i

Date: 12 November 2024

Reference Number: SG-2411-424-H dgallg Jdanll delall duall
Aol e jlicall 9 8 JgaY) pUad : .
el sty 5 ALl 3501 Saudi Food & Drug Authority

Medical Devices Sector
National Center for Medical Devices Reporting

s Al
Safety Communication
To: Healthcare Provider Laal) e ) atka s )
Title Two issues related to ParaPAC plus™ Model 300 and Model 310 ) i
Ventilator ©
Medical Device . i g g il
Description Ventilator (bl o Sliall/ Slgad)
Manufacturer Smiths Medical il ol
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Marketing Authorization GHTF-2017-2479 Gagedl) 1)
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e There is potential for inadvertent tidal volume knob movement
from the original setting, when set at high (1000 — 1500 mL) and
low (70 — 150 mL) settings. ALl Jbaal
Potential /Associated risks 9 gl ddass yal)
. ] . bl a3l
e There is potential for the patient outlet connector to loosen/detach e
from the paraPAC Plus™ P300 and P310 ventilators impacting
the active ventilation function.
General Recommendations for Healthcare Providers and Users
_ o Please stop use the affected devices. o
Recommendations e If you have any of the affected devices please contact NCMDR by Shya sl
NCMDR.MD@sfda.gov.sa
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