) 2 0,394 5328 479,50 95,9 9146;;5 s
3 0,389 5244 472,00 94,4
1 0,389 5,265 473,83 94,7
94,6 + 1,008
(a) 2 0,384 5170 46533 93,6 g5,
3 0,393 5309 477,83 95,5
1 0,379 5,102 459,18 91,9
(b) 2 0,375 5046 45418 90,9 ioégg 1,687
3 0,368 4,935 444,19 88,9
1 0,394 5,327 479,46 95,7
95,03 1,593
(ab) 2 0,396 5,349 481,46 96,1 11514
3 0,385 5,194 467,43 93,3
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Batch Il
S . Csampel Wt % obat SD
Formula Replikasi Absorbansi X+SD  rel
(ng/ml) (mg) terlarut (%)
1 0,385 5,194 467,50 93,5
94,63
(-1) 2 0,389 5,255 473,00 946 + 1,215
1,150
3 0,394 5,322 479,00 95,8
1 0,390 5,270 474,33 94,8
96,27
(@ 2 0,397 5,365 482,84 96,5 + 1,418
1,365
3 0,400 5,420 487,84 97,5
1 0,382 5,149 463,42 92,6
91,57
(b) 2 0,379 5,093 458,41 916 £ 1,147
1,050
3 0,375 5,032 452,91 90,5
1 0,394 5,320 478,81 95,6
95,97
(ab) 2 0,391 5,276 474,81 948 1,445
1,387

3 0,401 5,426 488,33 97,5
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Batch Il
- . Csampel Wt % obat SD
Formula Replikasi Absorbansi X£SD  rel
(ng/ml) (mg) terlarut (%)
1 0,390 5,267 474,00 94,8
96,07
(-1) 2 0,393 5,311 478,00 95,6 + 1,617
1,553
3 0,401 5,433 489,00 97,8
1 0,404 5,476 492,84 98,5
(@ 2 0,396 5,359 482,34 96,4 269‘2_’; 2,022
3 0,390 5,259 473,33 94,6
1 0,375 5,032 452,91 90,5
91,53
(b) 2 0,379 5,093 458,41 916 £ 1,095
1,002
3 0,382 5,144 462,92 92,5
1 0,393 5,309 477,81 95,4
94,17
(ab) 2 0,389 5,264 473,80 946 = 1,591
1,498

3 0,382 5,148 463,29 92,5




LAMPIRAN G
CONTOH PERHITUNGAN SUDUT DIAM

Formula (-1):
W persegi panjang = 4,95 gram
W lingkaran =1,49 gram
Luas persegi panjang =215x27,9
= 599,85 crh
Luas lingkaran = 1,49 x 599,85 = 180,56
4,95
A =nr
r’ Y
o
=180,56 =57,5
314
r =7,58 cm
tgo = t =465 =0,6128
e 758
a = 31,50°

CONTOH PERHITUNGAN INDEKS KOMPRESIBILITAS:
Formula (-1) :

Berat gelas = 134,93 g (W

Berat gelas + granul = 200,24 g )N

V1=100 ml

V,=87ml

(W, ~W,) _ (20024-13493
10C

Bj nyata = =0,6531

1
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(W, ~W,) _ (20024-13493

Bj mampat = =0,7508
V2 87
% kompresibilitas {1—ij100% = 13,00%
Bj.mampat
CONTOH PERHITUNGAN AKURASI DAN PRESISI:
Perolehan
Replikasi Konsentrasi Absorbansi Konsentrasi Teoritis Kembali KV
(pg/mlz mg/ml) (%) (%)
80% 0,3814 3,982 4,002 99,5
| 100% 0,4693 4,979 5,010 99,4 0,2090
120% 0,5645 6,058 6,070 99,8
80% 0,3851 4,024 4,020 100,1
1] 100% 0,4709 4,997 5,007 99,8 0,2084
120% 0,5605 6,012 6,030 99,7
80% 0,3823 3,992 4,008 99,6
1 100% 0,4716 5,005 5,020 99,7 0,3790
120% 0,5614 6,023 6,005 100,3
X 99,77 0,2655

