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Particularly in the initial phase following the placement of a PEG using the direct puncture
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Corrective and preventive measures

The cause of the problem that has occurred will be analyzed in full detail by the
manufacturer in the coming weeks. Corresponding corrective measures, still to be defined,
will result from this.

Forwarding this message

It is mandatory that this Field Safety Notice is passed on to all persons who should be
informed within your facility/organization.

1. Please indicate if you are using Flocare® DirectPEG Installation Sets and/or Flocare®
Safety+ GT/Suction Replacement Tubes.

2. Complete the customer response form attached to the Field Safety Notice and returnitto
us within 14 days of the publication of this Field Safety Notice.

Contact
If you have any questions regarding this Field Safety Notice, please feel free to contact the
following person.

Nutricia Milupa GmbH
Am Hauptbahnhof 18
60329 Frankfurt am Main

Head of Medical & Regulatory Affairs Medical Devices DACH
Person Responsible for Regulatory Compliance
E-Mail address: dwayne.troutman@danone.com

Manufacturer information:

BS Medical Tech Industry (BS-MTI)
2, rue de I’Avenir

67470 Niederroedern

Frankreich

I, the undersigned, certify that this Field Safety Notice has been communicated to the
appropriate regulatory authorities.

Kind regards

!ea! o' HE!IC8| ! !egulatory Affairs Medical Devices DACH

Nutricia Milupa GmbH
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Field Safety Notice

Date / Place

Customer Reference | <Bezug Serienbrief hinzufiigen>

Organisation <Bezug Serienbrief hinzufuigen>

Address <Bezug Serienbrief hinzufligen>
<Bezug Serienbrief hinzufligen>

Telephone Number /
E-Mail-Address






