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Saudi Food and Drug Authority DATE RECEIVED: (For SFDA Use Only)
Medical Devices Application APPLICATION NUMBER: (For SFDA Use
Only)

FACILITY INFORMATION

Name of Healthcare Facility:

Responsible Personnel: Phone: Email:

Address:

MEDICAL DEVICE/IVD TEST INFORMATION

Description:

Intended Use:

Manufacturing equipment brand/model number:

JUSTIFICATION FOR MD MANUFACTURING/IVD TEST DEVELOPING AT THE POC

DECLARATION

I, the POC manufacturer of medical device defined in this application declare that:
e POC Manufactured medical devices are for the healthcare facility’s own use and not to be
transferred to any other facility.
e  SFDA has the right to monitor the compliance in the POC site at any time without prior notice.

e The information provided in this application is true and accurate.

Name:
Position:
Date:

Signature:
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