B/ BRAUN

Aesculap AG
Regulatory Affairs

Postfach 40
78501 Tuttlingen

Germany

Contact: Thomas Marquard

Fon: +49 7461 95-2361
Aesculap Chifa sp. z 0.0. Fax: +49 7461 95-2969
ul. Tysigclecia 14 Email: thomas.marquard @aesculap.de
64-300 Nowy Tomysl Internet: http://www.aesculap.de
POLAND

Date: March 26, 2018

DECLARATION

We herewith certify that the products

PL5GIT TLIGATING CLIPS M/L 12/BOX

PL572T LIGATURE CLIP 12 MAG.= 144 PCS.
PL574T CHALLENGER TI-P SM-LIGAT.CLIPS 12 CARTR.
PL579T CHALLENGER TI-P ML-LIGAT.CLIPS 12 CARTR.

are designed, manufactured and tested according to the defined and documented specifications and
procedures. These devices are produced from Titanium Grade 1 according to the 1S0O 5832/2¥. Therefore the
products are non ferromagnetic and MR-Conditional up to 3 Tesla.

AESCULAP AG

Sandra Bury
Regulatory Affairs

XSO 5832/2: "Implants for surgery - Metallic materials - Part 2: Unalloyed titanium"
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