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Announcement Title: Detailed following

Announcement (ANNOUNCEMENT 2/13/MDS-AN012)
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Announcement Date / Me¥! ,)ls
13/01/2021

Announcement Number /cMe¥| o8,
MDS-01-01-21

Subject: Detailed fees for updating Medical Device

Marketing Authorization applications (MDMA).

Addresses: Local and Overseas Medical Devices

Manufacturers and Authorized Representatives

SFDA would like to clarify the detailed fees for updating

Medical Device Marketing Authorization applications
(MDMA) in accordance with the published circular on the
SFDA official website NO: (2/13 / MDS-ANO012), as shown in

the below table.
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For further enquiries reg

please contact md.rs@s

Fees of MDMA update request

Type of Change request Fees type Fees
Add device / devices Reduced fees 5000
Add model / models Reduced fees 5000
Brand name change Reduced fees 5000
Change in device design Reduced fees 5000
Update label Administrative fees 1100
Update IFU Administrative fees 1100
Update advertising materials Administrative fees 1100
Renew DE Renew design examination 1500
Change jurisdiction Complete fees Full fees
Change classification Complete fees Full fees
Change manufacturer address / name Complete fees Full fees
Minor change manufacturer name or address Reduced fees 5000
Change notified body Complete fees Full fees
Change Notified Body with a transition period letter Reduced fees 5000
Change notified body due to Brexit (Same NB different

Reduced fees 5000
number)
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