Bagian: QC Due Date : 22 Oct 2026

ANALISA PERMINTAAN BARANG Tanggal : 01 Oct 2026
No | Kode Barang Nama Barang —— Stoll< Rencana Kekurangan Pgndlng il Realnsasn Realisasi
Saat Ini (A) | Kebutuhan (B)| (A-B+C) | Penerimaan (C) Pembelian Penggunaan
1 IMO10028 Jasa Analisa‘Difraksi Sinar X standar . 0 4 P 0 4 0 0
Carbamazepine
Catatan :

- Jasa untuk pemenuhan pemeriksaan parameter Difraksi Sinar X pada standar Carbamazepine sesuai dengan spesifikasi yang berlaku dan mengacu pada kompedial terkini
Farmakope Indonesia , Berikut no batch yang akan diuji :
1. 200100A260631 Ex. Zhejiang Jiuzhou
2. 200100A260632 Ex. Zhejiang Jiuzhou
3. 200100A260633 Ex. Zhejiang Jiuzhou
4. 200100A260634 Ex. Zhejiang Jiuzhou
- Estimasi harga : Rp.650.000/Jasa.
- Pengujian terakhir pada bulan Februari 2026 (PF000232)
Latar Belakang Permintaan
- Penguijian tersebut belum bisa dilakukan secara internal dikarenakan belum terdapat instrumen XRD di PT. Mersifarma.
- Sebagai pemenuhan regulasi dan perilisan pemeriksaan kedatangan bahan baku Carbamazepine.
- Pengujian eksternal dilakukan di PT. Nusa Veritas Inspektama.
Terlampir metode analisa, penawaran harga dan CoA bahan baku.

Dibuat Mengetahui
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Perform the test as stated in the Standard Procedwre for Using the
NanoRam Handheld Raman System that applies at PT. Mersifarma TM.

DIFRAKSI SINAR - X %3 Persyaratan . Sesuai dengan spesifikasi bahan awal yang berlaku.
X-RAY DIFRACTION Requirements Meels the requirements for raw material specifications
Cara Pemeriksaan
Procedure
Lakukan pengujian menggunakan Alat Difraktometer.
Perform the test using a diffractometer.
KEASAMAN %% Persyaratan . Sesuai dengan spesifikasi bahan awal yang berlaku.
ACIDITY Requirements Meels the requirements for raw material specifications

Pembuatan Indikator Phenophthalein
Preparation Phenophthalein Indicator
1. Timbang seksama 1.0 g phenophthalein .

Weight accurately 1.0 g Phenophthalein o :ﬂ\
2. Masukkan ke dalam gelas piala 100 mL. -
Put in a 100 mL to beaker glass > i

3. Tambahkan 80 mL ethanol , aduk sampai larut.
Add 80 mL Ethanol, mix until dilute.

4. Tambahkan ethanol sampai 100 mL, aduk sampai homogen.
Add Ethanol until 100 mL, mix until homogeneous.

Pembuatan Natrium Hidroksida (NaOH) 0.01 N

Preparation Sodium Hydroxide (NaOH) 0.01 N

1. Timbang seksama 400.0 mg Natrium Hidroksida (NaOH).
Weight accurately 400.0 mg Sodium Hydroxide (NaOH)

2. Masukkan ke dalam gelas piala 1000 mL.
Put in a 1000 mL to beaker glass.

3. Tambahkan 500 mL air, aduk sampai larut.
Add 500 mL purified water, mix until dilute.

4 Tambahkan air hingga 1000 mL, aduk sampai homogen.
Add purified water up to 1000 mL, mix until homogeneous.

*-Pembakuan Natrium Hidroksida (NaOH) 001N "

Standarization Sodium Hydroxide (NaOH) 0.01 N
1. Timbang seksama 50.0 mg Kalium Hidrogen phthalat (CsHsKO,).
Weight accurately 50.0 mg Potassium Hydrogen Phthlate (C ;I s KO ,)
2. Masukkan ke dalam erlenmeyer 250 mL.
Put in a 250 mL to Erlenmeyer




LIST PARAMETER BAHAN BAKU BELUM BISA DIKERJAKAN OLEH QC

No. Parameter Nama Bahan Kendala di QC Keterangan (Bisa/Tidak oleh R&D)

