LAMPIRAN A

Tabel A. 1 Pemeriksaan Organoleptis Bahan Aktif dan Bahan

Tambahan

Nama Zat Bentuk Bau Warna
Loratadine Serbuk | Tidak Berbau Putih
Microcrystalline Serbuk | Tidak Berbau Putih
Cellulose pH-101
Lactose Spray Dried Serbuk | Tidak Berbau Putih
Croscarmellose Serbuk | Tidak Berbau Putih
Sodium
Crospovidone Serbuk | Tidak Berbau Putih
Sucralose Serbuk | Tidak Berbau Putih
Orange flavour Serbuk Bau Khas Putih Gading
powder Jeruk
Lake FD&C yellow Serbuk | Tidak Berbau Jingga
No. 6 (c.i 15985)
Magnesium Stearate Serbuk | Tidak Berbau Putih




LAMPIRAN B
HASIL EVALUASI TABLET

Tabel B.1 Hasil Uji Keragaman Bobot

Pengujian F1 F2 F3 F4 F5 F6
1 113,39 109,09 113,25 106,29 110,16 111,52
2 111,43 106,54 113,20 113,73 109,18 110,95
3 107,33 105,98 113,97 109,46 111,67 107,81
4 112,82 102,80 116,70 111,47 11190 112,26
5 111,91 105,01 114,90 105,61 109,46 109,73
6 106,10 113,33 108,65 108,64 106,82 113,46
7 115,35 102,47 114,82 105,24 110,09 112,50
8 111,86 106,45 109,07 109,43 112,46 112,14
9 109,18 100,90 116,77 110,51 112,94 108,21
10 113,12 101,70 113,81 110,36 111,82 107,71
11 109,71 109,22 116,80 108,57 109,44 111,86
12 109,60 119,90 109,94 109,70 106,79 112,60
13 111,33 106,42 108,11 106,21 112,10 110,87
14 111,00 107,35 113,94 110,23 110,68 110,51
15 111,16 106,56 111,42 108,49 112,44 110,14
16 115,48 106,34 112,72 110,03 111,34 110,25
17 112,63 116,98 112,54 107,95 113,12 114,13
18 109,82 108,79 104,76 104,30 108,43 107,38
19 110,36 105,72 111,98 105,66 111,42 109,89
20 113,05 104,80 112,87 110,43 113,62 114,30
Rata-rata 111,33 107,32 11251 108,62 110,79 110,91
SD 2,35 4,77 3,13 2,41 1,97 2,07

Memenuhi Syarat ( 99 mg — 121 mg )
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Tabel B.2 Hasil Uji Keseragaman Ukuran

Diameter
Pengujian F1 F2 F3 F4 F5 F6
1 705 704 704 701 7,02 7,01
2 704 703 7,03 7,02 7,03 7,00
3 701 702 7,04 7,02 7,04 7,03
4 702 701 7,02 7,04 701 7,03
5 701 703 7,03 7,02 703 7,01
Rata —rata 703 703 7,03 7,02 7,03 7,02
SD 002 001 001 0,01 0,01 0,01
Memenuhi Syarat (6,9 mm — 7,1 mm)
Ketebalan
Pengujian F1 F2 F3 F4 F5 F6
1 294 295 290 2,96 293 292
2 290 29 289 3,02 2,83 2,83
3 282 290 282 296 287 295
4 288 297 298 292 287 2,88
5 287 294 293 293 286 2,93
Rata -rata 288 294 290 2,96 2,87 2,90
SD 0,04 003 006 0,04 0,04 0,05
Memenuhi Syarat (2,6 mm — 3.3 mm)
Tabel B.3 Hasil Uji Kekerasan
Pengujian F1 F2 F3 F4 F5 F6
1 260 150 2,70 1,50 3,00 150
2 220 200 210 150 2,30 1,40
3 250 140 250 1,70 2,00 2,40
4 1,70 140 2,70 2,10 2,10 2,30
5 240 160 2,80 1,90 2,40 2,00
Rata -rata 228 158 256 1,74 2,36 192
SD 036 025 028 0,26 0,39 045

Memenuhi Syarat (1 — 3 kp)




Tabel B.4 Hasil Uji Kerapuhan/ Friability (%)

Pengujian F1 F2 F3 F4 F5 F6

1 0451 0526 0,193 0432 0411 0,352

2 0,460 0500 0,220 0,440 0,400 0,366

3 0450 0550 0,170 0420 0,420 0,345

Rata-rata 0,453 0525 0,194 0,431 0,410 0,354
SD 0,01 0,03 0,01 0,01 0,01 0,01

Memenuhi Syarat (<1% )

