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FIELD SAFETY NOTICE 

DMS No.: 3328775 V 01 

GETlnGE �c 

Manufacturer SRN: 

FSCA Reference: 

FSN Type: 

Affected Product: 

Unique Device 

ldentifier(s) (UDI-DI): 

Affected Batch No.: 

For Attention of: 

Dear valued customer, 

URGENT FIELD SAFETY NOTICE 

DE-MF-000020091 

1064512 - CTP - Potentially missing component 

New 

8O-HQV 15907#Neonate Pack van 0.9-1.5 lt (Article no. 701067041) 

8O-HQV 140901#Ossigenatore neonatale (Article no. 701076520) 

HQV 140701#Pack Standard VKMO 11000 (Article no. 701076522) 

04037691959757 (Article no. 701067041) 

04058863302928 (Article no. 701076520) 

04058863302942 (Article no. 701076522) 

3000383804 (Article no. 701067041) 

3000383802 (Article no. 701076520) 

3000383798 (Article no. 701076522) 

Users of the medica! dev ce iisted above 
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2024-08-08 

Maquet Cardiopulmonary GmbH (MCP) would like to inform you with this letter about a recall for three batches 

of Custom Tubing Packs (CTP). 

The HLM tubing set is intended for use in extracorporeal circulation during cardiopulmonary bypass 

procedures. 

Problem description 

Maquet Cardiopulmonary GmbH became aware of this issue through a stock discrepancy of 18 units of a 

component. Consequently, components are potentially missing from 18 CTPs. The component in quest
i

on is a 

sterile bag containing tight caps for the reservoir. These tight caps are required for vacuum-assisted venous 

drainage (VAVD). 

Therefore, the scope of this f eld action was narrowed down to these 18 units. 

Hazardous situation 

� Maquet Cardiopulmonary GmbH determined the following potential hazardous situations: 

1 • Patient is exposed to inappropriately low blood flow 
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