Alat refraktometer yang tersedia dilab QC |Alat Refractometer hanya tersedia di Lab
Mersifarma memiliki range pembacaan di  |QC, dan range yang diperlukan pada

a8lindeks Bias Gt 1.30 - 1.70 sedangkan spek perhitungan pengujian tidak masuk dalam range alat
isoflurane berada di sekitar angka 1.2 refractometer yang tersedia di QC
sehingga alat tidak mampu support
pembacaan

49|Fase Kristal Lithium Karbonate Tidak terdapat instrumen XRD Tidak terdapat instrumen XRD

50|Difraksi Sinar-X Carbamazepine Tidak terdapat instrumen XRD Tidak terdapat instrumen XRD

51

Residual Solvent (1,4
dioxane, benzene,
chloroform,
dichloromethane,
trichloroethylene)

N-Acetylcycsteine

Belum terdapat kolom G27 5 um 0.53 mm x
5 m, belum trial pengembangan metode
dan validasi metode oleh RnD

Belum terdapat kolom G27 5 um 0.53 mm
X 5 m, belum trial pengembangan metode
dan validasi metode

Pengujian membutuhkan hewan uji kelinci

Pengujian membutuhkan hewan uji kelinci
dan di PT. Mersifarma belum tersedia

G2 Slragen Fik e dan di PT. Mersifarma belum tersedia fasilitas ternak dan pengujian untuk
fasilitas ternak dan pengujian untuk kelinci kelinci

Belum tersedia reagen. Belum trial Belum tersedia reagen. Belum trial

53|Average Molecular Mass PEG 6000 dan PEG 400 pengembangan metode dan validasi pengembangan metode dan validasi

metode.

metode.

Phenytoin Injeksi/Kutoin

Belum tersedia kolom dan belum melakukan

Belum tersedia kolom dan belum

54|Etanol P o melakukan pengembangan metode

Injeksi pengembangan metode analisis W

analisis
in Injeksi/Kutoin Belum tersedia kolom dan belum melakukan

55|Propilenglikol Ph.enyfto:n hjeksi/Kutot € . Y

Injeksi pengembangan metode analisis

Belum tersedia instrumen LC-MS/MS, Belum tersedia instrumen LC-MS/MS,
Aflatoksin Total (B1, B2, G2, |Polygala Tenuifolia Kapsul eum / /

56 kolom, reagen, dan bahan penunjang kolom, reagen, dan bahan penunjang

dan G2)

100 mg

lainnya

lainnya

Q. s

oy
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Nnusaveritas :% BRIN

Kepada Yth. Nomor Penawaran : SPH/NVI/053/12/2025/AV
Ibu Julfriaeni La Sabatini Br Bangun Tanggal : 22 Desember 2025

PT. Mersifarma Tirmaku Mercusana

Julfriaeni_Bangun@mersifarma.com

Dengan Hormat.

Menjawab permintaan Bapak/lIbu terkait pengujian laboratorium dengan ini kami sampaikan penawaran
harga uji sebagai berikut:

NO JENIS LAYANAN Jumlah Sampel Harga Total Harga
1 Analysis of X-Ray Diffraction 8 Rp. 650.000 | Rp. 5.200.000
(XRD) analysis

BIAYA PENGUJIAN (IDR)
Subtotal Rp. 5.200.000
PPN Rp. 572.000
Total Rp. 5.772.000

Catatan

*Harga diatas merupakan harga per-sampeinya

*Untuk estimasi lama pengujian adalah hari kerja (Jam Kerja) terhitung setelah sampel tiba

*Jika terdapat kebutuhan tambahan seperti preparasi atau pengolahan sampel khusus biaya akan
diinformasikan secara terpisah

*Mengajukan layanan pengujian melalui website: elsa.brin.go.id

*|nformasi lebih lanjut dapat menghubungi: +62 858-1305-7001

Demikian penawaran ini kami sampaikan, atas perhatian serta kerjasama yang baik kami mengucapkan
terima kasih.

