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LAMPIRAN

Lampiran 1. Sertifikat Analisis Karbamazepin BPFI

BADAN POM RI

SERTIFIKAT ANALISIS
NAMA ZAT : CARBAMAZEPINE .
(KARBAMAZEPIN) ¢Fi Q O
NO KONTROL : B0114324 N
FORMULA : CisHRN,O )\
BOBOT MOLEKUL : 236,27 g/mol (0] NH,
TUJUAN PENGGUNAAN : — Identifikasi secara spektrofotometri inframerah

— Identifikasi secara kromatografi cair kinerja tinggi
— Uji senyawa sejenis secara kromatografi cair kinerja tinggi
— Penetapan kadar secara kromatografi cair kinerja tinggi

WADAH DAN PENYIMPANAN : Dalam wadah tertutup rapat, terlindung dari cahaya, pada suhu < 30°C.

_ ACUAN/METODE

Pemerian Serbuk putih sampai hampir
putih

Sesuai dengan spektrum
Spektrofotometri inframerah  baku primer
inframerah (FI IV hal.169) | Carbomazepine USPRS no.
Lot KOE209

Sesuai dengan waktu retensi
puncak utama baku primer
Carbamazepine USPRS no.

Memenuhi syarat

Memenuhi syarat

Identifikasi
Kromatografi cair kinerja
tinggi (Modifikasi USP 37
hal. 2120)

Memenuhi syarat

Lot KOE209
Susut pengeringan (F1 IV hal. 169) - 0,24%
Titik lebur dan Differential Scanning ¥ 189,88°C
kemurnian Calorimetry Kemurnian 99,76 %

— Carbamazepine rel. comp.
Kromatografi cair kinerja A<0,2%

tinggi (Modifikasi USP 37 | _ carbamazepine rel. comp.

- Carbomazepine related
compound A = 0,012%

Uji senyawa sejenis - i
iseny 18051 hal.2120, BP 2012 hal. B<0,2% Saioaplgrepinerelater:
— Tiap cemaran lain < 0,2% Compadne B0,003%
376-377) P 2 - Cemaran total = 0,015%
— Total cemaran < 0,5%
Kromatografi cair kinerja
tinggi 99,43%;
Penetapan kadar -
B (Modifikasi USP 37 hal. Unc = 1,06%, k= 2
2120)
BADAN PENGAWAS OBAT D AN MAKANAN REPUBLIK INDONESIA

JI. Percetakon Negara No. 23, Jokarto Pusat 10560 Teip. 4245075, Fax, : 4201427, 4245150, E-moil. : ppomn@pom.go.id
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Lampiran 2. Sertifikat Analisis Metanol

Universitas Esa Unggul

,¢"o 5. PT. SMART-LAB INDONESIA

'&1 ‘/‘\J V" MANUFACTURER OF ANALYTICAL REAGENTS
R T
CERTIFICATE OF ANALYSIS
Product Name  : Methanol Molecular Weight : 32.04 g/mol
Catalog No. : A-1056 Batch No. : 100122001
Grade : Analytical Reagent Manufacturing Date : Januari 10, 2022
Formula : CH;OH Expire Date : Januari , 2025
Cas No : 67-56-1 R ded for a plastic iner for 24 month
from the date of pouring (Expiry date corresponding
to label )
NO. ITEM TEST UNITS | SPECIFICATION RESULT

1. | Appearance < Clear colorless liquid Clear colorless liquid

2. | Assay (GC) wt % min 99.8 99.958

3. | Wt. Permlat 20 °C g/em’ 0.789 - 0.792 0.790

4. | Colour Hazen max 10 <10

5. | Refractive Index np 1.327-1.330 1.329

6. | Water (H,0) wt % max 0.1 0.0631

7. | Non-volatile matter wt % max 0.001 0.00070

8. | Acidity (as HCOOH) wt % max 0.001 0.00079

9. | Alkalinity (NH;) wt % max 0.0002 0.00017

10. | Ethanol (GC) wt% max 0.1 0.0243

11. | Acetone (GC) wt % max 0.001 NIL

12. | Acetaldehyde wt % max 0.001 <0.001

13. | Formaldehyde wt % max 0.001 <0.001

14. | Solubility in water = passes test Passes test

15. | Substances darkened ( by H,SO,) passes test Passes test

16. | Substances Reducing KMnO,4 . passes tes Passes test

Result : The above product corresponds to AR Grade

PT. SMART LAB INDONESIA

Reference or standard of product specification to Analar standard and ACS specification

Ruko Bauevard Taman TekroBEKE No 10 -11BSD Selr X Separg, Tangerang - Indonesia
Telp: (62-21) 7588 0205, Fax : (62-21) 7588 0198 Website: www. smarllab.co.id Email : sales@smartlab.co.id
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Lampiran 3. Sertifikat Analisis Natrium Klorida

Specification

1.06404.1000 Sodium chloride for analysis EMSURE® ACS,ISO,Reag. Ph Eur

Specification
Assay (argentometric) 2995 %
Assay (argentometric; calculated on dried 99.0-100.5 %
substance)
Identity passes test
Appearance of solution passes test
Acidity or alkalinity passes test
pH-value (5 %; water) 50-8.0
Insoluble matter 5 0.005 %
Bromide (Br) <0.005 %
Chlorate and Nitrate (as NOs) <0.003 %
Hexacyanoferrate Il < 0.0001 %
Ferrocyanides passes test
lodide (1) <0.001 %
lodide (1) passes test
Nitrite (NO2) passes test
Phosphate (PO4) < 0.0005 %
Sulfate (SO4) <0.001 %
Total nitrogen (N) <0.0005 %
Heavy metals (as Pb) <0.0005 %
Heavy metals (ACS) < 0.0005 %
As (Arsenic) < 0.00004 %
Ba (Barium) passes test
Ba (Barium) <0.001 %
Ca (Calcium) <0.002 %
Cu (Copper) <0.0002 %
Fe (Iron) <0.0001 %
K (Potassium) <0.005 %
Mg (Magnesium) <0.001 %
Calcium, Magnesium and R:Os-precipitate < 0.005 %
Magnesium and alkaline-earth metals (as Ca) < 0.0100 %
Loss on drying (105 °C, 2 h) s05 %

Corresponds to ACS,ISO,Reag. Ph Eur

Dr. Hans Henning Brewitz
Responsible laboratory manager quality control

This document has been produced electronically and is valid without a signature.

Merck KGaA, Frankfurter StraBe 250, 64293 Darmstadt (Germany): +49 6151 72-0 Page 1 of 1
EMD Millipore Corporation - a subsidiary of Merck KGaA, Darmstadt, Germany

400 Summit Drive, Burlington, MA 01803, USA, Phone +1 (781) 533-6000
SALSA Version 632831 /000000000000// Date: 20.09.2017
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Lampiran 4. Sertifikat Analisis Asam Asetat Glasial

.. PT. SMART-LAB INDONESIA (53

‘{,,\)Vv NUFACTURER OF ANALYTICAL REAGENTS 4
TRy
CERTIFICATE OF ANALYSIS
Product Name Acetic acid glacial Molecular Weight 6005 g/mol
Catalog No, A-1001 Batch No - 040521002
Grade Analytical Reagent Manufacturing Date May 04, 2021
Formula CH;COOH Expire Date . May, 2024
Cas No 64-19-7
NO ITEM TEST ‘t UNITS ‘ SPECIFICATION RESULT
1. | Appearance | - Clear colouriess Clear Colouriess
2. | Assay ( acidimetric) w% min 997 99,989
3. | Wtperml at20°C gem' 1.048 - 1,030 1.051
4 | Colour tazen max 10 <10
5| Frezing point i *C not below 162 162
6. | Water-insoluble matter == passes test Passes test
7. | Water ‘ W% max 0.2 0.1139
8. | Non-volatile matter [ w% max 0.001 0.00070
9. | Acetic anhydride [(CH;C0),0] | ow% max 0.2 0155
10. | Chloride (C1) | W% max 0.0001 | <0.0001
11. | Formate (H.COO) ‘ w% max 0.01 00081
12. | Sulphate (SO.) | w% max 0.0001 <0.0001
13. | Copper (Cu) | w% max 0000002 | <0000002
14. | Iron (Fe) | w% max 0.00002 | 0000015
15. | Heavy metals (as Pb) ‘ W% max 0.00005 < 0.00005
16. | Sut ducing dich (0) \ w% max 0.003 <0.003

Result - The above product corresponds to AR, ACS Grade
Reference or standard of product specification to Analar standard and ACS specification
PT. SMART LAB INDONESIA

Head QC

ko Brimand T Tero Bk E No 10 - 11 B30 Seds ¥ Sepag Tangerang - (ndonesia
Teip : (62-21) 7568 0205 Fax | (82-21) 7586 0198 Website: v smartat co 0 Email ; sales@smartiab.co.id

78



Universitas Esa Unggul

Lampiran 5. Sertifikat Analisis Sodium Acetate Trihydrate

Certificate of Analysis
1.06267.0000 Sodium acetate trihydrate for analysis EMSURE® ACS,ISO,Reag. Ph Eur
Batch AM1647267
Spec. Values Batch Values

Assay (perchloric acid titration) 99.0-101.0 % 99.6 %
Assay (perchloric acid titration, calculated on  89.0 - 101.0 % 99.7 %
dried substance)
Identity passes test passes test
Appearance of solution passes test passes test
Insoluble matter <0.005 % s 0.005 %
pH-value (5 %, water) 75-90 8.8
Chloride (Cl) < 0.0005 % <0.0005 %
Phosphate (PO.) = 0.0002 % < 0.0002 %
Sulfate (SO4) < 0.002 % <0.002 %
Total nitrogen (N) s 0.001 % <0.001 %
Heavy metals (as Pb) < 0.0005 % < 0.0005 %
Al (Aluminium) s 0.0005 % < 0.0005 %
As (Arsenic) < 0.0002 % < 0.0002 %
Ca (Calcium) <0.001 % <0.001 %
Cu (Copper) <0.0003 % <0.0003 %
Fe (Iron) < 0.0005 % < 0.0005 %
K (Potassium) <0.005 % < 0.005 %
Mg (Magnesium) < 0.0005 % < 0.0005 %
Pb (Lead) < 0.0005 % < 0.0005 %
Calcium and Magnesium (as Ca) <0.005 % < 0.005 %
Substances reducing permanganate passes lest passes lest
Reducing substances < 0.005 % = 0.005 %
Loss on drying (130 °C) 39.0-405 % 39.8 %
UV absorption (254 nm; 1 mol/l; 1 cm; <0.02 <0.02
water)
UV absorption (280 nm; 1 mol/l; 1 cm; water) < 0.01 £0.01
UV absorption (350 nm; 1 mol/l; 1 cm; <0.01 £0.01
water)
Corresponds to ACS,1SO,Reag. Ph Eur
Date of release (DD.MM.YYYY) 30.09.2020
Minimum shelf life (DD.MM.YYYY) 30.09.2022

Claudia Wiegand

Responsible laboratory manager quality control
This document has been produced electronically and is valid without a signature.
Merck KGaA, Frankfurter Strale 250, 64293 Darmstadt (Germany): +49 6151 72-0 Page 1 of 1
EMD Millipore Corporation - a subsidiary of Merck KGaA, Darmstadt, Germany
400 Summit Drive, Burlington, MA 01803, USA, Phone +1 (781) 533-6000
SALSA Version 1000168/990000783049/ Date: 30 08,2020

79



Universitas Esa Unggul

Lampiran 6. Sertifikat Analisis Potassium Dihydrogen Phosphate

Certificate of Analysis

1.04873.1000 Potassium dihydrogen phosphate for analysis EMSURE® ISO

Batch AM1605673
Spec. Values Batch Values

Assay (alkalimetric, calculated on dried 99.5-100.5 % 999 %
substance)

Assay (alkalimetric; dried substance) 2995 % 99.8 %
pH-value (5 %; water) 42-45 4.3

Chloride (Cl) s 0.0005 % < 0.0005 %
Sulfate (SO4) <0.003 % <0.003 %
Total nitrogen (N) < 0.001 % <0.001 %
Heavy metals (as Pb) <0.0010 % 5 0.0010 %
As (Arsenic) < 0.0002 % <0.0002 %
Cu (Copper) < 0.0003 % <0.0003 %
Fe (Iron) <0.0010 % <0.0010 %
Na (Sodium) <0.02 % <0.02 %
Pb (Lead) < 0.001 % <0.001 %
Reducing substances passes test passes test

Loss on drying (110 °C) <0.2 % <0.1 %
Loss on drying (130 °C) <02 % <0.1 %
Correspons to 1ISO

Date of release (DD.MM.YYYY) 23.06.2020
Minimum shelf life (DD.MM.YYYY) 30.06.2025

Claudia Wiegand

This document has been produced electronically and is valid without a signature.

Merck KGaA, Frankfurter Strae 250, 64293 Darmstadt (Germany): +49 6151 72-0
EMD Millipore Corporation - a subsidiary of Merck KGaA, Darmstadt, Germany

400 Summit Drive, Burlington, MA 01803, USA, Phone +1 (781) 533-6000
SALSA Version 967985 /990000760870// Date: 23.06.2020

Responsible laboratory manager quality control

Page 1 of 1
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Lampiran 7. Sertifikat Analisis Natrium Hidroksida

Certificate of Analysis

1.06498.0000 Sodium hydroxide pellets for analysis EMSURE®

Batch MB1975398
77777 Spec. Values Batch Values
Assay (acidimetricNaOH) 299.0 % 99.4 %
Carbonate (as Na:CO:) $1.0 % 03 %
Chloride (Cl) $0.012 % <0.012 %
Phosphate (PO4) < 0.0005 % < 0.0005 %
Silicate (SiOz) £0.001 % £0.001 %
Sulfate (SO4) <0.010 % <0.010 %
Total nitrogen (N) 50,0003 % £ 0.0003 %
Heavy metals (as Pb) < 0.0005 % < 0.0005 %
Al (Aluminium) < 0.0005 % < 0.0005 %
As (Arsenic) < 0.0001 % < 0.0001 %
Ca (Calcium) s 0.0005 % <0.0005 %
Cu (Copper) < 0.0002 % < 0.0002 %
Fe (Iron) < 0.0005 % < 0.0005 %
K (Potassium) <0.050 % 0.005 %
Mg (Magnesium) < 0.0005 % < 0.0005 %
Ni (Nickel) < 0.00025 % <0.00025 %
Pb (Lead) s 0.0005 % < 0.0005 %
Zn (Zinc) <0.001 % <0.001 %
Date of release (DD.MM.YYYY) 12.07.2021
Minimum shelf life (DD.MM.YYYY) 31.07.2024
Or. Dimitrij Ryviin

Responsible laboratory manager quality control

This documenl has been produced eleclronically and is valid withoul a signature.

