PROTOKOL VALIDASI METODA ANALISIS KADAR DALAM
BAHAN BAKU

METHISOPRINOL
PT. PHAROS INDONESIA
No. Dokumen :PV/AD/BB/2025/009.1.00
Disusun Oleh :
Nama Jabatan Tanda Tangan

Puthut Ariel Bintoro

R&D Analytical Development }/
Supervisor

DiperiksaOleh :

Nama Jabatan Tanda Tangan
: _— R&D Analytical Development -9
lin Agreeani Sitohang Miviaar 4 7




No. :
g PROTOKOL VALIDASI METODA | pv/AD/BB/2025/009.1.00
! ANALISIS KADAR DALAM Tanggal Berlak :
i { BAHAN BAKU ng SEp 2005
METHISOPRINOL Mengganti: -
PT. PHAROS INDONESIA Tgl: -
1. TUJUAN

Untuk melakukan penyesuaian spesifikasi dan metode analisis kadar Methisoprinol terhadap

referensi terbaru dan sesuai dengan tujuan penerapannya.

RUANG LINGKUP

Protokol ini ditujukan untuk validasi kadar bahan baku Methisoprinol.

REFERENSI

In house method mengacu analytical method of manufacturer tahun 2023 (ABC Farmaceutici)

TANGGUNG JAWAB

R&D Analytical Development Scientist bertanggung jawab melaksanakan verifikasi metode
analisis sesuai dengan protokol verifikasi metode analisis, mencatat semua informasi / data dan
hasil yang diperoleh dari pelaksanaan.

R&D Analytical Development Supervisor bertanggung jawab merencanakan verifikasi metode
analisis, membuat protokol verifikasi, mengawasi kinerja dan memastikan kelengkapan catatan
analisis.

R&D Analytical Development Manager bertanggung jawab mengkaji dan menyetujui protokol
sebelum dilaksanakan verifikasi metode analisis, menilai data dan memberikan persetujuan dalam

laporan verifikasi metode analisis.
PARAMETER VALIDASI

Akan dilakukan validasi terhadap analisis kadar Methisoprinol mencakup parameter sebagai

berikut:

5.1.  Uji Kesesuaian Sistem (UKS)

wn

2. Spesifisitas
5.3. Linieritas
5.4. Akurasi

Presisi

5.5.1. Ripitabilitas

N
wh

5.5.2. PresisiAntara
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ANALISIS KADAR DALAM

Tanggal Berlaku :

BAHAN BAKU 08 SEp 2025
METHISOPRINOL Mengganti: -
PT. PHAROS INDONESIA Tgl: -
5.6. Robustness
5.7. Range
6. REAGEN DAN MATERIAL
Reagen
No NamaReagen Grade
| Potassium dihydrogen phosphate Anlytical
2 | Ortho phosphoric acid 80% Analytical
3 | Methanol HPLC
4 | Purified water HPLC
Material

I. Methisoprinol RS

2. Sampel Methisoprinol
7. METODE

7.1.  Sistem kromatografi

Alat : HPLC Agilent Infinity 11

Kolom : Purospher L1; 4,6 mm x 15 cm (5pm)

Fase gerak Waktu Larutan A | Larutan B _

(menit) (%) (%) Kelire

5 95 5 0
10 90 10 1
25 40 60 1
32 40 60 0
35 95 5 1
40 95 5 0

Pelarut : Purified water, methanol

Suhu kolom $25%C

Suhu auto sampler :20°C
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ANALISIS KADAR DALAM
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No. :
PV/AD/BB/2025/009.1.00

Tanggal Berlaku :

08 Sp %5

METHISOPRINOL Mengganti: -
PT. PHAROS INDONESIA Igl:-
Detektor : 254 nm
Lajualir : 1 mL/menit

Volume injek

: 20 pL

Run time

: 40 menit

7.2.

Larutan A

Pembuatan Larutan (Dibuat sesuai dengan kebutuhan)

I. Timbang 2.65 g potassium dihydrogen phosphate masukkan ke dalam beaker glass

1000 mL.
2.
3.

Saring dan degass.
Larutan B

Gunakan Methanol P. Saring dan degass.

8. PROSEDUR

Larutkan dan encerkan dengan 1000 mL air, aduk hingga homogen.

Atur pH larutan dengan penambahan ortho phosphoric acid 80% hingga dicapai pH 3.5.

Larutan standar dan larutan sampel Methisoprinol mengandung 2 zat aktif yaitu Inosine dan 4-

Acetamido benzoic acid salt

8.1,

Uji Kesesuaian Sistem

Larutan Identifikasi Inosine

1. Timbang 120,3 mg Inosine RS masukkan ke dalam labu ukur 50 mL.

o B W b

mg/mL).

Larutkan dengan 25 mL methanol, kocok hingga larut,

Pipet 1,0 mL larutan, masukkan ke dalam labu ukur 20 mL
Tambahkan purified water hingga tanda batas kemudian kocok hingga homogen.

Saring larutan menggunakan membrane filter 0,45 pm ke vial LC. (Crnosme rs = 0.120
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Larutan Standar

I. Timbang 10 mg Methisoprinol RS masukkan ke dalam labu ukur 20 ml.,

2. Larutkan dengan 10,0 mL purified water, kocok hingga larut,
3. Tambahkan dengan purified water hingga tanda batas kemudian kocok hingga

homogen.

4. Saring larutan menggunakan membrane filter 0,45 um ke vial LC, (Chtethisoprinot rs = 0,5

mg/mlL),

Catatan :

- Preparasi Larutan Identifikasi Inosine dilakukan untuk mengidentifikasi dengan tepat
retention time dari /nosine dan 4-acetamido  benzoic acid saly dalam campuran
Methisoprinol.

- Pembuatan Larutan Standar : jumlah penimbangan menyesuaikan dengan minimum
weight dari alat timbang yang tersedia. Buat larutan hingga didapat konsentrasi akhir

yang sama.

Pengukuran

Larutan standar

Kriteria Penerimaan

Parameter

% RSD Inosine dan d-acetamicdo

Komponen

< 1,04%
benzoic acid salt

Larutan Standar =
Tailing Factor Inosine dan 4-

—_—

0,8-1.5

acetamido benzoic acid salt

B

|
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PT. PHAROS INDONESIA

PROTOKOL VALIDASI METODA

ANALISIS KADAR DALAM
BAHAN BAKU

METHISOPRINOL

No. :
PV/AD/BB/2025/009.1.00

Tanggal Berlaku :

08 Sep 200

Mengganti: -

Tgl:-

8.2. Spesifisitas

Larutan Fase Gerak

Suntikkan 20 pL larutan Fase gerak yang sudah disaring dengan membrane filter 0,45 pm

ke dalam alat HPLC yang telah dikondisikan.

Larutan Pelarut

Suntikkan 20pL larutan Pelarut yang sudah disaring dengan membrane filter 0,45 pm ke

dalam alat HPLC yang telah dikondisikan.

Kriteria Penerimaan

Parameter

Kriteria Penerimaan

Interferensi fase gerak

Tidak ada interferensi dari fase gerak

Interferensi pelarut

Tidak ada interferensi dari pelarut

Retention Time

L

8.3. Linieritas

Lima rentang linieritas y

125% dan 150%

Retention time peak Methisoprinol pada
larutan sampel sesuai dengan peak

Methisoprinol pada larutan standar

Larutan Induk Methisoprinol RS

ang digunakan pada parameter lainnya yaitu 50%, 75%. 100%.

1. Timbang 25 mg Methisoprinol RS masukkan ke dalam labu ukur 10 mL.

(]

3. Tambahkan dengan purified water hing

homogen. (Coemisoprinot ks = 2,5 mg/mL)

Larutkan dengan 5.0 mL purified water, kocok hingga larut.

ga tanda batas kemudian kocok hingga
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Linieritas 50%
I. Pipet 0,5 mL Larutan Induk Methisoprinol RS masukkan ke dalam labu ukur 5 mL.

2. Tambahkan purified water hingga tanda batas kemudian homogenkan. (Chtemisoprinot kS =

0,25 mg/mL)

Linieritas 75%
1. Pipet 0,75 mL Larutan Induk Methisoprinol RS masukkan ke dalam labu ukur 5 mL.
2. Tambahkan purified water hingga tanda batas kemudian homogenkan.

3. Saring larutan menggunakan membrane filter 0.45pm ke vial LC. (Chremisoprinot rs =
0,375 mg/mL)

Linieritas 100%
1. Pipet 1,0 mL Larutan Induk Methisoprinol RS masukkan ke dalam labu ukur 5 mL.
2. Tambahkan purified water hingga tanda batas kemudian homogenkan.

3. Saring larutan menggunakan membrane filter 0.45pm ke vial LC. (Chtemisoprinot rs = 0,5

mg/mL)

Linieritas 125%
1. Pipet 1,25 mL Larutan Induk Methisoprinol RS masukkan ke dalam labu ukur 5 mL.
2. Tambahkan purified water hingga tanda batas kemudian homogenkan.

3. Saring larutan menggunakan membrane filter 0.45pum ke vial LC. (Chtemisoprinot rs =

0,625 mg/mL)

Linieritas 150%
I. Pipet 1,5 mL Larutan Induk Methisoprinol RS masukkan ke dalam labu ukur 5 mL.
2

Tambahkan purified water hingga tanda batas kemudian homogenkan.

3. Saring larutan menggunakan membrane filter 0,45pm ke vial LC. (Carenisoprinot rs = 0,75

mg/mL)
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PROTOKOL VALIDASI METODA
ANALISIS KADAR DALAM
BAHAN BAKU

No. :
PV/AD/BB/2025/009.1.00

Tangeal Berlaku :
%08 5P 2005

METHISOPRINOL Mengganti: -
PT. PHAROS INDONESIA Tgl:-
Injeksikan larutan dalam sistem kromatografi, sebagai berikut:
Komponen Replikasi Preparasi Replikasi Injeksi

Pelarut 1 |

Larutan linieritas 50% | 3

Larutan linieritas 75% | 3

Larutan linieritas 100% 1 3

Larutan linieritas 125% 1 3

Larutan linieritas 150% 1 3

Kriteria Penerimaan

Parameter

Kriteria penerimaan

Linieritas (R?)

> 0,990

8.4. Akurasi

Larutan standar

Lakukan sesuai prosedur 8.1 pada Uji Kesesuaian Sistem.

Larutan Induk Sampel

I. Timbang 125 mg sampel Methisoprinol masukkan ke dalam labu ukur 50 mL.

(%]

Larutkan dengan 10,0 mL purified water, kocok hingga larut.

3. Tambahkan dengan purified water hingga tanda batas kemudian kocok hingga

hOl‘l]OgCl'l. ((:,1f¢-f!|.‘_\'rr,un‘:mf Induk = 215 l“gh“ L)

Akurasi 80%

1. Pipet 1,6 mL Larutan Induk Sampel masukkan ke dalam labu ukur 10 mL.

2. Tambahkan purified water hingga tanda batas kemudian homogenkan.

3. Saring larutan menggunakan membrane filter 0,45um ke vial LC. (Cotemisoprinot = 0,4

mg/mL)
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ﬂ [ : ANALISIS KADAR DALAM Targgal Berlakn
- j BAHAN BAKU ngSEp 200
l METHISOPRINOL Mengganti: -

PT. PHAROS INDONESIA Tgl : -

Akurasi 100%

I. Pipet 2,0 mL Larutan Induk Sampel masukkan ke dalam labu ukur 10 mL.
2. Tambahkan purified water hingga tanda batas kemudian homogenkan.
3. Saring larutan menggunakan membrane filter 0.45pm ke vial LC. (Catemisoprinot = 0,5

mg/mL)

Akurasi 120%

1. Pipet 2,4 mL Larutan Induk Sampel masukkan ke dalam labu ukur 10 mL.

rJ

Tambahkan purified water hingga tanda batas kemudian homogenkan.

3. Saring larutan menggunakan membrane filter 0,45pm ke vial LC. (Chtremisoprinot = 0,0

mg/mL)

Pengukuran

Injeksikan larutan dengan urutan sebagai berikut:

Komponen Replikasi Preparasi Replikasi Injeksi
Pelarut I 2
Larutan standar 1 5
Larutan akurasi 80% 3 |

Larutan akurasi 100%

fed

Larutan akurasi 120% 3 1

Perhitungan :
Hitung bobot recovery dari Inosine dan 4-acetamido benzoic acid salt:
Tu

Du
Bobot Recovery = — x— xWs
rs Ds
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Keterangan :

ru = Respon area peak Inosine dan 4-acetamido henzoic acid salt dari larutan akurasi
rs = Respon area peak Inosine dan 4-acetamido benzoic acid salt dari larutan standar
Du = Faktor pengenceran dari larutan akurasi

Ds = Faktor pengenceran dari larutan standar

Ws = Bobot penimbangan dari larutan standar(mg)

Hitung bobot % recovery dari Inosine dan 4-acetamido benzoic acid salt:

" Bobot recovery
Yo Recovery = Rohot dlktual x100%

Kriteria Penerimaan

Parameter Kriteria penerimaan

Rata-rata % Recovery larutan akurasi 98,0 - 102,0%

Presisi
8.5.1. Ripitabilitas

Ripitabilitas dilakukan bersama dengan akurasi pada replikasi 3x. Ripitabilitas

dievaluasi dari % RSD dari setiap konsentrasi.

Kriteria Penerimaan

Parameter Kriteria penerimaan

Rata-rata %RSD < 2.0%
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PROTOKOL VALIDASI METODA | py/AD/BB/2025/009.1.00

ANALISIS KADAR DALAM TR
BAHAN BAKU T 08 SEP 2025
METHISOPRINOL Mengganti: -
Tgl : -

8.5.2.

Presisi Antara

Presisi antara dilakukan dengan analis berbeda pada hari yang berbeda.

Larutan Standar

Lakukan sesuai prosedur 8.1 pada Uji Kesesuaian Sistem.

Larutan Sampel

I.  Timbang 25 mg sampel Methisoprinol, masukkan ke dalam labu ukur 50 mL.

2. Larutkan dengan 50 mL purified water, kocok hingga larut.

3. Tambahkan purified water hingga tanda batas kemudian homogenkan.

4. Saring larutan menggunakan membrane filter 0.451m ke vial LC. (Charetnisoprinol

= 0,5 mg/mL)

Pengukuran

Injeksikan larutan dalam sistem kromatografi, sebagai berikut:

Komponen Replikasi Preparasi Replikasi Injeksi
Pelarut | 2
Larutan Standar 1 5
Larutan Sampel 6 |
Perhitungan

Hitung % kadar Inosine dan 4-acetamido benzoic acid salt dengan rumus:

0 S ru
r =— i W SE—
% Kada s % wa X (100-kF) * Ds

Ws P

x 2% ¥ 100
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PT. PHAROS INDONESIA

ANALISIS KADAR DALAM
BAHAN BAKU

METHISOPRINOL

No. :

Tanggal Berlaku :
08 SEP 2005

Mengganti: -
Tel: -

Keterangan :

ru =

Respon area peak Inosine dan d-acetamido benzoic acid salt dari larutan

sampel

Respon area peak Inosine dan J-acetamido benzoic acid salt dari larutan

standar

Ws = Bobot penimbangan dari larutan standar (mg)

Wu = Bobot penimbangan dari larutan sampel (mg)

P = Potensi Methisoprinol RS (%)

Du = Faktor pengenceran dari larutan sampel

Ds = Faktor pengenceran dari larutan standar

KF = Kadar air sampel

Kriteria Penerimaan

Parameter Kriteria Penerimaan

Kadar Inosine

95,0 - 105.0%

Kadar 4-acetamido benzoic acid salt

95,0 - 105,0%

Pengukuran

Injeksikan larutan dalam sistem kromatografi, sebagai berikut:

Komponen Replikasi Preparasi Replikasi Injeksi
Pelarut 1 2
Larutan standar | 3
Larutan sampel 6 |
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ANALISIS KADAR DALAM Teitgal Berlakn
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METHISOPRINOL Mengganti: -
PT. PHAROS INDONESIA Tal: -

8.6. Range

Range validasi metode analisis ini adalah 50% - 150%

8.7. Robustness

Robustess akan dilakukan dengan parameter yaitu kestabilan larutan

Kestabilan Larutan

Ukur stabilitas dari larutan standar dan larutan sampel pada rentang waktu 0, 3, 6,9, 12, dan
24 jam

Larutan Standar

Injeksikan larutan standar dalam sistem kromatografi, sebagai berikut:

Nama Larutan Replikasi preparasi Replikasi Injeksi
Larutan Standar 0 jam I 3
Larutan Standar 3 jam | T 3
Larutan Standar 6 jam | ] 3 o
Larutan Standar 9 jam | 3
Larutan Standar 12 jam Yy | 3
Larutan Standar 24 jam 1 3
Perhitungan

Ji 0 ey i ik s y L i :
Hitung % recovery larutan standar dari masing - masing larutan dibandingkan dengan

larutan 0 jam.

rs jam ke — (n)

% Recovery Standar = -
rsjamke — 0

x100%

Keterangan :

rs = Respon area peak inosine dan 4-acetamido benzoic acid salt dari larutan standar
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PROTOKOL VALIDASI METODA
ANALISIS KADAR DALAM
BAHAN BAKU

METHISOPRINOL
PT. PHAROS INDONESIA

No. :
PV/AD/BB/2025/009.1.00

Tanggal Berlql\'um:r
08 SEP 2005

Mengganti: -
Tel : -

Larutan Sampel

Injeksikan larutan sampel dalam sistem Kromatografi, sebagai berikut:

Nama Larutan —_I_{_L:plika_si pn:pm‘usi Replikasi In_jclg
Larutan Sampel 0 jam o l 3 o
Larutan Sampel 3 jam 1 3
Larutan Sampel 6 jam 1 } 3 I
Larutan Sampel 9 jam | o L 3
Larutan Sampel I2j:ﬁ_ D 3 o

LLarulan Sampel 24 jam 1 J 3
s ]
Perhitungan

Hitung % recovery larutan sampel dari masing — masing larutan dibandingkan dengan

larutan 0 jam,

rujam ke — (n)

% Recovery Sampel = x100%

rujamke — 0
Keterangan :

ru = Respon area peak inosine dan d-acetamido benzoic acid salt dari larutan sampel

Kriteria Penerimaan

——

—_— .

—_—

Parameter Kriteria penerimaan

% Recovery larutan standar dan

larutan sampel

8.8. Dokumentasi

98.0 - 102,0%

- Kromatogram larutan sampel dan kromatogram larutan standar terlampir dalam

laporanverifikasi.

- Data penimbangan dicatat pada lembar raw data verifikasi metode analisis.
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q 1 Tanggal Berlaku :
g ‘ BAHAN BAKU ng SEP 2005
‘ ! METHISOPRINOL Mengganti: -

PT. PHAROS INDONESIA Tgl : -

PROTOKOL VALIDASI METODA

ANALISIS KADAR DALAM

No. :
PV/AD/BB/2025/009.1.00

9. REVALIDASI

Revalidasi dilakukan apabila terdapat perubahan acuan monografi, —sistem kromatografi atau

konsentrasi larutan. Pengujian revalidasi dapat dilakukan validasi penuh atau validasi parsial

sesuai justifikasi.
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PROTOKOL VALIDASI METODA
ANALISIS KADAR DALAM
BAHAN BAKU

METHISOPRINOL

No. :
PV/AD/BB/2025/009.1.00

Tanggal Berlaku :
05 SEP 25

Mengganti: -
Tgl: -

10. SEJARAH PERUBAHAN

No.

No. Dokumen

Tgl. berlaku

Menggantikan

Dokumen No.

Keterangan
Tgl. Berlaku

PV/AD/BB/2025/009.1.00

08 SEP 201

NA NA

Dokumen baru
berdasarkan In
house method
mengacu
analytical
method of
manufacturer
(ABC
FarmaceuticiS

pA.)
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PT. PHAROS INDONESIA

LAPORAN VALIDASI METODE
ANALISIS KADAR DALAM
BAHAN BAKU

METHISOPRINOL

No. :
LV/AD/BB/2025/009.1.00

Tanggal Berlaku :
19 Noy 2025

h

TUJUAN

Untuk melakukan penyesuaian spesifikasi dan metode analisis kadar dalam bahan baku Methisoprinol
terhadap monografi terbaru dan sesuai dengan tujuan penerapannya.

RUANG LINGKUP

Validasi ini dilakukan terhadap metode analisis penetapan kadar dalam bahan baku Methisoprinol dengan
menggunakan metode HPLC.

REFERENSI

In house method mengacu analytical method of manufacturer tahun 2023 (ABC Farmaceutici)

PERSONIL

R&D Analytical Development Scientist
R&D Analytical Development Supervisor
R&D Analytical Development Manager

INFORMASI INSTRUMEN

Tabel 1. Instrumen

: Puthut Arief Bintoro
: lin Agreeani Sitohang

: Sri Komala dan Jelly Martha Herlin

Brand/T s Tt Tanggal
No. Instrumen rand/Type o. Instrumen Re-Kalibrasi
Agilent/1260 - 600 bar | PI-AD-HPC-044 02 Agustus 2026
1 HPLC
Agilent/1260 - 600 bar | PI-AD-HPC-109 09 Juli 2026
) Sartorius/ BCE2241- PI-AD-TBG-062 04 September 2026
2 Timbangan .
IS PI-AD-TBG-065 10 September 2026
3 Sonikator Daihan/LUC-420 PI-AD-UTR-056 NA
Mettler Toledo/Seven .
1 Mete PI-AD-PHM-102 30 Januari 2026
. il Direct SD20
5 Ultrapure Water _Sartonusfh PL-AD-ARC-049 NA
System Arium Comfort
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No. :

LAPORAN VALIDASI METODE | 0/ (1) o 0 05</009.1.00

ANALISIS KADAR DALAM

BAHAN BAKU Tanggal Berlaku :

T 19 Hgv 202
PT. PHAROS INDONESIA METIIISOPRINOL 9 I J/ 5

6. INFORMASI REAGEN DAN MATERIAL
Tabel 2. Reagen

No. Reagen Grade Manufacturer | No. Batch/Lot Expired Date
Potassium
1. Dihydrogen Analysis Merck AM2015173426 30 November 2028
Phosphate
Ortho Phosphoric . .
2. A 30% Analysis Merck K53202673110 31 Agustus 2027
3. Methanol HPLC Merck 1382207448 30 November 2027
4. Purified Water HPLC Fresh
Tabel 3. Material
1 Formula/ turing
No. Material Manufacturer e il Expired Date
Batch No. Date
L Methisoprinol BPFI ABO0122678 Current Lot Current Lot
2. R TRC 2023-CPO-018 26 Januari 24 Januari
2023 2027
2 Methisoprinol Unibios MTP250225 April 2025 30 April 2028
7. DEVIASI

Tidak ada deviasi dari protokol.
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PT. PHAROS INDONESIA

LAPORAN VALIDASI METODE
ANALISIS KADAR DALAM

BAHAN BAKU

METHISOPRINOL

No. :
LV/AD/BB/2025/009.1.00

Tanggal Berlaku :

19 Noy 2025

8. HASIL
8.1 Uji Kesesuaian Sistem

Tabel 4. Larutan Identifikasi

Inosine
No. | Konsentrasi (mg/mL) T
Retention Time (Menit) Area ?;'ufm.g,
actor
| 9.3 5439,3889 1,1
2 0,12 as lnosine 9,3 5436,0212 1,1
3 9,3 5437,8306 1,1
Rata-rata 9,3 5437,7469 1,1
RSD (%) NA 0,03% NA
Tabel 5. Larutan Standar
; Inosine 4-Acetamido Benzoic Acid Salt
No Konsentrasi : Is
: (mg/mL) Retention Kia Tailing Retention KR Tailing
Time (Menit) Factor | Time (Menit) Factor
1 9,5 5523,3820 1,1 20,4 18042,1536 1,0
2 9.5 5522,1712 1,1 20,3 18081,7408 1,0
3 Oums 9,5 5521,6640 | 1,1 20,3 18120,5194 1,0
Methisoprinol
4 9.3 55228146 1,1 20,3 18082,8304 1,0
5 93 5519,5853 1,1 20,2 18070,9052 1,0
Rata-rata 9.4 5521,9234 1.1 20.3 18079,6299 1,0
RSD (%) NA 0,03% NA NA 0,16% NA

Keterangan :

RSD (Relative Standard Deviation)

NA (Not Applicable)
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LAPORAN VALIDASI METODE No. :
ANALISIS KADAR DALAM

LV/AD/BB/2025/009.1.00

AN KU
BAH - Tanggal Berlaku :
a NnYy 707
PT. PHAROS INDONESIA METHISOPRINOL ] 3 NOY 0
Tabel 6. Kriteria Penerimaan
Komponen Parameter Hasil Kriteria Penerimaan

%RSD area peak Inosine dan 4-

0.03% dan 0,16%
Acetamido Benzoic Acid Salt d 2

< 1,04%

Larutan Standar

Tailing Factor Inosine dan 4-

1,1 dan 1,0
Acetamido Benzoic Acid Salt

<1,5

Kesimpulan: Uji kesesuaian sistem memenuhi syarat.