Tabel B.5 Hasil Uji Disintegrasi (detik)
Disintegrasi 1

Pengujian F1 F2 F3 F4 F5 F6

1 73 3 4 5 6 7

2 74 3 4 5 6 7

3 75 4 5 6 6 7

4 76 3 4 5 7 8

5 74 4 4 6 6 9

6 75 3 5 6 7 8
Rata -rata 74,50 333 433 550 6,33 7,67
SD 1,05 052 052 055 052 0,82

Kesimpulan  TMS MS MS MS MS MS
Syarat (< 60 detik)

Disintegrasi 2

Pengujian F1 F2 F3 F4 F5 F6

1 94,82 4,68 5,43 6,63 820 19,20
2 98,07 454 5,28 7,02 9,03 20,07
3 96,14 3,55 6,03 743 9,26 19,45
Rata-rata 96,34 426 558 703 883 19,57
SD 163 062 040 040 0,56 0,45

Kesimpulan TMS MS MS MS MS MS

Syarat (< 60 detik)




Tabel B.6 Hasil Uji Waktu Pembasahan (detik)
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Pengujian F1l F2 F3 F4 F5 F6
1 60,31 3,06 429 452 497 6,15
2 60,33 320 434 4,20 486 6,33
3 61,80 321 449 520 538 6,30
4 61,13 335 414 534 568 6,42
5 62,83 354 465 4,39 549 6,68
Rata-rata 61,28 327 428 473 528 6,38
SD 107 018 0,10 0,51 0,35 0,20
Kesimpulan TMS MS MS MS MS MS
Syarat (< 60 detik)
Tabel B.7 Hasil Uji Disolusi ODT Loratadine (%)
Menit ke-15
Pengujian F1 F2 F3 F4 F5 F6
1 80,041 113,489 108,874 107,466 102,744 95,282
2 81,644 111,910 109,013 107,457 103,134 94,707
3 78,123 110,451 110,596 105,679 102,429 96,438
4 79,321 113,887 109,327 105,503 104,310 95,086
5 80,322 114,955 111,984 106,605 105,412 94,123
6 81,041 115,368 108,531 106,457 105,151 96,132
Rata-rata 80,082 113,343 109,721 106,528 103,863 95,295
SD 1,252 1,867 1,317 0,840 1,273 0,868
F2 — F6 Memenuhi Syarat (> 80%)
Menit ke-30
Pengujian F1 F2 F3 F4 F5 F6
1 85,098 114,241 115,021 107,735 102,234 100,596
2 83,398 116,955 112,789 109,577 104,984 97,559
3 83,429 117,767 113,679 110,846 105,911 98,282
4 85,481 118,872 112,234 110,577 105,151 102,642
5 82,045 115,038 114,095 108,948 106,919 101,355
6 84,030 118,504 113,299 105,780 106,670 99,041
Rata -rata 83,914 116,896 113,520 108,911 105,312 99,913
SD 1,254 1,884 0,984 1,905 1,697 1,947

Memenuhi Syarat (> 80%)
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Menit ke-45
Pengujian F1 F2 F3 F4 F5 F6
1 85,068 109,316 107,679 106,540 102,735 104,392
2 87,534 108,120 107,049 105,095 105,911 103,197
3 87,383 107,083 102,494 107,548 106,041 106,800
4 85,451 105,654 106,540 109,197 106,670 103,457
5 86,083 108,083 105,531 106,409 106,420 102,115
6 85,850 109,316 105,401 104,095 102,735 105,661
Rata-rata 86,228 107,929 105,782 106,481 105,085 104,270
SD 1,015 1,400 1,833 1,797 1,840 1,721
Memenuhi Syarat (> 80%)
Menit ke-60
Pengujian F1 F2 F3 F4 F5 F6
1 95,098 107,015 103,503 106,707 103,911 104,143
2 92,398 104,150 103,180 103,355 102,874 102,976
3 93,429 108,699 105,577 103,882 101,800 101,984
4 95,481 106,413 105,067 106,670 102,494 105,401
5 94,045 105,865 100,976 104,392 102,494 106,438
6 92,030 104,150 104,262 102,364 102,494 106,568
Rata-rata 93,747 106,049 103,761 104,562 102,678 104,585
SD 1,399 1,751 1,638 1,779 0,697 1,875
Memenuhi Syarat (> 80%)
Tabel B.8 Hasil Uji Kadar Zat Aktif
Pengujian F1 F2 F3 F4 F5 F6
1 103,735 103,454 101,166 103,036 101,193 102,695
2 103,188 104,850 102,565 101,155 102,608 103,770
3 103,209 103,078 102,196 102,711 103,751 102,246
Rata —-rata 103,377 103,794 101,976 102,301 102,517 102,904
SD 0,310 0,934 0,725 1,005 1,281 0,783

