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1.

TUJUAN
Untuk melakukan penyesuaian spesifikasi dan metode analisis penetapan kadar Miconazole nitrate

terhadap monografi terbaru dan sesuai dengan tujuan penerapannya.

RUANG LINGKUP
Protokol ini ditujukan untuk verifikasi metode analisis penetapan kadar bahan baku Miconazole

nitrate

REFERENSI
Farmakope Indonesia VI Tahun 2020 “Mikonazol Nitrat™ Halaman 1176 - 1177.

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 verifikasi metode analisis.

R&D Analytical Development Supervisor bertanggung jawab merencanakan verifikasi metode
analisis, membuat protokol metode analisis, 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 VERIFIKASI
Akan dilakukan verifikasi terhadap analisis kadar mencakup parameter sebagai berikut :
5.1. Uji Kesesuaian Sistem
5.2. Akurasi
5.3. Presisi
5.3.1 Ripitabilitas
5.3.2 Presisi antara
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6. REAGEN DAN MATERIAL

Reagen
No Nama Reagen [ Grade
1 | Anhydrous acetic acid Analysis
2 | Perchloric acid Analysis
3 | Potassium hydrogen phtalate Analysis
4 | Glacial acetic acid Analysis
Material

1. Sampel Miconazole nitrate

7. PROSEDUR

7.1. Sistem Autotitrator

Alat - Autotitrator 916 Ti-Touch
Dosing : 20 mL

Elektroda . Pt Titrode (Elektroda Pt)
Titran : Perchloric acid 0,1 N

Titration rate : Optimal

Temperatur : 25°C

Det U
Ep criterion : 5

Ep recognition : Greatest

7.2.Uji Kesesuaian Sistem
Pembuatan Larutan Asam Perklorat 0,1 N
Pipet 8,5 mL Perchloric acid ke dalam 900 mL glacial acetic acid. tambahkan 30 mL

Anhydrous acetic acid, dinginkan dan tambahkan glacial acetic acid hingga 1000 mL.

Biarkan selama 24 jam.
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Pembakuan
Timbang saksama lebih kurang 170 mg Potassium hydrogen phthalate larutkan dalam 50 mL
Anhydrous acetic acid dalam beaker glass 250 mL. Tambahkan 0,05 mL kristal violet dan
titrasi dengan larutan Perchloric acid sampai warna ungu berubah menjadi hijau biru.
Lakukan penetapan blangko. Hitung normalitas larutan.
Massa KHCsH:O: (g)
0,20422 x Volume HCIO, terkoreksi (mL)

Normalitas =

7.3. AkKurasi
Tiga rentang akurasi yang digunakan pada parameter Akurasi yaitu 80%, 100% dan 120%.
Larutan Blangko
Lakukan penetapan blangko dengan 50 mL larutan glacial acetic acid. Titrasi dengan

perchloric acid 0,1 N secara potensiometri.

Larutan Akurasi 80%

1. Timbang dengan seksama 280 mg sampel Miconazole nitrate, masukkan ke dalam gelas
beaker.

2. Larutkan dengan 50 mL glacial acetic acid, kemudian kocok hingga homogen.

3. Titrasi dengan perchloric acid 0,1 N secara potensiometri.

Catatan : Setiap mL perchloric acid 0,1 N setara dengan 47,92 mg Miconazole nitrate

Larutan Akurasi 100%

1. Timbang dengan seksama 350 mg sampel Miconazole nitrate, masukkan ke dalam gelas
beaker.

2. Larutkan dengan 50 mL glacial acetic acid, kemudian kocok hingga homogen.

3. Titrasi dengan perchloric acid 0,1 N secara potensiometri.

Catatan : Setiap mL perchloric acid 0,1 N setara dengan 47,92 mg Miconazole nitrate.

Larutan Akurasi 120%
1. Timbang dengan seksama 420 mg sampel Miconazole nitrate, masukkan ke dalam gelas

beaker.
2. Larutkan dengan 50 mL glacial acetic acid, kemudian kocok hingga homogen.

Hal 3 dari 7



PT. PHAROSINDONESIA

PROTOKOL VERIFIKASI METODE | NO- : PY/AD/BB/2025/019.1.00

ANALISIS PENETAPAN KADAR
DALAM MICONAZOLE NITRATE

Tanggal Berlaku :

| § NOY 2005

3. Titrasi dengan perchloric acid 0,1 N secara potensiometri.

Catatan : Setiap mL perchloric acid 0,1 N setara dengan 47,92 mg Miconazole nitrate.

Pengukuran

Titrasi larutan dengan urutan sebagai berikut:

Komponen Replikasi Preparasi Replikasi Titrasi
Larutan Blangko 2 ]
Larutan akurasi 80% 3 1
Larutan akurasi 100% 3 1
Larutan akurasi 120% 3 1
Perhitungan
Hitung bobot Recovery dari Miconazole nitrate:
Bob (Vs — Vb)x 47,92 x N perchloric acid)
obot Recovery = 01xK
Keterangan:
Vs : Volume titran untuk titrasi sampel (mL)
Vb : Volume titran untuk titrasi blanko (mL)
N : Normalitas perchloric acid (N)
K : Rata-rata kadar presisi (mg/mL)
Hitung % Recovery dari Miconazole nitrate:
Bobot Recouvsr)y'
ltevawary: = .:nbonr Troritis *ARG
Kriteria Penerimaan
’7 Parameter Kriteria penerimaan W
Rata-rata % Recovery larutan (98.0 - 102.0)% ‘
akurasi /J
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7.4.Presisi
7.4.1 Presisi 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%

7.4.2 Presisi Antara
Presisi antara dilakukan dengan analis berbeda pada hari yang berbeda.
Larutan Blangko
Lakukan penetapan blangko dengan 50 mL glacial acetic acid. Titrasi dengan

perchloric acid 0,1 N secara potensiometri.

Larutan Sampel

1. Timbang dengan seksama 350 mg sampel Miconazole nitrate, masukan ke dalam
gelas beaker.

2. Larutkan dalam 50 mL glacial acetic acid, kemudian kocok hingga homogen.

3. Titrasi dengan perchloric acid 0,1 N secara potensiometri.

Catatan : Setiap mL perchloric acid 0,1 N setara dengan 47,92 mg Miconazole nitrate.
Lakukan preparasi larutan sampel dan larutan blangko sebanyak 6 replikasi. Hitung %
kadar

Perhitungan :
(Vs —Vb)x 47,92 x N perchloric acid .

Kadar (%) = 0L x Wsnl 100
Keterangan :
Vs : Volume titran yang digunakan untuk titrasi sampel (mL)
Vb - Volume titran yang digunakan untuk titrasi blangko (mL)
N : Normalitas perchloric acid (N)
Wspl : Bobot sampel (mg)
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Kriteria Penerimaan

Parameter

Kriteria penerimaan '.

% Kadar

(98,0 — 102,0)% on the dried basis |

% RSD antar analis

<2.0%

7.5. Dokumentasi

Data penimbangan dan dokumentasi gambar hasil analisis dicatat pada lembar raw data

verifikasi metode analisis.

8. REVALIDASI

Revalidasi dilakukan apabila terdapat perubahan monografi acuan atau konsentrasi larutan.

Pengujian revalidasi dapat dilakukan validasi penuh atau validasi parsial sesuai justifikasi.

Hal 6 dari 7



PROTOKOL VERIF[KASI N[_ETODE No. : PV/AD/BB/2025/019.1.00
ANALISIS PENETAPAN KADAR
DALAM MICONAZOLE NITRATE

Tanggal Berlaku :

18 NOV 2025
PT. PHAROS INDONESIA
SEJARAH PERUBAHAN
Menggantikan
No. No. Dokumen Tgl.
berlaku | Dokumen No. | Tgl. Berlaku Keterangan
Dokumen baru
16 NOV 2025 berdasarkan Farmakope
L. PV/AD/BB/2025/019 NA NA Indonesia VI Tahun
.1.00
2020 “Mikonazol
Nitrat” Halaman 1176 -
1177.

Hal 7 dari 7



LAPORAN VERIFIKASI METODE ANALISIS
KADAR DALAM BAHAN BAKU

MICONAZOLE NITRATE

PT. PHAROS INDONESIA
No. Dokumen : LV/AD/BB/2025/019.1.00
Disusun Oleh :

Nama Jabatan Tanda Tangan

- 2 R&D Analytical Development G

Rini Astut 5 G
e Supervisor ﬂ{lﬂ(}k’d

Diperiksa Oleh :

Nama

Jabatan

Tanda Tangan

lin Agreeani Sitohang

R&D Analytical Development
Manager

A=




No :
LAPORAN VERIFIKASI METODE LV/AD/BB/2025/019.1.00
i T Tanggal Berlaku :
BAHAN BAKU
MICONAZOLE NITRATE U8 JAN 2075
PT. PHAROS INDONESIA

1. TUJUAN

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

2. RUANG LINGKUP

Verifikasi ini dilakukan terhadap metode analisis penetapan kadar dalam bahan baku Miconazole
Nitrate dengan menggunakan metode titrasi.