8.2 Spesifisitas

Tabel 7. Spesifisitas Fase gerak

No. Area Fase Gerak pada Retention Time (RT) Methisoprinol
| 0,0000
2 0,0000

Tabel 8. Spesifisitas Pelarut

No. Area Pelarut pada Retention Time (RT) Methisoprinol
1 0.,0000
2 0,0000
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LAPORAN VALIDASI METODE
ANALISIS KADAR DALAM

No. :

LV/AD/BB/2025/009.1.00

BAHAN BAKU
Tanggal Berlaku :
PT. PHAROS INDONESIA METHISOPRINOL 19 Noy 2025
Tabel 9. Larutan Standar
st Inosine 4-Acetamido Benzoic Acid Salt
No. (mg/mL‘)‘ Retention Time Al Retention Time Rieo
(Menit) ™ (Menit)
| 9.5 5523,3820 20,4 18042,1536
2 9,5 55221712 20,3 18081,7408
3 Lo !g;f(;f_m 3 9,5 5521,6640 20,3 18120,5194
4 9.3 5522.8146 20,3 18082,8304
5 9,3 5519,5853 20,2 18070,9052
Rata-rata 9.4 5521,9234 20,3 18079,6299
Tabel 10. Larutan Sampel
Teatives tsisi Inosine 4-Acetamido Benzoic Acid Salt
No. ¥ 3 : : :
(mg/mL) Retention Time - Retention Time
(Menit) Ares (Menit) ATER
| 9,1 5528,5972 20,2 18249,3688
2 9.4 5520,5737 20,3 18237,0472
3 0.5 as 9.5 5523,3404 20,3 18270,4371
4 Methisoprinol 9,5 5537,7232 20,3 18287.9404
5 9.4 5535,7273 20,3 18312,8727
6 9,2 5515,5573 20,2 18196,6402
Rata-rata 9.4 5526,9199 20,3 18259,0511
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BAHAN BAKU

PT. PHAROS INDONESIA METHISOPRINOL

LAPORAN VALIDASI METODE | No-:
| ANALISIS KADAR DALAM

LV/AD/BB/2025/009.1.00

Tanggal Berlaku :
19 Koy 2025

Tabel 11. Kriteria Penerimaan

Parameter Hasil Kriteria Penerimaan
Interferensi Memenuhi syarat . o
§ . . o l'idak ada interferensi dari fase gerak
FFase Gerak (tidak ada interferensi dari fase gerak)
Interferensi Memenuhi syarat ) i o
_ . o Tidak ada interferensi dari pelarut
Pelarut (tidak ada interferensi dari pelarut)

Memenuhi syarat

(Retention time peak utama Methisoprinol
pada larutan sampel sesuai dengan Retention
Retention Time time peak utama Methisoprinol pada larutan
standar, yaitu £9.4 untuk peak Inosine dan
untuk peak 4-Acetamido Benzoic Acid Sall

+20,3 menit).

Retention time peak utama
Methisoprinol pada larutan sampel
sesuai dengan Retention time peak
utama Methisoprinol pada larutan

standar

Kesimpulan: Spesifisitas memenuhi syarat.
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LAPORAN VALIDASI METODE
ANALISIS KADAR DALAM

No. :
LV/AD/BB/2025/009.1.00

BAHAN BAKU
Tanggal Berlaku :
PT. PHAROS INDONESIA METHISOPRINOL 19 KoV 2025
8.3 Linieritas
Tabel 12, Larutan Linieritas Inosine
5 Pcn‘n mbangan Dilution Konsentrasi
0. Standar Stanis Area
Methisoprinol (mg) e Yo mg/mL
I 100,00 50 0,250 2708,2045
2 66,67 75 0,375 4186,1036
3 25,0 50,00 100 0,500 5564,8540
4 40,00 125 0,625 6989,4701
5 33,33 150 0,750 8367,1654
INOSINE
10000,0000
8000,0000 y=11297x - 85,356
R?=10,9999
6000,0000
5]
=
§ 4000,0000
=
o
£ 2000,0000
<
0,0000
0,00 0,10 0,20 0,30 0,40 0,50 0,60 0,70 0,80
Konsentrasi (mg/mL)
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PT.

PHAROS INDONESIA

LAPORAN VALIDASI METODE
ANALISIS KADAR DALAM
BAHAN BAKU

METHISOPRINOL

No. :
LV/AD/BB/2025/009.1.00

Tanggal Berlaku :
19 Noy 2025

Tabel 13. Larutan Linieritas 4-Acetamido Benzoic Acid Salt

Penimbangan Dilution Konsentrasi

No. Standar Stiridis o Area
Methisoprinol (mg) o mg/mL

1 100,00 50 0,250 9135,4025
2 66,67 75 0,375 13991,7225
3 En0as 50,00 100 0,500 18431,8931

Methisoprinol
4 40,00 125 0,625 22798,8752
5 33,33 150 0,750 26611,7954

4-ACETAMIDO BENZOIC ACID SALT

I 30000,0000

%5}

T 25000,0000 y =35008x + 689,96

= R?=0,9982

£ 20000,0000

& 15000,0000

)

"= 10000,0000

s

3 5000,0000

T

E 0,0000

5 0,000 0,100 0200 0300 0,400 0,500 0,600 0,700 0,800

Konsentrasi (mg/mL)

Tabel 14. Kriteria Penerimaan

Komponen

Parameter Hasil

Kriteria Penerimaan

Larutan Linieritas

Linieritas fnosine dan 4-Acetamido
Benzoic Acid Salt

0,999 dan 0,998 > 0,990

Kesimpulan: Uji linieritas memenuhi syarat.
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LAPORAN VALIDASI METODE
ANALISIS KADAR DALAM

No. :
ILV/AD/BB/2025/009.1.00

BAHAN BAKU -
Tanggal Berlaku :
PT. PHAROS INDONESIA METHISOPRINOL | 9 NOY 2025
8.4 Akurasi
Tabel 15. Larutan Standar
K 2 Inosine 4-Acetamido Benzoic Acid Salt
No onsentrasi > 2
) (mg/mL) Retention e Tailing Retention A Tailing
Time (Menit) = Factor | Time (Menit) Factor

1 9,5 5523,3820 1,1 20,4 18042,1536 1,0
2 9,5 5522,1712 1.1 20,3 18081,7408 1,0
3 0.8 9,5 5521.6640 L1 20,3 18120,5194 1,0

Methisoprinol
4 9,3 5522,8146 1,1 20,3 18082,8304 1,0
5 9.3 5519,5853 1,1 20,2 18070,9052 1,0

Rata-rata 9.4 5521,9234 1,1 20,3 18079,6299 1,0

RSD (%) NA 0.03% ‘ NA NA 0,16% NA
Keterangan :
RSD (Relative Standard Deviation)
NA (Not Applicable)
Tabel 16. Kriteria Penerimaan

Komponen Parameter Hasil Kriteria Penerimaan

%RSD area peak Inosine dan 4-
3% dan 0,16% < 1,04%
Acetamido Benzoic Acid Salt f.03%dan ’ *
Larutan Standar
Tailing Factor Inosine dan 4-Acetamido L1 dan 1,0 <15

Benzoic Acid Salt

Kesimpulan: Uji kesesuaian sistem larutan akurasi memenuhi syarat
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PT. PHAROS INDONESIA

LAPORAN VALIDASI METODE

ANALISIS KADAR DALAM
BAHAN BAKU

METHISOPRINOL

No.:

LV/AD/BB/2025/009.1.00

Tanggal Berlaku :

19 Nov 2025

Tabel 17. Larutan Akurasi

; Bobot Standar Faktor Bobot Faktor
No. K;';sgﬁ::;:;s' Methisoprinol Pengenceran Mersl?f::;};f':nu ;| Pengenceran
RS (mg) Standar (Ds) (mg) Sampel (Du)
1 0.4 313
2 0.5 120,3 1000 125,0 250
3 0,6 208
Tabel 18. Larutan Akurasi Inosine
il Area Inosine BRIt Akl R?ft:)v[:ry Recovery (%) Rafa.roia
mg/mL | % (mg) () Recovery (o)
4399,1170 124,5 99,6
0.4 80 4407,0323 124,7 99.8 99,7
4406,4209 124,7 99,7
5513,2802 1248 99,8
0,5 100 5515,6945 125,0 124.9 99.9 99,9
5515,4987 1249 99.9
6599,2448 124,5 99,6
0,6 120 6554,9459 123,7 98,9 99,3
6594,0174 124,4 99,5
Minimum 98,9
Maksimum 99,9
Rata-rata 99,6
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PT. PHAROS INDONESIA

LAPORAN VALIDASI METODE
ANALISIS KADAR DALAM
BAHAN BAKU

METHISOPRINOL

No. :

LV/AD/BB/2025/009.1.00

Tanggal Berlaku :
19 Nov 2025

Tabel 19. Larutan Akurasi 4-Acetamido Benzoic Acid Salt

Konsentrasi | Ayea 4.4cetamido | Bobot Aktual Bobot Recovery (%) Rata-rata
mg/mL | % Benzoic Acid Salt (mg) Recovery (mg) Recovery (%0)
14642,5035 126,5 101,2
0,4 80 14634.7880 126,5 101,2 101,2
14638,7845 126,5 101,2
18339,3375 126,8 101,4
0,5 100 18345,5211 125,0 126.8 101,5 101,5
18346,0538 126.8 101,5
21917,5509 126,3 101,0
0,6 120 21302,3911 122,7 98,2 99,3
21399,7007 1233 98,6
Minimum 98,2
Maksimum 101,5
Rata-rata 100,7
Tabel 20, Kriteria Penerimaan
Parameter Hasil Kriteria Penerimaan
Rata-rata Recovery larutan akurasi fnosine (%) 99,6%
Rata-rata Recovery larutan akurasi 100.7 980 1020%
4-Acetamido Benzoic Acid Salt (%) .

Kesimpulan: Akurasi memenuhi syarat.
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LAPORAN VALIDASI METODE  |No-:
f ANALISIS KADAR DALAM LV/AD/BB/2025/009.1.00
BAHAN BAKU

Tanggal Berlaku :
PT. PHAROS INDONESIA METHISOPRINOL 19 NoYy 2025

8.5 Presisi Ripitabilitas
Tabel 21. Larutan Standar

: Inosine 4-Acetamido Benzoic Acid Salt
N Konsentrasi 2 ==
g (mg/mL) Retention A Tailing Retention Hired Tailing
Time (Menit) g Factor | Time (Menit) Factor
| 9,5 5523,3820 1,1 20,4 18042,1536 1,0
2 9,5 5522,1712 1,1 20,3 18081,7408 1,0
3 b 9,5 5521,6640 1,1 20,3 18120,5194 1,0
Methisoprinol
4 9.3 5522,8146 1,1 20,3 18082,8304 1,0
5 9,3 5519,5853 1,1 20,2 18070,9052 1,0
Rata-rata 9.4 5521,9234 1 20,3 18079,6299 1,0
RSD (%) NA 0,03% NA NA 0,16% NA
Keterangan :
RSD (Relative Standard Deviation)
NA (Not Applicable)
Tabel 22. Kriteria Penerimaan
Komponen Parameter Hasil Kriteria Penerimaan

%RSD area peak Inosine dan 4-

,039 0,16% < 1,04%
Acetamido Benzoic Acid Salt Qs ’ ’

Larutan Standar

Tailing Factor Inosine dan 4-

1,1 dan 1,0
Acetamido Benzoic Acid Salt

IA
“UI

Kesimpulan: Uji kesesuaian sistem memenuhi syarat.
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PT. PHAROS INDONESIA

LAPORAN VALIDASI METODE

ANALISIS KADAR DALAM
BAHAN BAKU

METHISOPRINOL

No. :
LVY/AD/BB/2025/009.1.00

19 NOY 2005

Tanggal Berlaku :

Tabel 23. Larutan Presisi Ripitabilitas

: Bobot Standar Faktor PObOt Faktor
N Konsentrasi Methisonri g el Sampel p i
0. (mg/mL) ethisoprinol Pengenceran Methisoprinol engenceran
; RS (mg) Standar (Ds) (;ng) Sampel (Du)
1 0.4 313
2 0,5 120,3 1000 125,0 250
3 0,6 208
Tabel 24. Larutan Presisi Ripitabilitas Inosine
Konsentrasi RSD Rata-rata
Bobot Bobot Rata-rata | Rata-rata RSD
Area Recovery
Methisoprisiol Aktual | Recovery (%) Recovery | Recovery | Seluruh
mg/mL | % (mg) (mg) (%) (%) Recovery
(Vo)
4399,1170 124,5 99,6
0.4 80 4407,0323 124,7 99,8 99.7 0,1
4406,4209 124,7 99,7
5513,2802 124.8 99,8
0,5 100 5515,6945 125,0 124,9 99,9 99,9 0,0 0,2
5515,4987 1249 99,9
6599,2448 124,5 99.6
0,6 120 6554,9459 123,7 98,9 99,3 0,4
6594,0174 124.4 99,5
Minimum 98.9
Maksimum 99.9
Rata-rata 99,6
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PT. PHAROS INDONESIA

LAPORAN VALIDASI METODE
ANALISIS KADAR DALAM
BAHAN BAKU

METHISOPRINOL

No. :
LV/AD/BB/2025/009.1.00

Tanggal Berlaku :

19 Noy 2025

Tabel 25. Larutan Presisi Ripitabilitas 4-Acetamido Benzoic Acid Salt

Konsentrasi RSD Rata-rata
el Bobot Bobot Recovery Rata-rata | Rata-rata ‘RS’D
) ; Aktual | Recovery * | Recovery | Recovery Seluruh
mg/mL | % | Methisoprinol i) (i) (%) (%) (%) Recovery
(%)
14642,5035 126,5 101,2
0.4 80 14634,7880 126,5 101,2 101,2 0,0
14638.7845 126,5 101,2
18339,3375 126,8 101,4
0,5 100 18345,5211 125,0 126,8 101,5 101,5 0,0 0,5
18346,0538 126,8 101,5
21917,5509 126,3 101,0
0,6 120 | 21302,3911 122,7 98,2 99,9 1,5
21399,7007 1233 98.6
Minimum 08,2
Maksimum 101,5
Rata-rata 100,7
Tabel 26, Kriteria Penerimaan
Parameter Hasil Kriteria Penerimaan
Rata-rata RSD Seluruh Recovery Inosine (%) 0,2%
Rata-rata RSD Seluruh Recovery 0.5% =l

{-Acetamido Benzoic Acid Salt (%)

Kesimpulan: Presisi ripitabilitas memenuhi syarat.
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PT. PHAROS INDONESIA

LAPORAN VALIDASI METODE
ANALISIS KADAR DALAM
BAHAN BAKU

METHISOPRINOL

No. :

LV/AD/BB/2025/009.1.00

Tanggal Berlaku :

1§ Nov 2025

8.6 Presisi Antara
Tabel 27. Informasi Analis dan Sampel
Presisi Antara 1 Presisi Antara 2
Nama Analis Sri Komala Jelly Martha Herlin
Tanggal Analisa 08 Oktober 2025 14 Oktober 2025
HPLC Agilent/1260 - 600 bar (PI- Agilent/1260 - 600 bar (PI-AD-
AD-HPC-044) HPC-109)
Nama Bahan Baku Methisoprinol
Batch No. MTP250225
Manuf Date April 2025
Expiry Date 30 April 2028
8.6.1 Presisi Antara Analis 1
Tabel 28, Larutan Standar
: Inosine 4-Acetamido Benzoic Acid Salt
No Konsentrasi = : -
: (mg/mL) Retention Rriak Tailing Retention T Tailing
Time (Menit) g Factor | Time (Menit) Factor
l 9.5 5523,3820 1,1 20,4 18042,1536 1,0
2 9,5 5522,1712 1,1 20,3 18081,7408 1,0
3 0:9.a5 9,5 5521,6640 1,1 20,3 18120,5194 1,0
Methisoprinol
4 9.3 55228146 1,1 20,3 18082,8304 1,0
5 9,3 5519,5853 1,1 20,2 18070,9052 1,0
Rata-rata 9.4 5521,9234 1,1 20,3 18079,6299 1,0
RSD (%) NA 0,03% NA NA 0,16% NA

Keterangan :

RSD (Relative Standard Deviation)

NA (Not Applicable)
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LAPORAN VALIDASI METODE
ANALISIS KADAR DALAM
BAHAN BAKU

No. :
LV/AD/BB/2025/009.1.00

Tanggal Berlaku :

T 19 Ny 2005
PT. PHAROS INDONESIA METHISOPRINOL 4 KOV 2025
Tabel 29. Kriteria Penerimaan
Kriteri
Komponen Parameter Hasil = 'erla
Penerimaan
Y%RSD area peak Inosine dan 4- 5 5
< 0
Acetamido Benzoic Acid Salt Rgllahmaidl )i 2
Larutan Standar
Tailing Factor hr(‘).\'fue .(lzn? 4-Acetamido 1.1 dan 1.0 <15
Benzoic Aeid Salt
Kesimpulan: Uji kesesuaian sistem presisi | memenuhi syarat.
Tabel 30. Larutan Sampel
Inosine 4-Acetamido Benzoic Acid Salt
No. Kons?nt{‘am Retention Kadar on Retention Kadar on
(mg/mL) Time Area anhydrous Time Area anhydrous
(Menit) basis (%) (Menit) basis (%)
| 9.1 5528,5972 100,0 20,2 18249,3688 100,8
2 9.4 5520,5737 99.8 20,3 18237,0472 100,7
3 05 ns 9,5 5523,3404 99,9 20,3 18270,4371 100,9
4 |Methisoprinol| g5 | 5399232 | 1001 203 | 18287,9404 101,0
5 9,4 5535,7273 100,1 20,3 18312,8727 101,1
6 P 5515,5573 09,7 20,2 18196,6402 100,5
Rata-rata 9,4 5520,9199 99,9 20,3 18259,0511 100,9
RSD (%) NA4 0,2% NA NA 0,2% NA

Keterangan :
RSD (Relative Standard Deviation)
NA (Not Applicable)
Kadar Air = 0,3%
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E ANALISIS KADAR DALAM
BAHAN BAKU
PT. PHAROS INDONESIA METHISOPRINOL

LAPORAN VALIDASI METODE No. :

LV/AD/BB/2025/009.1.00

Tanggal Berlaku :
19 Koy Wb

Tabel 31. Kriteria Penerimaan

Parameter Hasil Kriteria Penerimaan
Kadar Inosine 99,9%
95,0 — 105,0% on anhydrous basis
Kadar 4-Acetamido Benzoic Acid Salt 100,9%

Kesimpulan: Presisi antara analis | memenuhi syarat.

8.6.2 Presisi Antara Analis 2

Tabel 32. Larutan Identifikasi

Inosine
No. Konsentrasi (mg/mL) o
Retention Time (Menit) Area ;m!mg
actor
1 9,0 5546,3673 1,1
2 0,12 as mosine 9,1 5548,4183 1,1
3 9,0 5546,7021 1,1
Rata-rata 9.0 5547.1626 1.1
RSD (%) NA 0,2% NA
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LAPORAN VALIDASI METODE
ANALISIS KADAR DALAM

No. :
LV/AD/BB/2025/009.1.00

BAHAN BAKU
Tanggal Berlaku :
19 Noy 225
PT. PHAROS INDONESIA METHISOPRINOL J NUV 2325
Tabel 33. Larutan Standar
Inosine 4-Acetamido Benzoic Acid Salt
N Konsentrasi
2 (mg/mL) Retention Rt Tailing Retention K Tailing
Time (Menit) g Factor | Time (Menit) Factor
1 8,6 5299,7689 1,2 20,3 18907,0868 1,0
2 8,6 5299,6007 1,2 203 189406692 1,0
3 fyas 8,6 5300,5496 1,2 20,3 18903,3153 1,0
Methisoprinol
4 8.6 5297.9019 1,2 20,3 18900,1594 1,0
o} 8,6 5298.9155 1,2 20,3 18906,2249 1,0
Rata-rata 8,0 5299,3473 1,2 20,3 18079,6299 1,0
RSD (%) NA 0,02% NA NA 0,09% NA
Keterangan :
RSD (Relative Standard Deviation)
NA (Not Applicable)
Tabel 34, Kriteria Penerimaan
Komponen Parameter Hasil P Kl'lt-t’,l"la
enerimaan
Y%RSD area peak Inosine dan 4- — " o
Acetamido Benzoic Acid Salt 0,024 dan0,09% =1,04%
Larutan Standar = -
Tailing Factor Inosine dan 4- 1.2 dan 1,0 <15

Acetamido Benzoic Acid Salt

Kesimpulan: Uji kesesuaian sistem presisi 2 memenuhi syarat.
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LAPORAN VALIDASI METODE No. :

E ANALISIS KADAR DALAM LV/AD/BB/2025/009.1.00
BAHAN BAKU
I Tanggal Berlaku :
PT. PHAROS INDONESIA METHISOPRINOL 19 NGV 2025

Tabel 35. Larutan Sampel

Inosine 4-Acetamido Benzoic Acid Salt
No. Konsentrasi Retention Kadar on Retention Kadar on
(mg/mL) Time Area anhydrous Time Area anhydrous
(Menit) basis (%) (Menit) basis (%)
] 8,7 5297,9736 99,8 20,3 18948,0351 100,1
2 8,7 5283.,4996 99.6 20,3 19000,0530 100,3
3 0,5 as 8,8 5248,5595 98,9 20,3 19097,8735 100,8
4 |Methisoprinol 8.8 5223,5045 98.4 20,3 19065,5239 100,7
5 8.8 5263,5953 99,2 20,3 19059,9266 100,6
6 8.8 5229,9267 98,6 20,2 19060,6579 100,6
Rata-rata 8.8 5257,8432 99.1 20,3 19038.6783 100,5
RSD (%) NA 0,6% NA NA 0,3 NA
Keterangan :
RSD (Relative Standard Deviation)
NA (Not Applicable)
Kadar Air=0,3%
Tabel 36. Kriteria Penerimaan
Parameter Hasil Kriteria Penerimaan
Kadar Inosine 99.1%

95,0 — 105,0% on anhydrous basis
Kadar 4-Acetamido Benzoic Acid Salt 100,5%

Kesimpulan: Presisi antara analis 2 memenuhi syarat.

Halaman 19 dari 25




PT. PHAROS INDONESIA

LAPORAN VALIDASI METODE
ANALISIS KADAR DALAM
BAHAN BAKU

METHISOPRINOL

No. :
LV/AD/BB/2025/009.1.00

Tanggal Berlaku :
19 Noy 2025

8.6.3 Komparasi Antara Presisi 1 dan Analis 2

Tabel 37. Larutan Sampel Inosine

Analis Sri Komala Jelly Martha Herlin
No. Presisi Antara 1 (%) Presisi Antara 2 (%)
1 100,0 99.8
2 99,8 99,6
3 99,9 98,9
4 100,1 98.4
5 100,1 99,2
6 99,7 98,6
Rata - rata 99.9 99,1
RSD (%) 0,0 0.6
Rata — rata 12 data (%) 100
RSD 12 data (%) 0,6

Keterangan :

RSD (Relative Standard Deviation)
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PT.

PHAROS INDONESIA

LAPORAN VALIDASI METODE
ANALISIS KADAR DALAM
BAHAN BAKU

METHISOPRINOL

No. :

LY/AD/BB/2025/009.1.00

Tanggal Berlaku :
19 NOV 2025

Tabel 38. Larutan Sampel 4-Acetamido Benzoic Acid Salt

Analis Sri Komala Jelly Martha Herlin
No. Presisi Antara 1 (%) Presisi Antara 2 (%)
1 100,0 99,8
2 99.8 99,6
3 99,9 98,9
4 100,1 98,4
S 100,1 99,2
6 99,7 98,6
Rata - rata 999 99,1
RSD (%) 0,0 0,3
Rata — rata 12 data (%) 100,7
RSD 12 data (%) 0,3
Keterangan :
RSD (Relative Standard Deviation)
Tabel 39. Kriteria Penerimaan
. Kriteria
Komponen Parameter Hasil .
Penerimaan
Kadar fnosine 100,0% 95.0 — 105,0% on
anhydrous basis
Favotan Presisi Kadar 4-Acetamido Benzoic Acid Salt 100,7%
1 dan 2 %RSD area peak Inosine antar analis 0,6%
. <2,0%
%RSD area peak 4-Acetamido Benzoic Acid 0.3% -
27

Salt antar analis.

Kesimpulan : Komparasi presisi antara | dan presisi antara 2 (antar analis) memenuhi syarat.
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PT. PHAROS INDONESIA

LAPORAN VALIDASI METODE
ANALISIS KADAR DALAM

BAHAN BAKU

METHISOPRINOL

No. :
LV/AD/BB/2025/009.1.00

Tanggal Berlaku :
19 NOV 2025

8.7 Robustness

Tabel 40. Larutan Standar Methisoprinol

Inosine 4-Acetamido Benzoic Acid Salt
Interval AL Recovery Ao Recovery
No. | Waktu Stand Area Standar Robustness S d Area Standar | Robustness
(Jam) b Aal?hi?'r Awal (0 jam) Larutan K‘l:lh.ar Awal (0 jam) Larutan
Standar (%) 5 Standar (%)
1 3 5508,3746 99,9 18488,9607 100,1
2. 6 5515,1570 100,0 18553,7890 100,4
3. 9 5528,2855 5514,5242 100,2 18602,3556 | 18473,1525 100,6
4, 12 5536,4923 100,4 18567,5041 100,5
5. 24 55006,4851 99,9 18468,4331 100,0
Rata-rata 100, 1 N4 NA 100,3
Tabel 41. Larutan Sampel Methisoprinol
Inosine 4-Acetamido Benzoic Acid Salt
Interval Recgpery As Recoverj.’
No. | Waktu ALes Area Standar Robustness St rc(:l;' Area Standar | Robustness
(Jam) Stalzll:i.ar Awal (0 jam) Larutan :l?hi‘:‘r Awal (0 jam) Larutan
AXnIE Standar (%) Standar (%)
I 3 5662,8312 100,0 18384,2507 99.8
2. 6 5663,4307 100,0 18323,6671 299.5
3. 9 5662,2861 5661.1149 100,0 18371,4977 | 18421,4327 99,7
4, 12 5662,8598 100,0 18448,0893 100,1
5. 24 5686,2192 100,4 18543,1061 100,7
Rata-rata 100,1 NA NA 100,0
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LAPORAN VALIDASI METODE
ANALISIS KADAR DALAM
BAHAN BAKU

No. :
LV/AD/BB/2025/009.1.00

Tanggal Berlaku :

Tabel 42. Kriteria Penerimaan
Parameter Hasil Kriteria Penerimaan

%Recovery Robustness larutan standar Inosine dan
4-Acetamido Benzoic Acid Salt

100,1% dan 100,3%

%oRecovery Robustness larutan sampel Inosine dan
4-Acetamido Benzoic Acid Salt

100,1% dan 100,0%

98,0 - 102,0%

Kesimpulan : Robustness memenuhi syarat, larutan standar dan larutan sampel stabil hingga 24 jam.

8.8. Range

Range dalam validasi metode analisis ini adalah 50,0 — 150,0%.
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PT.