Merck KGaA, Frankfurter Strafle 250, 64293 Darmstadt (Germany): +49 6151 72-0 Page 1 of 1
EMD Millipore Corporation - a subsidiary of Merck KGaA, Darmstadt, Germany

400 Summit Drive, Burlington, MA 01803, USA, Phone +1 (781) 533-6000
SALSA Version 1093588/990000857068// Date: 12.07.2021
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Lampiran 8. Alat dan Bahan

Universitas Esa Unggul

Hardness tester tablet

Vortex

Mikropipet

Glass Dryer
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Lanjutan Lampiran 8.

pH Meter

Tablet Karbamazepin Tablet Karbamazepin Tablet Karbamazepin
Inovator (A) Generik Berlogo (B) Generik Bermerek (C)

Tablet Karbamazepin Tablet Karbamazepin Tablet Karbamazepin
Inovator (A) Generik Berlogo (B) Generik Bermerek (C)
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Lanjutan Lampiran 8.

Universitas Esa Unggul

| METHANOL
B AR} “

Aquadest

Asam Asetat Glasial

Potassium Dihydrogen
Phosphate

Natrium Hidroksida

Natrium Klorida

Asam Klorida 37%

Sodium Acetate

Trihydrate
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Lampiran 9. Perhitungan Persen Penyimpangan Bobot Tablet

Wo-W1
w1

x 100 %

% penyimpangan =
Keterangan:

Wo = bobot rata-rata
W1 = bobot tablet

Contoh perhitungan persen penyimpangan sampel tablet ke-2 pada tablet
karbamazepin inovator (A).

Diketahui:
Wo = 280,95 mg
W1 =275,4 mg

Wo-W1 4 100 %
wi

Persen penyimpangan =

280,95 mg — 275,4mg
275,4mg

x 100 %

Persen penyimpangan =

Persen penyimpangan = 2,02 %
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Lampiran 10. Perhitungan Persen Kerapuhan Tablet

% kerapuhan = WOW;:/’C x 100 %

Keterangan:
Wo = Bobot massa awal
Wi = Bobot setelah putaran

Contoh perhitungan persen kerapuhan tablet karbamazepin inovator (A)
Diketahui:

Wo = 5616,7 mg
W# = 5584,5 mg

Persen kerapuhan = WOW;;”’C x 100 %

5616,7mg — 5584,5m,
g 9 % 100 %

Persen kerapuhan =
5584,5mg

Persen kerapuhan = 0.57 %
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Lampiran 11. Pembuatan Media Disolusi Dapar HCI pH 1,2; Dapar Asetat pH
4,5; dan Dapar Fosfat pH 6,8

Dapar HCI pH 1,2

Asam Asetat Dapar Asetat
Glasial pH 4,5

Potassium Natrium Dapar Fosfat
Dihydrogen Hidroksida pH 6,8
Phosphate
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Lampiran 12. Perhitungan Pembuatan NaOH 0,2 N

m

= BExV
Keterangan:
m = massa (dalam mg)
BE = Bobot Ekivalen
\/ = Volume (ml)
Diketahui:
N = 0,2 mgrek/mL
BE =40 mg/mgrek
\/ = 1000 mL
m=NXxBExV

m = 0,2 mgrek/mL x 40 mg/mgrek x 1000 mL
m = 8000 mg atau 8 g

88
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Lampiran 13. Validasi Metode Analisis

Universitas Esa Unggul

Larutan Stok
Karbamazepin BPFI
1000 ppm

Larutan Stok
Karbamazepin BPFI
100 ppm

EQJQ
'\“HH
j\/w&b Sjg

Larutan Karbamazepin
BPFI seri konsentrasi
2 ppm — 10 ppm (Kurva
Baku/Linearitas)

Larutan Karbamazepin
(Inovator) 9 ppm,
10 ppm, 11 ppm
(Akurasi)

Larutan Karbamazepin
(Generik Berlogo)
9 ppm, 10 ppm, 11 ppm
(Akurasi)

Larutan Karbamazepin
(Generik Bermerek)
9 ppm, 10 ppm, 11 ppm
(Akurasi)
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Lanjutan Lampiran 13.
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Larutan Karbamazepin
BPFI konsentrasi 4 ppm,
8 ppm, 10 ppm (Presisi)

Larutan Karbamazepin
BPFI seri konsentrasi

1,2 ppm — 1,8 ppm
(LOD dan LOQ)

Larutan Karbamazepin
BPFI konsentrasi 2 ppm
(Robustness)
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Lampiran 14. Perhitungan Persen Perolehan Kembali (% Recovery)

Kadar yang diperoleh

Persen perolehan kembali = x 100 %

Kadar sesungguhnya

Contoh perhitungan persen perolehan kembali tablet karbamazepin inovator (A)
pada sampel ke-1 (persen adisi 80%)

Kadar yang diperoleh
e Rt x 100 %

Persen perolehan kembali =
Kadar sesungguhnya

. 9,18
Persen perolehan kembali = ——2P"__ x 100 %
5ppm+ 4 ppm

. 9,18
Persen perolehan kembali = Wi”;m x 100 %

Persen perolehan kembali = 101.97 %
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Lampiran 15. Perhitungan Standar Deviasi (SD) dan Simpangan Baku Relatif
(RSD)

_ [z x=%2
SD = /—n_l
RSD (%) = 22 x 100

Keterangan:

X = Nilai dari masing-masing pengukuran sampel
X = Rata-rata dari pengukuran sampel

n= jumlah sampel

Contoh perhitungan standar deviasi (SD) dan persen simpangan baku realtif (RSD)
pada konsentrasi 4 ppm (intraday 1)

Diketahui:
X1=0,4849
X2=10,4829
X3=10,4829
n=3

X =0,483622

SD = ,}: (x-X)2
n—-1

SD = J(O,489 —0,483622)2+ (0,429 — 0,483622)2 + (0,429 — 0,483622)2

3-1
,0,00000278
SD= [—F——
3-1

SD =+0,00000139

SD =0,0012
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Lanjutan Lampiran 15.
RSD (%) =22 x 100

0,0012
0,483622

x 100

RSD (%) =

RSD (%) = 0,2439

93

Universitas Esa Unggul



Lampiran 16. Perhitungan LOD dan LOQ

3.3 X Standar Deviasi

LOD =

Slope

10 X Standar Deviasi

LOQ = Slope

Diketahui:
Standar deviasi (c) = 0,00096297
Slope (b) = 0,0594

3.3 X Standar Deviasi

LOD =

Slope

_ 3.3X0,00096297

LOD =
0,0594
LOD = 0,05 ppm

10 X Standar Deviasi

LOQ = Slope

10 X 0,00096297
0,0594

LOQ =

LOQ = 0,16 ppm

94
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Lampiran 17. Uji Disolusi Terbanding Tabket Karbamazepin Inovator (A)

UDT Tablet
Karbamazepin Inovator
Dalam Media Disolusi

Dapar HCI pH 1,2

Sampling Media
Disolusi Yang Telah
Diambil Pada Vessel

1-6

Sampling Media
Disolusi Yang Telah
Diambil Pada Vessel

7-12

-

Nl 4
EP @2 I

UDT Tablet
Karbamazepin Inovator
Dalam Media Disolusi

Dapar Asetat pH 4,5

Sampling Media
Disolusi Yang Telah
Diambil Pada Vessel

1-6

Sampling Media
Disolusi Yang Telah
Diambil Pada Vessel

7-12

UDT Tablet

Karbamazepin Inovator
Dalam Media Disolusi
Dapar Fosfat pH 6,8

Sampling Media
Disolusi Yang Telah
Diambil Pada Vessel

1-6

Sampling Media
Disolusi Yang Telah
Diambil Pada Vessel

7-12
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Lampiran 18. Uji Disolusi Terbanding Tablet Karbamazepin Generik Berlogo

(B)

UDT Tablet
Karbamazepin Generik
Berlogo Dalam Media

Disolusi Dapar HCI
pH 1,2

Sampling Media
Disolusi Yang Telah
Diambil Pada Vessel

Sampling Media
Disolusi Yang Telah
Diambil Pada Vessel

7-12

UDT Tablet
Karbamazepin Generik
Berlogo Dalam Media
Disolusi Dapar Asetat

pH 4,5

Sampling Media
Disolusi Yang Telah
Diambil Pada Vessel

Sampling Media

Disolusi Yang Telah
Diambil Pada Vessel
7-12

1l 1R -

grasrs g

UDT Tablet
Karbamazepin Generik
Berlogo Dalam Media
Disolusi Dapar Fosfat

pH 6,8

Sampling Media
Disolusi Yang Telah
Diambil Pada Vessel

1-6

Sampling Media
Disolusi Yang Telah
Diambil Pada Vessel

7-12
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Lampiran 19. Uji Disolusi Terbanding Tablet Karbamazepin Generik
Bermerek (C)

UDT Tablet Sampling Media Sampling Media

Karbamazepin Generik Disolusi Yang Telah Disolusi Yang Telah
Bermerek Dalam Media Diambil Pada Vessel Diambil Pada Vessel
Disolusi Dapar HCI 1-6 7-12
pH 1,2

UDT Tablet Sampling Media Sampling Media

Karbamazepin Generik Disolusi Yang Telah Disolusi Yang Telah
Bermerek Dalam Media Diambil Pada Vessel Diambil Pada Vessel
Disolusi Dapar Asetat 1-6 7-12
pH 4,5

UDT Tablet Sampling Media Smpling Media
Karbamazepin Generik Disolusi Yang Telah Disolusi Yang Telah
Bermerek Dalam Media |  Djambil Pada Vessel Diambil Pada Vessel

Disolusi Dapar Fosfat 1-6 7.12
pH 6,8
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Lampiran 20. Perhitungan Nilai F2 Tablet Karbamazepin Dalam Dapar HCI

pH 1,2 Menggunakan Software DD Solver

DD Solver 1.0

In-vitro Dissolution Profile Comparison
Tablet Karbamazepin Innovatol

A) - Generik Berlogo (B). Dapar HCI

pH 1.2

Ref.1
F(%)

Ref.2
F{%)

Ref.3
F(%)

Ref4
F%)

Ref.5 Ref.6
F(%) F(%)

Ref.7 Ref.8
F{t%) F(%)

Ref.9
F(%)

Ref.10
F(%)

Ref.11
F{%)

Ref.12

F(%)  Mean _ SD

RSD(%)

9.440145
2982213
494231
64,06852
75,06301

1047654
31,6264
48,2139

64,24

76,03768

9.791075581
30,79017975
4832849225
63,90314583
74,33420688

9.618401
3050876
48.8917
65,1561
7467144

9.570872 9676657
30,11099 3017803
4884981 5038757
63,86794 6481581
7564271 76.17806

9.041773 1112547
2976991 2930021
4959039 4919951
6417958 64,74265
7532644 7493319

10.46991
2965491
481311
63,41375
74 37671

1049198
3021117
48 45682
63,90015
75640386

10,23401
30,38808
4861432
64,58169
75,87291

10,03177 9,997384
31.11698 3029148
4925893 4902883
63,99516 64,2387
75.76884 7530075

0.581684

0.65229
0.623757
0.493886
0.629802

5,818359
2153378
1,272224

0,76883
0.836382

Test.1
F(%)

Test.2
F(%)

Test.3
F(%)

Test.4
F(%)

Test.5
F(%)

Test.6
F(%)

Test.7  Test8
F(t%) F(%)

Test.9
F(%)

Test.10
F(%)

Test.11
F{t%)

Test.12

F(%)  Mean _ SD

RSD(%)

11,72956

38,1329
54,61869
65,83902
77.20303

11.40044
37.37836
55,70384
67,47599
75,28485

11,51747093
36,38099176

54 7730436
66,73339099
78,37190359

1117578
37.42151
56.15136
64,75393

78.8747

11,19767
38,02485
56,31535
66,14809
77.98213

11,6939
36,92441
5443125

63,8611
75.81858

1171395 11.44282
38.4104 3883081
5592261 5515217
66,08928 66,12856
78.11829 76.73892

11,11038
38.08393
54 12549
65,10528
76.92135

11,66852
3752549
5569111
67,19596
7574715

11,97549
38,36354
54,76208
65,89564
77.12303

12,09253

37,6134
55,86045
65,03661
76.04468

1155988
3775755
5520062

65,8569
77.01905

0.31049
0.686529
0.656671
1,033762

1.15041

2685925
1818256
1189608
1,569709
1.493663

Similarity factol

f2 Ri

Ref.2 Ref.3 Refd4 Ref.5 Ref.6 Ref.7 Ref.8

Ref.9

Ref.10

Ref.11  Ref.12

Test 1 66,05015
Test 2 B5,76559
Test.3 67,58306
Test.4 64,96266
Test.5 65,23241
Test.6 69,08577
Test 7 63,85317
Test & 64,62248
Test 9 67,18658
Test 10 65,71435 6853275
Test.11 6545254 68,94426
Test 12 B5.85574 6882931

69,62478
68,36819
7115321
67,97266
68,48514
72,67349
66,91257
67.78721
70,92772

66,03093291
65,58020505
66,93592362
64,34299604
64,92350174
69,15009792
63,55035492
64 6526156
67,29303914
65,54242564
65,47067631
6569618058

66.71349
6668595
68,16211
64,98713
65,75163

69,3548
6429561
6531537
67.79751
6657472
66,12118

66.2379

66,08878
65,379
67,60026
65,00274
65,24563
68,97211
63,8552
64 57806
67,266
65,41299
65,48165
6564767

68,32139
67,92275
70,65756
6745124

67,6716
71,05042
66,15254
66,66591
69,34569
67,93101
67,64028
67.90163

66,11001 6557616
6582635 6547358
67,77946 67,24397
65,15962 64,23025
6538982 64,6424
69,02376 68,33847
63,97793 63,40263
6469015 64,09204
67.25524 66,38983
6576746 6545097
65,49176 6505726
65,8555 6542847

6426252

63,8063
65,27666
62,91598

63,2416
67.33047
62,03244
6290039
65,33951
63.80419
63,76082
6412549

66,02782
65,2696
67,3824
64,6727

65,02618

68,93914

63,69621

6447816

6712681

66,33647

66,46258

6559737

66,77813
66,03176
68,45451
65,38638
65,85762
69,34332
6443742
6517139
67,83403
66,09683
66,17374

66,1087

6846377
67.47801
69,95193
67,07106

67,4426
71,62083
65,92536
66.76842
69.76939
67.57351
67,80262

67.6959

Overall Statistics

Mean_R vs Individual _T
Mean SE
f2 66,53053367 0420510652
Is f2 £[60.100] between Mean_R and Mean_T
Similarity of Rand T