3. REFERENSI
Farmakope Indonesia VI Tahun 2020 *Mikonazol Nitrat”™ Halaman 1176 -1177.

4. PERSONIL
R&D Analytical Development Scientist : Anggi Joy Lawrence dan Fabyoke Arasy Fortunata
R&D Analytical Development Supervisor . Rini Astuti
R&D Analytical Development Manager : lin Agreeani Sitohang

5. INFORMASI INSTRUMEN

Tabel 1. Instrumen

No. Instrumen Brand/Type No. Instrumen R:li:fg:'lasi
1 Autotitrator Metrohm/916 Ti-Touch | PI-AD-ATR-083 06 November 2026
2 Timbangan Sartorius/BCE2241-1S | PI-AD-TBG-028 22 September 2026
3 Timbangan Sartorius/BCE2241-1S | PI-AD-TBG-066 10 September 2026
4 Sonikator Daihan/LUC-420 PI-AD-UTR-056 NA
5 Ultrapure Water _Sartorius.f PLLAD-ARC-049 NA
System Arium Comfort
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INFORMASI REAGEN DAN MATERIAL
Tabel 2. Reagen
No. Reagen Grade Manufacturer | No. Batch/Lot Expired Date

|. | Anhydrous Acetic Acid| Analytical Merck K55494042404 30 September 2026

g, | PorassumBydrogen: | it Merck K56207974440 | 30 September 2029

Phtalate

3. Perchioric Acid Analytical Smart Lab A012404003 01 April 2027

4. | Glacial Acetic Acid | Analytical Merck K56414363502 31 Desember 2029
Tabel 3. Material

Formula/ M. turi
No. Material Manufacturer upsfucluring Expired Date
Batch No. Date
Miconazol fic Biosci
1. eomolyy | CuReRiGionees | oo Mei 2024 April 2029
Nitrate Limited

DEVIASI
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8. HASIL

8.1 Uji Kesesuaian Sistem

Tabel 4. Pembakuan Larutan Perchloric Acid 0,1 N

No. Bobot Potassium Volume Perchloric Acid Normalitas Perchloric
Hydrogen Phthalate (mg) Terkoreksi (mL) Acid (N)
1 170,0 8,3162 0,1001
2 170,0 8.3378 0,0998
Rata-rata 0,0999
8.2 Akurasi

Tabel 5. Pembakuan Larutan Percitloric Acid 0,1 N

Bobot Potassium

Volume Perchloric Acid

Normalitas Perchloric

g Hydrogen Phthalate (mg) Terkoreksi (mL) Acid (N)
I 170,0 83162 0,1001
2 170,0 8,3378 D 0.0998 ]
Rata-rata 0,0999
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Tabel 6. Larutan Akurasi

Knn;:::)trasn Sa“?];]‘:llu(tm 5 Vulu:{nr:l'-l;ltran Bobo; ﬁgavmy Recovery (%) 2 :::t::;;jl(tg/“)
280,0 5,82 276,8 98.8
80 2800 5,81 276.4 98.7 98.9
280,0 5.84 277.8 99,2
350,0 7,36 3512 100,3
100 350,0 7,39 352.6 100,7 100,8
350,0 744 355,1 101,5
420,0 8,80 420.4 100,1
120 420,0 8,79 420,0 100,0 100.3
420,0 8.87 423.8 100,9
Minimum 98,7
Maksimum 101.5
Rata-rata 100,0
Catatan: Volume blangko = 0,0790 mL
Tabel 7. Kriteria Penerimaan
Parameter Hasil Kriteria Penerimaan
Rata-rata Recovery larutan akurasi (%) 100,0% 98,0 - 102.0%

Kesimpulan : Akurasi memenuhi syarat.

8.3 Presisi Ripitabilitas

Tabel 8. Pembakuan Larutan Perchioric Acid 0.1 N

Bobot Potassium

Volume Perchloric Acid

Normalitas Perchioric

NO- | Hydropen Phthalate (mg) Terkoreksi (mL) Acid (N)
| 170,0 83162 0,1001
2 170,0 8,3378 0,0998

Rata-rata 0.0999
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Tabel 9. Larutan Presisi Ripitabilitas
Konsentesst | sympe | Tiran | Recorery | F02%0 | Recovery | ata Recovery | RSD Serut
(mg) (mL) (mg) (%) (%) Recovery (")
280,0 5.82 276.,8 98.8
80 280,0 5,81 2764 98.7 98.9 0,3
280.0 5,84 2778 99.2
3500 7,36 351,2 100,3
100 350,0 7,39 352,6 100,7 100.8 0.6 0.4
350,0 7.44 355,1 101.5
420,0 8.80 4204 100,1
120 420,0 8.79 420,0 100.0 100.3 0.5
420,0 8,87 423.8 100,9
Minimum 98.7
Maksimum 101,5
Rata-rata 100.0

Catatan : Volume blangko = 0,0790 mL

Keterangan :

RSD (Relative Standard Deviation)

Tabel 10. Kriteria Penerimaan

Parameter

Hasil

Kriteria Penerimaan

Rata-rata RSD Seluruh Recovery (%)

0,4%

<2.0%

Kesimpulan : Presisi ripitabilitas memenuhi syarat.
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8.4 Presisi Antara

Tabel 11. Informasi Analis dan Sampel

Presisi Antara |1

Presisi Antara 2

Nama Analis

Anggi Joy Lawrence

Fabyoke Arasy Fortunata

Tanggal Analisa

01 Desember 2025

03 Desember 2025

Autotitrator

Autotitrator Metrohm 916 Ti-Touch (PI-AD-ATR-083)

Nama Bahan Baku

Miconazole Nitrate

Batch No. AG240076E
Manuf Date Mei 2024
Expiry Date April 2029

8.4.1 Presisi Antara Analis 1

Tabel 12. Pembakuan Larutan Perchioric Acid 0,1 N

No. Bobot Potassium Volume Perchloric Acid Normalitas Perchloric
Hydrogen Phthalate (mg) Terkoreksi (mL) Acid (N)
1 170,0 8.3162 0.,1001
2 170.0 8.3378 0,0998
Rata-rata 0,0999
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Tabel 13. Larutan Sampel

Bobot Molaritas Volume Titran | Volume Titran Kadar Kadar Miconazole
Sampel | Sampel Titran (N Analisa Sampel | Analisa Larutan Miconazole Nitrate as dried
(mg) 0 (mL) Blangko (mL) | Nitrate as is (%) basis (%)
1 350,0 7.2743 98.4 98,5
2 3500 7.5826 99.9 100.0
3 3500 7,3497 994 99.5
0,0999 0,0790
4 350,0 7,3758 99.8 999
3 350.0 7,3123 98.9 99.0
6 350.0 7.3405 99,3 99 4
Rata-rata 993 99 4
Catatan : Loss on Drying=0,1%
Tabel 14. Kriteria Penerimaan
Parameter Hasil Kriteria Penerimaan
Kadar Miconazole Nitrate (%) 99.4% 98.0% - 102.0% on dried basis

Kesimpulan : Presisi antara analis 1 memenuhi syarat.

8.4.2 Presisi Antara Analis 2

Tabel 15. Pembakuan Larutan Perchioric Acid 0,1 N

No. Bobot Potassium Volume Perchloric Acid Normalitas Perchloric
Hydrogen Phthalate (mg) Terkoreksi (mL) Acid (N)
I 170.0 B.3166 0,1001
2 170,0 8.3520 0,0997
Rata-rata 0,0999
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Tabel 16. Larutan Sampel

Bobot Molaritas Volume Titran | Volume Titran Kadar Kadar Miconazole
Sampel | Sampel Titran (N) Analisa Sampel | Analisa Larutan Miconazole Nitrate as dried
(mg) (mL) Blangko (mL) | Nitrate as is (%) basis (%)
1 350,0 7,2738 98.4 98,5
2 350,0 7,3085 98,9 99,0
3 350,0 7,3128 98,9 99.0
0,0999 0,0790
4 350,0 7,2640 98,3 98.4
5 350,0 7,2858 98,6 98,7
6 350.0 7,2846 98.6 98.7
Rata-rata 98.6 98,7
Catatan : Loss on Drying = 0.1%
Tabel 17, Kriteria Penerimaan
Parameter Hasil Kriteria Penerimaan
Kadar Miconazole Nitrate (%) 98,7% 98.0% - 102,0% on dried basis

Kesimpulan : Presisi antara analis 2 memenuhi syarat.
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8.4.3 Komparasi Antara Presisi Analis 1 dan Analis 2

Tabel 18. Larutan Sampel

Analis Anggi Joy Lawrence Fabyoke Arasy Fortunata
No. Presisi Antara 1 (%) Presisi Antara 2 (%)
1 98.5 98,5
2 100.0 99,0
3 99.5 99.0
4 99,9 98.4
5 99.0 98.7
6 99,4 98.7
Rata-rata 99.4 08.7
%RSD 0.6 0.3
Rata-rata 12 data (%) 99.1
%RSD 12 data (%) 0.5 T
Keterangan :
RSD (Relative Standard Deviation)
Tabel 19. Kriteria Penerimaan
Parameter Hasil Kriteria Penerimaan
Rata-rata kadar Miconazole Nitrate 99.1% 08.0% - 102,0% on dried basis \
%RSD presisi antara kadar 0.5% <2.0% |

Miconazole Nitrate

|

|

Kesimpulan : Komparasi presisi antara | dan presisi antara 2 (antar analis) memenuhi syarat.
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9.

10.

DISKUSI

Telah dilakukan verifikasi metode analisis kadar bahan baku Miconazole Nirrare dimana 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 7.

Presisi ripitabilitas dilakukan untuk memastikan %RSD dari recovery larutan akurasi dengan 3 level
konsentrasi mendapatkan hasil memenuhi syarat sesuai Tabel 10.

Presisi antara dievaluasi untuk memverifikasi kadar bahan baku Miconazole Nitrate oleh 2 analis sesuai
acuan monografi Farmakope Indonesia VI Tahun 2020 “Mikonazol Nitrat™ Halaman 1176 -1177, dengan
hasil memenuhi syarat sesuai Tabel 14 untuk hasil % kadar presisi antara analis 1, Tabel 17 untuk hasil
% kadar presisi antara analis 2, dan Tabel 19 untuk hasil %RSD antar analis presisi antara | dan presisi
antara 2.

KESIMPULAN

Metode analisis kadar bahan baku Miconazole Nitrate 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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RIWAYAT PERUBAHAN

No. No. Dokumen

Menggantikan

Tgl. Berlaku
Dokumen No.

Tgl. Berlaku

Keterangan

1.00

. | LV/AD/BB/2025/019.

