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4. Sehubungan dengan itu, PBKD dalam mesyuaratnya kali ke-419 pada               

2 April 2026 telah bersetuju dengan perkara-perkara berikut: 

 

 4.1 Syarat sedia ada dikekalkan iaitu PRH/pengilang adalah syarikat yang 

berdaftar dengan SSM seperti berikut: 

 “must be a locally incorporated company, corporate or legal entity, with 

permanent address and registered with the Companies Commission of 

Malaysia (SSM) (with business scope related to health/ pharmaceutical 

product)” 

 

 4.2 Syarikat Milik Kerajaan [Government-Linked Company (GLC) atau 

Government -Owned Company] dan Institusi Pengajian Tinggi Swasta (IPTS) 

adalah dibenarkan untuk bertindak sebagai PRH/pengilang walaupun nama 

menggambarkan agensi kerajaan/institut penyelidikan/pengajian tinggi dengan 

syarat-syarat berikut: 

i. Berdaftar dengan SSM seperti para 4.1. 

ii. Menjalankan tanggungjawab dan liabiliti sebagai PRH/pengilang.  

iii. Mematuhi semua keperluan regulatori yang ditetapkan bagi 

memastikan kualiti, keselamatan dan keberkesanan produk. 

iv. Tidak dikecualikan daripada dikenakan tindakan regulatori sekiranya 

berlaku ketidakpatuhan. 

 

4.3 Agensi kerajaan dan Institusi Pengajian Tinggi Awam (IPTA) tidak 

dibenarkan bertindak sebagai PRH/pengilang kerana tidak dapat mematuhi 

keperluan berdaftar dengan SSM.  

i. Agensi kerajaan dan IPTA disarankan untuk menubuhkan anak 

syarikat di bawah private wing masing-masing untuk bertindak 

sebagai PRH dan/atau pengilang.  

ii. Walau bagaimanapun, agensi kerajaan dan IPTA hanya boleh 

bertindak sebagai PRH dan/atau pengilang sekiranya disokong 

dengan justifikasi yang kukuh serta keperluan mendesak pesakit, 

termasuk melibatkan kepentingan negara dan situasi kecemasan 

atau bencana. 
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LAMPIRAN 1 

Bahagian 5: Application Procedures, 

perenggan 5.1 Who Shall Apply for 

Product Registration, DRGD sedia ada 

Pengemaskinian Bahagian 5: Application 

Procedures, perenggan 5.1 Who Shall 

Apply for Product Registration, DRGD 

yang telah dipersetujui 

 

a. The applicant for product registration, 

known as the Product Registration 

Holder (PRH), must be a locally 

incorporated company, corporate or 

legal entity, with permanent address 

and registered with the Companies 

Commission of Malaysia (SSM) (with 

business scope related to health/ 

pharmaceutical product).  

b. The name of the PRH, including 

product manufacturer, shall not reflect 

the following:  

(i) Name of a government agency 

(ii) Name of an institute of higher 

education/ research  

(iii) Any name that reflects the quality of 

pharmaceutical products  

      e.g. “Amalan Perkilangan Baik 

(APB)”, Good Manufacturing 

Practice (GMP) 

(iv) Name of a disease 

(v) Name of an organ e.g. Heart, Brain, 

Kidney etc. 

 

 

a. The applicant for product registration, 

known as the Product Registration Holder 

(PRH), must be a locally incorporated 

company, corporate or legal entity, with 

permanent address and registered with 

the Companies Commission of Malaysia 

(SSM) (with business scope related to 

health/ pharmaceutical product).  

b. The name of the PRH, including 

product manufacturer, shall not reflect 

the following:  

(i)    Any name that reflects the quality 

of pharmaceutical products  

       e.g. “Amalan Perkilangan Baik 

(APB)”, Good Manufacturing 

Practice (GMP) 

(ii) Name of a disease 

(iii) Name of an organ e.g. Heart, Brain, 

Kidney etc. 

  c. If the applicant is not the product owner, 

the product owner shall authorize the 

PRH in writing to be the holder of the 

product registration who is responsible 

for all matters pertaining to the quality, 

safety and efficacy of the product. This 

includes the responsibility to update any 

information relevant to the product / 

application. 

 d. Refer to Appendix 8: Supplementary 

Documentation (Particulars of Product 

Owner and Manufacturer). 

e. Any government agencies and 

research or higher education 

institutions may establish subsidiary 

companies through their private wings 

to serve as Product Registration 
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Holders (PRH) and/or manufacturers. 

Authorisation for these entities to act 

as a PRH and/or manufacturer without 

a subsidiary company is contingent 

upon strong justification and urgent 

patient needs, including matters of 

national interest or emergency and 

disaster situations.  

f. Any private company (other than 

government agencies or 

research/higher education institutions) 

is prohibited from using company 

names or acronyms that resemble the 

names of government agencies or 

research/higher education institutions 

to avoid confusion among consumers. 

 


