
SENARAI PRODUK UBAT BARU YANG DIDAFTARKAN OLEH PBKD PADA TAHUN 2024

PBKD 392 (4 JANUARI 2024)

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

1 202211219596A MAL24016005ACRZ Meqsel 0.5mg Film-Coated Tablet Trametinib dimethyl sulfoxide equivalent to 

0.5mg of

trametinib

NOVARTIS CORPORATION 

(MALAYSIA) SDN. BHD.

2 202211219597A MAL24016004ACRZ Meqsel 2mg Film-Coated Tablet Trametinib dimethyl sulfoxide equivalent to 

2mg of trametinib

NOVARTIS CORPORATION 

(MALAYSIA) SDN. BHD.

3 202212139830A MAL24016002ACRZ Dabrafenib mesylate 59.25 mg (equivalent to 

Dabrafenib 50mg)

Dabrafenib mesylate 59.25 mg (equivalent 

to Dabrafenib

50mg)

NOVARTIS CORPORATION 

(MALAYSIA) SDN. BHD.

4 202212139831A MAL24016001ACRZ Dabrafenib mesylate 88.88 mg (equivalent to 

Dabrafenib 76mg)

Dabrafenib mesylate 88.88 mg

(equivalent to Dabrafenib 76mg)

NOVARTIS CORPORATION 

(MALAYSIA) SDN. BHD.

PBKD 393 (8 FEBRUARI 2024)

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

1 202206017913A MAL24026020ACZ TAZATRED (Dasatinib Film-Coated Tablets 

70mg)

Dasatinib (S) Propylene Glycol (equivalent 

to 70 mg dasatinib)

Dr. Reddy`s Laboratories Malaysia Sdn. 

Bhd.

2 202206017914A MAL24026019ACZ TAZATRED (Dasatinib Film-Coated Tablets 

50mg)

Dasatinib (S) Propylene Glycol (equivalent 

to 50 mg dasatinib)

Dr. Reddy`s Laboratories Malaysia Sdn. 

Bhd.

3 2023011210172A MAL24026018AZ Mounjaro 2.5 mg solution for injection in pre-

filled pen

Tirzepatide 2.5mg ZUELLIG PHARMA SDN BHD

4 2023011210173A MAL24026017AZ Mounjaro 5 mg solution for injection in pre-filled 

pen

Tirzepatide 5mg ZUELLIG PHARMA SDN BHD

5 2023011210174A MAL24026016AZ Mounjaro 7.5 mg solution for injection in pre-

filled pen

Tirzepatide 7.5mg ZUELLIG PHARMA SDN BHD

6 2023011210175A MAL24026015AZ Mounjaro 10 mg solution for injection in pre-

filled pen

Tirzepatide 10mg ZUELLIG PHARMA SDN BHD

7 2023011210176A MAL24026014AZ Mounjaro 12.5 mg solution for injection in pre-

filled pen

Tirzepatide 12.5mg ZUELLIG PHARMA SDN BHD

8 2023011210177A MAL24026013AZ Mounjaro 15 mg solution for injection in pre-

filled pen

Tirzepatide 15mg ZUELLIG PHARMA SDN BHD

9 202211049367A MAL24026012ACSZ Jardiance 10mg film coated tablets Empagliflozin 10mg BOEHRINGER INGELHEIM (MALAYSIA) 

SDN. BHD.

10 202211159524A MAL24026011ACSZ Jardiance 25mg film coated tablets Empagliflozin 25mg BOEHRINGER INGELHEIM (MALAYSIA) 

SDN. BHD.



PBKD 394 (7 MAC 2024)

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

1 202211109430A MAL24036010AZ Staquis Topical Ointment 2% Crisaborole 2% w/w PFIZER (MALAYSIA) SDN. BHD.

2 2023022210499A MAL24036007ARZ Jinarc Tablets 15 mg Tolvaptan 15mg OTSUKA PHARMACEUTICALS 

(MALAYSIA) SDN. BHD.

3 2023022210501A MAL24036006ARZ Jinarc Tablets 30 mg Tolvaptan 30mg OTSUKA PHARMACEUTICALS 

(MALAYSIA) SDN. BHD.

4 2023022210503A MAL24036005ARZ Jinarc 45 mg and Jinarc 15 mg Tablets Tolvaptan 45mg + Tolvaptan 15mg OTSUKA PHARMACEUTICALS 

(MALAYSIA) SDN. BHD.