Mean_R vs Mean_T

66.75532214
Yes
Accept

DD Solver 1.0

In-vitro Dissolution Profile Comparison
Tablet Karbamazepin Inni (s

(A) - G (C). Dapar HCI pH 1,2
t min

Similarity factor, f2

Time Ref.1 Ref.2 Ref.3 Ref.4 Ref.5 Ref.6 Ref.? Ref.8 Ref9 Ref10 Ref11 Refi12
min, F(%) F(%) F(%) F(%) F(%) F(%) F(%) F(%) F(%) F(%) F{) F{) _ Mean SD___ RSD{%)
10 9440145 1047654  9.791075581 9618401 9.570872 9.676657 9,041773 11.12547 1046991 10.49198 10.23401 10.03177 9997384 0581684 5818359
15 2982213 31,6264  30,79017975 30,50876 30,11099 3017803 29.76991 29.30021 29,65491 30,21117 30,38808 31.11698 30.29148 0,65229 2,153378
30 4942341 492139 4832849225 48,8917 4884981 50,38757 49,59039 4919951 4813111 4845682 48,61432 49,25893 4902883 0,623757 1,272224
45 64,06852 6424 6390314583 65,1561 63.86794 64.81581 64,17958 64.74255 6341375 63.90015 64.58169 63,99516 64,2387 0493886 0.76883
60 7506301 76.03768  74.33420688 7467144 75.64271 76.17806 75.32644 74.93319 7437671 75.40386 75.87291 75.76884 75.30075 0.629802 0,836382
Time  Test1 Test2 Test.3 Testd Test5 Test6 Test7 Test8 Test9 Test10 Test11 Test12
(min) __F{%) F{%) F(%) F(%) F(%) F{%) F{%h) F{%) F{%) F{%) F{%) F{%)) _ Mean SD__ RSD(%)
10 7.727791 864061 8122238372 8185029 7379041 7419244 6905407 8135843 778561 8701919 7930291 809468 7918975 0517583 6535379
15 3210526 3249797 3172721657 31,89562 3144393 31.02468 33.01246 32,3013 31.71043 3139512 32.71789 3193872 31.98088 0578805 1,809847
30 4479007 4552575  44.64450727 4398169 4342252 4444765 44.57455 4592016 4470465 4375345 4602267 4528844 4475634 0,818134 1,627974
45 53,86587 5450967 5379153634 52,05785 534007 544413 53,3579 54.11835 5366801 54 49756 53.43053 54.41985 5379675 0,702824 1306444
60 5988607 6191356  61.13577277 59,3711 59,6242 60.02862 60.47532 60.32252 5969122 6044481 60.54298 59.1893 60.21879 0.765884 1276818
factol
Ref.1 Ref.2 Ref.3 Ref.4 Ref.5 Ref.6 Ref.7 Ref.8 Ref9 Ref10 Ref11 Ref12
Test.1 53,29723 52,39964 5441305951 53,15179 53,06086 51,65841 52,98228 52.73741 54.48424 53,23516 5244279 52.80617
Test.2 55,82961 549511 5711640909 5564246 5559412 54.03553 5545869 5522109 57.19092 5582416 54.91908 5537664
Test.3 5442004 5348648 5559416523 5421512 54 20708 52 68084 54.08092 53.84308 5573342 54 40629 5354792 53.91755
Test4 51,61284 50,81413 5264482453 5141881 51,43622 50,07737 51,31086 51,12735 52,79316 51,62554 50,85613 51,18621
Test5 5242143 515105 5350654719 5227688 5222926 50.79427 521206 51,89282 53.63256 5240131 5163109 51.91631
Test.6 53,74903 5270513 54 84828862 53,59474 5349141 5203535 53.43293 5319458 54.97784 5365618 52,8502 53.15208
Test.7 53,1934 5237498 5432906201 53,03841 53,00048 51,57908 52,9019 5251605 54,3171 53.1309 52,36041 5277268
Test.8 54,1424 5323413 55,2642527 5396712 53.86627 5248607 53.81239 53.56536 5532184 5404498 5322185 5364888
Test.9 53,03602 5211355 541180087 52.67395 52.79786 5140499 5272299 52.50091 54.22521 5297295 5218159 5252422
Test.10  54,01421 53,09247 5523007756 £3,90272 53.80583 52,27597 53,65856 53,57287 5540547 54.06314 53,21928 53,50094
Test.11  53.83452 5298563  54.93514061 5362525 5358415 5221751 5351765 53.21004 54,9713 5374213 5292816 53.39046
Test.12  53.16815 5224818 5425968508 53.05668 5288906 51.55450 5284673 5267338 54.33239 5307845 522973 5264874
Mean_R vs Individual T Mean_R vs Mean_T
Mean
2 53.34227347  0,303332024 53,35972812
Is f2 £[50,100] between Mean_R and Mean_T Yes
Similarity of R and T Accept
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Lampiran 21. Perhitungan Nilai F2 Tablet Karbamazepin Dalam Dapar
Asetat pH 4,5 Menggunakan Software DD Solver

DD Solver 1.0 In-vitro Dissolution Profile Comparison
Tablet Karbamazepin Innoy

min
Similarity factor, f2

Time  Ref1  Ref2 Ref.3 Ref4  Ref5 Ref6 Ref.7 Ref8 Ref9 Ref10 Ref11 Ref12
(min) __F(%) F(h) F(%) F%) F(h) F() F(%) F(%) F(%) F(%) F() F%)  Mean SD___ RSD(%)

10 3,302442 261375 2,632674419 3,678314 3,227267 5072267 3962267 3402907 3,272529  3,6825 3,959651 2,783721 3,465858 0,685793 19.78712
15 3216282 3241199 3213285271 31,1818 3182709 3124013 3332934 326801 31,64132 3331453 32 29816 3153012 3214585 0,715502 2225798
30 53.08396 5317503 5239018266 5292727 51.06122 52 33765 5373856 5234995 5183468 52 49168 5104494 52 3752 52 40086 0,803507 1533385
45 6252447 63,80454 62 68333527 6306791 6256067 6198992 6474369 6296159 62 90867 6196503 6275907 6338453 62 94612 0767766 1219719
60 8076445 8092141 8057453198 81.36675 795922 7923753 8193982 7997948 81.05578 §1.12141 8073353 79.49185 60,5649 0.824705 1023656

Time Test.1 Test.2 Test.3 Test.4 Test.5 Test.b Test.7 Test.8 Test.9 Test.10 Test.11 Test.12

(min) _ F(%)  F(%) F(%) %) F(%)  FM%)  F(%)  F(%)  F%)  F(%  F(%  F(%) Mean  SD  RSD(%)
10 16,86131 17,96058 16,44026163 18,30959 17,58619 16,6125 17,27424 17,33215 18,06593 17,10366 15,26642 17,09407 17,40891 0,632653 3,634077
15 43,94882 44 75853 4408546269 44,74128 43,7218 43,94593 44 23957 44 57853 4369246 4378636 454879 4469912 44 30798 0,548627 1,238214
30 5888115 59,63852 £9,06964196 59,4055 5905494 58,15307 58,30784 58,76876 59,02776 57,80083 59,417 5826161 58,81555 0,571571 0,971803
45 7133441 6880518 713652437 7137315 7047817 7083969 69,71208 70.04823 71,31857 7104362 6938525 71,1907 7057453 0886215 1255715
60 83.01366 B81,18629 B2,79263227 81,77143 B81,71659 7857436 79,08174 81,6706 79,91311 80,47041 82,6835 8186885 81,2286 1441232 1774292

Si

arity factor:

f2 Ref.1 Ref.2 Ref.3 Ref4 Ref.5 Ref.6 Ref.7 Ref.8 Ref9 Ref10 Ref11 Refi2
Test.1 5128308 5151306 5066647615 5117923 5026593 5114049 5370607 5150442 5076798 5178567 5120284 5054361
Test.2 50,87936 50,90966 5022506117 506418 4990491 5096675 5288147 5110681 5025295 5144488 5074372 50,1017
Test.3 5144104 51,69185 50,82476296 51,31466 5040373 51,26308 53,89158 51,6693 50,90245 51,93965 51,32867 50,70557
Test.4 4983391 4999574 4924718577 49,69928 48,93977 4985059 51,96641 50,07785 4932239 50,30256 49,7652 4918398
Test.5 51,3275 5146647 5068580869 51,18592 50,35845 5137046 53,57235 5157314 50,77194 5182786 51,2434 5061102
Test.6 5187663 52,05503 5129647839 516193 5112216 5209677 5400627 5231129 5130586 5235484 5186078 5138319
Test.7 5169218 51,77856 5108141912 5142077 5089813 5194035 53.71934 5207794 5109941 522318 5167046 51,098
Test.8 51,24751 51,37583  50,62342829 51,05169 50,30083 51,25469 5345234 51,51507 50,68389 5180978 51,18507 5051249
Test.9 50.68836 5084057  50,0900023 5053584 4986526 5087857 52,79214 51,00696 5015643 51,11373 50,63764 50,13433
Test 10 5175198 5193603 51,15856944 5155008 50,93526 5188015 54 01633 5211944 5124289 52 26596 5178783 5116005
Test 11 50,05794 50,12675 4943906299 49 86541 4908938 5002679 5210758 5025304 40 4986 5064085 49 96549 4925899
Test.12  51.01206 5121706 5043039507 50.8491 5012045 5096827 53,30615 51.31072 50.50902 51.55095 51,0088 50.34314

Mean_R vs Individual_T Mean_R vs Mean_T

Mean
2 51,14645457  0,191160545 51,21395318
Is f2 £[50,100] between Mean_R and Mean_T Yes
Similarity of R and T Accept

DD Solver 1.0 In-vitro Dissolution Profile Comparison
Tablet Karbamazepin Innovator (A) -

min
Similarity factor, f2

Time Ref.1 Ref.2 Ref.3 Ref.4 Ref.5 Ref.6 Ref.7 Ref.8 Ref.9 Ref.10  Ref.11 Ref.12

(min) _ F(%)  F(%) F(%) FW)  F(%)  FM%)  F(%  F(%) F%  F%)  F()  F(%) Mean  SD  RSD(%)
10 3,302442 261375 2.632674419 3,678314 3227267 5072267 3,962267 3.402907 3.272529 36825 3959651 2783721 3465858 0,685793 19,78712
15 3216282 3241199 32,13285271 31,1818 31,82709 31,24013 33,32934 32,6801 31,64132 33.31453 3229816 31,53012 3214585 0,715502 2225798
30 53.08396 53,17503 5239018266 52 92727 5106122 52 33765 5373856 52 34995 5183468 5249168 5104494 523752 52 40086 0803507 1533385
45 6252447 6380454 6268333527 63.06791 6256067 6198992 64 74369 6296159 6290867 6196503 62 75907 6338453 62 94612 0767766 1219719
60 8076445 8092141 8057453198 8136675 795922 7923753 §1,93982 7997958 §1,05578 8112141 80,73353 7949185 805649 0824708 1023656

Time Test1 Test2 Test.3 Testd Test5 Test6 Test7 Testd Testd Test10 Test1l Test12
(min) __F{%) F() F() F{%) F() F() F(%) F(h) F(%) F() F(%) F(h)  Mean SD__ RSD(%)

10 9,818198 10,67119 10.,91162791 10,82564 10,42125 9,959564 10,86959 10,69753 10,38602 10,99953 1041227 10,86305 10,56962 0,37988 3,59407
15 3542132 3511254 34 96300388 36.73976 3582252 3700923 3657422 36,2928 36,04436 3549355 34 57075 3520125 3577044 0769735 2 151876
30 5147777 5095385 5172344671 5162104 5133996 49 64671 5143435 5089331 607356 6116217 50,207 52.01003 5109126 0688167 1346937
45 5971088 57,81502 58,27371657 57,72357 59,18428 58,52122 58,99223 £9,34882 60,03338 59,11029 5948279 59,0711 58,93894 0,721405 1,223986
60 6543501 6525187 6543620107 66.53722 6624177 66.45804 6526408 6510884 6562237 64.40417 6541832 6526709 6553708 0609221 0,929582

Ref.2 Ref.3 Refd4 Ref.5 Ref.6 Ref.7 Ref.8 Ref9 Ref10 Ref11 Ref.12
Test 1 5541812 54 6629 5531990879 5458195 5668695 57,9036 5398112 564302 54 96505 5557312 5581739 56.23648
Test.2 54,33662 5346992 54.21785899 53,55079 5556854 56,84051 5276919 55,22225 53,92622 54.56072 5477452 54,9868
Test.3 54,65662 53,78446 5449137795 5387769 5579914 5719967 53,14511 5552918 54,19189 54.83805 55,01586 55,29742
Test 4 5518497 54 2686 54 99632963 54 2784 5625608 5759718 53,7264 5609387 54 65171 5557509 555791 5564618
Test & 5575902 5492057 5561701874 5490092 5699896 5831989 54,315 56,7649 5529023 5602101 56,21607 56.45014
Test.6 55,33064 5449947 5529062273 5442021 56,75892 57,7316 53,8575 5640684 54,97832 5578037 56,02015 5598772
Test 7 54 27766 5351183 54 13883256 5344884 5539853 5660519 52 98796 5522333 5381299 54 55457 54 68798 5459886
Test & 5429234 5355146 54 19065354 5348616 5551516 5665584 5299029 5527544 5388402 54 54823 54 77314 5499358
Test.9 5514663 54,4185 5505994543 54.33078 56,46401 57,60927 53,83846 56,20292 5475582 5538725 5568446 5593474
Test 10 5361547 52 87263 5350417939 52 87348 54 79672 5599131 52 28437 54 52836 5321897 537892 5403685 54 32833
Test 11 5503788 5424139 54 97568569 54 30167 5648091 57 68302 5352897 5604878 54 72828 5519595 4556264 5589825
Test 12 54 68914 5388337 54 52244197 53 91011 55.80344 5718276 5329062 5559268 54 20871 5484257 5502242 55 37261

Mean_R vs Individual _T Mean_R vs Mean_T

Mean SE
2 55.06281707  0.180013255 55,11311258
s 2 £[50.100] between Mean_R and Mean_T Yes
Similarity of R and T Accept
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Lampiran 22. Perhitungan Nilai F2 Tablet Karbamazepin Dalam Dapar
Fosfat pH 6,8 Menggunakan Software DD Solver

Dapar Fosfat pH 6.8

min
Similarity factor, f2

Time Ref.1 Ref.2 Ref.3 Ref.4 Ref.5 Ref.6 Ref.7 Ref.8 Ref.9 Ref.10  Ref.11 Ref.12

(min)  F%)  F%) F{%) F%)  F%)  F(%)  F(%)  F(%)  F(%)  F%)  F%) F%) Mean  SD _ RSD%)
10 7,277625 7836317 6,124846154 5,94649 7. 953663 7540702 741626 6,672635 6,957173 6,075346 6,958385 6,14475 6,908683 0,715064 10,35023
15 3240158 3198151 34 43064231 34 13758 324769 3221386 3195953 32 2575 3210885 3127007 3331737 3580784 328636 1307671 3979087
30 50,07771 50,35625 52,38626346 52,184158 4999246 51,68332 51,38768 49,759 49,56633 47,15181 47,88546 4722551 4997133 1,805916 3.613904
45 60,18451 57,01932 57.80515221 60,28866 56,34257 58,38839 56,41037 55,08375 56,69434 56,50728 53,85123 56,65689 57,10271 1,864176 3.264601
60 8450889 84,07302 89,46068269 89,50886 B84,16494 86,888 B6.43109 8630758 87.90159 86,27942 53,80806 52,18414 8595969 2290326 2664419