08 JAN 2075 A

NA

Dokumen perdana
mengacu pada Farmakope
Indonesia VI Tahun 2020

“Mikonazol Nitrat™

Halaman 1176 -1177.
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Nama Bahan Bakuo / Produk

No LSA / Batch
Tanggal mulai
Tanggal selesai

LAPORAN VERIFIKASI METODE ANALISIS
PENETAPAN KADAR DALAM BAHAN BAKU MICONAZOLE NITRATE

: Miconazole Nitrate
1 AG240076E

+ 01 Desember 2025
: 02 Desember 2025

Verifikasi Kadar Miconazole Nitrate

F Asam Perklorat
No Hernt Sampel (mg) Volume HCIO, tetkareksi (mlL) N htas HCIO, (N)
1 170 §.3162 0, 1001
2 170 8,3378 00958
Rata-rata 0,01999
am Kali
Normalitas HCIO = eram Kalium Bifialar
0,20422 x mL HCIO, terkoreks:
AKURASI
i Kadar Recovery Rata-rata RS rata-rata
Akurasi (% Bobot Spl i ¢
(%) pl (mg) Bobot Recovery (mg) (%) Recovery (%) %)
280 2768 98.8
80 280 2764 98,7 989 03
280 1778 99,2
350 351,2 100,3
100 350 00,7 1008 0.6
350 101.5
420 1001
120 420 4200 1000 00,3 0.5
420 8,87 4238 1005
Rata-rata seluruh recovery (%a) 100,0
Rata-rata seluruh RED (%5) 1.4
[Paramerer | Kritenia penerimaan [ Hasil |
Rata-ralz % recovery | O80%-102,0% | 100,08
K lan: Akuras: hi syarat
PRESISI RIPITABILITAS ;
[ Parameter [ Kriteria penermaan Hasil
[ Rata-rata 2o RSD | <2.0% 04%
K Ian Presist Ripnatal hi svarat
PRESISIANTARA L
Sampel 350 mg dalam 50 mL asam asetat alasial --> ot Secara Potensiometri dengan Asam Perklomt 0.1 N
Amalisa | 2 3 4 s L3
V sampel (mlL} 2743 73810 T7.3497 71758 73123 7.3405
W Blanke (ml] 0,0790 0,0790 00,0790 0,07%0 0,07 11,0790
M Asam Perklormt 0,0599 0.0999 00,0999 (0,0599 [, (e 11,0555
. 5 x 5 350 350
W Spl (my) 330 330 350 350 3 ; .
LOD (%) 0.1 1K) 0.1 0,1 0,1 0,1 Rate-mata | RSD
Kadar (%0} OH .4 90,9 99 4 99.8 Qg5 053 99,3 0,01
Kadar on dred basis (%) 98,5 100,0 99,5 99.9 99,0 994 994 001

(Vs-Vb) « M HCI0, x 47,92

x 1007

< :\ ) " =
Kadar Miconazole Nitrate oI xWapl
Keterangan:
Vs Volume Sampel (ml.)
Vb Volume Blanko (mk.)
M HCIO, Normalitss Asam Perklonat (mEg/imL)
Wapl Bobot Sampel {mg)
47,92 Ekuivalen 1 mL Asam Perkiorat dalam Miconazole Nutrate
Parameter Kriteria penerimaan Hasil (%) |
98,00 = 102.0% on diivd .
a4 Kadar Miconazole Nitrate i Povls il 104
K lan’ Presis hn svarat
Analis [ Verifikator [ Menyetujui
T - = =
T e
Al i e LM




LABORATORY WORKSHEET

Nama Bahan Baku / Produk : Miconazole Nitrate
No LSA / Batch : AG240076E
Tanggal mulai : 01 Desember 2025
Tanggal selesai : 02 Desember 2025
S| |t Ficanaaac Wit
Ficonstle N AGl4veE Ab2veT v
Ko 0016l
Al\m“b 90 Al(._,u"ﬂﬁ. 100 AL{_M;?{‘:, I} o
De 25 ] ‘ o . _'__,____/, he ol -"—(’.' NL_
i . 5%_!“'_ 1ie M%Q)L ol
Analis Verifikator

03 1;)_‘ ﬂf{ 3028
&m {n, ’iﬂ\ms fo

AL

Mitong e VitmA
AG242076C

Presis,

=



916 Ti-Touch Serial number 38952 Program version 5.916.0045
Printed 2025-12-01 09:53:39 i
Result report
Determination Methots 5 c 2osm s s B e 8 & 6 s % 5w o 8 0 & e Blanko Miconazole
Lasteaved on: « w v o 5 3 5 5 % & 2025-12-01 09:50:33 version 3
Methad status . . . coc o i s d v &5 5% sima o & 5 8 & % 5 & 6 saved
| Determetime., . 0 o e ws o568 8 8 % 3w W% 2025-12-01 09:52:12
Statusof deten .. .. o v« 4 05 s i i e W EEE E R S E H S
Samplenumber. . . . . . . 0 s e e e e e s e e e
PIBBE: wocms oo i i & % % % 5 5 5 swvir s s S B ow om0 w3 amoumams m
EUllnaiei: c s s si e p 8w w @5 % monlm s o 5w 6w~ e
Sample data SampleSize ; o v v @ 5 56 . Eh e B e E B s s s e e e g
01 DETU Dynamic U titration
Titration = = R ARG MY v v s s 5w w g mL
Stop volume reached
Resulis Blanko . . . . . o e e e e e e e e e e e e 0.0790 mL
|
Curve
01 DETU Dynamic U titration
U [nY]
-100 |
= |
-110
-120
-130
57T, | ———— i e
—15[] L b bR .................. .................. ................... ..................
i : | . | . |
U [ml] ‘
|
o3y
s

Page 1 of 1



916 Ti-Touch

Serial number 38952

Program version 5.916.0045

Page 1 of 1

Printed 2025-12-01 09:59:9
Result report
Determination Method . . . . . . . . . . . ... ... ... .. Blanko Miconazole ‘
Lagtsaved on .. « & « 5 5 5 5w w0 s 2025-12-01 09:50:33 version 3
MEIBEA SRS & o o w o % mosmier & & 4t w0 % 8 % B sehow o & s saved ‘
Determ.time. . ...... ... ... .. .. .. .. .2025-12-0109:57:19
Statusiofdeter uv vias woi & vew &5 4 5 wwe 8 55 s 5 5 wOMAGNA |
Samplenumber. . . . fsp e nnan R n s s RS R E s 5 |
USETs & o Bl 5 2 domiidn & B2 5 d 7 o Bl @@ 3w 05 & o b AJL |
Full mame . . . . . o e e e e e e e e e e e e e e e e ANGGI
|
Sample data SEMPIBESER: &« wow s id B S B @ B P H W T R RS E R W 1.0 g :
|
01 DETU Dynamic U titration
Titration EP1. . . . . . . .. AIBBMN ' ¢ w05 %5 0.0780 mL
Stop volume reached
| Results BIGHKO : « 5 wowon momes v o 5 % % % 5 5 swomras @ & & 8 8 % % 6 0.0790 mL
Curve
01 DETU Dynamic U titration
U [nU]
=100
=111
|
-120 |
|
=130
-.14[] _. .................. .................. ................... ...................
=) 1= || S .................. ............... ................... ...................
i . ' 1 1 I L
-180 | ! '
0 2 B g 10
U [nL]
oy 1 |
Vol 7



916 Ti-Touch

Serial number 38952

Program version 5.916.0045

Printed 2025-12-01 09:06:15
Result report
Determination Method . . : s v s mus o &= PEMBAKUAN HCIO4 0,1M
Lastsaved®R. . . . « & % & & W &0 s 2025-12-01 08:47:19 version 7
Method StatUS . .. . .« &« & v 0 o e e o 6 & & 4 & &% % % wa s saved
Determ.time. . . . . . . . .« .« oo 2025-12-01 09:00:09
Status ofdeter.. . . . . . . . . oo original
Samplenumber. . . . . . ..o e e e e e e 2
BSBE: w5 5 % 5 & @ b Gle o B 8 6 % R OE W IR W B 8 B 8 W e AJL
Bl e . v v o 5 o 505 6 HEE B R B B W W R N ANGGI
Sample data SAMPIESIZE . » « v v o wow o s 3 s BG4 R E e s e 0.17 g
01 DETU Dynamic U titration
Titration BF i cosns @ w5 e m m mom oampe AR T Vs 6 v i @t e 8.3162 mL
Stop volume reached
Results HEIOE . . « s ovss s s 0 @ RS % mowvemds & 8 5N %@l x e 0.1001 N
Curve
01 DETU Dynamic U titration
U [mU]
-100 :
-150 :
=200 ’
-250 ?f ........ R e &
: | |
2 I | L ] ! =
U [ml]
| o3 U
L_,_’_’ : 3%_@_/“

Page 1 of 1



916 Ti-Touch Serial number 38952 Program version 5.916.0045
Printed 2025-12-01 08:51:32
Result report
Determination Method s s e w s 5 5 5 9w e wemes @5 PEMBAKUAN HCIO4 0,1M
Lastsaved On. s ¢ & % & 3 = 0 5 %o 2025-12-01 08:47:19 version 7
Meathodstatus, o . o o v = & %% e ar & ¥ 8 % 8 5 W 4 5 o saved
Determ.time. . . . . . . . . o o oo 2025-12-01 08:47:51 i
Statusiofdeter.. . . « s s e sieie § ¥ EE F TR B R A SR E original
Samplenumber. . . . . . . .o e e e e 1
o T T - AJL
FUll BEME . 4 2 arsr v o s @ 0 5 % % % @iers o 0w % @ w0 = os g s ANGGI
Sample data Samplessizes, « 76 45 e S v e e s E BB SEIE s L T g8 e 0.17 g
01 DETU Dynamic U titration
Titration == [ A O S ARZEMVYG v owos s s o omn 8.3378 mL

Stop volume reached

Resuits [ (o< (15 7 R 0.0998 N
Curve
01 DETU Dynamic U titration
U [mU] ‘
-80 ‘
T | 1 O R EE Rl iy
T T 1 T i EF'l:; ...............................................
_14|]_ ..............................................
I =] || METRpERERERE T SUE L ............................................... l
180 oo e e |
T 1 | AT Rae ...................... 5 sl s s e
’ | . 1 : 1 . |
-220 L
15 20
0 5 10 0 ul] ‘
|

o Page 1 of 1

e -



916 Ti-Touch Serial number 38952 Program version 5.916.0045

Printed 2025-12-02 09:49:34
Result report
Determination Method. . . . . . . .. . . . ... ... ..., Akurasi Miconazole
Lastsavedon. . ... .. .. .. .. 2025-12-01 15:17:56 version 8
MEtHBA SIS - o v o v 5 w5 % mwm: o som 5 9 % & 8 5 3 e saved
Deferm.lime: .« o v a5 v w5 2 nn se o w4 2025-12-02 09:47:27
Statusofdeter.: « v & v o woa e v o @ ¥ E s R % b B 8 B E original
Sample NUMBEr. . .. ¢ o o oo oo 0 2wy wy G E TR A e 3
NS S R T NN AJL
FUull name . . . . . . o e e e e e e e e e e e e ANGGI
Sample data Identification 1: « «w sis v s v v e am s wwm s o oww w w B Akurasi 80
SamplesiZes: « o v e %o @ 9 00 B TR E R NS L & 8 Y B S 280 mg
01 DETU Dynamic U titration
Titration EP1. .. . . . . . ... ... SRIBGAN G 5 % 5 op o e 5.8201 mL

Stop volume reached

Results SEREBCOVEIY . & & 5 5 % 5 e 5 % & @ 5 & % & B e 50 B W % A # 9 0 98.8 %
Curve
01 DETU Dynamic U titration
U [ml]
-260