Absorbansi = 0,3814> y = 0,0882x + 0,0302
Konsentrasi sebenarnya = 3,982 ppm
Konsentrasi teoritis = 4,002 ppm
% perolehan kembali = (konsentrasi sebenarnyagewmtrasi teoritis) x
100%
= (3,982 / 4,062100%
= 99,5%
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Untuk menghitung % KV =S>|_(—3x100%)

_ 0,2802
99,57

=0,2090 %

x100%

CONTOH PERHITUNGAN PERSEN OBAT TERLEPAS:

% obat terlepas =PKL><1OC%
—— xdosis
10C

Formula A replikasi 1 pada t = 30 menit

% obat terlepas =—222_ x100% = 938%
100
299,500

100



LAMPIRAN H

SERTIFIKAT ANALISIS BAHAN

PARASETAMOL

HEBEI JIHENG (GROUP) PHARMACY CO., LTD

CERTIFICATE OF ANALYSIS

DATE: APR.14, 2009

Name of Product PARACETAMOL
Lot No. 0904049 No. 04049
Quantity 6000kg Test. Date APR.09,2009
Mfg. Date APR.08,2009 Exp. Date APR.07,2013
Quality Standard BP2007
Tests Standards _ Results
Description white, fine powder, odorless white, fine powder, odorless
Free soluble in alcohol, sparingly 3
Solubility soluble in water, very slightly Conforms Positive
soluble in ethylene chloride
2 E A) Melting point 168~172°C
Idengyfiation B) specific Absorbance 169.30—1703C
at 249nm-890nm (860.0-980.0) 925
C) IR-Complies BP 2007 Complies
D)Complies BP 2007 Complies
E) Complies BP 2007
Impurity J(chloroacetanilide) NobDolecred
Related sub not more than 10 ppm
(BY HPLC) Impurity K(4-aminophenol)
not more than 50 ppm a8 loont
Impurity F(4-nitrophenol)not
more than 0.05% e
any other impurity
not more than 0.05% G
Total of other impurity
not more than 0.1% glois
Heavy metals Not more than20ppm Less than 20 ppm
Loss on drying(At 105 ©) | Not more than0:5% 0.2%
| Sulphated ash Not more than0.1% 0.04% |
Assay 99.0~101.0%(on dried basis) 99.6%
Bulk Density As per IH specs : NLT 0.63g/ml 0.64g/ml
Foreign matter Not more than 10 per/5g 5 per/5g
Absorbance at 42onm | Not more than 0.03 0.02
: z As per IH specs : NLT 80 % g
Particle Size Passing through 60 mesh Complies
Storage Store in a air tight container. protect from light
L e
Conclusion: Complies with BP2007 ‘
_Inspector I xlj i}& i Checker I gﬁvw

Director of Q C. Department: 33 Jﬁ)%
ks )L

IMPORT APPLICATION

No,:osl/osulsz)svz/oir_b |
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AC-DI-SOL

" JRS PHARMA IRS)

VIVASOL®

Croscarmellese Sodium Ph. Eur.,
CERTIFICATE OF ANALYSIS

3201074249
November 2011
November 2007

Batch-no.:
Re-evaluation date:

Manufacturing site:

LEADING
THE WORLD
IN EXCIPIENTS

A Member of the 15 Grou>

NF, JPE

Al

Pirna; Germany

Manufacturing date:

Almost white, very hygroscopic powder; practically’

DeSlien insoluble in acetone, ethanol, ether and toluene.
Standards Batch Result Reference
Particle size (retained on air jet sieve) T226F (MCW)
> 75 pm max. 2 % <29%"

> 45 pm max. 10 % <10% *

Pharmacopoeial test items Specification Batch Result Reference
Identification (A, B, C), (1. 2, 3) passes passes * Ph. Eur., NF, JPE
Degree of Substitution 0.60 - 0.85 O Ph. Eur., NF, JPE
Loss on drying max. 10.0 % 56 % Ph. Eur., NF, JPE
pH 7= 5.0-7.0 6.3 Ph. Eur., USP
Content of water-soluble material 1.0-10.0 % 4.5% Ph. Eur., NF, JPE
Sulphated ash 14.0-28.0% passes * Ph. Eur.
Settling volume 10.0 - 30.0 mi 17.0ml Ph. Eur., NF, JPE
Sodium chloride and Sodium glycolate max. 0.5 % <05%* T CC 013 (CHP)
Heavy metals __max. 10 ppm <10ppm~* T CC 043 (CHR)
Arsenic. — - 3 max. 2 ppm <2ppm* T CC 043 (CHP)
Residue of Methanol max. 1.0 % <i0%* T CC 019 (CHP)
Total aerobic microbial count <100CFU/g <100CFU/g* Ph. Eur., USP
Fungi / molds and yeasts < 20CFU/g < 20CFU/g* Ph. Eur., USP
E. coli, Pseudomonas aeruginosa absentin 10 g absent " Ph. Eur, USP
Staph. aureus, Salmonella spec. absentin 10 g absent ™ Ph. Eur.. USP

