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This Annex | is considered as a supplementary attachment to the Field
Safety Notice of FSCA-2018-03-27

FSCA Number: 2018-03-27
FSCA Title: Arterial Cannula — broken vent plug
Affected Product: Products including 3/8” vent plug (70000.8256)

(see list below)
Affected Timeframe: Non-coated: March 2015 up to now
Coated: March 2016 up to now

List of affected products in Denmark, Finland, Norway and Sweden

Country Material Qty.
70100.2206 A20-0101#Arterielle Kanile 10
Denmark
70100.2466 ASR 18 V#Arterielle Kanule 20
. 70100.2222 A20-7101#Arterielle Kanule 90
Finland
70100.2234 A22-2105#Arterielle Kanule 10
Norway
70100.2400 INACTIVE AS 21 V -85 B#Arterial Cannula 40
Sweden
70100.2408 INACTIVE AS 24 V -85 B#Arterial Cannula 40

Please note: SSUs are called to actively find out whether the listed devices have been forwarded or
sold into any other country. That country where the unit is currently located is also an affected
country. Please send any information about forwarding and selling to other countries to:
FSCA-2018-03-27.cp@getinge.com

We apologize for any inconvenience this may cause you and we will do our utmost to carry through
this action as swiftly as possible.
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For follow up actions, please contact us on FSCA-2018-03-27.cp@getinge.com

Sincerely,

Maquet Cardiopulmonary GmbH
Kehler Str. 31

76437 Rastatt

GERMANY
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