COMPLIANCE WITH
LICENSING REQUIREMENTS &
HANDS-ON EFFICIENT WAY
TO PREPARE MDA

SUBMISSIONS ON MeDC@5t
- ESTABLISHMENT LICENSE MODULE

16 April 2025 ( Wednesday)
(V) 8:30 am - 5:30 pm
Meranti Meeting Room, Level 6,

Medical Device Authority (MDA),
Cyberjaya, Selangor

Training Overview

This workshop is mindfully curated to assist the industry
in effectively preparing the documents required by the _-_E
authority for better submission and fewer errors. - N

-
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This workshop also gives guidance on how to use the E:I ol " ]
|

|
online system Medical Device Centralized Online -:r'l"|
Application System (MeDC@St). This workshop will iL e ?—

benefit establishments, the medical device industry, and
especially new start-up companies in the successful
application of establishment licenses.

CLOSING DATE: 22 MARCH 2025

Upon acceptance of the registration, an invoice
(for payment purposes) together with details of
the payment methods will be issued

For more information, feel free to reach out to us at: accordingly)

™M trainingpackage@mda.gov.my
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PIHAK BERKUASA PERANTI PERUBATAN
KEMENTERIAN KESIHATAN MALAYSIA

Training Qutline

8:30 AM - 9:00 AM ||Registration & Briefing

g

9:00 AM -10:15 AM Introduction to Establishment License

10:15 AM - 10:30 AM |[Short Break

Good submission practice for establishment license
10:30 AM -12.00 PM (japplication: General requirements for licensing
application

12.00 PM - 01:00 PM (|Single License policy and requirements

01.00 PM - 02.30 PM |[Lunch Break

New Application of Establishment License and

02.30 PM - 03.00 PM demonstration (Hands-0On)

Renewal of Establishment License and demonstration

03.00 PM - 03.30 PM (Hands-On)

Amendment Major and Minor of Establishment License and

03.30 PM - 04.00 PM demonstration (Hands-0On)

Surrender & Withdrawal of Establishment License and

04.00 PM - 04.30 PM demonstration (Hands-0On)

Change of Ownership Application and demonstration (Hands-

04.30 PM - 05.00 PM
On)

05:00 PM End of Program

** This training Outline is Subject to Change

For more information, feel free to reach out to us at:
™M trainingpackage@mda.gov.my




