Kingdom of Saudi Arabia ,
Saudi Food & Drug Authority
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Announcement (1) 12/2018
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SUBJECT: Updates on medical device marketing
authorization (MDMA) procedures

ADDRESSES: Local and Overseas Medical Devices
Manufacturers and Authorized Representatives.
Effective date: January 1, 2019

1. Medical devices marketing authorization (MDMA)
certificate will valid for a maximum period of (3)
Three years. Taking into account the validity of the
conformity certificates issued by recognized
international bodies if it is less than three years.

2. Upon request to renew the medical devices marketing
authorization (MDMA) certificate, New product is NOT
allowed to be added.

e This announcement supersede previous relevant
announcement or decision

For further enquiries regarding this announcement, please
contact md.rs@sfda.gov.sa or call 19999
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