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Catatan :

- Jasa pemenuhan pemeriksaan parameter kadar pada bahan baku Titan Dioxide dengan no. bets:

1. D4CR63 ex. Venator
- Estimasi biaya pengujian Rp.200.000

Latar belakang permintaan:
- Parameter tersebut belum dapat dilakukan analisa secara internal dikarenakan belum terdapat metode yang tervalidasi di Mersifarma
- Metode menggunakan direct titration dengan end point detection secara visual namun belum tersedia Zinc amalgam column in a 25cm Jones reductor tube yang digunakan sebagai alat

|saat proses titrasi.
- Saat ini Zinc Amalgam belum tersedia di Mersifarma
- Terlampir latar belakang pemesanan, Penawaran harga, dan USP terkini.
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Diisi oleh Pemoheon
o . FORMULIR LATAR BELAKANG
mersi PERMINTAAN JASA
PT. MERSIFARMA TM "
SURABUNHINDONESIA | DEPARTEMEN: QUALITY CONTROL No.: %> LBPyT /202°
Nama Jasa: Rencana Waktu Penggunaan:
Analisa parameter pemeriksaan parameter Kadar pada bahan baku Titan Dioxide 28 Februari 2026
Lead time Purchasing:
Estimasi Harga: Rp. 200.000 Jumlah: 1 45 hari
[l Jasa Perizinan [ ]Jasa Rental []Jasa Sertifikasi []Jasa Kalibrasi

Qﬁasa Pengujian [ ]Jasa Pemusnahan Limbah []Jasa Perbaikan Mesin/Alat [ ]

SYARAT WAJIB : 1. Lampirkan Jadwal Kerja/Timetable
2. Lampirkan Estimasi Harga/Penawaran Harga
Lampirkan Berita Acara Kerusakan

Penggunaan Untuk pemenuhan pemeriksaan parameter Kadar pada bahan baku Titan Dioxide dengan no
jasa bets:
untuk 1. Batch : DACR63 ex. Venator
Latar 1. Parameter tersebut belum dapat dilakukan analisa secara internal dikarenakan belum
belakang terdapat metode yang tervalidasi di PT. Mersifarma.
permintaan 2. Metode menggunakan direct titration dengan end point detection secara visual namun
belum tersedia zinc amalgam column in a 25 cm Jones reductor tube yang digunakan sebagai
alat saat proses titrasi.
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Equﬂab

International

Jakarta, 04 Februari 2025

No. 1 154/SKIMKT-A/1/2025 Rev.00
Perihal . Penawaran Analisa

Kepada

Ibu Julfraeni
PT Mersifarma
Di Sukabumi

Dengan hormat,

Menindaklanjuti permintaan untuk melakukan analisa sampel, maka bersama ini kami sampaikan penawaran
sebagai berikut:

: "
.| Parameter Harga/ | Jumiah Harga Total/ Lama
No.| NamaBahan | pemeriksaan Sampel (Rp)|"8ampel. || | Sampel(Rp)|/| - [Pengulian,
Sucralose Residual Solvent Metanol 350,000 2 700,000 Reguler (7 — 10 HK)
Titan Dioxide Kadar 200,000 < 800,000 Reguler (7 — 10 HK)
3 |PEG 6000 EG DEG 950,000 1 950,000 Reguler (7 — 10 HK)
Total Harga 2,450,000

Terms and Conditions :
1. Logistik dan administrasi yang harus disiapkan oleh pihak sponsor adalah sebagai berikut :
- Kebutuhan Sample : 50 gr/batch sampel.
- PO/ Persetujuan Penawaran Harga/ Surat Pengantar berisi Keterangan Sample dan No Batch Sample
(harus dilampirkan)
2. Durasi pengujian untuk setiap sampel, terhitung sehak harga disetujui dan sampel diterima.

3. Biaya analisa di atas belum termasuk biaya Pajak Pertambahan Nilai (11% PPN) dengan termin pembayaran 100%
biaya analisa dibayarkan setelah seluruh hasil analisa dikirimkan.