JIDASI METODE No. :
! "AINOI ﬁﬁgl\s{?{l AT :E DALAM LV/AD/BB/2025/009.1.00
BAHAN BAKU

Tanggal Berlaku :

PHAROS INDONESI A METHISOPRINOL 1.9 Noy 2025

9.

10.

DISKUSI

Telah dilakukan validasi metode analisis kadar bahan baku Methisoprinol dimana parameter uji kesesuaian
sistem memvalidasi bahwa sistem kromatografi dapat digunakan untuk analisa sesuai acuan monografi in
house method mengacu analytical method of manufacturer tahun 2023 (ABC Farmaceutici), dengan hasil
memenuhi syarat sesuai Tabel 6.

Spesifisitas untuk memastikan tidak ada interferensi dari pelarut dan fase gerak terhadap waktu retensi dari
Methisoprinol dan memastikan kesesuaian waktu retensi peak Methisoprinol pada larutan sampel dengan
waktu retensi peak Methisoprinol pada larutan standar, dengan hasil memenuhi syarat sesuai Tabel 11.
Linieritas dilakukan untuk melihat hubungan yang linier antara respon analisis dan konsentrasi analit dalam
rentang penggunaan metode analisis berdasarkan linieritas (R?) > 0,990 dengan hasil memenuhi syarat sesuai
Tabel 14.

Akurasi dilakukan untuk melihat recovery dari konsentrasi zat aktif yang telah diketahui dengan 3 level
konsentrasi 80%, 100% dan 120%. %Recovery dari masing-masing level konsentrasi telah dievaluasi dengan
hasil memenuhi syarat sesuai Tabel 20.

Presisi ripitabilitas dilakukan untuk memastikan %RSD dari recovery larutan akurasi dengan 3 level
konsentrasi mendapatkan hasil memenuhi syarat sesuai Tabel 26.

Presisi antara dievaluasi untuk memvalidasi kadar bahan baku Methisoprinol oleh 2 analis sesuai acuan
monografi in house method mengacu analytical method of manufacturer tahun 2023 (ABC Farmaceutici),
dengan hasil memenuhi syarat sesuai Tabel 31 untuk hasil % kadar presisi antara analis 1, Tabel 36 untuk
hasil % kadar presisi antara analis 2, dan Tabel 39 untuk hasil %RSD antar analis presisi antara 1 dan presisi
antara 2.

Robustness dilakukan untuk melihat kestabilan zat aktif pada kondisi yang berbeda (interval waktu) tanpa ada
perbedaan yang bermakna dengan hasil memenuhi syarat sesuai Tabel 42.

Range dilakukan untuk melihat rentang konsentrasi analit terkecil hingga terbesar pada parameter
linieritas, akurasi, dan presisi dengann hasil memenuhi spesifikasi yang ditetapkan yaitu 50,0 — 150,0%.

KESIMPULAN

Metode analisis kadar bahan baku Methisoprinol dinyatakan valid sesuai tujuannya.

REVALIDASI

Revalidasi dilakukan apabila terdapat perubahan pada monografi acuan, sistem kromatografi dan konsentrasi

larutan. Pengujian revalidasi dapat dilakukan validasi penuh atau validasi parsial sesuai justifikasi.
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PT. PHAROS INDONESIA

|

LAPORAN VALIDASI METODE
ANALISIS KADAR DALAM

BAHAN BAKU

METHISOPRINOL

No. :
LV/AD/BB/2025/009.1.00

Tanggal Berlaku :
19 Noy 2025

RIWAYAT PERUBAHAN

No.

No. Dokumen

Tgl. Berlaku

Menggantikan

Dokumen No.

Tgl. Berlaku

Keterangan

LV/AD/BB/2025/
009.1.00

19 NGY 2005

NA

NA

Dokumen perdana
mengacu in house method
mengacu analytical method
of manufacturer tahun
2023 (ABC Farmaceutici)
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LAPORAN VALIDASI METODE ANALISIS BAHAN BAKU

KADAR METHISOPRINOL

Tanggal Analus

08 Oltober 2023 - 12 Olaober 2023

AD Scientist Sn Koemala
Parumeter : UKS (Peak Identifikasi dan Larutan standar), Spesifisitas, Linieritss, Akurasi, Presisi Antara 1, Robustnens
|informasi Reference Standard Informasi Sampel
Nama Methiso Nama Inosine Nama : Methisoprinol
No Lat No Lat 2023.CPO-018 No. Batch AMTPIS0225
Potenm % Potenst 99045 Expared date 30 Apnl 2028
Expired date Current L Expired date : Current Lot Marnfacturer Unibwos
Mamyfacturer BFF1 Manufacturer EPF1
*PEAK IDENTIFIKAS]
Retention
Ne. Inosine RS (mg) Dilution Iresine RS | Kons. Inosine RS (mg'mL) Time Taiting Factor Area Inesine
(Menit)
1 9.3 1.1 5430 3§89
2 120 1000 0120 9.3 1.1 5436 0212
3 93 1.1 5437 8306
Rata-rata 9.3 1.1 £437.7469
*aRSD 0.03%
Syarat 0.8- 1.5 <1.04 %
*SPESIFISITAS
Spesifisitas Area
Pelarut (1 (000
Fase Cernk 0. (xxE
* LARUTAN STANDAR
3 A e Retention Retention -
5 Methisprinol RS Dilution Kons, Methisoprinol RS 4 . " Area d-Acetamido
No. : Time Tailing Factor Area fnosine Time Tailing Factor F
benzoic acid salt
(wg) Methisoprinol RS (mg/mL) Otent (Menit) et
I 95 11 5523 3820 04 10 180421536
~ 2.5 1.1 55221712 203 10 180817408
3 10 20 0.5 95 1.1 §521 6640 20.3 10 181205194
4 93 11 55228146 203 10 180828304
3 93 11 5519.5853 202 10 180705052
Rata-rata 0.4 11 ££21.9234 203 1.0 180796299
YWRSD
Syarat
*LINIERITAS
INOSINE
Nama Konsentrasi (mg/mlL) Area Area Rata-Rata % RSD Area INOSINE
27076514 $000.0000 TS -
Limieritas $0%4 28 27122655 27082045 a1 = ¥ = 112972 - 85356
2708 558 ’ f0%008 7= 09999
2703 6966 7000 0000 e 2
4188 8382 000G QOO -
Limueritas 75% 0375 41874344 4186.1036 0.1% 000 0000 =
4182 0382 4000 0000
30000000 =
Linseritas 100%% s 5564.8540 0% 2000.0000
10000000 -
, i @.0000 . R
Linientas 125% 1625 59894701 0.0% 000 010 020 030 040 050 08 070 O
Komsentrasi [mg/mL)
Limsenitas 150% 07 83571654 0.2%
B38] SE26
R 1.000
Syarat Z09%

—p—Setitsl

—— Linear (Seres])
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G ACETAMIDO BENZOIC ACID SALT

Nama Konsentrasi (mg/mL) Area Area Rata-Rata % RSD Arca - B
4-ACETAMIDO BENZOIC ACID SALT
D125 5578 30000.0000 —
Limeritas 307 0250 9155 7477 9135 4025 02 = 35008 + 689,95
9124 9024 25000.0000 Rla 05082
93 (628 ) 25000.0000
Lirueritas 75% 0.37% 13986 3777 13991 7225 00
13995 7271 2 15000000
y g Seniesl
18437 4028 i i
Liruertas 10075 0500 184346121 18431 8931 iy | —— Linear [Series1)
18423 6645 5000.0000 _ e L iy i
22782 4779 |
ierites 125% 24 22817 3590 22798 8752 0.1% 0000 =~ o -
Linsertas 125> o5 n...ww J”.” ‘ 0000 000 0200 0300 0400 0500 0800 0700 0800
701583 Kansentrasl {mg/nd)
Lmsenitas 150% 1750 26559 8407 26611 7954 02% -
26575 3512
] 0.99%
Syarat > 0.9%0
* LARUTAN STANDAR
Retention Hetention
. Methisprinel RS (Ws) Dilution Kons, Mekivoprinol RS gt = oS Area d-Acetamida
No. z Time Taiting Factor Arta Inosine Time Tailing Factor me gy
{mg) Methisoprinol RS (mg/mL) (Menit) (Menity benzoic acid salt
1 93 1.1 5523 3820 04 10 18042.1536
2 95 11 55221712 203 1.0 X081 7308
3 0 0 05 9.5 1.1 5521 6640 203 1.0 181205194
4 93 1.1 55228146 203 1.0 18082 8304
5 93 11 $519.5853 202 10 180709052
Rata-rata 9.4 11 10.3 10 18079.6299
*%RSD 0.16%
Syarat =104 %
* AKURASI DAN PRESISI RIPFITABILITAS
INOSINE
Konsentrasi Retention Babot -rals
i =_ Time Du Ds o (mg) Bobot Aktual |, PO Y%Recovery gt % RSD
mg/ml. = (Menit) ecavery (mg) kit
43931170 93 1245 99 6%
n4 80 2407 0323 94 m 124.7 99 5% 99.7% 0.1%
44064209 94 1247 93 Ty
§513 2802 93 1°2 5%
03 100 5515 6945 93 50 0 5521 923+ 125 1249 99, 9904, 00%
5515 2087 9.4 1249 9.0
6599 2448 94 245 29 6%
06 120 6554 0450 94 208 237 98 9 99.3% 0.4%
65240174 9.3 244 99.5%
Rata-rata 99.6% 0.2%
Svarat 95.0 - 102.0% =2.0%

Pege2oi?




Perhitungan:

Bobot Recovery = ——————————————

BReCoVErY = —— e

ruoa Dux Wy Keterangan :

rsx Ds ru = Kespon arca pevk &
rs = Responarea peak tnastne dan focetamido benzote acid salt dari
Du = Faktor pengenceran dan Larutan akurasi

Bobot recvery x 100% Ds = Fakior pengenceran dan Larutan standsr

wine dan d-acetamido berzoic acld salt dan larutan akuras:

Keterangan :
= Responarcag

rs = Respon arca p

P = Potens: Mo

KF = kadar air sampel

rs Wu (100-KF) Ds

sk inayine dan d-oceramido berzoic acd saft dan larutan sampel

¢t dan larstan standar

Ws = Bobot perimbangan dan lanstan standar (mg)
Wu = Bobot pemmbangan dani larstan sampel (mg)

ol RS (%5)

Du = Fakior pengenceran dari lanstan sampel
Ds = Fakior pengenceran dan larutan standar

Bobot aktual Ws arker ()
*PRESISI ANTARA I
INUSINE
2 Retentio - -
No Ws s s xn“—””_i mo_:“_:.mnnu;wi Du u Time 4 T-.__-_H-!a Kadar (%)
(Menit) {Menit)
[ 5233820 94 250 3528 4972 91 100 6%
2 §5221712 0% 250 55205737 94 99 8%
3 0 i 5521 6640 95 250 0 5523 3404 95 G 90.9%
] 55228146 91 190 5537.7232 95 100.1%
5 5519 3853 91 50 55357273 94 100 1%
6 - 250 5513 5573 92 9. 7%
HRata-rata 55219234 9.4 5.0 5516.9199 94
" RSD 0.0% 0.2%
Syarat
F-ACETAMIIN RENZOIC ACID SALT
ion Retention . 5 .
No Ws Ds rs xﬂﬂr Bobat Sampel (mg) Du ru Time r._._u_.q _._1 J_..Mﬂ
{Menit) (Menit)
18042 1536 204 %0 18249 3688 202
2 18081 7208 M3 250 18237.0472 3
B 3 10 o 181205194 M3 2540 = 182704371
i 14082 8304 M3 250 18287 0404
5 180709052 202 150 183128727
£ - 3 50 18196 6402
Rata-rata 180796299 15.0 18259.0511
% RSD 0.0 (LX) 0.2
G50 - 105.0
Perhitungan
i Ws P Du
GKadar =—x—=x x— x100
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*ROBUSTNESS
A. ROBUSTNES 0 JAM
Larutan Standar

Retention

Kons. Standar et ; Area &-Acetamido
No. (mstml) Time Area [nosine Time Bemzoic Acid Salt
mg/ Meni Menit) B
] o2 55156520 209 18461 9363
2 03 2 5514 0063 08 18473 2832
w2 5513 K244 210 18284 2374
Rata - rata 55145242 184731528
*a RSD 0.0% 0.1%
Larutan Sampcl
Retention Retention
ramido
No. Kons. Sampel (mg/ml) Time Area [nosine Time W...”a. WLM“.&E
(Menit) (Menit) o
1 L 639 TO0Y nz 18431 3469
2 03 L4 660 3046 0.2 184224117
92 £663 2407 02 18410 3396
Rata - rata £661.1149 3 184214327
% RSD 0.0% 0.1%
B. ROBUSTNES 3 JAM
Larytan Standar
No. Kyox A Area Ininine *ulecavery xn__wnq“”nxi Aiead ot %eftecovery
. 5 % 3 % -
(mg/mL) Menith Benzoic Acid Salt
1 5506 (427 G K% 21 184255220 o9 7%
0% 3308 7485 99 9% 21 1£303 9330 100 2%
{1] 53103320 99 9% 09 18533 4271 100 3%
Rata - rata 55083746 99,9% e 18488.9607 100.1%
%% RSD 0.0% 0.0% T 0.3% 0.3%
Larutan Sampcl
Retention Retention Aeeadod ido
No. Kons, Sampel (mg/ml.) Time Area fninine Yaltecovery Time Skands: YaRecavery
< 5 Henzoic Acid Salt
{Menit) (Menit)
[ 96 5656 3189 99 9% 03 18398 5536 99 4%,
1 (153 ys 5663 7933 100:0% 03 18378 1601 99 8%
3 a5 S668 3813 100, 190 04 183760363 R
Rata - rata 56628312 100.0% = 2 18384.2507 99.5%
<% RSD 01% 0.1% [ oi% 0.1%
C. ROBUSTNES 6 JAM
Larutan Standar
Retention Retenticn
= Kons. Standar " o Arca 4-Acetamido
Na. (me/mL) :__Im Area Iniine “sRecovery ﬂa.m Benzoic Acid Salt
{Menit) {Menith
1 10.0 55073649 99.9% 207 18499 6874
2 03 100 55150930 100 0% 0.7 18576 0795
3 ua 5522 wT0 100.2% 185853000
Rata - rala £515.1570 1060 155537890
%% RSD 0.1% 0.1% 0.3%
Retention Retention
1 midda
No. Kons. Sampel (mg/ml.) Time Area Inosine “allecovery Time SNk .(.axuu SaRecovery
v 2 Benzoic Acid Salt
(Menit) (Menit)
I Lh 3659 4607 100.0% 0.5 18347 6351 449 6%
2 03 98 3664 4169 100 1% 206 183152083 o 4%
3 99 Shie 4144 100 1% 206 18308 1550 99.4%
Rata - rata 56634307 140.0% 18323.6671 99.5%
“e RSD 0.1% 0.1 %0 0,1% 0.1%
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D. ROBUSTNES 9 JAM
Larutan Standar
y Retention Retention
o Kons. Standar o Kvei Tt %Recovery Time Arcidideiumids ||| o psovers
{mg/mL) (Mesit) (Menit) Benzoic Acid Salt
1 97 5520 6833 100.1% 20.5 185700120 100.4%
2 0% 96 5531 4583 100, 3% 1861759411 100.7%
3 93 5532.7123 100, 3% 18619.1136 100. 7%
Rata - rata 5518.2855 1040.2%a 186023556 100.6%
“u RSD 1% 0% 0.2% 0.2%
Lartan Sampel
Retention Retention .
Nao. Kons, Sampel (mg/mlL) Time Area Inosine “aRecovery Time A_w“n Sihceamida Y%Recovery
(Menit) (Menit) e A vl
1 10 3663 1857 00k 0% 207 18337.0249 49 5%
2 05 10.1 S660 0546 L0 (% 07 15372 5771 99.7%
3 100 5663 6178 100 0% 208 18404 8910 99 %
Hata - rata £662.1861 100.0% 18371.4577 99.7%
*a RSD 0.0% 0.0% 0.2% 0.2%
E. ROBUSTNES 12 JAM
Larutan Standar
Retention Retention 2
Kons. Standar = i Area d-Aceramido i :
Na. (mg/ml) :“.ﬁ.:n..._“: Area fnosine %eRecovery Avﬂm”._mc Benzoic Acid Salt “wltecovery
1 87 $539.2477 1K) 4% 0.5 18378 5777 100.6%
2 03 @7 §536 1051 100 4%, 20.6 18567 4911 100 5%
3 97 55341242 101 4% 20.6 18536 4434 100.5%
Rata - rata 55364923 100.4% Y 18567.5041 100.5%
*a RSD 0.0% 0% 0.1% 0.1%
Larutan Sampei
Retention =
No. Kons. Sampel (mgfml) Ares ingitue YViie ww... .{anﬂ..ﬂ“. SRecovery
Menith zmcdad
1 56564327 208 18402 8792 09 9%
2 s 566 G486 0.9 18462 ¥%13 100.2%
3 5667 1981 209 18478 5073 100.3%
Rata - rata S662.H598 My 15445.0893 TO0H 1%
“u RSD 0.1% 0.2% 0.2%
F. ROBUSTNES 14 JAM
Lansan Standar
= = Retention Retention L
No. Koas. v,w-nnuq Time Arca lnomine “iRecovery Time Ares ?;E *eRecenvery
{mg/ml.} {Menit) (Menit) Eoxtecandon
1 10.3 5302 1338 9 8% a1 18459 5461 99 9%
il 0% 10.2 3508 8619 949.6% 21 18472 3369 100.0%%
3 101 S508 4396 49.49% 09 18473 4162 000
Haita - rata 5504851 99.9%% " 18468.4331 100.0%
% RS 1% 0.1% : 0.0 0%
Larutan Sampel
: i Retention i : Retention e A e
No. Kons. Sampel (mg/mL) Time Area Inasine TiRecavery Time Benzoic Acid Salt
{Menit) (Menit)
1 94 16759402 100 3% 0.4 1853303438
2 0s 95 SARS 6521 100.5% 204 18521 4175
3 95 694 0652 100 6% 204 18572 %559
Rata - rata £6586.2192 104 4% 185431061
*a RSD 0.2% 0.2% 0.1%
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Rumus Perhitungan Standar :

Keterangan:

Larutan Standar

rs jam ke

ru jam ke

Foltecovery Standar = 15 jam ke-{n} . 100%

YaRecovery Sampel = s jam ke{n) . 100%

s = Respon arca peak inosing dan d-ocetamido berzore acid salr dan larutan standar
ru = Hespon arca peak inaune: dan 4-ovetamido benzoie ocid salr dan larutan sampel

#Recavery of
No Robusiness &hhsiu.. af et iridi
Ysm) Jrciel Benzoic Acid Salt

I 3 99 0% 100.1%
2 L] 100.0% 100.4%
3 9 100 6%
4 12 100-3%
6 4 1060.0%
Rata-Rata %ilecovery 100.3%

_ Syarat 98.0- 102 0% 98.0- 102.0%
Larutan Sampel
No Robustness *%iRecovery of “Recovery of
) Jam) Inosime d-Acetamido Benzoic Acid
1 3 100 0% 92 K%
2 [ 100 (. 99 5%
3 9 100 07 89T
4 12 10} 3% 100 1%
& 24 100.4% 1007
Hata-Rata %aRecovery 104L.1%% 1040.0%%

Svarat

95,0 - 102.0%

98.0 - 102.0%
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Kriteria Penerimaan

Komponen Parameter Hasil Kriterin Penerimaan Kesimpulan
%o RSD) Inavire 0 03% Memenuhi Svarat
kL ~dcetamtt < 1L4% .
SHED Stk 016% 2 Memenuhi Svarat
benzonc acid
Lanstan Standar
Tailing Foctor fnosine 11 Mememihs Svarat
Tailing Foctor 4- WE-15
M
Focmido Bezoizavtd [ ) femenuhn Svara
Interl ” " -
Larotan Specsilisinas ] Pelanut Tidak ada Intefercnn Tidak ada Inteferens: Memenuhi Svarat
Interfoerens Fase Gerak | Tidak ada Inteferenn Tidak ada Inteferensi M hs Svarat
R Inasine 1.000 Memenuhi Syarat
Limenitas = > 0990
B o beitiiclo Teweog; 0998 Memenuba Syvarat
acid
% Recovers: Inosine 99 6% Memenuhi Svarat
SE0 - 1020%
k, d-Aceramg
Larutan Akuras dan Presisi | _x:.nhq.... ecsamido 100.7% Memenuhe Svarat
R erzoic acd
%0 RSI Inasine 0.2% Memienuhi Svarat
% RSD cetamick =20%
ol F_...__ 0 0 5% Memenulu Svarat
Berzoie e
Kadar fnosine 99.9% Memenubi Svarat
Press ara | ¢ S84 50 %
S S 100.9% ) Memenuh Syarat
d-Aceramido berzoic acid
Standar frosine 100.1% Memenubhi Syarat
§ F QX . 102 0%
S 3% M, thi &
Robustness £-Acetamido berzowe actd 13 el o
Samypel Tnasine 100 1% Memenuhs Svarat
St G800 1020 %
h 100.0% Memenuhs Svarat
d-Acetamchy berzaic avcnd

Dilakukan oleh ©

Diperiksa oleh -

gieh

wo¥ g

Ay
gy 7
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Cross Sequence Summary Report - Cross Sequence Summary Report

<512 Agilent

VWDAWavelength=254 nm
Data file: EACDSProjectstADWAD 2025\0ktober 2025\Resuits\WMA 2
Methisoprnol031025_VMA_Methisopnnol Kadar_MoA rsitSPESIFISITAS 2
PELARUTOSP1-AZscientist.dx 154
Sample name: SPESIFISITAS PELARUT Injection: 1of1 L
174
Instrument: LC 1260 UV Injection volume:  20.000 164
Injection date: 2025-10-10 D0 58:53+07:00 Acq. operator: scientist 159
Acq. method: Methisoprinol_Kadar_MoA.amx Column name: Purosphare RP 18 14
Endcapped (K53) 14
Analysis method:  ‘PM_VMA Column Serial No 310767 4
Mathisoprincl_MoA.pmx 1.1
Last changed: 2025-10-17 19:09.45+07:00 Column Length : 150.0 mm 2 ;w.
Z 0
Location: P1-A2 Column Diameter : £ 6 mm o84
o7
06
054
044
03 \
021 e i
014 === '
- \
La |
4 \

yo! 1%

N gy iy

11213181516 1TIE02021 22 I3ITAIG 2T WB 200NN D MISWIT VLY
Tena frren]

VDA Wa e gthe254 rm

P&

159
154
1.74
164
154
144
1.39
i

m 0.6

(o

.74

L
o
B9 i #
03 i
024
019

-0 14

034 1 \

<074

T 2345678 C1W1I121314151617 16702021 22124252627
Tirne [rman]

Bahan Baku Kew. ol [Rev, B6] Printed: 2025-10-17 18:12:20+07:00

Bahan Baku New.rdl [Rev. B8] Printed: 2025-10-17 18:12:20+07.00




- Cross Sequence Summary Wmuu.w..»

Data file:

Sample name:
Instrument:
Injection date:
Acq. method:

Analysis method:

Last changed:

Location:

EACDSProjecis\ ADIAD 2025\0ktcber 2025\Results\WMA
Methisoprinoh031025_VMA_Methisoprinol Kadar_MoA. rsilSPESIFISITAS FASE

GERAKOBP1-Adscientistdx
SPESIFISITAS FASE GERAK
Lc12e0 UV
2025-10-10 03.02:48+07.00
Methisoprinol_Kadar_MoA amx

*PIM_VMA

Mathisoprino!_MoA pmx
2025-10-17 19.09:45+07:00
P1-A3

Eahen Baku New.rd| [Rev. BE]

Injection:
Injection volume:
Acq. operator:

Column name:

Column Serial No

Celumn Length :

Column Diameter :

: Agilent

1of1
20.000
scientist

Purosphare RP 18
Endcapped (K53)

310767

150.0 mm
4.6 mm

Printed: 2025-10-17 18,12:26+07:65

Page 1of2

Cross Sequence Summary Report

VWD1A Wavelength=254 nm

: Agilent

034
024
014
ey
L
<014
0.2
L0

VWIAWavelangth=254 nm

12345 67 B S 1011121314 1516 17 18 16 20 21 22 23 24 25 26 27 28 26 30 31 32 23 34 35 36 37 38 33 40

Time ]

123456768101

Bahan Baku New.rl [Rev. BS}

1213 14 15 16 17 19 15 70 21 22 23 24 25 76 27 25 20 30 41 32 33 34 3
Time fmin}

&4
=8
EE
&

Printed: 2025-10-17 19:12:46+07:00 Page 20f2




Cross Sequence Summary Report Cross Sequence Summary Report

e -Agilent

- Agilent

Data file: E\CDSProjects\ADIAD 2025\0ktober 2025\Results\VMA (WD 1 & Wavelength=254 nm
Methisoprmol091025_VMA Methisoprinol Kadar MoA rsiNNOSINET1P2-

4254
Adscientist.cx 400 »2u2

Sample name: INDSINE Injection : 1o 375
150+
Instrument: LC 1260 UV Injection volume : 200 pL =

Injection date: 2025-10-10 05 06 40+07.00 Acq. operatar : sciantist Brog 7
(]
|

Acq. method: Methisoprinol_Kadar_MoA amx Column name: Purosphare RP 18 250
Endcapped (K53) W 2254

2004

Analysis method: “PM_VMA Methisopnnol_MoA pmx Column Serial No 310767 1754
1504

Last changed: 2025-10-17 1908 06+07.00 Column Length : 150.0 mm 1254

= —— — —

n.o =_n —u;_m—m:; SNQM_ MMNuhaNuNﬁMuuurou.:Huuuu&uoumuqvuuﬂhu
Tere |rrund

[ —

T =TT

Name: Inosine 123456738
Name RT Height Area Resoluton Tail Factor Injection Date

I
__
_
100
Location: P2-Ad4 Column Diameter: 4.6 mm :
s

WVWDITA Wavelength=254 nm

INDSINE 93 405 485 5430 3883 108112 10/10/2025 05.:05:40 425 .ﬁﬂs
: * ‘

INOSINE a3 406 692 54360212 107828 10/10/2025 05 47.58 el
INOSINE 93 408 785 5437, E 107770 10/10/2025 05.25.16 3304

T . Pt - - _— I MU . — 2754

il L s = — . -

_ m 3 H u -] 7 m 0 10 1 -M .u-.nw _m.q—u nwuow_wam.muwomwmwwouﬂu‘wmuuuluuwmuuuﬂwms
Time [nin]

F= 254

A
g8

Time fmn!

