SENARAI PRODUK UBAT BARU YANG DIDAFTARKAN OLEH PBKD PADA TAHUN 2025

PBKD 404 (16 JANUARI 2025)

Bil. |No. Pendaftaran Nama Produk Bahan Aktif Pemegang Pendaftaran Produk (PRH)
1 MAL25016001ACZ Winlevi (Clascoterone) Cream 1% Clascoterone 1%w/w HYPHENS PHARMA SDN. BHD.

2 MAL25016002ACRZ Fycompa 0.5 mg/mL oral suspension [Perampanel 0.5 mg/ml EISAI (MALAYSIA) SDN. BHD.

3 MAL25016003ASZ Spiriva Respimat 2.5 microgram, Tiotropium 2.5 microgram BOEHRINGER INGELHEIM (MALAYSIA)

Solution for Inhalation

SDN. BHD.

PBKD 405 (4 FEBRUARI 2025)

Bil. |No. Pendaftaran Nama Produk Bahan Aktif Pemegang Pendaftaran Produk (PRH)

1 MAL25026002AZ SKIIP Nicotine Mini Lozenge 2mg Nicotine Polacrilex 10mg (Nicotine Wellesta Healthcare Sdn. Bhd.
(Cherry Flavour) Polacrilex 20% [providing 2mg Nicotine])

2 MAL25026003AZ SKIIP Nicotine Mini Lozenge 2mg Nicotine Polacrilex 10mg (Nicotine Wellesta Healthcare Sdn. Bhd.
(Cinnamon Flavour) Polacrilex 20% [providing 2mg Nicotine])

3 MAL25026001AZ SKIIP Nicotine Mini Lozenge 2mg (Mint |Nicotine Polacrilex 10mg (Nicotine Wellesta Healthcare Sdn. Bhd.
Flavour) Polacrilex 20% [providing 2mg Nicotine])

4 MAL25026005AZ SKIIP Nicotine Mini Lozenge 4mg Nicotine Polacrilex 20mg (Nicotine Wellesta Healthcare Sdn. Bhd.
(Cherry Flavour) Polacrilex 20% [providing 4mg Nicotine])

5 MAL25026006AZ SKIIP Nicotine Mini Lozenge 4mg Nicotine Polacrilex 20mg (Nicotine Wellesta Healthcare Sdn. Bhd.
(Cinnamon Flavour) Polacrilex 20% [providing 4mg Nicotine])

6 MAL25026004AZ SKIIP Nicotine Mini Lozenge 4mg (Mint |Nicotine Polacrilex 20mg (Nicotine Wellesta Healthcare Sdn. Bhd.

Flavour)

Polacrilex 20% [providing 4mg Nicotine])

PBKD 406 (4 MAC 2025)

Bil. |No. Pendaftaran Nama Produk Bahan Aktif Pemegang Pendaftaran Produk (PRH)

1 MAL25036002AZ Dapamac 10 (Dapagliflozin Film coated | Dapagliflozin mannitol 5mg Macleods Pharmaceuticals Sdn. Bhd.
Tablets 10mg)

2 MAL25036001AZ Dapamac 5 (Dapagliflozin Film coated |Dapagliflozin mannitol 10mg Macleods Pharmaceuticals Sdn. Bhd.
Tablets 5mg)

3 MAL25036004ACZ Hidroferol 0.266mg Soft Capsules Calcifediol monohydrate 0.266mg EURODRUG LABORATORIES (M) SDN.
(Calcifediol monohydrate) BHD.

4 MAL25036003ACRZ Zejula Film-Coated Tablet 100mg Niraparib tosylate monohydrate 159.3 mg |GLAXOSMITHKLINE

equivalent to 100 mg of niraparib freebase |PHARMACEUTICAL SDN. BHD.