* Resuls reported are expected results based on periodic testing.

The batch described by this certificate meets the requiremenis of Ph. Eur., NF and JPE
monographs for “Croscarmellose Sodium” current edition, it compiies with E 468 monograph and.
all current ELg Food regulations. It is released on the basis of the results ascertained.

The raw materials, manufacturing process, and product do not contain any of the solvents listed in
Organic Volatile impurities (USP<467>) and Residual Solvents (Ph. Eur.<5.4>) except for
Methanol limited to max. 1.0%

Storage recommendation: Protect from excessive heat and moisture.

Keep containers closed.
N Ha.6be

January 29, 2008
AB: 21120818
VSOL P07

Worldwide haadquartors
JRS PHARMA cmsH & co. kG
D-73494 Rosenberg (Germany)

one: + 49~ 0) 79 67/152.0
Telefax = 45-(0) 79 67/ 152345
E-mail: infoirsohdrma.de - wwsjrsphiama d, w507
o >

Holzmihic 1

Nadja Schonlebe
QUALITY CONTROL
CHP Carbohydrate Pimna

US4 + Canada
JRS PHARMA LP

2981 Route22. Surte 1 - Patierson. NY 12563-2359, USA
Toll-Frez (USAY: + 1 - (800) 431-2457

+1-845) 8783414 1- (845 878-3484

E-mail: infofZjrsoharma.com - www.jrspharina.com
ESTRTTITITN 41 aam 8783414
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PVP K-30

MM E AL THRA A

NANHANG INDUSTRIAL CO.,LTD
Stttk o AT 7 W DK R % kSR

CERTIFICATE OF ANALYSIS

Product PVP K-30 USP/BP
Batch No. 20051213 Quantity 2025KGS
Manufacture Date DEC.,2005 Expiry Date DEC.,2008
ITEMS SPECIFICATIONS TEST RESULTS
Characteristics A white, fine powder Complies
Identification Positive Positive
Water 5% max 2.8%
Residue on ignition 0.1% max 0.02%
K-Value 27-32 30.7
Heavy metals(Lead) 10ppm max Complies
Nitrogen 11.5%-12.8% 12.2%
Vinylpyrrolidone 0.2% max 0.032%
Aldehydes nee Alc.s:.  0.05% max Complies
Ph Value el 3070 3.62
Hydrazine Ippm max Complies
Peroxides 400ppm max Complies
Salmonalla Negative
Coli Negative
MU tonits (B gftnne! Coliforms <1CFU/gm Conform
Necisicatiaiftel) Standard Plate Conform
Count<10,000CFU/gm
Mold & Yeast <1,000 Conform
CFU/gm

Conclusion: IT CONFORMS USP/BP

Analyst: Wangliuling

Checker: li ling

89
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TALKUM

%P SUNPLAN DEVELOPMENT LTD.

CERTIFICATE OF ANALYSLS

TO: PT BRATACO JL. KELENTENG NO. §
BANDUNG QQ PT BRATACO J
BESAR V/S JAKARTA, INDONESIA
NPWP.01.130.689.1-032.001

RE! 48 MT TALC POWDER HAICHEN sHIPFED PER U 3L “HUANL
CHINA SEAPORT TO TG.PRICK PORT, JAKARTA, (INDONE
ORAWN UNDER IRREVOCABLE DC NO.02/03U/065 DD 19
ADDRESS : NISPIDJA)

v LOM BAYUQUAN
ABOUT 18 0C s
Y03 OF BARNK NISP T

COMMODITY : TALC POWDER HAIC L
QUANTITY .48 MT

Si02 60 1%
MgO : 30.8%
WHITENESS © 92.8%
a0 0.4%,

03 0.26%
Al203: 0.3%
LOL: 6.0%
FINENESS ; 98.5% PASSING THROUGH 325 MIS!
PH: 7.9
MOISTURE : 0.38%
ASBESTOS : FREC

~

= BRATACO
I .

