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Urgent! 
Field Safety Notice (FSN)  
-Annex I- 
List of affected products per market 
 

2019-04-01 
 

This Annex I is considered as a supplementary attachment to the Field Safety 
Notice of FSCA-2019-03-29 

FSCA Number: 
 

 FSCA-2019-03-29  

FSCA Title: 
 

 Sterility assurance level of 3-way stopcock cannot be 
assured in various customized tubing sets 

 

Affected Product: 
 

 Custom Tubing Sets with ref. no. 70102.8429; 
70105.2149; 70105.5796; 70105.6052; 70106.7687; 
70106.9210; 70107.1484 

 

Affected Timeframe:  The affected products listed below have been sold in 
the timeframe between 2017-05-18 and 2018-12-05 
 

 

List of affected products per market 

Country Material No. Material Description Lot No. Qty. 

Au
st

ra
lia

 

701056052 BE-S 2368#Accessory Pack 92226605 20 

701056052 BE-S 2368#Accessory Pack 92228845 20 

701056052 BE-S 2368#Accessory Pack 92237892 20 

701056052 BE-S 2368#Accessory Pack 92250367 20 

701056052 BE-S 2368#Accessory Pack 92250367 20 

701056052 BE-S 2368#Accessory Pack 92257173 20 

701056052 BE-S 2368#Accessory Pack 92258759 20 

701056052 BE-S 2368#Accessory Pack 92261487 20 

701056052 BE-S 2368#Accessory Pack 92263044 20 

701056052 BE-S 2368#Accessory Pack 92265902 40 

701056052 BE-S 2368#Accessory Pack 92264871 20 

701056052 BE-S 2368#Accessory Pack 92264217 20 
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Ca
na

da
 

701052149 BEQ-H 66603#Circulatory Circuit Pediatric 92242678 1 

701052149 BEQ-H 66603#Circulatory Circuit Pediatric 92243812 1 

701067687 BEQ-H 104801#Circuit de circulation 2 92224990 2 

701067687 BEQ-H 104801#Circuit de circulation 2 92225321 2 

701067687 BEQ-H 104801#Circuit de circulation 2 92228791 2 

701067687 BEQ-H 104801#Circuit de circulation 2 92237856 2 

701067687 BEQ-H 104801#Circuit de circulation 2 92262367 2 

701069210 BO-H 104801#Circuit de circulation 92232494 2 

Th
e 

N
et

he
rla

nd
s 

701028429 BE-S 1560#MECC Supply Set 92245033 20 

701055796 BE-S 2336#CH Heparine lijn 92232406 20 

701055796 BE-S 2336#CH Heparine lijn 92232407 20 

701055796 BE-S 2336#CH Heparine lijn 92232407 20 

701055796 BE-S 2336#CH Heparine lijn 92252345 20 

701055796 BE-S 2336#CH Heparine lijn 92252345 20 

701071484 BE-S 2904#Oxy adapter set 92227090 60 

701071484 BE-S 2904#Oxy adapter set 92242705 60 

701071484 BE-S 2904#Oxy adapter set 92242706 10 

701071484 BE-S 2904#Oxy adapter set 92255780 20 

701071484 BE-S 2904#Oxy adapter set 92255780 20 
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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.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. 

For follow up actions, please contact us on FSCA.cp@getinge.com. 

Sincerely, 

 

Maquet Cardiopulmonary GmbH 
Kehler Str. 31 
76437 Rastatt 
GERMANY 
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