5 MAL25036005A Foster Nexthaler 200 micrograms/6 Beclomethasone Dipropionate 200mcg Orient Europharma (M) Sdn Bhd
micrograms per inhalation powder. and Formoterol Fumarate Dihydrate 6mcg

6 MAL25036006ACZ Lypstaplus (EZETIMIBE Ezetimibe 10mg/ ABBOTT LABORATORIES (M) SDN.
10MG/ROSUVASTATIN 10MG) FILM  |Rosuvastatin 10mg BHD.
COATED TABLET

7 MAL25036007ACZ Lypstaplus® (EZETIMIBE Ezetimibe 10mg/ ABBOTT LABORATORIES (M) SDN.
10MG/ROSUVASTATIN 20MG) FILM  |Rosuvastatin 20mg BHD.
COATED TABLET

8 MAL25036128ACZ DAPTON GEL (Dapsone Gel, 7.5%) Dapsone 7.5% LABORATORIES TORRENT

(MALAYSIA) SDN. BHD.
9 MAL25036008ARSZ Evrysdi Powder for oral solution 0.75 Risdiplam 0.75 mg/mL ROCHE (MALAYSIA) SDN. BHD.

mg/mL

PBKD 407 (25 MAC 2025)

Bil. |No. Pendaftaran Nama Produk Bahan Aktif Pemegang Pendaftaran Produk (PRH)
1 MAL25036129ARZ Fabhalta 200mg Hard Capsules Iptacopan hydrochloride monohydrate NOVARTIS CORPORATION
225.8 mg equivalent to 200mg of (MALAYSIA) SDN. BHD.
iptacopan
2 MAL25036132ACRZ Xtandi 40 mg Film-Coated Tablets Enzatulamide 40 mg Astellas Pharma Malaysia Sdn Bhd
3 MAL25036133ACRZ Xtandi 80 mg Film-Coated Tablets Enzatulamide 80 mg Astellas Pharma Malaysia Sdn Bhd
4 MAL25036134AZ NEO-PENOTRAN FORTE Metronidazole 750 mg and Miconazole EURODRUG LABORATORIES (M) SDN.
(METRONIDAZOLE/ MICONAZOLE nitrate 200 mg BHD.
NITRATE) 750MG/200MG VAGINAL
PESSARY
5 MAL25036131ACRZ Sidapvia (Dapagliflozin 10mg/Sitagliptin|Dapagliflozin Propanediol Monohydrate ASTRAZENECA SDN. BHD.
100mg) Film-Coated Tablet 10mg/Sitagliptin Phosphate Monohydrate
100mg
6 MAL25036135AZ Betaserc OD (Betahistine Betahistine dihydrochloride 48mg ABBOTT LABORATORIES (M) SDN.

dihydrochloride 48mg) Modified
Release Coated Tablets

BHD.
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PBKD 408 (29 APRIL 2025)

Bil. |No. Pendaftaran Nama Produk Bahan Aktif Pemegang Pendaftaran Produk (PRH)
1 MAL25046006ACRZ Alveofact 45 mg/ml, 54 mg SF-RI 1 (Phospholipid Fraction from IDAMAN PHARMA SDN. BHD.
PHOSPHOLIPID FRACTION FROM Bovine Lung Surfactant)
BOVINE LUNG (SURFACTANT)
POWDER AND SOLVENT FOR
PREPARATION OF SUSPENSION
INTRATRACHEAL
2 MAL25046001ACRZ Aquipta Tablet 10mg Atogepant 10mg ABBVIE SDN BHD
3 MAL25046002ACRZ Aquipta Tablet 60mg Atogepant 60mg ABBVIE SDN BHD
4 MAL25046014AZ Excarb Tablets 200mg Eslicarbazepine Acetate 200 mg LABORATORIES TORRENT
(MALAYSIA) SDN. BHD.
5 MAL25046015AZ Excarb Tablets 400mg Eslicarbazepine Acetate 400 mg LABORATORIES TORRENT
(MALAYSIA) SDN. BHD.
6 MAL25046017AZ Excarb Tablets 600mg Eslicarbazepine Acetate 600 mg LABORATORIES TORRENT
(MALAYSIA) SDN. BHD.
7 MAL25046016AZ Excarb Tablets 800mg Eslicarbazepine Acetate 800 mg LABORATORIES TORRENT
(MALAYSIA) SDN. BHD.
8 MAL25046003AZ Goofice 5mg Film Coated Tablet Elobixibat hydrate 5.13 mg (equivalentto |EISAI (MALAYSIA) SDN. BHD.
5 mg of elobixibat freebase)
9 MAL25046011ACRZ LYRICA CR 165MG TABLET Pregabalin 165mg VIATRIS SDN. BHD.
10 |MAL25046010ACRZ LYRICA CR 82.5MG TABLET Pregabalin 82.5mg VIATRIS SDN. BHD.
11 MAL25046004ACZ Rhopressa (netarsudil ophthalmic Netarsudil mesylate 0.2849mg/mL SANTEN PHARMA MALAYSIA SDN.
solution) 0.02% (corresponds to 0.2mg free base) BHD.
12 |MAL25046005ACZ Rocklatan (netarsudil and latanoprost  |Netarsudil mesylate 0.2849mg/mL SANTEN PHARMA MALAYSIA SDN.
ophthalmic solution) 0.02%/0.005% (corresponds to 0.2mg free base) / BHD.
Latanoprost 0.0515 mg/mL
13 MAL25046008AZ SUVEZEN (Rosuvastatin 10mg/ Rosuvastatin Calcium 10mg / Ezetimibe = |SANOFI-AVENTIS (MALAYSIA) SDN.
Ezetimibel0mg) FILM COATED 10mg BHD.
TABLET
14 |MAL25046009AZ SUVEZEN (Rosuvastatin 20mg/ Rosuvastatin Calcium 20mg / Ezetimibe |SANOFI-AVENTIS (MALAYSIA) SDN.
Ezetimibel0mg) FILM COATED 10mg BHD.
TABLET
15 |MAL25046012AZ Brintellix 20 mg/ml oral drops, solution |vortioxetine DL-lactate 20mg/ml Lundbeck Malaysia Sdn. Bhd.
16 MAL25046013AZ Finjuve for Men Cutaneous Spray Finasteride A. MENARINI SINGAPORE PTE. LTD.
Solution 2.275 mg/mL
17 MAL25046007ACRZ Alveofact 45 mg/ml, 108 mg SF-RI 1 (Phospholipid Fraction from IDAMAN PHARMA SDN. BHD.