Primed; 2025- 5-90-17 18:16:44+07:00 e VI s e A3 Bahan Baku New.rt [Rev. 86] - * Printed; 2025-10-17 18:16:44+07:00 Page 2012




Cross Sequence Summary Report Cross Sequence Summary Report

VWDTA Wavelength=254 nm

Data file: EACDSProjects'ADIAD 2025\0ktober 2025\Results\VMA s e
HMH%MM;&SG%%E«?% Kadar_MoA rsi\STANDAR15P1- ] D it K Gkt ol
Jax 15004
Sample name: STANDAR Injection: 1of mg
[ g
Instrument: LC 1260 UV Injection volume:  20.000 7o !
9550 1
Injection date: 2025-10-10 07:51:51+07:00 Acq. operator: scientist 500 s ﬁ__
2504 i
Acq. method: Methisopninol_Kadar_MoA.amx Column name: Purosphare RP 18 i e o A o = | — i e
Endcapped (K53) T 2345676 51013121314 151517 18152027 22 23 24 2526 27 28 29 30 31 32 33 11 35 35 37 38 2 40
Analysis method:  *PM_VMA Column Serial No 310767 Time [mie]
Methisoprinol_MoA.pmx VWD A Wavelength=254 nm
Last changed: 2025-10-17 19.09:45+07:00 Column Length : 150.0 mm 2000 2013
<7504 L-gietamato bengosc acd sakt
Location: P1-A4 Column Diameter: 46 mm 05
1 250
Name: 4-acetamido benzoic acid salt moo |
Name RT | Height Area Resolution | Tail Factor | Injection Acquired Date S0 Pigess 1
L}
o b
STANDAR 204 19884 | 180421536 364 1.02618 10/10/2025 07:51.51 w.,o. ) = i —— =
F s 123 4% 6 7 8 B 1010121314 1518 17 18 1920 21 22 23 24 25 26 27 28 29 30 31 32 33 34 35 36 37 38 35 &2
STANDAR 20.3 1884.1 | 180817408 363 1.01878 1071012025 08:33:08 s
STANDAR 203 | 1ee59 | 181205194 366 1.03214 10/10/2025 09:14:25 YDA W h=2RE om
STANDAR 203 | 20045 | 180B2.8304 368 1.03377 10/10/2025 09:55 43 ”8?3? mas
R LATNICD Do ACKE saft
STANDAR 202 | 20115 | 18070.9052 %9 1.02324 10/10/2025 10:37.00 15001
) 2504
Mean | 180796209 el i
StdDev. | 28.1391 7501 9450 |
- 5004 Tosne i
LRSD 0.1556 ] i i
e T T T T ...< T3 ™ err -..»_. \ R S, Gy e, NSE, N I, | T ™7 ) S, E, S, e |
Name: Inosine V23486 6 T B BWTI21IMISIEIT 18192027 2223 24 25 26 27 25 23 30 31 32 33 34 35 36 37 38 35 40
Neme : : = - = Time frun]
RT Height Area Resclution | Tail Factor | Injection Acquired Date O A2
STANDAR 95 4183 | 55233820 1.06979 10/10/2025 07:51 51 o] Y
STANDAR a5 4161 5522.1712 1.06013 10/10/2025 08:33:09 i 4-acetamido benzpic acid salt
15004
STANDAR 95 4189 5521.6640 1.07209 10/10:2025 09:14:25 wdw
£1000
STANDAR 93 4170 5522 8146 1.06222 10/10/2025 09:55 43 reo] 4
li
STANDAR 9.3 4169 55105853 1.07482 10/10/2025 10:37.00 MM
s Mean wea1.52 e e i — ——— — -
= e 1234506 78 © 101112131415 161718 192021 22 23 24 25 25 27 28 2030 31 32 33 34 35 36 37 38 39 40
Std Dev. 1.4592 Tione [
%RSD 0.0264
W ao2e
1150 ___ 4 o Dendinl weid salt
1500 |
1250 $
M_nvv“r
7501
500
250
0 T Y =T

T 23 15675 01011121375151617 18132021 222924252627 25 293031 32 3334 35 36 7 33 23 40
Time [rmin]

Bahan Beki New.rti [Rov, BE] Printed: 2025-10-17 19:15.00407:00 : Pagelof2 . Bahan Baku New.rdl [Rav, BE]

Printed; 2025-10-17 19:15:00+07:00



Cross Sequence Summary Report _ Cross Sequence Summary Report

- Agilent

2% Agilent

VWDIA W avekength=254 nm

Data file: EACDSProjects'\ADVAD 2025\0kicber 2025\ Results\VMA 110 a0
Methisopnnoh031025_VMA_Methisopnnol Kadar_MoA rsifiLINIERITAS S035P1- il (P —————
C1scientist.dx
800
Sample name: LINIERITAS 50 Injection: 1oft
00
Instrument: LC 1260 LV Injection volume:  20.000
004
Injection date: 2025-10-10 21:37:50+07:00 Acq. operator: scientist
500+
Acq. method: Methisopringl_Kadar_MoA.amx Column name: Purpsphare RP 18 m
Endcapped (K53) ) !
Analysis method:  *PM_VMA Column Serial No 310767 4004 _
Methisoprincl_MoA_pmx _
3004 o
Last changed: 2025-10-17 19.09:45+07:00 Column Length : 150.0 mm e frosne ___
Location: P1-C1t Column Diameter : 4.6 mm o] __ |
o | - | ) i
Name: 4-acetamido benzoic acid salt T 2 3 % 5 £ 7 B 5 10111213 141516 17 18 19 20 21 22 29 24 25 26 27 78 29 32 31 32 31 34 35 3b 37 38 35 43
Name tion Acquired Date e
RT Height Area Resolution | Tall Factor | Injection Acquire AR i
LINIERITAS 50 203 | 10232 | 91255575 370 1.02549 10/10/2025 21:37.50 11004 o
LINIERITAS 50 203 | 10195 | 91557477 364 1.03836 10/10/2025 22:19-10 10004 “-acetamida beniod: scid sal
LINIERITAS 50 202 | 10238 | 91249024 85 1.03107 10/10/2025 23:00-29 8001
Mean 9135.4025 o
Std.Dev. 17.6225 7001
%RSD 0.1929 - 500
£ 5004 !
Name: Inosine |
4004 |
Name RT Height Area Resolution | Tail Factor | Injection Acquired Date 200 __
8501 |
LINIERITAS 50 a5 2075 | 27076514 1.04688 10/10/2025 21:37-50 s frosen _
LINIERITAS 50 95 2049 | 2712.2655 1.04664 10/10/2025 22:19:10 o f i
T I I
LINIERITAS 50 a4 2049 | 27046966 1.04768 10/10/2025 23:00:29 e————— e
V23356 7 B 8101112131415 16 17 18 13 20 21 22 23 24 25 26 27 28 23 30 31 32 33 34 35 36 37 3839 40
Mean 2708.2045 Teme [mic]
Sid.Dev. 3.8147 YWILA Wavelength =264
11604
%RSD 0.1409 » 20173
10004 A-scetarmics bansok, a0 5at
0004
500
700 |
5 6004 !
t 5004 f
|
400
3004 pom
2004 1_..9..".6 il
i I
B e e e A A e e 21 A g S, A, S A
1238567 8310112131415181718192021 22324252627 262030313233 4353637383940
Tine frmin]

(A

Ma 0¥

Bahan Baku New.rgl [Rev. B7] Prinled: 2025-10-17 19:24:28+07:00

Pags 1of2

Bahan Baku New.rl [Rev. B7) Printeg. 2025-10-17 19:24:28+07:00 Page 2of 2




Cross Sequence Summary Report

- Agilent

Cross Sequence Summary Report

: Agilent

VWD 1A Wavelength=254 nm

Data file: EACDSProjects\ADIAD 2025\0kiober 2025\Results\VMA Mﬂ =
§mggﬁm“c~m|¢§1zwsﬁo§ Kadar_MoA.rsitiLINIERITAS 7538P1- . — el
C2scientist dx so0
14004
Sample name: LINIERITAS 75 Injection: 1of1 1300
Instrument: LC 1260 UV Injection volume: 20,000 “wﬁ
Injection date: 2025-10-10 23 41:47+07:00 Acq. operator: scientist 1000
Acq. method: Methisoprinol_Kadar_MoA amx Column name: Purosphare RP 18 3
Endcapped (K53) =
Analysis method:  ‘PM_VMA Column Serial No 310767 5001
Methisoprinol_MoA pmx ] |
Last changed: 2025-10-17 19:09:45+07:00 Column Length:  150.0 mm Mﬂ 22 .__
Location: P1-C2 Column Diameter : 46 mm 2004 __ t
1004 &_._
. . . [ — — —
Name: 4-acetamido benzoic acid salt 12345067 B 9 10111213141516 17 18 18 20 21 22 23 23 25 26 n.w mr 70303132 33 34 35 36 37 38 uw 42
Name RT Height Area Resolution | Tail Factor | Injection Acquired Date Tira i)
VWIOTA Wavelanglh=254 nm
LINIERITAS 75 201 15546 | 13903.0828 366 1.02958 10/10/2025 23:41:47 17
1600 - 20004
LINIERITAS 75 200 | 15881 | 139863777 art 1.02373 10411/2025 00°23 05 15001 4-acmmico benzoe pod sk
LINIERITAS 75 200 | 15670 | 130957271 373 1.01751 10/11/2025 01:04:24 “ﬁ
Mean | 13991.7225 ed
11004
Std Dev. 4.8166 bt
%RSD 0.0344 5 o004
m B00
Name: Incsine 700 I
500 I
Name RT Height Arca Resolution | Tail Factor | Injection Acquired Date 5004 |
9.038
LINIERITAS 75 a.1 3085 | 4188.8382 1.05180 10/10/2025 23:41°47 mﬂ ﬂﬂn.
LINIERITAS 75 90 3126 | 4187.4344 105266 10/11/2025 00:23.05 2007 !
100+ it {
UNERAS TS 89 | 3127 | 4w20382 105072 | 101172025 010424 s i g e =
Mean 4166.1036 123435878 ma:a.._u._._ua:aﬂwaw_u..__sﬁuuumﬂquzwunu,ﬁa.z 5 36 37 38 32 40
Std Dev. 3.5900 VWD A Wavelengitv 254 fim
e hEl
4RSD 0.0858 oo ] < s
15004 4-ametaTedo Denand 0 12
18004
13004
1200
11004
10004
2 900
M B:00
TOoH
GO0 i
5004 |
4004 gaid
004 Prosz
200 i
1001 i |
- - b W e ===

—r ——— —r
123 55 67 b 5101112131215 16 17 18 10 20 21 22 23 24 25 26 27 28 20 30 31 32 33 34 35 35 37 36 39 &0
Tima [min]

Bahan Baku New.rd| [Rev. 7]

Printed: 20251017 19:25:02+07:00

Bahan Baku New.rdl [Rev. 87]

Printod: 2025-10-17 19:25:02+07:00




Cross Sequence Summary Report

Cross Sequence Summary Report

Data file:

VWD A Wavelengths 254 nm

Agilent

E\CDSProjects ADIAD 2025\0ktober 2025\Results\VMA 22004 P
zaﬂ:_.mcu:%._onml:;)lzﬂzﬁouaa Kadar_MoA rsiiLINIERITAS 10041P1- o T -
Cilscientist.dx 20004 4l
Sample name: LINIERITAS 100 Injection: 1of1 oy
Instrument: LC 1260 UV Injection volume:  20.000 bised
Injection date: 2025-10-11 01:45:44+07:00 Acq. operator: scientist bl
12004
Acq. method: Methisoprincl_tadar_MoAamx Column name: Purosphare RP 18 2
Endcapped (K53) Soood
Analysis method:  *PM_VMA Column Serial No 310767 a0 i
Methisoprinol_MoA.pmx _
B0 |
Last changed: 2025-10-17 19:02:45+07:00 Column Length : 150.0 mm P 5.759 |
Location: P1-C3 Column Diameter : 4.6 mm
2004 | |
| |
. . . [y T e i
Hame: 4-acetamido benzoic acid salt T 2 345 6 7 8 B 1011121318 1516 17 18 1920 21 22 23 24 25 26 27 28 29 30 31 32 33 34 35 36 37 35 36 40
Name RT Height Area Resolution | Tail Factor | Injection Acquired Date Time [rer)
VWDIA Wonvelengih=254 nm
LINIERITAS 100 199 | 20528 | 18437.4028 374 101473 10/11/2025 0145 44 ki)
19872
LINIERITAS 100 199 | 20587 | 184346121 374 1.01857 10/11/2025 022703 20001 -acetamios benzow acd s3t
LINIERITAS 100 198 | 20618 | 18423.6845 374 1.03033 10/11/2025 030822 18001
Mean 18431.8931 1600
Std.Dev. 7.2615 14001
%RSD 0.0394 =200
=
S o004 i
Name: Inosine _
B0
Name RT Height Area Resolution | Tail Factor | Injection Acquired Date cond i
87
LINIERITAS 100 88 4129 5563.2206 1.06680 10/11/2025 01:45:44 el ol |
LINIERITAS 100 88 4138 | 5563.9485 106602 10/11/2025 02:27.03 i ____ i
| i
LINIERITAS 100 86 4004 | 5567.3919 105397 1011112025 03:08:22 ) L L P -
T2 3 4 5 67 B & 1011121371516 17 18 15 20 21 22 23 24 25 26 27 2829 30 31 32 33 34 35 36 37 35 38 40
Mean 5564.8540 Time [min]
Sid.Dev. 2.2279 VWD LA kiS4 nim
22
%RSD 0.0400 ucv_ e i9842
20004 -anetaTi DL a6
1800
1600+
140
=200 :
B0 "
o (375
001 H.E«
2001 i !
e e e —-

Bahan Baku New.rdl [Rev, 87)

Printed: 2025-10-17 19:25:22+07-00

Page1cf2

Bahan Baku New.rd] [Rev, 87)

T 2 3 45 6 7 8 B 1011121318 1516 17 18 15 20 21 22 23 24 26 265 27 28 29 30 31 32 33 34 35 35 37 38 39 4

Time [

Printed: 2025-10-17 19:25:23+07:00




Cross Sequence Summary mmuo:

- Agilent

Cross Sequence Summary Report

:.-_.-o.. 5 bummm—.—n

VWA Wavelength=254 nim

Data file: EACDSProjects\ADWAD 2025\0kiober 2025\Results\VMA 26001 PPEeE:
Methisoprinoh0S1025_VMA_Methisoprinol Kadar_MoA rsifLINIERITAS 12544P1- e ———
Cdscientist.dx 24007
22004
Sample name: LINIERITAS 125 Injection: 1of1 i
Instrument: LC 1260 UV Injection volume:  20.000 18001
Injection date: 2025-10-11 03:49.41+07:00 Acq. operator: scientist 1600
=%
Acq. method: Methisopnnol_Kadar_MoA.amx Column name: Purosphare RP 18 .MS? !
Endcapped [K53) + 2004 !
Analysis method:  "PM_VMA Column Serial No 310767 0004 |
Methisoprinol_MoA pmx 800 I
£515 i
Last changed: 2025-10-17 19:02:45+07:00 Column Length : 150.0 mm 600 Wosine I
Location: P1-C4 Column Diameter: 4.6 mm ol ﬁ_ __
2004 [ I
; . o |||;.|., N | W S -
Name: 4-acetamido benzoic acid sall T 23 35 & T G B 1911121314 15 16 17 16 10 20 21 22 23 24 25 26 27 28 23 30 31 32 33 34 35 36 37 38 30 40
Tuma {mén]
Name Resolution | Talil Fact Injection Acquired Date
RT Height Area esolu ail Factor | Inj q AT avelengihezd nn
LINIERITAS 125 16.8 25181 22TR2.ATTO are 1.02452 10/11/2025 03:49:41 2600 19.799
LINIERITAS 125 10.8 25109 22817.3580 374 1.02498 10/11/2025 04:31:02 24004 4-acetamicia banzoic acid sait
LINIERITAS 125 198 | 2514.4 | 227967886 374 102809 10/11/2025 05:12:21 22001
20004
Mean 22798.8752 1500
Std Dev. 17.5339 —_—
%RSD 0.0769 20 !
12001 I
Name: Inosine ol ﬂ
Name RT Height Area Resolution | Tail Factor | Injection Acquired Date 500 !
BaT1
LINIERITAS 125 85 | 5125 | 69862981 1.07028 10/11/2025 03:49:41 6001 i
4004
LINIERITAS 125 8.5 5087 6991.1170 1.06723 10/11/2025 04:31:02 0] _
LINIERITAS 125 B4 5028 5980.9951 1.06235 10/11/2025 05:12:21 . ___... —————T—————————————————TT T
123456 7 8 81017121314 1516 17 181920 21 22 23 24 25 26 27 25 29 30 31 32 33 34 35 36 37 38 29 40
Mean | 6989.4700 To o
Std Dev. 27477 VWO A Wannberth=254 nm
%RSD 0.0383 2600 12775
24004 4-ponlnmalt bonros, poid St
22004
2000+
1800
1600
214004
M._MS..
1000 _
B0 |
£33}
i Trugne __
200 1 __
2001 I
- y e i =

12336567 6 9 101112131415 1617 18 16 20 21 22 23 24 25 26 27 28 23 30 31 32 33 34 35 36 37 38 39 4
Tina (e

Printed: 2025-10-17 19:25:45+07:00 ; Page 10f 2

Bahan Baku New.rdl {Rev. 7] Bahan Baku New.rdl! [Rev. 87]

Primted: 2025-10-17 19:25:45+07:00 Page 20f2



Cross Sequence Summary Report

Data file:

Sample name:
Instrument:

Injection date:

EACDSProjects\ADWAD 202510ktober 2025\Results\VMA
Methisoprinohi031025_VMA_Methisopnnol Kadar_MoA rsitiLINIERITAS 15047P1-

Chscientist.dx
LINIERITAS 150
LC 1260 UV
2025-10-11 05:53:43+07:00

Injection:
Injection volume:

Acqg. operator:

1of1
20.000
scientist

-Agilent

Acq. method: Mettisoprinol_Kadar_MoA amx Column name: Purosphare RP 18
Endcapped (K53)
Analysis method: "PM_VMA Column Serial No 310767
Methisoprinol_MoA_pmx
Last changed: 2025-10-17 19:05:45+07:00 Column Length : 150.0 mm
Location: P1-C5 Column Diameter : 4.6 mm
Name: 4-acetamido benzoic acid salt
Name RT Height Area Resolution | Tail Factor | Injection Acquired Date
LINIERITAS 150 19.8 2888.7 | 26670.1942 369 1.00920 10/11/2025 05:53 43
LINIERITAS 150 19.9 25112 | 26589.8407 377 1.02031 10/11/2025 06:35 02
LINIERITAS 150 200 | 28748 | 265753512 arz 1.02772 10/11/2025 07:16.22
Mean | 26611.7954
SidDev. | 51.0011
%RSD 0.1920
Name: Inosine
Name RT Height Area Resolution | Tail Factor | Injection Acquired Date
LINIERITAS 150 8.3 sa13 | 8350.8053 107182 10/11/2025 05'53 43
LINIERITAS 150 86 5182 | B369.1084 1.0755% 10/11/2025 06:35 02
LINIERITAS 150 8.9 6271 B381.5825 1.07455 10/111/2025 07:16:22
Mean B367.1654
Std.Dev. 15.4804
%RSD 0.1850

Bahan Baku New.rdl [Rev. B7]

Printed; 2025-10-17 19:26:13+07.00

Page1of2

Cross Sequence Summary Report

VWD1A Wavelangth=254 pm

Agilent

19.758
T t-acetamio benzoe acd sat

=us,

I

VWTHA Waveleagih=254 nm

123456768 @1011121312151617181520212223242526272829303132 334 353637393940

Teme fmin]

I\

19350
A-gostamicdy benzodc atd salt

i
i
I
i

VWD IA Waveleauti=254 nm

..- T T T -| -l_ | SR, S . S, S ) T T T T T .- -.- T T
123 3667 6 61011121314 1516 17 18 1920 27 22 23 24 25 26 27 28 28 30 31 32 33 34 3536 37 38

Time [min}

43

b8

1iiiiiin

< §E88888

3 9ag
ﬂ $-ametamicn benesc st £al

123 36567 B 31011121314 165161718192021 222324252627 282930313233 3435363738 39 4

Bahan Baku Kew.rd| [Rev. 87]

Time jmin]

Printed: 2025-10-17 19:26:13+07:00

Prpyep——

Page 2012



Cross Sequence Summary Report

Cross Sequence Summary Report

- Agilent

VWDTA Wavelength=254 rm

Data file: EACDSProjectsi ADWAD 2025\0klober 2025\Results\WMA it
Methisoprinoh031025_VMA_Meth:soprinol Kadar_MoA rsitAKURASI BO20P1- boed . 20213 .
B1scientistdx {Eoe] 4-acetamado b o acid eal
Sample name: AKURASI B0 Injection: 1of1 AM,W
Instrument: LC 1260 UV Injection volume:  20.000 560
: 11
Injection date: 2025-10-10 11:18:20+07:00 Acqg. operator: scientist _%
Acq. method: Methisoprinol_Kadar_MoA.amx Column name: Purgsphare RP 18 w o0 !
Endcapped (K53) BO0H w
Analysis method:  "PM_VMA Column Serial N0 310767 % _
Methisoprinel_Mof.pmx o] _
Last changed: 2025-10-17 19:09:45+07.00 Column Length : 150.0 mm 400 s I
300 ﬂnt.. |
Location: P1-81 Column Diameter: 46 mm el ] _
100 I ._.
) Bl PR . -~ o =
Name: 4-acetamido benzoic acid salt 123 4 56 7 B 8101112131415 1617 18 1320 21 22 23 24 25 26 27 28 22 30 31 32 33 38 35 36 37 38 39 40
Name RT Height Area Resolution | Tail Factor | Injection Acquired Date Teme [min]
VWDTA Wavelength=254 nin
AKURASI 80 20.2 16222 | 146425035 369 1.02676 10/10/2025 11:18:20 700
0215
AKURASI 80 202 | 16233 | 14B34.7880 367 1.02939 10/10/2025 11:59:38 16001 N o o s
15004
AKURAS! 80 202 16319 | 14538.7845 7o 1,03437 10/10/2025 12:40:52 14001
13004
Mean 146386920 barsil
Std.Dev. 3.8586 11004
10004
%RSD 0.0264 w i
800
Name: Inosine 700+
Name RT Height Area Resclution | Tail Factor | Injection Acquired Date %
9387
AKURASI B0 9.2 33086 4399.1170 1.06797 10/10/2025 11:18:20 % ﬂﬂ..
AKURASEBO 94 3336 | 4407.0323 107173 10/10/2025 11:59:39 2001 1
1004 :
AKURAS! B0 0.4 3380 4406.4209 1.06174 101072025 12:40059 e —— Al e < e~ e s
Mean 4404.1901 1238567 88101112131415161718 amn.”wmﬂ..ﬁ 7324 25 26 27 28 29 30 31 32 3334 35 36 37 38 35 40
Std_Dev. 4.4041 BT el
%RSD 0.1000 -y e
1600+ | Sacetamido baniow aoid salt
1500+ |
1400 !
13004 “
12004
11004
o000
9004
€ B0 wm
oo |
500 1
500 i
4007 “_.ﬂ.n.-\.
30 i 3
200 1 I
100 il |
,—— e T e T
1234567 881011121314 1516 17 18 1320 21 22 23 24 25 26 27 28 22 30 31 32 33 34 35 36 37 38 39 40

Tima [min]

Bzhan Baku Mew.rdl [Rev. 86] Printed: 2025-10-17 19:16:12+407:00 Pags 1 of2 Bahsn Baku New.rdl [Rev. 55 Printed: 2025-10-17 18:16:12407:00




_Cross Sequence Summary Report

Cross Sequence Summary Report

- Agilent

. Agilent

VWDA Wavelength=254 nm

Data file: EACDSProjects\ADVAD 2025\0kiober 2025\Resulls\WMA 2200+ .
W___M”_mow”.:MycoEmmlcihl,.__m?_mov::o_ Kadar_MoA rsIVAKURAS! 10025P 1- el AR T e
sientist.dx
1800
Sample name: AKURASI 100 Injection: 1of1
16004
Instrument: LC 1260 UV Injection volume: 20000
14004
Injection date: 2025-10-10 14.44:53+07:00 Acq. operator: sciantist
22004
Acq. method: Methisoprincl_Kadar_MoA.amx Column name: Purosphare RP 18 2
Endcapped (K53) Sipoc
Analysis method: “PM_VMA Column Serial No 310767 200 __
Methisoprincl_MoA pmx It
5001 e i
Last changed: 2025-10-17 19:05:45+07:00 Column Length : 150.0 mm 200 __
Location: P1-B4 Column Diameter: 4.6 mm ] H i
| |
Ji I\
1% E— it - —
Name: 4-acetamido benzoic acid salt T 2 3 4 5 B 7 B 8 10111213 741516 17 16 16 20 21 22 23 24 25 26 27 28 23 39 31 32 33 34 35 36 7 38 35 42
Name RT Height Area Resolution | Tail Factor | Injection Acquired Date Ve jmnl
.ﬁ..a_h..ﬂ~§1u§ nm
AKURASI 100 202 | 20403 | 183303375 a7 103782 10/10/2025 14:44 53 22001
20 ZET
AKURASI 100 202 | 20451 | 183455211 372 1.03102 10410/2025 15:26:10 20001 $ELMIO0 DeZOR 533 €37
AKURASL 100 203 | 20415 | 183460538 aro 1.03059 1011012025 16:07:29 18001
Mean | 18343.6375 180
Std Dev. 3.7334 1200+
%RSD 0.0204 M_.mﬁ.r
o000
Name: Inosine
800+
Name RT Height Area Resclution | Tail Factor | Injection Acquired Date -
$337 |
AKURASI 100 93 | a202 | 55132802 1.06853 10/10/2025 14:44:53 i e
AKURASI 100 9.3 4230 55156845 1.06658 10/10/2025 15:26:10 204 i _
ARURASE 100 9.4 4225 | 5515.4987 1.06176 1071072025 16:07:29 ——
2345678 08101112131415 181520 3 2B} 36 40
e 55140245 1 & 10 11 12 13 18 15 15 17 18 mﬁﬂnnnmuuu“uuaﬂﬁwuwuu. 5 36 37 38 36 &
Sid.Dev. 1.3409 VWA WavelngPa s ne
“%RSD 0.0243 Sl -
RS
20004 | acetwrido bontnic acd £
1800 |
16004
14004
12001 :
Eio0o] |
500 {
600+ i
|
200 Il
2004 i
e e S Ry
T 23 %567 8 101112131815 16 17 18 19 20 21 22 23 24 25 26 27 28 23 30 31 32 33 3 35 36 37 38 38 40

