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Berlin, 10 December 2018

The text as defined in 15.19(a)(3) and RSS-Gen §5.2 (IC) is too large to be placed on the
label of the device and the device itself is smaller than defined in KDB 784748.

Therefore it will be placed in a prominent location of the user guide.

Sincerely

Dirk Konig
Manager Regulatory Affairs
BIOTRONIK SE & Co. KG
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