Bagian: QC Due Date : 04 Nov 2026

ANALISA PERMINTAAN BARANG Tanggal : 17 Sep 2026
Stok Rencana Kekurangan Pendi Realisasi Realisasi
No | Kode Barang Nama Barang Satuan ] 9 e'n i Jumiah TONETE §
Saat Ini (A) | Kebutuhan (B)| (A-B+C) | Penerimaan (C) Pembelian | Penggunaan
Kolom L1 HPLC (4um),
1 IMO11208 4.6 x 250mm Pc 0 1 -1 0 1 0 0
Kolom Inertsil ODS-3V
2 IMO11476 (5um) 4.6 x 150mm Un 0 1 -1 0 1 0 0
Catatan :

1. HPLC Column, C18-Plus, 4um, 130A, 4.6 x 250mm, Ex. Hawach, Cat. No : 13021860

- Digunakan untuk memisahkan senyawa dari sampel dengan cara melewatkan fase gerak (pelarut) melalui kolom.

- Kolom tersebut digunakan untuk pengujian parameter kadar dan cemaran pada produk Levetiracetam KSS 500 mg.
- Estimasi harga : Rp.8.054.848/Pc

- Pemesanan pertama Dept. QC.
2. Inertsil ODS-3V Analytical Column, 5um, 4.6 x 160mm, Ex. GL Sciences, Part. No : 5020-01801

- Digunakan untuk memisahkan senyawa dari sampel dengan cara melewatkan fase gerak (pelarut) melalui kolom.

- Kolom tersebut digunakan untuk pengujian parameter disolusi pada produk Levetiracetam KSS 500 mg.

- Estimasi harga : Rp.9.300.000/Un

- Pemesanan pertama Dept. QC.

Latar Belakang Permintaan :

- Sehubung dengan adanya transfer metode analisa pada produk Levetiracetam KSS 500 mg, maka diperlukan pengadaan kolom tersebut sesuai dengan metode
yang telah dikembangkan oleh Dept. R&D, sehingga dapat dilakukan penguijian rutin untuk produk tersebut.

Terlampir metode analisa, rencana kebutuhan dan penawaran harga kolom.

