Bagian: QC

ANALISA PERMINTAAN BARANG

Due Date : 5-Nov-26
Tanggal : 29-Sep-26

Stok Rencana Kekurangan Pending Realisasi Realisasi
No| Kode Barang Nama Barang Satuan . Jumlah _
Saat Ini (A) | Kebutuhan (B)| (A-B+C) | Penerimaan (C) Pembelian Penggunaan
1 IBS00062 |Lorazepam mg 0 30 -30 0 30 0 0
2| [Esogops | OWESpemRelaind mg 0 75 75 0 75 0 0
Compound D

3| IBSOOasp |ZoiPidem Related Compound | - g 0 90 90 0 90 0 0

Catatan :

1. Lorazepam Ex. EDQM, order code : L0750500, Sebagai baku pembanding untuk pembuatan larutan standar pada analisa pembakuan Working Standar Lorazepam

- Saat ini stok sudah habis, perlu dilakukan pengadaan untuk analisa pembakuan pada bulan Februari 2027

- Packing Size : 1 Vial @15 mg

- Pemesanan terakhir kali 2024 (PR148183)

2. Lorazepam Related Compound D Ex. USP Cat.no : 1370350, Sebagai baku pembanding untuk pembuatan larutan standar pada analisa cemaran organik bahan baku
Lorazepam, produk jadi Lorazepam tablet dan Lorazepam Injeksi

- Saat ini stok di QC sudah habis, perlu dilakukan pengadaan kembali untuk analisa rutin baku Lorazepam dan produk jadi Lorazepam tablet

- Packing Size : 1 Vial @25 mg

- Pemesanan terakhir kali tahun 2024 (PR148347)

3. Zolpidem Related Compound A Ex. USP Cat.no : 1724918, Sebagai baku pembanding untuk pembuatan larutan standar pada analisa cemaran organik bahan baku
Zolpidem Tartrate, produk jadi Zolpidem Tablet

- Saat ini stok yang ada di QC hanya cukup untuk analisa bahan baku, perlu dilakukan pengadaan untuk persiapan analisa produk baru Zolpidem Tablet (Valpro, Stabilita, dIl)
- Packing size : 1 Vial @15 mg

- Pemesanan terakhir kali tahun 2026 (RQ000224)

Latar Belakang Permintaan :

- Stok saat ini sudah habis, sehingga diperlukan pengadaan lagi untuk memenuhi kebutuhan analisa rutin.

Terlampir rencana kebutuhan,dan metode pengujian bahan awal

Dibuat

Mengetahui




Lorazepam

No.
1

RENCANA KEBUTUHAN REFERENCE STANDARD UNTUK PENGUIJIAN RUTIN

Produk Jadi
Pembakuan Lorazepam

Lorazepam Related Compound D

No.

B W N e

Analisa

Bahan Baku Lorazepam
Lorazepam Tablet
Lorazepam Injeksi

Stabilita Lorazepam

Validasi dan Transfer Metode

Zolpidem Related Compound A

No.

2 W N

Analisa

Zolpidem Tablet
Transfer Metode Analisa
Validasi Proses

Bahan Baku Zolpidem

Kebutuhan/Batch

15 mg

Kebutuhan/Batch
2,5 mg
2,5 mg
2,5 mg
2,5 mg
2,5 mg

Kebutuhan/Batch
5 mg
5 mg
5 mg
5mg

Jumlah Batch

Jumlah Batch

Jumlah Batch

Kebutuhan/Tahun
2 30 mg

Kebutuhan/Tahun

4 10 mg
12 30 mg
7.5 mg
5mg
10 mg

AN W

Kebutuhan/Tahun
30 mg
25 mg
15 mg
10 mg

NoWw o

Kebutuhan (Vial)