Time  Test1 TestZ Test.3 Testd Test5 Testf Test7 Test8 Testd Test10 Testi1 Testi2
{min) __ F{%) F(%) F(%) F{%) F(%) F(%) F%) F%) F{%) F(%) F(%) F(h)  Mean SD___ RSD(%)
10 12,6109 1253138 11,73132692 11,93712 1342298 12.76927 13,67377 12,99696 13.16376 1340836 12,96182 14,184 12,94847 0,697934 5390088

15 3562525 36,00307 35.82641442 3555098 33 37457 3391864 3371675 33.92354 34.21051 3412781 3650245 34,6009 34,78174 1054406 3,031492

30 4414467 4451221 4428492452 4717422 4673929 4585021 46,34398 44,30012 4548375 4575746 46,09643 45,556729 45,52038 1.014584 2,228856

45 6121047 6089172  60.5885149 60,87426 6042448 60.23384 60,31796 60.06494 6042557 60.88106 61.07119 5978052 6056371 0.431805 0712976

60 7749482 811097 80.31824519 7828877 77,2857 7993329 81,9082 8148275 80.39295 79,95312 86.74608 79.57803 803743 248471 3091423

Si factor: 2}
2 Ref.1 Ref.2 Ref.3 Ref.4 Ref.5 Ref.6 Ref.7 Ref.8 Ref.9 Ref.10  Ref.11  Ref.12
Test.1 64,6654 63,78268 56,64209472 57,03961 63,9 60,2027 59,90619 60,03971 59.55296 61,39748 63,05127 67,5767

Test 2 68,78816 67.35054 6051784851 60,9958 6764367 64,18819 6357671 63.69512 63.78014 653154 66,29242 70,99921
Test.3 68,88119 67,62151 60,20427024 60,60461 67,92979 6394975 63,52684 63,86242 63,65346 6566235 66,98493 72,35433
Test 4 69,33816 68.26206 5987093934 6026701 682242 64 14192 63.64309 6321227 625596 63,774 6595038 71,10443
Test.5 66,73061 66,54891 57.68512159 57,94408 66,41103 62,26371 62,07395 61,6588 60,91227 62,3836 6430825 67,22532
Test.6 7041541 69,78072 60,57419163 60,88856 6983262 6540075 6505178 64,84825 64.46918 66,17824 6758098 71,00996
Test 7 71,60381 70,77979 6221232708 6259291 7082223 6726953 66,5976 6599849 66.23091 67,15291 6768631 6985426
Test.8 6955246 68,8541 60,7001423 61,00942 6911425 6511834 64.78748 64,99404 6504564 67,0749 67,61592 7042995
Test 9 69,7749 6897002 6043767934 60.79706 6907729 6502864 6459035 6440945 6423331 6581275 6696175 7029469
Test 10 6917885 68,18197 4984385769 60,29909 6817477 6441769 6387881 63.52513 63.37226 64,79096 6585659 6916765
Test.11 7048696 68,21341 66,08650198 66,9328 68,55948 68,47302 66,81999 66,24094 68.27483 67,26327 65,94299 68,20082
Test.12 67,2119 6715191 59.0037478 5911963 67381456 63,2373 63.0651 6293438 6248614 63,82029 6573931 68,56767

Mean_R vs Individual _T Mean_R vs Mean_T

Mean SE
2 65,99792283 0572644684 66,62416135
Is f2 €[50,100] between Mean_R and Mean T Yes
Similarity of Rand T Accept

DD Solver 1.0 In-vitro Dissolution Profile Comparison
Tablet Karbamazepin Inno (A) - k Bermerek (C). Dapar Fosfat pH 6,8

it min
Similarity factor, f2

Time  Ref.d  Ref.2 Ref.3 Refd  Ref5  Ref6  Ref.7  Ref8  Refd Ref.10 Ref11 Refi2
min) F F(%) F(%) F(%)  F%)  F(%) F%) F(%)  F(%) F%) F%) F(%) Mean  SD RS
10 7.277625 7.836317 6124846154 504649 7.953663 7540702 7.41626 6.672635 6957173 6075346 6958385 614475 6908663 0715064 10.35023
15 3240158 3198151 3443064231 3413758 32.4769 3221386 3195053 322575 3210885 3127007 3331737 3580784 32,8636 1307671 3.979087
30 5007771 5036625 5238626346 5218418 4999246 5168332 6138768 49,769 4966633 47.15181 47 88546 A7 22561 49 97133 1.605916 3613904
45 6018451 67,01932 57.80518221 60,28866 56634257 5838839 5641037 6508375 5669434 5650728 5385123 5665689 5710271 1864176 3264601
60 54.50889 64.07302 59.46065269 89.50886 B4.16434  B6.888 8643109 6630755 87.90159 86.27942 53.80806 5218414 85 95069 2290326 2664419

Time Test.1 Test.2 Test.3 Test.4 Test.5 Test.6 Test.7 Test.8 Test.9 Test.10 Test11 Test12

(min) _ F(%)  F(%) F(%) F(6)  F(%)  FM%)  F(%)  F(%)  F%)  F(%  F(%)  F%) Mean 5D _ RSD%)
10 11,27285 1117212 11,02335577 11,53246 1151005 13,5887 11,28825 12,19812 13,7642 13,64937 13,75589 1566303 1253487 1.495363 11.92963
15 34,97458 3357435 3466944279 3361096 3417594 3446718 34,95666 34,90218 3564871 3585992 34 94614 3595617 34,81185 0,780379 2241705
30 4554726 43,914 4417342212 43,85129 4423299 44 69471 4503295 4484236 4527894 46,12998 46,35958 44 97077 4491902 0,81544 1,815356
45 5971556 60,34481 60,6986B125 60,28062 60,72596 60,68003 60,81874 60,94777 60,48904 60,03124 5970327 60,28735 60,39359 0,413033 0,683903
60 6438751 6503143 65,23907452 64,98098 6537623 65,65072 64,02127 6433714 6402774 63,86774 63,67669 6291111 64 45064 0,797502 1,237384

Ref.2 Ref.3 Ref.4 Ref.5 Ref.6 Ref.7 Ref.8 Ref.9 Ref10 Ref11 Ref12
Test.1 51,06708 51,29742  46,1792948 46,19999 51,27651 48,53489 48,77114 48,90168 47.84047 4920751 51,30494 53,54007
Test.2 5141435 5154181 46,25066674 46,3442 51,49657 48,73205 4894556 49,13435 48,14363 4972187 51,56397 53,74778
Test.3 51,62176 51,66625 4647847483 46,59118 51,63109 45,89492 49,0665 49,23796 48,26203 49,78131 51,66722 54,09559
Test 4 5127298 5141825 4614482255 4623056 5137953 486208 4583657 49.02095 4803736 4959475 5143544 53 58724
Test 5 5172438 51,78716 4651667864 4663361 5174065 4599514 49 16858 4931476 4834947 4986534 51,71891 54,04554
Test 6 5144407 5156713 4634956596 4644418 5153491 48 84684 48 99675 05384 4813473 494744 51,3774 5352241
Test.7 50,59794 5065765 4571043499 4581347 50,61032 48,02792 48,18472 48,28617 47,32484 48,6871 50,5652 52,86036
Test.8 50,6636  50,72051 4574219923 4585229 50,67711 48,09657 4823802 48,31791 47,38849 48,72706 50,58656 52,83576
Test.9 4999526 50,14825 4532051154 453769 50,13679 4760246 4775645 47.79713 46.87748 4506053 50,02457 52,12264
Test 10 50,01685 5024109 4541460135 4543268 50,23293 47 68057 47 86018 47 87941 4691309 4503535 50,10639 52,17058
Test 11 4996792 5026336 4533687264 4533725 50,241 47 66568 47 87668 47 8864 4659627 4503442 50,09365 51,99096
Test.12 4637909 4658567 44 05720321 44 08416 4859562 4621526 4637196 4639465 4553766 4659774 4649511 50.32325

Mean_R vs Individual _T Mean_R vs Mean_T

Mean SE
2 4912981897 0.25397052 49,17557676
Is f2 €[50,100] between Mean_R and Mean_T Nao
Similarity of R and T Reject
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Lampiran 23. Kurva Baku Disolusi Terbanding Karbamazepin Dalam Media
Disolusi Dapar HCI pH 1,2; Dapar Asetat pH 4,5; dan Dapar Fosfat pH 6,8
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Lampiran 24. % Disolusi Tablet Karbamazepin Dalam Media Disolusi Dapar
HCI pH 1,2

Absorbans Tablat Karbamazepin innovator (4). Medta Disolust Dapar HClpH 1.2

Menit Tablet | Tablet 2 Tablet 3 Tablet4 Tablet § Tablet § Tablet 7 Tablet § Tablet§ Tablet 1) Talet 11 | Tadlet 1
10 039847 | 0410031 1402371 040031 399846 0401059 0393779 417672 0410135 0410408 040745 | 0403131
15 0631459 | (852082 0642537 0639321 0634763 0633525 0631115 0623367 0619476 0633853 637888 | (846269
k] 083430 | 085l 341685 084817 D377 363341 836266 . 331683 0339431 0343149 08449 | 0831318
45 L0191 102092 L0171 103157 101683 102739 102041 102679 101164 101716 102497 101817
] JREAES L1514 113278 113636 114781 115378 11417 113955 1133% 114303 11503 114613

Konsentrast (ppm) Tablet Karbamazepin tnnovator (4)
Menit Tablet | Tablet 2 Tablet 3 Tablet4 Tablet § Tablet § Tablet 7 Tablet § Tablet§ Tablet 1) Talet 11 | Tadlet 1

10| 1097810078 | 1328120135 | L1704 JI9AIMEL | L106860463 | 2150368217 | 1009182046 | 2472325381 | 2316047287 | 1331330388 | 1274104806 | 1219281946
15| 6A134EM06 | TO15153039 | 6330174418 B6TMERST | RATRIIIIM | GAGAINI0NE | AADNRITRY | GAOMIMRL | GITTOMIG | 6700639333 | ATADITIIR | 68015
0| 1093457364 | 108M5155 | 10.6R063LTE 10813%4884 | 1080858015 | 1LLBI0078 | 109722093 | 1088330147 | 1064633721 | 1071800338 | 1073310078 | 1089369767
45| 1411800457 | 1418317809 | 1409127907 1436937364 | 140B3L473 | 142004186 | 1413920457 | 1427693708 | 1308333333 | 1409031008 | 14 4168667 | 14 10988372
B0 | 1649302326 | 1670620135 | 1633100773 16046357 | 166208681 | 167979845 | 1635174419 | 164622093 | 1634186047 | 1636841085 | 1667170543 | 1664786822
Tumlah Obet (ms)
Menit Tabtet | Tabtet 2 Tablet 3 Tablet 4 Tablet § Tablet § Tablet 7 Tabtet § Tablet § Tablet 10 Tabfet 11 | Tablet 1
10 188802907 | 209330814 | 1938213118 1023630233 | 1914174419 | 1933331305 | 108334651 | 102093003 | 2003982358 | 2098303349 | 20.46B02326 | 2008354631
15| 3953936047 | 6113639535 | GLATISEATT 091063053 | 6011563933 | GDJ4BSSL | 9ATOIGNT | SRATERO1I | 9I9MEEIT | MOS037SNL | 6066144186 | 6112
0| WALLLEZTY | 9706063933 | 96 0668603 9733813033 | 9715030033 | 10033907 | SRTAGRRATY | 9795032326 | G3RITOMRE | 9646203438 | 96.777R098 | SR.06127907
45| 1071546510 | 1274686047 | 1288215116 1003061628 | 167552306 | 1186319767 | 1273798510 | L2B492M410 12583 1268127907 | 128175 | 126988933
B | 1434372093 | 150335814 | 146979069 476383721 | L4DB003R14 | 10413605 | 1430636077 | LABLORRRT | L4TQ767M41 | 1491136977 | 1300433488 | 149830814
Faktor Korelsi
Memt | Tabltl | Tablatl Tablet 3 Tablat 4 Tablet 3 Tablet 6 Tablat 7 Talet § Tablet§ Taler 10 | Tabletll | Tablatll
10 0 0 0 0 0 0 0 0 0 0 0

0
15 | 0,104850304 | 0116406008 | 0,108789729 006871124 | 0106343023 | OQJOTSIB4IL | 0000464147 | 023616278 | 018332364 | OIGSTTSIG | OJI37114 0111464147
0043664728 046716376 | 043005843 0443263366 | Q440318798 | Q130338 | 0430303033 | OA4B48T403 | 0443183078 | 0431608485 | 0.430724806 | 0436385147
4| DSRN3NIL) LOTI3R333 | O.BB47RO038 0386031008 | 0980648236 | 0998637307 | 0979133 | OBSI636977 | QSTTSIN38 | 088730369 | 0888375843 | LIIM031
60 | LGBRROSI4 | 170443 | 1685343%61 170450969 | 1684843991 | 171423963 | 16RTIROD33 | LTOGS03876 | 1676668605 | 1692025194 | 1700463178 | 1706868217

Jumtah Obat Tettooredd (me)

Menit Tablet | Tablet 1 Tablet 3 Tablet4 Tablet § Tablet § Tablet 7 Tablet § Tallet§ Tablet 10 Talet 11 | Tatlet 12
1 153302807 | 209330814 | 1838213116 1923630233 | 1914174419 | 1933331363 | IRQB334631 | 2223093003 | 20930R233F | 2098393349 | 20.46R02326 | 2006334631
15| 3964425007 | B3252801% | 613803393 BLOTTSI066 | 6012108236 | GD3SR0G401 | 0.TORMEL | SRAOMIRE | 93098207 | 604213333 | 60TI6LSAL | 6113306415
0| MB4ER2TD | ORALTROIID | UG6IEOMS 077834031 | OTg0962I1D | 1007731393 | 9918078376 | 9330001086 | 9626221995 | 9801344438 | 0720863178 | 9831738312
45| 113T0446 | 1284799842 | 1278060817 1303121838 l‘”NSEE 1296316143 | 1233391667 | 1294330988 | 1268273019 | 1278003004 | 1291633798 | 1179903275
60 | L0L26017T4 | 1320733604 | 4R66R413 149 3428818 154 | 1503561200 | 1306328778 | L4GBA3ET6 | MRTAMIZE | 1508077229 | 151743812 | 1313378822

% Disaluat Tablet Katbamazapin lnnovator (A). Metz Disolust Dagar HClgH 1.2
Menit Tablet | Tablet 1 Tablet 3 Tablet4 Tablet § Tablet § Tablet 7 Tablet § Tablet§ Tablet 10 Talet 1] | Tatlet 1

10 [5M0143348 | 104763407 | 8781073361 9618401163 | STORT203 | G766369T7 | BO4ITIINSG | ILIZMASIT | 046391279 | 1049197674 | 10,23401163 | 10,03177326
13| IRB21234 | 3161640088 |  30,79017873 030873333 | 30IN093128 | 30I7R03246 | B78991231 | IR3000083 | 2063491037 | 3021116867 | 3038807633 [31,11638207
0 [40441376 | 4321300165 | 4831840225 AR89IT0155 | 4BB4081036 | S03BTIEETT | 493035438 | 4019950833 | 4BI3110998 | 4543680215 | 4861431389 |49.25893411
45 | GA0GBIII0 | 6423009708 | 63 S03L4383 631360968 | 6386704041 | G4BISROTIT | 6417938333 | 6474234041 | G3AISTI08T | GIH00I3013 | 6478168931 | 6399316376
60 | 7508300872 ) 60376812 | T4, 33420688 TAATIHA0RS | TSAAITIEN | T6LTRDG00R | TSG43803 | TASEIGAE | TA3T6T064 | 7340336143 | T38TI90601 | TS, T6R84109
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Lanjutan Lampiran 24.