Dibuat Mengetahui
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7.2. PENETAPAN KADAR LEVETIRACETAM SECARA HPLC %
722 W n n HP
(SSAY OF LEVETIRACET AM BY HPLC £ f?:?'s""f'e' 3:”31‘3_ ) ,m}"c
Wy & L e tiicins
721 Alat Bahan, dan Metode yang Digunakan 7221 .Kolom. [ \niifioiR16+250 -
Toals, Mutcrials. and Method {Used Cohiiin [ 43021860
LEFTY ] m
7.21.1. Alat yang digunaian Hawach Screntific C18 230 mm x 4.6 mm, dum Ly Catelog
Touls Used ™ i Number = 13021860
No. ; ama Alat Jumlah No. Nama Alat Jumlah 7232 Alran pompa . 1.5 mbL / ment
Taol Name Ammarsent! Tool Name Amount Flow rale 1.5 mil-? minite
1 Jabu uear 100 mi. . ¥ Eipet VORMBNS: 1 #1. 1 7.23.3 Panjang gelombang detektor : 220 nm
Volumetrs: Flask 100 ml Folumetric pipetie | mi_ oriidos o ki 226 nnt
2 |Labu Ukur 10 mL 6 8 |KCKT 1 sty 7
7234 Vol n kkan ;
1 mi Volumetric Flask HPLC ¥ h:\: u::‘ipf!::nh - Tﬁ r:_
n ) ey el i [ e i
3 ﬁ:}ﬁ::iia :E_O; r‘:‘ 2 i :'::f.l :‘TL? 12 7235 Pelarut - Acetonitrile DaparpH 2.8 ( 81 92 ) digabung
e . beaker gla : - T’m,ba titly. - Solvent Acetonitrile: Bufier pH 2.8 (8: 920 combined
Bulb ina h-mga e 7236 Fasegerak Acetonitrile - Purified Water (20 - 80)
T —— Muohile Phase - Acetomitrite - Purified Water 120 - 80
5 |Botol MP 1 11 |Saringan Vakum 1 ;
?:r’ts' B”m,? il Rilen 7237 Waktu Retensi : 5.6 Menit £ 2 Menit
- . — Retention Time 5.6 Minutes + 2 Minwies
6 |Sonikator 1 12 | Syringe fiiter 0.45 ym PTFE 1 - : : = :
Ultravonic cleancr Svringe filter 043 um PTFE L ‘:'\Jik;—u e ’ E T:am: Ae !&:‘M .
] m innies + 2 Minales
7.2 12 Bahan yang digunakan -
Materialy Used 723 f?i&{g?’:k .
ma Bahan Nomor Katal sl 008
(No‘ mmm \1::" t'::-':u \_m;f Manufacture 72731 Pembuatan larutan daparpH 2.8
—— Preparation of pH 2.8 butfer solution
ASG8-4 h
L ﬁ:se"to?:n: - i a Timbang 1.4 gram kalium fosfat monobasa (KH.PO,) dan 0.6 gram Natrium 1- Heptansulfonat
celorlriie
T Tontied H‘Mr TBCO00TEAD g TP — (C-H,<NaO,S). Masukan kedaiam gelas piala 1000 mL
Purified Water Weigh 68 grams of monchasic potassium phosphate (KH PO 40 and 0.6 grams of Sodies
3 |Kalium Fosfat Monobasa 32376.745 Kanio Hepranesulphonate (C-HNaOsS), put it into o 1000 ml beaker
Monobasic potassium phosphate b Tambahkan Purified water hingga 1000 mL aduk dengan stirrer selama 15 menit
4 [Natrium 1 - Heptansulfonat 0345 TCI Addd puritied water up to 1000 ml. and stir with a stirrer for 15 minutes.,
Sodium 1 - Heptanesulphonate ¢ Alur hingga pH 2.8 £ 0,05 dengan menggunakan Asam fosfat pekat
% |Asam Fosfat Pekat AR1152 RCI Labscan Adjust 1o pH 2.8 £ 0,05 using Ortho Concentrated Phosphoic Ackd
Phasphoic Acid Concentrated d Saring larutan menggunakan saringan vakum
[ 2 BE 001 BPS Zhexiang S Filter the solution wsing a vacuum filter
Tevetiracetam WS 7232 Pembuatan larutan Fase gerak
7 |Kaplet atau Kapiet Salut Selaput 7 Preparation of the mokile phase solution
t | 2 PT Mersifarm:
Levetiracetam 500 mg PIROBS - - a Ukur 820 mL larutan dapar menggunakan gelas ukur, kemudian masukkan ke dalam beaker
Levetiracetam 500 mg Caplets of Film- glass 1L
Coated Caplets Measure 920 ml, of the buffer solution using o gradugted cvlinder, then transfer it o a | 1 beaker glass