% iyﬂ vial

2 X,00 vial
o e
Kebutuhan (Vial)

0,40 vial

1,20 vial

0,30 vial

0,20 vial

0,40 vial

2,50 vial

~ 3 vial

Kebutuhan (Vial)
2,00 vial
1,67 vial
1,00 vial
0,67 vial
5,33 vial
~ 6 vial
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slearate and zinc
almitata)
1724769 | Active | Zinc Sulfate (1 g) Referénce Zinc R162K0 | R096J0 7448-19-7 | N/A $285.00 IN Chemical UN3077 1 [*] 2833284560 VIAL No No
Standard (31-0OCT- Synthesis
2023)
1724772 | Active | Ziziphus Jujuba Referénce F129D0 N/A NiA $491.00 CN Plant 750 mg 1302190200 VIAL No No
Spinoaa Seed Dry Standard
Extract (750 mg)
1724780 | Active | Zinc Undecylenale | Reference | Zinc F137KO §57-08-4 | NA | $34100 [N Chernical 200 mg 2516196000 VIALT |8 No
(200 mg) Standard Synthesis
1724751 | Active | Ziziphus jujuba Fruil | Reference F1890D0 N/A NiA $857.00 CN Flant 15 g 1302180200 VIAL Ne No
Dry Extract (1.5g) Standard
1724805 |Active | Zolazepam Referénce | Zolazepé | R16BGO | ROG7KO | 43764-48- | NIA $26400 |[FR Chemical 500 mg 2033096500 VIAL NE No Zolazepa | 59
Hyérochloride (500 Standard m (26-FEB- |3 Synthesis m
mg) 2023)
1724827 | Active | Zoledronic Acid (150 | Reference Zoledron | R118M0 | RO5811 165800- NIA $297.00 CH Chemical UN3077 150 mg 2933290000 VIAL No No
mg) Standard ic Acid (31-MAR- | 06-6 Synthesis
2023) (Monohydr
ate
1724836 | Active | Zoledronic Acid Referénce | Zoledron | R11800 | ROOBD0 | 228B4-10- | N/A §30300 |[CN Chemical 30 mg 2933290000 VIAL Ng No
Ralated Compound Standard ic Acid (30-JUN- | 2 Synthesis
A (30 mg) (2-(1H- 2020)
Imidazol-1-yl jacatic
acid)
1724849 | Active | Zoledronic Acid Referénce | Zoledron | F12050 1627731- NiA $1,0158.00 | CH Chemical 30 mg 2933290000 | Colc Shipment | VIAL Ne No
| Related Compound Standard 16 Acid 61-6 Synthesis Required
| B(COLD
[ SHIPMENT
| REQUIRED) (30 mg)
i (1-Hydroxy-2-{1-(2-
| hydroxy-2,2-
[ diphosphoncethyl)-
1H-imidazol-3-ium-3-
=
phosphonoethylphos
phenate) i
1724883 | Active | Zolpidem CIV (10 Reference Zolpidem | FOIO64 B2626-48- | 00216 | $249.00 FR Chemical UN3077 10 mg 2933996500 | Controlled VIAL No No ZOLPIDE | 100
mg) Standard 0 27830 Synthesis M
1
1724907 | Active | Zolpidem Tartrate Reference Zolpidem | R141E0 | RO0O3VO 69204-93- | 00216 | $419.00 FR Chemical 200 mg 2933996500 | Controlled - VIAL Ne No ZOLPIDE | BO.2
CIV (200 mg) (COLD | Standard (31-OCT- |6 27850 Synthesis Cold Shipment M
SHIPMENT 2021) 1 Required
1724918 | Active Reference | Zolpidem | R20960 | R100U0 | 1346600- | N/A $921.00 FR Chemical 15 mg 2933997500 VIAL Ne No ZOLPIDE | 100
Standard (31-DEC- | 858 Synthesis M
2025)
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List of European Pharmacopoeia Reference Standards Effective from 2026/9/27

Order Reference Standard Batc | Quantity I Sale Information Monograph | Storage | Shipping | Price
~ Code | ) hn® | pervial | Unit | - ) : group
Y0001505 LOPINAVIR FOR SYSTEM 1 10 MG 1 2615 +5°C+/-3°C A1A 90€

SUITABILITY CRS
Y0000688 LORATADINE CRS 4 | 6BOMG | 1 2124 +5°C+/-3°C| A1A 90¢€
Y0000803 |LORATADINE FOR SYSTEM 3 15MG | 1 2124 +5°C+/-3°C| A1A | 90€
SUITABILITY CRS |
Y0000604 LORATADINE IMPURITY F CRS 2 10MG | 1 - - - 2124 +5°C+/-3°C|  A1A 90 €
~|Y0000605 LORATADINE IMPURITY H CRS 3 | B0MG | 1 B L 2124 |+5°C+-3°C| A1A 90 €
LO750500 LORAZEPAM CRS -* PSY 2 15MG | 1 |We require your original import permit to proceed with the shipment 1121 +5°C+/-3°C| AZA 90 €

(allow 2-3 weeks). For your import permit, you have to apply for 15
mg of Lorazepam, PER VIAL. Your import permit must be valid for at
least 3 months. Please specify your preferred airport for parcel pickup
in your next communication.

