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1.0 INTRODUCTION 

 

MeDC@st v.20 (Medical Device Centralised Online Application System) is developed                   

using web-based method in which it utilizes the internet access via internet server.                         

In order to access Medc@st, user has to key in the URL address onto the internet                               

server as followed: 

 

https://medcast.mda.gov.my   

 

The screen below shows the expected webpage after the address has been keyed in. 

 

 

 

User has to log into the system using registered User ID and its respective password.                             

Click the [Login] button to proceed. 
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1.1 SIGN UP 

Click on the at the bottom of login form to display the following screen. Fill                               

the following empty form and choose drop down list such as Business Registration                         

No, Name, Username, Email,Password, Reconfirm Password and choose the radio                   

button that has been highlighted to create new MDR-BCD account. After complete                       

fill registration form user must verified email. 

 

 

 

 

 

 

 

  4​/62 



 ​Medical Device Authority, Ministry of Health Malaysia                                   User Manual Front End User - Establishment License 

             Medical Device Centralised Online Application System (MeDC@St 2.0) 

1.1.1 VERIFIED EMAIL FOR NEW ACCOUNT 

 

The user must verified email to completed the last step of the registration. Click on                             

the link given to verified email in the system medcast V2.0. 
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The account activation screen will display. The user must click on the link to login                             

into the account. 

 

 

 

The login screen will display. 
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The user login successfully in the system medcast. It shows the dashboard of the                           

account. 
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2.0 NEW REGISTRATION 

 

User click at [ESTABLISHMENT LICENSE] then click at [New Application Form] to go                         

New Establishment Licensing Application page. 
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User tick at MANUFACTURER or AUTHORISED REPRESENTATIVE or DISTRIBUTOR or                   

IMPORTER checkbox and then click to go to the next step. If user tick                             

‘MANUFACTURER’ checkbox, then user cannot tick others application. If user tick                     

‘AUTHORISED REPRESENTATIVE’ checkbox, then user can tick others application                 

except ‘MANUFACTURER’. 

 

.  
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2.1 ​ESTABLISHMENT DETAILS ​FORM 

The diagram below show Establishment Licensing Form - 1.0 ESTABLISHMENT                   

DETAILS. 
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1.  Type of Establishment​* 

List of Type Of Establishment 

 

  

User click to download template for letter of                 

authorisation. 

 

User fills ‘Name of Manufacturer’ textbox. Next, user click to upload file.                         

The file must be pdf format and size not more than 300 MB​. Text that wrote in                                 

‘Name of Manufacturer’ text box will display in ‘Upload Files :-’ section. ​This step just                             

for Authorised Representative application only. 
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This step just for Distributor application only. 

 

 

 

User click  to download template for distributor. 

User fills ‘Name of Authorised Representative’ text box. Next, user click                       

to upload file. ​The file must be pdf format and size not more than 300 MB​. Text                                 

that wrote in ​‘Name of Authorised Representative text box will display in ‘Upload                         

Files :-’ section.​This step just for Distributor application only. 
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❖ This step just for Importer application only. 

 

 

User click  to download template for importer. 

User fills ‘Name of Authorised Representative’ text box. Next, user click                       

to upload file. ​The file must be pdf format and size not more than 300 MB​. Text                                 

that wrote in ​‘Name of Authorised Representative text box will display in ‘Upload                         

Files :-’ section. 
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2. Bumiputera Status​* 

User choose to tick  or  at Bumiputera Status radio button.  

 

If user tick at ‘YES’, user click to upload ​Copy Of Bumiputra certificate                           

from MOF file. ​The file must be pdf format and size not more than 300 MB​. 

 

 

 

If user tick ‘NO’ radio button, user can go to the next step. 
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3. Business Registration No​* 

System automatically fill this text box. User cannot edit that data in text box.                           

System automatic fill the text box with data from registration process. 

 

4. Establishment Name​* 

System automatically fill this text box. User cannot edit that data in text box.                           

