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Medical Device Sector
Surveillance & Biometrics Executive Department

Safety Communication
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Saudi Food & Drug Authority
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Warning of 1VVDs unauthorized test kits for diagnose
COVID-19
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Dear Healthcare providers,

Saudi Food and Drug Authority (SFDA) warns all
health care providers from purchasing unauthorized
medical devices by SFDA claiming to be home self-
tests for COVID-19, either online or through

unauthorized distributors.

All COVID-19 tests products that have been
authorized by SFDA are designed to be used under the
direction of a health professional or through a medical

laboratory.

+* Advices on I\VDs Kits for COVID-19:

1. Purchase products from a reliable source such as the legal
manufacturer, or authorized distributor by SFDA.

2. Check the device’s marketing authorization that is issued by
SFDA.
3. Ask for copy of the SFDA license certificate of the

distribution company in the Saudi Market.
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4. Avoid purchasing Medical Devices and from unknown Asise ol
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5. Read the instructions for use carefully to understand the VENI
intended use of the product.
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6. Monitor the quality of the medical devices to ensure safety
and efficacy.

7. Report any problems and/or incidents to both SFDA and the
manufacturer or authorized representative in Saudi.

If there is any complain or need further information,
please do not hesitate to contact SFDA through:

NCMDR
Vigilance system
19999 unified call center
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https://ncmdr.sfda.gov.sa/Default.aspx
https://ade.sfda.gov.sa/Home/Report
https://ncmdr.sfda.gov.sa/Default.aspx
https://ade.sfda.gov.sa/Home/Report