-280
-300

=320
-340

-3610

=3
8% 5 10 15 20

Page 1 of 1




916 Ti-Touch Serial number 38952 Program version 5.916.0045

Al

Printed 2025-12-02 09:17:57
Result report
Determination Method. . . . . . ... .. ... ........ Akurasi Miconazole ‘
Lastsavedon. . ... ... .. ... 2025-12-01 15:17:56 version 8
Methodstatus. . . . . . . . . . . . . . e saved
BT 0 (151 - R L 2025-12-02 09:15:59
Status of deter.: « v oo v v s w v v g s mmw v E B ¥ a0 ariginal
Samplenumber. . .. . . v e e o B EE R BN R G e Ee &8 W W a 2 |
B U o CE S S R AJL
Fullname. . . . . . . o . 0 e e e e e e ANGGI
Sample data fdentification $coov v v v s s nw s @ e we o Akurasi 80
SAMPIBBIZEO . ¢ 5 o v v s W 5 5% T e b ow oS W 5 ki 280 mg
01 DETU Dynamic U titration
Titration ] = [OOSR S - SPGB MV v o s w8 5.8117 mL
Stop volume reached
Results OBREEOVEIY : = % oo o s w0 % % 5 & = @ & 6 8 5o 8w ow s 98.7 %
Curve
01 DETU Dynamic U titration
U [mU]
‘ =240
-260
-280
=300
=320
-340 ;
; l : |
|
~360 ' ‘ : :
0 2 10 15 e
U [mL] |
[
|
i ”/"1‘
7% I




916 Ti-Touch

Serial number 38952

Program version 5.916.0045

| Printed 2025-12-02 14:02:59
Result report
Determination Method . . . . . . . . . . o i i Akurasi Miconazole
B T (2017 [ ) [ e 2025-12-01 15:17:56 version 8
Mathod SIatUS - & & o« v 0w 5 = 5 wowss & 2w % & % o = 5 5 e o s saved
Determ. e, coni o & w5 v % 5 5 s et @ @ 2025-12-02 14:00:43
Stetuscafdeter., s v v o e © H F E L % R G AEE @ 8 E original
Sample number. . . . . . . ..o e e e e 3
BIBBE L i o s 5o & 5 0 ww v 5 m  E m g ke m o mowob W R AJL
BUIERaRIE . some o 5w o & % 1 % sE w0 6 W 8 % 0 om 2 @ seeaen s b ANGGI
Sample data ldentification 1. « &+ & w4 & 4 % %6 S & ¥ e B oEow s . s Akurasi 80
SampleSiZE. - o o b0 U aEE GRS R R W R R H R W 280 mg
01 DETU Dynamic U titration
Titration 2 L T BEEB MV & & mavie & o 5.8404 mL
Stop volume reached
| Results QARBCOVEIY . » | « & v« o o v v v e e s e e n s e e e 99.2 %
lcnuve
|
01 DETU Dynamic U titration
U [mb]
-340
-360
=380
-400
=420
-440
-460 L
1 5 10 15 20
U [nL]

Page 1 of 1




9186 Ti-Touch

Serial number 38952

Printed

Program version 5.916.0045

2025-12-01 16:00:38 ‘

Result report

Determination

[BBRHACAHAR T = 2 wmos s v e o 8 % % w0 i & & B
SAMplesiZe s v 5 4 v 6 miEE B E R B R B R 8 E RS S B N e

Dynamic U titration

] o

Stop volume reached

ERECOVEIV . « - & & v o v o 0 & & b b w e wm e e e e s

Dynamic U titration

Lastsavedon. . . . .

Akurasi Miconazole
2025-12-01 15:17:56 version 8
METHSHE SIS, comrw: v w & mow & & & e 0 € 8 & % 5 W 0 5 sk
Petermtime: & « » cw v v v a s s g m e me e
Statusofdetor.: o « s 5 5w 6w wrw o w s @ 3 & & % o 5 e e B

l

mg

mL

Sample data
01 DETU
Titration
i Results
Curve
01 DETU
| U [ml]
| -300
‘ -320
-340
=360
-330
=400
-42(
~441]

0

Page 1 of 1



916 Ti-Touch Serial number 38952 Program version 5.916.0045
Printed 2025-12-01 15:39:31 |
' Result report '
Determination Method . . . . . . . . . . . . .. ... ... Akurasi Miconazole
Lastsavedon. . . . . .. . .. ... 2025-12-01 15:17:56 version 8
Methed status. . . . . . . . . . . oo e saved
Determ.time. . . . . . . . .. . .. ... ... 2025-12-01 15:37:27
Stalus of deterc. . v v v v v n s ssvm w2 & s 2 % % 0 o % o e original
Sample number. . . . . o o v e e e e e e e e w e 16
LISHY. « o o conmi e w22 8 5o o e s d B 6w N B G R G TSI W AJL
ST | J17=1 £ 1 - R R T ANGGI
Sample data [dERTCAHBINT . o & w5 o ovmsew o 6 % & 2 & % G wse 5 Akurasi 100%
SEAMPIESIZES s v v v 5 s w m e v e B K & B N e G s g 350 mg
01 DETU Dynamic U titration
Titration | = TR Y = T S50V ¢ 5 v w %o ows 7.3928 mL
Stop volume reached
' Results BERBCOVEON o o v 5 5 5 5 s s o ¥ % 8 84 08 o mEeer B 8 100.7 %
Curve
01 DETU Dynamic U titration
U [mll]
| -300 . : : ‘
| - a g -
| . 3
' =320
|
-340 |
-360
S | , | |
| ~400 @ ; § |
| _4207‘;’,‘ ....................... e |
| | ! | !
-440 - ' :
0 5 10 15 20
U ]

Page 1 of 1



916 Ti-Touch

Serial number 38952 Program version 5.916.0045 I

Printed 2025-12-01 15:16:48
. |
' Result report
Determination Method:, . . . coi vomom oo s 6 e w6 Akurasi Miconazole
Lastsavedon. .. ... ... .. .. 2025-12-01 14:45.06 version 7
Method status. . . . . . . .« 0 v v v e e e e e saved |
Belerid e « v o 5 6 mvarw bios & s 5 & = 0 0 2025-12-01 15:14:57
Btattisafdaler o« v o s v s v s s mas v & % oo 5 @ 5 e original
SamplenumbBEr. . . . v v v o h e h b e e e 15
LIEBE.. . 0 e i o 3 6 5 o s o ve o beme we Boow B W B BB B SRS E S AJL
FULMBIME . . . v v v e e e e e e e e e e e e e e e e e ANGGI
Sample data ldentificalion @ o« @ & % sm o o v 8w & & = & 9 oz Akurasi 100%
SAMPIE BIZE & ¢ o 5 0 & % s owE S s A s W @ e e % 1.0 g
01 DETU Dynamic U titration
Titration EP1. . . . . v i e e BPEBEMY v s s v e v w2 R 7.3632 mL
Stop volume reached
Results BREOCOVEIY . . & & o <« v ¢ vw v mm s e e e s 100.3 % ’
Curve ‘
|
01 DETU Dynamic U titration
0 [mbd]
~250 : :
-300 : :
B Lo | PR P //_r,(/ ............. e ! |
i_'__"_,.d"'jf I
400 il | . i - 1 '

U [mL] |
|
|

| |
oy 1y
Pl 1
75" |

Page 1 of 1



| 916 Ti-Touch

Serial number 38952

Program version 5.916.0045

. Printed 2025-12-02 13:25:34
. —
‘ Result report
Determination Method. . . . . . . . . . .« Akurasi Miconazole ‘
Lastsavedon. . . . . . . .. . ... 2025-12-01 15:17:56 version 8 '
MEIHOESIATUS « & v o0wi & 5 % 5 = 8 s s wm v w oo mom saved ‘
! Datermilifies o s s sow e v o w s 3 5 0 o s 2025-12-02 13:23:35
| Slafus oF detar o v e v 4 % s = v s v v w o m @ w B ® e v s original
| Sample nUMbBer. . . . . . . Lo e e e e e 2 |
LSO . e pnowe 0 @ B o e e e, BB ko2 W E B A R & W R AJL
FUITRBINE . « « o« v v s v 5 v w v e e e ai e s s & s & i ANGGI
Sample data TdEnfiCEHEe ™ ¢ 5 6w 50 v 6 o s o © 2 9w wownm e w w s Akurasi 120
Samplesize . ¢ vt e v m e B e kR v e B B e e B 420 mg
01 DETU Dynamic U titration
Titration EPl: -~ s o0 s mnmin oomom oo 3 s BEI2MN - v 0w oa ow 8.8689 mL
Stop volume reached
Results BAROCOVEIY . o 5 % 5 % 50 i s o s % @ w s se momm v v 3 5 8 5 5 1008 %
Curve
01 DETU Dynamic U titration
U [mlh]
| -340 : :
‘ ~360 : E
| -380 : : ; |
| -400 | : : |
| : 5 : |
-420 5 : :
~440 ; ; : |
| | 1 I 1 ‘
| ~450 1 '
| 0 3 10 15 2l
U [ml]

Page 1 of 1

oYy
v |



916 Ti-Touch Serial number 38952 Program version 5.916.0045 ‘
Printed 2025-12-02 13:03:13
|
Result report ‘
Determination Method. . . . . ... .. ... Akurasi Miconazole
Lastsavedon. . . . . .. ... ... 2025-12-01 15:17:56 version 8
Method status. . . . . . . . . . o o v v e e e saved
DSIBIEIE . & ¢ 5 v w o 5w 9 5 % @ w eom o s 2025-12-02 13:00:36
Statusofdeter.. . « s w4 4w v e w v ow w5 oE s s w original
Sample number. . . . . . ... Lo e e e 1 ‘
LRSBT., oimcies s g o om & 5 o o o w H o os m B E SN RN N e S AJL |
FULMAME . & & v v v e v s o moe me e o o s o m 4 aa ks ANGGI
Sample data [ABRHACEHGN T & o moswr 5 s e o s w6 i e eomims & o B oo o Akurasi 120 ‘
BamMPIBBIES ¢« + ¢ v 5 @ w e B 8w R ¥ EE e wess B o R ® 420 mg ‘
|01 DETU Dynamic U titration
| Titration EPT, v o ovieommnr o oo o e SBE2.TMV & v 5 s w6 e 8.7902 mL
| Stop volume reached
| Results BAROCOVEIV : v i % % % 5o ii vt b v s s » oig wimi s 5 b v g v 100.0 % .
|
Curve ‘
01 DETU Dynamic U titration
U [ml]
=300
-320