Absorbens Tablet Karbamazepin Generlk Berlozo (B). Media Disolusi Dapar HCI gH 1.2

Menit Tablet 1 Tablet 2 Tablet 3 Taletd Talet 3 Tablat 6 Tablet 7 Talet § Tablet § Tablet 10 Tabl 1l | Tabler 12
] 424399 | 040803 0422167 0418249 04183 141419 042441 0421311 04174 0423899 D47419 | 0428761
13 072661 | 0717978 0706333 718488 0723403 0712735 0729793 0734831 726088 0719649 0729239 | 072083
30 03152 | 09297 0315117 0930877 0921231 0911132 0928137 0919313 0507603 0324413 0314836 | 0927471
4 103842 103719 104878 10259 104196 10160 14119 104168 103008 103396 103503 102913
§0 118437 11447 117803 118378 117348 114831 117483 113817 11614 L4 116361 113127

Konsenteast (ppm) Tablet Karhamazepia Genentk Berlozo (B)

Menit Tablet | Tablet 2 Tablet 3 Tablet4 Tablet 3 Tablet § Tablet 7 Tablet § Tablet § Tablet 10 Taler 1l | Tablet1l
10 | 2606369767 | 2333430233 | 2330437984 LARBSOTIAY | DARRATIN0Y | 1308643411 | LH03100775 | LAIG4R837 | 2468972868 | 1393003876 | 266122093 | 1687218681
15 | 3439496124 | B251028681 | B 070443736 §30209303 | 8436143411 | 8150988370 | B32IIRAITL | BAL404186 | BA4G3TORT | §324393003 | 8310443736 | 8343604831
30| 107600775 | 123148837 | 1211073236 141815891 | 1223160833 | 1203389147 | 1236344374 | 1219403038 | 1196722868 | 122292636 | 1210728682 | 1233215116
45 [ 1450030358 | 1456608327 | 1470329437 J426083271 | 1437083003 | 1408838225 | 433600775 | 1436350388 | 144069767 | 1480348837 | 1431414728 | 1432267441
B0 | 1694709302 | 1631879843 | 17078454 1731657364 | 1711976744 | 1664360465 | 1714825581 | 1684244186 | 1683682171 | 1662151163 | 1692848837 | 1668634109

§
§

Julzh Obat (mz)
Mt Tablet | Tablet 1 Tablet 3 Tablet 4 Tablet 3 Tablet § Tablet 7 Tablet § Tablet § Tablet 10 Tablet 11 | Tablet 12
10| 343910791 | 2280087209 | 2303404186 N6 | 139588 | 13I8TIR0T | 2340790838 | 1088363033 | 2220075581 | 2333703488 | 2393098837 | 2418503814
15| 7613346312 | T4 63003814 | 7163401183 TATIREATIL | TERNSDNT | TRTIANGSNS | TAAO063VI3 | TIINMATETS | TRMMA186 | TABIISTIL | 7639401163 | 7509244186
30 | 1036340898 | 1108863933 | 109014393 UI17634302 | 1100844767 | 1083230233 | 1111890116 | 1097464335 | 1077030381 | 1108363372 | 1089633814 | 1111693603
45| 13039302 | 1337047674 | 132300312 133476744 | I3LI3EATDL | 1266200300 | 1310040698 | 1310803340 | 1200661791 | 1332313033 | 1306273256 | 128.3040698

§0 | 1523038372 | 148669186 | 1343713116 ISR761628 | IM0TT07 | L49TOD4I9 | 1343343003 | ISLIBISTET | IS1SBI363 | 1483934047 | 1313363933 | 1302040698

Faktor Koreksi
Menit Tablet | Table: 1 Tablet 3 Tablet4 Tablet 3 Tablet § Tablet 7 Tablet § Tablet § Tablet 10 Tafer 11 | Tablet 12
1 0 0 0 0 0 0 0 0 0 0 0

15 [ 0130328488 | 0126671512 | 0127571899 014173388 | 0124418605 | 0119932071 | 0130135039 | 0127142442 | 0J23448643 | 0129630194 | 0133061047 | 0134361434
2165 | 0341282046 | 0.331404186 0339280038 | 04622773 | 050481389 | 03621447 | 057080335 | O.3017636 | 043079843 | 0338383333 | 0.351341667

45 | L13TI03682 | LIST207364 | 1137130814 LIGDISTOR4 | LIST806202 | LM4127163 | LIT4B6434 | 16732034 | L1442T807 | LIG0261

60 | 1882215961 | LO003L1628 | 1871003343 1ST33060 | LSRG3STI3 | LBAATISTTS | 1901286821 | LBGSRGTIME | 161313833 | LB007005

3| LI63347674 | 1169140203
1 | 1389633030 | 1383282046

I
b
§16
058

Tumlzh Obat Tetheorabst (mg)
Menit Tablet | Tablet 1 Tablet 3 Tablet4 Tablet 3 Tablet § Tablet 7 Tablet § Tablet § Tablet 10 Talet 11 | Tablet 12
10 | 4902751 | 2280087208 | 2303434186 NI16977 | 103934884 | 233877807 | 1342750698 | 1288363933 | 2020073381 | 133703488 | 1333098837 | 2418303814
13 T6,2637936 | 1473672963 | 7176198333 74 8430126 60497093 | 7384882730 | TRSTSATT | 7766181918 | 761678673 | 730509874 | 7671707267 | 73 12680329
30| 1092373731 | LILADTET83 | 1093460872 23027003 [ 1106307025 | 1088625048 | 1118432258 | 110304343 | 1082509738 | LILIS22ITL | 1083241647 | 1117208021

43 | 1316780330 | 1349316748 | 133466781 1295078624 | 1322961783 | 1277622064 | 1301783361 | 1312371268 | 1302103581 | 1343819213 | 1317912733 | 130073218
B0 | 1344060372 | 130.3696977 | 1367438072 1377483034 | 1339642397 | 1518371676 | 1361363881 | 133477844 | 1338427083 | 1314843031 | 134 2460304 | 132,0893327

% Disolusi Tablet Karbamazapin Ganarik Barlozo (B). Media Disolust Dapar HClpH 1.2
Menit Tablet 1 Tablet 2 Tablet 3 Taletd Talet 3 Tablat 6 Talet7 Tablet § Tablet 8 Tablet 10 Tabl 1l | Tabler 12
10| 172936393 | 1140043605 | 1131747093 IL17578488 [ 1119767442 | 1189389333 | 1171393349 | 1144281977 | ILL1037791 | 1166851744 | 1197549419 | 12,08252907
13 381328968 | 3737836483 | 3638099176 374213083 SOM4B3463 | 3652441376 | 3341039729 | 3883080939 | 3808393361 | 37303937 | 3836333634 | 3761340163
30| 3451868633 | 370983915 | 47730436 65133304 | NA3ISNE108 | 43103240 | 300261089 | SNSATISL | ALDMRTRY | 39110833 | 3476208236 | 33 86043107
45| 6383001696 | 674739874 |  66,73339099 647339312 5614308915 | 638810030 | 6G.0B92781 | 6612836347 | 6310527907 | 6709396076 | 6389363663 | 630366093
B0 | 7720300839 | T304B4884 | 7837190339 TRAT469671 | 7798212984 | 73 RIR3R3RD | TRLISI04ET | 7673391 T69135463 | T34TISN6L | 7712300319 | 7604467636
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Lanjutan Lampiran 24.

Absorbans Tablet Kerbemazepin Generik Bermersk (). Madia Disolus Depar HCIgH 12

Menit Tablet | Tablet 1 Tablet 3 Tablet 4 Tablet § Tablet § Tablet 7 Tablet § Tablet § Tablet 10 Tablet 11 | Tablet 12
10 038712 | 03817 0383133 0383953 03U 0373174 0369282 383391 03719375 0380881 033103 | 038919
13 0657148 | 0662193 0633388 0633313 0630187 043377 0,668203 063997 0,633217 648343 066476 | 0633313
k]| 0301158 | 0809511 799488 0791873 0783341 079731 0798681 0314078 03002 0,788255 08154 0,30836
4 090388 | 0309641 0301534 0881582 0397203 30309 0,896593 0303173 0900146 0,909681 0897266 | 0.3086%
£l 0988018 | 0331097 0382361 0962064 0363183 969725 0974815 1972897 0983803 097443 097340 | (350040

Konsentrast (gpm) Tablet Karbamazepin Generlk Bermrek (C)
Ment Tablet | Tablet 1 Tablet 3 Tablet 4 Tablet § Tablet § Tablet 7 Tablet § Tablet § Tablet 10 Tablet 1l | Tablet 12
10| L7IT286322 | 1920133639 | 18404186 1318895349 | 163978681 | LA4RT2093 | L3M3MB84 | L1R0796316 | L730133639 | 193373069 | 1762186310 | LT9RRITRNY
15| 7149614 | 721004631 | 7040465116 TOTRI00T | 6OTR30133 | GERSISITE | TALTSTTALD | T16R003156 | TQATISIER | 4943040611 | T260R31713 | T0RT3
3| 9904224306 | 10,06610465 | 5371860483 G146 | GAU1S9TET | GEIGRA961 | 983620093 | 101M6124 | 9883638915 | 9673M631D | L07TI3LTR | 1001472863
45| 1186604631 | 1200660833 | 1184968992 1146496124 | ILT6560078 | 1199604651 | 1173374031 | 1192001938 | 118223969 | 1200738372 | 1178678193 | 1198829437
I

§
§

60 | 1313794374 | 1338521318 | 1341391083 1300643410 | 1308323643 | I317100713 | 1326967034 | 13303 1309340698 | 1326118681 | 1328193736 | 1298156577

Tomlzh Obat (mg)
Menit Tabtet | Tablet 2 Tablet 3 Tablet 4 Tablet § Tablet § Tabtet 7 Tablet § Tabtet § Tablet 10 Tablet 11 | Tablet12
10 154333814 | 1728120083 | 164447674 1637003814 | 147380814 | 1483843837 | 1381081383 | 1627168605 | 1537120083 | 1740383721 | 133603814 | 16,18936047
15 | G41463116 | 64.89504186 | 63 36418603 B3,7002907 | GLR0SRT209 | 6LOGEOIR6 | GIOMBIONGT | 43120093 | 6333436047 | GLA03N4E3L | 6334TETAAD | GITRTI
30 | BR13802326 | 9030494186 | B8 B467HLY §731854631 | 8641412791 | 3846860463 | BR70398837 | 9301563 | BR9T09%023 | BT.R1G186 | 9139418603 | 90,13233814
45 | 1087944188 | 1080304767 | 1066472093 1031846312 | 103890407 | 1079644186 | 1037836628 | 107280174 | 1064033721 | 108,0664333 | 103,9010463 | 107 8946312
60 | 1182413116 | 1212660186 | 1207431877 117237807 1077431079 | 1183392440 | 1194270349 | 1190825 1178386628 | 1193603814 | 1193376163 | 1168341278

Faltor Koreksi
Menit Tablet | Tablet 1 Tablet 3 Tablet 4 Tablet § Tablet § Tablet 7 Tablet § Tablet § Tablet 10 Tablet 11 | Tablet12
10 0 0 0 0 0 0 0 0 0 0 0 0
15| 0083864341 | 0096006783 | 0090247083 0030544767 | 0081989341 | Q082436047 | Q07672674 | (090398236 | (086306783 | 0,096687934 | 0088114341 | 0085840891
0| DA12403 | 0456362006 | 0227034 QU830 | 0430910853 | QAL6606705 | 044310361 | Q48790410 | (438364341 | 0444083465 | 0431156977 | 0444315801
45| 093133643 | 0930B6TIE | 00338637 0931049419 | 0910989341 | 0913188933 | (.93301e867 | 0036330030 | (932647287 | 0928662791 | 0960013566 | 0943052326
)| 1330625969 | L36019TAT4 | 1328347868 LSOA297481 | 149926933 | 1517991279 | L323603681 | 1332331008 | L32777130 | 1320031977 | 348352713 | 44467034
Jmlah Obat Terkorshst (mg)
Menit Tablet | Tablet 1 Tablet 3 Tablet 4 Tablet § Tablet § Tablet 7 Tablet § Tablet § Tablet 10 Tablet 11 | Tablet 12

10 | 154353804 | 1728120083 | 1624447674 1637003814 | 147380814 | 1483848837 | 1381081395 | 1627168605 | 1337122083 | 1740383721 | 158605814 | 1618336047
15 | BAII03153 | G499304364 | A3ASMEIM §3,7913547 | 6183786143 | 604933463 | GROMGIMD | BAS0I60TI6 | 3A20B6TD | BLTR01343 | B3A337RET6 | 63 8TI4089
0| 8938013366 | 9103150388 |  §9,28801433 756338178 | 8684303876 | SR89330136 | 83,14009308 | OLB403LI05 | 8940923437 | 750690407 | 5104334302 | 90,37687403
4 [ L07T307402 | 109019344 | 1073830727 1041137006 | 1063013963 | 1038826076 | 1067193793 | 1082367043 | 107336014 | 1089931163 | 1068610601 | 1088397033
60 1197721376 | 1238271163 | 1222715433 187420045 | 1192483973 | 1200572355 | 1209306386 | 120643031 | 1193824389 | 1208896134 | 121083969 | 118378363

% Disoluat Tablet Karbamazzpin Genertk Bermerek: (C). Media Disolust Dagar HCIpH 1.2

Ment Tablet | Tablet 1 Tablet 3 Tablet 4 Tablet § Tablet § Tablet 7 Tablet § Tablet § Tablet 10 Talet 11 | Tablet 12
10| 7727790698 | BA40610465 | 3122030372 BI3302007 | 7379040698 | 7419244186 | 6903406377 | 1333013 | 783610463 | BT01SI3405 | 7930150698 | R0946802%3

1| LM ILRB6LTTE | L4037

6 §
15 | 3110325773 | 324979743 072 | 3067733 | 3301246221 | 3130130378 | 3171043362 | 3139511725 | 3171789438 | 3193872043
N[ HTH0067T83 | 4332973104 | MBMI0TIT 1390160089 | 434001030 | MMTEN068 | 44T | 900131 | MTMGATIS | 4373203 | 4600267131 | 4328843702
4 [ S6ETID | M4N0%Tl | 337816 SL09TRI00 | FADGSRLE | 444130378 | SRIOTERTS | MEINIL | 3366800968 | 449334 | 343053004 | 41983174
60 | 393360685 | 6191333814 | 6L I35TTT 93TI003 | SEN4I0864 | 600286773 | GOATIIIONG | GO3ITLIT | 060121996 | 6044480669 | 605420843 | 3513920748
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Lampiran 25. % Disolusi Tablet Karbamazepin Dalam Media Disolusi Dapar
Asetat pH 4,5

