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(English translation)

Public relations about the submission of applications in the E-submission system

1. For new applicants who wish to apply for the medical device registration, applications can be submitted directly
through E-submission system (Licensing/Notification/Listing), and applications will no longer be accepted through

the Pre-submission system, from March 15, 2022.

2. For applicants who wish to apply for the medical device registration of a product that has received an Import
License that has not yet expired, you can submit an application in the E-submission system before the Establishment
License or the Import License expires. You can continue to import after paying the submission fees until the order is
no longer allowed to renew, and applications will no longer be accepted through the Pre-submission system from

March 15, 2022.
3. For applicants who want the Thai FDA officer to review the risk classification or grouping of medical devices before
submitting an application for registration. From April 1, 2022, you can submit an application through the E-submission

system for the classification 500 THB per application and Grouping 500 THB per application.

Reference: https://www.fda.moph.go.th/sites/Medical/Pages/Main.aspx
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