Y0000576 LORAZEPAM FOR SYSTEM 4 | 0.8MG | 1 |We require your original import permit to apply for an export licence 1121 +5°C+/-3°C AZA 90 €
SUITABILITY CRS - * PSY from the French authorities (allow 2-3 weeks). Your permit must be
(LORAZEPAM) valid for at least 3 months. Please indicate your preferred airport.

You should apply for your import permit, per vial, 0,8 mg of
Lorazepam on your import permit.

'Y0000718 |LORAZEPAM IMPURITYDCRS | 3 | 15MG | 1 B o 1121 +6°C+-3°C|  A1A 90 €

Y0001076 |LOSARTAN FOR SYSTEM 4 | 0002 | 1 2232 |+5°C+-3°C| A1A 90 €
SUITABILITY CRS MG

Y0001072 LOSARTAN IMPURITY D CRS 4 | 10MG | 1 2232 |+5°C+-3°C| A1A 90 €

Y0001062 LOSARTAN POTASSIUM CRS 3 | 50NG | 1 2232 |45°C+-3°C| A1A 90¢€

L0790000 LOVASTATIN CRS 4 | 6OMG | 1 1538 20°C C1A 90¢€

+-5°C

Y0001136  LOVASTATIN FOR PEAK 1 | 200G | 1 1538 -20°C C1A 90 €
IDENTIFICATION CRS B o - - | wsC

Y0001798 LOW-SUBSTITUTED 2 | 50MG | 1 2083 |+5°C+-3°C| A1A 90 €
'HYDROXYPROPYLCELLULOSE
CRS |

Y0001284 LUFENURONCRS ~ 1 [140mG ]| 1 - o e 2177 |+5°C+8C| AIA | o€

Y0001261 LUFENURON FOR PEAK 1 | 04028 | 1 " 2177 [s5°CH3C|  ATA 90¢€
IDENTIFICATION CRS MG |

Y0001265 LUFENURON IMPURITY G CRS 1 | 16MG | 1 ] | 2177 [+6°C+i3°C| A1A | o0€

L0800000 LYNESTRENOL CRS 2 | 50NG | 1 | 0558  |+5°C+-3°C| A1A | 90€

Y0001034 |LYNESTRENOL FOR PEAK 1 | 20MG | 1 0558  |+5°C+-3°C| AIA 90¢€
IDENTIFICATION CRS o i

Y0000397 |LYSINE ACETATE CRS |2 [eome | 1 2114 |+5°C+-3°C| A1A 90¢€

L0900000 |LYSINE HYDROCHLORIDE CRS 4 | 50MG | 1 0930, 1654 |+5°C+-3°C| A1A 90€

Y0001904 |LYSOPHOSPHATIDYLCHOLINE 2 |200MG | 1 2315 -20°C C1A 90¢€
FROM EGG YOLK CRS +5°C

Y0001952 |LYSOPHOSPHATIDYLCHOLINE 2 | 200MG | 1 2316 20°C C1A 90¢€
FROM SOYA BEAN CRS +-5°C |

© Council of Europe, all rights reserved 2026 75 For extra charges, please see terms and conditions.
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Loratadine Related L 4 31261-41- B63. Chemical

Compound C (15 Standard ne (31-MAY- | 9 Synthesis

mg) (8-Chloro-5,6- 2022)

dihydra-11H-

benzo[5, 6]cyclahept

a[1.2-bJpyridin-11-

one)
3702[0 | Active | Loratadine (200 mg) | Reference Loratadi | R125E0 | R052U0 | 79794-75- | N/A $474,00 IE Chemical UN3077 200 mg 2033399065 VIAL Na No