System automatically fill the text box with data from registration process. 
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5. Type of Company​* 

That dropdown text box, if user select ‘OTHER (LAIN-LAIN)’ at Type Of                       

Company text box, automatically text box ‘Other (Please Specify)’ will appear. 
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User has to complete this field (6 to 12) and then click to                           

go to next form. 
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2.2 PERSON RESPONSIBLE DETAILS 

 

Nationality​* 

User choose to tick  or . 

If user tick at ‘Non Malaysia’ radio button, user has to fill Working Permit                           

textbox and click to upload ​Copy Of Working Permit file. ​The file                         

must be pdf format and size not more than 300 MB​. 
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If user tick ‘Malaysian’ check box, user has to fill NRIC/Passport No​*​ text box and  

Upload ​Copy Of Person Responsible Identity Card (IC) file. ​The file must be pdf                           

format and size not more than 300 MB​. 
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User has to complete this field. For ‘Date of Birth’, user select date in calendar                             

textbox or user can write the date using ​YYYY-MM-DD ​format. 
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If user select ‘OTHER’ at Designed From Top Management dropdown text box,                       

automatically text box ‘If Other, please specify’ will appear. 
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User has to complete this field. User click to go to the next step or click                                 

 to go to the previous form. 
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2.3 CONTACT PERSON DETAILS 

 

 

SAME AS PERSON RESPONSIBLE FOR ESTABLISHMENT​* 

User choose to click  or . 

 

If user tick at ‘YES’ radio button, user click to go to the next form                               

or click  to go to the previous form. 
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If user tick ‘NO’, then the user will be asked additional questions. User fill                           

information about Nationality​*​ of contact person. 

 

 

 

User choose to tick  or . 

 

If user tick ‘NON MALAYSIAN’ radio button. User has fills Working Permit​* text                         

box and click to upload ​Copy Of Working Permit file. ​The file                         

must be pdf format and size not more than 300 MB​. 
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NRIC/Passport No​* 

User enter NRIC/Passport No to the text box.  
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User has to complete this field. For ‘Date of Birth’ user select date in calendar textbox                               

or user can write the date using ​YYYY-MM-DD ​format. User click to                         

upload ​Designation : Letter of Authorization From Person Responsible file. ​The file                       

must be pdf format and size not more than 300 MB​. 

 

 

 

 

 

   

  26​/62 



 ​Medical Device Authority, Ministry of Health Malaysia                                   User Manual Front End User - Establishment License 

             Medical Device Centralised Online Application System (MeDC@St 2.0) 

User need to complete this field. User click to go to the next step or click                                 

 to go to the previous form. 
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2.4 QUANTITY MANAGEMENT DETAILS 

 

 

 

 

ISO 13485 Certificate​* 

User click to upload ISO 13485 Certificate file. ​The file must be pdf                           

format and size not more than 300 MB​. 

 

ISO 13485 Audit Report​* 

User click to upload ISO 13485 Audit Report file. ​The file must be                           

pdf format and size not more than 300 MB​. 
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This step just for Authorised Representative, Distributor and Importer                 

application only. 

 

 

 

 

GDPMD/ISO 13485 Certificate​* 

User click to upload GDPMD/ISO 13485 Certificate file. ​The file                     

must be pdf format and size not more than 300 MB​. 

 

GDPMD/ISO 13485 Audit Report​* 

User click to upload GDPMD/ISO 13485 Audit Report file. ​The file                       

must be pdf format and size not more than 300 MB​. 
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User has to complete this field. User click to go to the next step or click                                 

 to go to the previous form. 

 

 

 

 

 

 

 

 

  30​/62 



 ​Medical Device Authority, Ministry of Health Malaysia                                   User Manual Front End User - Establishment License 

             Medical Device Centralised Online Application System (MeDC@St 2.0) 

2.5  ATTESTATION FOR ESTABLISHMENT 

 

 

User cannot edit text in ‘Person Responsible Name’ and ‘Person Responsibility                     

Identity Card Number’. That text box automatically fill by the system. User tick all                           

checkbox. 