-3410
-3610
-380
-400
-420

‘ -440
0

Page 1 of 1




916 Ti-Touch Serial number 38952 Program version 5.916.0045
' Printed 2025-12-02 10:21:05
Result report |
Determination Method . v v v vovomomoe cs o s o a e Akurasi Miconazole
Lastsavedon. . . . . . ... . ... 2025-12-01 15:17:56 version 8
Method status. . . . . . . & « 4 v v v v v v o o e saved ‘
BEtErmi e, o 5 sow m s @ o % s 0 vmomaen 1 5 8 2025-12-02 10:19:12
Statusof deter.. . . v . v v v o e e e e e e e e e original '
Samplenumber. . . . . . . .. .o 5 ‘
57, O I~ < - f- I e - I AJL
Ul BB . o ceomy oo o= w3  woon sx e o 8 B8 6 B W a R OROE ANGGI
| Sample data Identification 1. . . . . . . v . i e e e e e Akurasi 120
| SamMPIESIZE . « « v v v s s e e e e ee e e e e e e 420 mg
01 DETU Dynamic U titration
Titration EPU. o i s, 5 6w B -1898mVv. . ... .. .. 8.8002 mL
Stop volume reached
Results BERBCOVEIY.: « 5 o 5 sow mm b s w m o m w s o u s 8 B3 Ao 100.1 %
|
Curve
01 DETU Dynamic U titration
U [ml]
-180
-130
-200
=210
-220)
-230
|
=240 !
0 5 10 15 20 '
U [nL]
|
O¥fas |
¢ %5 Lk
s _|

Page 1 of 1




916 Ti-Touch Serial number 38952 Program version 5.916.0045

Printed 2025-12-01 11:23:25
Result report
Determination Method: : v e s e s s s u g sde d w5 W% Kadar Miconazole
Lastsavedon. .. ... ... .. .. 2025-12-01 11:17:52 version 6
Method status . . . . . . . . . . . . . . .. ... saved
Determ. time. . . . . . . . . . . .. ... ... 2025-12-01 11:21:15
Statusofdeter.. . . . . . . . .. ..o original
SEMplenUMbET: & v o siaw v B % 8 B F B RETE B EE K S E B S 8
LISEI: « 2 g wdie 6 ¢ © 8 5 % 5 2 BT S B R G R R R B E G s AJL
FUllhame: s s s s s c@ e i ve & ¥ & 4 4 % e e &9 &5 & ANGGI
Sample data Identification 1. . . . . . . . . . 0. Presisi Miconazole
SAMPIEEIZO . o v v ooow oo oiem s e e s s e &8 e 3 e b 350 mg
01 DETU Dynamic U titration
Titration ERPLe e ¢ v vn g gm0 oo s s BRI e m o o2 % 7.2743 mL
Stop volume reached
Results PresisiMiconazole . . . . . . . . . . . ..o 98.5 %
Statistics n Mean value s abs s rel
Presisi Miconazole 1 98.5 %
Curve
01 DETU Dynamic U titration
U [ml]
-280
=300
-320
-3410
=360
-380
-4010
0 U [l ]
0%

Page 1 of 1



| 916 Ti-Touch

Page 1 of 1

Serial number 38952 Program version 5.916.0045 |
Printed 2025-12-01 11:52:20 i
Result report |
Determination Method: i o i s vaasinmee i d a5 osdin Kadar Miconazole
[ Lastsavedon. . . . . . .. ... .. 2025-12-01 11:17:52 version 6
Method status. . . . . . . . . . . . . .. saved
Determ.time. . . . . . . . . . . .. 2025-12-01 11:49:48
SIRUS O dRIBT « « v w 5 5 v s w v w5 o B B e e B original
Samplenumber: s ow v o 5 @ 5 % % 5 ewme @ W R B E N B A e 9
LISBE: v s s s 55 e PR A e 0 5 85 U % 8 B R NI B § § 3 AJL
FUllname. . on s i o s s 55 damae n v a5 555588 ANGGI
Sample data Identification 1. . . . . . . . . ... . ... ... Presisi Miconazole
SAMPISSIZE + « = « w0 5 w6 e 6 5w o o W m se mesE © N % 350 mg
01 DETU Dynamic U titration
Titration EPY i w5 6 G s arsed o ¥ 5 9 & & BAOLEMV s v e s s ow e w 7.3826 mL
Stop volume reached
Results PresisiMiconazole . . . . . . . . . . . . . . . 1000 %
Statistics n Mean value s abs s rel
Presisi Miconazole 2 99.3 % 1.06 % 1.07 %
|
Curve
01 DETU Dynamic U titration .
U [mU]
|
-250 . : ; :
| _300 R e R , ............................................. ‘ .......................
» : EF1 _
_35[] e ivecansanr s iaas ....................... ....................... .....................
| ! 1 L i :
0 U [nL]
03 15
Pk "
éﬁ)f.



916 Ti-Touch Serial number 38952 Program version 5.916.0045

l Printed 2025-12-01 12:57:18
Result report
Determination Method . . . . . . . . . . .. . . ... Kadar Miconazole
Lastsavedon. ... ... ... ... 2025-12-01 11:17:52 version 6
Methodstatus. . . . . . . . . . . . . . .. .. ... ... modified
Determ.mes. « o soo o 5 v w6 2 & ¥ v % 9 & 2025-12-01 12:55:17
Blatligafdetar: - o v s s s s s 9 S s 8 9 e & ¥ 5w original
Samplerumber. - & i s EE G E S4B E 6B B AR &V F e § 11
WEEre v o Ve Bt b BB e S E A G s R AN R RS BE AJL
FUILDEIB . 5 ¢ o m s b o o wmim o v % & oo oo b w4 ANGGI
Sample data IBERETEBHONT & &« o 5 5 = 9 5 smos 5 o & & 6 ¥ 8 Presisi Miconazole
SAMPICSIZE : wovms o o 3 % © 8 & % & SUEVE S I ¥ BB & 8 W 0 350 mg
| 01 DETU Dynamic U titration
| Titration = =2 (S S A28 A MV o e b e s 7.3497 mL
Stop volume reached
Results PresisiMiconazole . . . . . . . . . . . . ... .. 99.5 %
Statistics n Mean value s abs s rel
Presisi Miconazole 4 986 % 1.59 % 1.61 %
Curve
| 01 DETU Dynamic U titration
U [mU]
=280
=300 _ ......................
=320
-340
-360
| |
~380 ' 5 | 10 15 20
0 U [nL]
Oyw
Wy In
4 ¥
// /A

= S .Page1of1



916 Ti-Touch Serial number 38952

Printed

Program version 5.916.0045
2025-12-01 13:21:20

Result report

Determination Method

Sample data

ldentfieaton:l .. & o o o i bosas & 5 5 & &% B G @

Kadar Miconazole
2025-12-01 11:17:52 version 6
....... modified

......... 12

T (110 (- 1< { < S R RS 350 mg
01 DETU Dynamic U titration
Titration BPT oo s e n 5 a0 8% 8 & -296.3mVvV. . ... ... 7.3758 mL
Stop volume reached
Results PresisiMiconazole . . . . . . . .« « o v v b v v o o d s 0w 99.9 %
Statistics n Mean value s abs s rel
Presisi Miconazole 5 98.9 % 1.50 % 152 %
Curve
01 DETU Dynamic U titration
U [mU]
-260
-280
=300
-320
-340

—-—

Page 1 of 1




916 Ti-Touch

Serial number 38952

Program version 5.8916.0045

[

Page 1 of 1

oo, |

Printed 2025-12-01 13:58:19
Result report
|
|
Determination BBIRGE s o e b s B & 5 % e e B W E e Kadar Miconazole !
Lastsavedon. . . . . . .. .. ... 2025-12-01 11:17:52 version 6
Method status. . . . . . . . . . . . e modified
Determ.time. . . . . . . . . . . ... ... .. 2025-12-01 13:56:35
SIEUSDOTAEtER . v v & o 5 5 % mommie b s w8 & B % 0 F W e s ariginal
Semplenumber;: 6 5 % 6 S8 v e el s R RIES @ EE E R B R 13
Llgdr. . e e tad bao s s nidamEd B0 80 %00 46w s s AJL
Fillname, . - bk dadomm s d nd G d gl REDE N IR 555 ANGGI |
Sample data Identification 1. . + « v « o o v o v o & & 0 = o o s Presisi Miconazole |
BAMPIESIZE ¢« - o v v om0 w v mow mon b om e e S 350 mg |
01 DETU Dynamic U titration i
' Titration BV 2 55 5 5 0 w e w6 B S 244700V . . ... 7.3123 mL .
|
Stop velume reached ;
Results PresisiMiconazole . . . . . . . . . . . . ... . e 99.0 %
——— =
Statistics n Mean value s abs s rel j
Presisi Miconazole 5 99.4 % 0.63 % 063 % |
—= - - - s |
|
|
|
Curve
01 DETU Dynamic U titration
U [mU]
=200
-220 ;
i
-240
-260
-2810
0 U L]

1

v




916 Ti-Touch Serial number 38952 Program version 5.916.0045
Printed 2025-12-01 14:25:06
Result report
Determination Method: oo s v s s i Gi amEe S 8883 Kadar Miconazole
Lastsavedon. . . . . . ... . ... 2025-12-01 11:17:52 version 8
Method status. . . . . . . . . . .. . ... ... modified
Determ.time. . . . . . .. ... ... ..... 2025-12-01 14:23:00
SIAtHSOFdBIBE . - v v v = 5 5 % sscow 0 5 & ¥ ¥ ¥ w5 e original
Samplenumbers 5 & o oo 4 e v e 3 R G e e 8§ R Y & 8 14
BSer. « G s misie w4 & s i 5 5 o 8 5 e S W 0w s 88 e AJL
Fullmame:, o s 8 e ncan s FEGADEe oY g ANGGI
Sample data IASITHTEEHOI ) v & oo 0 0 comomnm & mm 5 @ 4 2 ma Presisi Miconazole l
SAMPIE SIZE . . . . o e e e e 350 mg |
[ |
01 DETU Dynamic U titration |
| Titration EFfl, Loaigruiamesds ST MM a2 v v 8 7.3405 mL
| Stop volume reached
| Results PresisiMiconazole . . . . . . . . . . . . ..o 994 %
Statistics n Mean value s abs s rel .
Presisi Miconazole 6 99.4 % 0.56 % 056 % |
, |
Curve \
01 DETU Dynamic U litration
U [mU]
-'250 f .
: : i |
1111 ] e R R R R T S, ................... |
: Pl ¢ :
B 1 RS =" Aue——- e R SR S
: |
i |
) | 1 | ; : ‘
0 U [ol]
i
l.
|
|
03] s
o v
% ’%A‘JL |