Standard ne (30-APR- |5 Synthesis
2021) -

1370280 | Active | Loratadine Ftelated | Reference Loratadi | R10BQ0 | RO23TO 100643- NA $855.00 IN Chemical 15 myg 2033399065 VIAL Ne No

Compound A (15 Standard ne (30-APR- | 71-8 Synthesis

mg) (8-Chlare-5,6- 2021)

dihydro-11~

{piperidin-4-ylidene}-

11H-

benzo[5, Gjcyclohept

a[1.2-bjpyridine)
1370291 | Active | Loratadine Related | Reference | Loraladl | R234B0 | ROBB20 3B092-89- | N/A $1,015.00 | IN Chemical 15 mg 2633395065 VIAL No No

Compound B (15 Standard ne (31-AUG- |6 Synthesis

mg) (8-Chloro-5,6- 2026)

difydra-11-(N-

methylpiperidin-4-

ylidane)-11H-

benzo[5, 8jcyclohept

a[1.2-bpyriding, |
1370305 | Active [L_omzepELVl'am CIV (200 | Referénce | Lorazep | R114V0 | Joidod B4649.1 | 00216 | $414.00 [T Chemical 200 mg 2033910000 | Controlled VIAL [N o [ORAZE [100 |

mg)} Standurd am (31-JAN- 28850 Synthesis PAM

2021) 5

1370327 | Active | Lorazapam Related | Reference Lorazep | R141D0 | RO13MO 2B48-96-68 | N/A $1,020.00 | IN Chemical 25 mg 2933997500 VIAL Nc No

Compound A (25 Standard am (30-NOV- Synthesis

mg) (7-Chloro-5-(o- 2021)

chlorophenyl)-1,3-
dihydro-3-acetoxy-

2H-1 4-
benzodiazepin-2-
ane)
1370338 | Active | Lorazepam Related eference | Lorazep | R226X0 | RO54Q0 | 2856-35-3 | N/A $33800 | CN Chemical 25 mg 2922390000 VIAL Ng@ No
Compound B (25 Standard am (31-AUG- Synthesis
mg) (2-Amino-2',5- 2025)
dichlorobenzopheng
nej
1370349 | Active | Lorazepam Related | Reference Lorazep | RO9830 | RO11FO 03955-16- | N/A $338.00 IN Chemical 25 mg 2933997500 VIAL Nc No
Compound C (25 Standard am (31-MAR- | 8 Synthesis
mg) (6-Chloro-4-(o- 2020)
chlorophenyl)-2-
quinazolinecarboxald
chyde
1370350 | Active #ﬂﬂm Reference Lorazep | ROB4FO | JOLD24 54643-79- | N/A $1,02000 [ IN Chemical 25 mg 2633097500 VIAL o No
Comy D25 Standard am (31-DEC- |7 Synthesis
mg} (6-Chloro-4-(o- 2019)
chlorophenyl)-2-
quinazolinecarboxyll
¢ Acid)
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2. Aliran pompa : 1.0 mL / menit

3. Panjang gelombang detektor : 230 nm

4. Volume penyuntikkan : 20 pL

5. Suhu kolom : 11°C

6. Suhu sampel :11°C

7. Pelarut : Methanol : Purified Water (75 - 25)

8. Fase gerak - Purified water : asam asetat glasial :

asetonitril (50 : 1.2 : 50)

Uii kesesuaian sistem
1. Suntikkan larutan standar ke dalam sistem HPLC sebanyak 5 kali,
2. Ukur respons dan hitung RSD dari hasil perhitungan alat.
Kriteria keberterimaan : RSD luas area < 2.0%.
: RSD waktu retensi < 2.0%.

Faktor lkutan
Kriteria penerimaan : < 2.0
Larutan standar

1. Timbang seksama 20.0 mg Lorazepam WS, masukkan ke dalam labu ukur
100 mL.

2. Tambahkan 25 mL pelarut, sonikasikan + 10 menit.

3. Tambahkan pelarut sampai tanda batas, kocok sampai homogen.
4. Pipet 1.0 mL larutan, masukkan ke dalam labu ukur 20 mL.

