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Saudi Food & Drug Authority

Urgent Field Safety Notice

Safety Notice of Automated External Defibrillator FRED
Easy by Schiller AG.

Device Name:

Automated External Defibrillator FRED Easy

Manufacturer:

Schiller AG

Problem:
Users have reported some new batteries causing the
"BATTERY EMPTY" inserted into a

failure when

defibrillator FRED easy.

Batteries with this fault cannot be used. The fault is
detected automatically by the FRED easy when the battery

is inserted into the device.

Remedy Action:

The batteries of these Lots must be tested.

Recommendation:

-Follow the procedure described in the FSN, to test and
verify that the batteries can be used in your FRED easy.
-If face problems the batteries, please contact the
manufacturer’s authorized representative in KSA on
contact info below.

- Share this information with Healthcare Professionals in

your facility.
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http://www.sfda.gov.sa/en/Pages/default.aspx
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The affected devices are: 1A B paial) 3 3¢aY)

Battery with reference no.: 4-07-0001 with Lot Number HYB 16-0056, HYB 16-0057, HYB 16-0058 and
HYB 16-0059,
Or a FRED easy purchased between October 1, 2016 and January 15, 2017

Reference

Lot

For further information, please see the attached < (38 el Ladldl jladl e g 3aY) o s claslaall (o 3 3l
letter from the manufacturer. (or Click Here ) (L Lxal) f) aiadl) I8

You should be aware of the mentioned risks in the DY) 13 s KA Glladl Dl e 15688 ) e
notice and contact the Authorized Representative e>aill o) Y sl J il Jiaall aa Jual gl
for corrective action.
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http://www.sfda.gov.sa/en/Pages/default.aspx
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Healthcare Professionals should report any adverse ()iio_)h}ﬁ éi }i) odel ) jaiall 5 jeaVl Ledals ) 8 agidy
events suspected to be associated with affected ) ) -
devices above (or other Medical Devices) to:

National Center for Medical Devices Reporting (NCMDR (&8sl L) ) dgalal) cladiall g 5 el cled gl 38 pall
Website). Lpball cilaiiall 5 3 jgaY) g s
Medl‘cal Devices Sector ‘ o1 gall 5 1340 Aalall Figl
Saudi Food and Drug Authority i . B i

Postal Address: Saudi Arabia - Saudi Food and Drug b Uil oo Ll (g il Gyl ¥YA Yo sl ol siadl
Authority (3292) 40 gral) A yall ASLaall TYAAN YN Y
North Ring Road - Al Nafal Unit (1) YAl sad YoPAYYY (V) 914 caila
Riyadh 13312 - 6288 YYevYEe (V1) 414Kl

Tel: +966 (11) 2038222 Ext: 2406
Fax: +966 (11) 2757245

For latest published Recalls/Alerts, please visit 300 o n 3 sdiall Clelexiu) s &l il AT e geaall
NCMDR website: Gl 3l 38 pal g STY) adsal)
S il 35,40
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