Memenuhi Syarat (90,0% — 110,0 %)




LAMPIRAN C
DATA UJI STATISTIK EVALUASI TABLET

C.1 Hasil Uji Statistik Bobot Tablet

ANOVA
Bohot Tahlet
sum of
Squares af Mean Sguare F Sig.
Between Groups 365,714 il 73143 3416 oo
Within Groups 590,716 114 8,690
Total 1356,430 19
C.2 Hasil Uji Statistik Keragaman ukuran
ANOVA
Diameter
sum of
Squares df Mean Square F Sig.
Between Groups om 4] 0o 883 A07
Within Groups 004 24 000
Total 005 29
ANOVA
Ketebalan
Sum of
Squares df Mean Square F Sig.
Between Groups 0248 a 006 3103 027
Within Groups 045 24 ooz
Total 074 25
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C.3 Hasil Uji Statistik Kekerasan
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ANOVA
Kekerasan
Sum of
Squares df Mean Square F Sig.
Between Groups 3,698 5 740 f,386 001
Within Groups 2,780 24 116
Taotal 6,479 29
C.4 Hasil Uji Statistik Kerapuhan (Friability)
ANOVA
Kerapuhan
sum of
Squares df Mean Square F Sig.
Between Groups 1482 5 038 | 143857 ,aoo
Within Groups 003 12 ,aon
Taotal 1495 17
C.5 Hasil Uji Statistik Disintegrasi
ANOVA
Disintegrasi1
Sum of
Squares df Mean Square F Sig.
Between Groups 23919,556 5 4783811 | 10012837 ooo
Within Groups 14,333 30 478
Total 23933889 35
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ANOVA

Disintegrasi 2

sum of

Squares df Mean Square F Sig.
Between Groups 19498659 5 38949712 | 6030,275 ,aoo
Within Groups 7,760 12 647
Total 19506,320 17

C.6 Hasil Uji Statistik Waktu Pembasahan
ANOVA

Pembasahan

Sum of

Squares df Mean Sguare F Sig.
Between Groups 13314361 a 2662872 | 9837542 ,aoo
Within Groups 6,496 24 271
Total 13320,857 29

C.7 Hasil Uji Statistik Disolusi
ANOVA

Disolusi

Sum of

Squares df Mean Square F Sig.
Between Groups 4085 525 5 219,105 94 052 000
Within Groups 235144 27 8,709
Total 4330,669 32




C.8 Hasil Uji Statistik Kadar
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ANOVA
Kadar
sum of
Squares df Mean Square F 5ig.
Between Groups 7.020 5 1,404 1,770 144
Within Groups 8514 12 783
Total 16,539 17




LAMPIRAN D
SERTIFIKAT ANALISIS

D.1 Sertifikat Analisis Loratadine

ULTRATECH INDIA LIMITED gzZ=»

CERTIFICATE OF ANALYSIS

Molecular Formula 1 CaallasCINLO» Date: 15/02/2019
Molecular Weight 1 382.88
CAS No. : 79794-75-3

PRODUCT: LORATADINE USP
STANDARD SPECIFICATION #: UT/STS/APY/044-03/H ( BATCH NO: UT2190205 |

MANUFACTURING DATE: FEBRUARY-2019 (XPIRY DATE: JANUARY-2024 |

TESTS STANDARD I RESULTS
| Description White 1o off white powder. ‘White powder
Solubility Freely sojuble in acetone, in chloroform, in Complies
i G methanoi and in toluene: insoluble in water,
Identification A) By LR. absorption spectrum | Complies
B) By HP.L.C. (Test for Assay) | Complies
Melting range Between 132°C to 137°C 1 133.5°C 10 136.7°C
Loss On Drying NMT 0.5% | 0.18%
Residue On Ignition NMT 0.1% a 0.07%
Heavy metals NMT 0.001% | Lessthan 0.001%
Related compounds 1. Related compound A : NMT 0.1% 0.04%
2. Related compound B : NMT 6.1% Not detected
3. Any other Individual Impurit MT 0.1% 0.02% & 0.03% |
4. Total impurities : NMT 0.3% 0.09% i
Residual solvents As per method 467 Meers the requirement |
‘; Assay (By H.P.L.C) NLT 98.5% and NMT 101.0% (m;-é:;é basis) 99.47% i
90% particles less than 20 microas ¥ ]

as per the tests mentioned in USP.