 

 

 

User click to go to the previous form. Click to preview                         

before submitting application. 
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Submission only can do if all form status is . If not, user need to complete                               

the form. Click  to submit application. 
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3.0 RENEWAL APPLICATION 

User go to Application List​ ​page to renew application. 

 

 

 

The diagram below show ​Application List ​page. Click to renewal                     

application. 
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Next, user will go to 1.0 ESTABLISHMENT DETAILS page. User have to complete all                           

fields with (​*​). User click  to go to the next step. 

 

 

 

Hu 
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The diagram below show 2.0 PERSON RESPONSIBLE DETAILS form. User have to                       

complete all fields with (​*​).  

  

 

User click to go to the next step. User click to go to the                               

previous form. 
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The diagram below shows 3.0 CONTACT PERSON DETAILS form. User have to fill all                           

fields with (​*​). 

 

 

 

User click to go to the next step. User click to go to the                               

previous form. 
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The diagram below shows 4.0 QUALITY MANAGEMENT DETAILS form. User have to                       

complete all fields with (​*​). In this form, the user has to upload ​ISO 13485 Certificatej                               

and ISO 13485 Audit Report (for manufacture application).  

 

 

 

Click to upload. ​The file must be pdf format and size not more than                             

300 MB​. ​User click to go to the next step.User click to go to                               

the previous form. 
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GDPMD/ISO 13485 Certificate and GDPMD/ISO 13485 Audit Report (for ​Authorised                   

Representative,  Distributor and Importer application​).  

 

 

 

Click to upload. ​The file must be pdf format and size not more than                             

300 MB​. User click to go to the next step. User click to go to                                 

the previous form. 
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User complete this field and click to go to the next step or click                             

 to go to the previous form. 
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The diagram below show 5.0  form. User have to fill all fields with (​*​). 

 

 

 

User cannot edit text in ‘Person Responsible Name’ and ‘Person Responsibility                     

Identity Card Number’. That text box automatically fill by the system. User tick all                           

checkbox. 

 

 

 

User click to go to the previous form. Click to preview                         

before submitting application. 
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Submission only can do if all form status is . If not, user need to complete                               

the form. Click  to submit application. 
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4.0 AMENDMENT MINOR 

User go to Application List​ ​page yo renew application. 

 

 

 

The diagram below show Application List ​page. Click to make                     

amendment minor. 
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Next, user will go to 1.0 ESTABLISHMENT DETAILS page. In this form user make                           

changes at : 

I. 2. Bumiputra Status 

II. 7. State hi u 

III. 8. City 

IV. 9. Postcode 

V. 10. Telephone No 

VI. 11. Fax 

VII. 12. Company Website 
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The diagram below show 2.0 PERSON RESPONSIBLE DETAILS form. In this form user                         

make changes at : 

I. Date of Birth 
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The diagram below shows 3.0 CONTACT PERSON DETAILS form. In this form, if user                           

tick NO at ​SAME AS PERSON RESPONSIBLE FOR ESTABLISHMENT ​field​, user to fill : 

I. Nationality (if user tick ​Non Malaysian​, user has to upload Working Permit) 

II. Working Permit 

III. NRIC/Passport No 

IV. Full Name 

V. Place Of Birth  

VI. Date Of Birth 

VII. Designation (Designation : Letter of Authorization From Person Responsible ) 

VIII. Correspondence Address 

IX. Postcode  

X. State 

XI. City 

XII. Telephone No 

XIII. Fax  

XIV. Email 

 

 

 

 

  45​/62 



 ​Medical Device Authority, Ministry of Health Malaysia                                   User Manual Front End User - Establishment License 

             Medical Device Centralised Online Application System (MeDC@St 2.0) 
The diagram below shows ​4.0 QUALITY MANAGEMENT DETAILS form. In this form user                         

make changes at : 

I. ISO 13485 Certificate/GDPMD/ISO 13485 Certificate.  

II. ISO 13485 Audit Report/GDPMD/ISO 13485 Audit Report 

III. Name of C.A.B 

 

 

 

 

   

  46​/62 



 ​Medical Device Authority, Ministry of Health Malaysia                                   User Manual Front End User - Establishment License 

             Medical Device Centralised Online Application System (MeDC@St 2.0) 
The diagram below show 5.0 ATTESTATION FOR ESTABLISHMENT form. 