Time free]

Bahan Baku New.rd| [Rev. B6] Printed: 2025-1017 19:17:04+07:00 Page 1of 2 Bahan Baku New.rdl Hﬂm.ﬁ.mm_ Printed; 2025-10-17 10:17:04+07:00 Page 2012




Cross Sequence Summary Report Cross Sequence Summary Report

Agilent

Agilent

VWIDA Waveiengh=254 nm

Data file: E\CDSProjects\ADWAD 2025'0ktober 2025\ResultsiVIMA 2600
Methisoprinoli091025_VMA_Methisoprinol Kadar_MoA rsiAKURASI 10026P1- 240 e
BEscientistdx 20
Sample name: AKURASI 100 Injection: 1of1 i
Instrument: LC 1260 UV Injection volume: 20.000 B2l _
Injection date; 2025-10-10 16.48:48+07:00 Acqg. operator: scientist 18004
Acq. method Methisoprinol_Kadar_MoA amx Column name: Purosphare RP 18 44004
Endcapped (K53) B200 m
Analysis method:  "PM_VMA Column SerlalNo 310767 sonid |
Methisoprinol_MoA pmx #004 !
Last changed: 2025-10-17 19.09.45+07:00 Column Length : 150.0 mm o398 I
Lk Whosing _
Location: P1-B6 Column Diameter: 46 mm 400 i __
200 ."
Name: 4-acetamide benzolc acid salt ) - 01— , JI.I,_p e
Name | RT Helght Are ﬁ xouo_:ﬁo: . Tall Factor  Injection Acquired Date 1234567 8 9101 121314151617 18 “wﬁw“_w_.sp_ﬁ 73 74 25 25 27 28 20 30 21 32 33 4 35 36 37 38 39 40
m__yx.._m_»m_ 120 . 203 { »»u_.» Ea:. 5509 | 371 | 1.03304 10/10/2025 16:48:48 VWDIA Wavelength=254 nm
=1 T T ¥ = 2600
AKURASI 120 202 2338 u u 1302 3911 _ 385 1.02624 1001072025 17:30.08 20243
) : A i ! A | 2400 W-acetamion benzoic acd st
AKURASI 120 203 | 23470 213997007 87 1,01955 101072025 18:1126 | 2200 _
i | 4 i A I e el { P |
_ Mean 21539.8809 i i i 2000 _
Std.Dev. 3306709 | - - 18004
%RSD 1532 | _ 1600 _
- - — 4004
Name: ~ lnosine o — = gz ﬂ»g
|Name RT  Height Area | Resolution | Tall _“._nsn Injection Acquired Date 1000
AKURAS! 120 54 | 5192 6509.2448 | 105994 10/10/2025 16:48.48 ™ o3
- = - 600 =
(AKURASI 120 94 | 4957 6554 9459 | 107378 10/10/2025 17:30.08 400 o__ " |
_>_xcx>m_ 120 | g5 _ 5002 | 6594.0174 | 1.06947 10/10/2025 18:11:26 200 _m_ il
bl = | | - I
i Mean  6582.7360 _ = e e e e
.m—nonm.. 24.2085 ) || ) 1 ”u.uawmm8:_:w:_ua:;_M.,th_._.réuum.aumu:aﬁ?zhuu@:usu:mhs
%RSD 0.3678 . - VWDHA Wamiength=254 nm
= =t .
20229
2400 Facalumie Benzoic acd sal
2000
o, ﬂ
16004
14004 1
a0
10004
8004
2451 |
601 Yrotne
4004 {
2004 |
i p— g =T L =

1234567 8 9101121314151817 18192021 Su::mnmmuum»ouou_%uuu;uummuugu:o
Tirne [min]

Bahan Baku New.rdl [Rev. 86] Printed: 2025-10-17 19:22:01+07:00 : Bahan Baky New.rdl [Rev, B6] Primted:  2025-10-17 19:22:01+07:00 Page20f2



Cross Sequence Summary Report £ : :
: .-0“0...-. >m——m=ﬂ

Cross Sequence Summary Report

.. - Agilent

VWD1A Wavelengih=254 nm

Data file: EACDSProjects\ADIAD 2025\0ktober 2025\ResultsWMA 20004 i
Methisoprinoh031025_VMA_Methisoprinoi Kadar_MoA rsitPRESISI ANTARA i . "
151P1-D1scientist dx - 15004 S ke
=2
Sample name: PRESISI ANTARA 1 Injection: 1of1 0001 “_
gorr ]
Instrument: LC 1260 UV Injection volume:  20.000 500 Jroves
|
Injection date: 2025-10-11 DB:38:58+07:00 Acq. operator: scientist T e Tt ! Ty
1234567 w..yJﬁ_f..N..u”»._m—m:_..m._mQGM4NNHUuhumMmuﬁﬂmw-munu_.umﬂu&wmumu._.uuwmnb
Acq. method: Methisoprinol_Kadar_MoA.amx Column name: Purpsphare RP 18 Time frman]
Endcapped (K53) VDA Wavelangth=254 nm
Analysis method: .vZch.p_ Column Serial No 310767 200 20210
Methisoprinal_MoA pmx iitod .h.w..»... rucks bavizons acid sall
Last changed: 2025-10-17 19:08:45+07:00 Column Length:  150.0 mm 3 _
B OO+
Location: P1-D1 Column Diameter : 4.8 mm 35€ ___
500 ek
Name: i ﬁ
4-acetamido benzoic acid salt 12345678 T T2 13 14 15 16 17 1819 20 21 22 23 24 2526 27 28 23 30 3132 31 34 35 35 37 38 33 4D
Name RT | Height Area Resolution | Tail Factor | Injection Acquired Date Trma ek
PRESISIANTARA1 | 302 | 20012 | 18249.3688 366 104100 | 10/11/2025 0B:38 58 ]
PRESISI ANTARA 1 203 | 1ses1 | 182370472 358 103719 10/11/2025 082016 15001 i pnzolc cac tall
PRESISLANTARA 1 203 | 19714 | 182704371 358 1.04818 10/11/2025 10:01:36 Ziooor _
PRESISI ANTARA 1 203 | 1s738 | 182873404 356 1.04532 10/11/2025 10:42:56 5004 I
PRESISIANTARA 1 203 | 1e7a1 | 183128727 35.9 1.03302 10/11/2026 11:24:17 o o e e A AP A S S, S A, S
PRESISI ANTARA 123456 7 89 10111213141516171819200 Munuuhmm.uqu»&Mmuow_uFWw@&quGUﬂwmgnu
1 202 19867 | 181968402 362 1.02784 10/11/2025 12:05.36 Tirw o

Mean 18250.0611

20001 -
Sid Dev. 408265 Z02vs
1500 Z-acatamoo benroc acid salt
%RSD 0.2236 =
10004
Name: Inosine <) .1r et
Name RT Height Area Resolution | Tail Factor | Injection Acquired Date i —
[ T T T T T L o T o s 1 16 o 17 15 15 20 21 22 20 2¢ 25 25 27 22 23 30 31 32 3334 3536 37 38 36 40
PRESISIANTARA 1 a1 2032 5528 5972 107716 10/11/2025 0338 58 123456 78 610111213 14151617183182021 2233 627 2
PRESISIANTARA 1 94 017 | 85205737 1.07610 10/11/2025 09:20-16 Gt i el
= 20001
PRESISIANTARA 1 a5 | 2126 | s5523.3404 107712 10/11/2025 100136 it ezt podt $08
ven] vt Bz (vt 550
PRESISI ANTARA 1 95 | 4113 | s537.7232 1.07203 10/11/2025 10:42.56 T .
PRESIS| ANTARA 1 94 4068, [-Biemiae 1.07802 10/11/2025 11:24:17 il !
PRESISI ANTARA 1 g2 | eo12 | 55155573 1.08301 10/11/2025 12:05.36 : e
Mean 5526.9199 T 23 S5 6T 8 G 1011121318151617 18 __waurn n.r.mm 25 24 25 26 27 2828 30 31 32 33 34 35 35 37 38 30 4D
e g i
Std Dev. 8.70%8 YDA Wianslength 254 nm
%RSD 0.1576 2000 b
15004 _ .Pwhu.Jn.m..“u.ﬂru.U._m.wx
Z 000 !
00 mj...n i
e A, P, A, A, ., 1, e, A, A, A, A, AU, S
123 4 5878 oE:.un.E_m_m:_m_mp&u..ﬁuu.r;mmmu___mmumuou:uwuu.:mmmuquwumpu
Tiewe frn}

i BahawBaku New.roll [RevoiiT] b e AU ... : 20231097 19:23: 5040700 L ; .. ..w.m?__.m.-ﬁzcﬁa:wa,..wa » Printod: 2025-70-17 19:23:50+07:00 2 Page 20f2



Cross Sequence Summary Report Cross Sequence Summary Report

| Agilent

- Agilent

VWA Winenkength=254 rm

Data file: EACDSProjectstADWAD 2025\0klober 2025 Results\WMA, biad S
Methisoprinol031025_VMA_Methisopringl Kadar_MoA rsll\STANDAR 0 o P e
JAMBZP1-Elscientist.dx 1&0]
Sample name: STANDAR 0 JAM Injection: 1ol 1 13004
oz 12004
Instrument: LC 1260 UV Injection volume:  20.000 Hite
Injection date: 2025-10-12 04:35:30+07:00 Acq. operator: scientist 1000
200
Acq. method: Methisoprinol_Kadar_MoA amx Column name: Purosphare RP 18 m 00 _
Endcapped (K53) — |
Analysis method:  *PM_VMA Column Serial No 310767 g
Mathisoprinol_MoA pmx 500+ I
400 10228 |
Last changed: 2025-10-17 19:0%:45+07:00 Column Length : 150.0 mm bl {
Location: P1-E1 Column Diameter : 4.6 mm 200 * |
1004 T _
i - — . 11 =L —
Name: 4-acetamido benzoic acid salt 123 8567 B 510111213128151617 16 1920 21 22 23 24 25 26 27 28 23 30 31 32 33 34 36 35 37.38 30 43
Name RT Height Area Resolution | Tail Factor | Injection Acquired Date Yins joct
YWD 1A Wamiength=254 nm
STANDAR D JAM 209 | 15518 | 18461.9368 72 1.18607 10/12/2025 04:35:30 _Mq? o
STANDAR 0 JAM 209 1505.9 18473.2832 264 1.21273 10/12/2025 05:16:48 1500 Seacatamicdo bonzoic soid salt
1800
STANDAR 0 JAM 210 | 14241 | 184B4.2374 248 1.26132 10{12/2025 06:39 22 1500
Mean 18473.1524 12007 i
1100+ i
Std.Dev. 11.1509 10004
%RSD 0.0604 = 20 _m
Name: Inosine 7001 il
600 |
Name RT Height Area Resolution | Tail Factor | Injection Acquired Date o0 |
200
STANDAR 0 JAM 102 | 3102 | 55156520 1.18216 10/12/2025 04:35.30 il I
STANDAR 0 JAM 102 | 2986 | 5514.0863 1.21750 1011212025 05:16.48 5sd :
STANDAR 0 JAM 102 283.7 55138244 1.28434 10/12/2025 06:39 22 e T T i
12345678 8101112131415161718102021 222324252627 2829303132 9 M 3536373839 40
Mean 5514.5242 Time fnin]
Std Dev._ 0.9861 . VWD TR Wapbngti= 284 T
%RSD 0.0179 1504
15001 R e
14004 ~RtInen Dengoin ad sl
13004
1200
11004 |
1000
= B0
2 200 |
TO0 {
600
500 |
4001 10237 il
3004 $owre I
100+ " i ..
R i S T o S S S S
12346567 8 2101112131415 16 17 18 1920 21 22 23 24 25 26 27 #8 20 30 31 32 33 34 35 36 37 38 39 40

Time frmin]

Bahan Baky New.rdl [Roy. B7] Printed: 2025-10-17 19:27:30+07:08 Page 1 of 2 Printed: 2025-10-17 19:27:30+07:00 Page 2of 2




Cross Sequence Summary Report

Data file:

EACDSProjects\ADVAD 2025\0ktober 2025\Resulls\WMA
anmcg%._ommlcrsu._m?._woﬁi Kadar_MoA rsI'STANDAR 3

JAMBTP1-Elscientistdx

- Cross Sequence Summary Report

VWD1A Wavalength=254 nm

- Agilent

1600
1500
1800
1300+
12004
11004
10004

= 900

T 8o

7004

400+
300

10.342
*.ﬂu.ﬁ

|
100 H

. 21.007
S-acetamido benzow acd sall

I
Il

|

|

1

il ’ L
——

12345678800

_.__. _—.N u.u ___n n_u _.O .__w .u.w m.ﬁ 202

VDA Wavsleagth=254 nm

122324252627 28 2 901132 1334 35 36
wme ]

T ™

7 3835 4

o

11004

Sample name: STANDAR 3 JAM Injection: 1of1
Instrument: LC 1260 UV Injection volume:  20.000
Injection date: 2025-10-12 07 40:54+07.00 Acq. operator: scientist
Acq. method: Methisoprinol_Kacar_MoA amx Ceolumn name: Purosphare RP 18
Endcapped (K53)
Analysis method:  "PM_VMA Column Serial No 310767
Methisoprincl_MoA.pmx
Last changed: 2025-10-17 19:09:45+07:00 Celumn Length : 150.0 mm
Location: P1-E1 Column Diameter : 4.6 mm
Name: 4-acetamido benzoic acid salt
Name RT Height Area Resolution | Tail Factor | Injection Acquired Date
STANDAR 3 JAM 210 | 15290 | 184255220 26.9 1.16969 10112/2025 07:40.54
STANDAR 3 JAM 210 | 14048 | 185059330 242 1.28589 10/12/2025 08:22:11
STANDAR 3 JAM 209 | 13%60 | 185354271 240 132189 10/12/2025 09:03°29
Mean 18488.9607
Std.Dev. 56.8843
%RSD 0.3077
Name: Inosine
Name RT Height Area Resolution | Tail Factor | Injection Acquired Date
STANDAR 3 JAM 10.3 308.0 5506.0427 1.16915 10/12/2025 07:40:54
STANDAR 3 JAM 102 274.3 5508.7485 1.32048 10/12/2025 08:22:11
STANDAR 3 JAM 103 2809 | 55103326 133925 10/12/2025 09:03:29
Mean 5508.3748
Std.Dev. 2.1692
%RSD 0.0394

Bahan Baku New.rdl [Rev. E7)

Printed: 2025-10-17 19:28:30+07.00

LV
VX

Page 1of2

20957
®-acatamido benzoic acd sall

1T23 458728

VWA WireskengTe254 nin

S 10 1112 13 16 15 16 17 18 19 20 21 22 23 24 25 26 27 28 22 39 31 32 33 34 35 36 37 38 36 49
Trne |min]

§9§8888

P,

2300
.i.w.kC..,._H benetic atd sal

T

I
|
|
|

8 10 1112 1318 15 16 17 18 19 20

Time

Bahan Baku New.rdl [Rev. 7]

Printsc

T

I, .1.. L
212223242526 2723 29 W N

]

2025-10-17 19:28:30+07.00

32 33 34 35 26 37 35 35 40

Page2cf2




Craoss Sequence Summary Report

. H.bmmmzw

Data file: ECDSProjects\ADVAD 2025\0kiober 2025\ ResultsIVMA
MethisoprinohD21025_VMA_Methisoprnol Kadar_MoA rsifSTANDAR &
JAMEZP1-Elscientist.dx
Sample name: STANDAR 6 JAM Injection: 1of1
Instrument: LC 1260 UV Injection volume:  20.000
Injection date: 2025-10-12 10:46:13+07:00 Acq. operator: scientist
Acqg. meth prinol_Kadar_MoA amx Column name: Purosphare RP 18
Endcapped (K53)
Analysis method:  ‘PM_VMA Column Serlal No 310767
Methisoprinol_MoA pmx
Last changed: 2025-10-17 19:02:45+07:00 Column Length : 150.0 mm
Location: P1-E1 Column Diameter : 4.6 mm
Name: 4-acetamido benzoic acid salt
Name RT Height Area Resolution | Tail Factor | Injection Acquired Date
STANDAR 6 JAM 207 | 16024 | 184999874 283 1.19655 10/12/2025 10:46:13
STANDAR 6 JAM 207 | 14312 | 18576.0785 243 1.28548 10612/2025 11:27-31
STANDAR B JAM 206 | 14341 | 185853000 243 1.29826 10/12/2025 12:08:49
Mean 18553.7890
Std.Dev. 46.8211
%RSD 0.2524
Name: Inesine
Name RT Height Area Resolution | Tail Factor | Injection Acquired Date
STANDAR 6 JAM 10.0 3223 5507.3642 1.18934 104112/2025 10:46°13
STANDAR 6 JAM 10.0 2795 5515.0930 1.29307 10711272025 11:27:31
STANDAR 6 JAM 99 2766 | 5522.8870 1.30402 10/12/2025 12:08:49
Mean 55151517
Std.Dav. 7.8162
%RSD 0.1417

Bahan Baku New.rd! [Rev. E7]

Printed: 2025-10-17 10:29.11+07:00

Page i of2

Cross Sequence Summary _am_uo}..

VWO 1A Wavelengin=254 nm

Luﬁw.bmzmaﬂ

0743
d-acetarrscio benzoi acd sak

WWDA Wavelength=254 nm

Tereat frin]

20 685
Wacetaneo benzowc acd sait

VDA Wiveleniin 0

................ T

1920 21 ﬁau.mumﬁumuuwuu_unakuug%%mw&
Time [min]

1700

558888

maL

?§§§§§§§§§

20
W-acetarmno Daviduel Ack! saf

._

1273 4 5879 m_o:_u_u_u_m-aﬁ_um

Bahan Baku New.rdl [Rev. B7]

Printed: 2025-10-17 19:29:11+07:00

152021 thu_.—nwnmn.___mww.uwxiwmvutuuuauuumumho

Time jmin]
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Cross Sequence Summary Report Cross Sequence m:.._..:_mQ Report

Agilent

o8 % Agilent

VWD 1A Wavelength=254 nm

Data file: EACDSProjects\ADAD 2025\0klober 2025\Results\WMA 17004 soaks
Methisoprinoh031025_VMA_Methisoprinol Kadar_MoA rsifiSTANDAR 2 16004 b R e
JAMETP1-Etscientst.dx 15004 -acetamide benzoic
1400-
Sample name: STANDAR 9 JAM Injection: 1of1 -G
Instrument: LC 1260 UV Injection volume:  20.000 4_...%
Injection date: 2025-10-12 13:51:35+07:00 Acg. operator: scientist 1000 m
2
Acq. method: Methisoprinol_Kadar_MoA.amx Column name: Purosphare RP 18 2 ﬁ _
B Endcapped (K53) ot i
Analysis method:  'PM_VMA Column Serial No 310767 o] I
Methisoprinol_MoA pmx 5004 7
8
- 09:45+07: Column Length:  150.0 mm ano- il Ii
Last changed: 2025-10-17 19:09:45+07:00 olu g 0 pird frosne m
Location: P1-E1 Column Diameter: 4.6 mm 2001 I |
1004 _ ﬂ_ _
Name: 4-acetamido benzoic acid salt T 2 3 4 5 B 7 G & 1011121312 15 16 17 18 19 20 21 22 23 24 25 26 27 26 £2 30 31 32 33 34 35 36 37 48 35 43
Timw fman]
Name Tai | tion Acquired Date
RT Height Area Resolution ail Factor | Injection Acq X it
STANDAR 2 JAM 205 15951 | 1B570.0120 277 1.20395 10/12/2025 13.51.35 1700
#2400
STANDAR 9 JAM 204 | 15074 | 18617.9411 255 1.21413 10/12/2025 14:32:53 ] R i i
STANDAR 8 JAM 204 | 15126 | 18619.1136 260 121910 10/12/2025 15:14:11 o
Mean 18602.3556 12004
11004
Std.Dev. 28.0165 st
%RSD 0.1506 goo]
g0 i
Name: Inosine ﬁ __
e RT | Height Area Resolution | Tail Factor | Injection Acquired Date ioed _
= 400+ 9571
STANDAR 9 JAM a7 3133 | 565206853 1.19856 10/12/2025 13:51°35 il grosre
STANDAR 9 JAM 96 2815 | 55314588 124124 101212025 14:32:53 g i il
Il ]
STANDAROJAM | o5 | ass1 | sswarias 123001 _| 10122025 1514 1 — A
12345678 ©10111213141516 17 18 192021 22 23 24 25 26.27 28 20 30 31 32 33 3435 36 37 38 36 &0
Mean 55282855 Term frin]
Std.Dev. 6.6117 VWOTA Wavslengt =254 nn
1700
%RSD 0.1196 ied
1500
12004
13004 _
12004 |
11004
10004
2 00e-
% oo
700
50
500
400+
3004
2004 |
1004 I
e ——— . = =

T 2 3 % 5 6 7 B 5 1011727514 15 15 17 18 10 70 21 22 23 24 25 25 27 26 22 30 31 32 33 34 35 36 37 30 39 40
Tirme fmin]

Bahan Baku New.rol [Rev. 87] Printed:; 2025-10-17 19:29:32+07:00 Page 1of2
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Cross Sequence Summary w...w_uo:

Data file:

- Agilent

EACDSProjects\ ADVAD 2025\0ktober 2025 Results\VMA
Methisoprinofi091025_VMA_Methisoprino! Kadar_MoA rsifiSTANDAR 12

Cross Sequence Summary Report

VWINA Wavelength=254 nm

Agilent

JAM1DEP1-E 1scientist.dx

Sample name:; STANDAR 12 JAM Injection: 1of1
Instrument: LC 1260 UV Injection volume: 20.000
Injection date: 2025-10-12 12:42:19+07:00 Acq. operator: scientist
Acqg. method: Methisoprinol_Kadar_MoA amx Column name: Purosphare RP 18
Endcapped (K53)
Analysis method:  *PM_VMA Column Serial No 310767
Methisoprincl _MoA pmx
Last changed: 2025-10-17 19:09:45+07.00 Column Length : 150.0 mm
Location: P1-E1 Column Diameter: 46 mm
Name: 4-acetamido benzoic acid salt
Name RT Height Area Resolution | Tail Facter | Injection Acquired Date
STANDAR 12 JAM 205 | 15613 | 18578577 272 123118 1001212025 19:42:18
STANDAR 12 JAM 206 | 15461 | 18567.4911 272 1.23882 10/12/2025 202336
STANDAR 12 JAM 206 | 15576 | 185564434 278 1.23507 1011212025 21:04:56
Mean 18567.5041
Std.Dev. 11.0672
®RSD 0.0596
Name: Inosine
Name RT Height Area Resolution | Tail Factor | Injection Acquired Date
STANDAR 12 JAM a7 298.7 5530.2477 1.24050 101272025 18:42:19
STANDAR 12 JAM 9.7 3002 | 5536.1051 1.23100 10/12/2025 20:23.36
STANDAR 12 JAM 9.7 3027 5534.1242 1.24757 10/12/2025 21:04:56
Mean 5536.4923
Std.Dev. 2.5836
%RSD 0.0467

Bahan Baku New.rdi {Rev. 87]

Printed: 2025-10-17 10:30:24+07:00

Page 10f2

20.540
4-acetamico benzoic acd sal

VWD 1A Wavelangth=254 nm

Tirr [mean]

T 7 B 5 10 111213 14 15 16 17 18 18 20 21 22 23 24 25 26 27 26 2930 31 3233 34 35 36

37 38 39 42

o4 — el 1y

—

I
f
___

|
R

20550
4-ageatamido benzoic acid salt

123 456765 101112131815161718792021

27326252627 282930 31 123334353
Tine [min]

37353240

D£86
ﬂ.:r_?-
_.

e 1 E50

d-acziateo Donoms o S22
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Cross Sequence Summary Report

Cross Sequence Summary Report .

