BALl

EXTRUSION

URGENT NOTICE

Medical Device: microcatheter SONIC 1.5F
BALT reference: 20170428 _SONIC1.5F
Purpose: product recall SONIC 1.5F

Date: 28/04/2017

For the attention to: Distributors, Safety Officers, Vigilance Coordinators and Head of
Neuroradiology Department in Healthcare Centers outside the French territory

Description:

In accordance with the decision issued by the French competent authority “ANSM”, BALT
Extrusion suspends the manufacturing, the marketing, the distribution, the export and the use
of microcatheters SONIC 1.5F and implements a recall of the references/lot numbers below
mentioned.

Indeed, the notified body has been informed of the modifications of the SONIC 1.5 F, but the
device was put on the market before formal approval of these by the notified body.

This recall concerns only the SONIC 1.5F and not the SONIC 1.2F.

List of references and lot numbers concerned:
For each reference, the 15t lot number concerned by this recall procedure is mentioned. In
other words, all lot numbers superiors to the below mentioned numbers, are concerned by

this recall procedure.

Reference Lot numbers
SONIC1.5F15 00268897 and following |
SONIC1.5F15SG 00273800 and following
SONIC1.5F25 00268901 and following |
SONIC1.5F258G 00277109 and following |
SONIC1.5F35 00270745 and following |
SONIC1.5F35SG 00269607 and following |
SONIC1.5F45 00272573 and following |

Procedure to be followed by distributors:
Stop the SONIC 1.5F marketing with no delay;
Inform your clients about this notice;
Identify and locate the SONIC1.5F products concerned by this recall procedure;
Collect and put in quarantine the SONIC 1.5F products concerned by this recall
procedure and then return them to BALT Extrusion through the usual “RMA” (Return
Material Authorization) procedure by contacting our sales administration department;
e Keep informed BALT Extrusion about the status of every unit of SONIC 1.5F products
concerned by this recall procedure;
Fulfill the receipt (cf. annex) then return it to BALT Extrusion via the indicated contact;

Contact BALT Extrusion for any additional information.
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Contact:

Quality Department

D4 : recall@balt.fr

BALT EXTRUSION

10 RUE DE LA CROIX VIGNERON
95160 MONTMORENCY - France
@: +33.1.39.89.46.41

Fax: +33.1.34.17.03.46

We confirm that the French competent authority “ANSM” has been beforehand informed
about this notice.

We apologize for any inconvenience that this action may cause, we thank you for your
cooperation and will immediately inform you if BALT Extrusion obtains clearance.

SOPHIE REHAULT

Quality and Regulatory Affairs Director

BALT Extrusion
—
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Annex: Notice Receipt ref. # 20170428_SONIC1.5F
RETURN THE FULFFILED RECEIPT BY: FAX: +33.1.34.17.03.46 / MAIL: BALT EXTRUSION 10 RUE DE LA CROIX
VIGNERON 95160 MONTMORENCY (Quality Department) / E-MAIL: recall@balt.fr

We hereby acknowledge the receipt of the notice reference “20170428_SONIC1.5F” and we undertake to implement the
actions therein mentioned.

NAME:

TITLE:
COMPANY:
LOCATION:
E-MAIL/PHONE:
DATE:

SIGNATURE:

[0 We confirm that, after verification of our stock and the stocks of our users, we declare having no products concerned by this

recall
[ Please, indicate the volume of SONIC1.5F products concerned by this recall:

Product Quantity to return Product Quantity to return
Lot number (distributor and Lot number (distributor and
reference . reference [
hospitals) hospitals)

- End of document -
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