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Medumat Standard? Cannot be Switched-On in Battery Mode

Device/ Product

o MEDUMAT Standard? emergency and transport ventilator
Description:

Affected product: | All device serial numbers since product launch are affected.

Manufacturer: WEINMANN Emergency Medical Technology GmbH + Co. KG.

In very rare cases it might happen that MEDUMAT Standard? cannot be switched on
in battery mode (with no mains power supply connected). This means that, after the
power button is pressed, the screen will remain dark and the device will not start.
This can lead to a delay to therapy.

Problem:

e Update MEDUMAT Standard? to the new software version 4.15.

e Add the supplied insert to the instructions for use.

e Observe the safety information and the information relating to the modified
function check on the insert.

Recommendation | For more information, please check the “FSCA*
/Actions:
If you think you had a problem with your device or a device your patient uses, please
report the problem to SFDA through:

NCMDR

Vigilance system

19999 unified call center
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https://www.bfarm.de/SharedDocs/Kundeninfos/EN/12/2020/11617-20_kundeninfo_en.pdf?__blob=publicationFile&v=1
https://ncmdr.sfda.gov.sa/Default.aspx
https://ade.sfda.gov.sa/Home/Report
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AR name:

Al Khateeb United Trading Co

Assigned Contact Person:

Marwan AlKhateeb

Mobile/Phone:

Mobile number: +(966) 0503478752

Email:

Riyadh@alkhateebmedical.com
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