DISTRIBUTOR
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MAGNESIUM STEARAT
PoE T E l@ '

GREVEN  QUALITATSMANAGEMENT

CERTIFICATE OF ANALYSIS

customer: PT BRATACO

contact person: .

FAX:

your order-number: PTBO735/V1104 our order-number: 4011746

delivered on: 04.08.2004 quantity: 9000

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

product is in accordance with the USP27/NF22/BP2003/Ph.Eur 4rd ed /DAB10/JP 14th et /FCC 5th. ed

parameter unit method | result
ntification A °C Ph.Eur | 59 ]
g mon A matal reaction USPINF passes test |
Hfication B retontion time GC | USP/INF retentions match
iaity or mi 0,01N HCI Ph.Eur <0,5
alinity mi0.01 N NaOH Ph_Eur <0,5
vy motals 83 Pb ppm JP <20
sad ppm BAE 300-8 <1
sdmium ppm BAE 300-B <1
ckel ppm BAE 300-8 <1
Horido % Ph.Eur <0.1
Jigato T & d Ph.Eur <0,5
=id valuo of the fatty acld mg KOH/g Ph.Eur 204,8
slative content of stearic acid % USPINF 65,1
3i. cont. of stearic and palmetic acld % UsPINF = "=\ Gag
srobic microblal count cfu/g USPINF <10
& Yoasts cfufg USPINF 105
nia coll ] cfug USP/NF absent
nolla Specles cfulg USPINF absent
anic volatile Impurtles USPINF meets USP/NF.
es on drying % BAE 600 3,9
winesium content % BAE 200 0 4.7
aa fatty acld T % 7 [BaE 400 = 0,6
ava residue at 200 mesh % BAE 605 0,2
wimi BAE 611a | 0,32
- “lamig USP/NF | 10,0
BAE 601 i in accordance

Venlo, 27.08.04

datas of the obove mentioned delivery are based upon careful test according to the guigiines of our

ity assurance system. They do not release the customer from entry control. Besides we do not garantee

“ial properties for concrete applications &Y T2
cartificate was issued by EDV and does not bear a signature =
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AVICEL

ity (.;1’)1'01'01}"111){-:'

Certificate of Analysis

L% e o E
Avicel® Microcrystalline Cellulose, NF, Ph. Eur, JP

00 [“6—
E0aAGTa
Reevalu::

2008 Customer Purchase Orde: : 060°PK | PO VI 08
2012 Delivery Number : 80362208

Standard

Lot Analysis
Loss on Dny

Degree of Polymerization.units
P.S.D.Malvern LD.Unn .10 (FRC,, Ph.cur)
P.$.D..Malvern LD.Um .J30 (FRC

i
i<

D..Malvern LD.Um {ERC. -
1€ ation, A, B. Pass
Rcmnk_d on a 38um screen opening. wi % MT 5 -
; 5.5 - 7.0
C d uctivity .uS.cin NMT 75
& quL on Ignition, NMT 0.050 ol
Waier“Soluble Substances NMT 8.0 69 :
er- soluble substances NMT 0.}16 0
-1;;ga;a Metals; % (Pb) NMT 0.001 Pass
§§ ’l"clram.m 8 ydro“de Soluble Pass
i INMT 0.

Ml ek s

fo7gram. -a ot
Ctu/grany

HILCH
id Mold Count.
Salmonelia Species
Escherichia coli
Staphylococeus aure
Pseudomnorras acruginosa -
Coliform’ specics
terobacteria

* Absent jn a‘10g. sample
Absent-in a 10g sample
P Absent in a 10g sample -
Absent in a_10g-sample-— i Passio | r——
“a 10g sample _

ordance 10 GMP as detailed in IPEC GMP_ glide for Bulk Exc
¢ Pharmacopein, The Product meets the requirement for Residu

and ICH Guide Q3. certify that as of the due of shipment the product conforms with the current U

P ations on the date of manufacture.