 

 

 

User cannot edit text in ‘Person Responsible Name’ and ‘Person Responsibility                     

Identity Card Number’. That text box automatically fill by the system. User tick all                           

checkbox. 

 

 

 

User click to go to the previous form. Click to preview                         

before submitting application. 
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Submission only can do if all form status is . If not, user need to complete                               

the form. Click  to submit application. 
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5.0 AMENDMENT MAJOR 

User go to Application List page yo renew application. 

 

 

 

The diagram below show Application List page. Click to make                     

amendment major. 
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Next, user will go to 1.0 ESTABLISHMENT DETAILS page. In this form user make                           

changes at : 

I. 2. Bumiputra Status 

II. 4. Establishment Name  

III. 5. Type Of Company 

IV. 6. Address  

 

 

 

 

   

  50​/62 



 ​Medical Device Authority, Ministry of Health Malaysia                                   User Manual Front End User - Establishment License 

             Medical Device Centralised Online Application System (MeDC@St 2.0) 
The diagram below show 2.0 PERSON RESPONSIBLE DETAILS form. In this form user                         

can make changes at all field. 
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The diagram below shows 3.0 CONTACT PERSON DETAILS form. In this form, if user                           

tick NO on ​SAME AS PERSON RESPONSIBLE FOR ESTABLISHMENT ​field​, user need                       

to complete all fields. 
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The diagram below shows ​4.0 QUALITY MANAGEMENT DETAILS form. In this form user                         

make changes at : 

 

I. Name of CAB  
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The diagram below show 5.0 ATTESTATION FOR ESTABLISHMENT form. 

 

 

 

User cannot edit text in ‘Person Responsible Name’ and ‘Person Responsibility                     

Identity Card Number’. That text box automatically fill by the system. User tick all                           

checkbox. 

 

 

 

User click to go to the previous form. Click to preview                         

before submitting application. 
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Submission only can do if all form status is . If not, user need to complete                               

the form. Click  to submit application. 
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6.0 WITHDRAWAL 

 

User go to Application List​ ​page yo renew application. 

 

 

 

The diagram below show Application List ​page. Click to withdrawal                     

application. 
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The diagram below show Establishment Licensing-SURRENDER APPLICATION form. 

 

 

 

User fill ​Application​, ​Document Of Surrende​r ( click to upload file. ​The                         

file must be pdf format and size not more than 300 MB ​), and ​Reason Of                               

Surrender​ field. Next, click  to submit. 
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7.0 SURRENDER 

 

User go to Application List page to renew application. 

 

 

 

The diagram below show Application List page. Click to surrender an                       

application. 
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The diagram below show Establishment Licensing-SURRENDER APPLICATION form. 

 

 

 

User fill ​Application​, ​Document Of Surrende​r ( click to upload file. ​The                         

file must be pdf format and size not more than 300 MB ​), and ​Reason Of                               

Surrender​ field. Next, click  to submit.   
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8.0 CHANGE OF OWNERSHIP 

Click on the ‘ESTABLISHMENT LICENSE’’ at the left menu sidebar and click on the                           

‘Change Of Ownership’ to create a new form. 

 

 

 

The diagram below show ​Change of Ownership ​page.  
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User fill the ‘​REGISTRATION NO​’ text boxes and click to search the                       

registration number. The registration number must be from other establishment                   

user. 

 

 

 

● Click to view the application. 

● Click  to proceed the process change of ownership 
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The diagram below appear after user clicks [Change Of Ownership] button. Click                        

to upload file. ​The file must be pdf format and size not more than 300                               

MB​.​ Next, click  to submit. 

 

 

 

After the change of ownership is submit the application will be in evaluation stage.                           

After approval stage, applicant is required to pay for registration fee to proceed with                           

the change of ownership. Below show the flow before change of ownership is                         

complete.  
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