I e
Page 1 of 1



LAPORAN VERIFIKASI METODE ANALISIS
PRESISI ANTARA PENETAPAN KADAR DALAM BAHAN BAKU MICONAZOLE NITRATE

Nama Bahan Baku / Produk : Miconazole Nitrate
No LSA / Batch : AGZ40076E
Tanggal mulai : 03 Desember 2025
Tanggal selesai + 03 Desember 2025
Verifikasi Kadar Miconazole Nitrate
Pembakuan Asam Perklorat
No Berat Sampel (mg) Volume HCIO, terkoreksi (ml.) Normalitas HCIO, (N)
| 170 B.3166 0,1001
2 170 B, 3520 0,0997
Rata-rata 0,0999
N Jitas HCIO= gram Kalium Bifialat
0,20422 x mL HCIO, terkoreks:
PRESISI ANTARA 2
Sampel 350 my dalam 50 ml. ssam asetat plasial - Titras) Secara Potensiometri dengan Asam Perklorat 0.1 N
Analisa 1 2 3 4 4 &
V sampel (mL) 7,2738 7.3085 73128 72640 7.2858 72848
V Blanko (mL) 0.0750 0.0790 0,0790 0,0790 0.0790 0,0790
M Asam Perklorat 0.0999 00,0595 10,0999 00554 0,0999 0,0499
W Spl (myg) 350 350 350 350 350 350
LOD (%) 0.1 0,1 0.1 0.1 01 0.1 Rata-rata | RSD
[ Kadar (%) 98.4 989 98.9 083 0.6 GB.6 98,6 0,003
Kadar on dried basis (%) 98,5 99,0 99.0 G984 98,7 98,7 98,7 0,003
PRESISI ANTARA 1
Sampel 350 mg dalam 50 mi. asam asetat glasial --> Titras: Secara Potensiometn dengan Asam Perklorat 0,1 N
Analisa 1 2 3 4 S &

V sampel (mlL) 7.2743 73826 73497 73758 73123 7,3408
V Blanke (mL) 0,0790 00,0790 0,070 0,0790 0,07%0 0,0750
M Asam Perklorat 0,0999 00899 0,0099 0,0999 0,0999 0,0049
W Spl (mg) 350 350 350 350 350 350
LOD (%) 0.1 0,1 0, 0.1 0.1 0.1 Rma-rata| RSD
Kadar (%) [TF) 399 59,4 9.8 989 99,3 59,3 0.01
Kadar an dried hasis (%) 98.5 100.0 9,5 99.9 9.0 994 994 o.01

%RSD Antar Analisis

Presist Antara 2 (% kadar on dirfed basis )

No Presisi Antara | (% kadar on drred baiy )
! 98,5 98,5
2 100,0 99.0
3 99,5 99,0
3 99,9 93,4
3 99,0 98,7 B
r3 99,4 98.7 .
Rata-rata (%a) @4 )
SD 0,5
RSD (%%) 0.5
-Vhb) 5 M HCIO, x 47,92 v
Kadar M le Nitrate = (Vo V) 5 L % 100%
0,1 x W spl
Keterangan
Vs - Volume Sampel (mL)
Vb - Volume Blanko (ml.)
M HCIO, Normalitas Asam Perklorat {mEq/mL)
Wspl Bobot Sampel (mg)
a8 Ekuivalen | ml Asam Perklorst dalam Miconazole Nitrate
Parameter Kntena penerimaan Hlasi] (*a)
25 - 102,0% ol
o Kadar Micon Nitmato 98.0% lt;' P am e 08,7
(515
% RSD antar analis $2.0% 05

Resimpulan: Presisi Antara 2 memenuhi svarat

Analis Verifikator
FAF o6/ dozs
-H ocnlue il#m( /|J




LABORATORY WORKSHEET

Nama Bahan Baku / Produk : Miconazole Nitrate

No LSA / Batch
Tanggal mulai
Tanggal selesai

: AG240076E
: 03 Desember 2025
: 03 Desember 2025

Miconale Mivalt
AG2ALOTLE

Pre g

Analis Verifikator
1025
£4f A, s
o3 (1 5




| 916 Ti-Touch Serial number 38952 Program version 5.916.0045

| Printed 2025-12-03 07:22:30
' Result report
| Determination Method .... ... ... ........... PEMBAKUAN HCIO4 0,1M
| Lastsavedon..... ... ... ... .. 2025-12-01 08:47:19 version 7
| MEIBOBIANIS ; vcrcmen oo o o o 5w = W 8w e re e o e L Savel
[ Detarm. Mo cv v smemienos + 5 % 2 ¢ = 8 = = 2020:12:03/07:20:47
| Slatlus OF deteri o v ve sw v v w % w 5 % % % ow e s s s o OGINEAL
Samplenlmber.: « sew vaw cwmmer s s e o p o v e v v w E 0 @ w2
UISE  covns s wmis e B8 % 6 ¥ S S B S SR SR RS B R R K & FAF
EHINER - ave siaw 33 foim odid o w5 S G0 in o3l 55 % 3 5 YOKE
Sample data SAMPIEBIEE. & o s e o v o w v mow e E e P W B e e R G 017 g
! 01 DETU Dynamic U titration
| Titration EPYs o 5o oo s s s ABIT OV & v v 5 65 2w s 8.3250 mL
| Stop volume reached
Results HOIOR.. & « v 6 o v v 2 um 6 W 0 B 0 s 55 @8 5T 5y @Y 0.0997 N
Curve
|
|01 DETU Dynamic U titration
|
U [mU]
-100
=150
=200
=250
_300 B | l 1 l 1 I |
0 S 10 15 20
U [mL]
[
i
|
[
|
' Ay ¢

03(nhx
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916 Ti-Touch

Serial number 38952

Printed

Program version 5.916.0045 |

2025-12-03 07:16:05 \

Result report

' Determination

Method . ... ... ... ... ... .....

Lastsavedon. ....... ... .. ...

Methodstatus. . .......... . ... ... ..
Determ.time. ............ .o .. ...

PEMBAKUAN HCIO4 0,1M
2025-12-01 08:47:19 version 7
% W . saved
. . . 2025-12-03 07:14:18

BRANISOFABIOE vain soacw s st e s me wn e ws s & & & % & OTGINE
' Sample MUmbeT.. caw wem v s 5 5 2 wow % % e 5w s 8 a5 saa
UBBrc: sns sssvn e v s b0 0 B 0 U B S 8 AW 5 S 88 8 5 4 FAF
FUlMBME: wa soem sob v om avmd 6 o waed v ¥ s van 59 o0 o YOKE
Sample data SOMPIGISITE .. v v s s s AR SR EE R E R R R ARy 017 g
| 01 DETU Dynamic U titration
iTilration o o £ J 18 01 ARSI, 8.3166 mL
Stop volume reached
Results HEBIOR .. o ¢ v v s v s nuse s sw e s 5 & 5 0 & @@ 6 @55 0.1000 N
Curve
01 DETU Dynamic U titration
U [my]
-100 - : :
l : : :
| -150 ; E :
| i ; 3
| ; | ?
| -200 : é :
-250 : : :
-300 | ! | ! | !
0 5 10 15 20
U [mL]
|
|

Page 1 of 1
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916 Ti-Touch

Serial number 38952
Printed

Program version 5.916.0045
2025-12-03 07:47:11

Result report
Determination MEIEE . o v s v 5 5 5 5 % 5% @ 95 6 BsiEE Blanko Miconazole
Lastsaved on. » o e v w v 2 2 2 ¢ 5 3 2025-12-01 09:50:33 version 3
MethodStatiS < « s v v s s v v s s s s ¥ 92 6 3% 5 & %= % saved
Datani. ime . «wx wan o w5 5 6 5 3 2es s .2025-12-03 07:45:02
SIS ORISR s v s sensmrsm e 6 B 2 ¢ 6w E E 8 BT § original
Sample nUmMber .« ax s wms wn 5w 8 s wow
User. . . . . .FAF
EUlTaME s v van T8 955 5 8 B4 5T 1E5 B S rRere (i YOKE
Sample data SAMpIBSIZO. = v ww v w5 5 5 % = % % % s W B 9 BT AR A 1.0 g
01 DETU Dynamic U titration
Titration = 2 R R LT -1259mVv. . .. ... .. 0.0789 mL
Stop volume reached
Results BIANKS: = & s wsn s pna s me @R d s as 6 8 53 0.0789 mL
Curve
01 DETU Dynamic U titration
U [mU]
-100
-110
-120
-130
-140
SN 1 | || Em———" .................. RECTIEERPPRRPEPPR ................... ...................
_18[] I 1 1 i 1 l L
0 2 6 8 10
U [mL]
FAF
oshuly

Page 1 of 1




i 916 Ti-Touch Serial number 38952 Program version 5.916.0045

i Printed 2025-12-03 07:52:15
' Result report
| Determination Method . . . . . . i i e et e e e e e e Blanko Miconazole
| Lastsavedon. . . . ... ... ... 2025-12-01 09:50:33 version 3
Method StatUS . . . . . & & v v v e e e e e et e e e e e e s saved
Determ.time. . . ... .. . . . . .« . .. 2025-12-03 07:50:10

Statusofdeter.. . . . . . . . .. . .. ... ... 0riginal
Sample NUMDBEr. . . . . . et e e e 2

T PP o .\ o

EUILREIS o o o ansmsisin s % @ 1 wmive s wies SuSie o3 HERAE YOKE
Sample data Sample size . . . . . . . . . e e e e e e e e e e 1.0 g
01 DETU Dynamic U titration