FRC.s (Ph.Eur) Hausuer Ratio Typical values: For all Avicel PH grades: 1.18 - 1.55. Degree of €

Values: .For all  Avivel PH grades, approximately 80% by Intensity and 66% by Aréa.

Storage:Conditions: Store at ambient conditions. keep containers sealed, Matcri
Expiry -date: Nonc,

al is hygroscopic.
but FMC recommend retesting for Loss on Drying after re-evaluation date fisted above

Manufactured under GMPs and Issued by:
FMC BioPolymer

Wallingstown, Little Isiand,

Co: Cork, Ireland

Qual uy‘ Manager
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.7823
.8106
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8599
.8B10
8997
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.8306
8430
9535
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8700
8762
.0812
.9854
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9913
.9934
.98951
.9963
.8973
.9980
.9986
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5753
6141
6517
6879
7724
7549
7852
.8133
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8621
.8830
9015
9177
8319
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.8545
9633
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9767
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8916
2936
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9974
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LAMPIRAN J

TABEL Uji R
DEGREES OF 5 1 DEGREES OF 5 1
FREEDOM (DF) PERCENT PERCENT | FREEDOM (DF) PERCENT PERCENT

1 997 7.1.000 24 . 388 A%

2 95 . 9% 25 381 A87

3 878 959 26 374 478

4 8N N7 . 1 367 470

- § J54 874 28 361 A63
é J07 834 2% . 35 A56
7 666 798 30 349 A49

. 8 632 765 35 325 A18
9 602 735 40 304 393

10 . 576 708 48 .288 372
1 553 684 50 2713 . 354
12 532 661 60 250 325
13 S14 641 70 232 302 .
14 A97 623 80 217 .283
15, A82 606 90 205 .267
16 Ab8 590 100 195 254
17 456 575 125 174 228
18 A4 561 150 159 . .208
19 433 549 200 138 .181
20 423 537 300 23 .148
21 413 . .52 400 098 128
22 404 . 515 500 .088 118
TN, i 505 . 1000 062 081

Dikutip dari: Soedigdo & Soedigdo (1977)
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LAMPIRAN K

TABEL UJI HSD (0,05)

k
d.k. 2 3 4 5 6 7 &8 8 10 1
5 364 460 522 567 603 633 658 6.80 6.99 7.17
6 346 434 490 530 563 590 6.12 6.32 649 6.65
7 334 416 468 506 536 561 582 6.00 6.16 630
8 326 40 4.53 489 517 540 560 5.77 592 6.05
9 320 355 441 476 502 524 543 559 574 5.87
10 315 388 433 465 491 5.12 530 546 5.60 5.72
11.| 8.11 382 426 4.57 482 503 520 535 549 5.61
12 3.08 3.77° 420 451 475 495 5.12 527 539 551
13 306 373 4.15 445 469 488 505 5.19 532 543
14 303 370 4.11 441 464 483 499 5.13 525 536
15 3.01 367 4.08 437 459 478 494 508 520 531
16 300 365 4.05 433 456 474 490 5.03 5.15 526
17 298 3.63 4.02 430 452 471 486 499 511 5.21
18 297 361 400 428 449 4.67 482 496 5.07 5.17
19 296 359 398 495 447 465 479 492 5.04 5.14
20 295 358 396 423 445 462 477 490 5.01 5.11
24 292 353 390 4.17 437 454 468 481 492 .0l
30 289 349 385 4,10 430 446 4.60 472 482 492
40 266 344 3.79 4.04 423 439 452 463 473 482
60 2.83 340 374 398 4.16 431 444 4355 465 473
120 | 280 3.36 3.68 3.92 4.10 424 436 447 456 4.64
© 2.77 331 363 386 4.03 4.17 429 439 447 4355

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

Sumber: Schefler (1987).
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LAMPIRANT

HASIL UJI STATISTIK HASIL PERCOBAAN DAN HASIL
TEORITISPADA UJI KEKERASAN

Anova: Single Factor

SUMMARY

Groups Count Sum Average Variance
Column 1 4 43.405 10.85125 57.21603
Column 2 4 43.4 10.85 57.23747
ANOVA