Hormat Kami,
BRIN - PT. Nusa Veritas Inspektama

o

I Nyoman Kidarma Jaya
Manajer

Business Park Kebon Jeruk Blok F2 No. 10 Laboratory: Kawasan PUSPITEK, Gedung L40-442
JL Meruya llir, Meruya Utara, Kembangan Muncul, Setu, South Tangarang City , Banten 15314
Kota Adm. Jakarta Barat 11620, DK| Jakarta Whatsapp: +62 811-9811-562

website: www.nusaveritas com
email: cs@nusaveritas.com
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SRtk AFIT# & M RTE S 500§ aBik: 318000
Address: VAISHA ROAD 99.J
Jol, 00B& 57688827187 Fax

IACJIAHG, TAIZKOU CITY. ZHEJIAHG CHINA
086 576.8852?1 87 E-mail:

v/
318000
complionce &jluzhoupharmma.carm

s 4 PRODUCT: - I, 75 SECARBAMAZEPINE .. {25 CODE No.: 2001-0018
it 2 BATCH No. 200100A260631 [ 4§ SPRIFICATION ¥/t Register USP
25.00kg/Hf drum,534/8 drums 2026-06
12,3 PACKAGE 10.52Kg/4T drum, 14 drum H #AMAFG DATE
4 R QUANTITY 1335.52kg 4% B WIRETEST DATE 2030-05
feR L FRTest H ARE R Requirement 45 RResults
BEERAERRK BEHRK
0
IBADRRTTIED White to Off-white Powder v/ White Powder
5t & B — X xR B — 3
AL AR WOEEIR Corresponding to the spectrum of Corresponding to the spectrum of
T reference standard reference standard
ldenﬁﬁcation 53‘1’%&;%&%@-‘& Eﬁﬂﬁﬁﬁ@ﬂ‘fﬁ]“ﬁ
: ; ™ Retention time of the sample Retention time of the sample
B M 2L ©IRUPLC conforms to that of the reference | conforms to that of the reference
standard standard
5xtREiE—ix SximEg—
Xt 2547 45 3 18 X-ray Diffraction Corresponding to Reference Corresponding to Reference
Spectrum v~ Spectrum
& 75 Acidity <1.0mUg €0.010molL NaOH) v &3 Conform With
T fE Alkalinity <1.0mUg (€0.010mollL HCD K& #E Conform With
T % B Loss on Drying <05% v 0.05%
{R #4155 #EResidue on Ignition <01% v <0.05%
%4k 4¥Chlorides <0.014% <0.014 %
s ZEA (10,11-ZEE5HE P
ﬁ{ﬁﬁ‘zﬁ 10,11-Dihydrocarbamazepine <04% v wach
Orgasiic 2B (W) Iminostilbene <0.10% v <0.03%
impurities T 84~ 24 Any Other Impurity <0.06% 0.04 %
¥ Z% f Total Impurities <05% 0.04 %
ZRME (37F) /UPLC Assay (Dried Basis) 98.0~102.0% 100.2%
H BZMethanol < 3000ppm <300 ppm
b {|/H
Fﬁﬁﬁ?%?ﬂ Ok Z. ¥ Ethanol < 5000ppm_~ <500 ppm
Residual Solvents
$ Chlorobenzene < 360ppm <36 ppm
Docld: GUID-F7682879-7EF1 -4B54-A68B-8EBFD365B0AA_6_en-US |
G KR A il USP TR |
CONCLUSION COMFORM WITH Register USP Standard |
| EZE \
Tl | oem e =N by |
QC MANAGERI/DATE
BYIDATE Sordb.d] 14 2024-0). 1§ APPROVER IDATE| 004, o7 (¥ |
VRS
’ Cﬂ’z\: &0
AT HKIN FRE: EQCEMNBEREEFRER WS HAfE 1B B fE 35
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i 4 PRODUCT: €50 SECARBAMAZEPINE

| L BATCH No. 200100A260632 71l Register USP
-

e 25.00kg/Ha drum, 531/l drums

44 i 2026-06
‘_ {3 4PACKAGE \ 10.20kg/4 drum, 14 drum P I HIMAFG DATE
L JQUANTITY | 1335.20 kg 3 5 E| WIRETEST DATE 2030-05
¥ fe b7 4 FiTest HOREESR Requirement 2% JResults

; EaERABHRRK EIR RS
| YhBLAppearance White to Off-white Powder v/ White Powder
5% 18 5 B i —EL 3 16 o P T —

