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Urgent security information

Field Safety Notice
concerning

GGW-03-XX-XXX; GGW-04-XX-XXX Bavarian Guidewire RU

Dear Madams and Sirs,

With this letter we would like to inform you about a field corrective measure of our product Bavarian Guide
Wire RU and ask for your attention:

Identification of the affected medical devices:

GGW-03-21-400 | GGW-03-21-450 | GGW-03-25-260 | GGW-03-25-450 | GGW-03-35-260 | GGW-03-35-400

GGW-03-35-450 | GGW-04-35-400 | GGW-04-35-450 | n/a n/a n/a

batch number
(LOT)
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Anzahl eintragen

Artikelnummer eintragen

LOT Nr. eintragen
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Artikelnummer eintragen

LOT Nr. eintragen
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Bitte nur die Artikel und Mengen eintragen, die der jeweilige Kunde auch erhalten hat!
Nicht Zutreffendes bitte entfernen!
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Description of the problem:

We have been informed of a problem with the above product and its reprocessing, so that unrestricted,
safe treatment of patients after reprocessing can no longer be guaranteed. It cannot be ruled out without a
doubt that the material properties of the product are influenced by the reprocessing, e.g., the hydrophilic
application.

Therefore, effective immediately, this product is no longer approved for multiple use and reprocessing.

We therefore declare the instructions for reprocessing invalid and hereby inform you not to follow the
relevant passage in the instructions for use.

In the future, the Bavarian Guide Wires will no longer be offered as a reusable product and will only be
available for single use.

Patient risk & recommendation for further action:

The safety and performance of the product after reprocessing cannot be fully guaranteed. Based on the
current state of knowledge, we advise against reprocessing. However, single use is still allowed.

Which measures are to be taken by the addressee?

Upon tracing, we found that you received affected product.

For this reason, we ask you for the following support:

1. Please check whether you still have any of the above item numbers in stock.

2. Inform your end customers about the above-mentioned status change of the product.

3. Please refer to the attached customer information and include it with the products in your inventory.
4, Forward this Urgent Field Safety Notice to all those who need to be aware within your facility. If you

have passed on the product as a dealer and/or member of a hospital association, please identify
the affected facilities/departments and forward the safety and customer information to them

immediately.
5. Please also inform your local authorities and monitoring authorities about this measure.
6. Please keep this information at least until the action has been completed.

The German Federal Institute for Drugs and Medical Devices has received a copy of this "urgent safety
information".

7. Complete the attached response form and email it back to us immediately, but no later than
March15, 2023.

If you have any questions, we are always at your disposal.

Geschaftsflhrer/Managing Director: Christian Klein, Martin Lehner, Ralph Rothe, Marko Rudnicki
Handelsregister/Registration: HRB 4270 Amtsgericht Traunstein USt-ID-Nr.: DE131556319
Hypo Vereinsbank, Rosenheim IBAN: DEos 7112 0077 0025 5885 92 BIC (Swift): HYVEDEMM448
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Your contact at MEDI-GLOBE:
FSCA-Gastro@medi-globe.de
Best regards

Geyald ?I?EEFEM
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Gerald Stegemann/PRRC Medi-Globe GmbH

Geschaftsflhrer/Managing Director: Christian Klein, Martin Lehner, Ralph Rothe, Marko Rudnicki
Handelsregister/Registration: HRB 4270 Amtsgericht Traunstein
Hypo Vereinsbank, Rosenheim
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Response Form

Response requested at: FSCA-Gastro@medi-globe.de

GGW-03-XX-XXX; GGW-04-XX-XXX Bavarian Guidewire RU

[0 We have the following number of affected products in stock:

Medi-Globe®

A MEDI-GLOBE COMPANY

item number
(REF)

batch number
(LOT)

amount

Artikelnummer eintragen

LOT Nr. eintragen

Artikelnummer eintragen

LOT Nr. eintragen

Artikelnummer eintragen

LOT Nr. eintragen

Artikelnummer eintragen

LOT Nr. eintragen

Bitte nur die Artikel und Chargen eintragen, die der jeweilige Kunde auch erhalten hat! Nicht Zutreffendes

bitte entfernen!

[0 We have received the customer information and will take the necessary measures.

[0 We have forwarded the safety information/customer information to the end customers.

[0 We do not have any affected product in our inventory.

Sender:

Contact Person:

Phone No.

Comment:

Date:

Please follow these instructions:

Signature / Function

1. Fill out the reply form completely, even if you no longer have any products in stock.
2. Please send the completed reply form to the following email address: FSCA-Gastro@medi-globe.de

Geschaftsflhrer/Managing Director: Christian Klein, Martin Lehner, Ralph Rothe, Marko Rudnicki
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