Source of

Variation SS df MS F P-value F crit
Between
Groups 3.13E-06 1 3.13E-06 5.46E-08 0.999821 5.987378
Within Groups  343.3605 6 57.22675
Total 343.3605 7

Hipotesa Pengujian :

Fhitung < Ftabel (0,05) sehingga H diterima dan tidak ada perbedaan

bermakna antar formula.
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LAMPIRAN U

HASIL UJI STATISTIK HASIL PERCOBAAN DAN HASIL
TEORITISPADA UJI KERAPUHAN

Anova: Single Factor

SUMMARY

Groups Count Sum Average Variance
Column 1 4 3.077 0.76925 0.329688
Column 2 4 3.08 0.77 0.257067
ANOVA

Source of

Variation SS df MS F P-value F crit
Between
Groups 1.12E-06 1 1.12E-06 3.83E-06 0.998501 5.987378
Within
Groups 1.760263 6 0.293377
Total 1.760264 7

Hipotesa Pengujian :
Fhitung < Ftabel (0,05) sehingga H diterima dan tidak ada perbedaan
bermakna antar formula.
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LAMPIRAN V

HASIL UJI STATISTIK HASIL PERCOBAAN DAN HASIL
TEORITISPADA UJI WAKTU HANCUR

Anova: Single Factor

SUMMARY

Groups Count Sum Average Variance
Column1 4 29.118 7.2795 38.59821
Column 2 4  29.12 7.28 38.53987
ANOVA

Source of

Variation SS df MS F P-value F crit
Between
Groups 5E-07 1 5E-07 1.3E-08 0.999913 5.987378
Within
Groups 231.4142 6 38.56904
Total 231.4142 i

Hipotesa Pengujian :

Fhitung < Ftabel (0,05) sehingga H diterima dan tidak ada perbedaan

bermakna antar formula.
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LAMPIRAN W

HASIL UJI STATISTIK HASIL PERCOBAAN DAN HASIL

TEORITISPADA UJI PERSEN DISOLUSI

Anova: Single Factor

SUMMARY

Groups Count Sum Average Variance
Column 1 4 377.2 94.3 4.324333
Column 2 4  377.2 94.3 4.2988
ANOVA

Source of

Variation SS df MS F value F crit
Between
Groups 0 1 0 0 1 5.987378
Within
Groups 25.8694 6 4.311567
Total 25.8694 7

Hipotesa Pengujian :
Fhitung < Ftabel (0,05) sehingga H diterima dan tidak ada perbedaan

bermakna antar formula.
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LAMPIRAN X

HASIL UJI STATISTIK PENETAPAN KADAR ANTAR FORMULA

BATCH 1

Anova: Single Factor
SUMMARY

Groups Count Sum  Average Variance
Column 1 3 300.7 100.2333 0.123333
Column 2 3 300.2 100.0667 0.063333
Column 3 3 299.8 99.93333 0.173333
Column 4 3 300.6 100.2 0.16
ANOVA

Source of

Variation SS df MS F P-value F crit
Between
Groups 0.169167 3 0.056389 0.433761 0.734742 4.066181
Within
Groups 1.04 8 0.13
Total 1.209167 11

Hipotesa Pengujian :
Fhitung < Ftabel (0,05) sehingga H diterima dan tidak ada perbedaan

bermakna antar formula
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BATCH 2

Anova: Single Factor
SUMMARY

Groups Count Sum  Average Variance
Column 1 3 300 100 0.19
Column 2 3 299.2 99.73333 0.323333
Column 3 3 3015 100.5 0.04
Column 4 3 299.8 99.93333 0.123333
ANOVA

Source of

Variation SS df MS F P-value F crit
Between
Groups 0.955833 3 0.318611 1.883415 0.210792 4.066181
Within
Groups 1.353333 8 0.169167
Total 2.309167 11

Hipotesa Pengujian :

Fhitung < Ftabel (0,05) sehingga H diterima dan tidak ada perbedaan

bermakna antar formula.
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BATCH 3

Anova: Single Factor
SUMMARY

Groups Count Sum  Average Variance
Column 1 3  299.3 99.76667 0.023333
Column 2 3 301.2 100.4 0.13
Column 3 3 299.5 99.83333 0.343333
Column 4 3 301.1 100.3667 0.303333
ANOVA

Source of

Variation SS df MS F P-value F crit
Between
Groups 1.029167 3 0.343056 1.715278 0.24073 4.066181
Within
Groups 1.6 8 0.2
Total 2.629167 11

Hipotesa Pengujian :
Fhitung < Ftabel (0,05) sehingga H diterima dan tidak ada perbedaan

bermakna antar formula.