Absorbensi Tablet Karbamazzpin innovator (A). Media Disolusi Dapar Asetat pH 4.3

Menit Tablet | Tablet 1 Tablet 3 Tablet 4 Tablet § Tablet § Tablet 7 Tabler § Tablet § Tablet 10 Taet 1] | Talet1
10 0317768 | 0319871 0320088 033078 0326306 0343062 033534 038 03142 0332126 033534 | 3R
15 06349 | 066l381 1638188 087 654645 0647787 167184 0664415 0632512 0671672 0,68 0631268
0 0895338 | 089741 1388427 1.39438 087317 08877127 1903728 1,887882 1832048 339449 0872807 | 0388284
4 L1 101592 100313 L0075 L0179 993083 102631 100624 100374 0994745 100399 10112
] 12064 120816 1,143 1213% 110313 118884 1.21% 11974 120983 121049 120613 119189

Konsenteast (ppm) Tablet Karbamazapia tanovater (4)
Menit Tablet | Tablet 1 Tablet 3 Tablet 4 Tablet § Tablet § Tablet ] Tablet § Tablet § Tablet 10 Talet 11 | Tablet1l
10 | 0733873969 | 0,380833333 | 0,38303876 Q817403001 | 0717170543 | LIZTITOS43 | 0880303876 | 073620133 | 0727218682 | 0818333333 | 0879922481 | 0818604631
15| 714307034 | 7198437984 | 7137383721 GO247T48062 | TOGRTOLEY | 69339R83TD | TAOIELTR0T | 7238042636 | 7027364341 | T3GRER2N7L | 717248082 | TMN3233814
3| 1175267441 | 1177344361 | 1139936047 1171860465 | 1130368217 | 1138379437 | 1189388147 | 1138870843 | 1147373643 | 1161916667 | 1129838327 [ 1139638913
SUT13L| 1407013504 | 1382208682 1390687674 | 1379631783 | 1386637307 | 142733876 | 1388253814 | 1387086820 | 136398062 | 1383893349 [ 1397868217
§0 177620135 | 1778373643 | 1712131783 1780612403 | 1750443736 | 1742323381 | 1800744186 | 173872083 | 1780848837 | 17.84088147 | 1773638335 | 1748042636

Jelah Obat (mz)
Meat Tablet | Tablet 2 Tallet 3 Tablet 4 Tablet 5 Tablet § Tablet ] Tablet § Tablet § Tablet 10 Tablet 11 | Tablet 12
10 |6AMRBITL| )T 3263348897 TIR62T90T | 6ATATMER | 10 L443MER | TOM3MEB4 | GRDIB | 6038 7363 7919301326 | 3 36744136
15| G420805340 | G4 70404106 | 84 13R49340 3007036 | 36LISOS | 14NSRNSRT | GAGL4ESIIG | BSTNNSMITY | A34E27007 | 663RBI308Y | 43313038 | 43,000301%3

30| 1037740698 | 1039810463 |  104,3342442 105467419 | 1017331393 | 1042721310 | 1070630233 | 104299186 | 1032816279 1045725 | 1016872674 | 104 3683023

45 | 140674419 | 1266313833 | 1244003814 1250627907 | 1241668603 | 1208973837 | 1284784884 | 124543023% | 124853814 | 1209381338 | 1243303814 [ 123 8081393

B0 | 1398581393 | 160.1816279 | 1394913803 1610651163 | 1575401163 | 1568083023 | 1611569767 | 1582848837 | 1604363933 | 1603680233 | 159.8075381 [ 1373238372
Faktor Koreksi

Menit Tablet 1 Tablet 2 Talet 3 Tablet 4 Tablet 3 Tablet 6 Talet 7 Tablzt § Tatlet § Tablet 10 Tablet11 | Tabler 12

1 0 0 0 0 0 0 0 I 0 0 0 0

15 | 0.036693798 | 0028041667 | 0028231338 040870155 | 0033838327 | 0036338317

004023184 | 0037810078 | 0038361434 | 0040316667 | 0,043536124 | 0030830233
30 | 0383834631 [ 0380013366 [ 0386121124 0387107338 | 0389293605 | 0ADILITME | 0
L
L

AL4106389 | 04007TI2209 | 0387723631 | Q410830773 | 0402620155 |0,381093023
0

08901163 | 0980132132 | 0861316473 | 0891808109 | 0967549419 | 0360822481
TUET0H3 | LA742R0039 | LASS1SONM | LAATONALS | 1630437083 | 1830836380

45 | 0.981488372 | 0977636047 | 0966089147 0373037781 | 0SHTTTIS | O9BI4TET4
60 | LG70TS1938 | 1681183798 | 1637203488 1668386628 | 1544293605 | 1863766473

Jumlzh Obat Terkorelai (mg)
Menit Tablet | Tablet 1 Tablet 3 Tablet 4 Tablet § Tablet § Tablst ] Tablet § Tablet § Tablet 10 Talet 1] | Tabletl
I |6AM3ITL| 3T 5,265348837 TIRE2T00T | GASASMEM | 1014438 | TO24IMBM | £R03313933 | 6430384 1363 TA1830326 | 536744136
15| G270 | 400508331 | B4 26570343 GLIGIA0T] | G3ASALTMR | 6LARDDSIER | GE6SRETE36 | 6360I938 | GBIRIGADS | 666100361 | 6459631171 | 6308023136
30| 1061679244 | 1063500601 | 1047803633 1038343494 | 1021204331 | IM4E753091 | 107477198 | 1046998983 | 1036693376 | 1049833308 | 1010898876 | 1047509933
45| 1230489300 | 1276000814 | 1253666703 1261338085 | 1251213381 | 1239798314 | 1204873893 | 125931754 | 123817934 | 1233300649 | 1233181308 | 126 763061
0 | 1613288015 | 113428217 | 161149084 1627335020 | 1501844090 | ISBATS06RR | 1638706473 | 1300301838 | 1621113550 | 1612428207 | 1A14870330 | 1380836938

% Disolusi Tablet Kathamazepin innovator (A). Media Disoluat Dapar Asetat pH 4 3
Menit Tablet | Tablet 1 Tablet 3 Tablet 4 Tablet § Tablet § Tablet 7 Tablet § Tablet § Tablet 10 Tablet 11 | Tablet 12
10 330244186 | 261375 163267419 T6T013053 | SOMETAAL | SOTI2ETMAD | 396267442 | 3401908977 | 327050907 36825 | 3959651163 | 278372093
15 | 30.1680364 | 3241199176 | 3213283071 JLIBIR0I36 | 3182708624 | 3124012654 | 3332933818 | 306800969 | S1A413003 | 333143081 | 3229818083 | 3133011628
30| 3308396201 | 3317503004 | 3230018266 SL0TIATL | SLOBIAIEST | SD3ATEMET | I3THNIEASD | 04004913 | SLEMETETR | SLABIE739 | 310440438 | 3137319767
45 | BLIL446312 | GIS043407 | G24R33NNT G3,06791424 | 6136066508 | 619888157 | 6474369477 | 6196138769 | 6290866321 | 6L96303246 | 6273906341 | 6338433101
G0 | 076444374 | B0.92141085 | 8037433198 §LI673145 | T83N0004%4 | Te23TIM44 | BLU39R2IE4 | TR 9TORRIEE 1M §112141134 | 8073331761 | T AS1%468
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Lanjutan Lampiran 25.

Absorbzns Tablet Karbamazepin Genertk Berlogo (B). Mettz Disolust Dagar Asetat pH 4.3

Meatt Tablet | Tablet 2 Tablet 3 Tablet 4 Tablet 3 Tablet § Tablet 7 Tablet § Tablet § Tablet 10 Tablet 11 | Tablet 12
10 141243 | 040548 D47TM15 049983 0491353 148039 0487978 0438642 0497036 0436022 0438335 | 0483912
15 0792887 | 0801987 0794366 0801767 0790123 0,792735 0,79608 0,799963 0789736 0,7908% 0310330 | 0801361
30 0981202 | 0969786 0983382 1967073 0983164 093287 0934384 0930844 098284 034881 098716 | 09540%
4 110027 1071 110063 110034 105041 109466 108146 10834 110002 1057 L0771 10986
il 112969 120873 L2718 121507 111483 117888 1147 121431 115407 120061 112381 1,11635

Konsentrast (ppm) Tablat Kerbemazzpin Genark Barlozo (B)
Menit Tablet | Tablet 1 Tablet 3 Tablet 4 Tablet 3 Tablet § Tablet 7 Tablet § Tablet § Tablet 10 Talet 1] | Tablet12

10 | 3746937364 | 39914031 | 3833391473 408879845 | 3008042636 | 3601668667 | 383872093 | IRSISROLAT | 4014631163 | 3B00BI3933 | 4059203426 | 3798682171

15 | 9747810078 | 9924166667 | 9776472868 9010003101 | 9694244186 | 9743231938 | 9809689922 | OSR404IEE | OERTISITER | 9709186047 | 1008387209 | 9912034884

30| 1300972868 | 1317368767 | 1303197674 31330775 | 1304773104 | 1284823381 | 1288147287 | 1198341085 | 1304116279 | 1276857364 | 131231938 | 1287083271

45 | 1370484406 | 1513933488 | 1371182171 57007732 [ 1531373969 | 1539612403 | 1334418603 | 1341780546 157 1364147187 | 1326744186 | 13 67243061

§0 18,2129843 | 1780678293 | 1816393349 1793352713 175823 1T 20820457 | 1734108307 | 1791400048 | 17730067442 | 176404186 | 181377007 | 1793833333
Jumlzh Obet (me)

Ment Tablet | Tablet 1 Tablet 3 Tablet4 Tablet 3 Tablet § Tablet 7 Tablet § Tablet§ Tablet 10 Talet 1] | Tablet1
10 | 33,72261808 | 3592116279 | 3188032326 3661918605 | 33173837 3.2 I SAMRR3T | B4B843013% | 3GI31RA04T | 420732338 | 3633284884 | 34 18813653
13 877302907 | 893173 1798823381 BIO0BL | VMRI9T67 | BT | SRA8TA093 | SRSGMTETA | §TIR418605 | 9738267442 | 9077284884 | 8820831383
30 | 170873381 | 1183812781 | 1174677507 1181115698 | 174287674 | 1156343023 | 1139332338 | 11R8306977 | 1173704631 | 1149261628 | 1181267442 | 1138376744
45 | 141 M36047| 13625314 | 1414063933 1413506077 [ 1396238370 | 1403631163 | 138097674 | 1387604631 413 1407732338 | 1374069767 | 1410323236
B0 | 1639168603 | 1602610463 | 1634733814 1614017442 161323 13506312 | 1360607674 | 1612343003 | 1577040898 | 1388447674 | 1632401163 | 181623

Faltor Koreks

Menit Talt 1 Talet 2 Tablet 3 Tablet4 Tablet 3 Tablet 6 Tablat 7 Tablet § Tablt § Tablet 10 Tablet 11 | Tablet 12
10 0 0 0 0 0 0 0 0 ! 0 0 0
15 | 0187347868 | 0,1%9362016 |  0,182668574 0203439920 | 0193402132 | 0JB4383333 | 0191936047 | (182578437 | 0200732338 | 0190040888 | 0,02960271 | 0.135934109
30| DFTATSITL | 0693770348 | 0671493217 0690433078 | 0680114341 | (087184393 | 0682420543 | 06R6R2633 | (0633089147 06735 | 0707233876 | 0.683333833
45 | 13090806 135433333 | 1304092034 1335610465 [ 1332301938 | 134238721 | 1306404186 | 1333997003 | 1337M47O87 | 1313078681 | 1363313366 | 1329078488
0| 110467034 | 2111331877 | 210968314 L4143] | 1108189820 | 2094064320 | 2093703488 | 2106888366 | 2122147287 | 1096032326 | 1,126883639 | 2112702319

Jumlah Obat Tetkoralst (mg)
Mentt Tablet | Tablet 1 Tablet 3 Tablet 4 Tablet 3 Tablet § Tablet 7 Tablet § Tablet § Tallet 10 Talet 11 | Tablet1

10 [ 3371061628 | 3592116279 | 3088032326 651918605 | 31TET B0 MR | MG6430233 | 3GIIIGE04T | 3420732538 [ 363310484 | 341881303
15 | 8751763837 | BA.S1T06200 | 8817052539 8548036783 | BTA4339081 | BTSRIS0TE | BRATOMI | SGIST036L | STIMBINE | STITITISID [ S0.573R0311 | 893582480
1 1
1

i
§

§

30 | 1177620963 [ 1192770484 | 1181392838 1183110048 | 1181098818 | 1163061483 | 1166136764 | 117337542 | 118035543 | 1156016628 | 1188339681 | 1163232103
45| 1428688283 | 1376103690 | 141304874 1427463081 | 1408563391 | MLETR3TS | 1304041686 | JADUGGMEID | MLG3TIATS | LALOSTIHS | 1387704303 | 1423814041
60| 1660273275 | 1613725785 | 183,3850645 1633428385 | 1634331899 | ISTJ487161 | 1331634709 | 16341103 | 1308262171 | 160.0408198 | 1633670019 | 1637377023

% Disolust Tablet Karbamazzpin Geneeik: Berlozo (B). Media Disolust Dapar Asstat pH4 3
Menit Tablet | Tablet 1 Tablet 3 Tablet4 Tablet § Tablet § Tablet 7 Tablet § Tablet§ Tablet 10 Talet 1] | Tablet1

10 | 1636130814 | 179603814 | 1644006163 1830939302 | 17,33619186 166135 | 1727424418 | 1733215116 | 1806393023 | 1710366179 | 1826642441 | 1705406577
13 [4303001908 | 4473833101 | 4408346269 W20 | 4372700 | 43DARNLI0 | MD30TT26T | MATRNIRD | 3600393 | 437R633736 | 434870433 | 4469912403
0| SRESII4R26 | Be30ITL | 3906864156 40047 | R05404088 | SBI3307M413 | 3830783818 | 347687621 (21T7] STA008314 | 354163503 | 826160314
45| TLI4IATI| GBI | TL36IMAT TLATAIM0T | TO4TRIGOET | TOSIVERTS | GRTIZOME | TOOB2NL | TL3IENT3E | TLO4361723 | 603832431 | 7115070203
§0 | $3.01366376 | SLISK28GN | 8175263227 BLITI4I806 | BLTIESO496 | TRIT4NE04 | TH0B1734T | BLATOSMI | TOSISI08S | SOATOAO98 | 8268330097 | 8136883126
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Lanjutan Lampiran 25.

