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Date: 07 April 2022
Reference Number: SG-2204-387-H

Safety Communication
L Al

To: Healthcare providers daal) Al ) adba 5 Y

Title: Risk of unexpected shutdown 1) gind)

V60/V60 Plus/V680 Ventilator

Medical Device Description shal) o Hiall/ lgal) a5 g and

Philips Healthcare

Manufacturer: sgcuaall aul
Registration Status: Marketing authorization : el
GHTF-2019-1875 / GHTF-2019-1889/ MDMA-1-2019-5861 sl 03

Based on manufacturer filed safety notices, a Potential
issue could affect the main electrical circuit ("35V Rail”)
powering the ventilator and alarm. In some cases, this
issue may result in either one of the following
scenarios:

1. The ventilator ceases to operate, activating both At jal) i al
visual and audible alarms. C
2. The ventilator ceases to operate and does not
activate either a visual or audible alarm causing a
“silent shutdown”.

Associated Risks:

These issues can result in a serious injury which can be
life-threatening or result in death.

e Connect the Philips Respironics V60/V60 Plus/V680
to a nurse call/remote alarm system.

e Respond to Alarms.

Recommendations: e Oxygen Analyzer. :bua gil)

e Provide Pulse Oximetry.

e Access to Alternative Ventilation Device.

e Train all relevant staff on alternative ventilators

Authorized AR name: Philips Healthcare Saudi Arabia Ltd. Jlaal) e glaa
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Details: Person:
Mobile/Phone: 0503879145

Email: sfda.sa.met@philips.com
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16073

