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Needles, Injection, Subcutaneous Port, Angled Surecan Needles
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- Needles, Injection, Subcutaneous Port, Angled Surecan Needles
- Trade Mark: B Braun Medical Inc
- Local Representative:
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B. Braun Medical SAS

Centre d'Excellence de la Division Aesculap
30, avenue des Temps Modernes

BP 10031

F-86361 Chasseneuil Cedex

Tél. : 33 549 62 76 00

Fax : 33 549 52 88 77

2012-08-17

Field Safetlx Notice
r

Voluntary Product Recall

ANGLED SURECAN - needles for access ports
4 batches concerned

4439821 ANGLED SURECAN G22X20MM 2F23258663
4439929 ANGLED SURECAN G20X15MM 2F23258668
4439945 ANGLED SURECAN G20X25MM 2F23258660
4439830 ANGLED SURECAN G22X25MM 2F2425A681

- NOTE : The recall only impacts these 4 listed batches. No other products are affected.

Dear Sir or Madam,

B.Braun Medical France is voluntarily recalling 4 batches (see the above list) of Angled Surecan
needles. This action is being taken as a result of a potential defect in the packaging of the batches
produced in June 2012. This packaging defect could compromise the sealing integrity of the single
unit packaging and therefore the product sterility. For the patient, the risk is an increased risk of
infection. Currently we regard no action to be necessary, for patients that have already received
treatment with this system.

Internal investigation has showed sealing temperature deviation on a circled area of the packaging
machine. Corrective actions have already been implemented to solve this issue.

If you are in possession of products from the 4 batches above listed, you should remove them from
your inventory and return them to the following address with the enclosed recall confirmation

form:

Local address

Laboratoire Pharmaceutique RCS Nanterre 8 562 050 856 Siége Social Tél. 01 41 10 53 00
Société par Action Simplifiée Siren 562 050 856 204, avenue du Maréchal Juin Fax 01 41 10 63 99
APE 3250 A 92660 Boulogne Billancourt Cedex

au capital de 31 000 €

B.Braun Medical SAS locataire gérant des divisions commerciales AESCULAP® IBS®



Recall customer notification Angled Surecan

In case of any further questions please contact :

Local contact name and telephone and/or email

We appreciate your immediate attention and apologize for the inconvenience caused. Please be
assured that we are making all the necessary efforts to eliminate such issue in the future.

Yours sincerely,

Quality & RA Manager
CoE of Chasseneuil
BBraun Medical France



Recall customer notification

Angled Surecan

Please complete this form, even if you do not have any of the concerned products and fax

this form back to the following Fax No. XX XXXXXXXXXXX

RECALL CONFIRMATION FORM

Product Recall -

4439821 | ANGLED SURECAN G22X20MM | 2F23258663
4439929 | 20X15MM | 2F23258668
4439945 2 M 2F23258660

[ 4439830

_ 2F2425A681

NOTE : The recall only impacts these 4 listed batches. No other products are affected.

1. We acknowledge receipt of the recall-notification from B.Braun Medical.

2. Please mark accordingly:

[ ] We do not have any of the affected products in stock

[ ] We will return the following products:

Batch number

Quantity

2F23258663

2F23258668

2F23258660

2F2425A681

Hospital:
Address:

Contact Name:

Contact Phone Number:

Contact e-mail address:

SIGNATURE

DATE




