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Urgent Warning

Urgent Field Safety Notice to the V60 respiratory
ventilator with version 2.20 software issued by Philips
Healthcare.

Dear Healthcare Professional,

Saudi Food and Drug Authority SFDA would like to bring
to your attention that Philips Healthcare has issued an
Urgent Field Safety Notice for all V60 Respiratory
The V60
Ventilator with Version 2.20 software installed may
falsely detect that the blower motor has stalled. If this
condition occurs, the software will cause the ventilator to

Ventilators with Version 2.20 Software.

shut down (Vent Inop) and display Error Code 100E.

The affected devices are:

All V60 Ventilators manufactured between August 17,
2016 and January 4, 2017 will have Version 2.20
Software. V60’s manufactured prior to August 2016
units may have had Version 2.20 Software added in the
field.

To identify if your products are affected, please follow
the instructions mentioned in the FSN by the link below.
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http://www.sfda.gov.sa/en/Pages/default.aspx
http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx
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For further information, please see the recall by
Click Here.

You should be aware of the mentioned risks in the ~ Jual sill 5 Jlad¥) 138 85 Saall hlaadldyl s e )5 o5 o quang
notice and contact the Authorized Representative (il o) 2V Ay (S gl Jiedd) aa
for corrective action.
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Professionals in your facility.
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