7.2.13 Metode yang digunakan

Method Used

¢ High Performance Liguid € “hromatography

b Tambahkan 80 mlL asetonitrl ke dalam beaker glass. tutup beaker, kemudan aduk
menggunakan stirrer selama 15 menit
Adid 80 ml. of acetomitrile to the heaker glass, cover the beaker, and stir uxing d stirrer for 15 mimiies.
¢ Pindahkan larutan ke dalam botol MPS. kemudian sonikasi selama 15 menit
Transfer the salution into the MPS fantle, then sonicate for 15 minutes.
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7.3. UJI DISOLUSI LEVETIRACETAM SECARA HPLC 7 3.2 Kondisi Pengerjaan Disolusi
DISSOLUTION TEST OF LEVETIRACETAM BY HPLC Dissolution Warking conditions
7.3.1 Alat, Bahan, dan Metode yang Digunakan 7.3.2.1. Media disolusi 900 mL, Purified Water
Towsts, Materials, and Mothod Used Disselutiom medivem WM ml: Purified Warer
73.1.1. Alatyang digunakan 7.3.2.2. Alat disolusi Tipe 2 {Dayung)
Pousls {xad Aparaties Dissolution Tvpe 2 (Paddles
Nama Alat Jumiah Nama Alat Jumiah PR, MU Ul B04pm
No. r"“‘ ,\'.m Amouns Nﬂ. rﬂﬂ, .\.ﬂm Amoumt R"‘uﬂﬂ" Uf’l.’l‘J 3 ; _‘ﬂ Friy ;
T Tk OO0 T 7 5 (At disoius pe 2 T 7324 Wakw pengambilan cuplikan 15 menit
Beaker glass 1N mL Dissolution apparatus tpe 2 Cal . “g;ffgh’w ':'I ":’P. ek npics ; It disoiusi
7 [Botol Fase Gerak 1000 mL | 1 70 [Labu disolus) 3 e it Eas A USONE FYOMD ROIRMAGANCIIAM - | .-
Mobile Phase Botile 1000 mil Dissahtion flask 11 erform dissolution tests in accordance with the dissolution equipment usage procedure
3 |Pipet Volume 1 mL 1 11 [Sonikator 1 7.3.3 Kondisi pengeraan HPLC
{ mi Volume Pipette Ultrasonic cleaner HPLC Operuting Conditzons _
4 [Pipet Volume 10 mL 1 72 |Vial KCKT 15 7.3.3.1 Kolom : 8¢ 450" MM x 46 mm Sum.(ta)
10 miL Volume Pipette HPLC Vial Column Katalog Nomor - 5020-01801#
§ |Labu ukur 10 mL ] 13 |[Timbangan 1 Inertsil ODS-3V GL-Science CI8 130 mm x 4,6 mm Sum (L1 Catalog -
Volumetric flask 10 ml. Analytical balance Number ; 5020-01801
6 |Gelas Piala 1000 mL 1 14 | Syringe filter 0,45 ym PTFE 1 7.3.3.2. Aliran pompa 1.2 mL/ menit
1000 mL Beaker Syringe filter 0.45 um PTFE Flow rate 1.2 mL  minute
7 [Tabung reaksi 6 15 |Saringan Vakum 1 7.33.3. Panjang gelombang detektor : 220 nm
Reaction tuhe Vakuum Filter Detector wavelengths 220 rim
8 [Botolreagenkimia 1 16 |Botol MPS 1 7.3.3.4. Volume penyuntikkan s 10pL
Labaratory reagen bottle MPS Bouile Injection volume 10 ul
7.3.1.2 Bahan yang digunakan 7.3.35 Fase Gerak . Acetonitrile : Dapar pH 56 (15 85)
Materials Used Mobhile Phase Acetonitrile . Dapar pH 5.6 ( 13 . 85 )
No. Nama Bahan Nomor Katalog Manufacture 7.336 Pelarut : Purified Water
Material Name Catalog Nun Solvent Purified Water
1 ﬁ:wwf:'tﬂ: A998-4 Thermo 7.337. Waktu Retensi : 2.6 Menit £ 1 Menit
Sl el y Retention Time 2.6 Minutes = | Minutes
2 |Asam asetat glasial AR1002 R 7338 Waktu Berhenti . 4 Menit
Glacial acetic acid . - End Time 4 Minutes
3 |Purified Water IBCDOD16A0 PT Mersifarma f :
Purified Water 7.34. Fase Gerak . Larutan Dapar pH 5.6
2 |Metanol Ad524 Thermo Mohile Phase - pH 3.6 Buffer Solution
Methaned 7.3.4.1. Timbang 6,8 gram kalium fosfat monobasa, Masukan kedalam gelas piala 1000
5 |Kolum FosiatMonobasa—— | 32379-74S _____Kanto i ; Weigh 6.8 grams of monobasic potassium phosphate, put it inta a 1000 mi beaker.
Monohasic potassium phosphate 73.42 Tambahkan Purfied water hingga 1000 mL aduk dengan stirrer selama 15 menit
6 |Natrium 1-heksanasulfonat 10345 TCI Add purified water up 1o 1000 ml. and stir with a stirrer for 15 minutes.
Sodium 1-hexanesulphonate 7.3.4.3 Atur hingga pH 5,6 + 0,05 dengan menggunakan KOH encer (0,5 gram KOH dalam 100 mL
| 7. |KOH encer 1,050.331.000 Merck Purified water)
KOH in 100 ml. of Purified Water Adjust to pH 5,6 + 0,05 using ditute KOH 0.3 grams of KOH in 100 mL of purified water)
8 2 BE 001 BPS PT Mersifarma 7.3.4.4 Saring larutan menggunakan saringan vakum
Levetiracetam Filter the solution using a vacuum filter
9 [Levetiracetam Kapiet atau Kaplet IPJ 00552 PT Mersifarma 7.345 Masukkan kedalam botol MPS, sonikasi selama 10 menit
Salut Selaput Levetiracetam 500 Put into MPS bottle, sonicate for 10 minures.
::Ewimwmm 500 mg Caplers or Film-
Coated Caplets

7.3.1.3 Metode yang digunakan

Method Used

. Migh Performance Liguid Chromatography
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7 354 Perhitungan kadar 7412 Bahan yang digunakan
tsyay Calculation Materials 1 sed
Hitung kadar (%) Leveteracetam 500 mg dalam kaplet/kaplet salut selaput Levetiracetam 500 mg No. Nama Bahan Nomor Katalog anacaie
dengan rumus : Material Name Catalog Number
1 |Asetonitril Ag998-4 Therma
Caleulate the assay (%61 of Levetiracetam 500 mg i film-coated capiets caplets using the formudu. Acetonitrile
2 |Purihed Water IBCO0016A0 BT Mersifarma