LAMPIRANY

UJlI F KURVA BAKU
Uji Kesamaan Regresi (NaOH 0,1 N)

KONSENTRAS! | ABSORBANSI X? Y? XY
1,996 0,330 3,984 | 0,109 [ 0,659
3,992 0,503 15,936 | 0,253 | 2,008
5,988 0,526 35,856 | 0,277 | 3,150
7,984 0,670 63,744 | 0,449 | 5,349
9,980 0915 99,600 | 0,837 | 9,132

219,121 | 1,925 | 20,297

REPLIKASI 2

KONSENTRASI | ABSORBANS e B XY
2,084 0,202 4,343 0,041 | 0,421
4,168 0,404 17,372 | 0,163 | 1,684
6,252 0,584 39,088 | 0,341 | 3,651
8,336 0,790 69,489 | 0,624 | 6,585
10,42 0,928 108,576 | 0,861 | 9,670

238,868 | 2,030 | 22,011

REPLIKASI 3

KONSENTRAS! | ABSORBANSI .. Y? XY
2,044 0,309 4,178 | 0,096 | 0,632
4,088 0,433 16,712 | 0,187 | 1,770
6,132 0,510 37,601 | 0,260 | 3,127
8,176 0,701 66,847 | 0,491 | 5,731
10,22 0,870 104,448 | 0,757 | 8,891

229,787 | 1,791 | 20,152
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¥ X? XY TY? N SSi RDF
Regresi | 219,1209 20,2973 | 1,9247| 5 | 1,8321 4
Regresi |1 238,8681 22,0112 | 2,0304| 5 | 1,9382 4
Regresi 111 229,7865 20,1518 | 1,7914| 5 | 1,7037 4

687,7754 62,4603  5,7464 5,4740

Ssc = 5,7464- (62,4603 : 687,7754) = 5,6556
F=((5,6556 - 5,4740) : 3—1): (54740:12) =0,1991
F hitung < Ftabel 0,05 (2;12) 3,89




LAMPIRAN Z

UJlI F KURVA BAKU
Uji Kesamaan Regresi (Dapar Fosfat PH 5,8)

KONSENTRAS! | ABSORBANSI X? Y? XY
2,02 0,181 4,080 | 0,033 | 0,366
4,04 0,309 16,322 | 0,095 | 1,248
6,06 0,436 36,724 | 0,190 | 2,642
8,08 0,566 65286 | 0,320 | 4,573
10,10 0,720 102,010 | 0518 | 7,272

224,422 | 1,157 | 16,101

REPLIKASI 2

KONSENTRASI | ABSORBANS e B XY
2,052 0,225 4,211 0,051 | 0,462
4,104 0,346 16,843 | 0,120 | 1,420
6,156 0,502 37,896 | 0,252 | 3,090
8,208 0,661 67,371 | 0437 | 5,425
10,26 0,787 105,268 | 0,619 | 8,075

231,589 | 1,479 | 18,472

REPLIKASI 3

KONSENTRAS! | ABSORBANSI .. Y? XY
2,051 0,192 4,207 | 0,037 | 0,394
4,103 0,390 16,835 | 0,152 | 1,600
6,155 0,486 37,884 | 0,236 | 2,991
8,207 0,652 67,355 | 0,425 | 5,351
10,25 0,819 105,063 | 0,671 | 8,395

231,343 | 1,521 | 18,731
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¥ X? XY TY? N SSi RDF
Regresi | 224,4220 16,1014 | 11571 | 5 [ 1,0853 4
Regresi |1 231,5887 184721 14786| 5 [ 1,3989 4
Regresi 111 231,3426 18,7310 | 155210 5 [ 1,4401 4

687,3533 53,3045  4,1568 3,9243

Ssc = 4,1568- (53,3045 : 687,3533) = 4,0792
F=((4,0792 - 3,9243) : 3 —1) : (3,9243: 12) = 0,2368
F hitung < Ftabel 0,05 (2;12) 3,89