- Agilent

-5 Agilent

VWDA Wavelength=254 nm

Data file: E\CDSProjects\ADIAD 2025\Oktober 2025\Results\WMA iy i
Methisoprinoh031025_VMA_Methisoprinol Kadar_MoA.rsifSTANDAR 24 : Y et berssc sty calt
JAM121P1-Elscientist.dx AH LA

1

Sample name: STANDAR 24 JAM Injection: Tot1 1300

Instrument: LC 1260 UV Injection volume:  20.000 “www.x

Injection date: 2025-10-13 07:10:27+07:00 Acg. operator: scientist 1000

Acq. method: Methisoprinol_Kadar_MoA amx Column name: Purosphare RP 18 g |

Endcapped (K53) s !
Analysis method:  *PM_VMA Column Serial No 310767 ot i
Methisoprincl_MoA. pmx il ;
10331
Last changed: 2025-10-17 19:08:45+07:00 Column Length:  150.0 mm % oo _
Location: P1-E1 Column Diameter: 46 mm 2004 f __
1004 N i
. P e
Name: 4-acetamido benzoic acid salt Y 2 3 456 7 B 210111213 141516 17 18 18 20 21 22 23 24 25 26 27 28 26 30 31 32 33 34 35 36 37 38 39 40
Name RT Height Area Resolution | Tail Factor | Injection Acquired Date Yo o}
VWD1A Wavelengihe254 nm
STANDAR 24 JAM 21.0 15532 | 184595461 278 1.20434 10/13/2025 07:10 27 17001 o
1600+ 208
STANDAR 24 JAM 210 15611 | 18472.3369 278 1.23020 10/13/2025 075144 15004 -acplanmicd benzoic scid sak
4004
STANDAR 24 JAM 200 | 1s63.1 | 184734162 282 1.23617 10/13/2025 08:33:.02 b
Mean 18468.4331 12004 i
11004
Std.Dev. 7.7152 it _
%RSD 0.0418 2 5001 i
€ 800+ |
Name: Inosine Lo J
B0 __
Name RT Height Area Resolution | Tail Factor | Injection Acquired Date 051 |
10.240
STANDAR 24 JAM 10.3 3157 5502.1338 1.20156 10/13/2025 07:10:27 % Fosne I
STANDAR 24 JAM 102 3118 5508.8619 1.21601 10/13/2025 07:51:44 nw.w 1! ! _.
1 It |
RTANDAR &36M 101 | 3148 | 5508.4506 1.22326 10/13/2025 08:33.02 S T e e e e o e ——
1234567 821020 EISETRHEOTRDIMNSBTRRININDMIBBITBINN
Mean 5506.4851 Time jmn]
Stid Dev. 37737 VWDIA Wanwlentn=254 nm
1
%RSD 0,0885 ppcd -
15004 d-a wmiciy boneoke sl pad
14004 _
1300+
12004 *
11004 1
10004
e _
800
TOH |
00 _m
5004 ||
400+ 4 e
300 i ey
2004 il ;
o) \ it
[ E—— e L === i s ot

1 2 % 4 5 B 7 B B 1D 111213151516 17 16 18 20 21 22 23 24 25 26 27 28 20 30 31 32 33 34 35 36 37 38 39 40

W*\? Tirme jrrain]

Bahan Baku New.rdl [Rev. §7] Printed: 2025-10-17 19:31:07+07:00 Bahon Baku New.rdl [Rev. 37] Printod: 2025-10-17 15:31:07+07:00 Page 20f2




Cross Sequence Summary Report Cross Sequence Summary _amvn.i

Agilent

VWA Wavelangth=254 nm

Data file: EACDSProjects ADAD 2025\0kicber 2025\Results\WVMA 2200 e
Melhisoprinofi091025_VMA_Methisoprinol Kadar_MoA rsitSAMPEL 0 JAMS8P1- e W
E2scientist.dx
18004
Sample name: SAMPEL 0 JAM Injection: 1of1 e
5
Instrument: LC 1260 UV Injection volume: 20000 i
Injection date: 2025-10-11 13:28:15+07:00 Acq. operator: scientist ]
Acq. method Methisoprinol_Kadar_MoA amx Column name: Purcsphare RP 18 W —
Endcapped (K53) 1000
Analysis method:  "PM_VMA Column Serial No 310767 8004 _
Mathisoprincl_MoA pmx - |
Last changed: 2025-10-17 19:09:45+07.00 Column Length : 150.0 mm a0 ﬂm.ww.d i
Location: P1-E2 Column Diameter : 46 mm 56 K If
. _d I
s ; = - —_— = o 2
Name: 4-acetamido benzoic acid salt T 2345 67 B B 101112131615 16 17 18 19 20 21 22 23 24 25 26 27 25 20 30 31 32 33 34 35 36 37 38 35 40
Name RT Height Area Resolution | Tail Factor | Injection Acquired Date Tina jise}
VDA Wavekngth=254 nm
SAMPEL 0 JAM 202 | 19sa7 | 184315469 35.7 1.04784 10/11/2025 1328 15 22004
20218
SAMPEL 0 JAM 202 | 20017 | 184224117 36.4 1.04806 10/11/2025 1409.35 20001 S acatamics benzoic acid sal
SAMPEL 0 JAM 202 | 20251 | 184103308 387 1.02383 10/11/2025 14:50. 56 e
Mean | 18421.4327 hacd
StaDev. | 106375 13007
%RSD 0.0577 Mﬁéo..
000
Name: Inosine 4004 L
Name RT Height Area Resolution | Tail Factor | Injection Acquired Date ot i
5139
SAMPEL 0 JAM a2 | ao7a | 56597008 106851 | 10/11/2025 132815 P fromee |
it
SAMPEL D JAM 91 4127 5660 3946 1.06800 10/11/2025 14:08:35 2004 ___ _
e Y N eses | tomans s ISR, | N  — S
ryR 56611149 12345678 61w _usz_u_w:._w.wsu,mw_ua“uﬁﬁnmﬁwu.um«%wm;mu:...wmuwu:wu.m.u
Std Dev. 1.8806 VDA Winnlgtoe264 ron
22004
%RSD 0.0332 2
20001 &_ e Dencoic wod sl
1800 m
16004
14004 _
12001 !
£ V
800+
g 9.151
4004 4_;3.... |
2004 I
| =) | — #a ]
T 2345 6 7 8 101112131415 16 17 18 16 20 21 22 23 24 25 26 27 28 73 30 31 32 13 34 35 36 37 38 38 40

Time frain]

LA

L= ]
.
&
-
Al

%

Bahan Baku New.rdi [Rev. B7] Printed: 2025-10-17 19:31:54+07:00 Bahan Baku New.rd| [Rev. 87) Printeck 2025-10-17 19:31:54+07-00




Crass Sequence Summary Report _Cross Sequence Summary Report

- Agilent

5 Agilent

VWD1A Waveiergin=254 nm

Data file: E\CDSProjects\ADIAD 2025\0ktober 2025\ResultsWMA 22004 -
Methisoprinofi091025_VMA_Methisoprinol Kadar_MoA rsitiSAMPEL 3 JAMB3P1- 2000 € R T o]
E2scientist.dx
Sample name: SAMPEL 3 JAM Injection: 1of1 b
Instrument: LC 1260 UV Injection volume:  20.000 i
14004
Injection date: 2025-10-11 16:33:47+07:00 Acq. operator: scientist
3 200
Acq. method: Methisoprincl_Kadar_MoA amx Column name: Purpsphare RP 18 I {
Endeapped (K53) Siooor |
Analysis method: "PM_VMA Column Serial No 310767 00 _
Methisoprinol_MoA pmx - _
Last changed: 2025-10-17 19:02:45+07:00 Column Length:  150.0 mm woo) ,—m.uw... I
Location: P1-E2 Column Diameter : 45 mm 2o ' i
i I I : .
Name: 4-acetamido benzoic acid salt T 2 3 2 5 G T B B 1011121315 1516 17 18 1920 21 22 23 24 25 26 27 23 23 30 31 32 33 34 35 36 37 38 39 40
Name RT Height Area Resolution | Tall Factor | Injection Acquired Date Tume jivin]
VWD 1A Wavelengih=254 nm
SAMPEL 3 JAM 203 | 20131 | 183985556 357 1.03711 10/11/2025 16:33:47 22004
Bt g
SAMPEL 3 JAM 20.3 20418 183761601 374 1.04478 10/11/2025 17:15.07 2000 T acetamuso benzoss acid sat
SAMPEL 3 JAM 204 | 20512 | 18376.0383 370 1.05068 10/11/2025 17:56 28 1o
Mean 18384.2507 16007
Std.Dev 12,4339 14004
%RSD 0.0676 =120
.m._a.qr
Name: Inosine “
B0
Name RT Height Area Resolution | Tail Factor [ Injection Acquired Date S |
46T |
SAMPEL 3 JAM 96 4203 5656.3189 107197 10/11/2025 16:3347 o, ﬂ_ui_ |
: \ [
SAMPEL 3 JAM 85 2412 56637933 1.07150 10/11/2025 17:15:07 - I ___
SAMPEL 3 JAM 95 4308 | 56683813 1.06958 10/11/2025 17-5629 i |- — S 1] . = ==
Mean 5662.8312 123 4567891011213 1415161718 nw!wwhﬁwawnuuudmwuﬁmuunHuuhwhuummuwwuu@uu
Std.Dev. 6.0885 VWO TA Wit i
%RSD 0.1075 Coacndi 35
?n.{. 354
2000 S<tatansdo benime soid 3o
1800 _
1600 :
14004 _
512004 H
mao?.
6001 g |
200 ﬂi
L ——— ~ L P — — [ —

B 5 10 1112 13 13 15 16 17 18 13 20 21 22 23 74 25 26 27 25 23 30 31 32 33 34 35 36 37 30 29 40
Tirne [min}

Bahan Baku New.rd] {Riev. £T) Printed: 2025-10-17 19:32:30+07:00 Page1of2 i 'Bahan Baku New.rd! [Rev. B7)

Printed; 2025-10-17 19:32:30+07:00 Page 20f 2



Cross Sequence Summary Report

~i5i%-. Agilent

Cross Sequence Summary Report

% Agilent

Data file: EACDSProjects\ADIAD 2025\0kiober 2028\Results\VMA
MethiscprnohJ31025_V MA_Methisoprinol Kadar_MoA rsit SAMPEL 6 JAMBSP1-
EZ2scientist.dx
Sample name: SAMPEL 6 JAM Injection: 1of1
Instrument: LC 1260 UV Injection volume:  Z0.000
Injection date: 2025-10-11 19:38:17+07:00 Acq. operator: scientist
Acq. method: Methisoprinol_Kadar_MoA amx Column name: Purosphare RP 18
Endecapped (K53)
Analysis method:  *PM_VMA Column Serial No 310767
Methisoprinol_MoA pmx
Last changed: 2025-10-17 19:09:45+07:00 Column Length : 150.0 mm
Location: P1-E2 Column Diameter : 4.6 mm
Name: 4-acetamido benzoic acid salt
Name RT Height Area Resolution | Tail Factor | Injection Acquired Date
SAMPEL 6 JAM 205 | 20476 | 183476351 368 1.08302 10/11/2025 19.39:17
SAMPEL 6 JAM 206 | 20607 | 183152083 370 107433 10/11/2025 20:20°37
SAMPEL B JAM 206 | 20822 | 1B30B.1580 367 1.08504 10/11/2025 21:01 55
Mean 18323.6671
Std.Dev. 21.0541
%RSD 0.1149
Name: Inosine
Name RT Height Area Resolution | Tail Facter | Injection Acquired Date
SAMPEL & JAM 98 4350 | 5659.4607 107905 10/11/2025 19:39:17
SAMPEL 6 JAM 9.8 4383 | 56644169 1.07980 10/11/2025 20:20:37
SAMPEL B JAM 99 4337 | 56664144 107767 10/11/2025 21:01:56
Mean 5663.4307
Std.Dev. 3.5802
%RSD 0.0632

Bahan Baku New.rdl {Rev. 67)

Printed: 2025-10-17 19:32:57+07:00

Page tof2

VWOTA Wavelenglhva254 nm

22004
y- 20528
20004 S-acatamico benzow aced sall
1800
1600
1400
12004
F
i _
800 1
o 9771 _
5 ﬂg _
I |
2004 i |
i I
B o e e —r———T ﬂr.|r.ll.. T
12345 67 8 810111213 131616 1718192027 222324252027 2829303132 332435360738 3940
Time [min]
VWDTA Wavelengthe254 nm
2 K
o 20551
20001 j 4-acetamido benpoic acd saf
16O
16004
1400
12004 |
3 |
Sooe i
6001 6810 ]
4004 il
__
200 [ !

) e ._._i. il - :
———— T T T T T T T T T T T T T T
123456 78 910111213141516 1718192021 222324252627 2839303132 33 M 3536373839 40

Time fmin]
VDA Wavslnghe 25 re
22001
2000 S-acatnmado Leross poed 337
1500
1600
14004 i
1200 i
800+ ;
600 2883 __
Gr......mk.b. #_
2004 i il
|

o — 4 N s

—T—TTT —r—

—rT

T 2 3 % L B 7 B 5 1h11127314 151617 18 152029 22 23 24 25 26 27 25 25 30 31 32 23 34 35 36

Time [min]

Printed: 2025-10-17 19.32:57+07:60
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Cross mmacmrn.n.m::_:..mé Report

Data file:

Sample name:
Instrument:

Injection date:

. Agilent

EACDSProjects\ADAD 2025\0kicber 2025\Results\WMA
Methisoprinofi091025_VMA_Methisoprinol Kadar_MoA.rsISAMPEL 8 JAM73P1-
E2scientist dx

SAMPEL 9 JAM Injection: 10f1
LC 1260 UV
2025-10-11 22:44:45+07.00

Injection volume:  20.000

Acq. operator: scientist

Acqg. method: Methisopringl_Kadar_MoA.amx Column name: Purosphare RP 18
Endcapped (K53)
Analysis method:  ‘PM_VMA Column Serial No 310767
Methisoprincl_MoA pmx
Last changed: 2025-10-17 19.08:45+07:00 Column Length : 150.0 mm
Location: P1-E2 Column Diameter : 4.6 mm
Name: 4-acetamido benzoic acid salt
Name RT Height Area Resolution | Tail Factor | Injection Acquired Date
SAMPEL 9 JAM 20.7 | 20029 | 18337.0249 360 110782 10/11/2025 22.44 45
SAMPEL 8 JAM 207 19534 | 183725771 343 1.10660 1011/2025 2326 04
SAMPEL 9 JAM 208 1898.4 | 184D4.8910 335 112417 10/12/2025 DD-0T-24
Mean | 18371.4977
StdDev. | 33.9460
%RSD 0.1848
Name: Inosine
Name RT Height Area Resolution | Tail Factor | Injection Acquired Date
SAMPEL 9 JAM 10.0 4288 5663.1B57 1,09526 10/11/2025 22'44°45
SAMPEL 9 JAM 10.1 4078 56600546 1.11581 10/11/2025 23:26.04
SAMPEL § JAM 10.0 3040 | 56636178 1127122 10/12/2025 00.07 24
Mean | 5662.2861
Std.Dev 1.9445
%RSO 0.0343

Bahan Baku New.rdi {Rev. BT]

Printed: 2075-10-17.19:33:31407.00 Page Yof2

~ Cross Sequence Summary Report

VWDTA Wavelength=254 nm

2200
20867
2000 4-acetamicio benzow aovd LAl
1800+
16004
14004
JRELL
=S
1000
s § 5 i
4001 jaﬁs I
2004 __ ;
o L S -
1 23456 7 8 8 10111213141516 17 18 192021 2223 24 2526 27 28 29 30 31 32 33 34 3536 37 38 39 40
Time ]
VWDHA Wavelength=254 nm
20725
Y 4-acetamdo benzoic aod sat
B0
1600
1400
1200
Fo001
o |
10,060
004 H..a.r.x.
200 | _
I\ |
o= = | e w c il b
123456 7 6 9 1011121314151617 18 1920 21 22 23 28 25 26 27 28 29 30 31 32 33 34 35 36 37 38 35 40
Teme ]
254 o
2200
2000 20.758
Wastaran DRz o] sl
18004
16004
1400+
G i
Wgﬂt i
B0 |
6004 |
|
4 |
2004 i __
|
——— - - ——

T

T 2 3 % 56 7 B 5 1071121315151617 1519 7021 2223 24 25282728 25 30 31 32 3334 3536 37 38 29 40

me ]

Printed. 2025-10-17 19:33:31+07:00 Page 20f 2




Cross Sequence Summary Report

Cross Sequence Summary Report

VINDIA Wavelength=254 nm

%5~ Agilent

Data file: EACDSProjects\ADVAD 20250kiober 2025\ Results\VMA i
Methisoprinoh091025_VMA_Methisopringl Kadar_MoA rsiNSAMPEL 12 A sacie it ok
JAMT8P1-E2scientist.dx Vacataeidc
Sample name: SAMPEL 12 JAM Injection: 1of1
Instrument: LC 1260 UV Injection volume:  20.000
Injection date: 2025-10-12 01:50:13+07:00 Acq. operator: scientist
Acq. method: Melhisopnno!_Kadar_MoA amx Column name: Purosphare RP 18 ﬁ
Endcapped (K53)
Analysis method:  *PM_VMA Column Serial No 310767 |
Methisoprinol_MoA pmx _
10.470
Last changed: 2025-10-17 19:09:45+07:00 Column Length : 150.0 mm ﬂdui |
Location: P1-E2 Column Diameter : 4.6 mm i\
(l
Hame: 4-acetamido benzoic acid salt 1213 14 15 16 17 16 16 20 21 22 2326 25 26 27 28 29 30 3436353738 23 80
Name RT Height Area Resolution | Tall Facter | Injection Acquired Date Time jrin}
SAMPEL 12 JAM 208 | 18513 | 184028792 335 1.13367 10/12/2025 01:50.13
20857
SAMPEL 12 JAM 200 | 17387 | 18462.8813 303 1.14033 10/12/2025 02:31 33 S Gl
SAMPEL 12 JAM 200 | 16826 | 18478.5075 296 1.13198 10/12/2025 03:12.52
Mean 18448.0893
Std.Dev. 39.9251
%RSD 0.2164
Name: Inosine _
Name RT | Height Area Resolution | Tail Factor | Injection Acquired Date __
SAMPEL 12 JAM 102 | 3994 | 56564327 1.12458 10/12/2025 01:50 13 Faxeld |
SAMPEL 12 JAM 10.1 255 1 5664 94865 1.14126 10412/2025 02:31:33 .,_ |
1 1!
SRz 10:1 ) 3481 | SCOT.1981 18, | 1o2e02509:1252 e e
FeT 56628598 _uu>uouwa6:&a:3;Q;ﬂﬁﬁ%ﬂﬁﬁ@ﬁ%@&ﬁﬁ&kﬂsﬂg%ﬁ
Std.Dev. 5.6785 VWDAA Waneh gt 25
%RSD 0.1003
20885
W-zcetamicts berzbit acr salt
2001
1200
oo
8004
5004 !
12. 10 __
40 4__J3._..a |
2004 i ._
Il H
04 J 45

T 2 3 % 5§ 75 5 1019121314 1516 17 10 13 20 21 22 23 24 25 26 27 25 20 30 31 32 33 34 35 35 37 38,39 4¢
Time fmin]

Bahao Baku Mew.rdl [Rev. 87] Printed: 2025-10-17 10:34:12+07:00 Bahan Baku New. ol [Rev E7}

Printed: 2025-10-17 18:34:12+07-00 Page2of 2



Cross Sequence Summary Report Cross Sequence Summary Report

: Agilent

- Agilent

VWA Wavelength=254 nm

Data file: EACDSProjects\ADWAD 2025\0kiober 2025\ Results\VMA ipg) 3%
Methisoprinoh21025_VMA_Methisoprinol Kadar_MoA.rsINSAMPEL 24 e T vk sk
JAM102P1-EZscientist.dx ]

Sample name: SAMPEL 24 JAM Injection: 1of1 12004

13004

Instrument: LC 1260 UV Injection volume: 20000 P

Injection date: 2025-10-12 16:56:58+07.00 Acq. operator: scientist ““.H.

Acq. method: Methisoprincl_Kadar_MoA.amx Column name: Purosphare RP 18 m 000

Endcapped {K53) 800+ |
Analysis method:  "PM_VMA Column Serial No 310767 HM |
Methisoprinol_MoA. pmx ] i
Last changed: 2025-10-17 19:00:45+07.00 Column Length:  150.0 mm it 2436 |
Locatien: P1-E2 Column Diameter : 4.6 mm 2004 ‘_
Name: 4-acetamido benzoic acid salt T 2 3 4 5 B 7 B 5 1017121316 15 16 17 18 15 20 21 22 23 24 25 26 27 26 20 30 31 32 33 34 35 36 37 38 39 40
Name RT Height Area Resolution | Tail Factor | Injection Acquired Date - = Thirws ey
WD1A, Wavelength=254 nm
SAMPEL 24 JAM 204 | 18548 | 185350348 289 1.18243 10/12/2025 16:56 58 it -
17 033
SAMPEL 24 JAM 204 16103 185214175 215 1.19825 10/12/2025 17:38:20 _@co._ d-acetamide DenZoT acit sall
15004
SAMPEL 24 JAM 204 | 1549.2 | 18572.8659 266 122492 1011212025 18:19:40 e
13604
Mean 18543.1061 $500
Std.Dev. 26.6570 11004
1000 '
%RSD 0.1438 2 aoo] ‘__
800+ |
Name: Inosine 7004 h
Name RT Height Area Resolution | Tail Factor | Injection Acquired Date % 4
SAMPEL 24 JAM 94 | 3254 | 56759402 1.18992 10/12/2025 16:56:58 i W,Hd _
SAMPEL 24 JAM 95 3004 | 5688.6521 1.21037 10/12/2025 17:38:20 2004 i f
1004 \ i
SAMESLZ 95 2986 5694.0652 122320 10/12/2025 18:19:40 e———— ._ — T
1234567 8 9101112131415 1617 18 152021 22 23 24 25 26 27 26 29 30 31 32 33 34 3536 37 38 33 40
Mean | 56862192 it
Std.Dev. 9.3042 ; YWDA WireubeigAhee 264 rm
%RSD 0.1636 17004 204
16004 Worebsn ks benrsic ackl sal
15004 |
14004 m
13004
12001
11001
40001 {
BOOH |
7004
500
5004 il
400 1
2004
2004 i
100 i
- — T 7T o B S e
12345678 16 19 20 21 22 73 26 25 26 27 2B 79 30 31 32 33 34 35 36 37 38 36 40

Teme [min]

Bahan Bako New,rdl [Rev. 87] Printed: 2025-10-17 19:35:06%07.00
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Lampiran 8 Protap No. PG-AD-116-00 ( Laboratory Workshe

Baku)

Laboratory Worksheet

PROSEDUR VALIDASI METODE ANALISIS BAHAN BAKU

Nama zat aktif : Methisoprinol
:of owbpber W -

S

Tanggal Analisis
Andev Scientist Kormales

Parameter

12§ Eroktr 208

1. INFORMASI STANDAR DAN SAMPEL

. UKS, Spesifisitas, Linieritas, Akurasi, Ripitabilitas, Presisi

et Validasi Metode Analisis Bahan

antara 1, Robustness

Nama ek coprind|
No. Batch/Lot 40122610
{g‘j fn} j;":j Manufacturing Date | Carrent L0OY
Expiry Date Currént LOY
Manufacturer Byl
Nama Jnpsint
Polrene No. Batch/Lot 2023~ CPU-018
Siomdard Manufacturing Date | > b 2AnuAr 2023
Expiry Date 24 JANMArT 200
Manufacturer TI-C
Nama Metrhisopnng)
No. Batch/Lot MTP 250228
Sampel Manufacturing Date
Expiry Date 30 Aprl v’ SRR
Manufacturer Vnibigs

2. REFERENSI PROSEDUR METODE ANALISIS

Pengujian

Referensi

In House Method Mengacu Analytical Method of

Kadar Bahan Baku Methisoprinol )
Manufacturer Tahun 2023 (ABC I armaceutici)

3. PARAMETER PENGUJIAN
REAGEN
Nania Gride M. s No. Expiry Open Date
rade anufacturer Bateh/Lot Date
Potassium dihydrogen )
phosphate ANniy e Merei A 2015133 420 |30 V2020 | 30 Mp 028
Ortho phosphoric acid | :
80% PAGSE Aﬂﬁll’_‘)ﬁi!) Mfrbg' ¥53202493 W0 3 Agu 200y 1”\\)' AP a0l
1 |

10f19



Lampiran 8 Protap No. PG-AD-116-00 ( Laboratory Worksheet Validasi Metode Analisis Bahan

Baku)

Laboratory Worksheet

Methanol Lé Meroié 1130204447 | 2pV0V 2013 |04 opt 205
Purified water [P Frech
INSTRUMENTASI
Nama Instrumen Brand No. Alat Tangg:al Ba.tus
Kalibrasi

HPLC Miieat Togioity D 200 | Pi-AP-PPC- 044-E |02 fau 02b

arvorivg BLE2243 ~15 | Pi-AD-T@6- 0b2 04 sep 2020
Timbangan
pH Meter Mewblee Toiedp fi-Ap- privi- 102-€ 203an 202 b
Sonikator PWer Sonic 420 P1-Ap- UTR- 0¢b M4
Arium Sartorivs P1-AD -ARC- 040 NA

SISTEM INSTRUMENTASI
Parameter Aktual

Instrumen

HPLC Agilent Infinity I1

@c‘:\fg@l‘idak*

Jika Tidak :

Kolom

L1: 4,6 mmx 15 cm (Spm)

Brand kolom : é4pel €0
Serial number : 2109 &Y

o)
Jika Tidak :

sesuaifTidak*

Gesuaillidak*
Waktu Larutan Fase | Larutan Jika Tidak :
Genits Gerak A Mctanol | Curve
(%) (%)
5 95 5 0
IFase Gerak 10 90 10 1

25 40 60 | 1

32 40 60 0

35 95 5 1

40 95 5 0

20119




Lampiran 8 Protap No. PG-AD-116-00 ( Laboratory Worksheet Validasi Metode Analisis Bahan

Baku)

Laboratory Worksheet

GesuadTidak*
Pelarut Purified water Jika Tidak
P ot
W idak*
Suhu Kolom 25°C Jika Tidak
Suhu auto A 90 Slc’sua‘l.Ql_daB‘
S 20:°C _rJlAkg hﬂal(uh -
sampler Jhsce «:m-.'nyu,rIJl
%{@T idak*
Laju Alir 1 mL/menit ika Tidak :
@;Widak*
Detektor 254 nm Jika Tidak :
@e;@ﬁdak*
Volume Injeksi 20pL Jika Tidak :
Retention time WSNe = iy menit [ 4opiecamido Bensvie Atid Sart = 203 MM E
@csuai?}l‘idak*
Runtime/End time | 40 menit Jika Tidak :
*) Lingkari yang sesuai
Jika tidak sesuai, berikan keterangan aktual pengerjaan
PREPARASI LARUTAN
Prosedur Aktual
Fase Gerak A

1. Timbang 2.65 g potassium dihvdrogen Fase Gerak A
phosphate masukkan ke dalam beaker *;: ?m_”;’-‘m Dihydrogen 13 260, | "
g(ﬂss 10{}0 ITlL. 30:513' wate sars ;t;;) .......... g

2. Larutkan dan encerkan dengan 1000 mL | | Purified water e L A ml
air, aduk hingga homogen. 0;‘1{;“?0 phosphoric acid 12 '

3. Atur pll larutan dengan penambahan gute .. .. lsiegnn L
ortho phosphoric acid 80% hingga | | PH larutan sl s assmsenay
dicapai pH 3.5. Saring dan degass.