Titration L -1269mv. ... L. L. 0.0791 mL
' Stop volume reached

| Results BIanko . . . . . 0.0791 mL

| Curve

| 01 DETU Dynamic U titration
|

. U [mU]
-100

-110
-120
=130

| -140

=150

_18[] 1 | 1 | 1 [ 1 i L
0 2 4 6 8 10

L caf
osndy-

Page 1 of 1




F;geioﬁ

916 Ti-Touch Serial number 38952 Pragram version 5.916.0045
Printed 2025-12-03 08:12:42
Result report
Determination Methad: - s s s is e s mna mgesdss e Presisi Miconazole
Lastsavedon. . . . .. .. .. ... 2025-12-01 10:28:18 version 2
Method status. . . . . . . . . . . . . ... ... ... .. modified
Determ.time. . . . . . . . . . . . . ... ... 2025-12-03 08:10:16
Statusofdeter.. . . . . . . . . . .. original
Samplonomber: 5 & & e d B8 Py 88 SR e ed B 8 B e a6 2
USEE: . o ot 6 6 6 A B il e s a5 #5855 0 Simes s FAF
FUllBERIos « o 4 J i bt B m 0B 4 i @ S 5 & & 0 YOKE
Sample data Identification 1. . . . . . .. . .. ... ... PRESISI ANTARA 2
TAenBicalion 2. & o« v o o wosee s 5 o 5 oo 5 5 e 8§ e SAMPEL 1
SAMPIEBIZE . ¢ v v 5 v % % 6 w omows 8 o B oE o w E s e e 8 350 mg
01 DETU Dynamic U titration
Titration |1 = U DIBBMY . 5 v v v o ow s 7.2738 mL
Stop volume reached
Results PresisiMiconazole . . . . . . . . . . ..o 98.5 %
Statistics n Mean value s abs s rel
Presisi Miconazole 1 98.5 %
Curve
01 DETU Dynamic U titration .
|
U [ml]
=200 :
=250 :
: |
: !
-300 : |
: |
-350 : 5
| | 1 l : l I \
0 U [mL]
inF
oy 1zl
R - I o5
L ===



916 Ti-Touch Serial number 38952 Program version 5.916.0045 |
Printed 2025-12-03 08:23:02
Result report
|
Determination MABRHEE: 5 o o s di s v % B B G B Presisi Miconazole '
Lastsaved oh: - < vio v v o v 5 0 s s 2025-12-01 10:28:18 version 2
Method status. . . . . . . . . . . . . . . . ... ... modified
Determ.time. . . . . . . . ... ... ..... 2025-12-03 08:20:32
Statusofdeter.. . . . . . . . ... oo original
SAMPIENUMBET . & 4w wovw v v w e 5 5 5w 5 G wve BB e v 88 8 v 3
BISBE: wop o sndoa @ 9 5 0 0 0 @ 50 ol S48 9 8 A B R 8B R e e FAF
Fillpame:s « z s s s i % e s S 28 5 5 W % % i d & & & 82 YOKE
Sample data Identification 1. . . . . . .. .. ... PRESISI ANTARA 2
IAEINCatON B o ¢ o 5 5 o e o s o m m o s e SAMPEL 2
SHMPIESIZE v v 5 5 0 b 3 5 et ooms 0% 5 & B M B ¥ 0 e e 350 mg
01 DETU Dynamic U titration
Titration EPY G o v 5 8 A Gk Wi & 3 8 2BEBMM G s e w e o s 7.3085 mL
Stop volume reached
Results Presisi Miconazole . . . . . . . . . . . . .. e 99.0 %
Statistics n Mean value s abs s rel |
| . el
Presisi Miconazole 2 988 % 0.35 % 035 %
1
Curve
|
01 DETU Dynamic U titration
U [mU]
=221
-240 ,
|
=260 i
=280
=300
=320 !
-340 = 0 i
0 U [mL]
rAf
o3/l




| 916 Ti-Touch Serial number 38952 Program version 5.916.0045

Printed 2025-12-03 08:28:55
' Result report !
Determination Method: s sansas s s s 2 o @e s s s e Presisi Miconazole |
Lastsavedon. . . .. .. ... ... 2025-12-01 10:28:18 version 2 |
Method Status. . . . . covov o v s o 8 5o % nis w66 i 5 54 modified
Determ.time. . . . . . . . . . . . . .. ... 2025-12-03 08:26:40
Status ofdeter.. . . . . . . . . .o original
SAMPBIENUMBET: & o & % o wedd @ 5 % &% 5 5 6 6 8 w0 B R B R @ 6 B
ISBE: = 5 2 n s e d 5 0 8 0 % 0% R B R B W R N E FAF
Fulllame: o« v s 6 s 8 pamiE s F 5 S5 % 2 % i 40w § 8 § YOKE
Sample data Identification1. . . . . . . . . . ... PRESISI ANTARA 2
Identification 2. . . . . . . . . . e e e e SAMPEL 3
BAMPIEEIZE: goave ¢ o5 % & o © S0 ETEE e B S 8 8 8 o 350 mg
01 DETU Dynamic U titration |
Titration EPl.cc 8 58 0 & w4 e & s 25 MV s e W ow s 7.3128 mL
Stop volume reached
Results Presisi Miconazole . . . . . . . . . . . v o o e 899.0 %
Statistics n Mean value s abs s rel
Presisi Miconazole 3 98.8 % 0.29 % 0.29 %
Curve
01 DETU Dynamic U titration :
|
U [n] |
-240 : s ; =
vy 1 || SO PP TR ....................... gk
_280 T R PR e e B *
_SDU ey ooy o ...................... ....................... .......................
_320 e S “
“340 - |
5 : | . | | | _—
U [ml]

Page 1 of 1
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916 Ti-Touch Serial number 38952

Program version 5.916.0045

Page 1 of 1

Printed 2025-12-03 08:34:35
Result report
Determination Method. . . . . . . . . . . . awann Presisi Miconazole
Lastsavedon. . . . . ... .. ... 2025-12-01 10:28:18 version 2
Method status. . . . . . . . . . . . . . e e modified
DB S & v s s mmvin e n w8 5 @ 5w @ e 2025-12-03 08:31:44
StatUs OF OBt8 ... & 2 vow 5 5 5 % s b osow & % 8 5 w0 o e e e original
Samplenumber: s w5 W ¢ S8 s i F R s R AEmEE P E 0 8 E 6 & R 5
LSBE. . s e e i w5 55 @ N mm @ @ o @0 % 2 8 %5 5w s FAF
FUILRamiei., .« v w  creree o b5 w5 5 % W@ BhRE G0 6 a2 YOKE
Sample data Identification 1. . . . . . . . . .. ... PRESISI ANTARA 2
IEHEAITEAHOI R & o w o s e m oo 0 8 & ® 5 w8 e W SAMPEL 4
BEMPIESIZE i ¢ o o 4 & wm s o6 S0 & 8 6 s & % % % i W § e i 8 350 mg
01 DETU Dynamic U titration
Titration 23 221 [N CRE i - - <2954 MV . & e e v v o 7.2640 mL
Stop volume reached
Results PresisiMiconazole . . . . . . . . . . .« e 98.4 %
Statistics n Mean value s abs s rel
Presisi Miconazole 4 98.7 % 0.32 % 0.32 %
| Curve
01 DETU Dynamic U titration
U [mU]
=200
=250
=300
=350
=400
0

Werf
oyl




Page 1 of 1

916 Ti-Touch Serial number 38952 Program version 5.916.0045
| Printed 2025-12-03 08:38:43 |
Result report
Determination Methodc s o 5 o8 4 5 5.6 S & & 6 & % 5 3 5 Presisi Miconazole
Lasteaved on -« s v ¢ 55 5 o & 575 2025-12-01 10:28:18 version 2 :
Methodstatus. . v v s s s @s s ane v s 8 & %5 &8 %R modified
Determ.time. . . . . . . . . .« « o« .. 2025-12-03 08:36:02
Statusofdeter.. « « » = 0« 0 0w on s s mow oo e s original
Sample RUMDBBE: = oo o & v & & & 5 Gosm e 6w ok B e @ oE B e e 6
el s s v v b s A B % 2omne S e M R WG B S R e FAF
Fllbname:. ; « wic s o & 8 6 % s % 3inier @ 8 o 8 € o % @B % 0 YOKE
Sample data Identification 1. . . . . . . . . ..o PRESISI ANTARA 2
Identificalion2. . « v v v v o o v s 5 oms e w e e w e SAMPEL 5
SHNDIBISIZEE: & 5 5 o w mwen e s wm © B o i i o ot 2 0 5 4 B B B 350 mg
01 DETU Dynamic U titration
Titration ER 5 rowomeaod @ s & 5 8% 5 % 0 2727mV . 7.2858 mL !
Stop volume reached '
' Results PresisiMiconazole . . . . . . . . . .« . e e 98.7 %
Statistics n Mean value s abs s rel
Presisi Miconazole 5 98.7 % 0.28 % 0.28 %
Curve i
|
|
01 DETU Dynamic U titration |
U [ml] |
=220 ‘
-240 : |
3 |
-260 ; |
-280 :
=300 E
=320 = : .................. :I
=340 bt e e s At
| ! l 1 '
~360 ' : " c 20 |
0 > U L] |
i
i
|
!
o |
othihs I



916 Ti-Touch Serial number 38952 Program version 5.916.0045
Printed 2025-12-03 08:42:22
|
Result report
Determination Method . . . . . . . . . . . .. .. Presisi Miconazole
Lastsavedon. . . ... ... . ... 2025-12-01 10:28:18 version 2
Method status . . . . . . . . . i v v e e e e e e e modified
DEtaiin tife i « w = 5 s 9 e v 5 m 5 = 5 e 2025-12-03 08:40:07
Statusiafdeterie: o v voe o om 5 6w s b w © 8 ® w & e @ W original
Samplenumber. . . . . . . . L0 e e e e s e 7
UBSSET e v 55 e e e fir o i i 0 i B bl B BB W B BN RE G E FAF
FllHERE . & 5 5 w0 o o mall s w & 0§ Bedohd & 8 8§ 7 B A YOKE
Sample data JHERHTCAtEN T « & o o o mowst & 5 b w5 e w0 PRESISI ANTARA 2
[dentification 25 « & 2 o < s o v 2 w5 @ @ @ o miea SAMPEL 6
SamplesiEa. o o & @ w v 3 5 A E 8 S R W R 6 T BRI 350 mg
i
01 DETU Dynamic U titration |
Titration EP1. . ... . . ... ... PBEGMV . . v vw s 7.2846 mL
Stop volume reached
Results PresisiMiconazole . . . . . . . . . . . .o e 98.7 %
Statistics n Mean value s abs s rel
Presisi Miconazole 6 98.7 % 0.25 % 0.25 %
Curve
01 DETU Dynamic U titration
U [ml]
-240 .
-260 ;
-280 :
-300 :
-320 ;
-340 5
-360 :
= | t | ; | \
-380 :
U [nL] |
|
i
|
Wt
o312l ,
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Laboratory Worksheet