5. Tambahkan pelarut sampai tanda batas, kocok sampai homogen.
6. Saring menggunakan syringe filter 0.45 um.

7. Masukkan ke dalam vial HPLC.

R ———

1. Timbang seksama 20.0 mg sampel, masukkan-ke dalam labu ukur 100 mL.
2. Tambahkan 25 mL pelarut, sonikasikan + 10 menit.

3. Tambahkan pelarut sampai tanda batas, kocok sampai homogen.

4. Pipet 1.0 mL larutan, masukkan ke dalam labu ukur 20 mL.

5. Tambahkan pelarut sampai tanda batas, kocok sampai homogen.

6. Saring menggunakan syringe filter 0.45 ym. ;

7. Masukkan ke dalam vial HPLC.

Prosedur
Suntikkan secara terpisah larutan standar dan larutan uji ke dalam sistem
HPLC, ukur respons puncak utama.
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13.4.1.3. Atur pH larutan hingga 5.0 + 0.05 menggunakan Asam asetat glasial.
Adjust pH of solution until 5.0 = 0.05 with Acetic Acid glacial
13.4.1.4. Tambahkan purified water hingga 1000 mL, aduk sampai homogen
Add purified water untit 1000 mL | stir until homogeneous.
13.5. Uiji kesesuaian sistem
Svstem Suitability Test
13.5.1 Suntikkan larutan standar ke dalam sistem HPLC sebanyak 6 kali.
Inject the siandard solution to the HPLC system for 6 fimes
13.5.2 Ukur respons dan hitung RSD dari hasil perhitungan alat.
Measure response and calculate RSD from tool calculation result.
Kriteria keberterimaan - RSD luas area < 5 0%
Accepiant Criteria RSD area <35.0%.
- RSD waktu retensi = 5.0%.
s RSD retention time < 5.0
13.5.3 Faktor lkutan
Tuailing factor
Kriteria penerimaan : <20
Acceptant Criteria . = 2.0
13.5.4. Resolusi
Resolution
Kriteria keberterimaan ¢ = 1.2 antara senyawa sejenis A lorazepam dan senyawa
sejenis E lorazepam
Acceptant Criteria . > 1.2 between related compound A Lorazepam and related
compound E Lorazepam
13.6. Penetapan kadar cemaran organik

Determination of organic impurities assay
13.6.1. Pembuatan Larutan Identifikasi
Identitication solution making
13.6.1.1. Larutan S&nyawa Sejenis A, B, C, D, dan E Lorazepam.
Lorazepam Related Substance A, B, C, D, and E Solution
a. Timbang seksama masing-masing Senyawa Sejenis A, B, C, D, dan E
Lorazepam WS sebanyak 3.2 mg, masukkan ke dalam labu ukur 50 mL.
Weigh accurately 3.2 mg each related substance A, B, C, D, E Lorazepam, put into
50 mL volumetric flusk.
0. Tambahkan 25 mL pelarut, sonikasikan £ 10 menit.
Add 25 mL solvent, sonicate for + 10 minues,
C. Tambahkan pelarut sampai tanda batas, kocok sampai homogen.
Add solvent up to volume, shake until homogeneous.
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G = concentration of USP Zolpidem Tartrate RS in the
Standoard solution (mg/mL)
L = label claim (mg/Tablet)
v = volume of Medium, 900 mLa (s 1-aug-2020)

Tolerances: NLT 80% (Q) of the labeled amount of

zolpidem tartrate [(C,,H;;N;0), - C,H,O,] is dissolved.
Test 2: If the product complies with this test, the labeling

indicates that it meets USP Dissolution Test 2.

Medium: 0.1 N hydrochloric acid VS; 900 mL

Apparatus 2: 50 rpm

Time: 20 min

Standard solution: (L/900) mg/mL of USP Zolpidem
Tartrate RS in Medium, where L is the label claim in mg/
Tablet

Sample solution: Pass a portion of the solution under test
through a suitable filter.

