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Glice

Glyceryl Trinitrate 1 mg/ml
Solution for Injection

for Infusion

For intravenous use

'STORE AT TEMPERATURES BELOW 30°C
KEEP OUT OF REACH OF CHILDREN
JAUHI DARIPADA CAPAIAN KANAK-KANAK
'CONTROLLED MEDICINE/UBAT TERKAWAL
MAL23126016ACZ
Manufactured by
PT Ferron Par Pharmaceuticals
Kabupaten Bekastindonesia

Product Registration Holder

55 mm

PT Dexa Medica A Pharmaceuticals Sdn. Bhd.
Palembang-indonesia Selangor, Malaysia

BN :

MD :

E D . 60929-00XX )
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Glice

Glyceryl Trinitrate 1 mg/ml
Solution for Injection

for Infusion

For intravenous use
STORE AT TEMPERATURES BELOW 30°C

KEEP OUT OF REACH OF CHILDREN

JAUHI DARIPADA CAPAIAN KANAK-KANAK
CONTROLLED MEDICINE/UBAT TERKAWAL
MAL23126016ACZ

Manufactured by

PT Ferron Par Pharmaceuticals
Kabupaten Bekasi-Indonesia

For Product Registration Holder
PT Dexa Medica Averroes Pharmaceuticals Sdn. Bhd.
Palembang-Indonesia Selangor, Malaysia

BN
MD

k E D : 60929-00XX /

BN Grey area is a block area for inserting batch number (BN); manufacturing date (MD);
MD : : . . g : : )
ED - expiry date (ED) during manufacturing process, it will not appear in commercial packaging.
Color: Font type : Aller
X Font size (Product name) : 8.5 pt
- Black - P Violet C (Generic name) : 8.5 pt
(Redactional) :3.5pt
P318C lPassc (Strength) :-
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No. Parameters Specification
1. | Material Fasson LW60/52090/BG40 White Imp (Lihat
CoA / See CoA)
2. | Dimensi panjang / Length dimension (mm) | 54 — 56 mm
3. | Dimensi lebar / Width dimension (mm) 39 —41 mm
4. | Jumlah per roll / Quantity per-roll (pc) 7,125 — 7,875 pc (optional)
5. | Tebal total / Total thickness (mcm) 103.5 — 126.5 mcem (Lihat CoA / See CoA)
|
6. | Arah gulungan / Roll direction -::[§‘ < -::I:J
7. | Diameter core / Core diameter (mm) 72.39 — 80.01 mm (optional)
8. | Jarak antar label / Gap between the label 1.5-3.0 mm
(mm)
9. | Warna / Colour Lihat proof print / See proof print
10. | Redaksional / Redactional Lihat proof print / See proof print
Jari-jari ( R ) / Radius: 2.5 mm (optional)
Sambungan disatukan dengan selotip bening
11. | Karakter spesifik / Specific character (harus kuat) dan - ditandai dengan sclotip

berwarna gelap / Joining extension with
transparent  celotape  and  marked by
darkcelotape. (optional)
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HISTORY

Revision | Revision Details Reason
No. Date
00 - Dokumen baru ProdCom001147/1
- Perubahan nama brand menjadi Glice Glyceryl
. Trinitrate 1mg/ml for Injection or Infusion
01 22 Juli Revisi “Route of Administration: F CMCOthRec089480/1
2022 |7 VR O OFACHINISTIATON: TOT CMCOthRec089481/1
mtravenous use
- Penambahan MD di area coding
- Perubahan letak Route of Administration “For
intravenous use” menjadi di main panel
- Perubahan material label menjadi Fasson .
. Update desain
07 Okt LW60/52090/BG40 White Imp
02 . CC003657
2022 |- Perubahan tebal total dari 126 — 154 mcm CC004094
menjadi 103.5 — 126.5 mcm
- Perubahan jumlah per roll label dari 4,750 —
5,250 pcs menjadi 7,125 — 7,875 pcs
- Perubahan bentuk sediaan menjadi “Solution for
04 Juli Injection for Infusion”
03 2023 |- Perubahan komposisi CMCOthRecl05614/1
- Perubahan alamat manufactur
- Perubahan desain DIB branded (Penambahan CMCOthRec122548/1
04 04 Jun warna TC) CMCOthRec122695/1
2024 - Penambahan nomor registrasi CMCOthRec122954/1
“MAL23126016ACZ” CMCOthRec122956/1

Approved :RA Officer 03, Regulatory Affairs Officer,

DIS-FORM-RND-187 (Rev.00) eff.date 08 Jan. 2016

Effective date: 12.06.2024
SpecPacGen006535/5

CONFIDENTIAL