5 2023022210505A MAL24036004ARZ Jinarc 60 mg and Jinarc 30 mg Tablets Tolvaptan 60mg + Tolvaptan 30mg OTSUKA PHARMACEUTICALS 

(MALAYSIA) SDN. BHD.

6 2023022210507A MAL24036003ARZ Jinarc 90 mg and Jinarc 30 mg Tablets Tolvaptan 90mg + Tolvaptan 30mg OTSUKA PHARMACEUTICALS 

(MALAYSIA) SDN. BHD.

7 202210209202A MAL24036009ACRZ Esbriet 267mg Film-Coated Tablets Pirfenidone 267mg ROCHE (MALAYSIA) SDN. BHD.

8 202210279256A MAL24036008ACRZ Esbriet 801mg Film-Coated Tablets Pirfenidone 801mg ROCHE (MALAYSIA) SDN. BHD.

9 2023030610616A MAL24036002ACRZ Onureg 200 mg film-coated tablets  Azacitidine 200mg DKSH MALAYSIA SDN. BHD.

10 2023030610617A MAL24036001ACRZ Onureg 300 mg film-coated tablets  Azacitidine 300mg DKSH MALAYSIA SDN. BHD.

PBKD 395 (4 APRIL 2024)

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

1 2023021510430A MAL24046010AZ Firialta Film Coated Tablet 10mg Finerenone micronized 10mg BAYER CO. (MALAYSIA) SDN. BHD.

2 2023021010404A MAL24046011AZ Firialta Film Coated Tablet 20mg Finerenone micronized 20mg BAYER CO. (MALAYSIA) SDN. BHD.

3 2023042211150A MAL24046012AZ Androgel 16.2mg/g, gel (testosterone) Testosterone 16.2mg/g BREGO LIFE SCIENCES SDN. BHD

PBKD 396 (2 MEI 2024)

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



1 2023011310183A MAL24056001AZ Dexdor 100 micrograms/ml concentrate for 

solution for infusion

Dexmedetomidine 100 micrograms 

(corresponds to Dexmedetomidine 

hydrochloride 118 micrograms)

ORION PHARMA (MY) SDN. BHD.

PBKD 397 (10 JUN 2024)

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

1 202211109431A MAL24066001AZ Cibinqo 50mg Film-Coated Tablets Abrocitinib 50mg PFIZER (MALAYSIA) SDN. BHD.

2 202211109432A MAL24066002AZ Cibinqo 100mg Film-Coated Tablets Abrocitinib 100mg PFIZER (MALAYSIA) SDN. BHD.

3 202211109433A MAL24066003AZ Cibinqo 200mg Film-Coated Tablets Abrocitinib 200mg PFIZER (MALAYSIA) SDN. BHD.

4 2023042511159A MAL24066004AZ Amtrel (Amlodipine 5mg / Benazepril 

hydrochloride 10mg) Tablet

Amlodipine 5mg / Benazepril hydrochloride 

10mg

DKSH MALAYSIA SDN. BHD.

5 202204087396A MAL24066005ACZ Prometrium 200 mg Vaginal Soft Capsules 

(Natural Micronised Progesterone)

Progesterone 200mg SYARIKAT WELLCHEM SDN. BHD.

PBKD 398 (4 JULAI 2024)

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

1 2023021410421A MAL24076001AZ AKLIEF CREAM 50MCG/G Trifarotene 0.005 %w/w Galderma Malaysia Sdn Bhd

2 2023060111494A MAL24076002ARSZ Dynastat Injection 40mg Parecoxib Injection 40mg PFIZER (MALAYSIA) SDN. BHD.

PBKD 399 (1 OGOS 2024)

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

1 2023031710730A MAL24086003AZ Deltyba Film-Coated Tablets 50 mg Delamanid 50mg OTSUKA PHARMACEUTICALS 

(MALAYSIA) SDN. BHD.

2 2024020514001A MAL24086002ACRZ SOTYKTU 6 mg film coated tablets Deucravacitinib 6mg DKSH MALAYSIA SDN. BHD.

3 2023071411947A MAL24086004ACRZ XPOVIO 20mg Film-Coated Tablet Selinexor DKSH MALAYSIA SDN. BHD.



4 2023073112070A MAL24086005AZ Xarelto Granules for Oral Suspension 1mg/ml Rivaroxaban micronized BAYER CO. (MALAYSIA) SDN. BHD.