4. Termin pembayaran untuk pemeriksaan sample <Rp70.000.000 dilakukan dalam 14 hari, sedangkan
>Rp10.000.000 dilakukan dalam 30 hari sejak tanggal invoice. Jika ada keterlambatan pembayaran, maka akan
dikenakan denda keterlambatan sebesar 0.1% per hari keterlambatan.

5. Penawaran ini berlaku untuk masa 3 (tiga) bulan sejak tanggal penawaran ini.

Demikian kami sampaikan dan bilamana setuju dengan penawaran kami tersebut di atas, mohon membubuhkan

tandatangan pada surat ini dan mengirimkannya melalui e-mail / fax kepada kami.
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Atas perhatiannya kami mengucapkan terima kasih.
Hormat kami, Menyetujui,
PT Equilab International

Ronal Simanjuntak
President Director

mawati Persil 33, jakarta 12410, Indonesia | Tel. (62)(21) 7685513, 7515932, 7509577 | Fax. (62) (21) 7509668 -

. " i burium Pang,
www.equilab-int.com Mo
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Titanium Dioxide

TiO, 79.87
Titanium oxide (TiO,) CAS RN®: 13463-67-7.

DEFINITION

Titanium Dioxide contains NLT 99.0% and NMT 100.5% of
titanium dioxide (TiO,), calculated on the dried basis. If
labeled as attenuation grade, then Titanium Dioxide contains
NLT 99.0% and NMT 100.5% of TiO,, calculated on the
ignited basis. Attenuation grade material may contain
suitable coatings, stabilizers, and treatments to assist
formulation.

[Note—If labeled as attenuation grade, then all tests and
assays are conducted on uncoated, untreated material.
For UV attenuation grade, the test for Loss on Drying does
not apply. The FDA requires the content of lead to be
NMT 10 ppm (ug/g), that of antimony to be NMT 2 ppm
(ug/g), and that of mercury to be NMT 1 ppm (ug/g)

(21 CFR 73.1575).]

IDENTIFICATION
* A,
Sample: 500 mg
Analysis: Add 5 mL of sulfuric acid to the Sample, and heat
gently. After fumes of sulfur trioxide appear, continue
heating for a minimum of 10 s. Cool the suspension, and
cautiously dilute with water to 100 mL. Filter, and to 5 mL
of the clear filtrate, add a few drops of hydrogen
peroxide TS.
Acceptance criteria: A yellow-red to orange-red color
develops immediately.

ASSAY
* PROCEDURE
Sample solution: Transfer 300 mg of Titanium Dioxide to a

250-mL beaker. Add 20 mL of sulfuric acid and 7-8 g of

ammonium sulfate. Mix, heat on a hot plate until fumes of

sulfur trioxide appear, and continue heatin? over a strong
flame until the solution is complete, or until it is apparent
that the undissolved residue is siliceous matter, Cool,
cautiously dilute with 100 mL of water, stir, heat carefully
to boiling while stirring, and allow the insoluble matter to
settle. Filter, transfer the entire residue to the filter, and
wash thoroughly with cold 2 N sulfuric acid. Dilute the
filtrate with water to 200 mL, and cautiously add about

10 mL of ammonium hydroxide.

Blank: 200 mL of 2 N sulfuric acid
Titrimetric system

(See Titrimetry (541).)

Mode: Direct titration

Titrant: 0.1 N potassium permanganate VS

Endpoint detection: Visual

Analysis: Prepare a zinc amalgam column in a 25-cm Jones
reductor tube, placing a pledget of glass wool in the
bottom of the tube, and filling the constricted portion of

the tube with zinc amalgam prepared as follows. Add 20-

to 30-mesh zinc to mercuric—chloride solution (1 in 50),

using about 100 mL of the solution for each 100 g of zinc,

and after about 10 min, decant the solution from the zinc,
then wash the zinc by decantation. Wash the zinc amalgam
column with 100-mL portions of 2 N sulfuric acid unti

100 mL of the washing does not decolorize 1 drop of 0.1 N

potassium permanganate.