PHOSPHOLIPID FRACTION FROM
BOVINE LUNG (SURFACTANT)
POWDER AND SOLVENT FOR
PREPARATION OF SUSPENSION
INTRATRACHEAL

Bovine Lung Surfactant)

PBKD 409 (22 MEI 2025)

Bil. |No. Pendaftaran Nama Produk Bahan Aktif Pemegang Pendaftaran Produk (PRH)
1 MAL25056003AZ BOSNIB 100 (Bosutinib Tablets 100 Bosutinib dihydrate 100mg MEGA LIFESCIENCES SDN. BHD.
mg)
2 MAL25056004AZ BOSNIB 500 (Bosutinib Tablets 500 Bosutinib dihydrate 500mg MEGA LIFESCIENCES SDN. BHD.
mg)
3 MAL25056001ARZ TRUQAP 160MG FILM-COATED Capivasertib 160 mg ASTRAZENECA SDN. BHD.
TABLETS
4 MAL25056002ARZ TRUQAP 200MG FILM-COATED Capivasertib 200 mg ASTRAZENECA SDN. BHD.
TABLETS
5 MAL25056007ARZ Zalain® Cream (Sertaconazole nitrate |Sertaconazole Nitrate 2% EURODRUG LABORATORIES (M) SDN.
2%) BHD.
6 MAL25056006ACZ RHZ Kid DT (Rifampicin 75 mg, Rifampicin 75 mg, Isoniazid 50 mg and Macleods Pharmaceuticals Sdn. Bhd.
Isoniazid 50 mg and Pyrazinamide 150 |Pyrazinamide 150 mg
mg Dispersible Tablets)
7 MAL25056005AZ PHENEPRILIN Phenylephrine Phenylephrine hydrochloride 10mg/ml UNIMED SDN. BHD.

Hydrochloride Injection USP 10mg/ml -
1mL Vial

PBKD 410 (3 JULAI 2025)

Bil. |No. Pendaftaran Nama Produk Bahan Aktif Pemegang Pendaftaran Produk (PRH)

1 MAL25076004AZ Mounjaro 2.5 mg KwikPen solution for |Tirzepatide 2.5mg ZUELLIG PHARMA SDN. BHD.
injection in pre-filled pen

2 MAL25076005AZ Mounjaro 7.5 mg KwikPen solution for |Tirzepatide 7.5mg ZUELLIG PHARMA SDN. BHD.
injection in pre-filled pen