TUzZBouU b

f
w 1
b L‘:’
B
L
QA

Plhiararaceutival Teh

1oL

CERTIFI

i YL 24 M B
ZIUIEITANG J LUZInou I‘llAltMAOEUTlGAL GO, LT
fed: JRITHE MR HUTE S B 00 & @pie: 918000
Addrose: WAISHAROAD 99, JACJIAHG, TAIZHOU CITY. ZHEJIANG
00b6 57668627187 Fol 5

76 85627187 E-maili

By A7 R )

CHIA 318000
complionce-u‘lluzhoupharmo.com

/%2 CODE No.: 2001-0018

<y
74 SpRECIFICATION

ALT ARG IR

reference standard ~~

Corresponding to the spectrum of

Corresponding to the spectrum of
reference standard

25

jdentification

B R MO E W UPLC

5 I i B 3] —
Retention tlme of the sample

standard v

conforms to that of the reference

5 70 T e o B 6 ) — 3
Retention time of the sample
conforms to that of the reference
standard

X4 26477 15§ Y6 4 X-ray Diffraction

S IR B —
Corresponding to Reference

[EPETCICIE
Corresponding to Reference

- Spectrum Spectrum
| W Acidity <70l (0.010malL NaOH) V| #4-& e Conform With
L W Alkalinity <10mLlg (0010moUL HCD) ¥ | FH&HE Confom With
L T-Ji: 4 FLoss on Drying <05% v <0.05%
‘ﬁ R4 74 R Resldue on Ignition <04% ¥ <0.05%
AW ArChlorides <0.014% v <0.014 %
T [AGA (o= ARSIE
!‘ HJ.SLPT‘C;ﬁ 10,11-Dihydrocarbamazepine <0.4% <0.03%
| Organic 7B (4L ) Iminostilbene <010% v =003 %
| impurities SLE 2./~ 2 i Any Other Impurity <0.06% v 0.05%
\ | 8 7% M Total Impurities <05% v 005% °
ahpsE (HiE) /UPLC Assay (Dried Basis) 98.0~102.0% v 99.6 %
2 VA FUHS-GC l ig?g‘:ha”““ i 3000ppm = 400 ppye
' Residual Solvents \7 = thans < 5000ppm = om
l 4 FEChlorobenzene < 360ppm_.~ <36 ppm
\ Docld: GUlD-F?GBZS?‘S-TEF1-4854-A688—BEBFDSBSBOAA_G_en-US
S \ ' & e e USP #rk Rl
CONCLUSION COMFORM WITH Register USP Standard
e B fteAE A/ E W
PREPARED | AP - f:ﬁﬂg;? . 0A 7/%%!/
BYIDATE 203697 14 34 0). 1 | APPROVER IDATE 207b. O
e
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HAIT 4 & MR K 4h iy k999 dBl: 318000
Addrass: WAISHA ROAD 99. JIAOJIWHG, TAIZHOU CITY, ZHEJIANG ,CHIHA 318000 ~
T, 0084 576 88827187 Fax, 0084 574688827187 E- mqll. compllancedifiuzhoupharma.com

CERTIF IS
iih# PRODUCT: & B FU*CARBAMAZEPINE {5 CODE No.: 2001-0018
1'% BATCH No. 2001004260633 \, JIfj| #k SPEIFICATION Y/ Register USP
- s 25.00kg/4ili drum, 524 drum3NG] _ 2026-05
{13 PACKAGE 5'04}(9”'{1 drum, 1475 drum HAMAFG DATE
HFLQUANTITY 1305.04 kg 538 B WIRETEST DATE 2030-05
Hitr 4 #iTest AR Requirement 4 HResults
; HAEZXALHFK BE K
#1Appuarance White to Off-white Powder v White Powder
5 I & B — ExI R & B —
ALTHMRBETEIR Corresponding to the spectrum of | Corresponding to the spectrum of
syl reference standard « reference standard
Al 7)

Identification

B AR 2 UPLC

530 T8 o5 % B O ) — 3¢
Retention time of the sample
conforms to that of the reference

555 18 S OR BE A (/] — 3K
Retention time of the sample
conforms to that of the reference