R X W % FP

% Levetiracetam = xF Purified Water
R s X 500 X FP s 3 |Kalium Fosfat Monobasa 32379745 Kanto
Keterangan - Monobasic potassium phosphate
;)l-_“-nl,,;;gm, 4 |Natrum Heptansulfonat 10345 TCI
R & Sediwm Hepransulfonat
@ e R s oy g 5 {Asam Fosfat Pekat ART152 RCT Labscan
Peak response of sample solution Phosphoic Acid Concertrated
R g = Respons puncak larutan standar & TSen Sejoris B Levetraceiam 1350475 5P

Peak response of standard solution

Related Compound B Levetiracetam

Wys = Bobotstandar yang ditimbang (mg) 7 G 2 BE 001 BPS Zhexiang S
Standard weight weighed (mg) Levetiracetam WS
500 = Kandungan Levetiracetam per kaplet atau kaplet salut selaput (mg) 8 [Kaplet atau Kaplet Saiut Selaput |PJO0552 PT Mersitarma

Levetiracetam 500 mg
Levetiracetam 500 mg Caplets of Film-
Coated Caplets

Levetiracetam content per capless o film-coated caplets (mg)
FP.s = Faktor pengenceran larutan sampel (900)
Dilution factor of sample salution (900)

FP.: = Faktor pengenceran larutan standar (100) 742 Kondisi pengerjaan HPLC
Ditution fuctor of standard sabution( 10 HPLC Operating Conditions
F = Kadar Working Standard (%) as is 1421, f‘ﬂﬂ”:‘”
Warking Standard (% ay is Hawach Scientific C18 250 mm x 4.6 mm dum (1.1} Catolog Number
7.4. PEMERIKSAAN CEMARAN ORGANIK 13021860
ORGANIC IMPURITIES TEST 7.422 Alran pompa ¢ 1,0 mL/ menit
74.1 Alat, Bahan, dan Metode yang Digunakan Flow rate L0 mb  minutes
Tools, Materials, and Method Used 7.4.2.3. Panjang gelombang detektor 200 nm
7.41.1 Alat yang digunakan Detector wavelengths 200 nm
Tools Used 7.42.4 Volume penyuntikkan co 10k
No Nama Alat Jumlah No Nama Alat Injection volume 10 pl.
¥ Tool Name Amount : Tool Name 7.425. Fase Gerak . Asetonitrile - Dapar (5 : 95) digabung
1 |Gelas beaker 1000 mL 2 & |Botol MPS Muobile Phase Acetonitrile : Buffer ¢35 : 95) combined
Beaker glass 1000 mL MPS boitle 74286 Pelarut . Fase Gerak
2 |Labu Ukur 250 mL 1 9 [Vial KCKT Salvent Muhife Phase
Volumetric flask 230 mL HPLC Vial 7.427. Waktu Retensi F
3 |Labu Ukur 100 mL 3 10 |Sonikator Retention Time
Volumetric flask 100 mi. Ultrasonic cleaner a Senyawa Sejenis Levetiracetam A : 22 menit 2 3 menit
4 |Labu Ukur 50 mL 1 11 |Timbangan Related Componed A Levetivacetam 22 minutes + 3 minutes
Volumerric flask 50 ml | Analytical balance b Senyawa Sejenis Levetiracetam B © 7 menit + 2 mentt
5 |Labu Ukur 25 mL 2 12 |Syringe filter 0,45 ym PTFE Related Componnd 4 Levetiracetam < mintes + 2 minutes
Volumetric flask 25 mi. Syringe filter (.45 ym PTFE c. Levetiracetam : 13 menit £ 3 menit
6 |Labu Ukur 10 mL 1 13 |Saringan Vakum Levetirgcetam 13 minutes + 3 minutes
Volumetric flask 10 ml. Vakuum Filter d. Asam Levetiracetam . 27 menit £ 5 menit
Pipet | olume 1 mal. 4 14 |Botol MPS Levetiracetum Acid 27 minutes = 3 minutes
Tl Volume Pipette MPS Botle 7.42.8. Waktu Berhenti 40 menit

End Time 0 minutes




Rencana Penggunaan Kolom Hawach C18 250 x 4,6 mm; 4 pm (L1)