3 MAL25076006AZ Mounjaro 5 mg KwikPen solution for Tirzepatide 5mg ZUELLIG PHARMA SDN. BHD.
injection in pre-filled pen

4 MAL25076007AZ Mounjaro 10 mg KwikPen solution for |Tirzepatide 10 mg ZUELLIG PHARMA SDN. BHD.

injection in pre-filled pen
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5 MAL25076008AZ Mounjaro 12.5 mg KwikPen solution for [Tirzepatide 12.5 mg ZUELLIG PHARMA SDN. BHD.
injection in pre-filled pen

6 MAL25076009AZ Mounjaro 15 mg KwikPen solution for |Tirzepatide 15 mg ZUELLIG PHARMA SDN. BHD.
injection in pre-filled pen

7 MAL25076010AZ TRIMBOW (BECLOMETASONE Beclometasone Dipropionate 200mcg/ Orient Europharma (M) Sdn Bhd
DIPROPIONATE/FORMOTEROL Formoterol Fumarate Dihydrate 6mcg/
FUMARATE/GLYCOPYRRONIUM Glycopyrronium Bromidel12.5mcg
BROMIDE 200/6/12.5 MICROGRAMS
PRESSURISED INHALATION
SOLUTION)

8 MAL25076011AZ GLAALPHA combination ophthalmic 4.0 mg/mL Ripasudil and 1.0 mg/mL DKSH MALAYSIA SDN. BHD.

solution (4.0 mg/mL ripasudil and 1.0
mg/mL brimonidine tartrate)

Brimonidine Tartrate

PBKD 411 (7 OGOS 2025)

Bil. |No. Pendaftaran Nama Produk Bahan Aktif Pemegang Pendaftaran Produk (PRH)
1 MAL25086002AZ COCHEL 250mg Capsules Trientine Hydrochloride 250mg Mansa Healthcare Sdn Bhd
2 MAL25086001AZ Pretomid 200 (Pretomanid Tablets 200 |Pretomanid 200 mg Macleods Pharmaceuticals Sdn. Bhd.
mg)
3 MAL25086003ACZ YUPELRI Inhalation Solution Revefenacin 175mcg/3mL VIATRIS SDN. BHD.
175mcg/3ml

PBKD 412 (8 SEPTEMBER 2025)

Bil. |No. Pendaftaran Nama Produk Bahan Aktif Pemegang Pendaftaran Produk (PRH)

1 MAL25096001ARZ URECE Tablets 0.5mg Dotinurad 0.5mg EISAI (MALAYSIA) SDN. BHD.

2 MAL25096002ARZ URECE Tablets 1mg Dotinurad 1mg EISAI (MALAYSIA) SDN. BHD.

3 MAL25096003ARZ URECE Tablets 2mg Dotinurad 2mg EISAI (MALAYSIA) SDN. BHD.

4 MAL25096005ACSZ  |Glyxambi Film-Coated Tablets Empagliflozin 10mg/ BOEHRINGER INGELHEIM (MALAYSIA)
10mg/5mg (Empagliflozin 10mg / Linagliptin 5mg SDN. BHD.
Linagliptin 5mg)

5 MAL25096006ACSZ  |Glyxambi Film-Coated Tablets Empagliflozin 25mg/ Linagliptin 5mg BOEHRINGER INGELHEIM (MALAYSIA)
25mg/smg (Empagliflozin 25mg/ SDN. BHD.
Linagliptin 5mg)

6 MAL25096004ACZ Instillagel®, gel, 2g /0.25¢g (Lidocaine |Lidocaine HCL Monohydrate 2.0g and MEDISPEC (M) SDN. BHD.

HCL Monohydrate/Chlorhexidine
Digluconate Solution)

Chlorhexidine Digluconate Solution 0.25¢g

PBKD 413 (2 OKTOBER 2025)

Bil. |No. Pendaftaran Nama Produk Bahan Aktif Pemegang Pendaftaran Produk (PRH)
1 MAL25106003AZ RAGITAR TABLETS (Rasagiline Rasagiline 1 mg Ascend Laboratories Sdn Bhd
tablets 1 mq)
2 MAL25106001AZ Zemiglo 50mg Film-Coated Tablet Gemigliptin Tartrate Sesquihydrate Pharmaniaga Marketing Sdn Bhd
68.90mg (equivalent to Gemigliptin 50mg)
3 MAL25106004AZ TENOLAM E-S (Efavirenz 400mg/ Efavirenz 400mg/ Lamivudine CAMBER LABORATORIES SDN. BHD.
Lamivudine 300mg/Tenofovir Disoproxil [300mg/Tenofovir Disoproxil Fumarate
Fumarate 300mg) Film-Coated Tablets |300mg
4 MAL25106002AZ Zemidapa 50/10 (Gemigliptin 50 mg/ Gemigliptin Tartrate Sesquihydrate 68.9 |Pharmaniaga Marketing Sdn Bhd