Absorbans Tablet Karbamazepin Genentk Bermerek (C). Media Disolost Dagar Asstat g 43

Ment Tablet | Tablet Tablet 3 Tablet 4 Tablet § Tablet Tablet 7 Tablet § Tablet § Tatlet 10 Tablet 11 | Tablet 12
10 0402480 | 041263 04150 41403 0409397 0404103 0414338 0412563 0408593 416028 41828 | 0414483
15 0693430 | (9184 0690114 071493 0,700001 0713638 708592 070337 070547 0,696192 D6R5648 | (0692840
k]l 1873 0371238 0.380077 187879 0873636 0835147 76662 0870487 0368713 1873487 0380745 | 088331
4 096343 | 0.846703 931908 943458 096233 0934813 1) 360066 964218 0971113 961498 0983925 | 0961001
£l 103031 10283 103036 1429 103834 104213 102826 102631 L1341 101847 103023 102834

Konsenteast (ppm) Tablet Karbemazepin Genarlk Besmersk ()
Tablet 4 Tablet § Tablet § Tablet 7 Tablet § Tablet § Tablet 1) Tablet 11 | Tablet 12
TADSE0T6T | 2313833333 | 12131334 | DALS46116 | 2377218 1308003876 | 1444341085 | 2313837209 | 2414011828

Menit | Tabletl | Tablatl Tablet 3
10 [LIBI821703 | 2371373969 ‘4‘4SD£2
-

1

[

1 | 1 :
15| 7839282046 | 778061240 736085271 SL3027190 | TOATAR3T98 | R2VIG7ATA4 | RIIIB6047 | BDSIS604ES | TOUT0MEM | TRTIRTINEY | 76A%S340%4 | 709083147
0 | 1138372093 | 112666279 1143 33876 114126938 13186047 | 1095248104 | 1137133639 | 1125168805 | 12173062 | 1130982338 | 111016472 | 1130098837
45 | 131005814 | 1270874030 | 1230614 1270340698 | 1303197674 | 1283504961 | 1298771318 | 1308817829 | 1320118217 | 1300546312 | 1310125969 | 1300622083
B0 | 1434903101 | 1431085801 143 1439341085 | 1432700698 | 1457810078 | 1430930233 | 14273814 | 1430072868 | 1411957364 | 1434748060 | 1431083271
Jomlah Ozt (me)
Menit Tablet | Tablet ) Tablet 3 Tablet 4 Tablet § Tablet 6 Tablet 7 Tablet § Tablet § Tablet 1) Tablet 11 | Tablet 12

10 [ 196363335 | 2134138370 | 2182325381 2165127907 04 1891912791 | 2173918605 | 2139303814 | 2077203488 | 2193306377 | 2082433488 | 2172610463
15 [ 7073334631 | 010631163 | 688047674 T30 | TLI204418 | TIS0TTSOT | TRONTETMAD | TAAGGTMAIS | TLOTIIEN | TO.SG488372 | 68,00381393 | 028180233
0| 1024334884 | 10L3906ITD | 1029378488 02,7404 | 1001667442 | SRST2ISIIE | 1023422083 | 1012651044 | 1003357338 | 1017884301 | 59.91482338 | 1033088933
1
i

45 [ 1183505233 | 1143386628 | 1154665116 1143486628 | 1172877907 | 1159733465 | 1168894186 | 1176136047 | 1189006305 | 117130186 | 1173113370 | 1170350884

60 | 1291412791 | 128793930 1915 1313406977 | 1307511628 | 131200807 | 187837209 | LIB4R0I326 | 129307381 | 1270761628 | 1291273236 | 1287976744
Faltor Korekst
Manit Tablat 1 Tablat ] Tablet 3 Talet 4 Talet 3 Tablet 6 Tablet 7 Tablet § Tablt § Tablet 10 Tablet 11 | Tablet 12
10 0 l l 0 0 0 0 0 0 l 0 0
15 [ 0.109091083 | 0,118368798 | 012124031 0120084884 | 0115791667 | 010661822 | 0120773236 | 0118861434 | 011400184 | 0122217054 | 011369186 | 0120700381
30 | 0300035233 | 0308049419 | 0309044374 03278324 | 0313176337 | 0320260639 | 0326482338 | 0521434437 | 0315251938 | 0313910833 | 0499163603 | 0311155039
45 | LOTIML2NG | LO71380814 | 10092151 108847093 108076938 | 1068883721 | 1093030388 | 108403876 | LO7611TME | LOSL40213) | 1034230969 | 1086204437
60 | 1728744186 | LTO07T817829 | LT2240013 LIB3ANTS | 1731368207 | 171311200 | 1744436047 | LT3TAT6T4 | LT3TITE33T | L7321TSRER | 1708313633 | 1736313304
Tomlzh Obat Teckorakst (mg)
Ment Tablet | Tablet Tablet 3 Tablet 4 Tablet 5 Tablet Tablet 7 Tablet § Tablet § Tatlet 1 Tablet 11 | Tablet 12

10 [ 1963630338 | 24138370 | 2182325381 165127907 0444 1991912791 | 2173918603 | L9303BM4 | 2077203488 | 2199906977 | 2082433488 | 2172610463
15 [ 08426376 | 022308043 | 6092600773 TATOIS0T | TLA4SO33B5 | TAQIB4NIS) | TRI4BM4TET | TLIR360361 | TLORRTI4I | TO87IO0078 | 6514130381 | T0A0230251
30| 1023335436 | 1019077008 | 1034468934 103420804 | 1026799205 | 9909341182 | 1023636819 | 1017866285 | I0LATIOOTE | 1023043411 | 1004139842 | 1040200504
45 [ 1194207643 | 11563001436 | 1163474331 UGMTITT | 1183633601 | 1170424302 | 117384469 | 1186076434 | 1200667363 | 1132203882 | 1183633882 | 1131421908
60| 1308700233 | 130037481 | 1308724021 13307443 13483531 | 1300160882 | 13078137 | 1302176802 | 1312447343 | 1288083362 | 1308366393 | 130.33418%%

%% Disolusi Tablet Karbamazepin Gensetk: Bermerek: (C). Media Disolus Dapar Asetat pH4 3
Menit Tablet | Tablet Tablet 3 Tablet 4 Tablet § Tablet 6 Tablet 7 Tablet § Tablet § Tablet 1) Tablet 11 | Tablet1

10 [ 9818187674 | 107119186 | 1051182791 1032363953 1042125 | 9950563853 | 1086939302 | 1069752907 | 1038601744 | 1099933488 | 104121674 | 1036303233
15 [ 354213188 | 3511234021 | 3406300388 367307643 | BRAITO | ITIOSE26 | 365742034 | 3620280281 | 3604307 | 3349333039 | 3437073281 | 33011343
0| ATITIIS | 08338028 | S1TI3HET SLETIA0AL | 133086007 | 454670351 | SLAM4M0F | 00033444 | 5073350388 | SLISILTOSA | 30,20638709 | 3101002318
45 [ 70607 STRIA0NE | 3ITTIEN JTTU668 | SRIBAIG004 | SNALD | IBSOIT | BMERTL | 600333783 | 3911020409 | 3548279409 | 3507109641
60| 6543301163 | 6323187403 [ 6343620107 B833T2I048 | G641TES | GGATB0M0Y | I6A0TRAD | G3I0BB4012 | G3EID36TY | GAAD4IB09 | 6341831977 | 6326709436
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Lampiran 26. % Disolusi Tablet Karbamazepin Dalam Media Disolusi Dapar
Fosfat pH 6,8

Absorbanst Tablet Kasbmazepin tnnovator (&), Media Disolust Dapar Fosfat gl 6.8

Meait Tablet | Tablet 2 Tablet 3 Tablet 4 Tablet 3 Tablet § Tablet 7 Tablet § Tablet § Tablet 10 Tablet 11 | Tablet 12
10 0369887 | 037633 0336578 0334315 0371709 0372837 037148 0,362906 366154 0356004 0366208 | 0356306
15 0639751 | (454861 068327 0679897 660378 0637563 063434 0638123 636389 0646753 DET0354 | 0630183
30 0861931 | 0363141 038331 033644 1860898 83043 0877088 0338296 1836061 018807 083636 | 0818826
4 097330 | 0938918 034782 0976362 093108 934637 0931843 0 916646 933261 933364 90438 | 0834794
8 125277 L4791 130984 131038 1143 L3007 127316 117395 129207 1273 124313 L2617

Konsentzast (ppm) Tablet Karbmazepin tnnovater (4)
Menit Tablet | Tablet 1 Tablet 3 Tablet 4 Tablet § Tablet § Tablet 7 Tablet § Tablet § Tablet 10 Tafet 11 | Tablet 12
10 1A1T1 | LTALAAM6 | 136107692 1344308 | 1767480769 | LA7S7I183R | 1e4B097690 | L4RIB07691 | 1346038461 350076923 | L34R307692 | 13655

TITRIRMEL | TA0TIRI31 | 7149326

i 3 1 1350076 i
15| 7191363383 | 7097326003 | 743892308 013 | 7092961538 | 760096134 | T126TIISAR | AO4L40%%46 | 7393169231 | TMMTIISH
30 [ 1L07944231 | 11J4107308 | 1159136338 ILST0346 | 1103937682 | 1143613385 | 1L37080308 | 1100853846 | 1096835769 | 1043201538 | 1039153846 | 1044280768
45| 1526304615 | 123596134 | 1273117308 1328380460 | 1240906003 | 1286263462 | 1242390383 | 1213163383 | 1243963460 | 1243313385 | 1185842308 | 1248083383
80 | 183053769 | 1830011538 10,693 1970346154 | 183307690 | 1912441308 | 1900815385 | 1900288461 | 1933519231 13 1844961538 | 18,0840304¢
Jumiah Obat (mg)
Menit Tablet | Tablet 2 Tablet 3 Tablet 4 Tablet 3 Tablet § Tablet 7 Tablet § Tablet § Tablet 10 Tabfet 11 | Tablet 12

10 143332 | 1567263462 |  12,24969231 1189298077 | 1590732680 | 130R140383 | 1483151903 | 1334306903 | 1390434615 | 1215063231 | 1391676023 | 120883
I3 | 6472228046 681*94‘31 68,79323077 68.20809615 | 648632308 | 6434304231 | 6383663385 | GAM4086338 | 64J4MO3ET | 624726361 | 6635741308 | 713474038
30| 97488077 1043221883 1039033460 | 9933619231 | WL9233846 | 1003383077 | 9000384615 | 9R6B001823 | G38MB03M6 | 9313M4613 | 9398316023
4 | 1183745134 1143803377 1193549615 | 1116834231 | 1157637115 | 1118151346 | 1091848846 | 1124067115 | 1120783846 | 1067238077 | 1123238846
60| 1673601923 177,253 1773311338 | 1667076823 | LTLLIGR0T7 | 1712333846 | 1700259615 | 1741967308 17 166,0463383 | 1627363461

Faktor Korkat
Menit Tablet | Tablet 2 Tablet 3 Tablet 4 Tablet 3 Tatlet § Tablet 7 Tablet § Tablet § Tablet 10 Talet 11 | Tablet 12
10 0 0 0 0 0 0 0 0 0 0 0 0
15 00308625 | 0087070192 | 0,08B03384% QOBE0TI1S | 088374038 | 0083783577 | 0082400885 | 0074140385 | 0077301823 | 0067303846 | 0077315383 | 0088273
30| 0440430789 | 0441936538 | 0450133460 04501139 QU375 | OMI31003 | 0437050061 | 0431043190 | 04336375 | O4M43THO3R | 0MT07TRM6 | 0463780577

43 | 0594402883 | 0998993192 | 1029806731 1000363460 | 1001716346 | 1013039613 | 1003337113 | 0982622115 | (0981963383 | 0936173808 | 0576633769 | 0.987900962
0 | LA37393100 | 126993269 | 166636338 1686337680 | 1622179808 | L6G619136 | 1626732308 | 1380004308 | Le0eMTILS | 13388373 | 1563376923 | L611933634

Jumlah Obat Terkorehst (mg)
Mentt Tablet | Tablet 1 Tablet 3 Tablet 4 Tablet 3 Tablet § Tablet 7 Tablet § Tablet § Tallet 10 Talet 11 | Tablet 12
10 1433521 | 1367263460 | 124060031 130098077 | 1590732690 | 150B140385 | 1483051003 | 1334526003 | 1300434615 | 1215089231 | 1391676923 | 112835

i

15 | 6430315096 | 639630125 | 68 8612841 BR.ITSIERIT | G493ATOTID | G44NTTITES | BRIG056TI | BASISOONTT | BAITIOSTT | GL4DI3RAE | 6683473846 | TIGISTRES
301001334113 | 100714842 | 1047725269 1043683377 | 0903402081 | 1033666363 | 1007733387 | 9931709135 | 9RI32636T3 | B43036123 | 937T0923 | 443102881
45 [ 1203680183 | 114038648 | 113610364 10377305 | 12683134 | 1167767712 | 1LL820T31T | 110,J673067 | 1133836769 | 1130143644 | 1077024635 | 1133137836
§0 | 1630177875 | 1631460317 | 1789213634 IO | 1683098721 9 | 1728620769 | L7L6I51663 | 173803LTT9 | L7L3SBEATS | 1676161134 | 1643682798

§
§

% Disolusi Tblet Karbmazepin innovator (A). Media Disolusi Dapar Fosfat pH 6.3
Menit Tablet | Tablet 1 Tablet 3 Tablet 4 Tablet § Tablet § Tablet 7 Tablet § Tablet § Tablet 10 Talet 1] | Tablet1
10 TITIRLS | TRREITI0R | 6 1M4B4E1N4 SOAE40085 | TOII6EMAL | TSHOTOI0N3 | TALGLIRELS | GATIEMALS | GOITITADTT | A0TSMELM | OILIMELI | 6LUT
§ 3198150623 | M4 4308403 MIIT58413 | 3LAT6R9836 | 31213634 | 31939337 | JLLTA0LR | 3LIOBRSIER | 3127006823 | 3331736923 | 358078342
3 I
1

-
! 36T | 313862634 SLIBAITEES | 485904640 *16333182“ SL30T67333 | 4873800367 | 4936632837 | 471180613 | 4788M65 | 411235149
& 68184*8913 3701 §0.2886625 | 36341671 | SBIBRREI | S64I0N63ET | BSORITSIT | G604NIM6 | SGIUTINL | SIESINNTI | 63689270
§0 | 8430889375 | B40T. §9.30883577 | 8416403606 | 8688799932 | 864308846 | 8630738317 | STS01388%4 | 8627041873 | 8380803769 | 821841358

343 | 3803181
01387 | 354606826

§
3
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Lanjutan Lampiran 26.