- standard v~ standard
S IRE - L5 0 I8 B — 3
XIF £ 77 3 Y618 X-ray Diffraction Corresponding to Reference Corresponding to Reference
Spectrum Spectrum
; Ai: & Acidity <1.0mUg (0.010mallL NaOH) ~|  Ff&#I%E Conform With
! i) Alkalinity <1.0mUg €0.010mol/L HCI) &3 Conform With
[ -3 8¢ HiLoss on Drying <0.5% v 0.06 %
J‘L 1844154 #Residue on Ignition <0.1% <0.05 %
E FAL4Chlorides =0.014% <0.014 %
b [ BREEA (10,11-ZEEBTET)
| ”Ig};ﬁ:% 10,11-Dihydrocarbamazepine =0 v 002 %
—— #4fiB (JEEE) Iminostilbene <0.10% <0.03%
Impurities JUE AL/ 2% i Any Other Impurity <0.06% v 0.04% ,
A2 Jifi Total Impurities <05% 0.04 %
ZAEdE (Ir) JUPLC Assay (Dried Basis) 98.0~102.0% .- 99.8 %
B UUHS-GC H ¥ Methanol < 3000ppm . <300 ppm
Resldual Salvents Z B¥Ethanol < 5000ppm .~ <500 ppm
M A Chlorobenzene =< 360ppm <36 ppm
Docld: GUID-F7682879-7TEF1-4B54-A68B-8EBFD365B0AA_6_en-US
it AT A AR USP dRAELE
CONCLUSION COMFORM WITH Register USP Standard
il B A e A I
PREPARED | R Qc ﬁﬁﬁz!&%gqms QA 7%4 %/
BYIDATE 200b. 07 18 2034077 | APPROVER IDATE| sp0d. o7 (ff
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50 ?
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%&D /:
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CERTIFIC

-4 PRODUCT: 1 #5-FCARBAMAZEPINE ‘%, 22 CODE No.: 2001-0018
1' i £ BATCH No. 200100A260634 \) wntﬁpe ICATION | it Reglster USP
‘ 55.00kg/ A6 drum, 52 drums 202606
(i, $PACKAGE 4 44kg/Hl drum. 147 drum H HAMAFG DATE
AT QUANTITY 1304.44 kg 4754 F JIRETEST DATE 2030-05
fRiT 2 FiTest i RER Requirement £ B Results
) & HEAEREGHA CEEZES
SrahADReRranGe White to Off-white Powder v White Powder
ExRaEE—8 - 57 Rt
AL AN UG IR Corresponding to the spectrum of | Corresponding to the spectrum of
s reference standard reference standard
dentification CHRGRERE—H | SA MR
B A G SRR {5 UPLC Retention time of the sample Retention time of the sample
L conforms to that of the reference | conforms to that of the reference
| standard v standard
5 R — 5 5 8 B i — X
| YO R 10T O Y W Xeray lefraction Corresponding to Reference Corresponding to Reference
Spectrum ~ Spectrum
1 14 Acidity <1.0mUg (0.010mollL NaOH) ~ F&HE Conform With
/% Alkalinity <1.0mUg (€0.010mol/L HCD 435 Conform With
-4 4% FiLoss on Drying <05% v <0.05 %
JU 5 Residue on Ignition <01% v <0.05%
Ak ¥Chlorides <0.014% v <0.014 %
ZeRA (10,11-—&E BT
<
j!LP/\j_\CE— 10,11-Dihydrocarbamazepine <0A%v <0.03%
Organic Zu B (JEEEE) Iminostilbene <0.10% v <0.03 %
| impurities FLE /4> 2 Jfi Any Other Impurity <0.06% . 0.03 %
1 4 7% i Total Impurities <0.5% v 0.03%
‘;uﬂdﬁi (377) /UPLC Assay (Dried Basis) 98.0~102.0% - 100.0 %
go— FP §¥Methanol < 3000ppm - <300 ppm
T FIHS-GC =
‘, Residual Solvents ZE¢Ethanol < 5000ppm _J <500 ppm
k 1 ZEChlorobenzene < 360ppm_ ¥ <36 ppm
, Docld: GUID-F7682879-7EF1-4B54-A688- -8EBFD365B0AA_6_en-US
T it X S1G2 N USP FRifEsLE
L CONCLUSION COMFORM WITH Register USP Standard
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D | o TORER WENERR | Tty
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