B. Braun Surgical SA
Carretera de Terrassa, 121
Direccion Postal: Apartado 6
E - 08191 Rubi (Barcelona)

Tel.: 93 586 62 00°
Fax: 93 588 10 96

Urgent Field Safety Notice
LINO (Several references and batches)
Return of the Medical Device to the manufacturer

Att. DISTREX SpA
April 4, 2013

Dear Sir or Madam,

B. Braun Surgical, S.A. is voluntarily recalling specific lots of LINO, a sterile, non absorbable surgical
suture (see Attachment 1 for listing of product references and batch numbers). From a complaint
received from the market, the company detected that in some LINO references and batches the ink
from the first pack is transferred inside the pack and dyes the thread or the reel that contains the
thread (depending on the product). The dye is non cytotoxic and we have not received any reports
of adverse events related to this issue.

This recall only affects some batches manufactured previous to 2010, from that date on LINO was
manufactured with a different packaging, which makes impossible to have this defect.

Please identify and quarantine if you still have any of the listed products in your warehouse.

Check with your customers if they still have any of the listed products in their warehouse. If yes,
ask them to send the products back to you immediately.

Once you have all affected units for return please identify them with the RMA number 1437 and
the word Recall in a visible area of the box and send them to:

B.Braun Surgical, S.A.

Almacén CO5-Att. Lorenzo Colorado
Carretera de Terrassa 121

08191 Rubi

Barcelona

Spain

Fill out the attached "Recall Confirmation Form" and send the completed form to us by May 2,
2013.

This notice needs to be passed on all those who need to be aware within your organization at to
any organization where the potentially affected devices have been transferred.

In Attachment 2, you will find photos to help you and your customers identify the affected

references.
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B. Braun Surgical SA

If you have any questions regarding this voluntary product recall, please contact us.

We inform you that in accordance with the European Guidelines we have reported to the Italian
Competent Authority this recall. Please check your national regulations and proceed accordingly.

We apologize the inconveniences we might have caused.
Thank you for your cooperation.

Yours sincerely,
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B. Braun Surgical, S.A. B. Braun Surgical, S.A.

Attachments (2):
Attachment 1: List of involved product references and batch numbers
Attachment 2: Photos for how to identify recalled products
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B. Braun Surgical SA

Attachment 1: List of involved product references and batch numbers

Product Reference | Product Description Batch numbers | Manufactured
Quantity
D-002621 LINO 2/0 75CM R207 1-9274 576
D-002643 LINO 0 (3.5) 150CM DX 1-9252 288
D-002633 LINO 0 (3,5) 10X45CM 1-9464 360
D-008938 LINO 2/0 (3) 250CM ARO 1-9424 1116
D-002617 LINO 2/0 (3) 10X45CM 1-9471 288
1-8105 576
1-8141 864
1-8251 720
1-8431 288
D-008939 LINO 0 (3.5) 250CM ARO 1-9071 360
1-9422 1080
1-9423 720
1-9471 1080
1-9464 1152
D-002655 LINO 1 (4) 150CM 1-9252 288
1-8193 1440
1-8251 1056
1-8411 576
1-8481 288
D-008940 LINO 1 (4) 250CM ARO 1-9071 576
1-9111 192
1-9112 24
1-9424 960
1-9432 1104
1-9142 288
D-008941 LINO 2 (5) 250CM ARO 1-9464 552
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Attachment 2: Photos for how to identify recalled products
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