ROVED RY
QUALITY CONTROL

“udhi frawan, .55, Apt.
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D.2 Sertifikat Analisis Croscarmellose Sodium

Ptitaces -

DISOLCEL? ) MineTa

Certificate of Analysis
‘r(—,omp'ndxal name : CROSCARMELLOSE SODIUM NF/USP/EP/BP/IP
j Type © Standard
i Lot No. : D1708008
Date manufactured : August 10. 2017 Date of analysis :August 18. 2017
| Tesgfrems Dt Limis Results
| Characters White, free-flowing, hygroscopic powder Conforms
i Identification A;B;C To meet requircment Conforms
i pH 50-7.0 66
i Loss on drying % Not more than [0.0 3.7
Na-chloride & Nz-glycolate % "Not more than 0.50 .19
1 Heavy metals ppmt Notmore than 10 Conforms
i Degree of substitutior. 0.60-0.85 0.77
‘Water soluble substances % Not more than 10.0 45
Seuling volume ml 10-20 15
Particle size, + 200 mesh % Not more than 2.0 0.4
Particle size, + 325 mesh % Not more than 10.0 66
Residue on ignition % 14.028¢ 20.4
Residual solvents(Methanol) ppm Not more than 3,000 1,247
‘Tatal aerobic microbial count cfa's  Notmore than 100 Conforms
‘Toral molds and yeasts count cfolg  Notmore than 20 Conforms
Escherichia coli iig Absence Conforms
Staphylococeus aureus lig Absence Conforms
Salmonells specizs /10g Absence Conforms
Pseudomnnas aeruginasa g Absence Conforms
MING .
PR TR {MINGTAI Spec ref.C001}

The product meets the requirement for Residual Solvents USP<467>

We certify herewith the akove ioned product is in ity with the
.LN Chief of Quality
2o Contro|
YonTleg o ros st
10:54:44 +08'00"

Note *
Re-gvaiuation date * August 2020
WE CERTIFY THAT ABCVE-MENTIONED PRODUCT MEETS CURRENT 'USP/NF,EP,BP,IP

63212615 10MCBOIDE 17030072

MINGTAI CHEMICAL CO. LTD. llaﬁnﬂsmmm-mm ‘Tacyuz Cw 'Ih‘un,R,QC
TEL: 8863368205  FAX:86-3-3681438 www.mingiz.com &



D.3 Sertifikat Analisis Crospovidone

Ei=BASF

We create chemistry

Certificate of Analysis
BASF Hong Kong Ltd

BT MEGASETIA AGUNG KIMIA
NO.7-10 RT.014 RW.013 SUNTER AGUNG
14350 JAKARTA

Indonesia

Cerlificate of Analysls according to DIN 55350-18-4.2.2

Hollidon® GL

Fax No 00626452306

2018-09-24
ENT/OQA

Hr. Dr. Florian Wildsch
florian.wildschek@bast.

Certilicate No 226

Pagedol9

Materla!
Order

.com

50000695
6006360854 000060

40KG Plastic drums Delivery 6207083625 000010
Purchase Order/Gustomer Product# Lot 68782036W0
0449/05/2018 LovQty 240.000 KG
000000000050000695 Total 1200.000 KG
Transport FORI5914349
Test Paraneter Requirenents ot Results
Tdentification (IR) wust confora confoxms
Peroxides Hax.: 408 mo/kg 57
Particls sirase must comply to tyns A conforms
Vater soluble substances ax.: 1.5 /1083 0.2
Vator soluble substances (JP) must conform (max.75 mg confoxns
Residua}
N-Vinylpyxrolidone (GC) Max,: 18 ma/kg RENE
AN b
fleavy metals » must onform (max.: 10 conforns
mg/kg)
Lozs on drying Hax.: 5.0 0/10% 1.6
Residue on gnition « wust conform (max.: 6.1 conforms
g/108g)
Nitrogen (dried basis) Min.: 11.0 9/100g 12,5
Wax.: 12.8
Total aerobic miorobial tax.: 208 cRUfg <18
* count (TAKC) Test method
Ph.Eur., 2.6.12
part
qually o
This is a computer-g d document. No sig is required.
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