Instrumental conditions
Mode: UV
Analytical wavelength: 295 nm
Blank: Medium

Analysis
Samples: Standard solution and Sample solution
Calculate the percentage of the labeled amount of

zolpidem tartrate [(C,.H,,N;0), - C,H,O,] dissolved:

Result = (A,/As) x (C/L) x Vx 100

Ay = absorbance of the Sample solution

A = absorbance of the Standard solution

G = concentration of USP Zolpidem Tartrate RS in the
Standard solution (mg/mL)

L = label claim (mg/Tablet)

4 = volume of Medium, 900 mL

Tolerances: NLT 80% (Q) of the labeled amount of
zolpidem tartrate [(C,oH,;N;0), - C,H,O,] is dissolved.
Test 3: If the product complies with this test, the labeling
indicates that it meets USP Dissolution Test 3.
Medium: 0.01 N hydrochloric acid TS; 900 mL
Apparatus 2: 50 rpm
Time: 15 min
Standard solution: (L/900) mg/mL of USP Zolpidem
Tartrate RS in Medium, where L is the label claim in mg/
Tablet
Sample solution: Pass a portion of the solution under test
through a suitable filter of 0.45-pm pore size.
Instrumental conditions
Mode: UV
Analytical wavelength: 295 nm
Blank: Medium
Analysis
Samples: Standard solution and Sample solution
Calculate the percentage of the labeled amount of
zolpidem tartrate [(C,,H,,N;0), - C,H;O,] dissolved:

Result = (Ay/AJ x (C/L) x Vx 100

Ay = absorbance of the Sample solution

Ag = absorbance of the Standard solution

G = concentration of USP Zolpidem Tartrate RS in the
Standard solution (mg/mL)

L = label claim (mg/Tablet)

v = volume of Medium, 900 mL

Tolerances: NLT 85% (Q) of the labeled amount of
zolpidem tartrate [(C;oH;;N;0), - C,H,O,] is dissolved.
* UNIFORMITY OF DOSAGE UNITS (905): Meet the
requirements

https://online.uspnt.com/uspnf/document/1_GUID-29355F 1 A-4386-4709-B7B3-B86C01584CEB_2_en-US

Status: Currently Official on 06-Jan-2024
Official Date: Official as of 01-Nov-2020

Document Type: USP
DOI: htps://doi.org/10.31003/USPNF_M89990 02 01

IMPURITIES
¢ ORGANIC IMPURITIES
Solution A: 3.3 mL/L of phosphoric acid in water, adjusted
with triethylamine to a pH of 6.0
Solution B: Acetonitrile
Solution C: Methanol
Mobile phase: See Table 1.

Table 1
Time Solution A Solution B Solution C
(min) (%) (%) (%)

0 76 14 10
35.0 48 16 36
36.5 48 16 36
375 76 14 10
42.0 76 14 10

Diluent: Solution B, Solution C, and Solution A (15:10:75)
System suitability solution: 0.5 mg/mL of USP Zolpidem
Tartrate RS and 0.0008 mg/mL of USP Zolpidem Related
Compound A RS in Diluent
Standard solution: 0.005 mg/mL of USP Zolpidem
Tartrate RS in Diluent
Sample solution: Nominally equivalent to 0.5 mg/mL of
zolpidem tartrate in Diluent from NLT 10 Tablets, prepared
as follows. Transfer the Tablets to a suitable volumetric flask,
add 70% of the flask volume of Diluent, and stir for 30 min.
Dilute with Diluent to volume. Centrifuge a portion of the
solution and use the clear supernatant.
Chromatographic system
(See Chromatography (621), System Suitability.)
Mode: LC
Detector: UV 254 nm
Column: 3.9-mm x 15-cm; 4-pm packing L1
Flow rate: 1.5 mL/min
Injection volume: 20 pL
System suitability
Samples: System suitability solution and Standard solution
Suitability requirements
Resolution: NLT 2.0 between zolpidem and zolpidem
related compound A, System suitability solution
Relative standard deviation: NMT 5.0%, Standard
solution
Analysis
Samples: Standard solution and Sample solution
Calculate the percentage of each degradation product in
the portion of Tablets taken:

Result = (r,/ro) x (C/Cy) x (1/F) x 100

ry = peak response of each degradation product
from the Sample solution

rs = peak response of zolpidem from the Standard
solution

G = concentration of USP Zolpidem Tartrate RS in the
Standard solution (mg/mL)

G = nominal concentration of zolpidem tartrate in the
Sample solution (mg/mL)

F = relative response factor (see Table 2)

Acceptance criteria: See Table 2.
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