PROSEDUR VERIFIKASI METODE ANALISIS BAHAN BAKU

Nama zat aktif : Miconazole Nitrate

Tanggal Analisis - 01 Desember 2025 — 03 Desember 2025

Andev Scientist : Anggi Joy Lawrence & Fabyoke Arasy Fortunata

Parameter - UKS, Akurasi, Presisi Ripitabilitas, Presisi antara 1, Presisi antara 2

1. INFORMASI STANDAR DAN SAMPEL

Nama Micomatole Wifate

No. Batch/Lot A G2400%6 € |
Sampel Manufacturing Date Mei_ 2004 |

Expiry Date ppit 2029 et

Manufacturer Eufic B

2. REFERENSI PROSEDUR METODE ANALISIS

Pengujian Referensi ‘
Farmakope Indonesia VI 2020 “Mikonazol ‘
e A Nitrat” Halaman 1176 — 1177. |

3. PARAMETER PENGUJIAN

REAGEN
Nama Grade | Manufuacturer Ba:::,;lo y Expiry Date | Open Date
Anhydrozf; acetic Analisis Merck | Kes540408 MY 20)00/2f  |21/0}2E
aci
- e Analisis |  Merde FsG20oMMAD | 30103/59  13/03(2¢ |
hydrogen phtalate - |
Perchloric acid | Analisis | SMART UAR A01240400% o1 04129 zol06¢2y |
Glacial acetic acid | Analisis Mmerck (c6alda®aor | 3112119 o1y '
INSTRUMENTASI |
!
Ing:“‘;en Brand No. Alat Tanggal Batas Kalibrasi |
u i e
Autotitrator Metrohm 916 Ti-Touch | f1- 40 - RPR- ofs TR RS
Timbangan Sartorius P1-AD-TOC - 023 o 107 e
Timbangan Sartorius P1-AD-TBC -066 j0/02 /26 |
Sonikator Power Sonic 420 [ Pi-N0 - UIR -0 .. SR—— I
Arium Sartorius | P\RU- pRt-oty | _ P I
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Laboratory Worksheet

SISTEM AUTOTITRATOR

Parameter

al

Instrumen Autotitrator 916 Ti-Touch

Qesugi/Tidak*

Jika Tidak :

———

Dosing 20 mL

(Sesuai/Tidak*
Jika Tidak

Elektroda Pt Titrode (Elektroda Pt)

e S
Gesuai/Tidak*

Jika Tidak :

Titran Perchloric acid 0,1 N

(?esuai;’l‘idak*
iKa lidak :

Titration rate : Optimal

Sesuaih’ idak™®

Jika Tidak :

e —

Temperatur : 25°C

(Sesugi/Tidak*

Jika Tidak :

Detll Ep criterion : 5

Gesuai/Tidak*
Jika Tidak :

Ep recognition : Greatest

Gesuai/Tidak*

Jika Tidak :

*) Lingkari yang sesuai

Jika tidak sesuai, berikan keterangan aktual pengerjaan

PARAMETER VERIFIKASI METODE AN ALISA

UJI KESESUAIAN SISTEM

Potassium hydrogen phthalate larutkan

Prosedur Aktual
Larutan Asam Perklorat 0,1 N Larutan Asam Perklorat 0,1 N
Pipet 8,5 mL Perchloric acid ke dalam 900 Perchoric Acid gg mL
N . . Glacial acetic acid | _.....22. 8o mL

mL glacial acetic acid, tambahkan 30 mL [ Anhydrous e |
Anhydrous acetic acid, dinginkan dan
tambahkan glacial acetic acid hingga 1000 \
mL. Biarkan selama 24 jam. |
T Pembakuan S _ _} l|

' ih kurang 170 m
R B p ® | Potassium hydrogen | 130 _...... mg |J

phtalate

20f7
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Laboratory Worksheet

dalam 50 mL Anhydrous acetic acid dalam An:kdrous aceticacid | ....... R e mL | |
beaker glass 250 mL. Tambahkan 0,05 mL | LKristal violet | ..... 8. ml
kristal violet dan titrasi dengan larutan || Analis (Inisial): A\
Perchloric acid sampai warna ungu berubah TTD Tgl Analisis
menjadi  hij iru. ~
njadi .uau biru. Lakukan penetapan Z% ol/iv/2y
blangko. Hitung normalitas larutan
Diperiksa oleh :
fi%_ of 2026
y L 4 R
AKURASI 1
Prosedur Aktual |
|
Larutan Blangko Larutan Blangko ‘—'
Lakukan penetapan blangko dengan 50 mL || Giacial acetic acid | ....... O mL“J ,
larutan glacial acetic acid. Titrasi dengan '
perchloric acid 0,1 N secara potensiometri. |
Larutan Akurasi 80%
1. Timbang dengan seksama 280 mg sampel | | Larutan Akurasi R0% |
Miconazole nitrate, masukkan ke dalam Miconazole Nitrate .20, .mg |
Glacial acetic acid .oV....mL |
gelas beaker.
2. Larutkan dengan 50 mL glacial acetic acid,
kemudian kocok hingga homogen.
3. Titrasi dengan perchloric acid 0,1 N secara
potensiometri. [ Larutan Akurasi 100% ]
Catatan: Setiap mL perchloric acid 0,1 N Miconazole Nitrate | ....3%0..mg |
B . . | s-o
setara dengan 47,92 mg Miconazole nitrate | Glacial acetic acid o$0..mL ||
l
Larutan Akurasi 100% ._:
1. Timbang dengan seksama 350 mg sampel |
Miconazole nitrate, masukkan ke dalam \
gelas beaker. ‘
5 Larutkan dengan 50 mL glacial acetic acid, !
kemudian kocok hingga homogen.

R
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Laboratory Worksheet

3. Titrasi dengan perchloric acid 0,1 N secara

potensiometri.

Catatan: Setiap mL perchloric acid 0,1 N || Larutan Akurasi 120%

setara dengan 47,92 mg Miconazole nitrate. Miconazole Nitrate oo 829 mg

Glacial acetic acid | ..... Aoussifls

Larutan Akurasi 120% Analis (Inisial) : Al

1. Timbang dengan seksama 420 mg sampel R | Tal Analists
Miconazole nitrate, masukkan ke dalam 077@ ‘ ot/
gelas beaker.

Diperiksa Oleh :
04/ Ins
i{,ﬂ /l'l

2. Larutkan dengan 50 mL glacial acetic acid,
kemudian kocok hingga homogen.

3. Titrasi dengan perchloric acid 0,1 N secara
potensiometri.

Catatan: Setiap mL perchloric acid 0,1 N

setara dengan 47,92 mg Miconazole nitrate.

PRESISI RIPITABILITAS
Prosedur Aktual
Ripitabilitas dilakukan bersama dengan akurasi
" T . _ .|| Analis (Inisial) : A\
pada replikasi 3x. Ripitabilitas dievaluasi dari
. 2 TTD Tgl Analisis
%RSD dari setiap konsentrasi.
@/% o\ /vy
Diperiksa oleh : o . ;m;
fa

A1

PRESISI ANTARA (SCIENTIST I)

Larutan Blangko
Lakukan penetapan blangko dengan 50 mL

glacial acetic acid. Titrasi dengan perchloric

acid 0,1 N secara potensiometri.
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Larutan Sampel

Larutan Sampel

potensiometri.

Diperiksa oleh :

g “

qo2s

1. Timbang dengan seksama 350 mg sampel |  MiconazoleNitrate | ...... ... mg
Miconazole nitrate, masukan ke dalam gelas | | Glacial acetic acid | ... 7%....... mL
beaker.

2. Larutkan dalam 50 mL glacial acetic acid, | | Analis (Inisial) : At
kemudian kocok hingga homogen. TTD Tgl Analisis

3. Titrasi dengan perchloric acid 0,1 N secara
potensiometri. ﬁ&% ey

Diperiksa oleh :
Mg o4 o
PRESISI ANTARA (SCIENTIST 2)

Larutan Blangko

Lakukan penetapan blangko dengan 50 mL

glacial acetic acid. Titrasi dengan perchloric

acid 0,1 N secara potensiometri.

Larutan Sampel Larutan Sampel

1. Timbang dengan seksama 350 mg sampel | | MiconazoleNitrate . mg
Miconazole nitrate, masukan ke dalam gelas | | Giaeial acetic acid | ... o s mL
beaker.

2. Larutkan dalam 50 mL glacial acetic acid, | | Analis (Inisial) : #oF
kemudian kocok hingga homogen. TTD Tgl Analisis

3. Titrasi dengan perchloric acid 0,1 N secara M siinle =

50f7
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SEQUENCE DAN KRITERIA PENERIMAAN

A. SEQUENCE
Sequence Presisi antara 1
—— ; Replikasi
Komponen Replikasi Preparasi Injeksi/pengukuran
Larutan UKS 3 1
Blangko 2 1
Akurasi 80% 3 1
Akurasi 100% 3 1
Akurasi 120% 3 1
Presisi antara | 6 1
Sequence Presisi antara 2
Gk ; Replikasi
Komponen Replikasi Preparasi Injeksi/pengukuran
Larutan UKS 3 1
Blangko 2 1
Presisi antara 2 6 1
B. KRITERIA PENERIMAAN
Komponen Parameter Kriteria Penerimaan |
Akurasi Rata-rata % recovery B0 020

Presisi Ripitabilitas

Rata-rata % RSD recovery

Presisi antara |

Kadar Miconazole Nitrate

9807, —101,0'!_12!‘\041%%’}%

.........................

Kadar Miconazole Nitrate

Presisi antara 2

% RSD presisi antara kadar
Miconazole Nitrate
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RUMUS PERHITUNGAN
AKURASI
Bobot recove (Vs — Vb)x 47,92 x N Perchloric acid
‘r _—

N 01xK
% Recovery = Bobot recovery < 100%
J €Y = "Bobot teoritis *

Keterangan :

Vs : Volume titran untuk titrasi sampel (mL)
Vb : Volume titran untuk titrasi blanko (mL)
N : Normalitas perchioric acid (N)

K :Rata-rata kadar presisi (mg/mL)

PRESISI
Hitung % kadar Miconazole Nitrate dengan rumus:

(Vs — Vb)x 47,92 x N Perchloric acid "

Kadar (%) = 0.1x Wspl 100
Keterangan :
Vs - Volume titran yang digunakan untuk titrasi sampel (mL)
Vb - Volume titran yang digunakan untuk titrasi blangko (mL)
N : Normalitas perchloric acid (N)
Wspl : Bobot sampel (mg)
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