Dapagliflozin 10mg) Film-coated Tablet

mg (equivalent to gemigliptin 50mg) /
Dapagliflozin 10mg

PBKD 414 (3 NOVEMBER 2025)

Bil. |No. Pendaftaran Nama Produk Bahan Aktif Pemegang Pendaftaran Produk (PRH)

1 MAL25116002AZ Synephrine Injection (Phenylephrine Phenylephrine hydrochloride 10mg/miO ZULAT PHARMACY SDN. BHD.
Hydrochloride Injection USP 10mg/ml)

2 MAL25116001AZ Terisun 250mcg/ml Solution for Teriparatide (0.02mg per 20mcg) RANBAXY (MALAYSIA) SDN. BHD.

Injection, 2.4ml Pre-Filled Pen
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PBKD 415 (4 DISEMBER 2025)

Bil. |No. Pendaftaran Nama Produk Bahan Aktif Pemegang Pendaftaran Produk (PRH)
1 MAL25126010AEZ Novugen Pitolisant Tablets 17.8mg Pitolisant 17.8 mg equivalent to 20 mg of |NOVUGEN PHARMA SDN. BHD.
Pitolisant Hydrochloride
2 MAL25126011AEZ Novugen Pitolisant Tablets 4.45mg Pitolisant 4.45 mg equivalent to 5 mg of NOVUGEN PHARMA SDN. BHD.
Pitolisant Hydrochloride
3 MAL25126004AZ ZAHRON ASA (Rosuvastatin Rosuvastatin 10mg/Acetylsalicylic acid DKSH MALAYSIA SDN. BHD.
10mg/Acetylsalicylic acid 100mg) Hard |100mg
Capsule
4 MAL25126005AZ ZAHRON ASA (Rosuvastatin Rosuvastatin 20mg/Acetylsalicylic acid DKSH MALAYSIA SDN. BHD.
20mg/Acetylsalicylic acid 100mg) Hard |100mg
Capsule
5 MAL25126003AZ ZAHRON ASA (Rosuvastatin Rosuvastatin 5mg/Acetylsalicylic acid DKSH MALAYSIA SDN. BHD.
5mg/Acetylsalicylic acid 100mg) Hard [100mg
Capsule
6 MAL25126007AZ Zemimet SR 50/1000 mg (Gemigliptin  |Gemigliptin Tartrate Sesquihydrate Pharmaniaga Marketing Sdn Bhd
tartrate sesquihydrate 50 mg/ 68.90mg (equivalent to gemigliptin 50mg)
Metformin hydrochloride 1000 mg) Film-|/ Metformin Hydrochloride 1000mg
Coated Tablets
7 MAL25126006AZ Zemimet SR 50/500 mg (Gemigliptin Gemigliptin Tartrate Sesquihydrate Pharmaniaga Marketing Sdn Bhd
tartrate sesquihydrate 50 mg/ 68.90mg (equivalent to gemigliptin 50mg)
Metformin hydrochloride 500 mg) Film- |/ Metformin Hydrochloride 500mg
Coated Tablets
8 MAL25126002ACZ Abilify Maintena 400 mg powder and Aripiprazole monohydrate equivalent to Lundbeck Malaysia Sdn. Bhd.
solvent for prolonged-release aripiprazole 400mg
suspension for injection in pre-filled
syringe
9 MAL25126009ACZ LUMAKRAS FILM-COATED TABLET |Sotorasib 240 mg Amgen Biopharmaceuticals Malaysia Sdn
240MG Bhd
10 MAL25126008AZ Oramorph Syrup 2mg/ml Morphine sulfate pentahydrate 2 mg Medicell Pharmaceutical(malaysia)
(equivalent to morphine hemisulfate 2.5- |Sdn.bhd
hydrate 2 mg)
11 MAL25126001AZ ZOBERIUM 600 (Linezolid 600mg Film-|Linezolid 600mg NVS REGULATORY SERVICES SDN

coated Tablets)

BHD
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