PBKD 400 (5 SEPTEMBER 2024)

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

1 2023082812417A MAL24096008AZ EYBELIS-S ophthalmic solution 0.002% (single-

dose container)

Omidenepag isopropyl 0.002% SANTEN PHARMA MALAYSIA SDN. 

BHD.

2 2023060611532A MAL24096019AZ K-CAB Tablet 50mg Tegoprazan 50 mg Pharmaniaga Marketing Sdn Bhd

3 2024040214530A MAL24096004ACRZ Mounjaro 10 mg solution for injection in vial Tirzepatide 10mg ZUELLIG PHARMA SDN. BHD.

4 2024040214533A MAL24096005ACRZ Mounjaro 12.5 mg solution for injection in vial Tirzepatide 12.5mg ZUELLIG PHARMA SDN. BHD.

5 2024040214526A MAL24096006ACRZ Mounjaro 15 mg solution for injection in vial Tirzepatide 15mg ZUELLIG PHARMA SDN. BHD.

6 2024040214529A MAL24096001ACRZ Mounjaro 2.5 mg solution for injection in vial Tirzepatide 2.5mg ZUELLIG PHARMA SDN. BHD.

7 2024040214531A MAL24096002ACRZ Mounjaro 5 mg solution for injection in vial Tirzepatide 5mg ZUELLIG PHARMA SDN. BHD.

8 2024040214532A MAL24096003ACRZ Mounjaro 7.5 mg solution for injection in vial Tirzepatide 7.5mg ZUELLIG PHARMA SDN. BHD.

9 202205107696A MAL24096016AZ TEKCIS 2-50 GBq RADIONUCLIDE 

GENERATOR

Sodium Molybdate (99Mo) QUANTARAD TECHNOLOGIES SDN 

BHD

10 202212059721A MAL24096007AZ ATAZOR-R (Atazanavir 300mg/Ritonavir 

100mg) Film Coated Tablet

Atazanavir sulphate 341.69mg (equivalent 

as atazanavir 300mg) + Ritonavir 100mg

MEDISPEC (M) SDN. BHD.

11 2023091212584A MAL24096022AZ BREZTRI AEROSPHERE 160/7.2/5 

MICROGRAMS/ACTUATION, PRESSURISED 

INHALATION, SUSPENSION

Budesonide 160mcg/ glycopyrronium 

bromide 7.2mcg/ formoterol fumarate 

dihydrate 5mcg

ASTRAZENECA SDN. BHD.

12 2023022310512A MAL24096020AZ Combesic Orally Disintegrating Tablet 

(Tramadol hydrochloride 37.5mg/Paracetamol 

325mg)

Tramadol hydrochloride 37.5mg / 

Paracetamol 325mg

Mansa Healthcare Sdn Bhd

13 202211239628A MAL24096009AZ Duowell (Telmisartan 40MG/Rosuvastatin 

10MG) Film Coated Tablet

Telmisartan 40 mg/Rosuvastatin Calcium 

10.4mg (equivalent to 10mg rosuvastatin) 

Eucogen Pharma Sdn. Bhd.

14 202211239630A MAL24096011AZ Duowell (Telmisartan 40MG/Rosuvastatin 

20MG) Film Coated Tablet

Telmisartan 40 mg/Rosuvastatin Calcium 

20.8mg (equivalent to 20mg rosuvastatin)

Eucogen Pharma Sdn. Bhd.



15 202211239629A MAL24096010AZ Duowell (Telmisartan 80MG/Rosuvastatin 

10MG) Film Coated Tablet

Telmisartan 80 mg/Rosuvastatin Calcium 

10.4mg (equivalent to 10mg rosuvastatin)

Eucogen Pharma Sdn. Bhd.

16 202211239631A MAL24096012AZ Duowell (Telmisartan 80MG/Rosuvastatin 

20MG) Film Coated Tablet

Telmisartan 80 mg/Rosuvastatin Calcium 

20.8mg (equivalent to 20mg rosuvastatin)

Eucogen Pharma Sdn. Bhd.

