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APPLICATION FORM
Section: Establishment Details

• Prtsc online form



Tool-tips for Establishment Licence Online Application

ESTABLISHMENT DETAILS SUPPORTING DOCUMENT

Type of Establishment Please tick the appropriate box/boxes.

• Authorisation letter template
1. Authorised Representative
2. Distributor
3. Importer

Business Reg. No As appeared in the Registrar of Companies Malaysia Certificate (ROC).

Establishment Name Name of the establishment as appeared in the ROC. • Copy of ROC

Address Please fill full address AT LEAST 2 ROW of the establishment.

Postcode Example: 62300

State Please select the state.

Telephone Example: 603xxxxxxx

Fax Example: 603xxxxxxx

Company Website Company website in Malaysia.



Template for 
Letter of 

Authorisation for AR



APPLICATION FORM
Section: Person Responsible



PERSON RESPONSIBLE FOR ESTABLISHMENT SUPPORTING DOCUMENT

Nationality Please tick one box only.

NRIC/ Passport & Permit As appeared in the card/passport/permit. • Copy of NRIC/ Passport/ Work Permit

Full Name As appeared in an identification document.

Place of Birth Name of the province, territory or country.

Date of Birth Year-Month-Date

Designation Nomination or appointment in the establishment.
• Form 49
• Letter of Appointment

Correspondence Address
Address for communication by the exchange of letters for person 

responsible.

Postcode Example: 62300

State Please select the state.

Telephone Example: 603xxxxxxx

Fax Example: 603xxxxxxx

Email Email address of the person responsible (Not establishment email)

Tool-tips for Establishment Licence Online Application



APPLICATION FORM
Section: Contact Person Details



CONTACT PERSON DETAILS SUPPORTING DOCUMENTS

Nationality Please tick one box only.

NRIC/ Working Permit As appeared in the card/passport/permit. • Copy of NRIC/ Passport/ Work Permit

Full Name Name of the person that could be contacted

Place of Birth Name of the province, territory or country.

Date of Birth Year-Month-Date

Designation Nomination or appointment in the establishment. • Letter of Authorisation to authorise the Contact
Person from Person Responsible

Correspondence Address Address for communication by the exchange of letters for contact person.

Postcode Example: 62300

State Please select the state.

Telephone Example: 603xxxxxxx

Fax Example: 603xxxxxxx

Email Email address of the contact person (Not establishment email)

Tool-tips for Establishment Licence Online Application



APPLICATION FORM
Section: QMS



QUALITY MANAGEMENT SYSTEM (IF YES) SUPPROTING DOCUMENTS

ISO 13485

Please tick the relevant QMS.

• Certificate of ISO: 13485

GDPMD

• Certificate of Good 
Distribution Practice For 
Medical Devices (GDPMD)

Name of CAB Registered with Authority (MDA)
• Report of GDPMD/ISO

13485 audit prepared by 
Conformity Assessment
Body (CAB) CAB Reg. No

As appeared in the certificate issued by

MDA.



APPLICATION FORM
Section: Medical Device Details, Attestation, Submission



MEDICAL DEVICE DETAILS

Name of Medical Device Name of product
• Provide only one medical device

Name of Manufacturer An establishment who has full responsible to the product as mentioned above

Name of Authorised Representative (if 
applicable)

Appointed by a manufacturer having a principal place of business outside
Malaysia.

ATTESTATION FOR ESTABLISHMENT LICENSING APPLICATION

Please complete the Attestation Form with an official stamp and signature, and then upload as the supporting document

here.

• Attestation for Establishment
Licensing Form

APPLICATION SUBMISSION

Preview Application An advance showing before submit the application
• PREVIEW APPLICATION FORM

Submit Form
Application will send to the MDA. No changes can be made once the application
form is submitted

Tool-tips for Establishment Licence Online Application



TEMPLATE FOR ATTESTATION BY APPLICANT FOR 
ESTABLISHMENT LICENSING



Preview Application
(Example)



Any enquiries regarding the establishment licensing and updating 
information of application please contact the following address:-

Establishment Unit
Medical Device Authority
Ministry of Health Malaysia 
Level 5, Menara Prisma
Persiaran Perdana, Precinct 3
62590 Putrajaya, Malaysia 
Telephone : 03 – 8892 2400
Fax no. : 03 – 8892 2500

Information is also available from the website at http://www.mdb.gov.my 