Validasi Proses (OBM) | Pengujian Stabilita Total Injekan Kebutuhan Total
No Nama Produk Parameter (Pengujian) (Interval) (kali) (Injekan)
(a) (b) (©) (a+tb)xc
1 mﬁxs‘m Kadar dan Cemaran 3 27 18 ‘ 540
Total ( 540
7 m %&

Kesimpulan : Dibutuhkan sebanyak 540 / 500 injekan = 1 ~ 1 Kolom Hawach C18 250 x 4,6 mm; 4 pm (L1)

// Hawach

7 -4 Scientific
Hawach Scientific Co., Ltd
Tel: 0086-29-89284429
Email: sales 7@ hawach.com
-
Qu ofation Quoteh Q202609100008

Customer ‘
Company PT MERSIFARMA TM Date 10-Sep-26
Contact Dea Anggraeni Email _“"" Anggraent Spe sl LA, o Order No  ***

in

Jin. Raya Pelabuhan Km. 18, Cikembar, Cikembar, Kab Sukabumi,

Address Jawa Barat. 43157, Indonesia Rep Caroline Dong
Phone +62 21 38834021 EXW Xi‘an. China
No. Cat® Description Unit Price Qty Total
HPLC Column,C18-Plus . 4um, 130
4 6
1 13021860 AR, P ¥3.05900 | 2 packs ¥6.118.00
HS CODE: 9027 .90
Subtotal ¥6,118.00
Freight Cost to door by I.IPSI ¥298.00
TOTAL ¥6.,416.00
NOTE

LEAD TIME: 6-8 Workdays after Receiving the Payment.
DELIVERY: 6-7 Workdays
PAYMENT: 100% Paid in Advance.

BANK INFORMATION

Bank Name: CHINA MERCHANTS BANK

Bank Account #: 1299 0556 8210 402

Beneficiary Name HAWACH SCIENTIFIC CO_, LTD

Beneficiary Address: Room 2408, Building A1, No.32 Jinye Rd. Xi'an, Shaanxi Province, P.R.China.

SWIFT Code: CMBCCNBS 231

Bank Branch Address: NO .1 Zhangbayilu, High-tech Development zone, Yanta District Xi'an, Shaanxi Province, China.

PS: Please strictly use the complete Beneficiary Name ‘Hawach Stientific Co., Ltd" when making payment
Any incomplete name may cause failure in receiving your payment

Hawach Scientific Co_ . Ltd

www_ hawach.com Tel: +86-20-89284429

Email: info@hawach.com

Page 1 of 1



Rencana Penggunaan Kolom Inertsil ODS-3V C18 150 x 4,6 mm; S pm (L1)

Validasi Proses (OBM) | Pengujian Stabilita Total Injekan Kebutuhan Total
No Nama Produk Parameter (Pengujian) (Interval) (kali) (Injekan)
(a) (b) © (atbxc
Levetiracetam Kaplet Salut : ;
1 Selaput 500 mg Disolusi 3 Zr 12 ' 360
Total (mg)| 360

(2
Kesimpulan : Dibutuhkan sebanyak 360 / 500 injekan = 0,7 ~ 1 Kolom Inertsil ODS-3V C18 150 x 4,6 mm; 5 pm ((Ll)

MASS SAINTIFIKA

QUOTATION

PT MASS SAINTIFIKA INDONESIA
il Pangeran Sogin Blok H 3 No 10, Tanah Baru, Bogor Utara, Bogor 16154

Tmal  Sales@masssainminkaindonesia com

Website - www

donesia com

To: R&D CENTER PT MERSIFARMA TM Quotation Number: 0347/QUO/MSIFRASII2026
Ji. Raya Bogor No.52, Cisalak, Kec. Sukmajaya, Kota Depok, jawa Barat 16416
Quotation Date: 25/02/2026
Phone: 08569513 5988
Attention: |bu Dea Validity: 1 month
Email: Des anggraeni@mersifarma com Revision: 0
tem No. Description Part Number Quantity | Unit Price Discount Final Price Total Price
1 GL Sciences Ingrtsid ODS- 3V Analytical Column Sum 150mm x 4 bmm 5020-01801 1 EA Rp 9 300 000 10% Rp 8 370.000] Rp 8 370 000
TOTAL Rp £ 370000
PPN 11% Rp 920 700
GRAND TOTAL Rp 9.290.700
Notes :
Franco Depok

Ready Stock Before Sold

- Term of payment 100% before delivery

Best Regards,
PT Mass Saintifika Indonesia

Ragita Anggraini
Sales Engineer Executive
0896-0271-9981

ragifaf® masssantifikpindonevia (o