Fase Corski B Analis (Inisial) :  $FA
TID Tel Analisis
Metanol P 7&\/ 08 Dt 2026
Diperiksa oleh : g/ 15
Pelarut IJ; Ly
Purified water. i
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Lampiran 8 Protap No. PG-AD-116-00 ( Laboratory Worksheet Validasi Metode Analisis Bahan

Baku)

Laboratory Worksheet

disaring dengan membrane filter 0,45 pm ke dalam

alat HPLC yang telah dikondisikan.

Larutan Pelarut
Suntikkan 20pl larutan Pelarut yang sudah
disaring dengan membrane filter 0,45 pm ke dalam

alat HPLC yang telah dikondisikan.

SPESIFISITAS
Prosedur Aktual
Larutan Fase Gerak
Suntikkan 20 pL larutan Fase gerak yang sudah 2

)lnalis (Inisial) :
 TTD

Tegl Analisis

e

Diperiksa oleh :

0% / e
h

re

UJI KESESUAIAN SISTEM

5. Tambahkan purified water hingga tanda batas
kemudian kocok hingga homogen.

Saring larutan menggunakan membrane filter
0.45 um kc Vial LC (C."rm.\.l'm' RS = 011203
mg/mL).

Prosedur AKtual
Larutan Identifikasi Inosine
I. Timbang 120,3 mg Inosine RS masukkan ke ;I_ldentiﬁknsi Inosine ]l
dalam labu ukur 50 mL. _ ] '
2. Larutkan dengan 25 mL methanol, kocok Bobot fnosine RS | 203 thig \
hingga larut. -
Volume Methanol - |
3. Tambahkan purified water hingga tanda batas | | kst n S T NS mlL_|
kemudian kocok hingga homogen (Cruosine &8 = || Volume Labu ';'U .......... mL
2,406 mg/mL). |—Vol ume Pemipetan | W il
'H aactikele .
4. Pipet 1,0 mL Larutan masukkan ke dalam holume — 20 -
labu ukur 20 mL. S S 2]
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Baku)

Labaoratory Worksheet

Larutan Standar

. Timbang 10 mg Methisoprinol RS masukkan
ke dalam labu ukur 20 mL.

2. Larutkan dengan 10,0 ml. purified water.
kocok hingga larut.

3. Tambahkan dengan purified water hingga

Larutan Standar

Bobot Methisoprinol
RS s -
Volume Labu j “]A ............ mL

Nore: MEAGQUAHIN 1 avutp (kpF 0b 0¥+ 20 2~
KON Senrnsi 0.5 m8fwL , dilarutran oreh JMH

tanda batas kemudian kocok hingga homogen. bFA
09 0L 20U
4. Saring 1 gunak g . —
Oa4r;ng irut@ltrzngélnakai r(;:;mbmne[;}.‘fif;zr Analis (Inisial) : <A
A5pm ke vial LC, (Criosine = 0,5 mg/mL; C. TTD Tgl Analisis
acetamido benzoic acid sait = 0,5 M g’m]—')
%/ 09 OFY 2018
Diperiksaoleh:
0}/ W
le
@
LINIERITAS

Prosedur

Aktual

Larutan Induk Methisoprinol RS

I.  Timbang 25 mg Methisoprinol RS masukkan
ke dalam labu ukur 10 mL.

[

Larutkan dengan 5.0 mL purified water, kocok
hingga larut.

3. Tambahkan dengan purified water hingga
tanda batas kemudian kocok hingga homogen.
{Cl'rJsz.‘nc": 2,5 “lgij; CJ-urrmm.‘da benzoic actd salt =

2,5 mg/mL)

Linieritas 50%

1. Pipet 0,5 mL Larutan Induk Methisoprinol
RS masukkan ke dalam labu ukur 5 mL.

2

Tambahkan purified water hingga tanda batas
kemudian homogenkan. (Cposie = 0,25
mg!' mL; Crocetamido benzoic acid sane = 0,25 mg/ml-')

Larutan Induk

Bobot Methisoprinol

RS . mg
Volume Labu | | | — ml
Linieritas 50%

Volume Pemipetan . — mlL
Volume Labu . JO mL

50f19
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Laboratory Worksheet

L.

]

E-J

I

2%

L.

!\J

Linieritas 75%

Pipet 0,75 mL Larutan Induk Methisoprinol
RS masukkan ke dalam labu ukur 5 mL.

Tambahkan purified water hingga tanda batas
kemudian homogenkan.

Saring larutan menggunakan membrane filter
0.45um ke vial LC. (Cruosine = 0,375 mg/mL;

C‘-nmtamk-’a benzoic acld salt = 0,3?5 m g}m L)

Linieritas 100%

Pipet 1,0 mL Larutan Induk Methisoprinol
RS masukkan ke dalam labu ukur 5 mL.

Tambahkan purified water hingga tanda batas
kemudian homogenkan.

Saring larutan menggunakan membrane filter
0.45um ke vial LC. (Cinosine= 0,5 mg/mL; C,.
acetamido benzoic acid satt = 0,5 I'I'Igme}

Linieritas 125%

Pipet 1,25 mL Larutan Induk Methisoprinol
RS masukkan ke dalam labu ukur 5 mL.

Tambahkan purified water hingga tanda batas
kemudian homogenkan.

Saring larutan menggunakan membrane filter
0.45um ke vial LC. (Cruosine = 0,625 mg/mL;
Cd-arrmmfrlu benzoic acid satt = 09625 mg/ml—‘)

Linieritas 150%

Pipet 1,5 mL Larutan Induk Methisoprinol
RS masukkan ke dalam labu ukur 5 mL.

Tambahkan purified water hingga tanda batas
kemudian homogenkan.

Saring larutan menggunakan membrane filter
0.45pm ke vial LC. (Craosine= 0,75 mg/mL; C..
acetamido benzolc acid salt = 0175 mg,m L)

Linieritas 75%

Volume Pemipetan JRAS mL
Volume Labu | ¢ R mL
Linieritas 100%

Volume Pemipetan 1:0 ............ mL
Volume Labu | > ml,
Linieritas 125%

Volume Pemipetan | WS mL
Volume Labu | - o—— mL
Linieritas 150% o -
Volume Pemipetan L ml.
Volume l.abu c ml.
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Analis (Inisial) :  S¥A

TTD Tgl Analisis

%/ 10 0¥t 2028

Diperiksa oleh :
03/ %
[t

P

AKURASI DAN RIPITABILITAS

Prosedur Aktual

Larutan standar
Lakukan sesuai prosedur Uji Kesesuaian Sistem

Larutan Induk Sampel

1. Timbang 125 mg sampel Merhisoprinol masukkan Las Ut Ludik Sampiel

ke dalam labu ukur 50 mL. Bobot sampel W ABED ... mg
2. Larutkan dengan 25.0 mL purified water, kocok LabuUkur ] ... 0. i mL
hingga larut.
3. Tambahkan dengan purified water hingga tanda
batas kemudian kocok hingga homogen. (Cpuosine =
255 n‘g/m L; C-acetamido benzoic acid salt = 243 mg/m L)
Akurasi 80%
. Akurasi 80%
I. Pipet 1,6 mL Larutan Induk Sampel :
Methisoprinol masukkan ke dalam labu ukur 10 | | Volume Pemipetan R G ml.
mL. Labu Ukur IO, mL

2. Tambahkan purified water hingga tanda batas
kemudian homogenkan.

3. Saring larutan menggunakan membrane filter
0.45um ke vial LC. (Ciuosine = 0,4 mg/ml; Cy

acetamido benzoic acid salt = 094 mg/m L)

Tol 19
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Akurasi 100%

“Akurasi 100%

1. Pipet 2,0 mL Larutan Induk Sampel masukkan -
ke dalam labu ukur 10 mL. Volume Pemipetan | .. %P ml,
_ ) Labu Ukur o mL
2. Tambahkan purified water hingga tanda batas | '"———— 1 sooeeerBoceeoeeess
kemudian homogenkan.
3. Saring larutan menggunakan membrane filter
0.45pm ke vial LC. (Cposine = 0,5 mg/mL; C,.
acetamido benzoic acid sait = 0,5 mg/mL)
Akurasi 120% § N Y
! Akurasi 120%
1. Pipet 2,4 mL Larutan Induk Sampel masukkan - :
ke dalam labu ukur 10 mL. Volume Pemipetan sl mL
2. Tambahkan purified water hingga tanda batas Labu Ukl — 'y- """"" mL
kemudian homogenkan.
3. Saring larutan menggunakan membrane filter
0,45um ke vial LC. (Crosine = 0,6 mg/mL; C,. ’A“n.alis (Inisial) : ¢xA - e
acetamido benzoic acid salt = 0,0 mg/mL) I'TD lgl Analisis
7{/\ 0y DKt 025
Diperiksa oleh :
IpCriksa ole 03/ ‘LS
[
y4v
PRESISI ANTARA 1
Prosedur Aktual
Larutan Standar B N
Lakukan sesuai prosedur Uji Kesesuaian Sistem.
Presisi Antara 1
1 . . T
. Timbang 25 mg sampel Methisoprinol, || Presisi Antara | '
masukkan ke dalam labu ukur 50 mlL.. Bobot Sampel 1 | ... 250..... meg
2. Larutkan dengan 25 mL purified water, kocok .
finges layt. Bobot Sampel 2 = 2 S mg
3. Tambahkan purified water hingga tanda batas | | Bobot Sampel 3 BT mg

kemudian homogenkan.
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4. Saring larutan menggunakan membrane filter | | Bobot Sampel 4 | ... L - mg

0.45um ke vial LC. (Ciuosine = 0,5 mg/mL; C..
acetamido benzoic acid san = 0,5 mg/mL). Bobot Sampel 5 | ... ;757 — mg

Bobot Sampel 6 | ... W mg

Volume Labu Wil........ ml

Analis (Inisial) : ckA

I'TD Tgl Analisis

7[/\, 10 oxt 2018
Diperiksa oleh :
ez/ ©5
b
VA
ROBUSTNESS

Prosedur

Aktual

Larutan Induk Standar

Gunakan larutan induk methisoprinol RS pada
prosedur Linieritas.

Robustness Larutan Standar

1. Pipet 1,0 mL Larutan Induk Merhisoprinol
RS masukkan ke dalam labu ukur 5 mL.

(3% ]

Tambahkan purified water hingga tanda batas
kemudian homogenkan.

3. Saring larutan menggunakan membrane filter
0.45pm ke vial LC. (Ciosine= 0,5 mg/mL; C..
acetamido benzoic acid salt = 015 “lgf' mL)

Robustness Larutan Sampel

1. Timbang 25 mg sampel Methisoprinol,
masukkan ke dalam labu ukur 50 ml..

Robusrness Larutan Standar

Volume Pemipetan

Volume Labu

Robustness Larutan Sampel

Bobot Sampel

Volume Labu
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2. Larutkan dengan 25 mL purified water. kocok
hingga larut.

3. Tambahkan purified water hingga tanda batas
kemudian homogenkan.

4.  Saring larutan menggunakan membrane filter
0,45um ke vial LC. (Cpuosine = 0,5 mg/mL; Cy.

acetamido benzoic acid salt = 015 “lg/f“ L).

Analis (Inisial) : $1A4

TTD

Tgl Analisis

2

10 o¥t 2028

Diperiksa oleh :

/‘r 0}/{ 5
AB

4

SEQUENCE DAN KRITERIA PENERIMAAN

A. SEQUENCE

Replikasi o g g g
Komponen Proparast Replikasi Injeksi
Spesifisitas Pelarut 1 2
Spesifitas Fase Gerak 1 2
Uji Kesesuaian Sistem dan Larutan z
. I 5
Standar

Identifikasi Inosine

Linieritas 50%

Linieritas 75%

Linieritas 100%

Linieritas 125%

Linieritas 150%

Larutan Akurasi 80 %

Larutan Akurasi 100 %

Larutan Akurasi 120%

Presisi antara |

Robustness Larutan Standar 0 Jam

Robustness Larutan Standar 3 Jam

Robustness Larutan Standar 6 Jam

Robustness Larutan Standar 9 Jam

Robustness Larutan Standar 12 Jam

Robustness |arutan Standar 24 Jam

Robustness Larutan Sampel 0 Jam

Robustness Larutan Sampel 3 Jam

Robustness Larutan Sampel 6 Jam

Robustness Larutan Sampel 9 Jam

Robustness Larutan Sampel 12 Jam

Robustness Larutan Sampel 24 Jam

|
|
1
|
1
|
3
3
3
6
|
1
|
|
I
|
|
1
|
|
|
1

el [ D [ [ [ D [ [ [0 0D | D ) | e |t | | [0 D D [ (D L2
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B. KRITERIA PENERIMAAN

Komponen

Kriteria Penerimaan

Uji Kesesuaian Sistem
dan Larutan Standar

% RSD Inosine dan 4-acetamido benzoic acid salt . < 1,04%

Tailing Factor Inosine dan 4-acetamido benzoic acid salt : 0.8 —
1,5

Spesifisitas Pelarut

Tidak ada Interferensi dari pelarut

Spesilisitas Fase gerak

Tidak ada Interferensi dari lase gerak

Linicritas

R?: > 0,990

Akurasi Rata-rata Kecovery : 98,0 - 102,0 %

Presisi Ripitabilitas RSD rata-rata recovery : <2.0 %

Kadar Inosine : 95,0 — 105,0%, on dried basis

Presisi antara 1 Kadar 4-acetamido benzoic acid salt : 95,0 — 105.0%., on dried

basis

Robustnes

% Recovery larutan standar dan larutan sampel : 98.0 — 102,0%

RUMUS PERHITUNGAN

1. Akurasi
Bobot Recovery dari Inosine dan 4-acetamido benzoic acid salt:

ru  Du
Bobot Recovery = — x— x Ws
rs Ds

Keterangan:

ru = Respon area peak Inosine dan 4-acetamido benzoic acid salt dari larutan akurasi
rs = Respon area peak Inosine dan 4-acetamido benzoic acid salt dari larutan standar
Du = Faktor pengenceran dari larutan akurasi

Ds = Faktor pengenceran dari larutan standar

Ws = Bobot penimbangan dari larutan standar (mg)

YoRecovery dari Inosine dan 4-acetamido benzoic acid salt:

Bobot recovery
Bobot aktual

% Recovery = x 100%

110119
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2. Presisi
% kadar Inosine dan 4-acetamido benzoic acid salt dengan rumus:

% Kad ru  Ws P Du 100
oRadar = — X — X —— ¥y — y

rs  Wu (100 —KF) = Ds
Keterangan :
ru = Respon area peak Inosine dan 4-acetamido benzoic acid salt darilarutansampel
rs = Respon area peak Inosine dan 4-acetamido benzoic acid salt darilarutanstandar
Ws = Bobot penimbangan dari larutan standar (mg)

Wu = Bobot penimbangan dari larutan sampel (mg)

P = Potensi Methisoprinol RS (%)
Du = Faktor pengenceran dari larutan sampel
Ds = Faktor pengenceran dari larutan standar

KF = Kadar air sampel

3. Robustness LarutanStandar

rs jam ke — (n)
% Recovery Standar = o ——— x100%

Keterangan :
rs = Respon area peak inosine dan 4-acetamido benzoic acid salt dari larutan standar

4. RobustnesLarutan Sam pel

ru jam ke — (n)

% Recovery Sampel = x100%

rujamke — 0
Keterangan :
ru = Respon area peak inosine dan 4-acetamido benzoic acid salt dari larutan sampel

12 of 19



Nama Bahan Baku

No. LSA

Pengujian

DATA PENIMBANGAN

. Mekhr0pnn0 |

: PAS0ZTbD
U (¢randar)

‘ Merhitopwnof
ggtda$ﬂﬂWnﬂp, n@wrmkqg
¢
E P l SrooPos
15-Gep-2025 19:8
Sartorius
Hod. ECE2241-18 Yo
Ser. no. 44105366 t,
APC  D1-76-05.03.03 By i  7
BAC  00-59-05.03.03 [ s
1D PI-AD-TRG-042 |
G ¥ 25.0 g
15-Sep-2025 15:58 F-9095
-_:i ‘._ Y - ‘k‘lr‘

Name: ¢FA
15 sef 2oy

gs tnosing (TPC)
sg-b»-9

Dilakukan Oleh: Diperiksa Oleh:
A
o%aw 5 0?) A
L) It
GIA S i




Nama Bahan Baku

No. LSA

Pengujian

\/—\—‘n}tC’J\

DATA PENIMBANGAN

. M20prin0\
. BASOZF 6O

(A hera¥

AMWIE TS 4th

Dilakukan Oleh:

Diperiksa Oleh:

A
%Ds D20V~

pf ;3 {I"ui

Y

Y e

0B Dut
2098



DATA PENIMBANGAN

Nama Bahan Baku WMerhi¢07rino\
No. LSA ; gqmmbo

Pengujian . Avarnst 427 Predist Antarn

A’WWﬁ -gugmi pocare-

Hod.

Ser. no.

APC  01-75-0

BAC  D0-59-058.(

81} PI-AD-THE-D&2

H + 125.0 =g

09-0ct-2025 08258

lame: (§7) _

00 Het W
no

" —l.l.i-.i b
el ap
Sum
A " c 0 .
Ha R
Tia ¥ rl NG

Dilakukan Oleh: Diperiksa Oleh:

A Y | a5
% 10 0¥t W /} l
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Nama Bahan Baku
No. LSA
Pengujian

Zobnstneds

L6A © B450%F LD

10-0ct
Hod
APC
HAC

L
10~0ct~2023 {
Hames 7&\ (e

DATA PENIMBANGAN

; MEW\QD?T in0)
: pASHPT YD

. Q_r}‘yl}f,'{nfgg

1 O

Dilakukan Oleh:

Diperiksa Oleh:

S sea
JVV i opr 2078

o’b( 5

u
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LAPORAN VALIDASI METODE ANALISIS BAHAN BAKU

KADAR METHISOPRINGL

Tanggal Analisis
AL Sctentist
Parameter

Infermasi Reference Standard

14 Oktober 2025 - 15 Oktober 2025
Jelly Martha Herln
: UKS (Peak 1dentifikasi dan Larutan standar), Spesifisitas, Presisi Antaral

Informasi Sampel

Nama Methisapriol Nama Inosine Nama Afethisoprinol
Mo Lot ABO1226T8 No. Lot 2023-CPO-01 % No Batch MTP250225
Potens: 99.56% Potenss 3 54% Epired daie 30 Apnl 2028
Fxpred daw Cwrrent Lot Expired date Crrrent Lot Manufacturer Urnibios.
Manfacturer BFF1 Marnnfacturer BPFI
“PEAK IDENTIFIKASI
Retention
No. Inosine RS (mg) Dilution [nosine RS | Kons, fnosine R (mg/mL) Time Tailing Factor Area [nosine
{Menit)
) 240 1.1 5546 3675
2 120 1000 0120 %1 1.1 5548 4183
3 G0 Il 5546 7021
- ata-rata @0 1.1 S547.1626
* LARLTAN STANDAR
: =
4 Methisoprinol K5 Dilution hons. Methisoprinol RS Retention o . A il Sty Area d-Acefamido
No. () Mithisoprinol RS (mg/ml.) Tinwe Tailing Factor Arvea [mosine Time Tailing Fador bensolc acid salt
! J " s . I
VRE o ¥ (Menit) (Menit)
1 E6 12 $29% 7689 203 10 18907 0868
z 86 12 $299 6007 203 10 18940 6692
] 10 20 08 26 1.2 300 5496 03 10 18903 3153
1 86 1.2 $297 5019 03 1.0 18900 |594
5 6 12 §208 9155 203 10 189062249
Rata-rata 8.6 1.2 52993473 203 1.0 15911.4911
“eRSD
Syarat
*SPESIFISITAS
Spesifisitas Area
Pelana
Fase Gerak
APRESISIANTARA 2
INOSINE
Retention = Retention . N
Neo Ws Ds " Time Wo_x“ ”uus.ﬂn_ Du b3t Time -r!”ou‘ﬂun.n Kadar (%%
(Menit) t (Menit) i
1 52049 Tu89 X 25.0 52979736 37 99 8%
2 5250 6007 o 250 5283 4596 27 99 6%
3 o 20 5300 5. 86 250 <0 S248 5593 BE 03 98 5%
4 32979019 E6 250 52235045 58 98 4%
$ 5298 9155 £ 6 25.0 $263.5953 88 o9 2%
6 - 3.6 25.0 5229.9267 28 | 9% 6%
Rata-rata 5299.3473 5.6 5.0 5257.8432 3.8 99 1%
% RSD 0.0% 0.6% 0.6
Syarat 95.0 - 105.0
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A-ACETAMIDO BENZOIC ACIT SALT

Keterangan ©

KF = Kadar air sampel

ru = Respon area peak inasine dan S-acetamudo benzoic acid salt- dan larutan sampel
rs = Respon area peak imosme dan d-acesamido berzoe aced salr dan lanutan standar
Ws = Bobot penumbangan dan laiutan standar {mg)
Wu = Bobot peumbangan dan larutan samped (mg)
P = Potensi Methisoprinol RS (%)

Dy = Faktor pengenceran dan larutan sampel

Ds = Faktor pengenceran dan lanutan standar

KOMPARASI PRESISI ANTARA 1 DAN PRESISIANTARA 2

Trosine
Ne Presisi 1 (%) Presisi 2 (%)
Scienrist Sri Kemala Jelly
1 100 % 99.8%
2 99 5% 99.6%
3 99 P 98 ¥
4 100.1% 98 4%
5 100 %% 99 %%
& 99 T% 98 6%
Rata-rata 12 data 100%%
*RSD 12 data 0.6%
d-ac ido benzoic acid salf
No Presisi 1 (%) Presisi 2 (%
Scientist Sri Komala Jelly
1 100 8% 100 1%
2 100 7% 100 3%
3 100 %25 100 8%
4 101.0% 100 T
5 101 1% 100 6%
L] 100 % 100 6%
Rata-rata 12 data 100.7%
“RSD 12 data 0.3%

Retention Retention o F
No Wi Ds rs Time Bttt Shripel Du u Time -‘a-nrﬂ _ Kadar (%)
(Menit) (mz) (Menit) i
1 15907 UE6R 20.3 250 18948 0351 103 100.1%
2 18940 6692 20.3 250 19000 0530 203 100 3%
3 10 20 18903 3153 203 250 50 1997 8735 204 a3 100 8%
4 = 1RGO0 1594 203 250 19065 5239 204 100 T
5 18906 2249 203 250 19059 9266 04 100.6%
& - 203 250 15060 6579 0.4 100.6%
Rata-rata 189114911 203 25.0 19038.6783 0.4
% RSD 0.0 0.0 0.0 0.3 03
Syarat 950 - 105.0
Perhitungan
e ru Ws P Du 100
S Y W IO~ KF) D
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Kriteria Penerimaan

Komponen Parameter Hasil Kriteria P Kesi
%a RSD [nosine 002% Memenubs Syarat
% RSD 4-Acvia < 1.04%
% ww”d..w..”“;? 0.09% - Memenubu Syarat
s
Larutan Standar Tatling Factor Inosine i2 Memenuhi Syarat
Tailing Factor 4- OR-15 v
Acesamido bemzoic acid ro Ml Syt
Lirutan Spesifisitas Interferens: Pelarut Tidak ada L Tidak ada Intef M shi Svaras
Interf: Fase Gerak | Tidak ada Intefer Taclak ada Imef: M In Syarat
Kadar Inosine 99 1% Memenulu Syarat
hadar 4-Ao i 950-1050% =
el 100 5% ! Memenuhi Syarst
Presiss antara 2 RSD fnosine antar analis 06%% Memenuhi Syarat
b 20%
RSD 4- wdo berze
uan__“n.““,ubh.mn e 03% Memenub Syarat
Dilakukan oleh : Diperiksa oleh : Disgtujui oleh :
o I Y ﬁu 2 /
fo _ w. S A
“Toreen A fu
w . i
i
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Cross Sequence Summary Report

- Agilent

Cross Sequence Summary Report

__ Agilent

Data file: DICDSProjects\Oktober 2025Results\VMA Methisoprinol Kadan141025_VMA

Presisi 2 Methisorinol_Kadar.rsi2025-10-14 22-32-25+07-00-03.dx

Sample name: SPESIFISITAS PELARUT Location: P1-A2
Instrument: 1260 11 - HPLC 06 Injection: 1of1
Injection date: 2025-10-14 22:33.48+07:00 Injection volume: 200 L
Acq. method: Methisoprinol_Kadar_MoA.amx Acq. operator: scientist
Analysis method:  *PM_Methisoprinol Kadar_Presisi Column Length 150.0 mm
2_MoA pmx
Last changed: 2025-10-17 18:50:23+07:00 Column Diameter 4.6 mm
Column Name Purosphare RP 18 Endcapped (KS3) Particle Size 5.0 pm

Serial No

310767

DACDSProjectsiOktober 2025 Report
Templales'Bahan Baku Kadarrdl [Rev. 2.0]

Printed: 2025-10-17 18:52:02+07:00

Wy

VDA Wavelangth=254 nm

0.24

WVWTHA Wavslangth=Z54 nm

72 34 56 7 B8 101112131415 7617 18 1920 2122 23 24 25 26 27 28 2030 31

Tirse: fron

2

34
b
"

8:-

464
144
424

318
364
34
3.2

T 23 150 7 66 1011121375151617 1819202122232425262725 293031 3222 343536

D:ACDSProjects'\Oktober 2025 Report
TempilatesiBahan Baku Kadar.rd! [Rev. 2.0]