Place 50 mL of ferric ammonium sulfate TS in a 1000-mL
suction flask, and add 0.1 N potassium permanganate
until a faint pink color persists for 5 min. Attach the Jones
reductor tube to the neck of the flask, and pass 50 mL of
2 N sulfuric acid through the reductor at a rate of about
30 mL/min. Pass the Sample solution through the reductor
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at the same rate, and follow with 100 mL each of 2 N
sulfuric acid and of water. During these operations, keep
the reductor filled with a solution or water above the
upper level of the amalgam. Taking precautions against
the admission of atmospheric oxygen, gradually release
the suction, wash down the outlet tube of the reductor
and the sides of the receiver, and titrate immediately with
Titrant. Perform a blank determination, and make any
necessary correction,

Calculate the percentage of titanium dioxide (TiO,) in the
sample taken:

Result ={[(V s— V&) x N x Fl/W) x 100

V. = Titrant volume consumed by the Sample (mL)
Vs = Titrant volume consumed by the Blank (mL)
N = actual normality of the Titrant (mEg/mL)

F = equivalency factor, 79.88 mg/mEq

w = Sample weight (mg)

Acceptance criteria: 99.0%-100.5% on the dried basis; if
labeled as attenuation grade, 99.0%-100.5% on the
ignited basis

IMPURITIES
Change to read:

® AARSENIC (211), Procedures, Procedure 1 a (cu.jun-2023)

Test preparation: Add 3.0 g of Titanium Dioxide to a
250-mL conical flask fitted with a thermometer and a vapor
outlet. Add 50 mL of water, 500 mg of hydrazine sulfate,
500 mg of potassium bromide, 20 g of sodium chloride,
and 25 mL of sulfuric acid. Arrange to collect the evolved
vapors in 52 mL of water contained in the arsine generator
flask, heat the test specimen to 90°, and maintain the
temperature at 90°-100° for 15 min. Add 3 mL of
hydrochloric acid to the solution in the generator flask.

Analysis: Follow the Procedure in the chapter, omitting the
addition of 20 mL of 7 N sulfuric acid.

Acceptance criteria: Any red color produced by the Test
preparation does not exceed that produced by the Standard
Preparation (NMT 1 pg/g).

SPECIFIC TESTS
* LOSS ON DRYING (731)

Analysis: Dry at 105° for 3 h
Acceptance criteria: NMT 0.5%

* Loss oN IGNITION (733)

Sample: 2 g (previously dried sample). If labeled as
attenuation grade, 4 g

Analysis: Ignite the Sample at 800 + 25° to constant weight,

Acceptance criteria: NMT 0.5%; if labeled as attenuation
grade, NMT 13%

* WATER-SOLUBLE SUBSTANCES

Sample suspension: Suspend 4.0 g in 50 mL of water, mix,
and allow to stand overnight.

Analysis: Transfer the Sample suspension to a 200-mL
volumetric flask, add 2 mL of ammonium chloride TS, and
mix. If the Titanium Dioxide does not settle, add another
2-mL portion of ammonium chloride TS, Allow the
suspension to settle, dilute with water to volume, mix, and
pass through a double thickness of fine-porosity filter paper,
discarding the first 10 mL of the filtrate. Collect 100 mL of
the clear filtrate, transfer to a tared platinum dish, evaporate
on a hot plate to dryness, and ignite at a dull red heat to
constant weight.

Acceptance criteria: The residue weighs NMT 5 mg (NMT
0.25%).
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* ACID-SOLUBLE SUBSTANCES

Sample suspension: Suspend 5.0 g in 100 mL of 0.5 N
hydrochloric acid, and heat on a steam bath for 30 min,
with occasional stirring.

Analysis: Pass the Sample suspension through an
appropriate filter medium until clear. Wash with three
10-mL portions of 0.5 N hgdrochioric acid. Evaporate the
combined filtrate and washings to dryness, and ignite at a
dull red heat to constant weight.

Acceptance criteria: The residue weighs NMT 25 mg (NMT

0.5%).
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ADDITIONAL REQUIREMENTS
* PACKAGING AND STORAGE: Preserve in well-closed

containers.

* LABELING: If intended for UV-attenuation, the material is

labeled as attenuation grade. If intended for
UV-attenuation, and any added coatings, stabilizers, or
treatments are used, label it to indicate the name and
amount of the additives.
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Laboratorium QC Tidak Memiliki Alat Zinc Amalgam Column 25 cm Jones Reductor Tube




