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Additional information for monopolar electrode handles smartPen for active electrodes with 2.4 mm
attachment, REF 80-210-21-04 und REF 80-210-23-04

Dear Sir or Madam,

The purpose of this letter is to inform you about a product information voluntarily initiated by Gebriider
Martin GmbH & Co.KG when using the handle especially in combination with the corresponding
monopolar active electrodes.

Description of circumstances

You receive this letter because you may be using one or more of the mentioned products above.

Insert a sterile active electrode suitable for the surgical application (with a connection diameter of 4.0
mm, 2.4 mm, or 1.6 mm, depending on the electrode handle model) into the electrode socket of the
reprocessed smartPen until the end stop is reached.

—The active electrode can be inserted in various rotation-protected positions.
— The hexagon of the active electrode must be covered by the tip of the smartPen.

Possible risks of a plug connection

When inserting the monopolar active electrode, make sure that the electrode is inserted until the limit
stop. No metallic parts may be free or visible in the transition to the handle. The electrode isolation
and, if any, the six-edge must be obscured by the tip of the electrode intake of the handle.
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In the following you will find corresponding illustrations of a properly inserted active electrode.

A handle electrode combination, in which metallic parts (see marker in the following illustrations) are
free or can be seen, must not be used as this can lead to a bypass and a burning in the worst case.

Transmission of this supplement product information

Please ensure that all users of these products and other persons to be informed in your organization are
aware of this additional product information. If you have submitted the products to third parties, please
forward a copy of this supplementary product information or inform the contact persons below. Please
keep this information at least until you have informed all the people in your company to be informed.

Gebriider Martin GmbH & Co.KG

The Federal Institute of Medicines and Medical Devices (Bundesinstitut fiir Arzneimittel und
Medizinprodukte) has received a copy of this supplementary product information.
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Please do not hesitate to contact us in case of any further questions.

With kind regards

Gebrider Martin GmbH & Co. KG,
a company of the KLS Martin Group
iV, 7
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Reinhold Blicher

Head of Quality Management/ RA

\

LA,

Christian Tbckweiler
Senior Product Manager
Electrosurgery and Laser
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