Time [min]

Printed: 2025-10-17 18:52:02+07:00

Page20f2




Cross Sequence Summary Report

Data file:

Sample name:
Instrument:
Injection date:
Acqg. method:
Analysis method:

Last changed:
Column Name
Serial No

DACDSProjectsiOkicber 2025 Report
Tempiates'Bahan Baku Kadar.rdl [Rev. 2.0]

-Agilent

DACDSProjects\Okiober 2025\ResultsiVMA Methisoprinol Kadar\141025_VMA
Prasisi 2 Methisorinol_Kadar.rsit2025-10-15 00-36-30+07-00-08 dx

SPESIFISITAS FASE GERAK
1260 I - HPLC 06

2025-10-15 00:37:42+07:00
Methisoprinel_Kadar_MoA amx

*PM_Methisoprinol Kadar_Presisi
2_MoA pmx

2025-10-17 18:50:23+07.00
Purpsphare RP 18 Endcapped (K53)
310767

Location:
Injection:
Injection volume:
Acq. operator:
Column Length

Column Diameter
Particle Size

Printed: 2025-10-17 18:52:37+07:00

P1-A3
1of1
20,0 pL
scientist
150.0 mm

4.6 mm
5.0 pm

Sigred By :

maLl

maAU

Cross Sequence Summary Report

VWD TA Wavelengiha 258 nm

Agilent

464
4 a4
424
4
3.8
36
34
3.24
a0
284
26
244
229
2.
1,6
16
14
124

104 \)
0.84 /

1144 .\\ _/
0.2

0.0 ./{LI1

- - — P, A, in JU TS e S S, R, A, I, 5, SRS L T L
123458 mw.u—403.63:GE:__m._mmouuuuuunwuumuwndmo 3132 1334 35 36 373
Tirmae [man]

4
4
54

VWD 1A Wawslenglh=254 nm

4 b
4.4

4.0
2.8
264
244
224 T
ki

b1

264 o
241 §

224
201
124
164
141
124
104
084 / |
064 e ’
5. 1 B \\
02/ W I

004 |

12335 6 T B 910111213 141576 17 181920212223 24 2526 2 28 2230 31 32 3334 35 38 37 18 3% &0
Tirr [ren]

DCD5SProjects\Dkisber 2025 Report

025-10- 2:37+07:
Templates Bahan Boku Kadar.ral [Rev. 2.0] Printed: 2025-10-17 18:52:37+07:00

Page 2cf2



Cross Sequence Summary Report Cross Sequence Summary Report

Data file: DACDSProjects\Oxtober 2025\Results\Trial Methisopnnol Kadan141025_VMA VWDTA Wavelength=254 nm
Presisi 2 Methisopnnol_Kadar rsit2025-10-15 02-40-22+07-00-09.dx m

Sample name: INOSINE Location: P1-Ad oo w025

Instrument: 1260 11 - HPLC 06 Injection: 1ot wa
Injection date: 2025-10-1502:41 34+07.00 Injection volume: 200 L 325+

Acg. method: Methisoprinol_Kadar_MoA amx Acq. operator: scientist 275

250
Analysls method: *PM_Maethisoprinol Kadar_Prasisi Column Length 150.0 mm m 2254
2_Moh, pmx 200

|
|
1754
Last changed: 2025-10-17 18:50 23+07 00 Column Diameter 4.6 mm 150

Column Name Purosphare RP 18 Endcapped (K53) Particle Size 5.0 pm “wwu

Serial No 310767 751
54

Name: Inosine F e S e St s S o e s et S T
123 456 7 89 10MI2131415161718 192021 222324 25 2627 26 2930 371 3233 34 35,36 37 38 39 40
Time [min]

Name RT Tail Facter Resohssi Height | Area | Injection Date
INOSINE 9.0 " wss1e | ss46%73 10/16/2025 2 41:34 AM IR G T O

* ;s = 425 Incgine

_zom.zm .w.._ : hSSm.wﬂm.:E 1011672025 3 2250 AM o] ¥ 052

INOSINE 1] 11 | 405137

__ 55467021 | 10/15/2025 40407 AM Sk

Mean | 55471828 3254

&+ - i e = - §n

| Std Dev. | 1.1003 275 |
%RSD _ 00198 |

10 1112 13 1415 16 17 18 19 20 21 22 23 24 25 26 27 28 2930 31 32 33 34 35 36 37 38 33 40
Time [man}

T 23456 T &9 191112131415 161718 192021 22 2324 25 26 27 25 2930 31 3233 3435 36 37 33 39 40
Tirner frrun|

DACDSProjectsiOktobier 2025\Report : P, DACDSProjectsiok
- Printed: 20251017 09:33:25407:00 Page10f2 Tompraaianan m.own*xwﬁ.m«imwhn_awo:f 8 Printed; 2025-10-17 09:33;25+07:00 Page2of2 Signed By ;.

Tempiates\Bahan Baky 5-..2_..3_ [Rev. 2.0




Cross Sequence Summary Report

_.bmzmzn

Data file: D\CDSProjects\Oktober 2025\Results\WMA Methisoprinol Kadan141025_VMA
Presisi 2 Methisorinol_Kadar rsit2025-10-15 04-44-1 2+07-00-12.dx
Sample name: STANDAR Location: P1-A4
Instrument: 1260 Il - HPLC 06 Injection: 1of1
Injection date: 2025-10-15 04:45:22+407:00 Injection volume:  20.0 pl
Acqg. method: Methisoprinel_Kadar_MoA.amx Acq. operator: scientist
Analysis method:  *PM_Methisoprinol Kadar_Presisi Column Length 150.0 mm
2_MoA pmx
Last changed: 2025-10-17 18:50:23+07:00 Column Diameter 4.6 mm
Column Name Purasphare RP 18 Endcapped (K53) Particle Size 5.0pm
Serlal No 310767
Name: 4-acetamide benzoic acid salt
Name RTY Tad Factor Resclusi Height Area Injection Date
STANDAR 203 1.0 21.55851 1278.450 18907 0868 11572025 4:45:22 AM
STANDAR 203 10 2151876 1280.040 18840 6692 101152025 5:26:40 AM
STANDAR 203 10 21.58823 1282.308 18903.3153 10/156/2025 6:07:56 AM
STANDAR 203 1.0 2155196 1280.T61 189001534 101572025 6:45:13 AM
STANDAR 0.3 1.0 21.56606 1280.640 18906 2242 10/15/2025 7:30:30 AM
Mean 189114911
Sid.Dev. 16.5359
%RSD 0.0874
Name Inosine
Name RT Tad Factor Resolusi Hewght Area Injaction Date
STANDAR BE 12 205455 5299.7689 10/15/2025 4:45:22 AM
STANDAR B& 1.2 205.026 52996007 10711572025 5:26.40 AM
STANDAR 8.6 12 205.786 5300.5496 1001572025 6:07:56 AM
STANDAR BE 12 205.108 5287.9019 10152025 6:43.13 AM
STANDAR B6 2 205105 5208.9155 100152025 73030 AM
Mean 52993473
|rm . Std.Dey. 09954
| weso ooiee

DACDSProjectsiDkiober 2025Report

Templates'Bahan Baku Kadar.rd! [Rev. 2.0]

Printed: 2025-10-17 15:54:25+07:00

Fage 10f2

Signed By :

Cross Sequence Summary mm_uo:

VWDIA Wavelsngth=254 nm

_.hn=m=n

iane) H./mﬂ.ﬁ%ﬂx& benzolc atid safl
10004
3 bBooy __
% o ;
4001 Inosing !
i \Aﬁu _,
1 | B
T2 3 L L B 7 B B 1010 1213 18 75 15 17 16 19 20 21 22 23 24 2 75 27 29 29 30 31 32 32 34 35 36 37 J8 % 40
Tiene jman]
VD 1A Narswlangtne 254 nm
H.oa. ﬁ/w..m,w..ﬁ..an benzoic acid salt
10004 i
5 8007 “_
T oood i
2004 fresie __.
2004 b= i
4 - I\ — L S T
T2 355 6 7 & 610111213 1415 16 17 18 19 20 21 22 23 26 25 26 27 28 28 30 31 32 33 34 35 35 37 38 39 40
Time [mn]
VEDTA Wavelengihr25¢ nm
UNRL M/mwﬂuiuu #43 ber.ooic ackd sal
10004 I
o BOD4 __
T oo |
w0, I
2004 I
o [ 11958 ST
123 &5 67 B 8 101112131415 16 17 18 1920 21 22 23 24 25 26 27 28 20 30 31 32 33 34 35 36 37 38 39 40
Time jrmin]
VWD1A Wavelength=254 nm
1
e -ecstarncs benzok: ace seh
10004 H
3 b0 ,_,
% eoo] _
004 Inosine _
2004 %ﬂm |
1T 23 45 67T 8 9 1W0111213181516 1718 n_wg”—uw_ﬂ_hw-.-ﬂ_.ﬂ%mﬂ-ﬂ”-w.&.@muu.__H.NU.HW.&WM.—W-QMHU-&W-D-
Time [mar]
VWDTA Samiangth=254 an
1400
1200+
10004
a2 B
T oo
4004 fncune
) Yo
L e e
7 2 34567 B 810111213 1615 16 17 18 1920 21 22 23 24 26 26 27 23 28 30 31 32 33 34 35 35 37 38 29 40

T jmnj

DACDEProjcts\Oktober 2025 Report

TemplatesiBahan Baku Kadar.rol [Rev. 2.01 Printed: 2025-10-17 18:54:25+07:00

Page2of 2

Signed By :




Cross Sequence Summary Report

Agilent

i T
Sample name: FRESISI ANTARA 2 Location: P1-AS
Instrument: 1260 11 - HPLC 06 Injection: 1of1
Injection date: 2025-10-15 08:53:00+07:00 Injection volume: 200 L
Acqg. method Methisoprinol_Kadar_MoA.amx Acq. operator: scientist
Analysis thod: *PM_Methisoprinol Kadar_Presisi Column Length 150.0 mm
2_MoA.pmx
Last changed: 2025-10-17 18:50:23+07:00 Column Diameter 4.6 mm
Column Name Purosphare RP 18 Endcapped (K53) Particle Size 50 pum
Serial No 310767
Name: 4-acetamido benzoic acid salt
Name RT Tad Factor | Resolusi Height Area Injection Date
PRESISIANTARA 2 203 10 2168462 1304417 18948.0351 101572025 8.53.00 AM
PRESISI ANTARA 2 203 10 2151107 1306.161 15000.0530 V152025 9:34:15 AM
PRESISI ANTARA 2 204 1.0 21.45006 1307.695 19097.8735 10M5/2025 10:15:30 AM
PRESISI ANTARA 2 204 10 21.39174 1304 £84 180655239 | 10/15/2025 10.56:47 AM
PRESIS! ANTARA 2 204 10 21.34869 1308.187 18059 8266 10/15/2025 11:38:04 AM
PRESIS| ANTARA 2 204 1.0 21.28436 1303.196 19060 8579 104152025 121920 PM
Mean 18038 6763
Std.Dev. 54,5297
MRSD 0.2884
Name: Inosine
Name RT Tall Factor | Resolusi Height Area Injection Date
PRESISI ANTARA 2 a7 1.1 209,485 5297.9736 1001572025 8.53.00 AM
PRESISI ANTARA 2 87 1.1 207249 5283.4996 10/15/2025 93415 AM
PRESISI ANTARA 2 as 12 206592 5248 5535 1071572025 10:15-30 AM
PRESIS|I ANTARA 2 &8 1.1 205.927 5223.5045 10V15/2025 10°56:47 AM
PRESIS! ANTARA 2 BB w4 206.533 5263.5053 10/15/2025 11:38.04 AM
PRESISI ANTARA 2 88 1.2 AT 5220.9287 1N15/2025 12:18:20 PM
Mean 52578432
Std Dev. 20.4837
%RSD 0.5608

DACDSProjectsiOkiober 2025 Re
TemplalesiBahan Baku Kadar.rdl [Rev. 2.0]

Printed: 2025-1017 16:57:48+07:00

Page 1of2 Signed By -

Cross Sequence Summary Report

VWDIA Wirvelength=254 nm

- Agilent

1400+
1 7&.§§§Rmhn_mu
2001 20315
10004 I
R it
T eo0] |
b ot _
2004 % il
. T T T T T T T T LI, T ™t T T T u_- T T T T T T T ry ™ T T T LA T
1234567 851011 12131415151718192021222324 2526 2728 203031 3233 34 35 3637 3839 40
Tms fmi]
VADIA Wawlangin=254 nm
14004
5 W\ d-scetamdo benzo acd salt
20 20342
1000+
R __
£ 600 i
4004 lrosie: I
2004 b2k 1
i i
“ T T ™ T T ™ T \J T T T T T - T T L R, S e e . Ses Sumn Sua, T Y T T T T T
1 2.3 45 67 85 1011 1213 14 1516 17 18 19.20 2122 23 24 25 26 27 28 29 30 31 3237 34 35 35.37 33,35 £0
Teme tmen]
VIWDIA W st 253 i
12004 SRS, Berok s o
12 P..‘L. s IO BoEl £33
10004 .
2 &0
T 600
400+
2004 !
T ™ T r T T T T T T ™ T T T _._ — ™ T T T T ™ T
T 234567 B9 101112131415161718 19202122 2324 2526 2728 20 30 31 32 31 34 35 36 37 33 35 40
Time jmin]
VWD A Wavelangh=254 nm
14004
L-scetamado benzowc acid sall
g 20388
1000
= 8004 1
£ sood
e Trosine |
prcd ”«:m ___
iy e——r— Y= — 7 e
123485 67 89 1011121314 1516 47 16 1920 21 22 22 24 2526 27 28 20 30 31 32 33 34 45 36 37 38 30 40
Teme fmin]
Wasninngih+ 256 rer
< ris bonzne wcid 122
1
1
i
T r{J: T Tt T -. T T T L T ™ T ey T T ™ r—r.r. .17 T T ™ T .1 T
12345 67 89 10111213 141516 1718 1520 21 22 23 24 25 26 27 26 29 30 31 3233 34 36 35 37 36 35 40
Tume Iman]
VWDA Wavslength=254 nm
13004
A-scatarmdo bengrec acad sall
12004 H/H@.ﬂ
10004 :
2 &0 it
E eood I
400 Inosine #
004 837,
Fik)
D e S e e e 2 s e e e e e e e e T . S . A T
12345 67 8 910111213 1415 18 17 18 1920 21 22 23 24 25 26 27 25 29 30 31 32 13 34 35 36 37 38 79 40

: TemplatesiBahan Boku Kadar.rdi [Rev. 2.0]

Tume jmin]

D:\CDSProjects\Oktaber 2025 Report

Printed: 2025-10-17 18.57:48+07:00 Page 20f 2
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No. LSA
Pengujian
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Lampiran 8 Protap No. PG-AD-116-00 ( LaboratoryWorksheetValidasi Metode Analisis Bahan

Baku)

Laboratory Worksheet

PROSEDUR VALIDASI METODE ANALISIS BAHAN BAKU

Nama zataktif’
Tanggal Analisis
Andev Scientist

Parameter

: Methisoprinol
114 Optober ok
Nelly

: UKS, Spesilisitas, Presisiantara2.

1. INFORMASI STANDAR DAN SAMPEL

Reference

Nama -Mek_hiwpn‘nol

No. Batch/Lot ABo\1z 633
{2?{: :;j:{:r:‘; Man.f;ﬁwmriug Date | kn

Expiry Date (urwnk \6L

Manufacturer BPE

Nama \noGne

No. Batch/Lot

2013 -CRO -OI3

Manufacturing Date

2L Qpowon 073

Sutidord Expiry Date 14 Qoawa 2wy
Manufacturer TRC
Nama T e lai cope nol
No. Batch/Lot Mie2s022S
Sampel Manufacturing Date
Expiry Date 50 f\pa\ 202% o B
Manufacturer Unthrog

2. REFERENSI PROSEDUR METODE ANALISIS

Pengujian

Referensi

Kadar Bahan Baku Methisoprinol

In House Method MengacuAnalytical Method of
Manufacturer Tahun2023(4BC Farmaceutici)

3. PARAMETER PENGUJIAN

80%

REAGEN
No. Expiry Open Date
Nama Grade Manufacturer Batch/Lot Daie
Potassium dihydrogen : 55 Se
phosphate ﬂ“’\“‘lu}k‘ £ Menx AeusAdal | %o Baaos W s
Ortho phosphoric acid Anc\ysas Merck ke 2026) om0 | 2 foo a0} (8 Py 0%

14 of 21




Lampiran 8 Protap No. PG-AD-116-00 ( Laboratory Worksheet Validasi Metode Analisis Bahan
Baku)

Laboratory Worksheet

Methanol Le ‘V"Orc’i. 11232263448 |30 Nev 079 4 6kt 2w
Purified water Lc feck

INSTRUMENTASI
Nama Instrumen Brand No. Alat Tangg.al Ba'tas

Kalibrasi

HPLC Apleat \nkiwits § Pi-av- Hec- \og 0 &\ ant
Timbangan Coctpavs  Beerral -\§ P\ -AD -TRE - 66S 16 QQP w1l
pH Meter Mertler Tledo PL-AD-PHM - lo1L- £ 2% Qan g
Sonikator Powes Sonic 4o P -AD - UTR- 656 tn
Arium Sctodt A londoet PLv-AD - PRC- 19 g

SISTEM INSTRUMENTASI

~ Parameter Aletual
c:_r"a'_t‘:\&;&hfridak*
[nstrumen HPLC Agilent Infinity 11 ika Tidak :

Brand kolom : Ruwsp e
Serial number : 216%63

Kolom L1:4,6 mm x 15 cm (5pum) idak"‘
ika Tidak :

0
csuai) Tidak*

Waktu Larutan Iase | Larutan Jika Tidak :
(menit) Gerak A Metanol | Curve
(%) (%)
5 95 5 g
Fase Gerak 10 90) 10 1
£ 40 60 1
< 40 60 0
35 95 l
40 05 =

140119



Lampiran 8 Protap No. PG-AD-116-00 ( Laboratory Worksheet Validasi Metode Analisis Bahan

Baku)
Laboratory Worksheet P
Pelarut Purified water ika Tidak
P i
@’ifuai ldak*
Suhu Kolom 259%C Jika Tidak
/""'::‘;\
Sul esuai)lidak*
uhu auto 20 °C Jika Tidak
sampler
o—
( js:_(&simj\‘idak*
Laju Alir 1 mL/menit ika Tidak :
M idak*
Detektor 254 nm Jika Tidak :
7 =S
( SesuaiAidak*
Volume Injeksi 20uL Jika Tidak :
. . 4 aterdrndo DenTric add @ 20,73 et
Retention time ONE Rk TRy e
{ Sesuai/ Tidak*
Runtime/End time | 40 menit Jika Tidak :
*) Lingkari yang sesual
Jika tidak sesuai, berikan Keterangan aktual pengerjaan
PREPARASI LARUTAN
Prosedur Aktual
Fase Gerak A - —
1. Timbang 2.65 g potassium dihydrogen Kse Gorak A
phosphate masukkan ke dalam beaker | | Potassium Dihydrogen $360
glass 1000 mL. PRusphate” =~~~ |sseisiiisvassss mg
2. Larutkan dan encerkan dengan 1000 ml, | | Purified water | bec ml
air, aduk hingga homogen. ortho phosphoric acid
; 80% 5 Tetes
3. Atur pH larutan dengan penambahan | |—Zt—— | ewieiceseieses -
ortho  phosphoric acid 80% hingga | | PH larutan | P
dicapai pH 3.5. Saring dan degass.
Fase Gerak B Analis (Inisial) : o
TTD Tgl Analisis
Metanol P (VA' w/ Ag
A0
Diperiksa oleh : 0_3/ 1%
Pelarut I
Purified water. i

150119




Lampiran 8 Protap No. PG-AD-116-00 ( Laboratory Worksheet Validasi Metode Analisis Bahan

Baku)

Laboratory Worksheet

SPESIFISITAS

Prosedur Aktual
Larutan Fase Gerak
Suntikkan 20 pL larutan Fase gerak yang sudah Analis (Inisial) -

disaring dengan membrane filter 0,45 pm ke dalam | TTD Tgl Analisis
alat HPLC yang telah dikondisikan. ‘ /Va, 14 s
-
Larutan Pelarut Diperiksa oleh :
Suntikkan 20pl larutan Pelarut yang sudah 07 L1
disaring dengan membrane filter 0,45 pm ke dalam ’F !
alat HPLC yang telah dikondisikan. s
o
UJI KESESUAIAN SISTEM
Prosedur Aktual

Larutan Identifikasi fnosine

|. Timbang 120,3 mg Inosine RS masukkan ke
dalam labu ukur 50 mL.

2. Larutkan dengan 25 mL methanol, kocok
hingga larut.

3. Tambahkan purified water hingga tanda batas
kemudian kocok hingga homogen (Ciuosine ks =
2,406 mg/mL).

4. Pipet 1,0 mL Larutan masukkan ke dalam
labu ukur 20 mL.

5. Tambahkan purified water hingga tanda batas
kemudian kocok hingga homogen.

6. Saring larutan menggunakan membrane filter
0,45 pm ke vial LC (Chosine &8 = 0,1203
mg/mL).

Larutan Standar

I. Timbang 10 mg Methisoprinol RS masukkan
ke dalam labu ukur 20 mL.

Identifikasi Inosine
Bobot nosine RS

)Elumc Methanol | b T I

| Volume Labu | MR ml |
l.l_Volume Pemipetan | > T —— mL !
l Volume Labu | o T ml \

mergguekan lansdan CRof 29 Sep 205 ,
Planiron ddn kA Fenenteg 9,406 9/l

i‘?f\o’v;

V¥ joom
[ Larutan Standar 4‘
{Bobot Methisoprinol
B lessaomg ]
Rulumc Labu M” _______ Hilk J

16 of 19



Lampiran 8 Protap No. PG-AD-116-00 ( Laboratory Worksheet Validasi Metode Analisis Bahan
Baku)

Laboratory Worksheet

2

%

Larutkan dengan 10,0 mlL purified water.
kocok hingga larut,

Tambahkan dengan purified water hingga
tanda batas kemudian kocok hingga homogen.

Saring larutan menggunakan membrane filter

Menggurokan laaten oy 06 vt W08, B lantren

el Fnd , koatentmog 05 ™9/l ’V&:m-l‘

| Analis (Inisial) : 7™ -

 TTD Tgl Analisis

V- Yo

l

|

Diperiksa oleh :

0,45um ke vial LC. (Cruosine= 0,5 mg/mL; Cy. 05/ o
acetamido benzoic acid salt = 015 mg/ml-a) 1
fAn
PRESISI ANTARA 1
Prosedur Aktual
Larutan Standar
Lakukan sesuai prosedur Uji Kesesuai istem. |
ukan sesuai prosedur Uji Kesesuaian Sistem S ——
Presisi Antara 1 '
Bobot Sampel 1 . .. JI— mg \
1. Timbang 25 mg sampel Methisoprinol,
masukkan ke dalam labu ukur 50 ml.. Bobot Sampel 2 | L P mg \
2 I"arulkan dengan 25 ml. purified water, kocok Bobot Sampel3 | e, w o g ‘
hingga larut. — =] ‘
3. Tambahkan purified water hingga tanda batas Bobot Sampel 4 | ... i mg II ‘
kemudian homogenkan.
% Bobot Sampel 5 | ... i T— m_jﬁ)
4. Saring larutan menggunakan membrane filter
0.45um ke vial LC. (Cuosine= 0,5 mg/mL; C,. Bobot Sampel 6 | ....... B~ TS mg
acetamido benzoic acid sa = 0,5 mg/mL).
= o Volume Labu | ... L ml,
Analis (Inisial) : 7 !
TTD Tegl Analisis
Vy %
(1]
r |

Diperiksa oleh : j% 02, K
li

YAv

170119



Lampiran 8 Protap No. PG-AD-116-00 ( Laboratory Worksheet Validasi Metode Analisis Bahan
Baku)

Laboratory Worksheet

SEQUENCE DAN KRITERIA PENERIMAAN

A. SEQUENCE

Komponen RI.‘.pllkZlSl- Replikasi Injeksi
Preparasi

Spesifisitas Pelarut 1 2
Spesifitas I'ase Gerak 1 2

Uji Kesesuaian Sistem dan Larutan

. 1 5

Standar

Presisi antara | 6 I

B. KRITERIA PENERIMAAN

Komponen Kriteria Penerimaan

% RSD [nosine dan 4-acetamido benzoic acid salt : < 1,04%

Uji Kesesuaian Sistem

\ Tailing Factor Inosine dan 4-acetamido benzoic acid salt : 0.8 —
dan Larutan Standar

L.5
Spesifisitas Pelarut Tidak ada Interferensi dari pelarut
Spesifisitas I'ase gerak | Tidak ada Interferensi dari fase gerak -
Presisi Ripitabilitas RSD rata-rata recovery : <2,0 %

Kadar Inosine : 95,0 — 105.0%. on dried basis

Kadar 4-acetamido benzoic acid salt : 95.0 — 103.0%. on dried
Presisi antara 2 basis

% RSD Kadar Inosine dan 4-acetamido benzoic acid salr antar
analis : <2,0%

RUMUS PERHITUNGAN

1. Presisi
% kadar Inosine dan +4-acetamido benzoic acid salt dengan rumus:

% Kad _ru Ws P Du 100
R = s Y wu T oo —kF) “ bs ¢

Keterangan :
ru = Respon area peak Inosine dan 4-acetamido benzoic acid salt dari larutan sampel

rs = Respon area peak [nosine dan 4-acetamido benzoic acid salt dari larutan standar
Ws = Bobot penimbangan dari larutan standar (mg)

Wu = Bobot penimbangan dari larutan sampel (mg)
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Lampiran 8 Protap No. PG-AD-116-00 ( Laboratory Worksheer Validasi Metode Analisis Bahan
Baku)

Laboratory Worksheet

P = Potensi Methisoprinol RS (%)
Du = Faktor pengenceran dari larutan sampel
Ds = Faktor pengenceran dari larutan standar

KF = Kadar air sampel
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