Absorbenst Tablet Kerbamazepin Genertk Berlogo (B). Metta Disolust Dagar Fosfat gH 6,8

Menit Tablt 1 Tablet 2 Tatlet 3 Tablet4 Tablet 3 Tablet 6 Tablat 7 Tablet § Tablet 9 Tablzt 10 Tablt 11 | Tablet12
i 0431326 | (0430607 0411362 (41374 044081 043333 0443808 0433587 0437759 0440741 0433381 | 0448704
15 069666 | 0701031 633041 693843 06706 0676929 0674338 0676971 0680277 0679303 0706774 | 0684722
i 0792824 | 0797032 794488 081788 0,8228%9 0812632 0818293 0,794703 0,308334 0811308 0815289 | 0.808113
4 03872 | (0583486 0.930039 098318 0978033 0973916 0976812 097404 0978112 0 383347 0983399 | 0970363
8l 117149 1234 12419 118034 116903 1197 122046 10 1203 119986 11782 119353

Konsentrasi (ppm) Tablet Karbamazzpin Generik Berlozo (B)
Menit Tablet | Tablet 1 Tablet 3 Tablet 4 Tablet § Tablet § Tablet 7 Tablet § Tablet § Tablet 10 Talet 1] | Tablet1
10 1043077 2TMT3 1606961338 2632652308 1982884615 | 2837613333 | 3038613383 | 1RERIIINE | 1923097681 | 2979634615 | 2380403846 | 312

15 | TO0I153846 | 73852153 | 746042308 7385480788 14 73520711538 TINS193] | T3RG096154 | T3ATAO3R4E | 893833846 | TATISTRRDS
30 | 9750461538 | 983LTEO3L | 97419 1042461538 | 1032882680 | 1013138481 1[!‘4-8“‘ 9786634615 | 10,M911338 | 1010973077 | 1013267308 | 10,06371154
45| 134R%60031 | 1341709846 | 133511482 1341115385 | 1331290615 | 132706134 | 1328869231 | 1323355769 | 1331363231 | 1341436338 | 1343380602 | 131483193
L] 170325 | 1783338460 | 1766134615 1720633846 | 1698557690 | 1737538461 | 1R01269031 | 1790153846 | 1767632308 | 1737807690 | 190481538 | 17 43480769
Jumiah Obat (mg)
Menit Tablzt 1 Tablet 2 Tablet 3 Tablet 4 Tablet 5 Tablet 6 Tablet 7 Tablet § Tablst 9 Tablet 10 Tablet 11| Tablet12

W | B2 208275 46283385 DAMBTT | J6RINE14 | DIIIRNIME | J73ATIIRE | 2500300383 | 2630TISN3 | 26R16TLIM | 2551363461 | 8368
15 | 7111038462 | 7186630383 | 7132248077 7036932692 86,6 5769340383 | 6728137680 | 6770267308 | 6827488338 | 6310663460 | 7286088462 | 69 04419231

3,
1

30| §77M15385 | SRAGGONN0R | §R0421535 B3SAI53846 | GA00BM4231 | DLIBMEIS | L1615 | BROTOTLISA | 044003346 | S0SETITARD | SLGA40TED | 90,3T340385
bl

45| 113982308 | 1207333462 | 1201602115 1207003846 | 1198133654 | 119M31538 | 1193982308 | 1191200190 | 1198232308 | 1207292885 | 121084423 | 1183166731
] 1330005 | 1605184815 | 1380321184 1348300460 | 1508701923 | LSRL7M615 | 1611142308 | 1612938461 | 1390923077 | 382006903 | 1717613383 | 1374332691
Faktor Korslos

Menit Tablet | Tablet 1 Tablet 3 Tablet4 Tablet § Tablet § Tablet 7 Tablet § Tablet § Tablet 10 Talet 1] | Tablet1
JUj 0 0 0 0 0 0 0 0 0 0 0 0
15| 0011034 | 01301975 | 0130348077 Q130634615 | 014914231 | 0141380763 | 0151930769 | 0144410577 | 04613885 | 0148981731 | 0144020192 | 01376
30 0333173846 | 0338498077 | 0327683192 0326908634 | 031914231 | 0317986346 | 0329717308 | 0320336338 | 0300437630 | (327331823 | 0 343801383 | 01173846
45| L022701923 | 1030086338 | LDIGRIANEH 1 MR132 | 1033 104333577 | LOSTTISR0R | LOUSB6B269 | LOD7OIM46D | LOSIA38461 | 1057936338 | LOA436MD3
80| LARTI6338 | 1700838461 1484373 1718697105 | 17012 1438108654 | L702164423 | LETIG6L54 | 1693308077 | L70353731 | 1730827883 | 702790383

Jelzh Obat Terkorskst (mg)

Menit Tablet | Tablet 1 Tablet 3 Tablet 4 Tablet § Tablet § Tablet 7 Tablet § Tablet § Tablet 10 Talet 11 | Tablet1
0| B200%69) 80875 14826338 BAMB0TT | JeR4I06134 | 13RIME | 17479346 | 250000385 | 2630731903 | 2681671154 | 2500363481 | IR363
15| TL23030577 | 7000614135 | 7165280885 TLI0096154 | 6T4OL44DS | GTRTIMEL | B743330760 | GTMATONES | 6RA2I0IR17 | R29361E3F | 7300400481 | 6920179231
30 | BR230%A060| MOOAINS | 9E3AIRA004 MMBATID | 9347HSR6I | 917042788 | G18R706T31 | BRAOOMROR | 006TABE1S | 13102885 | 9210086038 | 9111438269
45| 12408327 | LLTR3LT | LALLTTONNR 121748504 120848931 | 1204676804 | 1206330606 | 1201298873 | 120831142 | 1217621269 | 1221423788 | 1193610373
B | 1549896365 | 1621w 160 6364904 136377433 | IS43704077 | 1398665700 | 1638163930 | 1619634923 | I607HS003 | 159906248 | 1734921663 | 139156039

% Disolusl Tablet Karbemazzpin Generik Berlogo (B). Metia Disolus Depar Fosfat pH 6.3

Ment Tablet | Tablet 1 Tablet 3 Tablet 4 Tablet § Tablet § Tablet 7 Tablet § Tablet § Tablet 10 Tablet 11 | Tablet 12
10| 1261080385 12331373 1173132692 19311538 | 1342208077 | L076826923 | 1367376923 | 1299495190 | 131337506 | 1340835377 | 1296181731 | 1418
15| 3362315088 | 3600307067 | 33R0e412 1535000077 | BBIMATALD | BOIRMNL | 33TIETAIRT | JR003IED | 421030913 | B4LITAORLT | 36304524 | 34 0080613
| 4414468035 | 4431020030 | 4420400431 ATV | A6TR0090T | ASBS0N104 | 463430R363 | A4J00IMD4 | 434R3TARIR | 437ITA64D | 4600643020 |43 3570015
43| B121M46833 | ROBOITIRES | AD3RES1A0 SR80 | DADMTHR | G02SIBMTL | BO3ITORODD | GO0G04TT3 | G0233TIID | GORL08%46 | 6L071IR0AD | 307R031873
B | TTAMBIELT| L1097 3031824519 TLUETTIEY | TIRSTO3ES | 798331831 | BIO0BL976 | RLARITAGLY | ROO9318% | TO0A3IARL | B6,M4GR3LT | 79 3THIL981
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Lanjutan Lampiran 26.

Absorbans Tablet Karbamazepin Generl Bermerak: (C). Media Disolusi Dagar Fosfat pH 6§

Menit Tablet | Tablet 1 Tablet 3 Tablet 4 Tablet § Tablet § Tablet 7 Tabtet § Tablet § Tablet 10 Tablet 11 | Tablet12
10 0416064 04149 0413181 0419064 0418805 042825 0416242 142673 0444853 1443526 MAM75T | 0466193
15 6807 | 06703 0683717 0673453 0675583 0683205 0639019 638331 0696837 0,6%9305 0638730 | 0700288
k] 0308159 | 079038 0793319 0789832 0,794008 0,798192 0303216 0300839 0303836 031368 0318380 | 0802134
4 0983974 | 0977446 0981438 0976683 093177 0981059 0980753 0934204 T8 0973377 0963624 | 0976177
] 102016 100776 103006 102716 L0316 103348 101538 101349 101577 101589 L0 10027

Fonsentrast (ppm) Tablet Karbamazepin Genentk Beomerek ()
Menit Tablet | Tablet 2 Tablet 3 Tablet4 Taflet 3 Tablzt § Tatlet 7 Tablet § Tablet § Tablet 10 Talet 1 | Tablat 12
10 | 2303076923 | 1482600308 | 2440634613 1362769231 | L3ATTRMGY | 301971133 2308 110652308 | 3038711538 | 3033191308 | 3036863385 | 3480673077
15| 173801538 | TATIT0TT | TRR0TILSN TAMBERIRS | TIROMD308 | TAAL506134 | TTSLINNE | TUA00N0760 | 70BN | 752019231 | 774BR26803 | TT092077
0| 10064315 9703 9758080769 06R0076013 | 0773250769 | 9.87I003077 | 9350307631 | 9006003846 | 1000107632 | 1019007632 | 1024209613 | 9920884815
43 | 1313719031 | 1330088482 | 1337803848 1528620154 | 1338403846 | 1337036338 | 1340008077 | 133084815 | 1330593046 | 1320063461 | 1315046134 | 1327840383
B | 412230769 | 142634815 | 1431268231 1425692308 | LA4307690 | L4 37HAGIS4 | LA0ADLO3L | 1410942308 | 1409788462 | LAD0ITI07T | 139603461 | 1378768231

f
B

Jemlzh Obat (mg)
Menit Tablet | Tablet 1 Tablet 3 Tablet 4 Tablet § Tablet § Tablet 7 Tablet § Tablet § Tablet 10 Tablet 11 | Tablet 1l
10 | 1234560030 2034403077 | 10 M4TLIM B06402308 | 230200915 | 171740383 | LDATES | MAORNTT | 2T32M40AES | 2700873077 | 2731178846 | 3132603769
15| 6982300385 | 6700433780 | 421640503 BT09378846 | AR2000B077 | #RTR336330 | GOTATONARS | 69.66REIE0D | TLI4MB0TT | TLIERITA0N | 63.730A4IS1 | TLT3R30TE9
0| W858 373 4783982691 3720169231 | RTS007AR1 | BEEIEITEY | ROSNTERI3 | B9 121362 | 9000969231 | 9171069231 | 9217886333 | 39 36396134
45 | 11BAL47308 | 1187079615 | 1204023481 1195739038 | 204363462 | 1203332885 | 1206268269 | 1208776134 | 1198208461 | L1S0037115 | 1133341538 | 1193056346
B0 | 1271007692 | 1234161538 | 1288142308 18313077 | 1290876823 | 1204081538 | 1263617308 | 1260848077 | 1263409615 | LI6Q153769 | 1236434615 | 1240802308
Faktor Korehsi

Menit Tablet | Tablet 1 Tablet 3 Tablet4 Tablet § Tablet § Tablet 7 Tablet § Tablet § Tablet 10 Tablet 1] | Tablet1l
10 0 0 0 0 0 0 0 0 0 0 0 0

15 | 0125253846 | 014134615 | 012481731 0123138462 | Q127889423 | 0150983577 | 0128425 | OL333M15 | 0152935977 | (151639815 | 0133843269 | 0174033654
0| 0313164423 | 0496493260 | 0507017308 0300881731 | 0506011538 | 0333113385 | 13033577 | 0522303634 | O4RIRN681 | 0.49260377 | 0340184615 | 0572379808
45| 1016304231 | 0981668260 | 0993016344 0983335577 | 0995373077 | LODGT6LS38 | 101030961 | LOITONRMA | 1 (MRIIES3R | LOSETAMI3 | 1032380423 | 1060074038
B0 | LETA2IIR4E| LAdETIDS | 1EE30INNE0 1 f40648154 L6715 | 1693179808 16808 LASOATIIS | 1704513462 | 1719806154 | 17099123 | 1732094231

Tumlzh Obat Terkorelsi (mg)

Menit Tablet | Tablet 2 Tablet 3 Tablet 4 Tabtet § Tablet § Tablet 7 Tabtet § Tablet § Tablet 10 Tablet 11 | Tablet12
10 | 2234565031 | 234403077 | 20 MATLIM B06EB08 | 0200915 | T7LT4085 | LTS | LADGRNTT | 275240385 | 2729873077 | 1731178846 | 3132603769
15 | 6994915769 | 6714869231 | 6833888338 6720102630 | GRISIT0IG | 43933098 | 6001332885 | 6904361 | TL2OTAIE3F | 7171083269 | 69.3922833% | TLOIINIL
30 | 9100431931 | BTRITORILT | BEM4ERMD3 BI040 | BRAGTORMAE | BO3RO41308 | OO06300481 | BOSRBATIRYT | G03ETS | DL2500308 | 9D7I0L5 | BO.4IIE
[} 119431125 | 1206306208 | 1213973623 120361804 | 1204500190 | DD036005 | L2LG3TATTD | 1218033441 | 12007R0827 | 120062476 | 1194085433 | 1203747087
60| 1287750231 | 1300628663 | 130478149 1299619338 | L307524673 | 131104337 | LAM25308 | LIBATAITRE | LB0SM75 | LU TIMTAL | 107353974 | 123820005

% Disolust Tablet Karbamazepin Generik Bermerek: (C). Media Disolusi Dapar Fosfat pH 6.8
Mentt Tallet | Tablet 2 Tablet 3 Tablet4 Tablet 5 Tablet § Tablet 7 Tabtet § Tablet § Tablet 1l Tablet 1l | Tablet12
10 | 112724615 | 117211338 | 11023335T7 1L33248154 | 1131004808 | 1338870192 | 1128825 | 1019810533 | 1376420190 | 1364836338 | 1373380423 | 1586300883
15| WO74IT885 | 3397434615 | 4 BEOHITY TAI00636 | WITIORL | MAGTITHE | J405eeeM1 | MA02IB0TT | ISAETORLT | 3335001835 | 404614179 | 3303617067
0| 45ATI0 | 4501900683 | 44 1TMNNND R0 | 2300003 | AROATIIA | AS0RD0SM | MBADEOIT | ASDTHORTS | AGI000TBM | 4R 330375 | 407077087
i 38,7155623

3
WL | GMIID | GGG | IR | GLAND | GOIEHE | WATTIND | SASNIE | SLBIEH | SIS |
§ |30 GOHBT | SO0 | GO | GRG0 | GO | I | G | GRS | 876D | SLOLIL
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Lampiran 27. Perhitungan Persen Terdisolusi

Persen terdisolusi = (V x F x C + FK) x 1/Ke x 100 %

Keterangan:

\/ = Volume media disolusi (dalam mL)

F = Faktor pengenceran

C = Kadar larutan yang diukur (dalam mg per mL)

Ke = Kadar karbamazepin per tablet yang tertera pada etiket (dalam mg)

FK = Faktor Koreksi

Contoh perhitungan persen terdisolusi tablet ke-1 (menit ke-10) pada tablet
karbamazepin inovator (A) dalam media disolusi dapar HCI pH 1,2.

Diketahui:

\Y/ =900 mL

F =10

C = 2,097 ppm atau 0,002097 mg/mL
Ke =200 mg

FK =0

Persen terdisolusi = (V x F x C + FK) x 1/Ke x 100 %

Persen terdisolusi = (900 mL x 10 x 0,002097 mg/mL + 0) x 1/200 mg x 100 %
Persen terdisolusi = (18,8873) x 0,005 x 100 %

Persen terdisolusi = 9.44 %
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