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KEEP MEDICINES OUT OF REACH OF CHILDREN
JAUHI DARIPADA CAPAIAN KANAK-KANAK
RETAIN IN THE ORIGINAL PACKAGE
RECONSTITUTED BORTEZOMIB IN SODIUM

CHLORIDE 0.9% SOLUTION FOR INJECTION
STABLE FOR 8 HOURS AT TEMPERATURE 25°C

CAUTION: CYTOTOXIC AGENT

MALOGOOOG00K

CONTROLLED MEDICINE
UBAT TERKAWAL

Manufactured by
PT FONKO INTERNATIONAL PHARMACEUTICALS
Kawasan Industri Jababeka I

. Industr Selatan V Blok PP No. 7

Gikarang Selatan

Bekasrindonesia

Product Registration Holder

IMEKS PHARMA SDN. BHD.

Kuala Lumpur, Malaysia

Lyophilized powder
for injection 3.5 mg

For single use only
For intravenous or

subcutaneous
use only

Net content:
1vial x 3.5 mg

KEEP MEDICINES OUT OF REACH OF CHILDREN
JAUHI DARIPADA CAPAIAN KANAK-KANAK
RETAIN IN THE ORIGINAL PACKAGE
RECONSTITUTED BORTEZOMIB IN SODIUM

CHLORIDE 0.9% SOLUTION FOR INJECTION.
STABLE FOR 8 HOURS AT TEMPERATURE 25°C

Manufactured by
PT FONKO INTERNATIONAL PHARMACEUTICALS
Kawasan Industri Jababeka Il

. Industr Selatan V Blok PP No. 7

Gikarang Selatan

Bekasrindonesia

Product Registration Holder

IMEKS PHARMA SDN. BHD.

Kuala Lumpur, Malaysia

subcutaneous
CAUTION: CYTOTOXIC AGENT use only
Subcutaneous Intravenous
injection only injection only
Add 1.4 ml 0.9% Add 3.5 ml 0.9% Net content:
sodium chloride sodium chloride 1 vial X 3.5 mi
To make 2.5 mg/ml | To make 1.0 mg/mi -> Mg
final final

Lyophilized powder
for injection 3.5 mg

For single use only

For intravenous or
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Composition: Composition: | o
Each vial contains ach vial contains —
Bortezomib 3.5 mg Bortezomib 3.5 mg
Other details: Other details:
See endlosed leaflet See endosed leaflet
Route of administration: Route of administration: *
For intravenous or subcutaneous use only ™ FONKOZOMIB For intravenous or subcutaneous use only FONKOZOMIB
STORE AT TEMPERATURES BELOW 30°C p STORE AT TEMPERATURES BELOW 30°C i
PROTECT FROM LIGHT Bortezomib PROTECT FROM LIGHT Bortezomib
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* MATERIAL THICKNESS (0.3 — 0.7)
BOARD GAUGE (G) = 250-400 gr.mq.

PERFORATED AREA TO APPLY GLUE
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CARTON DIMENSIONS

ENERAL TOLLERANCE +0.5

PRODUCT INSERTION

CARTON TRAVEL IN M/C

a’; N Grey area is a block area for inserting batch number (BN); manufacturing date (MD);
ED : expiry date (ED) during manufacturing process, it will not appear in commercial packaging.
Color: Font type : Humnst777 BT
Font size (Product name) : 8.5 pt
. Black P124C (Generic name) : 6.8 pt
(Strength) -
[ PRedoz2Cc ] P2603C (Redactional) : 4 pt
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No. Parameters Specification
1. | Material Dupleks / Duplex (Lihat CoA / See CoA)
2. | Gramatur / Grammature (gsm) 243 - 297 gsm
3 Dimensi panjang / Length dimension 37 - 38 mm
(mm)
4. | Dimensi lebar / Width dimension (mm) | 35 - 36 mm
5. | Dimensi tinggi/ Height dimension (mm) | 72.5 —73.5 mm
6. | Arah serat / Fiber direction Horisontal / Horizontal
7. | Varnish OPV Gloss
8. | Warna/ Colour Lihat proof print / See proof print
9. | Redaksional / Redactional Lihat proof print / See proof print
Detil dimensi dan lay out mengikuti drawing mesin
cartoning / Detail dimension and lay out must be
precision with drawing of cartoning machine
10. | Karakter spesifik / Spesific character

Area unvarnish terletak pada sisi bagian bawah
(Lihat artwork) / Unvarnish area is on bottom flap

(See artwork)
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HISTORY

Revision Revision Details Reason
No. Date
00 - Dokumen Baru / New Document CMCOthRec078494/1
01 26 Sep 2023 | Perubahan redaksional menjadi bahasa inggris CMCOthRec109763/1
- Delete ikon temperature
- Delete angka strength “3,5”
02 10 Jan 2024 - Pembahaﬁ warna k%)tak sekunder untuk CMCOthRecl 15328
menghindari LASA di Site
03 | 29 Mei2024 | Ferubahan“Waming: Cytotoxic drug™ menjadi | -y 4R e 122425
“Warning: Cytotoxic agent”
- Penambahan klim “For intravenous or
subcutaneous only”
- Penambahan klim “For single use only”
- Perbesaran ukuran font “Caution: Cytotoxic
Agent” dan inft i lain disi i
04 | 100k2024 | besar da(ii ket n(i::j;l:f;?;;: Clli{l;;nel R emcomReeta964s
CMCOthRec129649

Perubahan warna font informasi lain diside
panel menjadi hitam selain “Caution:
Cytotoxic Agent”

Penambahan “reconstitution information
diagram”
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