17 202301039986A MAL24096018AZ MACHKHAN (Candesartan Cilexetil 16mg/ 

Amlodipine Besylate 5mg) Film-Coated Tablets

Candesartan Cilexetil 16mg/ Amlodipine 

Besylate 5mg

EUCOGEN SDN BHD

18 202301039985A MAL24096017AZ MACHKHAN (Candesartan Cilexetil 8mg/ 

Amlodipine Besylate 5mg) Film-Coated Tablets

Candesartan Cilexetil 8mg/ Amlodipine 

Besylate 5mg

EUCOGEN SDN BHD

19 2023050311198A MAL24096013AZ CINACRED 30 (Cinacalcet Tablets 30mg) Cinacalcet 30mg (corresponds to 

Cinacalcet hydrochloride 33.06 mg)

Dr. Reddy`s Laboratories Malaysia Sdn. 

Bhd.

20 2023050311199A MAL24096014AZ CINACRED 60 (Cinacalcet Tablets 60mg) Cinacalcet 60mg (corresponds to 

Cinacalcet hydrochloride 66.12 mg)

Dr. Reddy`s Laboratories Malaysia Sdn. 

Bhd.

21 2023050311200A MAL24096015AZ CINACRED 90 (Cinacalcet Tablets 90mg) Cinacalcet 90mg (corresponds to 

Cinacalcet hydrochloride 99.18 mg)

Dr. Reddy`s Laboratories Malaysia Sdn. 

Bhd.

22 2023082912422A MAL24096021ACZ Myopine Eye Drops 0.01% w/v Atropine Sulfate 0.1mg/ml IDB VisionCare Sdn Bhd

PBKD 401 (3 OKTOBER 2024)

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

1 2024050914852A MAL24106010ARZ Litfulo 50 mg Hard Capsules Ritlecitinib 50 mg PFIZER (MALAYSIA) SDN. BHD.

2 2023083012438A MAL24106011ACZ INQOVI (Decitabine 35 mg/Cedazuridine 100 

mg) Film-Coated Tablets

Decitabine 35 mg and Cedazuridine 

100mg

OTSUKA PHARMACEUTICALS 

(MALAYSIA) SDN. BHD.

3 2023110213146A MAL24106012AZ CALQUENCE 100MG FILM-COATED TABLET Acalabrutinib maleate 129mg (equivalent 

to 100mg Acalabrutinib)

ASTRAZENECA SDN. BHD.

PBKD 402 (7 NOVEMBER 2024)



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

1 2023051511312A MAL24116001AZ PHENYLALPHA® 50 micrograms/ml, solution 

for injection in pre-filled syringe

50 micrograms/ml phenylephrine 

hydrochloride

FIRST PHARMACEUTICAL SDN. BHD.

PBKD 403 (2 DISEMBER 2024)

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

1 2023091212581A MAL24126008ARZ Beova 50mg Film-Coated Tablets Vibegron 50mg EISAI (MALAYSIA) SDN. BHD.

2 2024030514252A MAL24126003ACRZ KOPOZGO 10mg capsules Mavacamten 10mg DKSH MALAYSIA SDN. BHD.

3 2024030514251A MAL24126004ACRZ KOPOZGO 15mg capsules Mavacamten 15mg DKSH MALAYSIA SDN. BHD.

4 2024010313643A MAL24126001ACRZ KOPOZGO 2.5mg capsules Mavacamten 2.5mg DKSH MALAYSIA SDN. BHD.

5 2024010313644A MAL24126002ACRZ KOPOZGO 5mg capsules Mavacamten 5mg DKSH MALAYSIA SDN. BHD.

6 2023070211807A MAL24126006ACRZ LEDAGA (Chlormethine) 160 mcg/g Topical Gel Chlormethine hydrochloride 200 mcg 

(equivalent to 160 mcg of chlormethine 

freebase)  

JUNIPER BIOLOGICS SDN. BHD.

7 2024072215433A MAL24126007AZ Pluvicto 1000 MBq/mL Solution for 

Injection/Infusion

Lutetium (177Lu) vipivotide tetraxetan 

1000 MBq/mL

NOVARTIS CORPORATION 

(MALAYSIA) SDN. BHD.

8 2023051811349A MAL24126005AZ Tepmetko 225 mg Film-coated tablet 250mg Tepotinib hydrochloride hydrate 

(equivalent to 225 mg tepotinib)

MERCK SDN. BHD.

9 2023121513539A MAL24126009ARZ RINVOQ 45 mg extended-release film coated 

tablets

Upadacitinib Hemihdrate 46.1mg 

(Corresponds to 45 mg of upadacitinib)

ABBVIE SDN BHD


